Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

BigkpuTe, JOBrocTpoKoBe pO3IIMpeHe AOC/i/keHHs Bbpa3vnkymaly y marjieHTiB 3 xBopoboro KpoHa Bif
cepeaHboro A0 Bakkoro crymeHs akThBHOCTI (INTREPID OLE), kop gocnimkenns D5271C00002,
nioripaBka 3, Bepcis 4.0 Big 02 6epe3nst 2021

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Po3umH Opa3ukymady il BHYTPIllIHbOBeHHUX iH’ekLiil, 720Mr y dakoni 6 mn (MEDI2070, AMG 139;
bpasukymab (Brazikumab, MEDI2070, AMG 139)); po3uuH [/1s1 BHYTPIillIHLOBEHHUX iH’€KLIiH, y ¢uiakoHi
6m1; 120 mr/ma (Mmisirpam/misntinitp); Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; FISHER CLINICAL SERVICES UK LIMITED, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; AstraZeneca AB,
Sweden; ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, United Kingdom;
Allergan Pharmaceuticals Ireland, Ireland;

bpasukymMab, po3umH s migmkipaux id’ekniv, 120 mr/mn (MEDI2070, AMG 139; Bpa3ukymab
(Brazikumab, MEDI2070, AMG 139)); po3uuH Jjis MiJIIKiDHUX iH’€KIili, y TorepeJHb0 HArlOBHEHOMY
wmputii 1mut; 120 mr/mn (minirpam/mininitp); Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; FISHER CLINICAL SERVICES UK LIMITED, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States;
AstraZeneca AB, Sweden; ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT,
United Kingdom; Allergan Pharmaceuticals Ireland, Ireland




2 TMPOJIOBXKEeHHH JojaTtka 1

BianosigansHuii (i)
JIOCJTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., ipo@. buukos M.A.

KomyHanbHe HekoMepiiitiHe TignpueMcTBO «KiliHiuHa siKapHs MIBUAKOI MeAUYHOI JonoMOru M. JIbBOBa»,
LeHTp Tepamii, JIbBiBCbKMI HalliOHaILHUM MeJUYHUM YyHiBepcuTeT imeHi [laHuna I'anuipbkoro, kadezapa
teparii Nel, MeJMuHOI jiarHOCTUKY Ta remMatosiorii i TpaHcdys3iosnorii ¢pakyabTeTy MicasAUIIOMHOI OCBITH,
M. JIbBiB

2) a.m.H. ['onoBuenko O.1.

MeauuHu 1IEHTP TOBapHCTBa 3 00MeXXeHOI0 BifmoBiganbHicTIO «Xesc KimiHik», Bifgin ractpoeHTeposorii,
rernarosIorii Ta eHZOKPHUHOJIOTIT MeJUYHOr0 K/IIHIYHOTO JOCTIHULIBKOTO LIeHTPY, M. BiHHULA

3) nikap Manuupbka A.I1.

KomyHanbHe HeKoMeplLifiHe TiIPUEMCTBO «XepCOHChbKA MicbKa KiTiHiyHa JiikapHs iM. €.€. Kapabesera»
XepCoHCBKOI MiCBKOI pajivi, TacTpOTeparieBTUUHe BifjjijieHHs], M. XepCOH

4) n.M.H., po@. binstHCHKMIA JI.C.

KomyHanbHe HekomepliliHe mignpueMcTBOo «KuiBcbka Micbka KiiHiuHa sikapHsi Nel8» BHKOHaBUYOrO
oprany KuiBcbkoi MicbKoi pagu (KUiBCbKOI MiCBKOI [lep>KaBHOI aZjMiHiCTpallil), TPOKTOJIOTiUHe Bif/i/IeHHs,
M. KuiB

5) k.M.H. anienko O.T'".

KomyHanbHe HekoMmepliliHe mignpueMcTBO «Micbka KiiHiuHa fikapHs Ne2 imeni mpod. O.0. IllanimMoBa»
XapKiBCbKOI MiCbKOI pajiv, MPOKTOJIOTIYHE Bi/i/li/IeHHsT, M. XapKiB

6) K.M.H. [TonsikoBa I'.B.

MeauuHul IIeHTP TOBAapUCTBA 3 OOMEXXEHOI BifmnoBifanbHicTIO «KoHcumiym Megikan», KiTiHiKO-
KOHCYJIbTaTUBHe BijzineHHs, M. KuiB

7) A.M.H., Tipod., 3aB. Ka. CraHicmaBuyk M.A.

KomyHanbHe HeKoMmepijifiHe TianpueMcTBo «BiHHMI[bKA obOsiacHa KiiHiuHa JikapHs im. M.I. TluporoBa
Binnunpkoi o6sacHoi Paau», o6nacHUi crieljiani3oBaHUM KTiHIYHWHA TacTPOEHTEPOJIOTiUHUM LIEHTP,
BiHHMLIBKMI HallioHaNbHUN MeAuuHKl yHiBepcuteT iM. M.I. TIuporoBa, kadeapa BHYTPIIHBOI MeAULIMHU
Nel, m. BinHuus

8) snikap Pimko f.9.

KomyHanbHe HeKOMepIiiiiHe TMiZIIPUEMCTBO «3aKapriaTchbka o0JslacHa KiIiHiUHA JliKapHs iMeHi AHApis
Hoaka» 3akaprnaTcbKoi 00/1acHOi pajifi, TaCTPOEHTEPOJIOTiUHe BiJIi/IeHHsI, M. Y KTOpO/

9) nikap Ilyrau M.M.

MeauuHUi 1[eHTP TOBapuCTBA 3 OOMEXeHOI0 BiAmoBigambHicTIO «MeanuHa KiiHika «bmaromen»,
JIIKyBaJIbHO-ZIiarHOCTUYHUWH TiApo3aii, M. KuiB

10) nikap Jlorganiai T.1.
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KomyHanbHe HeKoMepriiiHe mianpueMcTBo KuiBcbKoi obsacHoi paayu «KuiBcbka o6jacHa JtiKapHs»,
TeparneBTUYHE BiJiieHHs, M. KUiB

11) ag.m.H. I'ocnopapcekwmit 1.41.

KomyHanbHe HekoMepliiiiHe MiANpUEMCTBO «TepHOMiNbCcbKa YHiBepCUTeTChbKa JiKapHs» TepHOMiIbChbKOl
obsiacHOi pagu, 001aCHUIA TIEHTP raCTPOEHTEePOJIOTIi 3 TeraTooTi€r0, TaCTPOEHTEPOJIOTiUHe BiJ/li/IeHHs, M.
TepHominb

12) nixap bapanenko B.M.

MenuuHuii 1eHTp «YHiBepcaibHa KiiHika «QOO0epir» ToBapucTBa 3 00Me)KEHOI Bi/MOBifambHICTIO
«Karitan», K/IiHIKO-KOHCY/IbTaTUBHE BiJieHHs, M. KuiB

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«docmimkenns: 111 ¢da3u 3 MeTor OLHKM e(heKTUBHOCTI Ta [JOBrOCTPOKOBOI Oe3rmeuHOCTi mperapary
SHRO0302 panst iHAYKIiHHOT Ta MiTPUMYIOUOi Tepartii MarfieHTiB i3 CepeAHbOTSHKKUM i TSDKKUM Tepebirom
BHMPA3KOBOT'0 KOJIITY B aKTHBHiM (a3i», Kog pocmimkendass RSJ10135, pexpaxkitist 1.0 Big 22 6epesnst 2021 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEKEHOIO BIATIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnioHCOp, KpaiHa

«PeiicToyn baiiodhapma Kommani Jlimiten» [Reistone Biopharma Company Limited], Kurait

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

tabsmetkn SHRO0302 (SHR0302; 1639419-51-4; SHRO0302 tablets); Tab/ieTKd, BKPHUTI IUIiBKOBOIO
obosnonkor; 4 wmr; «Jiangsu Hengrui Medicine Co., Ltd.» Kwuraii; «Catalent (Shanghai) Clinical Trial
Supplies Co., Ltd.», Kuraii; «Catalent Germany Schorndorf GmbH», HimeuunHa;

[Tnate6o mo Tabmetkn SHRO0302, TabeTky, BKPUTi TTiBKOBOIO 000/70HKOMW; «Jiangsu Hengrui Medicine
Co., Ltd.» Kuraii; «Catalent (Shanghai) Clinical Trial Supplies Co., Ltd.», Kuraii; «Catalent Germany
Schorndorf GmbH», HimeuuniHa

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

1) k.m.H. Janienko O.T.

KomyHanbHe HekoMepLiliHe mifnpueMcTBo «MicbKa KiiHiuHa yiikapHs Ne2 imeni mpod. O.0. IllanimoBa»
XapKiBCbKOI MiCbKOI pajiv, MPOKTOJIOTIYHE Bi/i/Ii/IeHHs, M. XapKiB

2) k.M.H. [JoporaBuesa ['.A.

Kniniuna nikapasi «®eodaHis» [lep>kaBHOTO yIIpaB/iHHS CIpaBaMH, KOHCY/JbTaTUBHA TOJIiK/IiHiKa
KOHCY/IbTaTUBHO-/1iarHOCTUYHOTO LIeHTpy, M. KuiB

3) k.M.H. Ky3bMiHcbKa O.b.

Ob6nacHe KOMyHa/lbHe HEKOMepIliiiHe TiAnpueMcTBO «YepHiBellbKa JIiKapHS IIBUAKOI MeJUYHOI
JIOTIOMOT'M», TaCTPOEHTepOoJIoTiuHe BifdineHHs, M. YepHiBLi

4) k.m.H. KoBanb B.I.

KomyHasibHe HeKoMepIjitiHe miarnpueMcTBo «Uepkacbka obacHa yikapHs YepkacbKoi 06/1acHOI pau»,
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MPOKTOJIOTiYHe BiAiieHHs, M. Yepkacu

5) nikap FOpkiB A.€.

KomyHansHe HeKoMepijitiHe miarnpueMcTBo «OeckbKa obacHa KiiHiuHa JylikapHsi» OfiecbKoi 06/1acHOl pajy,
OO6/1acHUM racTPOEHTEePOJIOTIUHUI [IeHTP, MOTiKIiHIuHe BifaiieHas, M. Ozeca

6) nikap Manuipka A.II1.

KomyHasibHe HeKoMepIjiliHe MiANPHUEMCTBO «XepCOHChKa MichbKa K/iHiuHa JiikapHs iM. €.€. Kapabeneria»
XepCOoHCBbKOI MiCBKOI pajy, racTpoTeparieBTUUHe BififlijIeHHs], M. XepCOH

7) nikap Mapuyk FO.B.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BonnHCbKOI 061acHOi  pajy,
xipypriuHe BiagineHHs (eHAOKPUHHOI Ta abZOMiHA/IBHOI TIATOJIOTIT) 3 IPOKTOMOTIYHUMU JTiKKaMH, M. JIyLbK
8) k.M.H. [Tonsikora I'.B.

MenuuHul [IeHTP TOBAapUCTBA 3 0OMeXXeHO0 BifnoBifanpHicTI0 « Meauunnii eHTp «KoHcumiym Megikan»,
racTpOEeHTEePOJIOTIYHI IMajiaTh CTallioHapHOTO BiAAdisieHHs, M. Kuis

9) k.M.H. Onitinuk O.I.

KomyHaneHe HekoMmepljiliHe mianpuemMcrBo «Micbka sikapHsg Ne6» 3amopi3bkol MiCbKOI  pajw,
racTpOeHTEepOJIOTiuHe Bi/ji/IeHHs, M. 3aropidoKs

10) a.m.H., pod. ITpuctyna JI.H.

KomyHanbHe HekomepiiiiHe mianpuemMctBo Cymcbkoi ob6macHoi paau «Cymcbka oOsacHa KiliHiuHa
niKapHsi», TeparneBTUUHe BiagineHHs, CyMcbKuil Jep)KaBHUM yHiBepcuteT, MeAuuHui iHCTUTYT, Kadezapa
BHYTPILIHbOI MeVLIMHU 3 LIEeHTPOM pecIlipaTopHOi MeguiuHy, M. Cymu

11) 3asB. Big. Pomanis O.I1.

KomyHanbHe HekoMmepliifiHe mignpuemMctBo «O6macHa KiiHiuHa JikapHsi IBaHO-®paHKiBCHKOiI 006/1acHOT
paZi», raCTpOeHTepOoJIoriuHe BifAineHHs, M. IBaHO-DpaHKiBChK

12) nikap Casginpka JI.M.

MeauuHuii 1jeHTP TOBapUCTBa 3 00OMeXXeHO0 BifinoBifansHicTi0 «Meaibop [Tatoc», BiagineHHs craijioHapy,
M. JKutomup

13) nikap Ckubano C.A.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJMOBifanbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIYHUX JO0C/IiIP)KeHb», BiJ/Ii/1 raCTPOEHTepOJIOoTii Ta renaTosIorii CcTaljioHapHOro BiazineHHs, M. Kuis

14) k.M.H. Tomaikesuu I'.1.

KomyHanbHe HeKoMepljiliHe MigrpueMCcTBO «BiHHUIIbKA MicbKa K/iHiYHa jlikapHs Nel»,
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racTpOeHTepoJIOriyHe BiAziseHHs, M. BiHHULIS

15) k.M.H. banuupkuii B.B.

KomyHanbHe HeKOMepIjiiiHe TiANpPUEMCTBO «XMeIbHUI[bKA 00/lacHa JliKapHsS» XMeIbHUI[LKOI 00/1acHOl
pajiy, Bi/iiieHHs TIPOKTOJIOT i1, M. XMeTbHULTbKUN

16) 3aB.Biz. 360piBchbKuit .M.

KomyHanbHe HeKoMmepliitiHe miarnpreMcTBo JIbBiBCbKOI 0o6siacHOI pazu «JIbBiBChbKa obOsiacHa KiiHiuHa
JliKapHs», XipypriuHe BiggineHHsa Nel, M. JIbBiB

[TIpenapatu MOPiBHSHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTty
CYIyTHBOI Tepamnii

Cmaptdon «Apple iPhone 6S» (Mozmens A1688) (enleKTpOHHUI OMUTYBalbHUK, 1[0 BUKOPUCTOBYETHCS 3
MeToro peectpatiii cumnTomiB BK mnarfienTiB). Bupobnuk: «Apple Inc.», CIIIA.

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomi3oBaHe, To/BiliHe cjiine gocmipkeHHs da3u 3 1A OLiHKK edeKTUBHOCTI Ta Oe3rmeuHoCTi
3aCTOCYBaHHsI Be/loMi3ymMaly i BHYTPillIHLOBEHHOTO BBeJeHHS $K TiATPUMYIOUOI Tepartii y TMallieHTiB
JUTSUYOTO BiKy 3 aKTUBHMM BHMPA3KOBUM KOJTOM Bi/i TIOMiDHOTO /I0 TSDKKOTO CTYTIEHS, y SIKUX Oy/io
JOCITHYTO KJTiHIYHOI BiAMOBifAi Ticas Teparmii BemosisymMaboM [jisi BHYTPIllITHLOBEHHOTO BBE/IEHHS Y
BiIKpUTOMY pexxuMi», Koa gocaimkeHHss MLIN0002-3024, mpotokos 3 monpaBkoro 1 Bif 16 mrotoro 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 ObmexxeHoro BignoBiganbHicTio «KoHTpakTHO-ocmignunbka Opranizanis IHHOGMapM-
YKpaiHa»

CnoHcop, KpaiHa

Takena esenonmeHT CeHTep AMepikac, IHK., Crionyueni Illtatu (Takeda Development Center Americas,
Inc., USA)

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

Vedolizumab (Begosnizyma6, MLNO0002, Entyvio, EntuBio, KYNTELES, KMUHTEJIEC) (Vedolizumab);
[Topowiok [ TIPUrOTYBaHHS KOHLIEHTpary Aas po3uuHy JAns iHdysil, 300 wr/¢nakon; 300 wmr
(minirpam(iB)); Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services, USA; Almac Clinical Services, USA; Fisher Clinical Services Inc.,
USA; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Takeda Austria GmbH, Austria

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

1) a.M.H., ipo@. Bepe3zenko B.C.

Kninika [lep>kaBHOI YcTraHOBU «IHCTUTYT megiarpil, akylepcrsa i riHekosioril iM. akag. O.M. Jlyk'sHoBOI
HAMH Ykpaiuu», Biifiil/ieHHs TenaToJIorii 3 eHTPOM AUTAYOl renartosorii, M. Kui

2) K.M.H. 3urano B.M.

Kninika gep)kaBHOI ycTaHOBU «HallioHa/ibHUM HayKOBUH LIeHTp PpaziaijitiHoi meauiuHu HaitioHambHOT
akajieMii MeJUUHMX HayK YKpaiHW», BiJAiJ pajialiiiHOl mexiaTpii, BPOyKeHOI Ta CraJKOBOI MaTOJIOTii,
M. KuiB




2 TPOJIOBXKEHHA J0JaTKa 3

[TpenapaTy MOpiBHAHHSA, | —
BUPOOHUK Ta KpaiHa

CynyTHi - TecTn Ha BariTHICTb;
MaTepiasiu/mpernapaTu - JlabopaTtopHi Habopw;
CYIyTHBOI Tepartii - Min-Makc TepMomeTpuy;

- Kabesti Ta HOyTOYKM /17151 €HAOCKOITIi;

- IpykoBani matepiamu IMPACT III, PUCAI;
- Apple iPhone 6S (enekTpoHHi 1110IeHHUKN);
- Apple iPhone 7 (eneKTpoHHi 11{0/IeHHUKN);

- Apple iPad 6 (esieKTpOHHI 1]0/IeHHUKK);

- OpasibHi/TUMIIaHIYHI TEpPMOMETPH.

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTrO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«bararoijeHTpoBe BiJIKpUTe paH/OMi30BaHe JOCHiHKeHHsT (asu 2b  1jofleHHOr0 TepopasbHOro
3actocyBaHHss LUM-201 nporsirom 6 MicsLiB y paHillle He J/IiKOBaHMX [iiTeid Tpenyb6epTaTHOTO BiKy 3
Jedinutom ropmoHy pocty (JI'P), y mapanenbHUX rpyrnax, 3 aKTUBHUM KOHTPOJeM», KOJ, JOC/iJKeHHs
LUM-201-01, Bepcis 4.1 Bif 29 ksiTHaA 2021

3asiBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Lumos Pharma, Inc. (JIromoc ®apma, IHk.), CIITA

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

LUM-201 (Tbutamoren mesilate, ibyramoper me3sunat) (LUM-201; 159634-47-6 159752-10-0 (mesilate);
Ibutamoren mesilate (INN), Ibutamoren mesylate (USAN)); TabneTku, BKpHUTi IUIiIBKOBOIO 000/I0HKOO; 9
mr; Mayne Pharma Inc., USA;

LUM-201 (Ibutamoren mesilate, ibyramopen me3sumnar) (LUM-201; 159634-47-6 159752-10-0 (mesilate);
Ibutamoren mesilate (INN), Ibutamoren mesylate (USAN)); TabseTKu, BKPHUTi TUIIBKOBOKO 000JIOHKOIO;
18 mr; Mayne Pharma Inc., USA;

LUM-201 (Tbutamoren mesilate, ibyramoper me3sunat) (LUM-201; 159634-47-6 159752-10-0 (mesilate);
Ibutamoren mesilate (INN), Ibutamoren mesylate (USAN)); TabseTky, BKpUTi N/iBKOBOIO 0OOJIOHKOIO;
36 mr; Mayne Pharma Inc., USA

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

1)a.m.H., npod. bonbiiosa O.B.

Iep>xaBHa ycraHoBa «I[HCTUTYT eHIOKpHHOJIOTiT Ta 00MiHy peuoBuH iM. B.IT. Komicapenka HarjioHanbHOT
akaziemii MeIMYHUX HayK YKpaiHW», BiI/Ii/IeHHS AUTSAYOI €HJOKPHUHHOI MaToJIOril, BiAALT JUTSIUON
eH/JOKpHUHHOI naTtoiorii, M. KuiB

2) A.M.H., ipod., wieH-kop. HAMH Yxkpainu ApsieB M.JI.

KomyHabHe HekomepilifiHe mignpueMcTBo «OechbKa o61acHa JUuTsua KiiHiuHa fikapHsa» OfecbKol
obmacHoi pagu, BiggineHHs Hedposiorii 3 eHJOKPUHHUMU JTi>KKaMu, OZiecbKUi HallioHaIbHUM MeJUUHUN
yHiBepcuteT, Kadezapa negiatpii Nel, M. Ozieca
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3) 3aB. Bij. Cnensin O.B.
KomyHasibHe HeKoMepIliliHe MiZIPUEMCTBO «3aropi3bKa o06acHa K/IiHIiUHA AUTSTYA JTiKapHs» 3aropi3bKoi
ob/1acHOI pajiy, meiiaTpUuHe BifiliIeHHs], M. 3arTOPiXKKs

[Ipernapatu OpiBHAHHS,
BHUPOOHMK Ta KpaiHa

Norditropin® (Hopgitponin®) (12629-01-5; Comarporin (Somatropin) (INN)); po3uun ans in’ekuiii; 1,5
MJT PO3UMHY AJis iH’eKuiii mictuth 10 Mr coMmaTporiHy Jyirofcbkoro 6iocuHTeTnuyHoro (pekombiHantHa JHK,
ozepxaHa 3 E. coli); 6,6667 mr/mi1; Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepariii

JlaboparopHi Habopu, EKI' o6mnagHaHHs, Habopw Ay iH'€KI[ill, TEPMOCYMKH [isi TPAHCIIOPTyBaHHS
Norditropin® (HopziTpomnin®)

B.o. renepa/ibHOro JupeKkTopa /{upeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«[IpocriekTBHe BiJKpHUTe HeNOpiBHA/MbHe OararorieHTpoBe mociimpkenHs III  da3m g oIfiHKA
dapmakokiHeTUKH, e)eKTUBHOCTI, IePeHOCUMOCTi Ta 6e3MeyHOCTi mpernapary iMyHOT/I00y/IiH JIFIOJUHU JJ1s
nifumkipHoro BBefeHHs (HbroHOpM) y MallieHTIB i3 mepBUHHMMU iMyHOAe(]IiLIUTHUMH 3aXBOPIOBAHHSMN»,
Koz pociaimpkenHss NORM-01, sepcis 03 Big 05 TpasHs 2021 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CnoHcop, KpaiHa

«Oxracapma Papmanieptrka IpogykrioHclec m.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.),
ABCTpis

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

Hetonopm (imyHorio6ymiH moauHu HopManbHUM 20% 71 T1/111 BBe/leHHsT; po3uuH 1 iHdy3iit; 180 - 220
mr/mi;  Octapharma Pharmazeutika Produktionsges.m.b.H., ABctpisi; Clinigen Clinical Supplies
Management GmbH, HimeuurHa

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipod. Yon’sik B.B.

