Hoparok 1
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«PaHgomi3oBaHe, miale00-KOHTPOIBOBAHE, TO/BiliHe Clille, OGaraTOL[EHTPOBE AOCTiKEHHS [/ OL[iHKH
edektuBHOCTI Ta Ge3neunocti BT-11 asist mepopanbHOro 3acTocyBaHHs Tipy xBopobi KpoHa cepeHBOTo Ta
BA)KKOT'O CTYTIeHs TSDKKOCTI», Koz, pociimkeHHss BT-11-202, Bepcis 1.1- ITonpaBka 1, Big 02 kBiTHs1 2021

3asBHUK, KpaiHa

«Komak Megikan JIT/I», bosrapis

CnioHCOp, KpaiHa

«Jlangoc Biogapma IHk» (Landos Biopharma, Inc), CIIIA

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

BT-11 (1912399-91-7; BT-11; [4- [6- (1H-6eH3uMiga3on-2-i) mipuanH-2-Kap0oHii] minepasuH-1-ia]-[6-
(1HGeH3umimazon-2-in) mipuauH-2-in] MetanoH); tabsetku; 1000 mr; PCI Pharma Services Germany
GmbH, Germany; Millmount Healhcare Limited, Ireland; Alpex Pharma SA, Switzerland;

[Tnate6o mo BT-11, Tabnetku; PCI Pharma Services Germany GmbH, Germany; Millmount Healhcare
Limited, Ireland; Alpex Pharma SA, Switzerland

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

1) a.m.H. 'ocniogapcbkui 1.4.

KomyHanbHe HeKoMepLiiiiHe MiANpUeEMCTBO «TepHOMisibChbKa YHiBePCUTETChKa JiKapHs» TepHOmMibCbKOT
obmacHoi pagu, O6GacHUIA 1IEHTP TaCTPOEHTEPOJIOTIi 3 T'eraTo/Iori€l0, racTPOEHTEPOJIoTiuHe BifineHHs,
M. TepHoMib

2) nikap Pimko ..

KomyHa/bHe HeKOMepIiiiiHe MiANPUEMCTBO «3akapriaTcbka o0/acHa KiliHiuHa JiiKapHs iMeHi AHpis
HoBaka» 3akapraTceKoi 06/1aCHOT pajiv, TaCTPOEHTEPOJIOTiUHE Bifili/IeHHs, M. Y>KrOpOZ

3) nikap bongapenko T.M.

KomyHanbHe HekoMepLiiliHe MiJiIPUEMCTBO «XepCOHChbKA MiChbKa KJliHiuHa jlikapHs iMeHi Acanacis i Onbru
TpomniHux» XepCOHCHKOI MiCBKOI pajid, TeparieBTUYHe Bif/iyieHHs], M. XepCOH

4) k.M.H. Jaenko O.T'.

KomyHanbHe HekoMmepiiitiHe miAnpueMcTBo «MickKa KiiHiuHa jikapHs Ne2 imeni mpod. O.O.lTanimMoBa»
XapKiBCbKOI MiCbKOI paiv, IPOKTOJIOTIYHE Bi/i/li/IeHHsI, M. XapKiB

5) nikap Ckubano C.A.

Meanunuii 1eHTp «OK!KmiHik+» TOBapucTBa 3 0OMEXXEHOI BiJMOBifa/NbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIYHUX AO0C/IiI)KeHb», CTaljioHapHe BiaaineHHs, M. Kui

6) nikap Jlorganiai T.1.




2 MPOJOBXKeHHA JojaTtka 1

KomyHanbHe HeKoMepriiiHe mianpueMcTBo KuiBcbKoi obsacHoi paayu «KuiBcbka o6jacHa JtiKapHs»,
TeparneBTHUYHE BiiieHHs, M.KuiB

7) k.M.H. Herrra B.B.

MenuyHuii 1eHTP TOBAapUCTBA 3 OOMEXEHOW BiAMoOBifanbHiICTIO «/lialleHTp», TracTpoOeHTepoJoTiuHe
BifiieHHs, M. 3ariopixoKs

8) nikap llleBuyk B.M.

JIiKkyBa/IbHO-/1iaTHOCTUUHHI LIEHTP MPUBATHOTO TiJTIPUEMCTBA TIPUBATHOI BUPOOHMUYOI (ipMu «ALUHYC»,
M. KpomnvBHULIbKUIA

9) nikap Ouivinuk O.1.

KomyHanbHe HekowmepljiliHe mianpuemMctBo «Micbka sikapHs Ne6» 3aropi3pkoi MickKOl  pajw,
racTPOEHTEPOJIOTIUHEe Bifi/liIieHHs, M. 3arOPiXOKs

[Ipenapatu OpiBHAHHS,
BHMPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

—

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




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«PaHgomi3oBaHe To/BikiHe cJiilTe M1areb0-KOHTPOJ/IbOBaHe JOC/i/KeHHsT a3y 3 /15 OI[iHKH e)eKTUBHOCTI
Ta 0€3MevyHOCTi EeHTOCTUIeTHHIOY B TIO€JHAHHI 3 IHTEHCHBHOIO iHAYKI[IHHOIO Ta KOHCOJIiJyHOUOO
ximMioTeparmi€lo y 1OpOC/IMX TMPU Blieplille [[iarHOCTOBAHOMY TOCTPOMY Mi€I0ifHOMY JIeKo3i 3 MyTalli€lo B
redi Hykneodocmin-1», kog gocaimkenas KB-ENTO-3001, Bepcis 2 (morpaBka 1) Big 06 aunHs 2021 poky

3asgBHUK, KpaiHa

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

CnioHCOop, KpaiHa

Kronos Bio, Inc., CIITA

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

Entocninetuni6 (Entospletinib) (GS-9973, ENTO) (GS-9973-02, ENTO; Entocrinetuni6 (Entospletinib)
(GS-9973); Enrocrinetunio (Entospletinib) (GS-9973)); TabseTku, BKPUTI MJTIBKOBOIO 000/10HKOI0; 200 MT;
Fuji Chemical Industries Co., Ltd. Gohkakizawa Plant, fArionisi; Cambrex (Halo Pharmaceutical Canada Inc
(subsidiary of Cambrex corporation)), Kanaga; PPD Development, L.P., CIIIA; Fisher Clinical Services
Inc., CIIIA; Fisher Clinical Services, Inc., CIIIA; Fisher Clinical Services GmbH, Himeuuuna; Fisher
Clinical Services GmbH, HimeuunHa;

ITnare6o go ExtocrutetuHi6 (Entospletinib) (GS-9973, ENTO), Tab/eTKH, BKPUTI TITIBKOBOKO 000/I0HKOIO;
Fuji Chemical Industries Co., Ltd. Gohkakizawa Plant, fIrionisi; Cambrex (Halo Pharmaceutical Canada Inc
(subsidiary of Cambrex corporation)), Kanazma; PPD Development, L.P., CIIIA; Fisher Clinical Services
Inc., CIIIA; Fisher Clinical Services, Inc., CIIIA; Fisher Clinical Services GmbH, Himeuuuna; Fisher
Clinical Services GmbH, HimeuunHa;

Haynopy6itma  (Daunorubicin)  (JayHopyOitmny — rigpoxsopug  (Daunorubicin  hydrochloride);
HayHopy6itmny riapoxsiopus (Daunorubicin hydrochloride)); TTopomiok; 20 mr; Cenexi - Laboratoires
Thissen SA, Benbrist; Almac Clinical Services Limited, BenvkobpuraHisi;

[urapab6in (Cytarabine)/APA-1ien (ARA-cell) (urapabin (Cytarabine)); Po3unn ans indys3iii; 50 mr/mi;
STADApharm GmbH, Himeuunna; Almac Clinical Services Limited, BesmkobpuraHis;
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Bignosigansuuii (i) 1) a.m.H., ipod. Knumenko C.B.
JIOCJTiTHYK (1) Ta Miclie Kniniuna nikapHsa «®eodaHisi» [lep>KaBHOTO ympap/iHHS cripaBamu, LleHTp rematosorii, ximioTeparii
(s1) mpoBejeHHS remMo0/1acTO3iB Ta TpaHCI/IaHTaLlii KiCTKOBOro Mo3Ky, M. KuiB

BUTNIpOOyBaHHs B YKpaiHi | 2) a.M.H., ipod. Ciskouu C.O.

KomyHanbHe HekoMepLiiliHe miAnpueMcTBo «KuiBcbKa MichbKa KiliHiuHa iKapHs Ne9» BUKOHABYOIrO OpraHy
KuiBcbkoi wmicbkoi pagu  (KuiBcbkoi MichKoi  Jlep>kaBHOI — aAMmiHicTpariii), KuiBcbKuUil MichbKuid
reMaToJIoTiuHui 1jeHTp Ha 6a3i rematosnoriudoro BigzaiieHHs Nel, M. Kuis

3) nikap Horaesa JI.I.

KomyHanbHe HeKoMepIlifiHe mirprueMcTBO «UepKacbkuid 00/1aCHUIM OHKOJIOTiUHMIN AucriaHcep YepKachKoi
obmacHoi pagu», Ob6acHuUi JTiKyBa/bHO-AiarHOCTUYHUI TeMaTo/IoOTiuHui 1eHTp, M. Yepkacu

4) p.M.H., ipod. CkpunHuK .M.

KomyHanbHe mignpuemctBo «[losTaBcbka o6siacHa kiiHiuHa sikapHsi im. M.B. CkridocoBcbkoro
[MonraBcbkoi 06macHOi pafu», TremaTosioriuHe BiffineHHs, [lonTaBChKUN [ep)KaBHUM MeAUUHUIN
yHiBepcureT, Kadeapa BHYTpiliHb0I MeguiuHu Nel, M. [ToaTaBa

[IpenapaTtu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi - nabopaTopHi Habopw;
Marepianu/npernapaTy - IpyKOBaHi Marepiaau./ —
CYyNyTHBOI Tepartii

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




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«[ToppiltHe crmime, TUIale00-KOHTPO/IbOBAaHe, 0araTOIleHTPOBe MOC/I/PKEHHS 3 BiKPUTUM DO3IIUPEHUM
NepioIoM IOC/Ii/PKEeHHS /711 OL[iHKK edeKTUBHOCTI Ta Oesrieku SRP-4045 i SRP-4053 y marjieHTiB 3
M's130BOt0 aucTpodiero [droiieHHa», Kog aocimkenHs 4045-301, mpoTokon 3 rornpaBkoro 10, Bepcis 11, Bix
03 6epe3ns 2020 p.

3asiBHUK, KpaiHa

TOB «CanaKiiic», YKpaiHa

CnoHcop, KpaiHa

Sarepta Therapeutics, Inc., USA

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

Kacumepcen /SRP-4045 (SRP-4045 (ekBiBanentHuii kony SRP-4045); KacumepceH (3arpornoHOBaHa
MiKHapO/Ha HeraTeHTOBaHa Ha3Ba)); KoHueHTpaT ass po3uvHy ans iHgysid; 100 mr/2 mna (50 mr/mm);
Almac Clinical Services Ltd., United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO
BioPharmaceuticals Manufacturing LLC, United States (USA); OSO BioPharmaceuticals Manufacturing
LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LL.C, United States (USA);

[Tnare6o mo Kacumepcen /SRP-4045, KoHiieHTpat 15 po3unHy A71s iHdy3ii; Almac Clinical Services Ltd.,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO BioPharmaceuticals
Manufacturing LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LLC, United States
(USA); OSO BioPharmaceuticals Manufacturing LL.C, United States (USA);

lNonoaupcen /SRP-4053 (I"onoavpceH (3arpornoHOBaHa MiXKHapO/iHA HeraTeHTOBaHa Ha3Ba); SRP-4053);
KonuenTpar pans po3uuny ans iHdysiii; 100 mr/2 ma (50 mr/mi); Almac Clinical Services Ltd., United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO BioPharmaceuticals Manufacturing
LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LL.C, United States (USA); OSO
BioPharmaceuticals Manufacturing LLC, United States (USA);

[Tnate6o mo T'omogupcen /SRP-4053, KoHneHTpat /s po3unny j71s iHdy3iit; Almac Clinical Services Ltd.,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO BioPharmaceuticals
Manufacturing LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LLC, United States
(USA); OSO BioPharmaceuticals Manufacturing LLC, United States (USA);
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Bignosigansuuii (i) 1) k.m.H. HlaTinno A.B.
JIOCJTiTHYK (1) Ta Miclie [epkaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiaTpii Ta Hapkosorii HarjioHanpHOI akazeMii MeaUYHUX
(s1) mpoBejeHHS HayK YKpaiHu», Bifjii1 pyHKL[iOHaIbHOI Helipoxipyprii 3 rpynoro naromopdoiorii, M. XapkiB

BUTNIpoOyBaHHs B YKpaiHi | 2) K.M.H. [enmsBa [.1O.

KomyHansHe HekoMepIjiiiHe MmimprueMcTBO «IBaHO-®PpaHKiBChbKa 06/acHa AUTSUa KaiHiUHA /ikapHs [BaHO-
dpaHKiBCbKOI 00/1aCHOI pafyi», BiAineHHs A7s [iTel 3 ypaKeHHsM LieHTpaJbHOI HEPBOBOI CHUCTEMU Ta
nopy1eHHsIM (GYHKLIii OTOPHO-PYX0BOro arnapaTty, M. IBaHo-PpaHKiBCbK

3) A.M.H. Kupuuenko AT

KomyHanbHe mignpueMcTBO «/IHIMporneTpoBchka 06/lacHa AWTSUa KTiHIiYHA JTiKapHs» [JHIMporneTpoBChKOi
o61acHOI paJiu, HEBPOJIOTO-HENpOXipypriuHe BifineHHs1, M. [IHITIpo

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

Hep>xaBHUM 3aK/a[| «YKpaiHCbKUM MeIMUHUM 1[eHTp pealbimiTallii fiTeli 3 opraHiuHUM ypa)keHHSIM HEPBOBOL
cucteMu MiHicTepcTBa OXOPOHM  3[0pOB'SE  YKpalHW», KOHCYJIbTATUBHO-ZIarHOCTUYHE BiZi/IeHHs,

M. KuiB
[IpenapaTtu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa
CynyTHi —/—

Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

“IlofBiliHe ciiinie, paHjOMi30BaHe JOC/i/I)KeHHs B Tlapajie/ibHUX Ipynax, sike MPOBOAUTHCS 3 MEeTOH OL[iHKH
dapmakokiHeTuHOro Tipodiato Ta moAibHOCTI KaiHiyHOI Ail mperapaTiB MabionCD20 (BUTrOTOBISIETHCS B
KOMepIiiHuX MaciiTabax), Mabteporo® (sika 3aTBep/pkeHa y €Bpomnelicbkkomy Corosi) Ta PitrykcaHomM®
(sxun ninen3zoBanui y CIIIA) y maijieHTiB 3 peBMaToifJHUM apTPUTOM CEepeHBOrO Ta TSKKOIO CTYIeHs
Ba)KKOCTi», Koz pociimkeHHss MabionCD20-003RA, Bepcis 2.0 Bix 21 TpaBHs 2021 poky

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnioHCOop, KpaiHa

«Mabion C.A.»/ Mabion S.A., ITosbla

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

MabionCD20 (IMP-003RA); MabionCD20; Rituximab Mabion, Rituximab, Rytuksymab DP — w dawce
500 mg, Purykcumab, RITUXIMAB (putykcrma0); KOHL|eHTpaT AJIsi IPUTOTYBaHHS PO3UMHY Jyis1 iHQY3iif;
10 mr/mn (minirpam/mininitp); (500 mr); Mabion S.A. (MABION SPOLKA AKCYJNA), ITosnblia;

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

1) k.m.H. KaukoBcbka B.B.