KomyHasbHe HekoMmepLiiliHe TiarprueMcTBo JIbBiBChKOT 06s1acHOI pagu «JIbBiBChbKHMM 00/1acHUN KITiHIUHUN
JIarHOCTUYHWY 1|eHTp», PerioHasbHuM LIeHTp aleproJiorii Ta K/aiHiyHoI iMyHosnorii, M. JIbBiB

2) K.M.H. fIkumoBuu C.A.

KomyHanbHe HekomepLiiiHe migrnpuemMcTBO «KUiBCbKa MiCbKa JWTsYa KiHIYHA jiKapHs Nel» BUKOHaBYOTrO
oprany KuiBcbkoi wmickkoi pagu (KuiBcbkoi Micbkoi fepykaBHOI ajaMiHicTpaliii), KoHcy/bTaTHBHA
TO/IK/TiHIKA, BiAJieHHs KIIHIUHOI iMyHoJIorii, M. KuiB

3) A.M.H., ipod. Koctrouenko JI.B.

KomyHanbHe  HeKoMepijiiiHe — TianpueMcTBo  JIbBiBCbKOi — 00slacHOi  paju
crielfiasli3oBaHUM AUTSAYNN MeJUUHUM LIeHTpP», NlefiiaTpuuHe BifgineHHs, M. JIbBiB

«3axiJHOyKpalHCbKUN
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[TpenapaT MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepariii

- AMb6ynaropHuii iHgys3iitHuii Hacoc CRONO S-PID 50;

- AMOynaropnwmii iHdy3ittHui Hacoc CRONO S-PID 100;

- Pezepyap 50 M1 CRN® CRONO® /151 BUKOPUCTaHHS 3 aMOy/1aTopHUM iHQy3iiHuM Hacocom CRONO;

- Pe3zepByap 100 M1 CRN® CRONO® ay1s1 BUKOpUCTaHHS 3 aMOysiaTopHuM iHdy3itinum Hacocom CRONO;
- lllun ana BuBefeHHs Ta acmipanii po3uuHiB Ta npenapaTiB MiniSpike-CRN® pns BUKOpHCTaHHS i3
urpuiesuM pesepsyapoM CRN® CRONO®;

- [opagiviauil Y-Habip ay1s iHQy3ili po3umHiB Ta MpemnapariB 0JHOYACHO y 2 pi3HUX Miclgx iHPy3il Y-SET®;
- Habopu pns iHdy3iii Neria ™ Ta 6araTokomriekTHi Habopu Neria ™ 3 roskamu Ta TpyOKamu pi3HOI
JOBXXUHU;

- Tepmocymka 14 -5n1 [ TpaHCIOPTYBaHHSA JOC/IIKYBAaHOIO IiperapaTy [JOAOMY MDK Bi3UTamMu
JOCTIKEHHS;

- Kopo6ka 151 rocTpux mipeiMeTiB 171 — fi71st 30epiraHHst BUKOPUCTaHMX iH(Y3iHUX MaTepiastiB.

Komnanis, sika fie€ 3a [JOBipeHICTIO, fIKy HaJiaB CIIOHCOP UM 3asBHUK Ha BBe3eHHs [OC/iPKyBaHHX
JIKapchKUX 3aco0iB Ta cymyTHix MaTepianiB: TOB «ABIHEKC YKP» (Avinex Ukr, LL.C), YkpaiHa

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«baraTolieHTpOBe, paHIOMi30BaHe, TO/BiliHe cJjire, mialed0 KOHTPOJIbOBAHE KITiHiuHe AOoC/imkeHHs 3b
da3u a5 OmiHKM e)eKTUBHOCTI Ta 0e3MeYHOCTi MPU3HAYEHOro Ti/IIKiPHO I'ycesibKyMaly y MarfieHTiB 3
AaKTHBHUM TICOPiaTUYHMM apTPHUTOM, SIKi paHillle Maj¥ HeJOCTAaTHIO Bi/NOBiAb Ta/abo HermepeHOCHMiCThb
NiKyBaHHSI OTHUM 3 iHTi0iTOpiB (hakTOpPY HEKPO3y Myx/uH anbdar», Ko aocaimkenHs CNTO1959PSA3005,
Bif 13.04.2021 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», Benbris

CrioHCOp, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

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

rycenbkymab, rycenkymab, guselkumab, TREMFYA® (CNTO1959; SUB179789 JNJ-54160366;
guselkumab); Po3uuH gns iH'ekuili y momepegHbO 3aroBHeHoMy Impuili, 1 ma; 100 mr/mut; Janssen
Pharmaceutica NV, Benvrisi; Cilag AG, IlBetitapisi; Fisher Clinical Services GmbH, IlIBetiiapisi; Fisher
Clinical Services, CIIA; Catalent Pharma Solutions, Kwuraii; Catalent Germany Schorndorf GmbH,
Himeuunna; Catalent Pharma Solutions, LLC, CIIIA;

[Tnate6o Mo rycembkymab, rycenkymab, guselkumab, TREMFYA®, Po3unH /s iH'€KIfiii y mornepesHbO
3aroBHeHoMy 1umipuii, 1 mut; Janssen Pharmaceutica NV, Benvrisi; Cilag AG, IlBeiinapisi; Fisher Clinical
Services GmbH, IIgetinjapis; Fisher Clinical Services, CIIIA; Catalent Pharma Solutions, Kuraii; Catalent
Germany Schorndorf GmbH, Himeuunna; Catalent Pharma Solutions, LL.C, CIITIA

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. ['apmim O.0.

HepxaBHa ycrtaHoBa «HarjioHambHul HaykoBuM LeHTp «IHCTUTYT Kapziosorii iMmeHi akazemika
M./[I. Crparkecka» HarjioHa/ibHOI akaziemii MeIMUHUX HayK YKpaiHW, BiJlil HEKOPOHAapHUX XBOpPOO cepiis
Ta peBMaToJiorii, M. KuiB

2) K.M.H. Kneban f1.1.

KuiBcbka KiiHiuHa /iKapHsi Ha 3a/i3HUUYHOMY TpaHCopTi Ne2 @inii «LleHTp 0XOpoHU 370pOB’s1»
AKIIIOHEpDHOr'0 TOBApUCTBA «YKpaiHChKa 3a/li3HULA», Bif/liJIeHHs] JIeHHOr0 CTaljioHapy, M. Kuis
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3) nikap Kypunpuuk 1.B.

MenuyHul [IeHTP TOBAapUCTBA 3 0OMeXXeHO0 BifnoBifanbHicTI0 « Meauunnii eHTp «KoHcumiym Megikan»,
KJ/IiHIKO-KOHCYJ/IbTaTUBHe BiJJiieHHs, M. KuiB

4) K.M.H., fon. Tpuninka C.A.

KomyHanbHe HekoMepljifiHe MignprueMCTBO XapKiBCbKOI 00siacHOi pagu «OO0sacHa KiTiHiUHa JliKapHs»,
KOHCYJIbTaTUBHA MOJIIK/IiHiKa, M. XapKiB

[IpenapaTtu MOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«baraTolleHTpOBe, paHOMi30BaHe, TO/BiMHe cJiime, Iyiareb0 KOHTPOJbOBaHe KIIiHiUuHe AOCTiIKeHHS 4
da3u a5 OmiHKM e)eKTUBHOCTI Ta 0e3MeYHOCTi MPU3HAYEHOro Ti/IIKiPHO I'ycesibKyMaly y MarfieHTiB 3
aKTMBHUM aKCiaJlbHUM TICOPiaTUUYHUM apTPUTOM, siKi HiKO/M He OTpUMYyBa/iu 0iosioriuHy Tepartito», KOp
JocnigykeHHss CNTO1959PSA4002, Big 14.04.2021 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CnoHcop, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», benbris

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

I'ycenpkyma0; rycenkyma0; guselkumab; TREMFYA®; CNTO1959; SUB179789; JNJ-54160366; po3uuH
I iH'€KLiM y morepeiHbO 3amoBHeHOMY wurpulli, 1 mj; 100 mr/mi; Janssen Pharmaceutica NV, Besnbris;
Cilag AG, Ilgeiinapis; Fisher Clinical Services GmbH, IlIBeiitjapisi; Fisher Clinical Services, CIIA;
Catalent Pharma Solutions, Kwuraii; Catalent Germany Schorndorf GmbH, Germany; Catalent Pharma
Solutions, LLC, CIIIA;

[Tnare6o mo rycenpkymab (rycenkyma6, guselkumab, TREMFYA®), Po3unH a1 iH'eK1ifi y TornepeaHbO
3arioBHeHoMy Immpuili, 1 mi; Janssen Pharmaceutica NV, Benwris; Cilag AG, Ilseiitiapisi; Fisher Clinical
Services GmbH, IlIBetijapisi; Fisher Clinical Services, CIIIA; Catalent Pharma Solutions, Kuraii; Catalent
Germany Schorndorf GmbH, Germany; Catalent Pharma Solutions, L1.C, CIIIA

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

1) k.M.H. 'apmimn O.0.

HepxaBHa ycraHOoBa «HallioHa/bHHUM HayKOBUM LieHTp «IHCTUTYT Kapgiosorii iMeHi akajeMika
M./. Crparkecka» HarjioHanbHOI akajemii MeIMUHUX HayK YKpaiHW, BiJfi/l HEKOPOHAPHHUX XBOPOO cepiis
Ta peBmartoJiorii, M. Kuis

2) k.M.H. Kneban f.1.

KuiBcbka kiiHiuHa JfikapHsi Ha 3ami3HUYHOMY TpaHCIopTi Ne2 ¢inii «LleHTp OXOpPOHM 370pOB’si»
AKIIIOHEpHOI'0 TOBAapMCTBa «YKpaiHChKa 3a/1i3HULs», BiAAiIeHHsI IEHHOr0 CTaljioHapy, M. KuiB
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3) K.M.H. Tpumninka C.A.

KomyHanbHe HekoMepljifiHe MignpueMcTBO XapKiBCbKOI o6siacHOi pagu «OO0sacHa KiTiHiUHA JIiKapHSs»,
KOHCYJ/IbTaTUBHA IOJIIK/IiHIKa, M. XapKiB

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

KomyHanbHe HekoMepliiliHe mianpueMcTBo «Opecbka obsiacHa KiiHiuHa JjikapHs» OpechKoi o06sacHOI
pajiv», NOJiKJIIHIYHe BigaiieHHs, M. Oneca

[IpenapaTtu MOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomi3oBaHe, mojBiliHe crime, TUIAlEe00-KOHTPO/IbOBAaHEe JOC/ipKeHHsT (a3 Il [y BUBUEHHS
dapmakokiHeTHKH, (hapMakoAuHamMiuHKX edekTiB i Ge3meuHocti mpemnapaty FT011 pgns mepopasibHOTO
3aCTOCYBaHHSI B YUaCHUKIB [OC/i/PKeHHS i3 Audy3HUM CHUCTEMHUM CKJIep030M», KO AOCHTiKeHHs
CER-FT011-S5c01, Bepcis 1.4 Big 11 moToro 2021 poky

3asiBHUK, KpaiHa

ITignmpuemctso 3 100% iHo3emHo0 iHBecTuiiero «AMK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

Certa Therapeutics Pty Ltd, Australia

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

FT011 (FTO11; FT011); karicyna; 100 mr; Cambrex (formerly Avista Pharma Solutions, Inc.), USA; Avista
Pharma Solutions, Inc., USA; Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland;

FT011 (FTO11; FT011); karicysa; 200 mr; Cambrex (formerly Avista Pharma Solutions, Inc.), USA; Avista
Pharma Solutions, Inc., USA; Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland;

[Tnate6o mo FTO11 100 ta 200 mr; kancymu; Cambrex (formerly Avista Pharma Solutions, Inc.), USA;
Avista Pharma Solutions, Inc., USA; Almac Clinical Services, USA; Almac Clinical Services Limited,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland

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

1) nikap Kapnenko O.0.

Meanunuii 1eHTp «OK!KmiHik+» TOBapucTBa 3 0OMEXXEHOI BiJMOBifa/NbHICTIO «MiKHAPOJHUMA iHCTUTYT
K/IIHIYHUX AOC/IiI)KeHb», B Tepamnii, peBMaToJIOril Ta KapAioJIorii cTalliOHapHOro BifiieHHs, M. KuiB
2) K.M.H. Tkauenko M.B.

KomyHanmeHe migmpuemMcTBo «ITosTaBcbka o6OsiacHa KiiHiuHa JiikapHsi iM. M.B. CkitidhocoBcbKoro
[MTonTaBchKOi 06/1acHOi pagy», O6IacHUIA TiKyBalbHO-/[iarHOCTUYHUN PeBMATO/IOTiUYHUAMN IeHTP, YKpaiHChbKa
MeJJMYHa CTOMAaTOJ/IOTiuHa akajieMis, Kadeapa cimeitHoi MeAULIMHM i Tepariii, M. [TonTaBa
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[TpenapaTy MOpiBHAHHSA, | —
BUPOOHUK Ta KpaiHa

CymnyTHi —
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbsHoro pgupexkropa Jlupekropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«baraTolleHTpoBe, paHZiOMi30BaHe, MOABiliHe cJiime, TUIale00-KOHTPO/IbOBAaHEe JOCTiMKeHHs da3u 3 s
OLiHKM e(eKTUBHOCTI Ta 6e3MeuHOCTi MiZIIKipHOTO BBeAeHHsS aHipposymMady [JOPOCIMM MallieHTaM 3
CHCTeMHUM YepBOHHWM BOBUYAKOM», Kof pociimkeHHs D3465C00001, Bepcis 2.0 Big 16 rpyanHs 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHosemHolo iHBecTHicio «AMK’FOBIA PIC YkpaiHa»

CnioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

Awnidponymab (MEDI-546; Anidposymab); po3uuH /s iH’€KIlii y monepeHb0 HaroBHeHoMYy wmpuiii 0,8
ma; 150 mr/mut; Vetter Development Services USA, Inc., USA; Medlmmune, LLC, USA; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Fisher Clinical Services UK Limited, United Kingdom; Fisher
Clinical Services Inc, United States; AstraZeneca AB, Sweden; MedImmune Pharma, B.V., Netherlands;
MedImmune Limited, United Kingdom; AstraZeneca UK Limited, United Kingdom;

[Tnate6o g0 AHidponymab, po3unH i iH€KIfil y TornepeHhO HarioBHeHoMy Impwuiii 0,8 mm; Vetter
Development Services USA, Inc., USA; Medlmmune, LLC, USA; Vetter Pharma-Fertigung GmbH & Co.
KG, Germany; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services Inc, United
States; AstraZeneca AB, Sweden; Medlmmune Pharma, B.V., Netherlands; Medlmmune Limited, United
Kingdom; AstraZeneca UK Limited, United Kingdom; Fisher Clinical Services Suzhou, P.R. China
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Bignosigansuuii (i) 1) k.m.H. Kauyp B.B.
JIOCJTIIHYK (1) Ta MicLie Meanunuii 1eHTp «OK!KiHik+» TOBapucTBa 3 0OMEXXEHOI BiJmNOBia/nbHICTIO «MiKHAPOJHUM iHCTUTYT
(s1) mpoBefieHHS K/TIHIUHUX JOCTiPKeHb», BiIIiI Tepariii, peBMaTOJIOrii Ta Kap/IioJIorii cTalioHapHOro BiaaineHHs, M. Kui

BUTNIPOOyBaHHs B YKpaiHi | 2) A.M.H., ipod. fIpemenko O.b.

KomyHanbHe HekoMepLiikiHe mianpueMcTBo «KuiBcbka Micbka KiliHiuHa jikapHs Ne3» BUKOHABYOTrO OpraHy
KuiBcbkoi wmicbkoi pagu (KuiBcbKOi MiCbKOi [ep>kaBHOI aZMiHicTpallii), KapAioJjioriuHe BiAfiseHHs 3
rajaTor iHTeHCUMBHOI Teparmii, B T.U. 3 JDKKamMu iH($apKTHOrO Ta peBMAaToJIOTiYHOrO mMpodisto,
HarjioHaneHuit Mmeguunuii yHiBepcuteT imeHi O.0. Boromonbiis, Kadeapa BHYTPilIHEOT MeJUIIUHU No3, M.
Kuis

3) 3aB. Big. Kymuk A.B.

KomyHanbHe HeKoMepIiiiiHe TianpreMcTBo «Uepkachka obsiacHa JiikapHs Yepkacbkoi 06acHOi pazim»,
KapZiopeBMarosioriuHe BifaineHHs, M. Yepkacu

4) nikap Kypunbuuk 1.B.

MeauuHUH 1IeHTP TOBAapHCTBA 3 00MEXXEHOI0 BifiMOBifanbHicTIO « Meauunuii 1eHTp «KoHcumiym Megikan»,
KJ/IIHIKO-KOHCY/IbTaTUBHe BifJineHHs, M. KuiB

5) A.M.H., ripod. Pekanos [I.T".

Mepuunuii eHTp TOB «CyuacHa KiiHika», M. 3amopixoks

6) K.M.H., 3aB. Biz. ['putienko I'.M.

KomyHanbHe HeKoMeplLliliHe MiJJIPUEMCTBO «4-a MicbKa KIiHiuHa JiKapHs M. JIbBOBa», peBMaroJioriuHe
BinzinenHs, M. JIbBiB

7) nikap 3si6uerko M.T".

[TpuBaTHe Masie MiANPUEMCTBO, MeJUUHUM 1[eHTp «[lynbCc», TepaneBTHYHe BiffineHHs, M. BiHHuULs

8) A.M.H., 3aB. BiazisieHHs M JleBueHKO O.M.

KomyHanbHe HekoMepliiliHe mianpueMcTBo «Opecbka obsiacHa KiiHiuHa JjikapHs» OpechKoi o06sacHOI
pajiv», MOJiKJIiHIYHe BigaiieHHs, M. Ogeca

[IpenapaTtu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CymnyTHi —
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 10

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«baraTolieHTpOBe, paHIOMi30BaHe, TO/IBikHe CJIirle, T/1arie00-KOHTPOIbOBAaHe JOC/TiKEHHS B MapaiebHUuX
rpyrax [jisi OLiHKKA e(eKTHBHOCTI, Oe3meyHocTi Ta mepeHocumocTi CoTikectaTy B SIKOCTi /10/]aTKOBOI
Tepariii y MaljieHTiB JUTSYOro Ta MOJI0A0ro BiKy i3 cunapomoM [pase (CH)», kox pocnimkenns TAK-935-
3001, ininiassHa Bepcisi Bizg 23 6epe3nst 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OO0MmexeHoro BiamosigampHicTio «KoHTpakTHO-[locmigaunibka Opradizaris [HHOMapM-
YKpaiHa»

CnoHcop, KpaiHa

Takezna [leBenonmeHT CeHtep Amepikac, IHk. (TIC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas))

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

Coriknecrar, Soticlestat, TAK-935 (TAK-935; soticlestat); Tabaetku; 100 mr; Bushu Pharmaceuticals Ltd.
Kawagoe factory, Japan; SPERA Pharma, Inc. (romepeans Ha3Ba Takeda Pharmaceutical Company
Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Sumika Chemical Analysis Service, Ltd.,
Japan; Fisher Clinical Services, USA;

[Tnanie6o mo Cortiknecrat, Soticlestat, TAK-935, Tabnetkn; Bushu Pharmaceuticals Ltd. Kawagoe factory,
Japan; SPERA Pharma, Inc. (mornepeansi Ha3Ba Takeda Pharmaceutical Company Limited), Japan; Sumika
Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA;

Cortiknecrar, Soticlestat, TAK-935 (TAK-935; soticlestat); Tabnerku; 20 mr; Bushu Pharmaceuticals Ltd.
Kawagoe factory, Japan; SPERA Pharma, Inc. (romepeanss Ha3Ba Takeda Pharmaceutical Company
Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA;

[Tnanie6o mo Cortiknecrat, Soticlestat, TAK-935, Tabnetkn; Bushu Pharmaceuticals Ltd. Kawagoe factory,
Japan; SPERA Pharma, Inc. (mornepeansi Ha3Ba Takeda Pharmaceutical Company Limited), Japan; Sumika
Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA
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Bignosigansuuii (i) 1) k.m.H. HensBa [.}FO.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HeKoMepIiiiiHe TiAnpueMcTBo «IBaHO-®paHKiBCchKa 00/1acHa AUTSYA KTiHiYHA JTiKapHs [BaHO-
(s1) mpoBeaeHHs ®paHKiBCbKOI 06/1acHOI pafu», BiAfineHHs AJjis AiTeld 3 ypa)keHHSIMU 1IeHTPa/ibHOI HEPBOBOI CUCTEMH Ta

BUTIPOOYBaHHS B YKpaiHi | mopyuieHHsM (QyHKIIii OTTOPHO-PYXOBOTO arapary, M. IBaHo-PpaHKiBCbK

2) a.m.H. Kupuuenko A.T.

KomyHanbHe mianpueMcTBo «/IHirporneTpoBcbka o6siacHa AWTSYA KiIiHiUHA JiKapHs» JJHITIPONeTpoBChKOT
obsiacHOl pagu», HelpoxXipypriuHe BiJjiijieHHsI 3 HEBPOJIOTIYHUMHU JTiKKaMH, M. [JHinpo

3) K.M.H. MakeznoHcbKa [.B.

KomyHanbHe HekoMepLiiliHe MiAnpreMcTBO «MicbKa fuTsva KiaiHiyHa gikapHsa Ne5» [IHINPOBCHKOI MiCbKOI
pajiy, HeBPOJIOTiuHe BiJ/i/IeHHs MOJIOALIOrO BiKy, M. JIHITIpO

4) k.M.H. Maptuntok B.1O.

Hep>xaBHUM 3aK/a[| «YKpaiHCbKUM MeIMUHUM 1[eHTp pealbimiTallii fiTeli 3 opraHiuHUM ypa)keHHSIM HEPBOBOL
cucteMu MiHicTepcTBa OXOPOHU 37I0POB 51 Y KpaiHW», KOHCY/IbTaTUBHO-ZiarHOCTUYHE BifAiieHHs, M. KuiB
5) K.M.H. XapuToHOB B.I.

KomynaneHe HekoMmepuiiHe mignpuemcTtBo «KuiniuHa sikapHsi «[ICUXIATPISI»» BUKOHaBYOro opraHy
KuiBcbkoi micbKoi pagu (KuiBcbKoi MichbKoOi iepykaBHOT afiMiHicTpallii), BiagineHHss Nell, m. KuiB

IIpenapatu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi - JlabopaTtopHi Habopwy;
Marepianu/npernapaTy - TecTn Ha BariTHICTB;
CyIyTHBOI Teparii - EnextponHi wonennrku eCOA (Mogens Samsung Tablet A);

- Cmaprdonu (Mozens Motorola G9);
- JIpyKoBaHi MaTepiaau /ijis Nali€HTiB

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopaTok 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomi3oBaHe, BiKpuTe JOC/TiKeHHs 2a ¢a3u 3 aKTUBHUM TIperiapaToM MOPiBHIHHS B IKOCTi KOHTPOJTIO,
I OI[iHKM edeKTUBHOCTI Ta Oe3smeku ediHonergytuay (MK-6024) y marjieHTiB 3 HealKOroJbHO
YKMPOBOIO XBOPOOOIO MeviHKW», Ko AocimkenHss MK-6024-001, 3 inkopriopoBaHoro nornpaBkoto 01 Big 17
moToro 2021 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BifinoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

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

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

Edinoneraytup (Efinopegdutide) (MK-6024; Edinoneraytug (Efinopegdutide); MK-6024); crepunbHuiz
pPO3UMH i iH €Kil y rorepeAHbO HamoBHeHOMY wmpuii; 5 mr/ 0.25 ma (minirpam/mininitp); Almac
Clinical Services, USA; Almac Clinical Services Ltd, United Kingdom; Hanmi Pharm. Co., Ltd./Pyeongtaek
Complex, South Korea;

Edinoneraytuz (Efinopegdutide) (MK-6024; Edinoneraytug (Efinopegdutide); MK-6024); crepunbHuiz
pO3UMH i iH’€K1ili y TornepeAHbO HarmoBHeHoMYy wuripulli; 10 mr/ 0.5 mn (minirpam/mininitp); Almac
Clinical Services, USA; Almac Clinical Services Ltd, United Kingdom; Hanmi Pharm. Co., Ltd./Pyeongtaek
Complex, South Korea
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BianosigansHuii (i)
JIOCJTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipo@. KosecHikoBa O.B.

Hep>xaBHa yctaHoBa «HarlioHanbHul iHCTUTYT Teparii imeHi JI.T. Manoi HaijioHa/ibHOI akaieMil MeUUHUX
HayK YKpaiHW», BiJiiT BUBUEHHs TMpOLECiB CTapiHHS i TpoGiTakKTUKU MeTaboTiuHO-acoI[iHioBaHUX
3aXBOPIOBaHb, K/IiHIKO-TeparieBTUUYHe Bi/iieHHs, M. XapKiB

2) n.M.H. [TuBoBap C.M.

Hep>xaBHa yctaHoBa «HarlioHanbHul iHCTUTYT Teparii imeHi JI.T. Masnoi HaijioHanbHOI akazemii MeJuUHUX
HayK YKpaiHw», Biffin KiaiHiuHOI dapmakosorii Ta ¢apMakoreHeTUKU HeiH(eKIiiHMX 3aXBOPIOBaHb,
KJIIHIKO-/IiarHOCTUYHe TeparieBTUUHe BifjineHHs, M. XapKiB

3) K.M.H. Ogitinuk O.I.

KomyHaneHe HekoMmepljiliHe mianpuemMcrBo «Micbka sikapHsg Ne6» 3amopi3pkol MiCbKOI  pajw,
racTPOeHTEepOJIOTiYHe Bij/liJIeHHs, M. 3am0pPiXOoKs

IIpenapatu NOpiBHAHHS,
BHUPOOHUK Ta KpaiHa

Cemarnytug (Semaglutide) (O3emnik™, (Ozempic®); Cemarnytug (Semaglutide)); po3uun s iH’ €Kil y
roriepeIHLO HaTMOBHeHiW wmpul-pyutti; 0,25 mr/ 0,19 mn (minirpam/mininitp); Almac Clinical Services Ltd,
United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Novo Nordisk A/S, Denmark;
CemarnyTtug (Semaglutide) (O3emnik™, (Ozempic®); Cemarnytuz (Semaglutide)); po3uun jjist iH’ekiiit y
rorepeiHbO HaroBHeHiN wnpul-pyui; 0,5 mr/ 0,37 mu (minirpam/mininitp); Almac Clinical Services Ltd,
United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Novo Nordisk A/S, Denmark;
Cemarnytug (Semaglutide) (O3emnik™, (Ozempic®); Cemarnytug (Semaglutide)); po3uun s iH’ €Kil y
roriepeIHbO HaroBHeHil wmpul-pyutti; 1,0 mr/ 0,74 mn (minirpam/mininitp); Almac Clinical Services Ltd,
United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Novo Nordisk A/S, Denmark

CynyTHi
Marepiasu/nperiapatv
CyIyTHBOI Tepariii

- nabopaTopHi Habopw;

- min/max TepMOMeTpY;

- CKaHepH [IJisl 3UMTYyBaHHs IITPUX-KofiB (Barcode scanners);

- iH(y3iiiHI nomny;

- XOJIOAW/IbHI KaMepu;

- LIeHTpUdyTry;

- CTepWIbHI TTOPO’KHi (h/1aKOHU;

- IPyKOBaHi Marepiany;

- Marepianu /sl MaLli€eHTiB (LUMPULM /s iH €KLild, CyMKa [J/isl epeHeCceHHs MarepiaiiB AOC/TipKeHHs,
CYMKa-X0JIOIU/IbHUK [i/1S1 TIepeHeceHHs JOC/Ii/pKyBaHOr0 TIperapaTy 3 XO0/J0J0BUM areHTOM, KOHTelHep /IS
30epiraHHs BUKOPUCTAHUX IITPULiB).

Kowmmnanis, sika fgi€e 3a [JOBIpeHICTIO, $IKy HaJaB CIIOHCOP 4YM 3asBHUK Ha BBe3€HHS [OC/IiKyBaHUX
JiKapChKUX 3acobiB Ta cymyTHiX MaTepianiB: TOB «Areniiisi «C.M.O.-YkpaiHa»

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HopnaTok 12

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«baraTolleHTpoBe, paHJOMi30BaHe, TO/BiliHe Ciire, TUIAle00-KOHTPO/IbOBAHE OCTIHKEHHS ISl OI[iHK!
edeKTUBHOCTI, Oe3reuHocTi i mepeHocuMocTi niperiapaty IMU-838 y malji€HTiB 3 IporpecytoynM po3CisiHUM
CKJIepo30M», Ko pociipkenHs P2-IMU-838-PMS, Bepcis 1.0 Big 03 TpaBust 2021 poky

3asgBHUK, KpaiHa

TOB «Bepywm Kiinikan Picepu», YKpaiHa

CnioHCOp, KpaiHa

«ImmyHiK Al'», HimeuunHa / Immunic AG, Germany

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

IMU-838 (IMU-838; vidofludimus calcium / Bimodnyzaimyc kKanbliito); Tabnetku; 22,5 mr; Haupt Pharma
Waulfing GmbH ex: Wuelfing Pharma GmbH, Germany / Xaybt ®apma Bynedpunar I'm6X ekc: Bynbdunr
dapma 'mM6X, Himeuunna; Fisher Clinical Services GmbH, Germany / ®imep Kninikan Cepsicec I'm6X,
HimeuunHa;

IMU-838 (IMU-838; vidofludimus calcium / Bigoduyaimyc kasbijito); Tabmetku; 45 mr; Haupt Pharma
Waulfing GmbH ex: Wuelfing Pharma GmbH, Germany / Xaybt ®apma Bynedpunar I'm6X ekc: Bynbdunr
dapma 'mM6X, Himeuunna; Fisher Clinical Services GmbH, Germany / ®imep Kninikan Cepsicec I'm6X,
HimeuunHa;

[Tnare6o g0 IMU-838, Tabnetku; Haupt Pharma Wulfing GmbH ex: Wuelfing Pharma GmbH, Germany /
Xayot ®apma Bynbdunr 'M6X ekc: Bynbdunr ®apma 'M6X, Himeuunna; Fisher Clinical Services GmbH,
Germany / ®@imep Kninikan Cepsicec 'm6X, HimeuurHa

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. opoienko O.O.

JIikyBanbHO-AiarHoCTUUHUM 11eHTp «Hetipo ['1o6an» ToBaprcTBa 3 00Me)KeHO0 BifnoBifansHicTIO «Hetipo
I'noban», IBano-®pankiBcbka 001., M. IBaHO-PpaHKiBChK, ¢. KpuxiBri

2) K.M.H. Tomax H.B.

MeuUHUH TIEHTP TOBAPUCTBA 3 00MeXKeHO0 BinoBifanbHiCcTIO « [HET-09», M. 3anopixokst
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3) A.M.H., nipod. Mienko T.C.

[epkaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiaTpii Ta Hapkosorii HarjioHanpHOI akazeMii MeaUYHUX
HayK YKpaiHu», BiJifIi/l CyZIMHHOI MaTOJIOTii FTOJIOBHOTO MO3KY Ta peabisiTariii, M. XapkKiB

4) 3aB. Bif. 'amyma A.L

KomyHaneHe HekomepijitiHe mianpuemMctBo KuiBcbkoi obsacHoi pagau «KuiBchbka o6acHa KiliHiuHa
JIIKapHs», HEBPOJIOTiUHe BiafineHHs, M. Kui

5) A.M.H., ipo¢. Herpuu T.1.

KomyHanbHe HeKoMmepiiitiHe TmianpreMcTBo JIbBiBCbKOI 0oOsiacHOI pazu «JIbBiBChbKa obsiacHa KiiHiuHa
JIIKapHs», HEBPOJIOTiuHe BiJ/ineHHs, M. JIbBiB

6) K.M.H. Xaitos I1.0.

KomyHanbHe mianpuemMcTBo «/IHimporieTpoBcbka obmacHa peabimitaiifiHa jlikapHsi» JJHIpOMeTpoBCHKOI
obmacHOi pagw», BiAJiseHHS BiHOBHOTO JIiKyBaHHS HAC/iAKIB  3amajbHUX, [ereHepaTHUBHUX,
JleMi€JTiHI3yI0uMX 3aXBOpIOBaHb HepBOBOI cucteMu, TOB «/IHINpOBCbKWUM MeJUYHUN IHCTUTYT TpaJULIiIMHOT
i HeTpagULiHOT MeAULIMHW», Kadeapa «BHyTpimHb01 MeautiiHu Nel» (3 KypcoM HelipoHayk), M. JJHirpo

7) A.M.H., ipod. ITIkpo6oT C.I.

KomyHanbHe HekoMepliiliHe TiAnpueMcTBO «TepHOmMisibCchbKa oO6sacHa KIIiHiYHAa TICUXOHEBPOJIOTiuHa
nikapHsi» TepHOMiIbChKOI 06/1aCHOT pajiv, Mepiiie HeBpoJIoTiuHe BifgineHHs, M. TepHoMiib

8) nikap InbHipka O.B.

Ob6sacHe KOMyHaslbHe HeKOMepIliiiHe TignpueMcTBO «YepHiBel[bKa J/iKapHS IIBUJKOI MeAUUHOL
Joriomoru», LleHTp HeBigK/IaaHOT HeBposIOrii, M. UepHiBLIi

9) k.M.H. 'osmobopoapko A.A

KomyHanbHe HekoMmepiiiliHe mignmpueMcTBo «OzecbKa obsacHa KiiHiuHa ikapHsa» OzecbKoi 06/1acHOT pajiy,
BifZineHHs1 Helpoxipyprii, M. Ozneca

10) k.M.H. Mopo3 O.M.

[epkaBHa yCTaHOBAa «YKpalHCbKUM [lepKaBHUM HaAyKOBO-AOCTIAHUM IHCTUTYT MeAUKO-COLia/IbHUX
nipobJieM iHBastiiHOCTI MiHiCTepCTBa OXOPOHU 370POB’st YKpaiHW», Bifili/ieHHs] HEBPOJIOTii Ta TIOrPaHUUHUX
cTaHiB, M. /IHinpo

11) nikap I'octepa I'.B.

KomyHanbHe HeKoMepLifiHe TiAMPUEMCTBO «XepCOHChKa MiChKa KiTiHiuHa jTikapHs M. €.€. Kapabesera»
XepCOHCHKOI MiCBKOI pajivi, HEBPOJIOTIUHE BifilijIeHHs, M. XepPCOH

12) 3asB. Big. CkpunueHko [.P.

KomyHasnbHe HekoMepljifiHe MignpueMcTBO XapKiBCbKOI o6siacHOi pagu «OO0sacHa KiTiHiUHA JIiKapHSs»,
BianineHHs Heposiorii Ne 1, m. XapkiB

13) a.m.H., npod. Cokososa JI.I.
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MeauuHuH 1IEHTP TOBAapUCTBA 3 00MEXKEHO0 BinoBiganbHicTIO «Menoya-Kninik», M. Kuis

14) p.m.H. Hynera O. 1.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BonnHCbKOI 061acHOi  pajy,
HEeBPOJIOTiYHe BifJineHHs, M. JIyLbK

15) A.mM.H., mpod. Mockogko C.IT.

MeauuHuii 1[eHTp TOBapvcTBa 3 O0OMeXeHOW BiAmoBiganbpHiCTIO «Meguunuii neHTp «CamoTem»,
JiKyBanmbHO-TIPOGiTaKTUUHUM Biffin, M. BiHHUIS

16) a.M.H., npod. byuakuniicbka H.M.

KomyHanbHe HeKOMepIliiiHe MiApUeEMCTBO «3aropi3bka 00siacHa KiTiHiuHa JlikapHs» 3aropi3bKoi 0bsacHOi
paau, BippineHHs HeBpoJorii Nel, Jlep)kaBHUM 3aK/aj, «3aropisbka MeJudHa akajeMis Mic/IsaIurIoMHOT
ocBitu MO3 YKpainu», kadepa HepBOBUX XBOPOO, M. 3armopixoKs

17) p.Mm.H., npod. Cmonanka B.1.

KomyHanbHe HekoMmepLiiiHe miAnpueMcTBo «O6sacHUM KIIiHIUHUN 1|eHTp Helpoxipyprii Ta HeBpoJorii»
3akapriatcbKoi 00sacHOT pajiv, BijfiieHHs 1jepeOpoBacKy/sipHOi TaTosiorii, [lep)KaBHUM — BUILUH
HaBYa/IbHUMN 3aK/iafl «Y>Kropo/AChKUM HallioHa/IbHUHN YHiBepcuTeT», Kadezpa HeBposorii, Helipoxipyprii Ta
rcuxiarpii, M. YKropop

[IpenapaTtu OpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 13

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararornieHTpoBe, paH/iOMi30BaHe B 2 TPYIH, BifKpuTe nociimkeHHs (a3u 3 mpemapaTy TpacTy3ymaly
JepykcTekaHy y marieHtiB 3 HER2-mo3suTWBHOIO MeTacTaTUYHOK Ta/abo Hepe3eKTabelbHOH
a/IeHOKapI[MHOMOIO IITYHKA ab0 ITyHKOBO-CTPABOXiZHOTO 3'€/HAaHHS, sIKa MPOTpecyBaJa Mif yac abo micsis
peXXumy JiKyBaHHsI i3 3actocyBaHHSAM Tpacty3ymady (DESTINY-GASTRICO04)», Koz mocC/imKeHHS
DS8201-A-U306, Bepcis 1.0 Big 12 nvcronazga 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

Daiichi Sankyo, Inc., USA (CILIA)

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

Trastuzumab deruxtecan (DS-8201a; Trastuzumab deruxtecan; DS-8201a; C6460-H9972-N1724-02014-
S44.(C52-H57-F-N9-013)8; Anti-HER2 antibody-drug conjugate; SUB188357; DS-8201a); IToporiok asst
KOHLIEHTpaTy i1 po3uuHy AJs iHgy3ii; 100 mr; Baxter Oncology GmbH, Germany; Labor LS SE & Co.
KG, Germany; Charles River Laboratories Germany GmbH, Germany; Lonza AG, Switzerland;
CARBOGEN AMCIS AG Gebaude 171, 173 und 177, Switzerland

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

1) a.M.H., mpod. bongapenko I.M.

KomyHanbHe HekoMepLjitiHe mifnpueMcTBoO «Micbka KiiHiuHa JlikapHs Ned» JIHIMPOBCBKOI MICBKOI pazin»,
xiMioTeparieBTUUHe BifjiieHHs 3 [JleHHMM CTallioHapoM, JIHIMpOBCHKWM Jiep)KaBHUM MeAUuHUN
yHiBepcUTeT, Kaepa OHKOJIOTIT Ta MeAUUHOI paziosiorii, M. JJHInpo

2) nikap Kynsiba .M.

MeauuHUl TIEHTP TOBApUCTBAa 3 OOMEXEHON0 Bi/MOBifanmbHICTIO «ACK/IEMioH», CTal[ioHapHUN TIiAPO3.i,
KuiBceka 0671., KueBo-CBATOIMMHCHKUM P-H, €. X0OZ0CiBKa

3) a.M.H., npo@d. Konecnik O.I1.

Mepaynunuii ieHTp ToBapucTBa 3 00MeXKeHO0 BifmoBifambHicTIO «OHKO/Makb», eHHU CTaljioHap,
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M. 3aropixoKs
4) k.m.H. Ocranenko HO. B.
Kninika HarjioHanpHOro IHCTUTYTY paky, BifZiileHHsS MasloiHBa3sMBHOI Ta eHJOCKOMIYHOI Xipyprii,
iHTepBeHLiHOI pazioorii, M. KuiB

IIpenapatu NOpiBHAHHS,
BHUPOOHMK Ta KpaiHa

Ramucirumab (RAMUCIRUMAB; Ramucirumab); KoHuenTpar a1 po3unny g4 iHQy3ii; 10 mr/mu; Lilly
Deutschland GmbH, Germany; CARBOGEN AMCIS AG Gebaude 171, 173 und 177, Switzerland;
Paclitaxel (Paclitaxel; SUB09583MIG; C47H51NO14; Paclitaxel, 33069-62-4); KoHueHTpaT A1 po3urHy
nnst ingysiii; 6 mr/mui; EVER Pharma Jena GmbH, Germany; CARBOGEN AMCIS AG Gebaude 171, 173
und 177, Switzerland

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

Kowmmanisg, fika [i€ 3a [OBIPeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [JOC/ipKyBaHUX
niKapchKux 3acobiB Ta cymyTHix MaTepianiB: TOB «CMO-JIoricTuka».

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopartok 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«CATCH-R: mepexigne mociimkeHHs1 Ajis 3abe3reueHHs1 Oe3rmepepBHOTO JOCTYIYy [0 K/IiHIYHOI Tepartii
pykarapibom», Koz, gocmimkenHss CO-338-111, opuriHaapHMiA TpoToKOI Bif 05 ceprias 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOK BIJIOBIJAJIBHICTIO «PAPMACBIOTIKAJI  PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnioHCOp, KpaiHa

Clovis Oncology, Inc., CIITA

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

Pykamnapi6 (Rucaparib); CO-338; Pykarapiby kamcunar (Rucaparib camsylate); TabneTtka, BKpuTa
1iBKoBOrO 000/10HKO10; 200 Mr; Almac Clinical Services Limited, Criomyuene KoposmiBctBo; Patheon Inc.,
Canada;
Pykamapi6 (Rucaparib); CO-338; Pyxkamnapioy kamcunar (Rucaparib camsylate); TabmeTka, BKpuTa
TTiBKOBOIO 000/10HKO!0; 250 Mr; Almac Clinical Services Limited, Crionyuere KoposiBcrBo; Patheon Inc.,
Canada;
Pykamnapi6 (Rucaparib); CO-338; Pykarapiby kamcunar (Rucaparib camsylate); TabneTtka, BKpuTa
mTiBKoBOr0 000/10HKO10; 300 mr; Almac Clinical Services Limited, Criomyuene KoposmiectBo; Patheon Inc.,
Canada

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. boraapenko .M.

KomyHanbHe HekoMmeplLiiliHe MigrpueMcTBO «Micbka KiHiuHa jikapHsi Ned» [IHIMPOBCHKOI MiChKOI pajy,
xiMioTepaneBTUYHe BiJJiJieHHd 3 [eHHMM CTalioHapoM, [IHIMPOBCBKWW [€p)KaBHUM MeJUUHUN
yHiBepcuTeT, Kadeipa OHKOJIOTi1 Ta MeiMUHOI paionorii, M. JIHinpo

2) a.M.H., npo@d. Cintinpkuii B.C.

HartioHanbHul iHCTUTYT paky, HayKOBO-AOC/iiHe BiJieHHs] OHKOTriHeKos1oTii, M. KuiB

3) k.M.H. [lInapuxk f.B.

KomyHa/meHe HeKoMepIiiiiHe TiAnpreMcTBO JIbBiBCbKOI 06macHOl pasu  «JIbBiBCBKHEH OHKOJIOTiUHHI
perioHa/lbHUM JIiIKyBaJIbHO-ZIiaTHOCTUYHUMN LIeHTP», BifineHHs xiMioTepartii, M. JIbBiB
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[TpenapaT MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

CynyTHi MaTepiany;
[ pykoBaHi MaTepanv

B.o. renepanbHOro fupekrTopa /Jlupekropary
(apmaneBTHUYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX



Honmatok 15

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky

Ne 1265 Ta BHeceHHs 3MiHU [I0 [lofaTKa 87
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomizoBaHe, mojBiliHe cime, TUIAlEe00-KOHTPO/IbOBaHe JociipkeHHss 111 dasu  ans  orfiHKK
nemMbposisymaby TOpiBHSHO 3 Tuianiebo sK aJ’FOBAaHTHOI Teparii Tic/s orepaijii Ta OMPOMiHEHHS B
YYaCHUKIB 3 MiCLeBO PO3MOBCIO/)KEHOK IIOCKOK/JIITUHHOK KapLIMHOMOK LIKIPU 3 BUCOKUM CTyIleHeM
pusuky (KEYNOTE-630)», kox gocnimkenHss MK-3475-630, 3 inkopniopoBaHowo mornpaBkoro 06 Big 10
YepBHS 2021 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BifinoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

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

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

KITPYAA® (KEYTRUDA®; KITPYJA; KEYTRUDA, pembrolizumab, MK-3475) (MK-3475; MK3475;
SCH 900475; MK-3475 (Anti-PD-1); MK-3475 (aPD-1); MK3; 02P106; ORG 307448-0; SCH 900475
(Anti-PD-1); Ilembpomi3zyma6; Pembrolizumab); crepuibHMI pO3uMH AJ1s1 BHYTPIllIHbOBEHHUX iHQY3ii;
25 mr/ma; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; 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 Limited, United Kingdom; Merck Sharp
& Dohme Corp., United States; Werthenstein BioPharma GmbH (WAG), Switzerland; MSD International
GmbH T/A MSD Ireland (Brinny), Ireland; Boehringer Ingelhein Pharma GmbH & Co. KG, Germany;
Labcorp Early Development Laboratories Limited, ctapa Ha3Ba: Covance Laboratories Limited (Covance),
United Kingdom; Merck Sharp & Dohme (UK) Limited, United Kingdom;

[MTnate6o go KITPYJA® (KEYTRUDA®; KITPYIIA; KEYTRUDA, pembrolizumab, MK-3475) (Hatpito
XJIOPUALY PO3YMH i30TOHIUHMM); po3uMH Asis1 iHdy3iit; 0,9 %; B. Braun Melsungen AG, Germany
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Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. Adyaniuenko O.C.