KomyHanmeHe HekomepiiiiHe mianpuemMctBo Cymcbkoi ob6macHoi paau «CyMcbKa o6/acHa KiliHiuHa
JiKapHsi», TeparnieBTUuUHe BiagineHHs, CyMcbKuil Jep)KaBHUMN yHiBepcuteT, MeAuuHui iHCTUTYT, Kadeapa
BHYTPILLIHbOI MEJULIMHU 3 LIEHTPOM peCIipaTopHOi MeAuLuHU, M. Cymu

2) a.M.H., ipo@d. CraHicnaBuyk M.A.

KomyHa/sHe HeKoMepIjifiHe MmigrnpueMcTBO «BiHHMIIBKa oOsacHa KiiHiuHa mikapHs iM. M.I. TIuporoma
BinHunpkoi 061acHOi pajgu», BHCOKOCIIEI[ia/li30BaHUM K/IiHIUHUM 1EHTP pPeBMAaTOJIOTii, OCTeonopo3y Ta
GionoriuHoi Teparii, M. BiHauIg

3) A.M.H., pod. Yom sik B.B.

KomyHasibHe HekoMepLiiliHe TiarnpueMcTBo JIbBiBCbKOT 06s1acHOI pagu «JIbBiBChbKHMM 00/1acHUN KITiHIUHUN
JIarHOCTUYHWM LIeHTP», perioHaJbHUAM L|eHTP areproJorii Ta KaiHiyHol iMyHoJorii, M. JIbBiB

4) k.m.H. I'apmim O.O.

HepxxaBHa ycraHOoBa «HallioHaibHUNM HayKOBUM LeHTp «IHCTUTYT Kapgiosorii iMeHi akajeMika
M./. Crparkecka» HarjioHanbHOI akajemii MeIMUHUX HayK YKpaiHW, BiJfi/l HEKOPOHAPHHUX XBOPOO cepiis
Ta peBmartoviorii, M. Kuis
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5) A.M.H., ipo@. Ky3bmina I'.I1.

KomyHanbHe nianpueMcTtBo «KpuBOpi3bka MicbKa KiliHiuHa JiikapHs Ne2» KpuBOpi3bKOiI MiCBKOI pajy,
Kap/Iio/ioriuHe Bififli/ieHHs 3 peBMaTOJIOTiUHUMM JliKKamu, M. Kpusuii Pir

6) a.M.H., npod. Hagamikepuu O.H.

MenuyHU [IEHTP TOBAapUCTBA 3 00MEXKEeHOI0 Bi/ITOBiJaNMbHICTIO «AKaZieMiuHa MeJIMuHa rpyma», M. JIbBiB

7) k.M.H. Tkauenko M.B.

KomyHanbHe mignpuemctBo «[losTaBcbka o6siacHa kiiHiuHa sikapHsi im. M.B. CkridocoBcbkoro
[TonTaBCchbKOI 06/1aCHOT pajiv», 00IaCHUM JIIKyBa/IbHO-AiarHOCTUUHUIM PeBMATO/IOTiUHHUM 1IeHTp, YKpaiHChbKa
MeJJMUHa CTOMAaTOJ/IoOTiuHa akajieMist, Kadeapa cimeitHoi MeAULIMHM i Tepariii, M. [TonTaBa

8) a.M.H., mpod. Cwmisa C.1.

KomyHanbHe HekoMepLiiiiHe MiANpUEMCTBO «TepHOMiNbChbKa YHiBepCUTeTChbKa JiKapHs» TepHOMiIbChbKOl
ob/acHOi pajid, peBMaToJIoTiuHe BifineHHs, TepHOMiIbCbKUM HalliOHATbHUM MeJUUYHUN YHIBepCUTeT iMeHi
I.41. TopbaueBcbkoro MiHicTepcTBa OXOpPOHHM 37]0pOB'sS YKpaiHW, Kadeapa BHYTPIlIHbOI MequrHA Ne2,
M. TepHoIiIb

[Tpenaparu nopiBHsiHHA, | MabThera (Mabrepa®, putykcumab, rituximab, MabThera, Rituximab Roche), MABTHERA VIALS
BUPOOHUK Ta KpaiHa 500MG/50 ML, IMP-003RA; RITUXIMAB (putykcumab); KOHLIEHTpAT AJsi po3uuHy s iHdy3ii; 10
mr/mi (minirpam/mininitp); (500 mr); Mabion S.A. (MABION SPOLKA AKCYJNA), [Tonbiga; Cefea Sp. z
0.0. sp. k., ITosb1ia;

Rituxan (PiTykcan®, rituximab, RITUXAN (rituximab)®, (Rituximab Genentech), Rituximab injection;
RITUXIMAB (putykcuma0), IMP-003RA, PiTykcaH; KOHL|eHTpaT A/ PO3uuHYy A iHQy3ii; 10 mr/mn
(minirpam/mininitp); (500 mr); Mabion S.A. (MABION SPOLKA AKCYJNA), IMonbuia; Cefea Sp. z o.o.
sp. k., [Tosibiija

CynyTHi —/—
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTtok 5
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«PaHgomi3oBaHe mofBiliHe ctire T1arie00-KOHTPO/IbLOBAHe JIOCIPKEHHs /1 OLIiHKK 0e3MeuHoCTi Ta
edekTuBHOCTI TiperiapaTy ABBV-154 y mailieHTiB i3 cepeJHBOTSIKKOIO abo TsHKKOIO (hOpPMOIO aKTUBHOT'O
PEeBMaTOiTHOTO apTPUTy, sKi He JOCATJM a[eKBaTHOI BiJmoBifgi Ha JsiKyBaHHs Oionoriunumu Ta/abo
TapreTHUMU CUHTeTUUHUMU XBOP0O0O-MOAUDiKYIOUUMH MPOTUPEBMAaTUYHUMU riperiapaTamMu
(6/TcXMITPIT)», Kox mociimkenHs M20-466, Bepcist 1.0 Bix 23 kBiTHs 2021 poky

3asgBHUK, KpaiHa

E66Bi biodapmacetotikan3 'm6X, I1IBetiriapist

CnioHCOop, KpaiHa

«E66BIi Ink», CIIIA / AbbVie Inc., USA

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

ABBV-154 (ABBV-154); po3uuH A5 iH’ek1ili/iH}y3ili y nornepeAHb0 HarmoBHeHOMY Iumpwuiii; 40/0,4 (100)
mr/ma (Minirpam/mininitp); AbbVie Deutschland GmbH & Co. KG, Himeuunna; SGS Institut Fresenius
GmbH, Himeuunna; AbbVie Inc., CIITA; AbbVie Inc., CIIIA;

wiarie6bo 7o ABBV-154 40mr (minirpam); po3uuH [yis iH’€KLiit/iHdy3iii y mornepegHb0 HarlOBHEHOMY
mmpuiii; AbbVie Deutschland GmbH & Co. KG, Himeuunna; SGS Institut Fresenius GmbH, HimeuuuHa;
Labor LS SE & Co. KG, Himeuunna; AbbVie Inc., CIITIA; AbbVie Inc., CIIIA;

ABBV-154 (ABBV-154); po3uuH Ajs iH’eKiiii/iHdy3iii y momnepeiHbo HaroBHeHOMY iurpuiji; 150/1,5
(100) mr/mn (minirpam/mininitp); AbbVie Deutschland GmbH & Co. KG, Himeuunna; SGS Institut
Fresenius GmbH, Himeuunna; AbbVie Inc., CIIIA; AbbVie Inc., CIIIA;

wiarie6bo 7o ABBV-154 150 mr (minirpam); po3uuH s iH’€Kii/iHdy3iii y rornepesHb0 HarlOBHEHOMY
mmpuiii; AbbVie Deutschland GmbH & Co. KG, Himeuunna; SGS Institut Fresenius GmbH, HimeuuuHa;
Labor LS SE & Co. KG, Himeuunna; AbbVie Inc., CIITIA; AbbVie Inc., CIIIA;

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

1) k.M.H. ['pimmna O.1L.

KomyHaibHe HeKoMepliiliHe MmigmpueMcTBO «Micbka b6araTtoripodisibHa mikapHs Nel8» XapKiBcbKoi MicbKOT
pagu, TepameBTHUuUHe BiagineHHs, [lepkaBHa ycraHoBa «IHcTMTyT MikpobGiosmorii Ta  iMyHosoOrii
iMm. ILI. MeunukoBa HarjioHanpHOI akajemii MeIUUHMX HayK YKpaiHW», labopaTopis Ta KMiHIUHUN Bigmin
MoJieKyJIsIpHOI iMyHO(apmakosiorii, M. XapkiB

2) K.M.H. Kauyp B.B.

Meanunuii 1eHTp «OK!KimiHik+» TOBapucTBa 3 0OMEXXEHOI BiJMOBifa/NbHICTIO «MiKHAPOJHUMA iHCTUTYT
K/IIHIYHUX AOC/Ii/I)KeHb», CTallioHapHe BiaaineHHs, M. KuiB
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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) p.M.H., ipod. CraniciaBuyk M.A.

KomyHanbHe HeKOMepIijiiiHe TiAnpueMcTBo «BiHHMI[bKA oOsiacHa KiiHiuHa JikapHsa im. M.I. TTuporoBa
Binnunpkoi o6macHOi paju», BUCOKOCIIEI[ia/li30BaHUM KJIiHIUHMM LeHTP peBMAaTOoJIOTii, OCTeornopo3y Ta
6ionoriuHoi Teparii, BiHHUI[bKUI HalliOHa/LHUN MeAuuHUM yHiBepcuTeT iM. M.I. TTuporoBa, kadempa
BHYTPILIHBOI MeuLIMHUA Nel, M. BiHHUIA

5) k.M.H. Crenb P.B.

KomyHanbHe HekowmepljiliHe mianpuemMctBo «Micbka sikapHs Ne6» 3aropi3pkoi MickKOl  pajw,
TeparieBTUYHe Bif/isieHHs, M. 3aropixoKs

6) k.M.H. Tkauenko M.B.

KomyHanbHe mignpuemMctBo «[losnTaBchbka ob6siacHa KiiHiuHa mikapHs im. M.B. CkridocoBcbkoro
[TonTaBcbkoi  obmacHoi pagw», OOsmacHUM  JMiKyBa/bHO-/[iaTHOCTUYHWK  PEBMATOJIOTiUHUM  LIEHT,
[TonTaBCbKUA Ziep>KaBHUN MeJUUHUI yHiBepcuTeT, Kadezpa ciMeiiHOI MeiuLIMHH i Tepariii, M. [TositaBa

7) K.M.H. ¥Ypcon H.b.

KomyHa/nbHe HeKOMepIiiiiHe TiANpPUEMCTBO «XMe/IbHUI[bKA 00/lacHa JliKapHsS» XMeIbHUI[BKOI 00/1acHOT
pajiv, peBMaTo/IoTiuHe Bi/jfiieHHs, M. XMe/IbHULIbKUN

8) k.M.H. ®egpkoB [1.J1.

MeauuHUi 1[eHTP TOBapuUCTBA 3 OOMEXEHOI0 BiAmoBigambHicTIO «MeanuHa KiiHika «bmaromen»,
JIIKYBaJIbHO-ZIiarHOCTUYHUM TiApo3aii, M. KuiB

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CyIyTHBOI Tepariii

KowmrmaHii, fika [itOTb 3a [JOBipeHICTIO, fIKy HaJjaB CIIOHCOP UM 3asfBHUK Ha BBe3eHHs [JOC/Ii/pKyBaHHUX
niKapchKux 3acobiB Ta cymyTHixX MaTepianiB: TOB «IMII-Jlorictuka YKpaiHa

- JaHIeTHUHM KoM 'toTep iPad Air 2 A1567 (9,77, 1,5 GHz).

JlaboparopHi Habopwu:

- Screening

- Baseline

- Day 4

- Week 2

- Week 4
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- Week 8

- Week 12

- Week 14

- Week 18

- Week 22

- Week 24

- Week 30

- Week 36

- Week 42

- Week 48

- Week 54

- Week 60

- Week 66

- Week 72

- Week 78

- Premature Discontinuation
- Post Treatment — Day 70
- Synovial Tissue

- Hypersensitivity

- Quantiferon/TB

- Toxicity Management Repeated
- HBV DNA

- Tryptase

- Retest

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




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«OrjiHKa KTiHiuHOI edeKTUBHOCTI Ta Ge3neku mepuHAonpwiy 10 mr / iHpanamigy 2,5 mMr / amioguriny 5
a6o 10 mr / 6iconposionny 5 Mr y kombiHarlii 3 ofHi€el TabaeTKu mic/ia 8 TWKHIB JIiIKyBaHHS y TIOPiBHSHHI 3
BiJIbHOIO KOMOiHartfiero mepuHaonpwiy 10 mr, inganamiay 2,5 mr ta amioauminy 5 abo 10 Mr y maijieHTiB 3
HEKOHTPOJ/IbOBAHOIO ~ €CEeHIlia/IbHOI0 —TinepTeHsieo. MikHapoJHe, 0araTOl[eHTPOBe, paHZOMi30BaHe,
roziBitine ciiire, 16-TKHeBe AOC/ipKeHHs.», KoA mochimkeHHs CL3-05179-002, ¢inanbHa Bepcis Big 10
TpasHs 2021 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHOr0 BifmnoBifampHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

[HCcTUTYT Mi>dkHapoaHux fociigkeHb «CEPB’E» (Institut de Recherches Internationales Servier (I.R.1.S.)),
@paHIiis

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

S05179 (S05179 (S 05179, S0005179, S005179, 05179, 5179); PERINDOPRYIL ARGININE;
INDAPAMIDE; AMLODIPINE BESILATE; BISOPROLOL FUMARATE; 1) PERINDOPRYIL
ARGININE 2) INDAPAMIDE 3) AMLODIPINE BESILATE 4) BISOPROLOL FUMARATE); karicyna;
10/2,5/5/5 mr; Les Laboratoires Servier Industrie, ®paHiiis;

S05179 (S05179 (S 05179, S0005179, S005179, 05179, 5179); PERINDOPRYIL ARGININE;
INDAPAMIDE; BISOPROLOL FUMARATE; AMLODIPINE BESILATE; 1) PERINDOPRYIL
ARGININE 2) INDAPAMIDE 3) BISOPROLOL FUMARATE 4) AMLODIPINE BESILATE); karicyna;
10/2,5/10/5 wmr; Les Laboratoires Servier Industrie, ®@paHiiisi;

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

1) K.M.H. @aitHuK A.D.

KomyHasbHe HekoMepliitiHe TiarnpueMcTBo JIbBiBChKOI 00/1acHOI pagu «JIbBiBCHKHE 00/1acHUN KITiHIUHUH
JIIKyBa/IbHO-ZIiaTHOCTUYHWI Kap/io/IoriuHUM LIeHTp», KapAiosoriuHe BiagineHHs: Nel, M. JIbBiB

2) A.M.H., npo¢. Konecuuk M.IO.

HaBuanbHO-HayKOBUI MeMUHUM LIeHTP «YHiBepCcHUTeTChbKa K/IiHiKa» 3aropi3bKoro Jep>kaBHOTO MeJUUYHOT0
yHiBepCcUTeTYy, KapAionoriuHe BiafineHHs, 3aropi3pKuii Jep)kaBHUN MeAUUYHUM yHiBepcuTeT, Kadenpa
ciMeliHOI MeAMIIMHM, Teparii, Kapziosiorii Ta HeBpoJOril ¢akKynbTeTy IiCASAUIVIOMHOI OCBITH, M.
3anopixks
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3) K.M.H. MacsnoBcekuii B.FO.

KomyHasibHe HeKOMepIliiiHe MipUeEMCTBO «BiHHULIbLKUI 00/1aCHUNA KTiHIYHWIA TOCIiTalb BeTepaHiB BiiHU
BiHHuIbKOi 00/1acHOI paju», TepaneBTUYHe BiagineHHs Nel, BiHHMIbKWP HalliOHa/JILHUK MeJUUHUN
yHiBepcureT iM. ML.IL. TTuporoBa, kadeapa BHYTpillIHbOI MeAULIMHU Ne3, M. BiHHULsS

4) n.m.H. Mimenko JLA.