[HepxaBHa ycTtaHoBa «IHCTUTYT 3aranbHOI Ta HeBiAknagHoi Xipyprii imeni B.T. 3aliteBa HarioHanbHOT
akaZiemil MeIMUHUX HayK YKpaiHW», BiAJineHHs THiMHOI Xipyprii Ha 25 JIDKOK 3 ManaTtor iHTeHCUBHOI
Teparii Ha 6 Mi>KoK, XapKiBcbKa Me/JiUHa aKaJieMist TTiC/sIMIIIOMHOI OCBiTH, Kadepa OHKOJIOTIT Ta AUTSUOT
OHKOJIOril, M. XapkKiB

2) roJ1. nikap Kpysneko C.1.

MenyuyHui 1]eHTP TOBapyCTBa 3 OOMe)KeHOI BiJITIOBiJJa/IbHICTIO «YKpalHChKUM L|eHTP TOMOTeparii»,
BiineHHs ximioTepartii, M. KpornuBHUIbKUIMA

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

KomyHanbHe HekoMmepliiiHe MiANprUeMCcTBO «IIpyUKapnaTCbKuil KIIiHIYHMM OHKOJIOTiUHMM LeHTp IBaHO-
dpaHKiBCbKOi 00/1acHOI paju», BifieHHs [JeHHOro crarjioHapy, IBaHO-®DpaHKIBCHKWM HalliOHaJIbHUN
MeJMUHUI YHiBepcuTeT, Kadeapa OHKOOTii, M. IBaHO-PpaHKiBChK

4) nikap Kypoukin A.B.

KomyHanbHe HekomepiiiiiHe mignpuemMctBo Cymcbkoi obsacHoi pagu CyMmcbKuid 00/acHUM KITiHIUHUN
OHKOJIOTIYHMM [JUCTaHCep, OHKOTOpakasbHe BiagineHHsi, CyMCbKU [iep)kKaBHUN yHiBepcuTteT, Kadezapa
OHKOJI0Tii Ta paaioJsiorii, M. Cymu

5) k.M.H. [ToHomaproBa O.B.

KomyHanbHe HekoMepliiiiHe mignpueMcTBO «KUIBCbKUN MIChKUN K/IiHIUHKMN OHKOJIOTIYHUN LIeHTP»
BUKOHaBYoro opraHy KwuiBcbkoi Mickkoi pagu (KuiBcbkoi MiCbKOI Jep)kaBHOI —afMiHicTpallii),
xXimioTepaneBTHUYHe BifaiyieHHs1 Nel, m. KuiB

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- mabopatopHi Habopw;

- min/max TepMOMeTpY;

- CKaHepHM /ISl 3UMTYBaHHs WITPUX-KoZiB (Barcode scanners);

- eJIeKTPOHHI 11I0ZIeHHUKHU /17151 MaLlieHTiB Ta XoT-cnoT (Wi-Fi Mmozem);

- iHpy30maTy;

- (hoToanapaTy 3 KapTaMu ram’siTi.

Kowmnanisi, sika i€ 3a [OBipeHIiCTIO, IKy HaJaB CIIOHCOP UM 3asBHUK Ha BBe3eHHS JOCIi[PKyBaHHUX
JiKapChKUX 3acobiB Ta cymyTHiX MaTepiaiB: TOB «Areniiisi «C.M.O.-YkpaiHa»

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky Ne 1265
Ta BHeCeHHs 3MiHM J]0 foaTKa 87 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomi3oBaHe, To/BiliHe cjiine gocmipkeHHs da3u 3 1A OLiHKK edeKTUBHOCTI Ta Oe3rmeuHoCTi
3aCTOCYBaHHsI Be/loMi3ymMaly i BHYTPillIHLOBEHHOTO BBeJeHHS $K TiATPUMYIOUOI Tepartii y TMallieHTiB
JUTSUOTO BiKYy 3 aKTUBHOIO XBOp00OOt0 KpoHa Bifi MOMipHOT0 /10 TSHKKOTO CTYTIEeHs], Y SIKUX OYy/10 JOCATHYTO
K/IiHIUHOI BiZMOBiZi mic/ia Tepamii BefomizymMaboM [jiss BHYTPIllTHbOBEHHOTO BBEE€HHS y BiJKPUTOMY
pexxuMi», koa pocaimpkeHHs MLIN0002-3025, npoTtokos 3 nonpaBkoro 1 Bifg 17 mrotoro 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 ObmexxeHoro BignoBiganbHicTio «KoHTpakTHO-ocmignunbka Opranizanis IHHOGMapM-
YKpaiHa»

CnoHcop, KpaiHa

Takena esenonmeHT CeHTep AMepikac, IHK., Crionyueni Illtatu (Takeda Development Center Americas,
Inc., USA)

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

Vedolizumab (Begosnizyma6, MLNO0002, Entyvio, EntuBio, KYNTELES, KMUHTEJIEC) (Vedolizumab);
[Topowiok [ TIPUrOTYBaHHS KOHLIEHTpary Aas po3uuHy JAns iHdysil, 300 wr/¢nakon; 300 wmr
(minirpam(iB)); Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services, USA; Almac Clinical Services, USA; Fisher Clinical Services Inc.,
USA; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited., United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Takeda Austria GmbH, Austria

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

1) a.M.H., ipo@. bepe3zenko B.C.

Kninika [lep>kaBHOI YcTraHOBU «IHCTUTYT megiarpil, akylepcrsa i riHekosioril iM. akag. O.M. Jlyk'sHoBOI
HAMH Ykpaiuu», Biifiil/ieHHs TenaToJIorii 3 eHTPOM AUTAYOl renartosorii, M. Kui

2) K.M.H. 3urasio B. M.

Kninika [lep>kaBHOi ycTaHOBU «HallioHa/lbHUM HayKOBHWM 1|eHTp pafialjiliHoi MeguiuHu HailioHanbHOT
akajieMii MeJUUHMX HayK YKpaiHW», BiJAiJ pajialiiiHOl mexiaTpii, BPOyKeHOI Ta CraJKOBOI MaTOJIOTii,
M. KuiB
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[TpenapaTy MOpiBHAHHSA, | —
BUPOOHUK Ta KpaiHa

CynyTHi - TecTn Ha BariTHICTb;
MaTepiasiu/mpernapaTu - JlabopaTtopHi Habopw;
CYIyTHBOI Tepartii - Min-Makc TepMomeTpuy;

- Kabesti Ta HOyTOYKM /17151 €HAOCKOITIi;

- IpykoBani matepiamu IMPACT III, PUCAI;
- Apple iPhone 6S (enekTpoHHi 1110IeHHUKN);
- Apple iPhone 7 (eneKTpoHHi 11{0/IeHHUKN);

- Apple iPad 6 (esieKTpOHHI 1]0/IeHHUKK);

- OpasibHi/TUMIIaHIYHI TEpPMOMETPH.

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTrO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 17
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/IeHHI TPOTOKOM KiiHiuHOro AociimkenHss C-935788-057, Bepcis 5.0 Big 05 Gepe3ns 2021 p.;
OnoBneHa bpoiypa gocmignvka (dbocramatvHi6, Tabsetku), Bepcigs 19 Big 01 6Gepesns 2021 p.;
OnoBneHa Bpomypa pgocrigauka (cdbocramatuHi0, Tabnetku), Bepcis 20 Big 12 uepBHs 2021 p.;
IHdopmaryisi A5 marjieHTa Ta popmMa 3roZiv Ha y4acThb B KTiHIYUHOMY JOCTipKeHHi, 7151 YKpainu Bepcis 4.0
Bif 18 TpaBHs 2021 p., mepeksaj yKpaiHCbKOO MOBOO Bif 20 TpaBHsi 2021 p.; mepeksaj poCiiiCbKOO
MoBot0 Biz 20 TpaBHs 2021 p.; [TogoB)KeHHsS] TepMiHY MPOBe/IeHHsI KTiHIYHOrO BUIMPOOYBaHHS B YKpaiHi
1o 31 munHs 2022 p.; 36inbIIeHHs KiJIbKOCTI MaljieHTiB B YKpaini 3 7 10 10 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Big 15.08.2019

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe paH/OMi30BaHe TO/BiiiHe ciirne maleb0-KOHTPOIbOBaHe [AOC/ifKeHHS 3 (a3 3
3acToCyBaHHsI (pocTamMaTHHIOy AWHATPiI0 B JIiKyBaHHI ayTOIMyHHOI reMOJITUYHOI aHeMii 3 CUHIPOMOM
TeIVIOBUX arjitoTUHiHIBY», C-935788-057, Bepcid 4.1 Bix 30 uepsHs 2020 p.

3asaBHUK, KpaiHa

TOB «Mb KBECT», YkpaiHa

CnoHcop, KpaiHa

Patimken ®apmacekioTikans, Iak., CIIIA (Rigel Pharmaceuticals, Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




Honatok 18
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBnenuii po3zmin 3.2.S. «Jlikapcbka cyOcCTaHIjis» JOChE JOCHTIPKYBAaHOTO JIiKApCHKOTO 3aco0y
SAR439859 (amcenestrant) (CTA Quality Data), Bepcis Big 09 uepBHsi 2021 poKy, aHIJIilICbKOIO MOBOIO;
OnoBnenuii po3zin 3.2.P. «JIikapcbKuit 3aciO» 0Che AOCIiPKYBAaHOTO JIiKapchbKoro 3acody SAR439859,
tabneTka, BKpuTa 060soHKor0, 200 Mr (CTA Quality Data Amendment), Bepcis Big uepBHs 2021 poky,
aHrJIificbkkoro MoBoto; OHoBieHui po3zin «Ilnauebo o mpemapaty SAR439859 TtabneTka, BKpUTa
060s10HKOr0, 200 Mr» Z0OCBE AOCTiKYBaHOTO JsiKapchkoro 3acoby SAR439859 (CTA Quality Data —
Amendmnet Placebo Product), Bepcisi Big uepBHs 2021 poky, aHrilicbkoro MoBow; OHOB/ieHe [OChE
Mo udiKoBaHOTO Tiperapary TopiBHSHHsS Letrozole 2,5 mr TabieTka, BKpUTa OOOJOHKOI, y Karcysi
(tBepma kamcyna) (CTA Quality Data — Amendment), Bepcis Bix uepBHs 2021 poKy, aHITiMCBKOIO
MoBoto; OHOB/ieHe [0Cb€ TMUianiebo [0 Tperapary mopiBHSHHS Letrozole 2,5 mr TtabseTka, BKpHUTa
000J/10HKOO, Y Karicysi (TBepzaa karicysia), (CTA Quality Data Amendment), Bepcisi Big uepHs 2021
POKY, aHTJIilicbKot0 MOBO0; OHOBJIeHe /[ochbe HeMoM(biKoBaHOTO sTikapcbKoro 3acoby Palbociclib, TBepga
Karicyna, 75 Mr, 100 mr Ta 125 mr (Non-Modified Medical Product Amendment), Bepcis Bif
yepBHsi 2021 pOKy, aHT/IiMCbKOIO MOBOI; OHOBJ/IeHe [1OChe HeMOAM(]iKOBaHOrO JIiKapChKOTO 3aco0y
Palbociclib, TabneTtka, Bkputa o6on0HKO0, 75 Mr, 100 mr Ta 125 mr (Non-Modified Medical Product
Amendment), Bepcist Biz uepBHs1 2021 pOKy, aHTJIiCbKOI0O MOBO; 3alyuyeHHs /0/IaTKOBUX BUPOOHUKIB
JIOC/TiIKyBaHOTO Jlikapchbkoro 3aco0y SAR439859, Tabnetka, BKpuTa 0060/10HKO0, 200 Mr, Ta miaiebo 10
Hboro: Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA; 3anyueHHs
JOJATKOBUX BUPOOHUWKIB MOAM(iKOBaHOTO Tpemnapaty ropiBHsSHHS Letrozole, 2,5 mMr TabneTka, BKpuUTa
000JI0HKOIO, Yy Karicysii (TBepza Karicysa), Ta mianebo o Heoro: Almac Clinical Services, Durham, USA,;
Almac Clinical Services, Souderton, USA; 3anyueHHs 0JaTKOBUX BUPOOHUKIB HEMOAM(DIKOBaHOTO
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nikapcbkoro 3aco6y Palbociclib, TBepaga kancyna, 75 mr, 100 mr Ta 125 mr: Almac Clinical Services, Durham, USA,;
Almac Clinical Services, Souderton, USA; 3anyyeHHsi AOAATKOBMX BUPOOHMKIB HEMOAMMIKOBAHOMO flikapCbKOro
3aco0y Palbociclib, TabneTtka, Bkputa 06010HKOW, 75 Mmr, 100 mr Ta 125 mr: Almac Clinical Services, Durham, USA,;
Almac Clinical Services, Souderton, USA

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

Ne 2917 Big 15.12.2020

Ha3ga ky1iHiuHOTO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanzpomizoBaHe, OararolieHTpOBe, TIO/BiiiHe cuiire focsifkeHHs 3 ¢asu Mperapatry amieHecTpaHT
(SAR439859) y kombiHariii 3 maaboruk/IiboM y OpiBHSIHHI 3 JIETPO30/10M Y KOMOiHarlii 3 manborukiioom
ansi jikyBaHHs mauieHTiB 3 ER(+), HER2(-) pakom MomouHOi 3a/i034, siKi paHillle He OTpUMYyBa/Id
CUCTEeMHOI'0 IPOTUPAKOBOr'0 JIIKyBaHHs IIOLIMPEHOro 3axsBoproBaHHsA», EFC15935, 3 mompaskoro 03,
Bepcist 1 Big 16 rpyans 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesiornMaH, @paHifis)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

Onosnenuni npotokon 3 ITonpaskoro 3 Bif 24.06.2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«[Toxsitine cmime, mUIarie60-KOHTPOIBLOBaHe, OaraTOI[EHTPOBe KITiHiUYHe [OCTi/PKeHHS, 1[0 BUBYAE
edeKTHBHICTb, Oe3reuHicTb Ta nepeHocuMicTh JNJ-61393215, sK /10aTKOBOTO JTiKYBaHHS JAOPOC/IHX
TAL[i€HTIB 3 BEJIMKUM JlelIpeCUBHUM pP03/1alOM 3 TPUBOXKHUM [JUCTPECOM 3 HeJOCTaTHbOK BiJIOBIAA0 Ha
CTaHJapTHI aHTUAernpecanTh», 61393215MDD2001, 3 ITonpaBkoro 2 Bizg 05.08.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 20

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHs1 CyTTEBUX IOIPABOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky Ne 1265
Ta BHeCeHHs 3MiHM J]0 foaTKa 87 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBnieHui mpoToKoa 3 mnompaBkow 1 Big 27.05.2021 p.; Bbpomypa [Hocnignvka JNJ-80202135
(nipocalimab), Bunanns 6 Big 14.06.2021 p.; IHpopmMariis ass naijienta Ta @opma iHpopmMoBaHoi 3roau —
[Tporokon 80202135SLE2001, Bepcisi 2.0 ykpaiHCbKOIO MOBOIO fiji YKpainu Bif 25.06.2021; [Hdopmariis
nnst narjieHta tTa @opma iHpopmoBaHoi 3roau — IIporokon 80202135SLE2001, Bepcisi 2.0 pociiicbKoro
MOBOI AJisi YKpainu Bifg 25.06.2021; Indopmatiis ans maiieHta Ta @opma iHbopMoBaHOI 3rofu Ajis
yuacTi y HeoOOB’s13KoBil yacTuHi reHetruuHoro pgocmimkenHss [JHK — ITpotokon 80202135SLE2001,
Bepcisi 2.0 ykpaiHCbKOIO MOBOIO [/ YKpaiHu Bim 25.06.2021; Indopmaiiis ans maijieHta Ta dopma
iHbopMoBaHoOi 3rosiy yis yuacTi y HeoO0oB’s13K0Bili yacTuHi reHetnuHoro gocmimkenHs JHK — ITpoTokon
80202135SLE2001, Bepcisi 2.0 pociticbkkoro MOBOIO i YKpainu Bif 25.06.2021; [udpoBa orjiHouHa
mkana (NRS) Gosmo — cuctemMHMIA UepBOHHMI BOBYAK, YKpaiHCbKOIO MOBOH Bif 09.06.2021 p.; Yuciora
PEeUTHHIrOBA I1IKaa oijiHku 6osto (UPIIT) — CKB, pociiicekoro MoBoto Bif 22.06.2021 p.; FACIT Illkana
BTOoMU (BapianT 4) ykpaiHcekoro Moot Bif 23.09.2009 p.; IIkana BrommoBaHocti FACIT (Bepcis 4)
pociricekoro MoBoro Bif 09.07.2012 p.; CumnToMu BOBYaKy, YKpaiHCbKOXO MoBoro Bifg 20.07.2021 p.;
CuUMIITOMM BOBUaKy, pociiicbkoro MOBOW Bif 22.06.2021 p.; 3anutanbHuk «SKicts >xutts (QoL) mpu
BOBUAKY», YKPalHCbKOIK MOBOO [i/is1 YKpaiHu; OnUTyBa/bHUK MPO SIKICTh XKUTTS TIPU 3aXBOPIOBAHHI Ha
BoBuak (LupusQoL), pocilicbkkoro MOBOW /s YKpaiHu; 3arajibHe BpakeHHS Talfi€eHTa MPO TSHKKICThb
3axBoproBaHHs (PGIS) — cucremHui1 uepBOHMI BOBYAK, YKpaiHChKOIO MOBOO Bif 09.06.2021 p.; lkana
OLiHKHM 3ara/ibHOro Bpa)keHHs Tialli€eHTa TMpo TsHKKiCcTh 3axBoproBaHHs (PGIS) — CKB, pocilicbkoro MOBOO
Bif 22.06.2021 p.; 3araspHe Bpa)keHHs MaljieHTa npo 3MmiHy csoro crany (PGIC) — cucremHMii uepBoHUM
BOBYaK, YKpaiHCbKOO MOBOK Bim 09.06.2021 p.; Ilkana OL{iHKM 3aralbHOrO Bpa)keHHsl MallieHTa IIpo
3minu (PGIC) — CKB, pociticbkoro Mmoot Bif 22.06.2021 p.; SF-36v2, Bepcisi 1.1 yKpaiHCbKOIO MOBOO
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Big 23.11.2015 p.; SF-36v2, Bepcia 1.1 pocilicbkoto MOBOH Big 25.07.2016 p.; HaBYa/ibHUA MOAYNb €NEKTPOHHOIO
noBigoM/IEHHS nauieHTa npo pesynbtaty (ePRO), ykpaiHcbKo MoBOto, pea. 1.29 Big 08.04.2021 p; HaBuanbHMit
Moaynb ePRO, pociiicbkoto MoBoto, Bep. 1.29 Big 08.04.2021 p; MNo4yaTKOBI iHCTPYKUii AN NauieHTa, yKpaiHCbKO
MoBot Big 07.05.2021 p.; MNoyaTkoBi IHCTPYKLiI OS89 yyacHMKa, pociicbkolo MoBot Big 07.05.2021 p.; KiHUeBI
IHCTPYKUiT oNs nauieHTa, ykpaiHcbkoto MoBow Big 07.05.2021 p.; KiHueBi iHCTPYKUil A5 yYacHUKa, POCIACbKOK
mMoBoto Big 07.05.2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bararorjeHTpoBe, paHJOMi3oBaHe, Mo/BiliHe crirne, myialleb0 KOHTPOJIbOBaHe, B TapasefbHUX Ipyrax
K/IiHIYHe JOC/i/KeHHsT HiMokajaiMaldy y /[OpOCIMX TIALi€HTiB 3 aKTUBHUM CHUCTEMHUM UYePBOHUM
BoBYakoM», 80202135SL.E2001, Big 23.03.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

CrioHcop, kpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Isan 3A/IBOPHUX




HopnaTok 21
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky Ne 1265
Ta BHeCeHHs 3MiHM J]0 foaTKa 87 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

3pa30K OMUTYBa/IbHUKA TIPO SIKiCTh XKUTTS /IS IiTeH i3 3amanbHOr0 XBopoboro kuiieunrka (IMPACT III),
penakiiist uepeedb 2013p., A1 MiBHIUHOT AMEpUKM Ha aHT/TMCHKiH MOBi; 3pa30k 300pa’keHHsI Ha eKpaHi
esieKTpoHHOro npuctporo Ass nauieHta (MEDIDATA PATIENT CLOUD App Android 2020 1.0/i0S
2020 1.0) ans Ykpainu, Bepcisi v2.2, aHTJIIACHKOI0 MOBOIO; 3pa30K 300pakeHHsI Ha eKpaHi eJIeKTPOHHOTO
TIPUCTPOIO /i1 AOCTiAHUIBKOTO 1jeHTpy Ha Tenedoni (MEDIDATA PATIENT CLOUD App Android
2020 1.0/i0S 2020 1.0) ans Ykpainu, Bepcist v2.1, aHriilicbkkoro MoBoro; [IpumiTtka go daiiny — Takefa,
PO3’ICHEeHHSI LIJ0[j0 CTaHAAapTHOIO 3HiMKa eKpaHy, Bepcis 2 Bif 15 kBiTHS 2021p., aHI/IIMCBKOK MOBOIO

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

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Pangomi3oBaHe, TOABiMHe citire AocmimKeHHS (a3 3 Aa9 OI[iHKM eheKTHBHOCTI Ta Oe3rmeuHoCTi
3aCTOCYBaHHSI BeZloylizymMaly /il BHYTPIllIHLOBEHHOTO BBE/IEHHS sIK TIiJTPUMYIOUOi Tepariil y Malfi€HTiB
JUTSUOTO BiKy 3 aKTUBHMM BHPA3KOBHUM KOJIITOM BiJ TIOMipHOTO /JI0 TSDKKOTO CTYTIEHS, Y SKMX Oy/i0
JIOCATHYTO K/iHIUHOI BiAMoBiAi micisi Tepamii Bemosisymabom fjisi BHYTPIilIHBOBEHHOTO BBeJI€HHS Y
BigkpuTroMy pexxkumi», MLN0002-3024, npoTokoJ 3 nonpaBkoro 1 Big 16 moToro 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMexxeHoro BigmosizanbHicTio «KoHTpakTHO-[ocmignuibka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Takena [leBenonimeHT CeHtep Awmepikac, IHk., Cnonyueni Illtatu (Takeda Development Center
Americas, Inc., USA)

CynyTHi
Marepiasu/nperiapaTty
CYNyTHBOI Tepariii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopnaTok 22
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky Ne 1265
Ta BHeCeHHs 3MiHM J]0 foaTKa 87 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikaris cyTreBoi
TIOTIPaBKU

OHOBNIeHM TIPOTOKOJ KITiHIYHOTO BWMpoOyBaHHS, Bepcis 2 Big 29 6epesnss 2021 p.; Popma
iHdopMoBaHoi 3roau, Bepcis 2.0 A1 YKpaiHu yKpaiHCBKOIO Ta poCilicbKoro MoBaMu Bif 17 uepBHs 2021
p. Ha ocHoBi maticTep-Bepcii dopmu iHbopmoBaHoi 3roau aast gociimkeHHs BN42083, Bepcis 2, Big 26
6epe3nst 2021 p.; ®opma iHbOpMOBaHOI 3roAu [ijisi POBEJEHHST MarHiTHO-pe30HaHCHOI Tomorpadii y
30pOBUX J00pOBOMBLIB [yis KBamidikaiii AocmigHULIBKOTO 1LeHTpy, Bepcis 2.0 ans  Ykpainu
YKpaiHCbKOIO Ta pociiickkoro MoBamu Bif 17 uepBHs 2021 p. Ha ocHoBi maticTep-Bepcii dopmu
indbopmoBaHoi 3roam s gociimkenHs BN42083, Bepcis 2, Bimg 26 OGepesnst 2021 p.; do3Bin Ha
BHUKODHWCTaHHs Ta Tepeayy MeAW4yHOI iHdopMmallii 3a3HaueHOi B OMUTYBa/NbHUKY «Pe3ysbTaT BariTHOCTI
Ta MeZiMuHa iH(dopMaLllisi PO CTaH 3[J0POB’ sl HEMOBJISITU MIPOTSITOM TIEPLLIOT0 POKY XXUTTs», Bepcis 2.0 ans
YKpaiHM yKpalHCBKOK Ta POCIMCbKOIO MoBamu Bif 17 yepBHs 2021 p. Ha ocHoBi Mmakicrep-Bepcil a/s
nmocrimkennss BN42083, Bepcist 2.1, Big 31 6epe3ns 2021 p.; OnuTyBanbHUK «Pe3ynbTaT BariTHOCTI Ta
MeZiMuHa iHdopMallisi TIpo CTaH 37I0POB’sl HEMOBJISITU TIPOTSATOM TIEPILIOTO POKY >KUTTS» YKPaiHCHKOIO Ta
pociticbkoro MoBamu Ayisi gocmimkenHs: BN42083, Bepcis 2.0 Bizg 28 motoro 2021 p. Ha ocHoBi m1abioHy
IHQ, Bepcis 3.0 Big 21 BepechHss 2020 p.; HdomoBHeHHs A0 dopmu iHpopmoBaHOI 3rofu: 3roja Ha
TPOBe/IeHHs a/lbTePHATUBHUX BI3UTIB y MeXXaxX JOCIiKeHHs mij yac naHgemii COVID-19, Bepcis 1.0 gns
YKpaiHu yKpalHCBKOIO Ta pOCiHCbKOH MoBamu Bif 17 uepBHsi 2021 p. Ha ocHOBi MalicTep-Bepcil
noroBHeHHs1 1 o dopmu iHdbopmoBaHoi 3rogu 1mogo COVID-19 ans pocnimkennss BN42083, Big 26
Gepe3ns 2021 p.

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

Ne 2554 Biz 09.11.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«bBaraTolieHTpOBe, paH/[0Mi30BaHe, TO/IBiliHe Cjirne, KOHTPOIbOBaHe AochimkeHHs da3u IIIb ansa ouinku
edeKTUBHOCTI, 6e3reyHoCTi Ta dhapMaKOKiHETUKM BUIIMX 03 OKpesizymaly y A0pOC/IUX 3 MePBUHHUM
[IPOrpecyr0uuM po3cisiHuM ckiiepo3om», BN42083, Bepcis 1 Big 19 Tpasus 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAmoBifampHICTIO «Porn YKpaina»

CnoHcop, KpaiHa

@®.Xodbdmann-JIs Pom Jita, [IBeliiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3neueHHsA Isan 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky Ne 1265
Ta BHeCeHHs 3MiHM J]0 foaTKa 87 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikaiiis cyrreBoi OnogneHa Bepcisi bpouypu gocnigHuka, Bepcist 6.0 Big 18 muctonaga 2020 poky, aHI/IiMCEKOI0 MOBORO;
TIOTIPABKU Indopmariitiamii McTOK cy6’ekTa mocsimpkeHHs i Gpopma iHdbopmoBaHoi 3rogu, Bepcis 2.0, crenudiyHa
Ins Ykpainy, Bif 11 uepBHs 2021 poKy, aHIVIIMCBbKOI0 MOBOIO; YKpalHChKOI MOBOMO, Bepcis 2.0_UA, Bif
11 uepBHsi 2021; pociiickkoro MoBowo, Bepcis 2.0_UA, Bix 11 uepBHsa 2021; OnuTyBaJbHUKU:
TRIM- AGHD onutyBanbHuK, Bif 29 6epe3nst 2021, ykpaiHcbkoro MoBoto, PGIS-cumnromu / PGIS -
(GYHKILiIOHA/IBHUM OMUTYBalbHUK, Bif 29 Oepe3ns 2021, yKpaiHCbKOIO MOBOIO; AHKeTa IO/I0 CTaHY
3n0poB’ss EQ-5D-5L, yKpaiHCBKOIO MOBOK; BK/IIOUeHHSI [0JAaTKOBHMX MICLb TIPOBeJEHHS KI/IiHIYHOTO
BUTNIPOOYBaHHS B YKpaiHi:

No [1.I.b. BigmoBiZaIbHOrO AOC/TiJHHAKA

n/n Has3Ba MiclList ipoBe/ieHHsI KJTiIHIYHOTO BUITPOOYBaHHS

1 [A.M.H. 3eniHcbka H.B.

YKpalHCbKHI HayKOBO-TIPAKTUUHUM LIeHTP eHJA0KPUHHOI Xipyprii, TpaHCIIaHTaLii eHJOKPUHHUX
opraHiB i TkaHuH MO3 YKpaiHy, eHA0KpPUHOJIOTiuHe BiaaisieHHs, M. Kuis

2 I.M.H., pod. XmwxHsK O.0.

Mepuunnii neHtp TOB «HaykoBud menuuHui LjeHTp - Bamn jikap», eHIOKPHUHOJIOTIYHUMA
kabiner, M. XapkiB

Howmep Ta gata Hakasy Ne 1012 Big 24.05.2021
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

foresiGHt: bararoijeHTpoBe, paH/IOMi30BaHe, 3 TiapajielbHUMU TpPyIamMH, I1aleb0-KOHTPOIbOBaHe
(mopBiliHe cjtine) Ta AKTUBHO-KOHTPOJBbOBaHe (BiZKpHUTe) moCTilkKeHHS e(eKTHMBHOCTI Ta Oe3reku
IIIOTHPKHEBOT'O 3aCTOCYBaHHsI JIOHANlercOMaTpoIliHa B TMOPIBHSAHHI 3 Tialeb0, a TaKoXX B TOPIBHSHHI 3
COMAaTOTPOMiHOM III0ZIeHHOTO 3aCTOCYBaHHS y A0pocaux 3 Aedinurom ropMmony pocty, TCH-306, Bepcis
riporokoJy 2.0, Big 06 ceprias 2020

3asBHUK, KpaiHa

Axkuesisciops JIta., YropiiyHa

CnoHcop, KpaiHa

Acuengic ®apma Enpokpinonomku HdiBixka A/C, Hanis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartox 24

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky Ne 1265
Ta BHeCeHHs 3MiHM J]0 foaTKa 87 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

Onosnena bpouypa pocnignuka (Lu AA21004), Bepcis 18 Big 01 uepBHs 2021 p., aHI/IiHCHKOI0 MOBOKO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Big 23.06.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«[ToxsitiHe ciiinie paHzOMi30BaHe T/1a1e00-KOHTPO/IbOBaHe OaraTolieHTPOBe JOC/TiPKeHHsST BOPTiOKCETUHY
I71s1 TIPO(PiNaKTUKU peLiVBIiB BeJTMKOTO JIeTIPeCMBHOTO PO3/1a/ly B TeJiaTPUUHUX Malli€eHTiB BiKOM Bif, 7
Zo 11 pokis», 13546A, Bepcia 1.0 Big 07 ciuna 2021 p.

3asiBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWMKOH», YKpaiHa

CnoHcop, KpaiHa

X. JTynpbek A/C, Denmark

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCI[b MPOBe/IeHHs KJTiHIYHOTO BUMTPOOYBaHHS:

Bbyno

Craso

JI.M.H., pod. bonaapexnko .M.

KomyHanbHu# 3aknaf, «Micbka K/liHiuHA JliKapHs
Ned» [THITIPOBCBKOI MICBKOI paawn», BiffileHHS
ximioTeparrii, [epxaBHUM 3aK/1af,
«/IHITIpOTIeTPOBCHKA Me[uYHa akaziemist
MiHicTepcTBa OXOpOHM  3[0pOB’Sl  YKpaiHu»,
Kadeapa OHKOJIOTII Ta MeAWYHOI pajionorii,
M. [THinpo

I.M.H., pod. boxzapenko .M.

KomyHanbHe HeKoMepLliliHe MiIIPUEMCTBO
«Miceka kmiHiyHa sikapHa Ned» IHITIpOBCHKOIL
MIiCBKOI pajiy, XiMmioTepameBTUUHe Bifi/leHHs 3
JIeHHUM CTallioHapoMm, JIHINMpOBChKUM [lep>KaBHUM
Me/IMYHUM yHiBepcUTeT, Kadeapa OHKOJIOTII Ta
Me[UYHOI pafiosorii, M. THInpo

I.M.H., mpod. KpkaHiBcbka A.€.

KomyHanbHM 3aK/Ia, «[IpukapnaTrcbkuit
K/IiHIYHUM OHKOJIOTiUHUHN LIeHTpP», MaMOJIOTiuHe
BiazisneHHsi, IBaHO-DpaHKIBCbKUM HalliOHaTbHUM
MeJUUHWN yHiBepcuTeT, Kadeapa OHKOJOTII,
M. IBaHO-DpaHKiBCHK

J.M.H., npod. KpwkaHiBcbka A.€.

KomyHanbHe HeKOoMepLliliHe TiTIPUEMCTBO
«[IpyUKapraTcbKuii  KIiHIYHMM  OHKOJIOTiUHMM
eHTp IBaHO-®paHKiBCbKOI 06s1IacHOT  paju»,
Xipypriude BifgaineHHa Ne3 TrOpMOHO3a/IeKHUX
My X/IUH y JKIHOK, IBaHO-PpaHKiBCbKUN
Hal[iOHAJIbHUM MeJUUYHUM YHiBepcuTeT, Kadezapa
OHKOJIOTil, M. IBaHO-®PpaHKiBCbK

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBane BifkpuTe mocimpkeHHs dasu 2 ta 3 Osanapuby y kKombiHariii 3 TTlem6posizymabom y
MOpiBHSHHI 3 XiMioTepariieto y kombOiHaiii 3 ITemOposisymabom micsis iHAYKLil KaiHIUHOI repeBaru 3
TIepIIOIO JTiHi€0 XiMioTeparii y KombiHarjii 3 ITeMOposizymaboM y MalfieHTiB 3 MiCIIeBO-peIUIUBYHOUNM
HeorlepabebHUM ab0 MeTacTaTMUHUM TIOTPiMHO-HEraTUBHUM pakoM MoJjiouHoi 3amo3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, Bif 24 nunus 2019 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MiCITh TPOBEIEHHS K/TiHIYHOTO BUIPOOYBaHHSI:

Ne
/1

[1.I.b. BiAnOBia/ILHOTO OC/IIJHHAKA
Ha3Ba Miciis ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

jikap Bacunenp B.B.
JIiKyBa/bHO-/IiarHOCTUYHWI [IEHTP TOBapHMCTBAa 3 OOMEXeHOH BigmoBifganbHICTIO  «[lim
MeJULIMHW», KOHCYJ/IbTaTUBHO-1arHOCTUYHE BifzieHHs, M. Ofeca

K.M.H. ['acanos FO.Y.

HepxaBHa ycTtaHoBa «HaijioHanbHuii iHCTUTYT Tepamii imeni JI.T. Masnoi HaijioHanbHOT
akaziemil MeJUUHUX HayK YKpaiHW», Biafin kiiHiuHoi ¢apmakosorii Ta (apmakoreHeTHUKH
HeiH(eKLIMHNUX 3aXBOPIOBaHb, M. XapKiB

nikap Kaukosceka B.B.

KomyHanbHe HekomepliiiHe mignpueMctBo CyMmcbkoi obsacHoi pagu «Cymcbka obsacHa
KJIiHIYHA JIiKapHs», TepaneBTUYHe BifzineHHs1, CyMCbKUM /lep)KaBHUM yHiBepcuTeT, MeguuHni
IHCTUTYT, Kadespa BHYTPIlIHEOI MeJULIVHU 3 LIEHTPOM pecripaTopHoi MeguLuHu, M. Cymu

nikap YymaueHnko I'.A.
Mepanunuii ieHTp ToBapucTBa 3 00MeXKeHO0 BifmoBiganbHicTIO «Menoya-KimiHik», TiKyBalbHO-
nipodilakTHYHUM Mifpo3ain, M. Kuis

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

Ne 1586 Big 29.07.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanyoMi30oBaHe, moABiliHe crirne, maleb0-KOHTPObOBaHe, OaraToreHTpoBe AociimkeHHs: 3b ¢a3m 3
METOI0 OI[iHKM e(eKTMBHOCTI Ta 0e3reyHOCTi MiAKipHOrO0 BBeAEeHHS r'ycesibkymMaly sl 3MeHIIIeHHs
O3HaK 1 CUMIITOMIB Ta CIIOBI/IbHEHHSI PeHTI'eHOJIOT UHOI Iporpecii y MnarjieHTiB 3 akTUBHUM I1COPiaTUUHUM
aptputom», CNTO1959PSA 3004, nonpaBka 1 Biz 07 kBiTHs1 2021 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 27
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKO KaiHiYHOro fociimkeHHss AC-055-312, ocratouHa Bepcisi 8 Big 25 ciuns 2021 p.,
aHrJjiicekoro MoBor; COVID-19 [JonoBHeHHsI 10 MPOTOKOJY K/IiHIYHOTO AOC/i[)KeHHs Bif 17 uepBHs
2020 p., aHT/TiiiCEKOI0 MOBOIO; Bpotiypa foc/tiHuKa J0CTipKyBaHOTO JTiKapchkoro 3acoby JNJ-67896062
(Macitentan) (MaujitentaH, MauureHTan), Bepcisi 18 Big 4 rpyust 2020p., aHrilicbKo0 MOBOO; [logaTok
1 nmo Bpomypu fociigHWKa AOCTiAKyBaHOrO fikapcbkoro 3aco0y JNJ-67896062 (Macitentan)
(MariitenTan, MartuTeHTaH), Bepcii 18, Big 21 TpaBHsi 2021p., aHriiicbkoro MoBor; AC-055-312
OcHoBHa iHbopMaliis Ta popma iHpopMoBaHOI 3rou Ayist 6aTbKiB, Bepcis 7.0 11 YKpaiHM aHT/TiHChKOI0
MoBoto Bif 14 kBitHa 2021 p.; AC-055-312 OcHoBHa iHdopmaljis Ta ¢opma iHbopMoBaHOI 3roau Ast
GaTbKiB, Bepcisi 7.0 Ans YKpaiHM yKpaiHCbKOIO MoBOO Bif 14 xBiTHa 2021 p.; AC-055-312 OcHoBHa
indopmariis Ta popma iHpopmMoBaHOi 3roau s 6aThKiB, Bepcis 7.0 a1 YKpaiHM pOoCiCBbKOI0 MOBOO Biff
14 xgitHa 2021 p.; AC-055-312 Indopmauis ta dopma iHpoOpMOBaHOI 3roAu [A/s MaL[i€HTIB, SKUM
BUMNOBHU/IOCH 18 poKiB, Bepcis 7.0 Ay YKpaiHU aHT/IiMCbKOI MoBOIO Bif 14 kBiTHa 2021 p.; AC-055-312
Indopmariisi Ta popma iHpopMoBaHOI 3rosu /i MALi€HTIB, IKUM BUMOBHUIOCH 18 poOKiB, Bepcis 7.0 aJis
Ykpainu ykpaiHCbKOrO MOBOMO Bif 14 kBiTHs1 2021 p.; AC-055-312 Indopmatiist Ta popma iHhopmoBaHOT
3roJy JJis MAL|i€HTIB, IKUM BUIIOBHWIOCH 18 poKiB, Bepcis 7.0 A1 YKpaiHM pOCiiCbKOIO MOBOIO Bif 14
kBiTHs 2021 p.; AC-055-312 Indopmailiis Ta dopma iHpopMOBaHOI 3ro/iy AJis Mal[ieHTiB BikoM Bix 14 no
18 pokiB (10 MoMeHTY AocsirHeHHs1 18 pokiB), Bepcis 5.0 A/ YKpaiHU aHTJTiCbKOI0 MOBOIO Bifi 19 KBiTHSI
2021 p.;AC-055-312 Iudopmatiiisi Ta popMa iHpopMoOBaHOI 3rofu AJis MaLlieHTiB Bikom Bij 14 g0 18 pokis
(o MmoMeHTY focsirHeHHs1 18 pokiB), Bepcis 5.0 A YKpaiHM yKpaiHCbKOIO MOBOMO Bif 19 kBiTHa 2021 p.;
AC-055-312 Indopmatiis Ta dopma iHhopmMoBaHOI 3roAu /s MallieHTiB BikoM Big 14 no 18 pokiB (#0
MOMeHTY focsirHeHHs1 18 pokiB), Bepcist 5.0 115 YKpainu pocilickkoMy MOBORO Bif, 19 kBiTHs 2021 p.;
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AC-055-312 IHdpopmauis Ta copma iHhopMoOBaHOi 3roan AnA nauieHTis BikoMm Big, 10 A0 14 pokiB (40 MOMEHTY
pocsarHeHHs 14 pokis), Bepcia 4.0 ana Ykpainu aHrnilicbkoto MoBoto Bifg 19 kBiTHS 2021 p.; AC-055-312
IHdhopmauis Ta popma iHPOpPMOBaHOT 3roan AN nauieHTiB BikoM Big, 10 go 14 pokiB (4O MOMEHTY AOCATHEHHA 14
pokiB), Bepcia 4.0 ona YkpaiHu ykpaiHCbKol MOBO Big 19 kBiTHA 2021 p.; AC-055-312 IHthopmaLisa Ta
hopma iHdbopMOBaHOi 3roauv Ans nawieHTis BikoM Big 10 no 14 pokiB (40 MOMEHTY AOCArHeHHs 14 pokis), Bepcis 4.0
4Ns YKpaiHn pociiicbkoto MOBOHO Big, 19 kBiTHA 2021 p.; AC-055-312 IHdhopmaLis Ta hopma iHpopmoBaHOT
3rogn Ans nauieHTiB Bikom Big 7 oo 10 pokiB (40 MOMeHTy pgocsrHeHHsi 10 pokiB), Bepcid 4.0 ana YkpaiHu
aHrniicbkoto MoBoto Big 19 kBiTHA 2021 p.; AC-055-312 IHdhopmaLis Ta chopma iHpopMoBaHoOT 3rogn ans
naujieHTiB BikoM Big, 7 Ao 10 pokiB (40 MOMeHTY gocsarHeHHs1 10 pokiB), Bepcis 4.0 ans YKpaiHu yKpaiHCbKOK MOBOH
Big 19 kBiTHA 2021 p.; AC-055-312 IHdhopmauis Ta oopma iHhopMOBaHOIT 3roan ANs NauieHTiB BikoM Big 7
80 10 pokiB (40 MOMeHTY gocsarHeHHs 10 pokis), Bepcia 4.0 Ana YkpaiHu pocilicbkolo MOBOH Bif 19 kBiTHS 2021 p.;
AC-055-312 [opatok [0 OCHOBHOI iHchopmauii Ta chopmu iHpopMoBaHOI 3roauM Ans 6aTbkiB: [oAaTKoBe

pocnimxeHHs dhapmakokiHeTuku (PK), Bepcia 4.0 ans YkpaiHn aHrniincbkor MOBOLO Bif, 19 KBIiTHA 2021 p,;
AC-055-312 [ogatok [0 OCHOBHOI iHchopmauil Ta chopmu iHopmMoBaHOT 3roauM Ans 6aTbkiB: [oAaTKoBe
pocnipxeHHa dpapmakokiHeTuku (PK), Bepcis 4.0 onsa YKpaiHu yKpaiHCbKO MOBOIO Bif, 19 kBiTHA 2021 p.;