[HepxaBHa YcraHoBa «HartlioHanbHUM HayKoBUM 1LjeHTP «IHCTUTYT Kapgiosorii imM. akag. M.J. CTpakecka»
HAMH Yxkpainwy, Bigzin aprepianbHOI rinepTeH3ii Ta KoMop0ifHOI naTosorii, M. Kuis

5) K.M.H. Crniertuenko H. C.

[TpuBaTHe Masie MiANPUEMCTBO, MeJUUHUM 1L[eHTp «[lynbCc», TepaneBTHYHE BiffineHHs, M. BiHHuLs

6) nikap IToroBa I'.B.

MeauuHUH 1IeHTP TOBAapHCTBA 3 00MEXXEHOI0 BifiNMOBifanbHiCTIO « Meauunuii 1ieHTp «KoHcumiym Megikan»,
KJ/IIHIKO-KOHCY/IbTaTUBHe BiJJineHHs, M. KuiB

7) nikap Pynenko JI. B.

KomyHanbHe HekoMepliiiiHe mNignpueMcTBO «KuWiBCbKa MiCbKa K/IiHIYHA JiKapHS MIBUAKOI MeAUUYHOI
JI0OTIOMOTM» BHMKOHaBYoro oprany KuiBcbkoi Micekol pasy (KuiBcbKol MiChKOI /lep>KaBHOI afMiHicTpatlii),
KapziosnoriyHe BiagineHHs (4715 xBopux Ha iHbapkT Miokapay), M. Kuis

8) rosn.nikap ’Kypba C.B.

KomyHanbHe HeKoMmepijiliHe TiApreMcTBO «UepKachbkuii 0ob6iacHUM KapAionoriuHuidi 1jeHTp YepkachbKoi
obsiacHOi paju», BifieHHsi roCcTpOi KOPOHAPHOI HeJJOCTAaTHOCTI Ta MOpylieHb puTMy, M. Yepkacu

[TpenapaTul MOPiBHSIHHS, Awmnogurniz, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE); kancyna; 5 wmr; Les
BHUPOOHMK Ta KpaiHa Laboratoires Servier Industrie, ®paHLjisi;

Awmnogurnin, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE); kancyna; 10 wmr; Les
Laboratoires Servier Industrie, ®paHtiisi;

miatebo g0 AmnogwiH, (Amlodipine, Norvasc® Norvasc)-10mr; Amoaumi, (Amlodipine, Norvasc®
Norvasc)-5mr (Sodium starch glycolate (HaTpieBuii rmikosaT kKpoxmamto)); karcyna; Les Laboratoires
Servier Industrie, ®paHiiis;

Inpanamiz (Indapamide, FLUDEX®, FLUDEX) (Inganamig (Indapamide)); TabsieTka, BKpUTa TTiBKOBOIO
obosoHKo10; 2,5 Mr; Les Laboratoires Servier Industrie, ®paHiiisi;

maiebo go Inpanamig (Indapamide, FLUDEX®, FLUDEX) (Microcrystalline cellulose (Liesmroso3a
MmikpokpucTtaiaiuna) Hypromellose (I'impomesno3a) Macrogol (Makporosn)); TabieTka, BKPUTa IJTiBKOBOKO
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o6osoHKo10; Les Laboratoires Servier Industrie, ®paHiiisi;

[Mepungonpun (Perindopril, Coversyl ®, Coversyl) (PERINDOPRYIL ARGININE); (MicTUTb [Bi BKpPUTI
TTIBKOBOIO 060/10HKOI0 TabseTok Coversyl 1o 5 mr, mepekaricyiboBati) karicyna; 10 mr; Les Laboratoires
Servier Industrie, ®paHiiis;

[Mepunponpun (Perindopril, Coversyl ®, Coversyl) (PERINDOPRYIL ARGININE); TabseTky, BKpUTi
TTiBKOBOIO 000/10HKO10; 10 mr; Les Laboratoires Servier Industrie, ®paHriis;

Awmnogurid, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE (Awmogurnid, Amlodipine));
tabnetku; 5 mr; Les Laboratoires Servier Industrie, ®@paniisi; Pfizer Manufacturing Deutschland GmbH,
HimeuunHa;

Awmnogurin, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE); Tabnmetku; 10 mr; Les
Laboratoires Servier Industrie, ®paniiisi; Pfizer Manufacturing Deutschland GmbH, HimeuunHa;

CynyTHi
Marepiasu/nperiapaty
CyIyTHBOI Tepariii

KowmmaHig, sKa fi€ 3a JOBIpeHICTIO, Ky Ha/laB CIIOHCOP UM 3asBHUK Ha BBe3€HHS JOC/i)KyBaHUX
JKapCchbKUX 3acobiB Ta cymyTHiX MaTepianiB: TOB "LleHTp KniHiuHKMX gocsimkens JITI"

* Microlife Watch BP Office 2G Blood Pressure Monitor - Bkrouarouu Bci akcecyapu. (Model: BP3SK1-
3B. Bupo6nurro: ONBO Electronic (Shenzen) Co., Ltd. KuTait)

* [.LE.M. Mobil-O-Graph 24h Ambulatory Blood Pressure Monitor- BK/rouarouu BCi akcecyapu —
(BupobHuunreo: I.LE.M. Industrielle Entwicklung Medizintechnik GmbH, Himeuuuna)

* .LE.M. Tel-O-Graph Blood Pressure Monitor — Bkitouatour Bci akcecyapy — (Bupobuurrso: IEM GmbH,
HimeuunHa)

* Dell Latitude 3310 P95G Laptop- Bxitouae 6710k >xuBneHHs1, Kabens Ethernet - (Bupo6nuiirso: Dell Inc.,
CIIA)

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmareBTHUHOTrO 3a0e3MeueHHA 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 MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

PanjomizoBaHe, MoziBiliHe cirne, ryiarje60-KOHTPO/IbOBaHe, OaraToljeHTpoBe KiiHiuHe mociimkeHHs Ib/Ila
¢a3w, 110 TPOBOAUTHCS 3 METOIO OL[iHKM 0e3MeyHOCTi, papMaKkoKiHeTHKH Ta epeKTUBHOCTI miperniapaty OST-
122 pns mepopanbHOro 3aCTOCYBAHHA Y MAL|i€HTIB 3 BUPA3KOBUM KOJIITOM CepeHbOro I TSXKKOIO CTYIIeHIB,
Koz pocigpkenHs CT-OST-122-02, Bepcis 5.0, 20 sz 2021 p

3asiBHUK, KpaiHa

IctXOPH Kninikan Cepgicec In CII Jlimiten, Kinp

CnoHcop, KpaiHa

«Onkoctemia EcEn.» [Oncostellae S.L.], Icnianis

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

OST-122; OST-122; kancyau; 200 mr; IDIFARMA DESARROLLO FARMACEUTICO SL, Icnanis;
[Tnare6o go OST-122, kancynu; IDIFARMA DESARROLLO FARMACEUTICO SL, Icrianis

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

1) nikap Ckubamno C.A.

Meanunuii eHTp «OK!KimiHik+» TOBapucTBa 3 0OMEXXEHOI BiJMOBifa/lbHICTIO «MiKHAPOJHHUM iHCTUTYT
K/IIHIYHUX AOC/IiI)KeHb», BiJ/i/ raCTpOEHTEepOJIOTi] Ta renaTosIorii CTaljioHapHOTO BiaAiieHHs, M. KuiB

2) nikap lleBuyk B.M.

[TpuBaTHe MiANMPHEMCTBO MpHBaTHOI BUPOOHWUYOI (ipMu «AIMHYC», JIiKyBa/lbHO-/[iarHOCTUUYHUN LIEHTP,
M. KponuBHULIbKUH

[TIpenapatu MOpiBHSIHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

naboparopHi Habopu/ —

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3meueHHs

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 MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

RESPONSE: ITnarie60-KOHTpO/IbOBaHe, paHOMi30BaHe AOCTiHKeHHsS $a3u 3 /i OL[iHKU e(eKTUBHOCTI Ta
Oe3neuHocTi mipernapary Cesazienmap y TarfieHTiB i3 mepBuHHMM GimiapuM xosanritom (ITBX) Ta
He/IOCTaTHBOI BiJMOBiAAI0 Ha ypcoze3okcuxoseBy kuciaoty (YIXK) abo ii HerepeHOCHMICTIO, KOJ
nocnipkenas CB8025-32048, sepcis 3.0 Big 30 uepBHst 2021 p.

3asgBHUK, KpaiHa

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

CnioHCOop, KpaiHa

Cimabeii Teparm'toTikc Isk., CIIIA CymaBay Therapeutics, Inc., USA

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

Cenagenmnap; Seladelpar, MBX-8025; KarcyJu, 10 MT

(1 dnakoHn, sikuii mictuth 35 Karicys); 10 mr; Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC,
USA; Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland;
ITnare6o 70 Cenazenmap (Seladelpar, MBX-8025), KaricyJiu, 10 Mr

(1 dnakoH, sxuii mictuth 35 Karicyn); Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC, USA;
Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland;
Cenagenmnap; Seladelpar; MBX-8025; KaricyJiu, 5 MT

(1 dnakoH, sxuit mictute 35 Karicyn); 5 mr; Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC,
USA; Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland;
ITnare6o Jifo} Cenazenmap (Seladelpar, MBX-8025), KarcyJiu, 5 Mr

(1 dnakoH, sxuii mictuth 35 Karicyn); Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC, USA;
Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland

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

1) nikap Ckubamno C.A.

Meanunuii 1eHTp «OK!KimiHik+» TOBapucTBa 3 0OMEXXEHOI BiJMOBifa/NbHICTIO «MiKHAPOJHHUM iHCTUTYT
K/IIHIYHUX AOC/IiI)KeHb», BiJ/i/ raCTPOEHTEepOJIOTi] Ta renaTo/Iorii CTaljioHapHOTO BiaAiieHHs, M. KuiB

2) 3aB.BigainenHs Pe3nikosa B./].

KomyHanbHe HekoMmepiiiiiHe miAnpueMcTBo «MickKa KjiHiuHa JiikapHs Nel3» XapkiBCbKOI MiChKOI pajiy,
racTpOeHTEePOJIOTiyHe Bif/liieHHs1 CTalliOHapHOI 101IOMOrM, M. XapKiB

[TIpenapatu MOpiBHSHHS,
BHUPOOHUK Ta KpaiHa
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CymnyTHi - naboparopHi HabopH
MaTepianv/mpernapaTi - IOTIOMKHI MaTepianu Jj1s IpUiioMy mpernapara
CYIyTHBOI Teparil - eJIGKTPOHHI NIpUIay/11{0leHHUKY
- IHIIII CyMyTHI Marepiaau/ —

B.o. renepanbHoOro jupexkropa /lupexkropary
(apmaneBTHYHOT0 3a0e3meueHHs

Isan 3A/IBOPHUX



HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«PaHgomi3oBaHe To/BiliHe-CTiNe TUIale00-KOHTPO/IbOBaHe JIOC/i/KeHHs 3 a3y /s OI[iHKY e(eKTUBHOCTI
Ta 6e3neku npernapaty SNF472 npu popaBaHHi 7o GoHOBOI Tepamii mpu /iKyBaHHI KasbLiidinakcii», Kof
nocnipkedHs SNFCT2017-06, TTorpaBka 2 Big 21 TpaBHsi 2021 poky

3asBHUK, KpaiHa

Kongigenc ®apmacetotikan Peceu JUIC, CILIA

CnioHCOp, KpaiHa

Canidit TepamnbroTikc C.A., Icnanis

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

SNF472 (SNF472; SNF472 (pekomeHgoBanuii INN - rekcocogiym ditat); po3uuH jgas iHdy3ii; 30 mr/mm;
Clinigen Clinical Supplies Management SA (kosuinHs Ha3Ba: Clinical Supplies Management Europe sa),
Belgium; Almac Sciences Limited, UK; Laboratorio Reig Jofre, S.A., Spain;

[Tnanie6o go SNF472; po3unn asst iHdy3ii; Clinigen Clinical Supplies Management SA (kKosuiuHs Ha3Ba:
Clinical Supplies Management Europe sa), Belgium; Laboratorio Reig Jofre, S.A., Spain

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

1) a.m.H., ipod. MapTuntok JI.IT.

KomyHanbHe HeKoMepLiiiiHe MiANpUeEMCTBO «TepHOMisibChbKa YHiBePCUTETChKa JiKapHs» TepHOmMibCbKOT
obsacHoi pagy, BifzineHHs remMozianizy, TepHOMi/IbCbKUI HalliOHAbHUM MeIMYHUM yHiBepcuTeT imeHi [.1.
I'opbaueBcbkoro MiHicTepcTBa OXOpOHM 370pOB'S YKpaiHd, Kadegpa BHYTPIIIHBOI MeAULMHU Ne3,
M. TepHorisib

2) 3aB. Bifg. 'anyiak O.B.

KomyHanbHe mignpueMcTBo «/JHimporeTpoBchKa oOsacHa KiiiHiuHa sikapHs im. [.I. MeuHukoBa»
[uinporieTpoBcbKoi 06/1acHOI pasiy», BifAieHHS Aiamidy (XpOHIUHOrO reMoziajizy Ta amOyJIaTOpPHOTO
reMmo/iianisy), JJHINpoBCbKUIA Ziep>KaBHUIN MeJUUHUI yHiBecTUTeT, Kadeapa yposorii, M. [IHinpo

3) k.M.H. Koctunenko T.B.

KomyHa/ibHe HeKOMepIiiiiHe MiAnprueMCTBO «MuKo/aiBchbKa 00/lacHa KiliHiUuHa JikKapHs» MUKO/IaiBChKOi
obmacHoi pagu, Llentp Hedpotorii i giamizy, M. MukosaiB

4) np.M.H., ipod. Oynap 1.0.