AC-055-312 [logatok [0 OCHOBHOI iHchopmauii Ta chopmu iHhopMOBaHOI 3roauM Ans 6aTbkiB: [0AATKOBE
pocnipkenHa hapmakokiHeTukn (©K), Bepcis 4.0 ana YkpaiHm pociicbkoto MoBot Big 19 ksiTHA 2021 p.; AC-055-
312 IHpopmavuis Ta hopma iHhopmMoBaHOT 3roau A1 nauieHTiB Bikom Big 10 A0 14 pokiB (40 MOMEHTY AOCATHEHHSA
14 pokiB). JogaTkoBe gocnimkeHHs dhapmakokiHeTnkn (PK), Bepcia 3.0 ansa YKpaiHu aHrfincbko MoBOH Big 19
KBITHS 2021 p.; AC-055-312 IHchopmauis Ta hopma iHpopmoBaHoi 3roam Ans nauieHTiB Bikom Big 10 4o 14 pokiB
(00 MOMeHTy pocsarHeHHs 14 pokiB). JogaTtkoBe AochimpkeHHsA dhapmakokiHeTukn (PK), Bepcis 3.0 ansa Ykpainu
YKpaiHCbKO MOBOIO Bif 19 kBiTHS 2021 p.; AC-055-312 IH(hopmauis Ta oopma iHhopMoBaHoOT 3roam
Ansa nauieHtiB BikoM Big 10 go 14 pokiB (4O MOMEHTY [OCArHeHHSA 14 pokiB). [ofaTkoBe [AOCNIIKEHHSA
thapmakokiHeTukm (PK), Bepcis 3.0 gnsa YkpaiHu pocilicbkoto MoBOto Bif 19 kBiTHA 2021 p.; AC-055-312 IHdopMauis
Ta hopma iH(hopMOBaHOI 3roan AN nauieHTiB BikoM Big 7 fo 10 pokiB (4O MOMEHTY AocArHeHHsa 10 pokis).
[JopaTtkoBe gocnigxeHHs hapmakokiHeTukn (PK), Bepcia 3.0 Ana YkpaiHu aHrniicbkow MOBOIO Bif, 19
KBITHA 2021 p.; AC-055-312 IHchopmauis Ta hopma iHpopMoBaHoOT 3roam 4518 nauieHTis Bikom Big, 7 Ao 10 pokis (8o
MOMeHTY pocsarHeHHs 10 pokiB). JopatkoBe pocnimkeHHs apmakokiHeTuku (PK), Bepcia 3.0 gna YkpaiHu
yKpaiHCbKo MOBO Bif, 19 kBiTHA 2021 p.; AC-055-312 IHdhopmaLis Ta hopma iHpopmMoBaHOT 3roamn AN nauieHTis
Bikom Big, 7 no 10 pokiB (4o MOMeHTYy pocsarHeHHs 10 pokis). JopaTkosBe gocnifjkeHHsA hapmakokiHeTukn (PK),
Bepcia 3.0 ana YKpaiHu pocilicbkoo MOBOIO Bif
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19 kBiTHA 2021 p.; AC-055-312 [onoBHeHHA A0 iHopMauii Ana nauieHTa Ta opmu iHpopmoBaHoi 3roan (Ha
MOX/IMBI 3MiHM Mig Yac naHgemii COVID-19), Bepcia 2.0 gns YkpaiHu aHrniicbkolo MoBoto Big 19 kBiTHA 2021 p.;
AC-055-312 [jonoBHeHHA Ao iHdhopmauil 418 nauieHta Ta oopMu iHopMOBaHOT 3roau (Ha MOX/IMBI 3MiHM Mig, Yac
naHgemii COVID-19), sepcia 2.0 onsa YkpaiHu ykpaiHCbkO MOBOIO Bif, 19 kBiTHA 2021 p.; AC-055-312 JoNOBHEHHA
[o iHpopmauii ana nauieHta Ta opmu iHpopMoBaHOT 3roan (Ha MOXJIMBI 3MiHM nig vyac naHgemii COVID-19,)
Bepcia 2.0 gnsa YkpaiHn pocCiicbKo MOBOH Bif 19 kBiTHA 2021 p.; AC-055-312 IHhopmavis ans
6aTbKiB BariTHOT NapTHEPKN y4YacHMKa AOCAIMKEHHS | hopMa A03BO/Y HA BUKOPUCTAHHSA M po3KpUTTS iHdhopmauil
Npo BariTHICTb i CTaH 340pOB'a HeMoBNATH, Bepcia 1.0. ana YkpaiHu aHrnincbko MoBOto Bif, 14 kBiTHS 2021p.; AC-
055-312 IHdhopmauist Anst 6aTbKiB BariTHOT NApTHEPKN yYaCHUKA A0CNIMKEHHS | hopMa A03BOY Ha BUKOPUCTAHHS i
PO3KPUTTSA iHdpOpMaL,ii MPOo BariTHICTb | CTaH 340pOB' HeMOBNATU, Bepcia 1.0. Ansa YKpaiHu yKpaiHCbKOK MOBOHO Bifl
14 kBiTHA 2021p.; AC-055-312 IHhopmauis gna 6atbkiB BariTHOI NapTHEPKM yyacHMKa AOCAIMKEHHSA i hopma
[03BONY Ha BMKOPUCTaHHA 1 PO3KPUTTSA iHJPOpMAaLi Npo BariTHICTbL i cTaH 340poB'A HeMoB/ATK, Bepcia 1.0. ans
YkpaiHu pocilicbkoto MoBoto Big 14 kBiTHA 2021p.; AC-055-312 IHchopmauiss Ans BariTHOT NapTHEPKU yvacHMKa
pocnimxkeHHs | dopma [03BOMY NOBHOMITHLOI 0CO6M (BiKOM 18 pOKiB) HAa BMKOPUCTaHHA i PO3KpUTTA iHdopmaLii
Npo BariTHICTb | CTaH 340pOB's HEMOBNATU, Bepcia 1.0 a4na YkpaiHy aHrniicbkoo MoBoto Big, 14 kBiTHA 2021 p.; AC-
055-312 IHhopmavist Ans BariTHOI NapTHEPKM yYacHMKa JOCIMKEHHS | Popma [403BOJ1y NMOBHOMITHLOT 0CO6K (BIKOM
18 pokiB) Ha BUKOPUCTAHHSA i1 pO3KpUTTS iHGhopMaLii Npo BariTHICTb | CTaH 340pOB'Ss HEMOBAATK, Bepcia 1.0 ans
YKpaiHu yKpaiHCbkol MOBOK Bifg, 14 kBiTHA 2021 p.; AC-055-312 IHhopmauisa ans BaritTHOT NapTHEPKM ydyacHWMKa
[OcCnimKeHHs1 | dopma A03B0Oy MOBHOMITHLOI 0COOM (BikOM 18 POKIB) Ha BMKOPUCTAHHSI M PO3KPUTTS IHCbopMauii
Npo BariTHICTb | CTaH 3[0pOB's HEMOB/ATK, Bepcis 1.0 ans YkpaiHu pociincbkolo MoBoto Big 14 kBiTHS 2021 p.; AC-
055-312 IHthopMauis aAns BariTHOI NApTHEPKN yYacHMKa AOCNiAKEeHHs | dopma A03BoNy A1 NigniTkiB BikOM Big 14
00 18 poKiB Ha BUKOPUCTaHHA M PO3KPUTTA iHhopmMaLlii Npo BariTHICTb | CTaH 340pOB'S HeMOBNATU, Bepcia 1.0 ans
YKpaiHu aHrniicbkolo MOBOK Big, 14 kBiTHSA 2021 p.; AC-055-312 IHdhopmauisi 4ns BariTHOI NapTHEPKW yvacHKKa
pocnimxkeHHs i dopma Ao3BONY 415 NiANiTKIB BikOM Big 14 go 18 pokiB Ha BUKOPUCTAHHA W PO3KPUTTA iHGopMaLil
Npo BariTHICTb i CTaH 340pOB'A HEMOBNATK, Bepcia 1.0 Ana YKpaiHu YKpaiHCbKO MOBOI Bif 14 kBiTHA 2021 p.; AC-
055-312 IHchopmaLis 418 BariTHOT NapTHEPKM yyacHUKa AOoCNimpKeHHA | dopma [03BOY A4 NiANiTKiB BikoM Big 14
[0 18 pokiB Ha BUKOPUCTAHHSA A PO3KpUTTA iHhOpMaLLii Npo BariTHICTb i CTaH 340pOB'A HeMOBNATY, Bepcia 1.0 ana
YKpaiHu pociiicbkolo MOBOK Bif, 14 kBiTHA 2021 p.; AC-055-312 IHchopmaList 4151 BariTHOT NapTHEPKK
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yyacCHvKa [AocnimkeHHs i dopma [g03BoNy fAiTeil BikomM Mosiogwe 14 pokiB Ha BUKOPUCTAHHS Ta PO3KPUTTSA
iHghopMalLii NPo BariTHICTb | CTaH 340pPOB'S HEMOB/ATK, Bepcia 1.0 Ansa YkpaiHu aHrniicbkoto MOBOH Bifg, 14 KBiTHS
2021 p.; AC-055-312 IHchbopmauist ans BariTHOT NapTHEPKN yYacHUKa OAOCAIMKEHHS | dopma [03BO/Y AITEN BIKOM
mMonogwe 14 pokiB Ha BUKOPUCTaHHA Ta PO3KpUTTA iHhopmMalLlii Npo BariTHICTb | CTaH 340pOB'S HEMOB/SATK, BEPCIst
1.0 gna YkpaiHum ykpaiHCcbkol MoBOK Bif 14 kBiTHA 2021 p.; AC-055-312 |HdopMaLisa ana BariTHOI napTHepKK
yyacHuKa gochimpkeHHs i dopma [03BoMy AiTeil BikOM MonoAwe 14 pokiB Ha BUKOPUCTaHHA Ta PO3KPUTTA
iHcbopmaLii Npo BariTHICTb | CTaH 340pOB'S HEMOB/IATK, Bepcia 1.0 ana YkpaiHm pocilicbkolo MOBOK Bif 14 KBIiTHS
2021 p.; AC-055-312 LWkana TaHHepa Bepcia 1.0 Big 26 ciyHa 2021 p., ykpaiHcbkolo MoBow; AC-055-312 Lkana
TaHHepa Bepcisa 1.0 Big 26 ciuHa 2021 p., pOCiiicbKO0 MOBOI; 3pa3oK IHCTPYKLUii AN nauieHTa «lMepeBefeHHs
npucTpoto 3 pexumy 3YTMUHKW B AKTUBHUW pexwum i3 oMy nauieHTa ans npuctpoto ActiGraph», yKpaiHChKo
MOBOIO; 3pa30K IHCTPYKLii Ana nauieHTa «MepeBefeHHs NpucTpoio 3 pexxumy 3YMVHKA B AKTUBHUI pexum i3
Jomy nauieHTa ansa npuctpoto ActiGraph», pocilicbkoto MOBOHO

Howmep ta faTa Hakasy
MO3 o0 3aTBepIyKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 465 Big 27.04.2017

Ha3sga kyiiHiyHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«barartolieHTpoBe, BiJKpHTe, paH/i0Mi30BaHe, KepoBaHe MO/lisIMU A0CTiP>KeHHs /1Jis1 OL[iHKU e()eKTUBHOCTI,
Oe3rneku Ta (papMakOKiHETHKM TIperiapaty MaruTeHTaH B TIOPiBHSIHHI 3i CTAHZAPTOM JIiKyBaHHS y [iTeld 3
JIeTeHeBOI apTepianbHOIO rineprensietro», AC-055-312, Bepcis 4.1 Big 17 nunusa 2020 p.

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

ACTELION Pharmaceuticals Ltd., Switzerland

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnena bpouypa gocnignvka Bopriokcetun (Lu AA21004), Bepcis 18 Big 01 uyepBHsa 2021 p.,
aHIJIIKICbKOK MOBOIO

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

Ne 1287 Big 25.11.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«/JoBrocTpokoBe, BiJKpHTe, MPOAOBKeHe AO0C/i)KeHHsI 3 THYYKMMHU J03aMH BOPTIOKCETUHY Yy AiTel Ta
MiJ/IiTKiB BikoM Bif 7 go 18 pokiB, XBOpUX Ha BeJMKUM JernpecuBHU po3nan (BAP)», 12712A, Bepcis
npotokoay 3.1 (3 yokanbHOK momnpaBkow 1 gns bonrapii, Ecronii, Himeuuunu, JlaTBii, Mekcuku,
[Mospmii, Pocii, Cepbii, Ykpainu Ta 1okanpHOR nionpaBkoto 2 i Komym6ii) Big 13 rpyans 2018 p.

3asgBHUK, KpaiHa

TOB «Kniniuni gocnigkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

X. Jlyaubek A/C, [lanis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBnena bpowypa pocnignvka Bopriokcetun (Lu AA21004), Bepcia 18 Big 01 uwepBusa 2021 p.,
aHI/TiICBKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 574 Big 29.03.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«[HTepBeHLIiliHe, paHAOMi30BaHe, TO/BiliHe CJiiTle, Mlarie00-KOHTPOIbOBAaHe AOCTIIPKEHHS 3 aKTHBHUM
rperapaToM NopiBHSAHHS ((/TyOKCeTUH) Ta (PiKCOBAHOIO /10300 BOPTIOKCETUHY Y TeJliaTPUUHKX Talli€HTiB
BikoM Bif 7 go 11 pokiB, XBOpuX Ha BenuKui JemnpecvBHuid posnaz (BAP)», 12709A, Bepcis 4.0 3
IHKOpIIOPOBaHOIO Io1paBKoro 3 Bif 21 cepring 2018 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

X. JIynnbek A/C, aHis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 30
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

[TomoBXXeHHsT TepMiHYy TMPUAATHOCTI [OC/iPKyBaHOTO Jikapchkkoro 3acoby GDC-0077 (RO7113755)
TabJ/IeTKH, BKPUTI TTIBKOBOKO 000/0HKOIO M0 3 Mr Ta 1o 9 mr g0 36 wmicsifis. OHoBneHuid po3ain P.5.1
«Cnemudikariis» (cmc397245) mocke gocrimkyBaHoro mikapcbkoro 3acoby GDC-0077 (RO7113755);
OnoBnenuii posgin P.5.4 «Awnaniz cepiii» (cmc397246) mocke [MOCTiIKyBaHOTO JIiKapCHKOTO 3aco0y
GDC-0077 (RO7113755); OunoBnenuti posgin P.5.5 «Xapakrtepuctuka gomimok» (cmc397247) mocke
JocimKyBaHoro  Jiikapcbkoro  3acoby  GDC-0077 (RO7113755); OwxoBnenuii posgin  P.5.6
«O6rpyHTyBaHHs crierdikariii» (cmc397248) mocke AOCTiPKyBaHOTO JiKapchbKoro 3acoby GDC-0077
(RO7113755); Onornenuii po3zin P.8.1 «Pe3tomMe 100 CTabiMBbHOCTI Ta BUCHOBKH» (cmc397249) mocke
JochimKyBaHoro jikapcbkoro 3acoby GDC-0077 (RO7113755); OuHosnenuid po3zin P.8.3 «[ani mpo
ctabinbHicTE» (cmc397250) mocke gocmimpKyBaHoro gikapcbkoro 3acoby GDC-0077 (RO7113755)

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PAHJIOMI3OBAHE, IIOJBIMHE CJIIIE, IIJIAIIEBEO-KOHTPOJILOBAHE JIOCJ/III)KEHHS
®A3M III 3 OLIHKM E®EKTMBHOCTI TA BE3IEUYHOCTI KOMBIHALII GDC-0077 3
[MAJIBOLIUK/IIBOM TA ®YJIBECTPAHTOM Y TIOPIBHAHHI 3 KOMFBIHALIEK ITJIALIEEO 3
[MAJIBOLIUKI/IIBOM TA @®YJIBECTPAHTOM VY ITALIEHTIB 3 MYTALIEKO T'EHA PIK3CA,
'OPMOH-PELEITTOP-TIO3UTNBHUM, HER2-HETATUMBHUM MICHEBO-TIOIIMPEHVM ABO
METACTATUYHNM PAKOM MOJIOYHOI 3AJI031», WO41554, Bepcis 4 Big 03 mucronazga 2020 p.
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3asgBHUK, KpaiHa ToBapucTBO 3 060MeXeHOI0 BiiNoBifanbHicTIO «Por YKpaiHa»
CrnioHcop, KpaiHa @.Xoddmann-JIs Poru Jita, [Beiiiapis

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Hopnatok 31
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJI KiTiHiuHOTO BUMpoOyBaHHs MK-6482-012, 3 iHKoprnopoBaHoto momnpaBkoto 02 Bif
01 uepBHsa 2021 poKy, aHIIiMCHKOIO MOBOIO; YKpaiHa, MK-6482-012, [Hdopmaliisi Ta JOKyMeHT Mpo
indbopmoBaHy 3roay Assi maifieHTta, Bepcisg 1.01 Big 02 sumHs 2021 p. yKpaiHCHKOIO MOBOH; YKpaiHa,
MK-6482-012, Indopmaljisi Ta AOKyMeHT mpo iHdopmoBaHy 3rofy AJs maiieHta, Bepcis 1.01 Big 02
murHst 2021 p. pocitickkoto MoBow; OHoBeHe Jlocke [OCTimIKyBaHOTO JiiKapckkoro 3acoby E7080
(Lenvatinib), pegaxuis 28, Bix kBiTHa 2021 poky, Bepcis 06CQ3G, Bix 03 TpaBHsa 2021 p., aHI/TiMCHKOO
MOBO1O; Cekujisi 2.5. [ocee: «/laHi Mo K/IiHIYHOMY BUBYEHHIO Ta BIUIMB Ha JIIOAUHY» [0 IpoToKoay MK-
6482-012, Bepcis 06CSNQ Big 03 uepBHsi 2021 poKy, aHI/TiMCHKOK MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure, paHgomizoBaHe pjocmimpkeHHs III ¢a3u pans ouinkd edekTuBHOCTI Ta Oe3meyHOCTI
nembponizymadby (MK-3475) y kombiHariii 3 6ensytudanom (MK-6482) Ta nenBatnnioom (MK-7902),
abo MK-1308A y kombiHarjii 3 jieHBaTUHIOOM TIOPiBHSIHO 3 11eMOpoJTi3ymMaboM i JieHBaTUHIOOM B SIKOCTi
repimioi JIiHii Teparii /i y4YaCHUKIB 3 PO3IOBCIO[KEHOK CBIT/IOK/IITUHHOIX HUPKOBO-K/IITUHHOMO
KapuuHoMor», MK-6482-012, 3 iHKopriopoBaHoto 1ionpaBkoro 01 Big 26 ciunasg 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»

20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT 0 aTKOBOT'O MiClisl TPOBe/IeHHsI KTiHIYUHOr0 BUMIPOOYBaHHS B YKpaiHi:

Ne
/1

[1.I.b. BigmoBifaIbHOrO AOC/TiJHHAKA

Ha3Ba MiclList ipoBe/ieHHsI KJTiHIYHOTO BUITPOOYBaHHS

KomynanbHe

1 [.M.H., ipo¢. I'oteko €.C.

HeKoMepLliliHe

MiAnpueMcTBO  «lLleHTpasibHa MiCbKa

YKropoZiCbKOI MiCBKOI pajiy, TeparieBTUYHe Bi/iliIeHHs, M. Y KIropoj

KJIiHiyHa

JIIKapHsI»

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJIiIHIYHOTO BUITPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHgOMi30BaHe, MoABikHe ciine gocmimkeHHs III dasu kombiHarii MK-7684 3
nembposizymabom (MK-7684A) mopiBHSIHO 3 MOHOTeparii€r memMoposisymadoM B SKOCTi TepIoi JiiHil
Tepartii A ydyacHUKiB 3 PD-L1-mO3UTUBHUM MeTacTaTUYHUM HeAPiOHOKTITUHHUM pPaKoM JieTeHiB»,
MK-7684A-003, 3 inkopriopoBaHoto nornpaBkoro 01 Bix 28 ymrotoro 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 33
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBieHU# TIPOTOKOJ KiliHiuHOro BUnpoOyBaHHsi MK-3475-992 3 iHKopriopoBaHoro moripaBkoto 02 Bif
07 uepBHs 2021 poKy, aHIJilCbKOIO MOBOIO; YKpaiHa, MK-3475-992, Indopmaliis Ta JOKyMeHT Tpo
indopmoBaHy 3rofy /s maijieHTa, Bepcisi 03 Big 12 sumnHs 2021 p., yKpaiHCBKOIO MOBOIO, CTBOpeHa Ha
OCHOBIi ri00a/mpHOTO MA0/MOHY Ans AociimkeHHs MK-3475-992, Bepcist 03 Big 08 uepeHs 2021 p., a
TaKOXX I11a0/IOHy 3aTBep/pKeHoro s YKpaiHu, Bepcis Bifg 15 ciuns 2021 p. ykpaiHCBKOHO MOBOIO;
Ykpaina, MK-3475-992, [ndopmMaliisi Ta JOKyMeHT Npo iHPOpMOBaHy 3rofy /s naiieHTa, Bepcis 03 Bix
12 nmunasg 2021 p., pocilicbkol0 MOBOIO, CTBOPEHa Ha OCHOBi T/I00a/lbHOTO MIA0I0HY AJIST JOCTiKEHHS
MK-3475-992, Bepcist 03 Bizg 08 uepBHs 2021 p., a TaKOX 11ab/I0HY 3aTBepPAKEHOTO /i YKpaiHH, BepcCist
Bif 15 ciunsa 2021 p. poCiiiCbKOI0 MOBOIO

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

Ne 1143 Biz 15.05.2020

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHyomi30BaHe, mofBiliHE crime, mIale00-KOHTPO/IbOBaHe KiiHiuHe pocmimkeHHs III dasu gns
BUBUeHHsI e()eKTUBHOCTI Ta Oe3meuHocTi nembponizymadby (MK-3475) y kom6iHaliii 3 xiMioripoMeHeBow0O
tepamieto (XIIT) y nopiBHSHHI uine 3 XiMmionpomeHeBoto Tepamieto (XIIT) B yuacHuKiB 3 M’s130BO-
iHBa3MBHUM pakoM ceuoBoro mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992 , 3 iHKOpOpOBaHO0
rionipaBkoto 01 Bizx 30 6epe3nst 2020 poky
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3asgBHUK, KpaiHa ToBapucTBo 3 06MeXXeHOI0 BiAinoBiAanbHicTI0O « MC/] YKpaiHa»

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

CynyTHi —

Marepianu/mpenapaTy

CYTyTHBOI Tepamii

B.o. renepansHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 34
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpomypa pocnigauka Amnactpo3ony (APUMIJEKC™), Bupgannsa 17 Big 18 rpygua 2020 poky,
aHIJIIKICbKOK MOBOIO

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

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, mojBitiHe cine, 6arato-mieHTpoBe gocmimkeHHs III ¢asu, ske TPOBOAWUTLCS B
rapasiesbHUX rpymax, 3 MeTO MOPiBHSHHS e(eKTUBHOCTI Ta MepeHOCUMOCTI rpenapaTiB @y/BeCcTpaHT
(PA3JIOJEKC™) 500mr i Anactpo3on (APMMIJEKC™) 1Mr y sIKOCTi TOpMOHa/IbHOI Teparii mpu
MiCLIeBO TOLIMPeHOMY a00 MeTacTaTUYHOMY paKy TIpyJHOI 3a/703d 3 TO3UTUBHUMH TOPMOHAJbHAMHU
peLienTopaMy y JKiHOK y TOCTMEHOIay3i, siKi IMornepefHb0 He OTPUMYBAIM OyZb-IKOi TOPMOHa/ILHOI
teparii (PAJIKOH [FALCON] )», D699BC00001, Buaanns 4 Big 01 rpyaus 2017 poky

3asgBHUK, KpaiHa

ITigrnpuemcTso 3 100% iHo3emHoro iHBecTHIiclo «AMKTOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

“Actpa3eneka Ab» (AstraZeneca AB), IlIBeriis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 35
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