KomyHanbHe HekoMepliiliHe mMiAnpueMcTBO «KUIBCbKMM MiCbKMM 11eHTp Hedposorii Ta giamizy»
BUKOHaBYOro oprany KuiBcbkoi MickKol pagy (KuiBCbKOI MiCBKOI Aep>kaBHOI afMiHiCTpaLlil), BiggineHHs
rocritanbHol Hedposorii Ta Aiami3y Nel 3 kabiHeToM rpuiioMy amOynaTOpHHUX XBOpUX, M. KuiB

5) 3aB. Bii. Konomitiuyk H.O.
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KomyHanbHe HekomepljiiiHe mianpueMcTBo «KUIBCbKMM MiCbKUM LieHTp HedpoJsiorii Ta Aiamisy»
BUKOHaBUOro opraHy KuiBcekoi micbkoi pagu (KuiBcbkoi MiChKOI /ep)KaBHOI afiMiHicTpaLlii), BiAzineHHs
rocritaabHoi HedpoJiorii Ta gianizy Ne2, M. Kui

[Ipernapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi - Enextpokappiorpadu Ta eieKTpou
Marepiasu/nperiapatv - Dob6osuii moniTop EKI" (x0/1TEp) Ta esieKTpoau
CyIyTHBOI Tepariii - [Tnanmerun

- JlTaboparopHi Habopu
- [Hmi fonombkHi Matepianu focifpkeHHs:: Mapkepy paHH, JTiHIMKA
- IpykoBaHi MaTepianu: @13, onutyBanbHUKY, ifeHTH(IKAaLliMHI KAPTKU MaLli€eHTa, 0/IeHHUKY Ta iHie./ —

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




Honatok 10
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Bigkpure mocmimkenHs: dasu 1b/2 g ouiHku Ge3rneuHoCTi ¥ e)eKTUBHOCTI 3aCTOCYBaHHsI Tperapary
KRT-232 y nauienTiB i3 kapuuHoMmoro kiaitiH Mepkens (KKM) aukoro tumy p53 (pS3WT), ansa axux
iMmyHoTeparmist antutinamu g0 PD-1 abo PD-L1 BusiBunacs HeeeKTHBHOIO, ab0 MOro 3acTOCyBaHHS B
KoMOiHarjii 3 aBesiymabom y marjienTiB i3 KKM, siki paHilie He OTpyUMyBa/M Tepariito aHTUTiIaMu o PD-1
abo PD-L1», kog pocmimkenHs KRT-232-103, 3 iHKopropoBaHO¥o TorpaBKoro 8 Bif 17 6epe3ns 2021 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YKpaiHa»

CnioHCOop, KpaiHa

Kaproc TepanbioTikc, IHK., [Kartos Therapeutics, Inc.], CIITA

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

KRT-232, 15 mr (AMG-232; KRT-232); tabnerku; 15 mr; Catalent Pharma Solutions, Inc. (Catalent
Pharma), CIIIA; PPD Inc. (PPD Development LLC), CIIIA; Fisher Clinical Services, CIIIA; Fisher Clinical
Services UK Limited, Benuko6putanisi; Fisher Clinical Services, GmbH, IIIBefitjapisi; Fisher Clinical
Services, GmBH, HimeuuunHa;

KRT-232, 60 mr (AMG-232; KRT-232); tabnerku; 60 mr; Catalent Pharma Solutions, Inc. (Catalent
Pharma), CIIIA; PPD Inc. (PPD Development LLC), CIIIA; Fisher Clinical Services, CIIIA; Fisher Clinical
Services UK Limited, Benuko6puranisi; Fisher Clinical Services, GmbH, IlIBefitjapis;; Fisher Clinical
Services, GmBH, HimeuuunHa;

Bavencio® (aBenyma6) 200 mr/10 ma (AVELUMARB); KoHIIeHTpaT AJisi po3urHy Ajs iHdys3iid; 20 mr/mi;
Fisher Clinical Services, GmbH, IlIBefitjapis; Fisher Clinical Services, GmBH, Himeuunna; MERCK
SERONO SA Succursale d’ Aubonne, I1IBelitiapis

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

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

Kninika [lep)kaBHOi ycTaHOBM «IHCTUTYT 3arajibHOi Ta HeBiAkmagHoi xipyprii imeni B.T. 3aiiiieBa
HauioHanbHOI akazemil MeIUUHUX HayK YKpaiHW», Bifi[jileHHs] THIKMHOI Xipyprii Ha 25 JKOK 3 TanaToro
iHTeHCcHMBHOI Teparii Ha 6 /ibKOK, XapkiBCcbka MeJuWuHa akKajeMis MiCASAUIIOMHOI OCBiTH, Kadeapa
OHKOJIOTI Ta AUTAYOI OHKOJIOriI, M. XapKiB

2) K.M.H., 3aB. Bifi. [TonomaproBa O.B.

KomyHanbHe HekoMmepiiliHe TignpueMcTBO «KUIBCbKMN MICBKMM K/IIHIYHMM OHKOJIOTIYHUM LIEHTP»
BUKOHaBYOro opraHy KuiBcbKoi MickKoi pagu (KuiBCbKOI MiCBKOI Aep»kaBHOI afiMiHicTpallil), BiggineHHs
ximiorepamnii Nel, m. KuiB
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[TpenapaTy MOpiBHAHHSA, | —
BUPOOHUK Ta KpaiHa

CymnyTHi —/—
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HopaTok 11
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«BigkpuTe KomKoBe JoC/iiKeHHs a3y 2 10 BUBUeHHIO Tiperapaty FS118, bicnenumdiuHoro aHTHUTiIA A0
LAG-3/PD-L1, y naujieHTiB 3 TIIOIIMPEHUMU 3/I0SKICHUMU HOBOYTBOPEHHSIMU 1  3J/IOSIKICHUMU
HOBOYTBOPEHHsIMU Ha paHHil cTafii», Kkoa pocmigjkeHHs FS118-21201, Bepcist 1.0 Big 17 cepriHst 2021 poKy

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

®-crap TepanstoTikc JlimiTen (F-star Therapeutics Limited)

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

FS118; FS118; po3uun ass indy3iit y ¢uakoHi ajs ogHopa3oBoro BUKopuctanHsi; 15 mr/mi; PATHEON
ITALIA S.P.A., Italy; AGC Biologics A/S, Denmark; ALMAC CLINICAL SERVICES LIMITED,
UNITED KINGDOM; Almac Clinical Services (Ireland) Limited, Ireland; ABF Pharmaceutical Services
GmbH, Austria; Almac Clinical Services, USA

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

1) k.M.H. Agamuyk I".A.

KomyHanbHe mignpremMcTBo «KpUBOPi3bKHMIA OHKOJIOTiUHMI [AWCIaHCep» JIHIMporeTpoBChKOi 006s1acHOI
paaiu», XimioTeparieBTUUHe BiajineHHs, M. KpuBuii Pir

2) a.M.H., nipod. boHaapenko .M.

KomyHanbHe HekoMmeplLiiliHe MiArpueMcTBO «Micbka KiiHiuHa ikapHsi Ned» [IHIPOBCHKOI MiChKOI pajy,
xiMioTepaneBTUYHe BiJJiJieHHd 3 [eHHMM CTalioHapoM, [IHIMPOBCBKWW [€p)KaBHUM MeJUUHUN
yHiBepcuTeT, Kadeipa OHKOJIOTi1 Ta MeIMUHOI paionorii, M. JIHinpo

3) A.M.H., npod. dyauivenko O.C.

HepxaBHa ycTaHOBa «IHCTUTYT 3aranbHOi Ta HeBifknagHoi xipyprii imeni B.T. 3aiiuieBa HarijioHanbHOT
akaZiemil MeMYHUX HayK YKpalHW», BiAJi/eHHd THIMHOI Xipyprii Ha 25 JIDKOK 3 IanaTtor IHTeHCUBHOI
Teparii Ha 6 Mi>KoK, XapKiBCbKa MeJMyHa akajieMist Mic/IsIUIJIOMHOT OCBiTH, Kadeapa OHKOOTIT Ta AUTSYOL
OHKOJIOril, M. XapKiB

4) K.M.H. Ypcon ['"M.

[TpuBaTHe MiANPUEMCTBO TpWBaTHA BUpPOOHWUYA dipMa «AIMHYC», JTiKyBaJbHO-/[ilaTHOCTUYHUN IIEHTD,
M. KponuBHULIbKUHT

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa




MpOJOBXKeHHs fojaTka 11

CymnyTHi
MaTepianv/mpernapaTi
CyMyTHBOI Tepariii

- Hnpuny;

- 'onkuy;

- [Hy3iiiHi niHii;

- @inbTpu A iHDY3iMHKX NiHIY;
- Miku pist ingys3ii;

- lInpuuesuii Hacoc niepdy3op;
- JTabopaTtopHi Habopw;

- JIpyKoBaHi Martepiany;

- [Hii cynyTHi Marepiaau/ —

B.o. renepajibHOro AupeKkTopa /lupeKkropary
(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX



HopnaTok 12

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Kiniune BunpoOyBaHHSI 3 OLiHKKA OioeKBiBasieHTHOCTI Jsikapchkux 3aco6iB TMUHOBIS M, TabieTkw,
BKPMTI I/TiIBKOBOIO 060/I0HKOI0, 10 50 mr / 1000 mr, supobuunrea AT "KUIBCHKUI BITAMIHHUI
3ABO/", YkpaiHa Ta fHymer, TabsieTKu, BKPHUTi IUIiIBKOBOKO 000yi0HKOIO, mo 50 mr / 1000 wr,
BupoOHuiiTBa Mepk Illapn i Joym B.B., Hizepianayu B ymMoBax OJHOPAa30BOTO MepPOPalbHOrO MpUHOMY
3/I0POBUMH I00POBOJIBLIIMI», KO focmipkeHHss KVZ-STMh, Bepcis 1.0 Bix 03.06.2021

3asgBHUK, KpaiHa

AT «KMIBCHKII BITAMIHHII 3ABO/I», YKpaiHa

CnioHCOop, KpaiHa

AT «KUIBCBKIM BITAMIHHII 3ABO/I», YKpaiHa

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3aco0iB
Jlikapcbka dhopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

TunoBisgs M, CurarninTuH+Metdopmin-KB (cutarnintun 50,0 mr /metdopminy rigpoxaopuay 1000,0 mr);
Tab/1eTKY, BKPUTI M1iBKOBOIO 060/10HK010; AT «KMIBCHKUIM BITAMIHHIUM 3ABO/I», Ykpaina

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

1. ron. nikap Aprum b.1.

MeauuHuii LIeHTp ToBapucTBa 3 oOMexkeHow BifmnoBifaneHicTI0O «Kminika IHHO®AP - YkpaiHa
InHoBeliTiB ®apma Pecepu», UepHiBelpka 00:1., HoBocenmmupbkuii p-H, c. BosiHu

2. k.6.H. JIibina B.B.

JlabopaTopist papmakokiHeTuku (M. XapkiB) [II1 «/lep>kaBHUM eKCIepTHUH 11eHTp MiHiCcTepcTBa OXOpOHM
3[0pOB’s1 YKpaiHuW», M. XapKiB

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

Sfuymet (curarnintud 50,0 mr /merdopminy rigpoxmopuzay 1000,0 mr); TabreTKd, BKPHUTI TUTiIBKOBOIO
060s108K010; Mepk Illapn i [Joym b.B., Hinepnanau

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

—

B.o. reHepasibHOr0 fUpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 13
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosnenuyi IIpotokon kiiHiuyHOro gocnigxeHHs: ABX464-104, Bepcis 4.1 Big 08 BepecHs 2021 poky;
[Hdopmariiinuii nuctok i gopma 3rogu, Bepcis V5.1UKR(uk)1.0 Bix 13 Bepecus 2021 poky, mepeksaz
yKpaiHCbKOI0 MOBOIO Bif 26 >xoBTHa 2021 poky; Indopmaniiinuii nuctok i ¢opma 3roau, Bepcis
V5.1UKR(ru)1.0 Big 13 BepecHsi 2021 poky, mepeksaj pociiicbkoro MOBOO Bif 26 >koBTHS 2021 poky;
OnuTyBa/bHUK I[O/I0 TIOJAJBIIIOTO CIIOCTEPeXXeHHsI 3a rojoBHUM 0Oosem, Bepcis V2.0UKR(uk) Big
28 TtpaBHa 2021 pOKy YKpaiHCBKOW MOBOK; ONMTYBa/JbHUK LIOAO MOJA/bIIOrO CIOCTEPeKeHHs 3a
rosoBHUM 6osiem, Bepcis V2.0UKR(ru) Bizx 28 TpaBHs 2021 poKy poCifiCbKOH MOBOIO

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

Ne 2707 Big 28.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute mocnimkenns ¢asu 2b a1 BU3HaueHHs1 epeKTUBHOCTI Ta Oe3mevyHocTi ripenapaty ABX464 sk
MiATPUMYIOYOI Tepariil B MaLji€HTIB i3 BUPa3sKOBUM KOJIITOM CepeJHbOr0 Ta TS)KKOrO CTyrneHs», ABX464-
104, Bepcis 3.0 Big 10 BepecHsi 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHielo «AMK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

ABIVAX, ®paHnwjis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 14
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Onornennii [Tpotokon kiiHiuHOrO BUMpoOyBaHHs GA39925, Bepcisi 7 Big 26 mwmHs 2021 p.,
aHTJIIACBKOI0O MOBOIO; BHeceHHS MbKHapoaHOI HermareHTOBaHOoi Ha3Bu Efmarodocokin alfa
(EdbmaposiokokiH anbda) A0 Ha3BH [OC/TimKyBaHOro jikapchkoro 3acody UTTR1147A, RO7021610;
[ndopmariist s nanieHTa i dopma iHdbopmoBaHOI 3rofu At YKpaiHU aHTJ/IiNCbKO MOBORO, Bepcis 6.0
Bif, 01 »koBTHa 2021 p.; IHdopmauis ans maiuieHTa i ¢opma iHdopmoBaHOi 3roau AJsi YKpaiHU
yKpaiHCbKOI MoBOIO, Bepcisi 6.0 Bif 01 >xoBTHs 2021p.; Indopmalis A naijieHTa i popma inpopmoBaHoi
3roiu i1 YKpaiHu pocCilicbKor MOBORO, Bepcis 6.0 Big 01 >xkoBTHa 2021p.; OHOB/ieHa KOpPOTKa
XapaKTepUCTHKa Mpernapary nopiBHsHHS Entyvio, aHI /il CbKOH0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomiszoBaHe, mozBiliHe cJiire, MMO/BiliHe MacCKOBaHe, TIIarle00-KOHTPOIbOBaHe, 0araToIleHTPOBe
pJocnimkenHss ¢asu Il B mapanenbHUX Trpynax 3 MeTOK OLIHKM edeKTUBHOCTI, Oe3rmeyHOCTi Ta
tdapmakokinetvku niperiapaty UTTR1147A y nopiBHsIHHI 3 1/1a11e00 Ta B MOPiBHSAHHI 3 Be/[0/1i3yMaboM y
MAaL{i€HTIB i3 BUPA3KOBMM KOJIITOM BiJ MOMIPHOTO [0 TSXKKOro crymneHsi», GA39925, Bepcisa 6 Big 08
kBiTHa 2020 p.

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Genentech, Inc., USA/ [I)xenenrek Isk., CIITA

CynyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 fUpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Inentudikaris cyrreBoi
TIOTIPaBKU

Ounoenennti [Tpotokon kniHiuHoro BunpoOyBaHHs PRN1008-018, mompaBka 02, enekrpoHHa Bepcist 4.0
Bifz 21 numHa 2021 p., aHriilicekkoro MoBow; bpomypa gocnigauka (PRN1008/SAR444671 —
Rilzabrutinib), Bugannus 12 Big 14 uepsHsi 2021 p., aHraifickkoro MoBotO; [HdbopMallisi /s maifieHTa Ta
dopma iHdbopmoaHoi 3rogu: PRN1008-018_gocmimkeHHs1_MalicTep-BepcCisi_/jis JOPOCIUX TMallieHTiB_
Indopmariisi g1 natienTa Ta popma indpopmoBaHoi 3rogu_Bepcist 3.0_11 ceprHs 2021 poky_aHTJilicbka
MoBa_YkpaiHa_Bepcist 3.0_21 Bepecus 2021 poky; IHdopmaris aas narieHTa Tta gopma iHdhopMoBaHOi
srogu: PRN1008-018_pocnigykeHHs_MaiicTep-Bepcis_fas JOpocauX mnauieHTiB_  IHdopmatis ass
naijeHnTa Ta ¢opma iHdopmoBaHoi 3rogu_Bepcis 3.0_11 cepnHs 2021 poky_ykpaiHCbka
MoBa_YkpaiHa_Bepcis 3.0_21 BepecHsi 2021 poky; Indopmariis asis narjieHra ta gopma iHpopmoBaHoi
srogu: PRN1008-018_pmocaimkeHHs_MakicTep-Bepcis_Jjs  A0poc/ivx —TalieHTiB_  [Hdopmariis s
naijienTa Ta ¢dopma iHdopmoBaHoi 3rogu_Bepcis 3.0_11 cepmHsi 2021  poKy_pociiicbKa
MoBa_YkpaiHa_Bepcisi 3.0_21 Bepecns 2021 poky; PRN1008-018 IlogeHHUK MaLji€eHTa Jig peecTpauii
JlaHUX II0ZI0 3acToCyBaHHs mnpenapatry, B3 | 23 nunusa 2021 p., aHr/ilcbKow, YKpaiHCbKOIO Ta
POCiiCbKOI0 MOBaMU; 3MiHA Ha3BH MiClisl IPOBe/IeHHsI KJIiHIYHOTO BUIIPOOYBaHHS

BYJIO CTAJIO

I.M.H., ipod. Ky3bmina I'.I1. I.M.H., ipo¢. Ky3bmina I'.I1.

KomyHaneHe nignpuemctso «Kpusopiseka miceka | KomyHaneHe — mignpuemctBo — «KpuBopisbka
K/IiHiyHa JiikapHa Ne2» KpuBOpi3bKOI MiCBKOI | MiCbKa KiliHiuHa JiikapHd Ne2» KpuBopi3bKol
pajy, TeparieBTUUHe BijfineHHs, [lep)kaBHUM | MiCbKOI ~ paju, TeparieBTUUHe BijiJ[i/IeHHS,
3aKnaf  «/IHimpomeTpoBCcbKa MeAWYHa akazemis | [IHIMpPOBCHKUA Jlep>KaBHUM MeJUYHUI
MiHicTepcTBa OXOpOHM 3/10POB‘Sl  YKpaiHW», | yHiBepcuTeT, Kadepa Tepariii, Kapionorii Ta
Kadenpa Tepamii, Kkapgionorii Ta cimeiiHoi | cimeiiHol MeaulHu PI10, M. KpuBuii Pir
MeuMHY, M. Kpuuii Pir




MPOJOBXKEeHHA JojaTtka 15

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bararorieHTpOBe, paHjOMi30BaHe, TIO/BiliHe cJlire, T1aleb0-KOHTPOJ/IbOBaHe, 3 Mapajie/lbHUMU TPyTamMu
nociimkeHHss 3 da3u 3 BiJKPUTUM MepiofloM TPOJOBXKEHHS JKyBaHHS [Jisi OLIiHKM edeKTHUBHOCTI i
0e3reyHOCTi TIepopanbHOrO 3acTOCyBaHHS pwib3abpyTuHiOy (PRN1008) y mopociux Ta MiJmiTKiB 3
MEePCUCTYIOUOI0 abo XpOHiIUHOI iMyHHOIO TpombormromneHiero (ITIT)», PRN1008-018, 19 mororo 2021

p., Bepcis 2.0

3asgBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHOI0 BifinosiganbHicTIo «MEITIENC YKPATHA»

CnoHcop, KpaiHa

«[pununis biodapma Ink.», CIIIA (Principia Biopharma Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Inentudikaris cyrreBoi
TIOTIPaBKU

Onosnena Bepcisi npotokony LPRI-424/304, octatouna Bepcig 2.0, 25.10.2021, aHrmiiCbKOX MOBOMO
(Clinical trial protocol LPRI-424/304, final version 2.0, 25-OCT-2021); Ctucnuii BUKIa[, MPOTOKOIY
KiiHiuHoro BurnpobyBaHHs LPRI-424/304, ocratouHa Bepcisi 2.0 Big 25.10.2021, ykpaiHCbKOIO MOBOO
(Synopsis of the clinical trial protocol LPRI-424/304, final version 2.0, 25-OCT-2021, Ukrainian);
[HdopMariitiHuil TMCTOK MallieHTa AJis TalieHToK Bif 14 mo 18 pokis/ ®opma 3roau Ajisi HETIOBHOJIITHIX
(yuacHuyi BikoM Bim 14 o 18 pokiB), Bepcis 2.0 yKpalHCBbKOHO MOBOR [J/si YKpainu Bifg 28.10.2021
(Subject Information Sheet (for adolescents)/Assent Form, version 2.0, 28.10.2021 Ukrainian for Ukraine
(0258_UA_ICF adolescents_2.0_Ukrainian _20211028); JIuct jikapto 3araabHOI NPAaKTUKU-CiMENMHOMY
nikapto, octatouHa Bepcist 2.0 Big 28.10.2021, ykpaincekoto moBoto (LPRI-424/304 | General Practitioner
Letter, Final 2.0, 28-Oct-2021, Ukrainian); JIuct a5 nikapiB-crielia/icTiB 1110/{0 HaTlipaB/ieHHs TalLli€HTIB,
octarouHa Bepcis 2.0 Big 28.10.2021, ykpaincskoro MoBoto (LPRI-424/304 | Referral Letter, Final 2.0, 28-
Oct-2021, Ukrainian); 3micT 3ampoilieHHs I[0J0 ydyacTi y BumnpoOyBaHHi, octatouHa Bepcis 2.0 Bij
28.10.2021, ykpaiHcekoro MoBow (LPRI-424/304 | Advertisement (content), Final 2.0, 28-Oct-2021,
Ukrainian); 3micT OH/aliH 3arpollleHHsl 100 ydYacTi y BumpoOyBaHHi, ocraTouHa Bepcis 1.0 Bix
11.08.2021, ykpaincbkoro mMoBoto (LPRI-424/304 | Online Advertisement (content), Final 1.0, 11-Aug-
2021_Ukrainian); IntepHer 3ampoieHHs - LlinboBa ctopinka, Bepcis 2.0, 09.09.2021, ykpaiHCbKOO
moBoto (LPRI-424/304 | Online Advertisement - Landing Page, Final 2.0, 09-Sep-2021, Ukrainian);
OnuTyBa/bHUK L[0/I0 CUHAPOMY IMOMIKICTO3HUX SI€YHUKIB, Bepcigd 1998 poky, 3axuilleHa aBTOPCHKUM
rpaBoM, yKpaiHCcbkoio MoBoio (Polycystic Ovary Syndrome Questionnaire, version 1998, Copyright,
Ukrainian); Bk/itoueHHsI I0ZJaTKOBOTO MiCIisl TIPOBe/IeHHsI KJIIHIYHOT0 BUTTPOOYBaHHS

Ne I1.I.b. BiATIOBiIa/ILHOTO AOC/IiTHUKA
1/ Ha3Ba micust mpoBeZieHHsI K/TiHIYHOTO BUTITPOOYBaHHS
i}

1. | a.m.H., ipod. Yeuyra C.b.
MeauuHuii  1]eHTP TOBapuCTBA 3 OOMEXEeHOI  BiJMOBifanbHICTIO  «IHHOMEZ-1IEHTP
eHJIOXIpyprii», MOMiK/IiHIYHe BifJjileHHs, M. BiHHULA




MPOJOBXKeHHA JojaTka 16

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2426 Big 05.11.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«barartolieHTpoBe, TOABiliHe cJlife, paHAOMi30BaHe KiiHiuHe pfocmimkeHHs III da3u gns ouiHKK
edekTHBHOCTI Ta Ge3meuHocti mpernapaTty LPRI-424 (mieHorect 2.00 mr / etuHinectpagion 0.02 mr) B
TOPiBHSIHHI 3 T1a1le60 MpH TiKyBaHHI CMHIPOMY TOJTiKicTo3HUX sieuHuKiB (CITKS) BpogoBx 9 LUKIIB» |

L.PRI-424/304, octatouHa Bepcis 1.0, 30.04.2021

3asiBHUK, KpaiHa

«Ckoyn Intepremnn Al'», HimeyurHa

CrioHcop, KpaiHa

«Uemo Pezepu C.JI.» (Chemo Research S.L.), Icianis

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. reHepanbHOrO fUpeKkTopa Jupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX



Honatok 17
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OuogsieHe JloCcb€ TOCTiPKYyBaHOTO JTiKapcbKoro 3aco0y Jlaseptini6 (YH25448) Bix 25 xoBTHs 2021 pOKy;
Onoenere [ocwe Ilnamebo o gocmimpkyBaHoro jikapchbkKoro 3aco0y Jlazeptini6 (YH25448) Big 25
»koBTHs 2021 poky; ITomoBKeHHsT TepMiHY MPUIATHOCTI JOC/TiPKYBAaHOTO JliKapchbKoro 3acoby JIa3epTiHio
(YH25448) 3 30 g0 36 micsiiiB

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomizoBane, mozgiiiHe ciine pocimkeHds Pasu 111 ans oniHku edekTuBHOCTI Ta Ge3meyHOCTI
na3eptiHiOy B mopiBHsAHHI 3 rediTiHiOOM sIK Teparii mepiuoi JIiHii B MAL[i€HTIB 3 MiCL|eBO-TIOIIUPEeHUM abo
METACTaTUUHUM HEeAIPDIOHOKTITUHHUM pakOM JIeTeHiB 3 MYyTalli€fo, 10 CEeHCHUTU3Y€E DEeLenTop
enifiepManbHoro ¢akropa pocty», YH25448-301, Bepcis 2 Big 03 BepecHst 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Yuhan Corporation, Republic of Korea / FOxan Kopropeiiis, Pecriy6sika Kopest

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

3anmyueHHs 10/1aTKOBOI BUpoOHMyOi AistHKY Catalent CTS, LLC, USA

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Big 23.06.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«LIBRETTO 432: Tlnaue60-KOHTpO/IbOBaHe TO/BiliHe CJTile paHAOMi30BaHe AOC/iKeHHS 3 a3y ass
OLIiHKM a/1’FOBaHTHOI Tepariil cenrnepKaTUHiOOM Mic/si paJjuKanbHOI JTOKOperioHapHoi Tepariii y matjieHTiB
3 HeZIPiOHOKTITUHHUM pakoM JjiereHi crazii IB-IITA 3 HasiBHicTIO ribpuaHoro reHa RET», J2G-MC-JZJX,
Bepcis 3 monpaskoto (d) Big 21 TpaBHsa 2021 poky

3asBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IlIBeliapis

CnoHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 19
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Po3pimm «3.2.P.8.1 Stability summary and conclusion», «3.2.P.8.3 Stability data» [Tocke mocipKyBaHOTO
nikapcekoro 3acoby MK-3475 Pembrolizumab SC, Bepciss 07WFB6 Big 12 >kotHsa 2021 poky,
aHTJIICbKOI0 MOBOO; [ToJOBXKEeHHSI TepMiHy TPHAATHOCTI [JOCTi/PKYBaHOTO JiKapchkoro 3acody MK-
3475 (ITembposizymab), cTepu/ibHUN pO3UWH [jis iH’€KLili B TOMepeJHhO HAIMOBHEHUX IIMpHIiax, 3 18
MicariB 10 24 micsiiB; 30iIbIIeHHS KiIbKOCTI JOCTiHKyBaHuX B YKpaiHi 3 50 10 100 ocib

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

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute, pangomizoBane pociimkeHHs III ¢a3u [ BUBUeHHS (papMaKOKiHETHKH Ta 0Oe3rneuHoCTi
nemMOposTi3ymMady [y MiAMIKIpHOTO BBeZIEHHS TTOPIiBHSHO 3 1eMOpoJ1isymMaboM [ijisi BHYTPillTHbOBEHHOTO
BBeZIeHHsI, B KOMOiHallil 3 /IBOXKOMITIOHEHTHOIO XiMiOTeparti€to rpernapaTaMy IJIaTHHU, B SIKOCTi MepIIOi
minHii Teparmii g yYaCHUKIB 3 MeTaCTaTUYHMM IUIOCKOK/JTITHHHMM ab0 HeTUIOCKOKJTITHHHUM
He/IpiOHOK/TITHHHUM pakoM JiereHiB», MK-3475-A86, Bepcis 3 iHKopriopoBaHoro monpaBkoto 01 Bix
26 tpaBHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 20
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

[TomoBXKeHHsST TepMiHYy TPUAATHOCTI [JOC/iIKyBaHOTO Jjikapcbkoro 3acoby [MipegectpanTt (GDC-9545,
RO7197597, Giredestrant), TBepzi Karncyau no 30 mr go 24 micsaui; OHoBneHuid po3ain P.8.1 «Pestome
mozo crabinbHocTi Ta BUCHOBKW» (P.8.1_cmc407226) aoche AOCTiKYBaHOTO JIiKapChKOTO 3aco0y
ripegectpanT, TBepAi Karicysu 1o 30 wmr; OnHoBnenuit po3zin P.8.3 «J/lani mpo cTabinbHICTE»
(P.8.3_cmc407227) nocbe AOCTiAKYBAHOTO JIiIKapChKOro 3aco0y ripesiecTpaHT, TBepAi Karcyiu no 30 Mr

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

Ne 310 Big 23.02.2021
Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe mozBiliHe criimne riaie60-KOHTpPobOBaHe OararorjeHTpoBe fociimkeHHs da3u 111 ans
ouiHki edektuBHOCTI Ta Oesmeunocti GDC-9545 y komOiHamii 3 manbouMKIiOOM TIOPiBHSHO 3
KOMOiHalI[i€l0 JIeTp030/1y Ta Maa0OIMK/IiOy y TMal[ieHTiB 3 eCcTpOreH-perentop-no3utuBHuM, HER2-
HeraTUBHMM MICLIeBOIIOLLIMPEeHUM UM MeTaCcTaTUYHMM PakoOM MOJIOYHOI 3a/mo3u», BO41843, Bepcia 2 Bij
08 moToro 2021 p.;

«PAHIAOMI3OBAHE, BIJKPUTE, BATATOLUEHTPOBE OJOCJIIXXEHHA ®A3U 11 AJIA OLIHKU
EOEKTMBHOCTI TA BE3IIEHYHOCTI GDC-9545 ¥y IIOPIBHAHHI 3 BUBPAHOIO JIIKAPEM
EHAOKPMHHOIKO MOHOTEPAIIIEO ¥ ITALIEHTIB 13 PAHIIIE JIIKOBAHMM ECTPOI'EH-
PELIEIITOP-IIO3UTVBHUM, HER2-HET'TATVBHVIM MICHEBO-ITOIINPEHUM ABO
METACTATUYHMM PAKOM MOJIOYHOI 3AJI031», WO42312, sepcis 3 Big 09 aumns 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Hocke mocimxyBaHoro Jikapcekoro 3acody SEL-037, Bepcis 1.3 Bim 08 mucromagma 2021 poky
(aHrJtitickkoro MOBOM0); TToJj0B)KeHHsI CTPOKY TPUJATHOCTI JOC/TiKyBaHOTO JTiKapCchKOro 3acoby SEL-
037, 3 36 1o 42 micsawiB

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30oBaHe, TOABiliHe-cine, TUIale00-KOHTPOIbOBaHe [JOCTipKeHHs1 rmpernapaTy SEL-212 vy
MaLieHTIB 3 MoAarporo, pedpakTepHOIO [0 CTaHAApPTHOI Tepamii», SEL-212/302, Bepcis 5.0 Big 30 K0BTHS
2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

Selecta Biosciences, Inc., USA/ «Cenekra baiocaeHcis, Ink.», CIITA

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Hocke pocrmimkyBaHoro mikapcbkoro 3acoby T4030, Bepcis 6 Big 16 BepecHsi 2021 pokKy, aHITiMCHKOO
MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«OrjinroBanHs  edekTuBHOCTI Ta Oe3reuyHocti ouHux Kpamenb T4030 TOPiBHSHO 3 OHOJ030BUM
niperiapatoM ["aHGoOpT® y MalfieHTiB i3 O4yHOM rimepreH3ieto abo riaaykomoro», LT4030-301, Bepcis 1.0
Biz 21 Bepecns 2020 poky

3asiBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emMHoro iHBecTHLielo «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Laboratoires THEA, France

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJT K/TiHIYHOT0 BUTIpOOYBaHHs Bepcis 7.0 Big 15 BepecHs 2021p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2674 Big 18.11.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, BizkpuTe BUNpoOyBaHHS a3y 2 3 OAHIEI TPYIIOK JKYBaHHS /s JOC/TiIKeHHS
Oe3reuyHocTi, eheKTUBHOCTI Ta hapMakKoKiHeTHKH miperapaty C21 y MaljieHTiB 3 i1ionaTHYHUM JIeTeHeBUM
¢dibpozom», VP-C21-005, Bepcis 6.0 Bix 27 TpaBHs 2021 p.