HUDSON GI IToci6uuk s narieHTta Bepcisi Nel.0 Big 04.05.2021p. a5t YKpaiHu yKpaiHCHKOIHO MOBOIO;
HUDSON GI Kopotkwuii ocibHUK 3 rpoBesieHHsT 00cTexkeHb Bepcist Nel.0 Big 28.05.2021p. Ay Ykpainu
ykpaiHcbkoro MoBoro; HUDSON GI Bykner pjs nauienta Bepcist Nel.0 Big 04.05.2021p. ana Ykpainu
ykpaiHcbkoro MoBor; HUDSON GI poster Bepcisi Nel.0 Big 09.06.2021p. gns YkpaiHM yKpaiHCBKORO
moBoro; HUDSON GI nocibnuk 3 Habopy gocnimkyBanux Bepcist Nel.0 Big 09.06.2021p. asis Ykpainu
ykpaiHcbkoro moBoro; HUDSON GI Assessments quick reference guide mactep Bepcisi Nel.0 Bif
02.06.2021p. anrniiicbkoro MoBoro; HUDSON GI Recruitment Aid, mactep Bepcist Nel.0 Big 21.05.2021p.
anriicbkoro MoBoro; HUDSON GI poster mactep Bepcist Nel.0 Big 16.04.2021p. aHr/iMchbKOX MOBOIO;
HUDSON GI Patient study guide mactep Bepcist Ne1.0 Big 03.03.2021p. aurJiticekoro moBoro; HUDSON
GI Patient pamphlet mactep Bepciss Nel.0 Bixm 01.03.2021p. aHrmiiicbkoro MoBOIO; Bigeoponuk
Hudson_MOA animation with subtitles i3 ykpaiHcbkumu cyotutpamu (Oyze TOAaHHIA B e/IeKTPOHHOMY
urnszi); EG/EGE Diet Questionnaire for Hudson GI Study macrtep Bepcis 2.0 Big 16 kBiTHs 2021p.
aHrmiicpKor MoBow; OnuTyBanbHUK Tipo Aiety nipu EIVEIE ans gocnimkenns XKKT «Hudson», Bepcis
20 Bimz 25 TpaBHa  2021p. maa YKpalHM  yYKpaiHCHKORO MOBOIO; Bigeoponuk
FasenralFUVideo_PreFilledSyringe - UK-UA.v2 gy YkpaiHu yKpaiHCBKOIO MOBOHO (Oyze mojaHWii B
enektpoHHoMy Burnszi); FasenralFUVideo_PreFilledSyringe_V1 (4)_OST Big 2020p.; Cymnposianuii
TekcT A0 Bifjeo FasenralFUVideo_PreFilledSyringe - UK-UA.v2; Patient Quick Guide V2.0 Orig English
AZ D3258C00001 HUDSON GI, macrep Bepcis 2.0 Big 6epesnst 2021p.; KopoTkuii JOBiAHWK MarjieHTa
[MopraTuBHMIA IPUCTPii, Bepcis 2.0 Big bepesns 2021 p.; Bristol Stool Form Scale with gateway for
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HUDSON_cvl Orig_ WS _Paper_English-US macTep Bepcis aHriiicbkoro MoBO; OnutyBasibHUK «Bristol Stool
Form Scale with gateway for HUDSON_cvl» ana YkpaiHm yKpaiHCbKOK MOBOHO; IHhopmaLis Ta dpopma 3roam Ha
HafaHHSA AaHuX BariTHOI MapTHEpPKM AOPOC/Oro yyacHuWka AocnimpkeHHs mactep Bepcii Homep 1.0 Big 16 nwoToro
2021p. . nokanbHa Bepcia Homep 1.1 Big 14 yepBHA 2021 p. Ansa YKpaiHu aHrnincbkow MoBo; IHchopmauis Ta
hopmMa 3roam Ha HafaHHA AaHuX BariTHOI MapTHEPKM AOPOC/Oro yyacHuKa A0CNIMKEHHA /IoOKaslbHa Bepcis HoMep
1.1 ana YkpaiHu ykpaiHCbKOK MOBOL, AaTa Bepcii 14 yepsHa 2021 poky Ha ocHoBi MacTtep Bepcii Homep 1.0 Big 16
ntoToro 2021; IHCTPYKLisA WOoA0 camMOCTiliHOro BBeAeHHA 6eHpasnizymaby BooMa yv B BigAa/IeHOMY MicLi NaLieHToMm
Ta/abo oro gornagansHUKOM nig vyac gocnimkeHHs, sepcisa 1.1 Big 14 nunHs 2021p. (ans gocnigHvka)

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«bararorieHTpoBe, paHJOMi30BaHe, TO/BiMHe cjlinle, y Tapaje/bHUX TPYyIax, miareb0-KOHTPOIbOBaHe
3-yacTHHe JocmimkeHHs (a3u 3 Ay AeMoHcTpanii edekTHBHOCTI Ta Oe3meku OeHpasnizymaby y
MaLi€HTiB 3 e03uHOQiMbHUM TacTpuToM Ta/abo ractpoenteputoMm (The HUDSON GI  Study)»,
D3258C00001, Bepcist 3 Bij 04 6epesnst 2021

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHUHOT0 3a0e3nmeueHHs

IBan 3A/IBOPHUX




HonaTok 36
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBneHnI NPOTOKON KiiHiuHOro fociipkeHHss APD334-303, 3 iHkoprnopoBaHoro momnpaBkoro 3.0 Bif
07 TpaBHs 2021 poky, aHrjilicekoro MoBoro; bpomiypa pgocnignuka Etpacimoz, BuaanHs 8.0 Bin
09 mucromaza 2020 poky, aHrjiiicbkoro MoBOw; IHdopMariiinuii mucTok i ¢opma 3rogu, Bepcis
V4.0UKR(uk)1.0 Big 02 uepBHsi 2021 poky, nepeksaj yKpaiHCbKorO MoBorO Bif 10 uepBHs 2021 poky;
IHdopmariiiiauii muctok i dopma 3rogu, Bepcisi V4.0UKR(ru)1.0 Bixg 02 uepBHsi 2021 poky, Tepeksaf,
pocilicbkkoro MoBowo Bifg 10 uepBHs 2021 poky; [omaTtkoBuii iHdopMaLiliHUI JUCTOK Ta Qopma
iHbopMOBaHOI 3rofM ydyaCHMKa Ha [JOCTaBKy /OC/iZ)KyBaHOTO TpernapaTy [OAOMY, BepCis
V1.0UKR(uk)1.0 Big 26 TpaBHsi 2021 poky, mepek/aj yKpaiHCbKO MoBoiO Bif 01 uepBHsi 2021 poky;
HopatkoBuit iHdopMaliiiHuii mMcTOK Ta Qopma iHGOpPMOBaHOI 3roiM y4yacHMKa Ha [JOCTaBKY
Jloc/lipKyBaHoro Tiperapaty fozaomy, Bepcisi V1.0UKR(ru)l1.0 Bix 26 TpaBHs 2021 poky, mnepeknaf,
pocilicbkkoro MoBor Bif 02 uepBHs 2021 poky; I[HcTpykuii A1 marjieHTa 1040 OTPUMaHHS
JIOCTiI)KYBaHOTO JTIKapChbKOT0 3aco0y BioMa, Bepcis 2 Bizx 26 TpaBHs 2020 poKy, nepek/aj YKpaiHCbKOIO
MoBOKO Bif 08 uwepBHa 2021 poky; [HCTpyKuUil A/d mMaljieHTa LI[OA0 OTPUMaHHS [JOC/iJKyBaHOTO
nikapceKoro 3acoby Bioma, Bepcist 2 Bif 26 TpaBHsi 2020 poky, mepeksiaj, pocilicbkoro MOBorO Biz 08
yepBHsi 2021 poky; MEDIDATA PATIENT CLOUD - Iloci6bHuk kopuctyBaua Samsung Galaxy S7,
Bepcisg 1.0 Big 30 Gepesnsi 2020 poky, mepeksiaj yKpaiHCbKOO MoBOwO Bin 11 BepecHsi 2020 poky;
MEDIDATA PATIENT CLOUD - KepiBHuiiTBo KopucTyBaua Samsung Galaxy S7, Bepcis 1.0 Big 30
6epe3nst 2020 poky, miepekaz, pociiicbkoro MoBo Bizi 11 BepecHst 2020 poky; Peectpatop M5: mocibHuk
IU1s1 TaLieHTiB, Bepcist 01 Big 15 uepBHs 2021 poky, yKpaiHCEKOIO MOBOIO; PeectpaTop M5: mocCiOHUK /st
nauienTis, Bepcisi 01 Bix 15 uepBHsi 2021 poky, pociiicbkoro MoOBOIO; Omnuc npeAMeTiB [Jisl yUaCHUKIB
nmocimkenHs, Bepcist V3.0 Big 09 moToro 2021 poky, nepeksiafi yKpaiHCbKOK MOBOIO Bifi 15 6epe3Hs
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2021 poky; [Tocke mocipKyBaHOTO JTikapcbKoro 3aco0y EtpaciMoz Ta BifmoBizHoro riare6o, Bepcis 14
Bif 10 nucronaza 2020 poKy, aHI/TilCbKOH0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«BigkpuTe po3lMpeHe AOC/IJKeHHS eTpaciMOjy B TALli€HTIB i3 aKTMBHUM BHUPA3KOBUMM KOJIITOM B
TIOMIPHOT'O [0 Ba&XKOr0O CTyIleHsl TsDKKOCTi», APD334-303, 3 iHKopriopoBaHOw IornpaBkorw 2.0 Bif
07 mrotoro 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 37
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

Onornennii mipotokon EP0132, 3 iHkoprmopoBaHow mompaBkoto 2 Big 29 6Gepesns 2021 poky,
aHrJjiicekoro MoBoro; bpomiypa gocnignvka BpiBapanieram (ucb 34714), Big 26 mortoro 2021 poky,
aHrmiicekoro MoBoro; EpiTrackJunior ITocibHMK, Bepcisi s YKpaiHM YKpaiHCHKOIO MOBOKO Bif 16
»koBTHS1 2020 poky; EpiTrackJunior IToci6HMK, Bepcis A1 YKpaiHU POCiHCHKO MOBOIO Bifl 16 >KOBTHS
2020 poky; EpiTrackJunior IntepdepeHiiis, Bepcis Ans YKpaiHM yKpaiHCHKOIO MOBOIO Bifi 16 KOBTHs
2020 poky; EpiTrackJunior InTepdepeHiiisi, Bepcis A5 YKpaiHU pociiicbkoro MOBOIO Bif, 16 >koBTHs1 2020
poky; EpiTrackJunior Cepii uncen y 3BOpoTHOMY TOPSIZIKY, BepcCisi A/i1 YKpaiHHd yKpaiHCbKOI MOBOIO Bif|
16 >xoBTHs 2020 poky; EpiTrackJunior Cepii uucen y 3BOpOTHOMY MOPSIAKY, Bepcis Aasi YKpaiHu
pociticbkoro MoBotO Bif 16 >koBTHs 2020 poky ImeHTudikaiiiiiHa kapTka yyacHUKa AociizpkeHHss EP0132,
Bif 17 uepBHsa 2021 poky [V02 UKR(uk)01], ykpaiHcbkoro MoBorwo; ImeHTHdiKalliliHa KapTKa yyacHUKa
nocnimkennss EP0132, Bizg 17 uepsns 2021 poky [V02 UKR(ru)01], pociiicbkoro MoBoto; [HpopmariifiHmii
JIMCTOK i popma 3roJu MaioniTHLOro maijienTa (y Bili Big 6 0 12 pokiB), Bepciss V2.0UKR(uk)1.0 Big 07
tpaBHs 2021 poKy, nepeknaj yKpaiHCbKorO MoBoto Bif 13 TpaBHs 2021 poky; IHdopmariitinuii mUCTOK i
dopma 3rogu MasnosiTHeOro mnaieHTa (y Biui Big 6 10 12 pokiB), Bepcigs V2.0UKR(ru)1.0 Big 07 TpaBHs
2021 poky, nepeksaf, pociiicbkkoro MoBotO Bif 13 TpaBHsi 2021 poky; IHdopmauifinuii auctok i dopma
3ro/li HETMOBHOJIITHROrO TaijieHTa (y Biui Big 14 go 18 pokiB), Bepcis V3.0UKR(uk)1.0 Big 07 TpaBHs
2021 poky, nepekaj, yKpaiHCbKOIO MoOBOIO Bif 12 TpaBHs 2021 poky; IHdopmariiiiauii ucTok i dopma
3ro/li HeroBHOJiTHROrO marieHTa (y Biui Big 14 go 18 pokis), Bepcis V3.0UKR(ru)1.0 Bix 07 TpaBHs
2021 poky, mepeksaf, pociiicbkkoro MoBotO Bif 12 TpaBHsi 2021 poky; IHdopmauitinuii auctok i dopma
3ro/ii MasoJiTHbOro mnatieHTa (y Biui Bifg 12 go 14 pokiB), Bepcis V3.0UKR(uk)1.0 Big 07 TpaBHs 2021
POKY, TiepeK/iafi yKpaiHChKO MOBOO Bifi 11 TpaBHs 2021 poky; IHdbopmatiitinuii micTok i dopma 3rogu
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Mas1oNiTHLOro naujeHTa (y Biui Big 12 po 14 pokis), Bepcia V3.0UKR(ru)1.0 Big 07 TpaBHA 2021 poky, nepeknag
pociicbkolo MoBot Big 11 TpasHa 2021 poky; IHpopmauiliHnii McToK i dhopma 3roay ydacHuka AOCHiIKEHHS,
Bepcia V3.0UKR(uk)1.0 Big 08 TpaBHA 2021 poky, nepeknapj YKpaiHCbKO MOBON Bifg 12 TpasBHA 2021 poky;
IHdbopmauiiHMin NNCTOK | hopma 3rogn yyacHuka gocrigkeHns, sepcia V3.0UKR(ru)1.0 Big 08 TpaBHs 2021 poky,
nepeknag pociicbko MOBOHO Big, 12 TpaBHa 2021 poky; IHhopmauiiHmiA IMCTOK | hopma 3roam 4 6aTbkiB, BEpCis
V3.0UKR(uk)1.0 Big 28 TpaBHa 2021 poky, nepeknaj YykpaiHCbkold MOBOHW Big 31 TpaBHA 2021 poky;
IHcbopMaUinHMA NMCTOK | dpopma 3rogn Anst 6atbki, Bepcis V3.0UKR(ru)1.0 Big 28 TpaBHs 2021 poky, nepeknag
pocilicbkoto MoBO Bif, 31 TpaBHA 2021 poky

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«bararorieHTpOBe, BifKpUTe [OCTi[KEHHsI 3 OJHI€I TPYIIOH /s OL[iHKM [JOBrOTpPHBasoi Oe3rekwy,
MepeHOCHUMOCTi Ta epeKTUBHOCTI OpiBapaileTaMy B yYaCHMKIB ZOCTiPKeHHS BiKOM Big 2 10 26 pokiB i3
JIUTSTY0I0 abCAHCHOIO eTTijierniciero abo roBeHibHO abcaHCHOIO ertiierniciero», EP0132, 3 iHKOPIIOPOBAHOIO
nioripaBkoro 1 Big 08 BepecHsi 2020 poky

3asiBHUK, KpaiHa

ITiampuemcTso 3 100% iHo3eMHOI0 iHBecTHIjicto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTok 38
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onoenere [ocke mocmimkyBaHoro Jiikapcbkoro 3acoby E7080 (Lenvatinib), pemakuisi 28, Bifg KBiTHs
2021 p., Bepcis 06CQ3G Big 03 TpaBHsa 2021 p., aHrnikcbKo0 MOBOKO; OHOBeHe [Jochbe [OC/IPKYBaHOTO
nikapcekoro 3aco0y E7080 (Lenvatinib Placebo), pegakiist 11, Bix kBiTHs 2021 p., Bepcisi 06CQ64 Bif
03 tpaBHsa 2021 p., aHrniicekoro MoBoro; OHoBieHa Cekiisi 3.2.P Jlocke g0C/iKyBaHOTO JIiIKapChKOTO
3aco0y Lenvatinib, Bepcis 05KMSJ Bix 19 cepriusi 2020 p., aHrilickkoro MoBoro; OHossieHa Cekiiist 3.2.P
Hocke pocmimkyBaHoro yikapcbkoro 3aco0y Lenvatinib Placebo, Bepcis 05SKMSH Big 19 ceprnias 2020 p.,
aHTTIMCHKOI0 MOBOIO; bpoliypa gociifHuKa AOCTipKyBaHOTO ikapcekoro 3acoby E7080, neHBaTHHIO
(LENVIMA®, KISPLYX®), penakuia 18 Big 30 uepBHs 2021 poky, aHI/TiMCbKOKO MOBOIO; 3MiHa Ha3BH

Ta MiCIIs IPOBeIeHHs K/IiHIYHOT'O BUMPOOYBaHHS:

Bbyno

Crasno

JI.M.H., pod. bonaapexnko .M.

KomyHanbHui 3aK1aj «/IHIMporneTpoBCchbKa MiCbKa
OaratoripodisibHa  KiiHiuHa  JtikapHST  Nod»
[HinporeTpoBCcbKOi 00/1aCHOI pafu», BiffineHHs

ximioTeparrii, [ep>kaBHUI 3aK/1aj
«/JHIrponeTpoBCcbKa MeauyuHa aKazieMist
MiHicTepcTBa OXOPOHU 3[0pPOB’S  YKpaiHW»,
Kadenpa ouHkosorii i MepuuHOi  pagioJiorii,

M. JIHITIpO

I.M.H., pod. boxzapenko .M.

KomyHanbHe HeKoMepLliliHe MiTIPUEMCTBO
«Miceka KmiHiyHa sikapHa Ned» IHITIpOBCHKOIL
MICBKOI pajzy, XimioTeparieBTUUHe BiJJi/leHHS 3
JIeHHUM CTallioHapoMm, JIHIMpOBChKUM [lep>KaBHUM
Me/IMYHUM yHiBepcuUTeT, Kadezapa OHKOJIOTII Ta
MeIUYHOI pafiosorii, M. THInpo

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

Ne 727 Big 04.04.2019
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Hasga k/iHiuHOTO «PanzomizoBane, noziiiHe cine gocmimpkenHs 111 da3u kombiHariii membposizymaby (MK-3475) 3 abo

BUTIPOOYBaHHS, KO/, 6e3 nenBarunHiba (E7080/MK-7902) vy paHilie He/liKOBaHMX TALi€HTIB 3  MeTaCTaTUYHUM

Bepcis Ta fjaTa He/pibHOKTiTHHHUM pakoMm jieredb (HIKPJT) 3 noka3nukom miporoprii myxsmau (TPS), mjo Ginble abo
nmopiBHioe 1% (LEAP-007)», MK-7902-007, 3 iHkopriopoBaHo morpaBkoro 05 Bixm 02 Gepesnst 2021
POKY

3asBHUK, KpaiHa ToBapucTBO 3 06MeXkeHOI0 BinoBiganpHicTI0 « MC/I, YKpaina»

CrioHcop, KpaiHa «Mepk Illapn Exng Ooym Kopn.», gouipHe nianpuemctso «Mepk Enp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepiasu/nperiapaty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/bIIeHHsT KiZIbKOCTI OC/Ti/PKYBaHMX B YKpaiHi Bij monepeaHbo 3aryiaHoBaHoi 3 80 10 150 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PRESERVE 1: ®a3a 3, pangomizoBaHe, TOABiliHe ciiinie AOC/iKeHHs] TPWIALMK/IiOy y TIOPiBHSHHI 3
nianebo y mMaiieHTiB, sSIKi OTpUMYIOTH Teparito i3 3actocyBaHHsM FOLFOXIRI/6eBaru3ymaby mist
JIIKYBaHHS MeTaCTaTUYHOIr'0 KOJIOpeKTaabHOro paky», G1T28-207, sepcia 2.0 Big 11 ciung 2021 poky

3asiBHUK, KpaiHa

ITianmpuemctso 3 100% iHo3emHoro iHBecTHLielo «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

G1 Therapeutics, Inc., United States

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 40
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBOTO MiCLisl IPOBe/IeHHsI K/TiHIYHOTO BUMIPOOYBaHHS:
No [1.I.b. BiAnOBia/ILHOTO JOC/IIJHHAKA
/1 Ha3Ba Miciis ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1 | a.M.H., npo@. CranicnaBuyk M.A.