3asiBHUK, KpaiHa

TOB «IO CI TI-I'VIOBAJI», Ykpaina

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Hopartox 24

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Inentudikaris cyrreBoi
TIOTIPaBKU

Ckpinmotu «IHdopMatiist mpo ocoly, 110 37ilCHIOE AOT/IsiA» YKpalHCHKOI0 MOBOIO /il YKpaiHu, Bepcist
2.0 Big 15.07.2021 p.; Ckpinmotu «PRESORS (niepes cHom) + BrumiB Ha oco0y, 110 37iliCHIOE JOT/Is»
YKpalHCbKOIO MOBOO /11 YKpainu, Bepcid 2.0 Big 15.07.2021 p.; Ckpinwotu «PRESORS (Ha BuxigHomy
piBHI mic/is npuiiMaHHAM [[03W) + BrimB Ha ocoOy, 110 37ilCHIOE JOT/IsA» YKPaiHChKOK MOBOO [IIs
Yxpainy, Bepciga 2.0 Big 15.07.2021p.; Ckpinmotu «PRESORS (Ha BuxigHOMY piBHIi nepef NpUMMaHHAM
[l031)» YKpaiHCbKOI0 MOBOIO A1 YkKpainu, Bepcisa 2.0 Big 15.07.2021 p.; Ckpinmotu «PRESORS
(yBeuepi) + BrimiB Ha ocoOy, 1110 37iiCHIOE AOT/s1/1» YKPaiHCHKOK MOBOIO /Jisi YKpaiHu, Bepcis 2.0 Bif
15.07.2021p.; Ckpinmotn «PRESORS (ckpuniHr) + BrmB Ha oco0y, 10 3AiACHIOE JOTJIsAI»
YKpalHCbKOIO MOBOXO Ay YKpainu, Bepcisg 2.0 Big 15.07.2021p.; CkpiHmotu «PRESORS (Bpanwi)»
YKpalHCbKOK0 MOBOK i YKpainy, Bepcis 2.0 Big 15.07.2021 p.; CkpiHwotn «Janssen
53718678RSV3001 Other Subject Facing Text» yKpaiHChbKOIO MOBOIO AJisi YKpaiHu, Bepcig 4.0 Bia
02.09.2021 p.; «Kopotkuii mocibHUK ocobu, 1o 3zilicHioe mornis», Janssen 53718678RSV3001
(DAISY), YKPalHCBKOO MOBOIO s Yxpaiuy, Bepcis 3.0,;
«IHdpopmaliis mpo 6aTbKiB/0co0y, 10 3iHCHIOE AOT/sI/», YKPaiHCHKOK MOBOIO /s YKpaiHu B. 8
(14 cepras 2020 p.) Big 28.06.2021 p.; «3anuTaHHS TPO BIUIMB Ha 0cCo0y, IO 3/iHCHIOE AOTJISI»,
YKpalHCbKOIO MOBOIO A1 YKpainu Bifg 28.06.2021 p.; «OrijiHKa NDPUMHATHOCTI Ta CMaKOBUX
XapaKTepPUCTUK J0C/IiKyBaHOTO MpernapaTy», YKpaiHCbKOK MOBOMO AJist YKpainu, Bepcis 1.0 (28 kBiTHsA
2020 p.) Big 28.06.2021 p.; «53718678RSV3001 DAISY. IHcTpykKuis asist pobotu 3 eCOA A1t yUaCHUKIB,
BKJ/IFOUEHUX Y [0C/IipKeHHs B YKpaiHi», yKpalHCbKOI MOBOO Bif 24.11.2021 p.

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

Ne 1102 Big 02.06.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHfoMi30BaHe, TMOABiMiHe ciiine, TUIale00-KOHTPO/IbOBAHE MAOCTiMKeHHs ¢a3d 3 [  OLIHKU
edeKTUBHOCTI Ta 6e3rmeuHOCTi pisleMaToBipa y HEMOBJIAT Ta JiTed (BikoM Bij = 28 nHIB [0 < 5 pPOKiB) Ta
3ro/IOM Y HOBOHapOKeHUX (BikoM < 28 [HiB), TOCIiTa/i30BaHUX 3 MPUBOAY TOCTPOI iHbeKIIiT AuxaNibHUX
LUISAXIB, CIPUUMHEHOI pecripaTopHO-cUHLMTIanbHUM Bipycom (PCB)», 53718678RSV3001, 3 monpaBKoro
1 Big 04.05.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBeHul TIPOTOKO 3 TonpaBkoro 4 Big 30.09.2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis 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
TAaL[i€HTIB 3 BEJIMKUM JellpeCUBHUM pP03/1alOM 3 TPUBOXKHUM [JUCTPECOM 3 HeJOCTaTHbOK BiJIOBIAA0 Ha
CTaHJapTHI aHTUAernpecanTh», 61393215MDD2001, 3 ITonipaBkoro 3 Bix 24.06.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

[MopoB>xeHHsT TepMiHy KJIiHIYHOTO BUTIPOOYBaHHS y CBiTi Ta B YKpaiHi 10 19 uepBHs 2023; 36i/mbiieHHs
110 420 KibKOCTi TIALlieHTIB, 1110 OyZie BK/IIOUEHO Y K/TiHiuHe BUTIPOOYBaHHS y CBiTi

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpure mocmimkenns ¢as3m Ib 3 migbopy mosu BI 836880 y kombiHariii 3 e3abensimMabom ajist
XapaKTepUCTUKU Oe3reyHoCTi, epeHoCMMOCTi, (hapMakoKiHeTUKH, papMakoJUHaMiKu Ta e()eKTUBHOCTI y
TMAaIji€HTIB 3 MiCLIeBOMOMMPeHNM ab0 MeTacTaTUUHUM HeTUIOCKOKTITUHHUM HeJpPiOHOKTITUHHUM pakOM
JIeTeHi Ta IHIIMMHU COMAHUMM nyXauHamu», 1336-0011, Bepcis 7.0 Big 16 cepriag 2021

3asBHUK, KpaiHa

TOB «IOKYME/IC» («CIA IOKYMEJC»), Jlateis

CnoHcop, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABcTpis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Ounornennii [Tpotokon kiiHiuHOrO BuUmpoOyBaHHs GA40209, Bepcis 7 Big 26 mwmHs 2021 p.,
aHTJIIACBKOI0O MOBOIO; BHeceHHS MbKHapoaHOI HermareHTOBaHOoi Ha3Bu Efmarodocokin alfa
(EdbmaposiokokiH anbda) A0 Ha3BH [OC/TimKyBaHOro jikapchkoro 3acody UTTR1147A, RO7021610;
GA40209_Iudopwmatiis gns mnaijienTa i dopma iHdbopmoBaHOi 3rofu A/ YKpaiHH, aHTJIiCbKOI MOBOIO,
Bepcisg 6.0 Big 01 xoBTHs 2021 p.; GA40209_Indopmaris ass naiienTta i ¢popma iHdhopmoBaHOi 3roau
s YKpaiHu, yKpaiHCbKOr MoBoro, Bepcis 6.0 Big 01 >xoBTHsa 2021 p.; GA40209_Indopmaris ans
narfieHTa i popma indpopmoBaHoi 3roau A1 YKpaiHu, pocifickkoro MoBoto, Bepcisi 6.0 Bix 01 xxoBTHs 2021
p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 146 Big 21.01.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpute mnpogopkeHe pocmimpkeHHs (asu I 3 MeTOr OIiHKM JOBrOCTPOKOBOI 0Oe3meuHOCTi Ta
nepeHocumocTi npenapaty UTTR1147A y nauji€eHTiB i3 BUPa3KOBHAM KOJIITOM BiJi TIOMiIpPHOTO [0 TSPKKOTO
ctynenst abo xBopoboro Kpona», GA40209, Bepcis 6 Big 15 rpyans 2020 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmexkeHow BianoBigansHicTio «KoHTpakTHO-ocmiguuipka Opraizaifissi IHHOodGapM-
YKpaiHa»

CnoHcop, KpaiHa

Genentech, Inc., USA/ [I)xenenrek Ink., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 28

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHH TPOTOKOJI KJTiHIYHOTO BUTpOOyBaHHs, Bepcisi 3.0 Big 23 BepecHss 2021 poKy aHITiHCHKOIO
MoBoOM; [HpopMalitiHuii MMCTOK maiieHTa Ta Gopma iHdbopMoBaHoi 3rogu — yactvHa 1, Bepcis 3.0 Bif
06 >xoBTHs 2021 poKy yKpaiHCBKOIO Ta poCikicbKoro MoBaMu; [H(opmaljiiiHuii TMCTOK TaljieHTa Ta popma
indbopmoBaHoi 3roau — vactuHa 2, Bepcisi 4.0 Big 06 >xoBTHs 2021 poKy yKpaiHCBHKOIO Ta pPOCiMCHKOIO
MoBaMH; bpoliypa [gocifHUKa J0OCTipKyBaHOTO JiKapcbKoro 3aco0y [locrapmimab (Dostarlimab)
(GSK4057190A (takox Bimomoro sik TSR-042)), Bepcisi 6.0 Big 19 kBiTHa 2021 poKy aHIJ/iHCBKOO
MoBoI0; Bpoiilypa AocmigHMKa A0OCTipKyBaHOTO Jiikapcbkoro 3acoby Hipamapi6 (Niraparib)/ 3emkyna
(Zejula) (GSK3985771, MK-4827), Bepcis 12 Big 23 yepBHs 2021 poky aHIJiliCbKOIO MOBOM; Jloche
JOC/TiIKyBaHOro Jlikapchkoro 3aco0y [locrtapsimab (Dostarlimab), Bepcisi 8.0 Big uepBHs 2021 poky
aHTJIiiCbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

Panziomi3oBaHe mozBiliHe ciine OarartolieHTpoBe AocmimkeHHs ¢a3u 3 gocrapiaimaby (TSR-042) B
KOMOiHarjil 3 KapOOI/IaTUHOM i TMak/iTakce/0M TMOPiBHSHO 3 Tulaliebo B KOMOiHaIlil 3 KapOOIlaTUHOM i
MaK/IiTaKCesIoM y TIALiEHTOK 3 PelVBHUM a00 MEePBUHHKM MOLIMPeHUM pakoMm eHaometpiro (RUBY),
4010-03-001, Bepcig 2.0 Big 11 mmcronaza 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI BIJIIIOBIJZAJIBHICTIO «®APMACKIOTIKAJT PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

TESARO, Inc., CIITA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 29

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Inentudikaris cyrreBoi
TIOTIPaBKU

OnoBnenuni Ilporokon khiHiuHOoro pgociimkeHHss BP41743 Bepcisi 5 Bix 06 >xoBTHsi 2021 poky,
aHIJIiMCcbKO0 MOBOIO; IHdopMmaliisi A1 maijieHTa Ta ¢dopma iHGopMoOBaHOI 3roAu Ay  YKpaiHu
aHrJificbkkoro MoBoro, Bepcisi 5.0 Bim 08 >xoBTHa 2021 p.; IHdopmaiiis ana mnaiieHta Ta dopma
iHdbopMoBaHoi 3rosy Aas1 YKpaiHu yKpaiHChbKOK MoBORo, Bepcis 5.0 Bif 08 »xoBTHsa 2021 p.; Indopmatiis
Jis matieHTa Ta ¢opMa iHdhopMoBaHOi 3roAu /151 YKpaiHU pocificbkoro MoBoto, Bepcisi 5.0 Big 08 >KoBTHS
2021 p.; dogaTok Ao ¢popmu iHGopMOBaHOI 3roAu /s YKpaiHA aHT/IiMChKOI MOBOIO /ISl JJOC/TiIyKeHHs
BP41743 npo BUKOHaAHHS Bi3WUTIB JOCTIPKEHHSI CTy>KOOI0 MeJUUHOI JI0OTIOMOTH 3 JIOTJIIZYy Ha AOMY ITif|
yac mas/iemii kopoHaBipycHoi iHdeknii COVID-19 abo B HeBiakmagHux cutyarjisix, Bepcis 2.0 Big 20
koBTHs1 2021 p.; Homatok go ¢dopmu iHdopmoBaHOI 3rofu Ajisi YKpaiHM YKpaiHCHKOIO MOBOIO JJisi
nmocrimkenHss BP41743 npo BUKOHaHHS Bi3WTIB [OC/i)KeHHsI CTy>KO0H MeJUUHOI JOTIOMOTHU 3 JIOTJISAY
Ha JIOMy T/l yac maHjemii kopoHaBipycHoi iHdekiii COVID-19 abo B HeBiJK/IaJHUX CUTYyallisiX, BepCis
2.0 Big 20 >xoBTHs1 2021 p.; Hoaatok g0 dopmu iHGOPMOBAHOI 3rofu A/ YKpaiHU poCiliCbKOI0 MOBOHO
nnst pociimkenHs BP41743 mpo BUKOHAHHS Bi3WTIB JOC/TIPKEHHS C/Ty>KOOI0 MeAWUYHOI JOTIOMOTH 3
JIOTJIAY Ha ZIOMY TTiJ] yac maHemil kopoHaBipycHoi iHdekii COVID-19 abo B HeBiK/IafHUX CUTYaL[isX,
Bepcig 2.0 Big 20 >xoBTHs 2021 p.; Bpouiypa AocmifHMKa JOCTiPKyBaHOTO JIiKapCbKOro 3acoly
RO6889450 Ralmitaront (TAAR1(4) Partial Agonist), Bepcisg 7 Bij »oBTHa 2021 poKy, aHT/TiMCHKOO
MoBor; WCG MedAvante-ProPhase—Roche BP41743 — IHCTpyKLiisl A1 yUYaCHUKA AOCTiKeHHS I[0/[0
BUKOPMCTaHHSA [J0/IaTKy Zoom JJis BifleokoH@epeHLil, Bepcid 3.0 Big 20 >xoBTHS 2021 p., yKpaiHCHKOIO
moBoto; WCG MedAvante-ProPhase—Roche BP41743 — IHcTpykuii AJs marnjieHTa 100 BUKOPUCTaHHS
JlofaTtky Zoom s BifgganeHux BiZieokoHbepeHiiii, Bepcis 3.0 Big 20 >xoBTHa 2021 p., pociiicbKoro
MOBOIO

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

Ne 2110 Biz 16.09.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, paHJOMi30BaHe, TO/BilHe cjline, y TapajefbHUX TPYyIax, miareb0-KOHTPOIbOBaHe
nmocrimkenss dasu 11 anst ouiHku edekTUBHOCTI Ta O6e3meyHocTi npernapaty RO6889450 (PanmiTapoHT) y
MOPiBHSAHHI 3 TwIanebo y MaifieHTiB i3 mm3odpeHiero abo 3 mM30apeKTUBHUM pO3/1aZioM Y CTafil
3aroctpeHHsi», BP41743, Bepcis 4 Big 03 uepBHst 2021p.