KomyHanbHe HeKoMepliiliHe TiANpUEMCTBO «BiHHUWIIBKA oOsiacHa KiTiHIYHA JIiKapHS M.
M.I. TluporoBa BinuuipKoi o6sacHoi Pagu», BucokocreljianizoBanuii KmiHiuauii LleHTp
peBMaroJiorii, ocreoriopo3y Ta OiosioriuHOi Teparii, BiHHUIbKWN Hal[iOHATbHUN MeIUUHUM
yHiBepcureT im. M.I. [Tuporosa, kadezpa BHYTpiliHb0I MeAULKMHU Nel, M. BinHuLs

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

Ne 1012 Big 24.05.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta JiaTa

«bararorientpoBe Bigkpure gocmimpkeHHss ¢asu 1b g oriHKM  Ge3reYyHOCTi, TTePeHOCUMOCT,
edeKTUBHOCTI, (hapMaKoOKiHEeTUKU Ta apmakoguHamMiku riperiapaty AEVI-007 y maijieHTiB i3 XBopo60t0
Crinna, 1m0 po3BuHy/acs y gopociaomy Biri», AEVI-007-A0OSD-101, Bepcis 3.0 Big 14 rpyaas 2020 poky

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOI BIJIOBIJAJIBHICTIO «DAPMACBIOTIKAJI PICEPYU
ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

Cerecor, Inc. (Llepekop, Ink.), CHIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 41
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
TIOTIPaBKU

Bportypa gocmigHuka Aas otiniMaOy, pepakiis 11 Big 5 TpaBHsa 2021 poKy, aHI/IIMCBHKOIO MOBOIO;
Indpopmaniinuii muctok i ¢opma 3rogu, Bepcisi 4.0UKR(uk)1.0 Bim 27 kBiTHs 2021 poky, mepeknaj,
yKpaiHCcbKor0 MoBowo Bif 05 TpaBHsi 2021 poky; IHdopmariitnuii mucrtok i ¢opma 3roau, Bepcis
4.0UKR(ru)1.0 Big 27 xBiTHsa 2021 poKy, nepeknaz pocikicbkkoro MoBoto Bifi 05 TpaBHs 2021 poky; 3pa3ok
300pa’keHHs] Ha eKpaHi e/leKTPOHHOTO TPUCTPOI0 iHdopMaliiHOoro aucTKa i GopMu 3roJu, Bepcis
4.0UKR(uk)1.0 Big 27 kBiTHs 2021 poky, mepeksaj yKpaiHCbKOO MoBowO Bif 05 TpaBHsi 2021 poky;
3pa3oK 300paykKeHHsT Ha eKpaHi eJIeKTPOHHOTO TIPUCTPOIO iHhOopMalLliiiHOro IMCTKA i popMuU 3rosu, Bepcis
4.0UKR(ru)1.0 Big 27 xBiTHs 2021 poKy, nmepek/aj, pocilicbkkoro MoBoto Bif 05 TpaBHs 2021 poky; [docke
JIOC/TiI)KYBaHOTO JTiKapChbKOTO 3acoly: Po3min «iikapcbkuii 3aci6 GSK3196165 anisa iH’ekuiti», Bif
25 kBiTHa 2021 pOKy, aHTJMCBKOIO MOBOIO; [10ChE [OC/TiI)KyBaHOTO JHiKapChKOTO 3aco0y: Po3min
«aikapceka peuoBmHa GSK3196165», Big 25 kBiTHa 2021 poky, aHIVIIHCBKOIO MOBOR; [locke
JOCTTiIKYBaHOTO JIiKapChKOTO 3aco0y: Po3pin «mmanebo mo sikapcbkoi peuoBuHu GSK3196165 st
iH’eKk1ii, nonepeHb0 HanoBHeHWM wwpul 90 ta 150 Mr/ms», Bif 25 kBiTHA 2021 poky, aHTJIiKCHKOIO
MOBO; Jloche focipKyBaHoro jikapcbkoro 3acoby: Po3zin skocti «IHKarncyaboBaHi Tabnetku Xeljanzy,
Bif 23 uepBHs 2021 pOKy, aHIVIiHCHKOI MOBOIO; 3a/yueHs JO0JaTKOBO BUPOOHMYMX [inssHOK: Almac
Clinical Services (Souderton) USA Ta Almac Clinical Services (Craigavon) UK pnsa 3pilicHeHHs
BTOPUHHOTO MaKyBaHHS Ta MapKyBaHHs TIperiapaty oTuiiMaly Ta BifmoBizHoro riarie6o

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

Ne 2707 Big 28.12.2019
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«52-T>xKHeBe, OaraTolleHTpOBe, paH/OMi30BaHe, TMO/BiliHe ciire AocimkeHHs da3u 3 A1 OLHKU
edekTMBHOCTI Ta GesmeuHocti rperapaty GSK3196165 y koMbiHallii 3 MeTOTpeKcaToM y TOpiBHSIHHI 3
nae6o i TodarUTUHIOOM y Malli€HTiB 3 aKTMBHUM DPEBMATOIJHUM apTPUTOM CEpPEeIHLOTO Ta TSHKKOTO
CTyTeHs, IKi Ma/li HeJJOCTaTHIO BiJIMOBi/ib Ha JIIKyBaHHSI MeTOTpeKcaTtoM», 201790, 3 nonpaskoro 02 Bif,
21 ciung 2020 poky

3asBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hoparok 42
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBkeHHsT TepMiHy TPUAATHOCTI AOC/IiKyBaHOTO Jylikapchkoro 3acoby AEVI-007 3 Bepechst 2021 p.
Ha Gepe3enb 2022 p.

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

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorientpoBe Bigkpute gocmimpkeHHs ¢asu  1b  gaa  oriHKM  Ge3reuyHoCTi, TepPeHOCUMOCTI,
edeKTUBHOCTI, (hapMaKoKiHeTHKHU Ta papmakoguHamiky nperapaty AEVI-007 y mauieHTiB i3 xBopo6oto
Crinna, o po3sBuHysacd y gopociomy Bili», AEVI-007-AOSD-101, Bepcis 3.0 Big 14 rpyans 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Cerecor, Inc. (Lepekop, Iuk.), CIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 43
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporrypa gocnigHuka mikapcekoro 3acoby aymimymab (SAR231893/ REGN668), Bepcis Nel5 Bif
23 uepBHs 2021 p., aHITIMCHKOIO MOBOIO

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

Ne 1265 Big 23.06.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, TIOABiliHe cilire, T[UIal[eb60-KOHTPO/ILOBAaHe [JOC/I/PKeHHS [JiI1 OL[iIHKA BIIMBY
nytinyMaOy Ha 3arasieHHs] AUXaJbHUX IIISXiB yepe3 OLiHKY (YHKIil JiereHb, 3aKyTIOPIOBAHHS CU3Y Ta
IHIIMX napameTpiB Bi3yaii3alil jiereHb y nanieHTiB 3 actMoro», LPS15834, 3 nornpaskoro 02, Bepcis 1 Bij
15 6epesns 2021p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Sanofi-aventis groupe, France (CaHodi-aBeHTic rpym, ®paHiiis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 44

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporrypa gocnigHuka mikapchkoro 3acoby ayminymab (SAR231893/ REGN668), Bepcis Nel5 Bif
23 yuepBHs 2021 p., aHrTiHACEKOI0 MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020
Ne 2393 Biz 21.10.2020
Ne 187 Big 05.02.2021

Ne 1403 Biz 14.06.2019

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

MPOBOASATL Y Tapasie/lbHUX TpymHax [Jisi OLiHKA e(eKTUBHOCTi, Oe3meyHoCTi Ta TepeHOCHMOCTi
nytinyMa0y B TMAI[i€HTIB i3 XpOHIYHUM OOCTPYKTHBHUM 3axBOpIOBaHHSM JiereHb (XO3JI) Big nmomipHOTO
Jl0 TSDKKOI'O CTyIleHs i3 3anaseHHam 2 tuny», EFC15805, 3 nonpaskoro 01, Bepcis 1 Biz 29 BepecHs 2020

P

«PaHomi30BaHe, mMoABiliHe citirte, TIIalle00-KOHTPOIBOBAaHe, 52-TH)KHeBe 0a3oBe JOC/i/PKEeHHS, sKe

«PanziomizoBaHe, mozBiliHe cilinie, M1aleb0-KOHTPO/IbOBaHe, OaraToLieHTPOBe MOCimkeHHs 4 a3y B
napasielbHUX Tpyrax /[jis BUBUEHHs BIUIMBY Aymiyma0y Ha TOpYIIeHHs CHY V TMal[i€HTiB 3
HEKOHTPOJIbOBAHOK MEePCUCTYIOUor actMor», LPS16677, 3 nomnpaBkoro 01, Bepcis 1 Bix 17 BepecHs
2020p.;

«PanyoMi30BaHe, mOBiliHe Clile, TIIalle00-KOHTPOIbOBAHE [IOC/I/HKEeHHS, 110 CKIaJa€ThCS 3 ABOX
YaCTUH, A/ OL[iHKK e(deKTHUBHOCTI Ta Oe3meuHocTi Aymisiymady y mMalli€HTiB 3 HEKOHTPOJIbOBAaHUM
XPOHIUHUM pUHOCHMHycHuTOM 0e3 mosino3y Hoca (XPCOITH)», EFC16723, Bepcist 1 Big 14 BepecHst 2020
POKY;

«PaHziomizoBaHe, OIBiliHE cifle, My1a1le00-KOHTPOIbOBaHe, y Napajie/lbHUX TPymax, OrOpHe
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JOCTi/KeHHs1 TPUBAIICTIO 52 TW)KHI 3 MeTOH OLIHKM e(deKTHUBHOCTI, Oe3nmeku Ta MepeHOCHMMOCTi
IyTinyMa0y y TIALli€HTIB 3 cepeIHbOBAKKMM ab0 Ba)KKMM XPOHIUHMM OOCTPYKTHBHUM 3aXBOPIOBaHHIM
nerenb (XO3JI) i3 3ananennsam 2 tuny», EFC15804, 3 BHeceHoro nomnpaskoto 08, Bepcis 1 Bix 29 BepecHs

2020p.
3asiBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»
CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canogi-ABeHTic peliepii e feBesionMaH, @paHijis)
CynyTHi —
MaTepiaynv/ripernapaTi

CyIyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporrypa gocnigHuka mikapchkoro 3acoby ayminymab (SAR231893/ REGN668), Bepcis Nel5 Bif
23 uepBHs 2021p., aHTJiICEKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJIiHIYHOTO BUTTPOOYBaHHS

Ne 1070 Big 14.05.2019

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«OpHOpiuHe JOC/TiZpKeHHs1 /ISl OLIHKK /IOBFOCTPOKOBOI 0Oe3reKu Ta TMepeHOCHMMOCTi Aymisymaby y
MaIfieHTiB 3 aCTMOK AWTAYOTrO BiKy, sKi Opasy ydacTh y TIOTepeAHbOMY KJIiHIYHOMY [OCTiKeHHi
nyrminyma0y st mikyBaHHsT actMu», LTS14424, 3 nonpaBkoro NeO4, Bepcis 1 Big 15 kBiTHs 2020p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepiil e feBesiornMaH, OpaHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 46

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikaiiis cyrreBoi Bx/r0ueHHs1 J0AAaTKOBUX MICLIb MPOBe/IeHHS K/IIHIYHOTO JOC/TiPKEHHS:
TIOIIpaBKH Ne [1.I.b. BiAnOBia/ILHOTO OC/IIJHHAKA
/1 Ha3Ba Miciis ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1 | g.m.H., npod. 3aiiueB B.1.

Ob6nacHe KOMyHaslbHe HeKOMepIliliHe miAnpueMcTBo «YepHiBelpKa 06/1acHa KiTiHiUHA JHiKapHs»,
nipo3i1 ypoJiorii, M. YepHiBLji

2 | k.m.H. Cabagam M.E.

KomyHasmeHe HeKoMepiiiiiHe —miArnpueMcTBo JIbBiBcbKOi  o6macHOi paau  «JIBBiBCHKMIA
OHKOJIOTIYHUM perioHa/bHUM JIiKyBa/bHO-/[iarHOCTUUHHAW 1|€HTP», YPOJIOTiuHe BiJ/iseHHs,
M. JIbBiB

3 | nikap CiHenbHIKOB [.B.

KomyHasbHe minpueMcTBO «BoMMHCbKUN 06/1acHUNA MeJUUHUI LIeHTP OHKOJIOTii» BosnHCHKOT
o0J1acHOI pajiy, OHKOJIOTiuHe XiMioTeparneBTHUHE BifgineHHs, M. JIylbK

4 | nupektop Cokyp I.B.

KomyHanbHe  HeKOMepIjiiiHe  TTATIPUEMCTBO  «X€pPCOHCHKMM  O0/TaCHUM  OHKOJIOTiUHHM
Jcriaicep» XepCoHChbKOi 06/1acHOI pajiv, YpoJioriuHe BifigineHHs, M. XepCOH, CMT. AHTOHIBKa
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3MiHa Ha3BU MiCLg IPOBeIeHHS K/IIHIYHOTO JOC/Ii)KeHHS:

bysio

CraJso

I.M.H., ipo¢. KprokaHiBceka A.€.

KomyHaneHe  HekoMeplliliHe  MiANPUEMCTBO
«[IpyUKapriaTCbKui  KJIiHIUHAKA  OHKOJIOTIYHUM
1eHTp IBaHO-®PpaHKiBCbKOI 00/1aCHOT  pagu»,
MaMoJIOTiuHe BiafineHHsl, IBaHO-PpaHKIBCHKUN
HallioHa/IbHUN MeIMUHWN yHiBepcuTeT, Kadezpa
OHKOJIOril, M. IBaHO-®PpaHKiBCbK

J.M.H., npo¢. KprkaHiBcbka A.€.

KomyHanbHe HeKOMepLliliHe MiIPUEMCTBO
«IIpyKapnaTCbKUi KIiHIYHUA OHKOJIOTiUHWH LIeHTP
IBaHO-®paHKiBCbKOi 06/1acHOI paziu», XipypriuHe
BigginenHs Ne2 (BiffisieHHsi MyX/WH TOJIOBU Ta
1IMi, TOpakajbHa Xipypris, OHKOypoJorisi), IBaHo-
®paHKiBCbKUU HalliOHa/TbHUU MeIUUYHUN
yHiBepcuTeT, Kadenpa oHkosorii, M. IBaHO-
PpaHKIBCbK

Howmep Ta fata Haka3sy
MO3 1oz 3aTBepKeHHs
KJTIHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Hasgsa kjiniusoro

«Bigkpure paHzoMi3oBaHe KOHTPOJIbOBAHE JOC/IiKEHHs 3 METOI OI[iHKH e()eKTUBHOCTI Ta 6e3rmeuHoCTi
npenapaty UGN-102, a TakoX CTIiMKOCTI BIiJMOBiZi Ha Tepamilo IperapaToM Yy TO€AHAHHI 3
TPAHCYPeTPa/IbHOIO pe3eKIli€l0 CeuoBOro Mixypa UM 6e3 Hel B MAlli€HTIB i3 M’s130BO-HeiHBa3UBHUM paKOM
CeYOBOr0 Mixypa HHM3bKOI'O CTyNeHs 3/I0AKICHOCTI 3 I'PyNM NPOMDKHOIO PU3MKY (KOZOBe IMO3HauyeHHs
nocnigkenHs: ATLAS)», BL0OO6, pegakiiisi 1.1 Big 16 BepecHsi 2020 p.

BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CrioHcop, KpaiHa «FOpo/lxen ®apma Jlimitea» [UroGen Pharma Ltd.], I3painb

CynyTHi —
Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/’KeHHS CYyTTEBUX I1OMNPABOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT Ki/IbKOCTI 0C/i/pKyBaHUX B YKpaiHi g0 250 oci6; ITojoB)KeHHs TPUBA/IOCTi KIIiHIUYHOTO
JocnigkeHHs B YKpaiHi 0 30 BepecHs 2023 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJIiHIYHOTO BUTTPOOYBaHHS

Ne 1896 Big 27.08.2019

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«PanziomizoBaHe, moaBiliHe ciine gocsimkeHHs ¢a3u 111 3 BUKOpUCTaHHAM [BOX Tulaljeb0 ¥ aKTMBHOTO
Triperapary B sIKOCTi KOHTPOJIFO 3 METOI BUBUEHHS e)eKTUBHOCTI Ta Oe3MeyHOCTi J0AaTKOBOI 8-TH)KHEBOT
Tepamii OyzgecoHizom 9 mr y dopmi Karicyn y mopiBHsiHHI 3 Oygeconijom 6 Mr y ¢dopwi Karcyn i
OyneconizoM-MMX® 9 Mr y ¢opmi TabeToK y MaijieHTiB i3 BUPa3KOBUM KOJIITOM, pedpakTepHUM /10
CTaHzAapTHOI Tepanil MecanasuHoM», BUX-4/UCA, sepcis 2.0 Big 02 aunHga 2019 poky

3asiBHUK, KpaiHa

ToBapHcTBO 3 06MekeHoro BianosiganeHicTIo «OCT YKPATHA»

CnoHcop, KpaiHa

Ip. ®ansk @apma 'M6X, HimeuuwnHa (Dr. Falk Pharma GmbH, Germany)

CymnyTHi
MaTepianu/mpernapaTi
CyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 48
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

EtukeTtka s uedTobinposny Memokapuy, octatouHa pefakiis 2.0 asis Ykpaiau Big 12 mumas 2021 p.,
OCTaTOUHUM MepeK/aj 3 aHIJIIMCbKOI MOBY Ha yYKpaiHChbKy MOBY Bif 12 nunHsa 2021 p.; [JozaHHs HOBOTO
(anpTepHAaTUBHOTO) BUPOOHMKA JOCTiKYBAaHOTO JIiKapchbKoro 3aco0y: medrobinposny Memokapun 666,6
mr (ekBiBasieHTHO 500 Mr 1e¢TOOINMpPOsy) MOPOMIOK //Isi IPUTOTYBaHHSI KOHLIEHTPATY /ISl PO3UMHY IS
iHdy3ili - "Nipro Pharma Corporation Odate plant”, fIroHis

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 146 Big 21.01.2019

Ha3ga ky1iHiuHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«bBaraTolieHTpOBe paH/[0Mi30BaHe, TIOBIMHO CJIiTle JOC/Ii/PKeHHS 3 OLiHKM e()eKTUBHOCTI Ta Oe3meuHoCTi
1edTOOINMpOy MeZOKapuiy B TOPIiBHSAHHI 3 AANTOMIlIMHOM TP JIiKYBaHHI OakTepieMii, BUK/IUKaHOI
Staphylococcus aureus, y Tomy uucai iHgekuiliHOro eHgokapauty», BPR-CS-009, pepakuis 9.0 Bix
27 mrotoro 2020 p.

3asiBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

basinea ®apmatieBtrka [HTepHatiionans JIta., [Betitapis

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepasibHOro JupekTopa /{upekropary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 49

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,
BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKOJT KiiHiuHOTO BUTpoOyBaHHs 64304500CRD2001 3 iHKOPIIOpOBAHOIO TOTIPAaBKOIO 7
Biz 04 uepBHs 2021 poky

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

Ne 70 Bif 31.01.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe mo/BiliHe ciiime Mialeb0-KOHTPOIbOBaHe OaraTOLIEHTPOBE JOCTiIKeHHs ¢a3u 2b, 1o
MIPOBOAUTRECS y TapajeflbHUX TPyNax 3 MeTOK OLiHKK Oe3meyHocTi Ta e(eKTMBHOCTI 3aCTOCYBaHHS
nipeniapaty JNJ-64304500 y mariieHTiB 3 xBopo6oto KpoHa B akTHBHIl (a3i BiJ cepeHbOro /10 BaXKKOTO
crynenst TSDKKOCTi», 64304500CRD2001, 3 iHKopnopoBaHOK 1ionpaBkoto 6 Big 04 mrotoro 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«SHccen-Cinar IntepHertnn HB», Benbris / Janssen-Silag International NV

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 50
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KeHHsI CYyTTEBUX MOMPaBOK,

BHeCeHHs 3MiHU 10 foAaTka Ne 28 1o Haka3sy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 23 vepBHA 2021 poky Ne 1265 Ta
BHeCeHHs 3MiHM 10 foAaTKa 87 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onognenuii ITporokon kniHiuHoro gocnigkeHHs TAK-981-1502, Bepcisi 3 iHKOPIIOPOBaHOIO TMOIPaBKOIO
3 Bix 23 kBiTHa 2021 p., aHrmiiickkoro MoBow; TAK-981-1502_IHdopMartiiiiHuii TUCTOK MaljieHTa Ta
¢opma iHdopMoBaHOI 3rofu Aas YKpaiHW, aHI/iKCbKOI MOBOO, Bepcisi 5.1 Big 05 nmumna 2021 p.;
TAK-981-1502_Indopmariiiiuii  mucTok mnaiieHTa Ta (opma iHdopmoBaHOi 3rofu [/ YKpaiHu,
yKpaiHCbKOI0 MOBOIO, Bepcis 5.1 Bif 05 numnus 2021 p.; TAK-981-1502_IHndopMaliilinuii TMCTOK NaljieHTa
Ta ¢opMa iHbopMOBaHOT 3rou AJist YKpaiHu, poCiiicbKoro MOBOIO, Bepcist 5.1 Bif 05 s 2021 p.

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«docmimkenns: ¢a3m 1b/2 mnpenapaty TAK-981 y mnoegHanHi 3 IlemOposizymabom [jisi OL[iHKH
0e31eYHOCTi, TIePeHOCUMOCTI Ta TIPOTUITYX/IMHHOI aKTUBHOCTI 11i€i KOMOiHaIlil y Mal[ieHTiB 3 OKpeMHUMU
nporpecyrourMyd  ab0 MeTacTaTUUHUMM  COJiAHUMM — myxauHamu», TAK-981-1502, Bepcigs 3
iHKopniopoBaHoto norpaskoro 01 Bizg 22 ksiTHg 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexeHoro BianosizanbHicTio «KoHTpakTHO-[ocnigHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

«Takena lepesnonimenT Centep Amepikac, IHK.» («TIC Amepikac»), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHA

Isan 3A/IBOPHUX




Hopatok 51

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOINPaBOK,
BHECeHHs 3MiHU /10 JojaTka Ne 28 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Big 23 uepBHs 2021 poky Ne 1265
Ta BHeCeHHs 3MiHM J]0 foaTKa 87 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Big 24 munHa 2021 poky Ne 1553»
20.08.2021 Ne 1773

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«locnimpkenHs ¢a3y 2a 3 BUBUEHHS Oe3reKH, MepeHOCUMOCTi, (hapMakKOKiHETMKHM Ta (papMaKoAMHaMiKu
nikapcekoro 3acoby ANXO005 st BHYTPIlIHLOBEHHOTO BBeJleHHsI Y TIALi€HTIB 3 OiuHuUM amioTpodiuHuM
ckyiepo3om», Koz gocaipkeHHs ANX005-ALS-01, Bepcig 2.0 Big 30 yepBHs 2020

3asiBHUK, KpaiHa

TOB «BOPJIIBAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

AnHekcoH batiocaeHcu3 (Annexon Biosciences), USA

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

ANXO005 (ANX005; ANXO005); po3uuH g in’exiiii; 20 mr/mi; Vetter Development Services USA, Inc.

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

1) k.M.H. ITicorpka O.B.

HepxaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiatpii Ta Hapkosiorii HarjioHaneHOI akazemii MeauuHUX
HayK YKpaiHu», BiJJi/leHHs ayTOIMyYHHUX Ta JlereHepaTUBHUX 3aXBOPHOBaHb HEPBOBOI CMCTEMU, M. XapKiB
2) a.M.H., ipod. Herpuu T.I.

KomyHa/bHe HeKoMepIjifiHe migrnprueMcTBo JIbBiBCbKOI obOsacHOI pagu «JIbBiBCchbKa objacHa KiliHiuHa
JIIKapHs1», HEBPOJIOTiuHe BifJineHHs, M. JIbBiB

[TIpenapatu MOPiBHSHHS,
BHUPOOHMK Ta KpaiHa




2 MPOJOBXKEeHHA 104aTKy 51

CymnyTHi
MaTepianv/mpernapaTi
CyMyTHBOI Tepariii

Bekcepo, cycrneHsis A iH €KLl y TomnepeiHbO 3allOBHEHOMY IUTIPULl, BakijuHa MpPOTHM MEHiHIOKOKY
ceporpyiu B (Bexsero suspension for injection in pre-filled syringe Meningococcal group B Vaccine);
Recombinant Neisseria meningitidis group B NHBA/NadA/fHbp proteins, 50 mkr/0,5 ma / Outer membrane
vesicles (OMV) from Neisseria meningitidis group B strain NZ98/254 measured as amount of total protein
containing the PorA P1.4) 25 mkr/0,5 mn; cycriensis asisi in’ekuii; GlaxoSmithKline Vaccines S.r.1., Italy.

- CriipomeTp (EasyOne Air, Manufacturer: NDD Medizintechnick AG);
- Ounamometp (mictoFET2 Manual Muscle Tester, Manufacturer: Hoggan Scientific, LLC);
- Enektpomiorpadiuna crucrema (mScan, Manufacturer: Myolex, Inc)

B.o. renepanbHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOTrO 3a0e3nMeueHHsA Isan 3A/IBOPHUX