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

@. Xopdmann-JIs Pour JIt, Iselinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 30

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-B15, Bepcist 1.01 Big 04 nmucromaga 2021 p., ykpaiHCbKOIO MOBOMO, iH(opmaliisi Ta
JIOKYMeHT Tpo iHopMoBaHy 3rofly A/ naiieHTa; Ykpaina, MK-3475-B15, Bepcis 1.01 Big 04 nucronaga
2021 p., pociiicbkkoro MOBOIO, iHpopMallissi Ta [JOKYMeHT Tpo iHpOpMoOBaHy 3rofy [A/s Talli€HTa;
36i/bIIIeHHsT KiJTBKOCTI JOCTipKyBaHUX B YKpaiHi 3 60 g0 71 ocib; OHoOBieHi 3pa3Ku MapKyBaHHS
mikapcbkux 3acobiB  'emrmrabin  (Gemcitabine), Lucrimatun (Cisplatin), EndopTtymad BemoTuH
(Enfortumab vedotin), MK-3475: MK-3475 Kit, Bepcis 2.0 Biz 09 6epe3nst 2021 poky, aHI/TiHCHEKOO Ta
yKpaiHcbKoto MoBamu; MK-3475 Vial, Bepcis 2.0 Big 09 6Gepe3ns 2021 poKy, aHIIiHCHKOIO Ta
yKpaiHceKoro MoBamu; Enfortumab_vedotin Kit, Bepcist 2.0 Big 09 6epe3nst 2021 poky, aHT/MCBKOIO Ta
ykpaiHcekoro MoBamu; Enfortumab_vedotin Vial, Bepcist 2.0 Big 09 6epe3nst 2021 poky, aHT/IiiCbKOIO Ta
ykpaincekoro moBamu; Cisplatin_Kit, Bepcist 2.0 Big 09 6epe3nst 2021 poKy, aHT/TiIMCBKOIO Ta YKPaiHCHKOIO
moBamuy; Cisplatin_Vial, Bepcis 2.0 Big 09 6epe3nst 2021 poky, aHI/IiMCbKOIO Ta YKpaiHCHKOIO MOBaMW;
Gemcitabine_Kit, Bepcisi 2.0 Big 09 6Gepe3nss 2021 poKy, aHI/NMCHKOI Ta YKPaiHCHKOK MOBaMuy;
Gemcitabine_Vial, Bepcis 2.0 Bixz 09 6epesnsi 2021 poky, aHIJIIACBKOIO Ta YKpaiHCHKOIO MOBaMU;
Gemcitabine_Kit, Bepcisi 2.0 Big 02 BepecHsi 2021 poky, aHIJIiACBKOIO Ta YKPaiHCbKOI MOBaMU;
Gemcitabine_Vial, Bepcis 2.0 Biz 02 BepecHsi 2021 poKy, aHTJIilICbKOIO Ta YKPaiHCbKOK MOBaMu

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

Ne 516 Big 22.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomizoBaHe, BigkputTe pociaimkeHHs III ¢a3u aid ouiHKM mepiornepaliiHOrO 3acTOCyBaHHs
eHpopTtymaly BegoTHHY y KomOiHarjil 3 mem6postizymabom (MK-3475) mopiBHSHO 3 He0a[|tOBaHTHOIO
Teparti€ero reMIUTabiHOM Ta LUCIUIATUHOM Y YYaCHHKIB 3 M'S30BO-iHBa3WBHHUM PakOM CEUOBOTO MiXypa,
npugatHux Anas  gikyBanHs —mucriatuHoM  (KEYNOTE-B15 /  EV-304)», MK-3475-B15, 3
iHKopriopoBaHo®0 1iorpaBkoro 01 Biz 14 tpaBHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (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 31

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Inentudikaris cyrreBoi
TIOTIPaBKU

Bk/roueHHs1 cCKOpoueHoi Ha3Bu KiiHiuyHoro BumnpoOyBaHHs — KRYSTAL-10; OcHoBHUIA iH(pOpMariiiiHuiA
JIMCTOK TialjieHTa Ta ¢opma iHdopmoBaHoi 3rogau Ass YkKpainu, Bepcisi 2.0 Bifg 14 BepecHsi 2021 poky
YKpaiHCBKOO Ta pocikicbkoro MoBamy; [H(opmaliiinuii McToK matlieHTa Ta popma iHpopMoBaHoi 3roau
Ha TMPOXO/pPKeHHs TMOIMepeJHbOr0 CKPUHIHTY Ay YKpainu, Bepcis 2.0 Big 14 BepecHs 2021 poky
YKpaiHCBKOIO Ta pociiicbkkoro MoBamu; /[losaTkoBuid iH¢poOpMaliiHUI JIMCTOK TallieHTa Ta Qopma
iHbopMoOBaHoOi 3roJu Ha MPOJOBXKEHHS yUacTi B JOC/iI)KeHHi Mic/si MporpecyBaHHsI 3aXBOPHOBaHHS ISl
Ykpainy, Bepcis 2.0 Bix 14 BepecHs 2021 poKy yKpalHCBKOK Ta POCIMCBKOKO MOBaMy; [lofaTKOBUM
iHdopMaLiliHKi MUCTOK MaljieHTa Ta (popma iHPOpMOBaHOI 3ro/i Ha MPOJOBKEHHS yuacTi y JOC/iPKeHHi
TIpY HeBIZINIOBIAHOCTI pe3y/bTaTiB aHasli3y Ha HasBHiCTb myTaLlii reHa KRAS G12C s Ykpainu, Bepcist
2.0 Big 14 BepecHst 2021 poKy yKpaiHCBKOIO Ta POCiMCHKOK MOBamH; TeKCT BeO-0/jaTKy AJisl Malli€HTiB
(Patient Web Application) asis YKpainu, nepek/naji yKpaiHChbKor0 MoBoto Bifi 08 skoBTHst 2021 poky; Tekct
BeO-70aTKy 11 maijieHTiB (Patient Web Application) gy Ykpainu, miepekinaj, pociiicbkor0o MOBOIO Bif
13 >koBTHs 2021 poky; Beb momarok anst maiieHta gociimkeHHss KRYSTAL-10: TToBigomieHHST TIpO
MOMUWJIKU CHUCTeMM [Jisi maijieHTta, Bepcis 1.1 Big 30 BepecHs 2021 poky yKpaiHCBKOIO Ta POCiMCHKOIO
MoBaMu; KapTka matiieHTa Jjsi 3B’ 13Ky B Ha/I3BUYalHUX CUTYaLligx J/s1 YKpainu, Bepcis 2.0 Big 14 numnHs
2021 poky ykpaiHCbKOWO Ta pocikicekoro MoBamu; [ocnimkenHs KRYSTAL-10: banepHa peknama
(KRYSTAL-10 Study Banner Advertisements) ans Ykpainu, Bepcis 2.0 Big 14 numHa 2021 poky
yKpaiHCbKOIO Ta pociiicbkoto MoBamu; [ocnimkenHs KRYSTAL-10: ®aktu mpo JOCTiZpKeHHS [AJsi
Ykpainy, Bepcisi 2.0 Bif 14 nunHa 2021 poKy yKpalHCBKOK Ta POCIMCBKOIO MoOBamu; [lociiykeHHS
KRYSTAL-10: Jluct nauieHToBi A Ykpainy, Bepcis 2.0 Big 14 nunHsa 2021 poky yKpaiHCBKOHO Ta
pociricekoro MoBamy; JocnimpkenHs KRYSTAL-10: [IpykoBaHa peknama Jjs YKpaiHu (5 X 4, 4OpHo-
6inma), Bepcis 2.0 Bim 14 smumHs 2021 poKy YKpaiHCBKOIO Ta POCIMCBbKOIO MoBaMu; JlocitipkeHHs
KRYSTAL-10: IpykoBaHa peknama st Ykpaiau (5 X 7, uopHo-6ina), Bepcis 2.0 Big 14 numas 2021
POKY YKpaiHCbKOIO Ta pociiicbkoro mMoBamy; [ocnimkeHHs KRYSTAL-10: [IpykoBaHa peknama [Jist
Yxpainu (5 x 4, konboposa), Bepcid 2.0 Big 14 nunHsa 2021 poKy yKpaiHCBKOIO Ta POCIMCBKOK MOBaMy;
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Hocnimkenns KRYSTAL-10: IpykoBaHa pek/ama s YKpainu (5 x 7, KoabopoBa), Bepcis 2.0 Big 14
munHs 2021 poky yKpaiHChKOIO Ta pociiickkoro MoBamu; [ocriimkenHs KRYSTAL-10: Peknamuuit
JIUCTOK AOCTi/pKeHHsT A/t YKpainu, Bepcisi 2.0 Big 14 nunHs 2021 poky yKpaiHCBKOKO Ta POCIMCBKORO
moBamu; ocmimkerHss KRYSTAL-10: TTocibHuK /151 y9aCHUKIB AOC/TiPKeHHs it YKpaiHu, Bepcis 3.0
Bif 14 nunHa 2021 poky ykpaiHCBbKOI Ta pociiicbkoro MoBamy; JocnigkenHs KRYSTAL-10: Peknama
It BeO-caiiTy At Ykpaiau, Bepcis 2.0 Big 14 smunas 2021 poKy yKpaiHCBKOK MOBORO; JloCimKeHHS
849-010 - KRYSTAL-10: Ilybnikatiis B IHnTepHeTi gns Ykpainu, Bepcis 2.0 Big 14 numusti 2021 poky
pociticbkoro mMoBow; HocmimkenHss KRYSTAL-10: Tly6mikarii B corjiabHUX Mepexkax [y YKpaiHd,
Bepcis 2.0 Big 14 munHa 2021 poky yKpaiHCBKORO Ta pocivicbkoro MoBamu; [ocmimpkeHHss KRYSTAL-10:
[MowykoBa peknama (KRYSTAL-10 Search Advertisements), mixkHapozHa Bepcist 1.0 Big 22 rpygus 2020
POKY YKpailHCbKOIO Ta aHrjiiiicekoro MoBamy; [docnmimpkenHs KRYSTAL-10: [lomykoBa peknama
(KRYSTAL-10 Search Advertisements), mi>knapozgHa Bepcisi 1.0 Big 22 rpyans 2020 poKy pociiicbKoro Ta
aHrmiicekoro MoBamu; Beb-caiit piBHs mporpamu. [Tporpama KRYSTAL, Bepcis 1 Big 27 >koBTHs 2020
POKY YKpaiHCbKOK Ta pociiicbkoro MoBamy; [Iporpama KRYSTAL. Hagirauis srogoro (KRYSTAL
Program. Consent Navigator), mikHapogHa Bepcisi 1.0 Bix 27 »xoBTHA 2020 poKy yKpaiHCHKOIO Ta
POCiMICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bip 04.10.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomizoBane gocmimkenHs ¢as3u 3 nperapaty MRTX849 y kombiHaliii 3 1jeTykcumMaboMm y MmopiBHAHHI
3 XiMioTepamni€ro B NaLi€eHTIB i3 MOLIKWPEHUM KOJIOpeKTa/lbHUM pakoM 3 myTauiero KRAS G12C, B skux
MpOrpecyBaHHs 3aXxBOPIOBaHHS BiZi0ysiocs mij yac abo micias CcTaHZAPTHOI Tepariii mepioi fiHii», 849-
010, Bepcist 3.0 Biz 22 6epe3nst 2021 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Mirati Therapeutics, Inc., CIIIA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa pocnmignuka [pocrmipenon 4 mr & [lpocmipeHoH 2.8 Mr TabmeTKu AJisi TepopasbHOTO
3acTocyBaHH#, Bepcid 2.2, 10.08.2021, anrnikicekoro MoBoro (Investigator’s Brochure Drosperinone 4 mg
& Drosperinone 2.8 mg oral tablets , edition 2.2, 10.08.2021, English); InTepHeT cTopiHKa 110710
3arpoleHHs A/ yyacti B gociaimkeHHi CF113-302, Bepcis 3.0, 09.09.2021, ykpaiHcekoro MoBoto (Online
Advertisement -Landing Page, CF113-302, Version 3.0, 09.09.2021, Ukrainian); JIucTiBKa-3amnpoiiieHHs
(iHTepHeT-Martepian) anas yuacti B pgochimkeHHi CF113-302, Bepcis 3.0, 09.09.2021, cKpuHILOT
yKpaiHcbkoro MoBOw (Online Advertisement - Landing Page, CF113-302, Version 3.0, 09.09.2021,
Ukrainian_Screenshot); JIucrtiBka-3arnpoiieHHs (iHTepHeT-MaTepian) AJs yuyacTi B fgociifpkeHHi CF113-
302, Bepcis 3.0, 09.09.2021, ykpaiHcekoro MoBow (Online Advertisement, CF113-302, Version 3.0,
09.09.2021, Ukrainian)

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2426 Big 05.11.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«baraTtouieHTpOoBe, TMOABiliHe cline, paHfoOMi30oBaHe KiiHiuHe focaimkeHHs III dasu [ias  ouiHKM
edekTuBHOCTI Ta Oe3reuHocti mperapaty LPRI-CF113 B mopiBHsSHHI 3 mauebo mpu JiKyBaHHi
€H/ZIOMeTpio3y BIIPOAOBXK 3 LIUKJ/IB 3 MOJA/bILIUM BIJKPUTUM JIIKYBaHHAM BIIPOAOBXK 3 LjukiiB», CF113-
302, ocraTouna Bepcis 1.0, 26.04.2021

3asBHUK, KpaiHa

«Ckoyn Inteprenn Al'», HimeyurHa

CnoHcop, KpaiHa

«UYemo Pezepu C.JI.» (Chemo Research S.L.), Icrianis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

3asyueHHs1 I0/JaTKOBOTO MiCLisl POBe/IeHHsI K/TiHIYHOTO BUTIPOOYBaHHS
Ne I1.I.b. BiATIOBiJa/ILHOTO TOC/IiTHUKA
/1 Ha3sBa MicIist mpoBe/ieHHs1 KJTiHIYHOTO BUMPOOYBaHHSsI
1 nikap Cemeren 10.B.
ObnacHe  KOMyHa/ibHe  HeKOMepliiiiHe  MiANPUEMCTBO  «BYKOBUHCBHKMM  KJIiHIUHUN
OHKOJIOTIYHMH LIEHTP», CTPYKTYPHHUM MiZIPO3/1/J JEHHOr0 CTalioHapy, M. YepHiBLi

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

Ne 1966 Big 15.09.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Pangomi3oBaHe mno/BiiiHe ciine pocnifkenHs ¢as3u 3 npernapaty BGB-A1217, anturina go TIGIT, y
MOEAHAHHI 3 THC/Ie/Mi3yMaboM TMOpiBHAHO 3 MeMOposii3ymMaboM y MallieHTiB i3 paHilie He/lliKOBaHUM,
MiclLieBOMOIIMPeHUM, HeoriepabenbHUM ab0 MeTacTaTUYHKMM He/PiOHOK/IITUHHUM DakoOM JiereHb i3
BUOpaHuM ctatycoM ekcrpecii PD-L1», BGB-A317-A1217-302, 3 mompaBkor 1.0 Bix 23 rpyass
2020 poky

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIJIIOBIJAJIBHICTIO «DAPMACBIOTIKAJI PICEPYU
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa miclis poBefieHHsI KJTiHIYHOTO BUTTPOOYBaHHSI

bYJIO

CTAJIO

K.M.H. Tomax H.B.

KomyHanpHe ~ HekKOMepLiiHe  MiATIPUEMCTBO
«Micbka jsikapHsi Ne2» 3aropi3bKoi MiCbKOI paju,
HeBPOJIOTYHe Bi/i/IiJIeHHs], M. 3alIOPIXOKs

K.M.H. Tomax H.B.
Meanunauii 1jeHTp ToBapucTBa 3 00MeEXEHOHO
BignoBiganeHicTIO «IHET-09», M. 3anopixoks

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

Ne 1586 Big 29.07.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«58-TiKHeBe BiZiKpuTe AoCmi[pKkeHHs1 TaBama/OHy y TallieHTiB 3 xBopoboto IlapkiHcoHa (JocmipKeHHs
TEMPO-4)», CVL-751-PD-004, Bepcis 3.0 Big 07 ceprius 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CnoHcop, KpaiHa

Cepesen Tepam'toTikc, JIJIC, CIIIA [Cerevel Therapeutics, LLC, USA]

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gjupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 35

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoBKeHHs TepMiHY MPHUAATHOCTI AOCTiPKYBaHOTO JIiKapcbKoro 3acoby Imataceprib, TabneTky, BKpUTI
TUTiBKOBOIO 000s10HKOI0, TI0 100 mMr Ta mo 200 mr, Ta miangebo go Imaraceprid, TabneTku, BKpPUTI
TTIBKOBOIO 000/10HKOIO /10 60 Micsi(iB; OHOB/IeHi PO3ZiN [JOChE MOCTiKYBaHUX JTiKapChKUX 3aco0iB:
ImaTacepri6 (RO5532961) TabneTky, BKPUTI TUTIBKOBOIO 000/10HKOMO, 110 100 Mr Ta mo 200 mr (2.1.S.2.2,
2.1.8.2.3, 2.1.5.24, 2.1.8.2.6, 2.1.8.3.2, 2.1.S.4.1, 2.1.5.4.2, 2.1.S.4.3, 2.1.S.44, 2.1.5.4.5, 2.1.5.7.1,
2.1.8.7.3; 2.1.p.3.1, 2.1.P.8.1, 2.1.P.8.3), mnanebo mo ImaracepriOy Tab/seTKH, BKPHUTi IUTiIBKOBOIO
obosonkoro (2.1.P.3.1, 2.1.P.8.1, 2.1.P.8.3), Bepcis Bix ceprHs 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020
Ne 211 Big 07.02.2018

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«[Toxsitine cnime TwIAlEeb0-KOHTPO/LOBaHe paHAoMi3oBaHe asu Il gocnimkeHHs imaracepriOy y
KoMOiHarlil 3 aTe30/1i3yMaboM Ta MakK/IiTaKCesIoM B SKOCTI JTIKyBaHHS [I/Is TIAL[iEHTIB 3 MiCI|eBOIOIIUPEeHUM
Heoriepabe/lbHUM ab0 MeTacTaTUYHWM, TOTPiMHO-HeraTUBHUM DPaKOM MOJIOUHOI 3ano3w», CO41101,
Bepcid 5 Bif 21 rpyans 2020 p.;

«[oxsitine cnime TwIalEeb0-KOHTPO/ILOBaHe paHAoMi3oBaHe dasu Il gocnimkeHHs imaracepriOy y
KoMOiHallil 3 mak/iiTakcesloM B SIKOCTi JIiKyBaHHSI /JJIsi TALi€HTiB 3 TeHHUMH T[OpYLIeHHSMHU
PIK3CA/AKT1/PTEN B rpyIii MiCI|eBOIIOLIUPEHOr0 ab0 MeTacTaTUUHOTO, MOTPiHO-HEraTUBHOTO PaKy
MOJIOYHOI 3a/1031 abo B rpymi ropMoH-1no3uTuBHOro, HER2-HeratMBHOro paky MOJIOUHOI 3a03u»,
C0O40016, Bepcis 10 (Koroprta C) Big 09 mrororo 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

[TojoBXKeHHST TepMiHy TIPUAATHOCTI JOCTiPKyBaHOTO JiKapchbKoro 3acody OSE-127, 50 wr/mi,
KOHL|eHTpaT /Il pO3uuHy AJs iHQy3il g0 48 micsauiB npu <-60°C + 24 micsaui nipu 5 + 3°C. 3aranom 72
Micsi 3 48 micsaysamu nipu -60°C ta 24 micausamu npu 2-8°C

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

Ne 2777 Big 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane moaBitiHe cine gocmigpkeHHs II ¢a3u 3 oriHKM edeKTUBHOCTI Ta Oe3meyHOCTi
3actocyBaHHsi OSE-127 B mopiBHsHHI 3 mMuanebo y TalieHTiB 3 aKTWUBHUM BUPA3KOBUM KOJIITOM
cepeHBOTO ab0 Ba)KKOTO CTYTIEHsI TSDKKOCTI, 3 Hee(eKTHBHICTIO UM HerepeHOCHUMICTIO TIoTiepeHbOTOo
sikyBaHHsa», OSE-127-C201, ocraTtouna Bepcid 1.0 Bizg 15 yepsHsa 2020 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 37
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aT/IaHOBAHOI Ki/IbKOCTI MaIfieHTiB B YKpaiHi 3 45 10 55 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Kniniune pgocmimkenns Ila/llb  ¢da3u 3actocyBanHsi mnpermapatry NC-6004 y kombOinamii 3
[TemOposTisaymMaboM y TAaLli€HTIB 3 PeLUUBYIOUOK0 ab0 MeTaCTaTUYHOIO MJIOCKOK/TITUHHOIO KapLMTHOMORO
rOJIOBU Ta LIWI, Y KX JIIKyBaHHS IperiapaTaMy TUIATHHA ab0 CXeMOK0 3 3aCTOCYBAHHSIM TIperapariB
TJIaTUHU BUsiBUI0Cs HeeekTuBHUM», NC-6004-009, Bepcisi 6.0 Bizg 04 uepBHsi 2020 poky

3asBHUK, KpaiHa

Epromep ITIEnCi, Crionyyene KoposiBCTBO

CnoHcop, KpaiHa

HanoKeppiep Ko, JIta. [NanoCarrier Co, Ltd.], fnonis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 38

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

[MomoB>xeHHsI TepMiHy MPOBe/IeHHsI K/TiHiYHOTro BUTIpoOyBaHHs Ao 31.12.2022 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 915 Big 08.08.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute panmomizoBaHe OaraTolleHTpOBe AOCTiMKeHHS (a3 3, TpUBamicTIO 12 MicALiB, 3 OL[iHKH
edeKTUBHOCTI Ta Oe3reuHocTi 3acTocyBaHHs rnperiapaty MOD-4023 oauH pa3 Ha TWKJeHb, Y MOPiBHSAHHI
3 IIOZIEHHOO Tepariiero ['eHoTporiHOM®, y AiTel y riperybepraTHOMY BiLli 3 eilJUTOM TOPMOHY POCTY»,
CP-4-006, ITonpaBka 2 Biz 06 TpaBHs 2018

3asBHUK, KpaiHa

TOB «KLIP Ykpaina»

CnoHcop, KpaiHa

OIIKO Baitonomxikc Jita. (OPKO Biologics Ltd.), I3painb

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 39
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

bpomypa pocnigauka JNJ-67484703, pepakuisi 3, Big 01 smvcronaza 2021 poky, aHI/TiliCbKOIO MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bip 04.10.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorienTpoBe, TIOABiliHe cjtine, TUIAle00-KOHTPO/BOBAaHEe, paHAOMi30BaHe [OCJi/KEHHS 3
3aCTOCYBaHHSIM 0OaraTOKpaTHUX [03 3 METOI OLIiHKM 0e3MeuyHoCTi, MepeHOCUMOCTi, (papMaKOKiHeTHKH,
(apmakogvHamiku Ta edekTuBHOCTI npernapary JNJ-67484703 B y4acHUKIB 3 aKTUBHUM peBMaTOiJHUM
apTpUTOM, He3Ba)KalOuM Ha Teparito MeToTpekcatom», 67484703ARA1001, Bepcis Big 17 Gepe3ns
2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Sfnccen @apmarieBTrKa HB, Besnbrisi /Janssen Pharmaceutica NV, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 40

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

bpourypa pgocnigavka BBT-401-1S, Bepcist 4.0 Big 14 xoBTHs1 2021 p., aHr/IiMcbKO0 MOBOR; OCHOBHA
@13 aHrilicbKo0 MOBOMO i YKpaiHu, Bepcis 2.0 Big 02 mucronaza 2021 p., nepeksiafieHO yKPaiHCbKOO
MOBOIO i1 YKpainu Bif 10 sucromaga 2021 p.; OcHoBHa ®I3 (Ha mofanbllle CIOCTEPe)KeHHs 3a
BariTHOIO MApTHEPKOIO i AUTUHOIO) aHTJIiiCbKOI MOBOIO JI1s1 YKpainu, Bepcis 2.0, 02 nucrtonaza 2021 p.,
repek/aZieHo YKpalHCbKO MOBOIO /11 YKpainu 10 mmcromnaza 2021 p.

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

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe, mojBiliHe crirne, Tuiare60-KOHTPOIbOBaHe A0C/TiHKeHHs Tiperiapaty BBT-401-1S mipu
repopajbHOMY 3aCTOCYBAHHI Y IMALJi€HTIB i3 BUPa3sKOBUM KOJIITOM CepeJHbOr0 Ta BaKKOI'0 CTYIeHf, L0
BK/IFOUA€ Bi/IMOBi/Ib-aJalTUBHY TMOABiMHY Ccjiny a3y MoA0BXKeHOro JikyBaHHs», BBT401-UC-005,
Bepcis 5 Bif 02 ceprnHst 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXeHO0 BiamnosiganeHicTio «JIABKOPIT K/TIHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Bridge Biotherapeutics, Inc., Pecriy6iika Kopes

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hoparok 41
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

MopanHss HOBOro (a/JbTEPHATUBHOIO) JIiKapCLKOTO 3aco0y, II0 BUKOPUCTOBYETLCS SIK TIperapar
MOpiBHSIHHA (peKoMeH/i0BaHe cTaHjapTHe dikyBaHHs (SoC) y rpyni nopiBHsHHS): K/IIITHAAMILIVMH-M
150 mr, karicynu, Bupo6Huk [TAT "MOH®APM", YkpaiHa; BkitoueHHs 01JaTKOBOT'O MiCLisl IPOBeZIEHHS
KJIIHIYHOr O JOCIiI>KeHHS

Ne [1.1.b. BiAgmoBia/bHOrO AOC/IIIHUKA

/1 Ha3sBa miciist mpoBeieHHsT K/TiHIYHOTO BUTIPOOYBaHHS
1 K.M.H. Bacunpunius .M.
ToBapuctBOo 3 0OMexeHOW BignoBiganbHiCTIO «lleHTp TpaBmarosiorii Ta oprorefii»,
JIIKyBa/IbHO-/1iaTHOCTUYHUM 1]eHTP, OpPTOIeJj0-TpaBMartosoriuHe BifineHHs Ne2, M. UepHiBLji

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 9 Big 02.01.2019

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PaH[i0Mi30BaHe BiJKpWUTe [NOC/IIPKEHHS 3 aKTUBHUM KOHTPOJIEM, L0 IPOBOAUTHCH 3 METOK OLIHKU
6e3reyHoCTi, MepeHOCMMOCTi i edeKTUBHOCTI acdabilyHy A1 BHYTPILIHBOBEHHOrO / TepOpaIbHOTO
3aCTOCYBaHHSI TIPU JIIKyBaHHI Mal[i€HTIB 3i cTadi/IOKOKOBUMH iHGEKIisiMU KicTOK abo cyrinobiB», Debio
1450-BJI-205, octarouyHa pegakiiisi 5.0 3 iHTerpoBaHoro ITorpaBkoro 2 Bif 14 xoBTHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«[lebioapm InTepHemHn CA» [Debiopharm International SA], ITIBeiiiapist

CynyTHi
Marepianu/nperapaTy
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiiypa gocrignavka st Rozanolixizumab Bix 06 BepecHst 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute mOC/TiPKEHHS ~TIOIOBKEHHSI — Teparii  fyii  BUBUEHHS [IOBrOTPWBa/Ioi  Oe3meuHOCTi,
MepeHoCUMOCTi Ta e(eKTUBHOCTI TIperiapaTy pO3aHOIKCi3ymad y TMal[ieHTiB 3 MepCUCTyrouor abo
XPOHIYHOIO TIePBUHHOI0 iMyHHOIO TpoMOoruToneHieto (ITIT)», TPO004, Bix 21 muctonaza 2019 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 43

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4eHHs! I0IATKOBUX MiCllb TIPOBE/IEHHsT K/TiHIYHOTO BUMPOOYBAHHS

No
n/m

[1.1.b. BigmoBia/bHOrO AOC/IIIHUKA
Ha3Ba miclist TpoBe/ieHHsT KJTiHIYHOTO BUMPOOYBaHHS

1

K.M.H. Mopo3 O.M.

[epxaBHa yCTaHOBa «YKpalHCbKUM [Iep>KaBHUM HAyKOBO-JOCTIIHUA IHCTUTYT MeOUKO-
colia/lbHUX ~ TIpobsieM  iHBasigHOCTI  MiHicTepcTBa OXOpPOHM — 37I0POB’S  YKpaiHu»,
HeBPOJIOTiyHe BifzisieHHs, M. JIHITIpo

K.M.H. HepsinoBa FO.M.
KomyHaneHe HekoMmepliviHe mianpueMcTBO «Micbka mikapHsi Ne 9» 3amopi3pkoi MiCbKOI
pajiy, Bii/liJIeHHs] HEBPOJIOTil, M. 3amOPiXOKs

3aB. BiA. [Tanacenko HO.FO.
KomyHasibHe HeKoMepIliliHe MmignpueMcTBO XapKiBCbKOI oOsiacHOI pagu «ObsacHa KiaiHiuHa
JIIKapHs», HeBposioriuHe BigzineHHss Ne 2, M. XapkKiB

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

Ne 1326 Big 02.07.2021

Has3sa kiiHiyHoro
BUTNIPOOYBaHHS, KO/,
BepCid Ta zarta

«barartolieHTpoBe paHJOMi30BaHe TIO/BiNiHO ciine pocrimkeHHss III ¢asu, 1110 MPOBOAUTHCS 3 METORO
OL[iHKM e)eKTUBHOCTI, Oe3rmevyHoCTi Ta nmepeHocuMocTi rpenapaty IMU-838 y nopiBHsiHHI 3 Tiarie6o mipu
NiKyBaHHI JOPOCIUX TAL[EHTIB i3 peLJUBYOUUM PO3CisSIHUM CK/iepo3oM (kogoBe no3HaueHHs:: ENSURE-

2)», P3-IMU-838-RMS-02, ocraTtouna pegakuis 1.0 Big 26 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«ImmyHik AT'» [Immunic AG], HimeuunHa

CymnyTHi
MaTepianu/mpernapaTi
CYMyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHYHOT0 3a0e3meueHHs

IBan 3A/IBOPHUX




Honatok 44

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBieHUi TIPOTOKOJ KiiHiuHOro BumpoOyBanHsi CX842A2201, Bepcis 2.0 3 mompaBkoto 1.0 Big 19

nunHsi 2021 poky; 3MiHa Ha3BM K/IiHIUHOTO BUNIPOOYBaHHS

bYJIO

CTAJIO

PannomizoBaHe, 3 TO/BiMHOIO imiTalli€elo Ta 3
aKTUBHMM KOHTpDOJIEM i1 Tigbopy  [/03W,
No/IBiliHe cJlife JAOC/iKeHHs1 Yy TMallieHTiB 3
pedrokc-e3odaritom crynens C abo D 3a Jloc-
AHKenecbKor0 Knacudikalli€ero, a TaKoX Yy

TaLli€HTIB 3 NpUHaKNMHI YaCTKOBUMU
cumnToMaMy  pedtokc-e3odarity, ane  6e3
3arO€HHS 3@ pe3y/bTaTOM €eHJOCKOMIYHOro
NOCTI/DKEHHsT  MiC/g  OTPMMAaHHST HUMU 8-

TWKHEBOI'O KypCy 3arorBajibHOI CTaHAapTHOI
Teparii iHribiTopom mporoHHoi mommm (ITTIT),
33717151 BUBUEHHsI 0e3MeuHOCTi Ta 1MepeHOCHUMOCTi
JIIKyBaHHSI, LIBU/JIKOCTi 3aror0BaHHS epo3iil mic/is
3acTocyBaHHsT X842  abo  smaHcoripasony
NPOTArOM 4 TWXKHIB, a TaKOXX XapakKTepy 3MiH
CUMIITOMIB NPOTATOM HACTYIHOIO 4-TH)KHEBOI'O
repioZly JiKyBaHH$I JIaHCOIIPa30/10M

PanymomizoBaHe, 3 TO/BilMiHOIO iMiTallieto Ta 3
aKTUBHMM KOHTpOJIEM i1 Tizbopy /103w,
Mo/iBiliHe cCJlime [OC/i/)KeHHs1 y TIalli€eHTiB 3

€pO3MBHUM e3odaritom, CIIPUYMHEHUM
ractpoe3odareanbHO0 pequitoKCHOIO XBOPOOOHO
(TEPX), crymens C abo D 3a Jloc-
AH/KenecbKor0 Knacudikalli€ro, a TakoxX Yy
TaLli€HTIB 3 NpUHaKMHI YaCTKOBUMU
CUMIITOMaMH €pO3HMBHOI0 e3odariry,
cnpuunHeHoro ['EPX, ame 0e3 3aroeHHs 3a
pe3y/ibTaTOM  eHJJOCKOIIUYHOTO  IOCTiKeHHS

MiC/IS OTPUMAaHHA HHUMM  8-THM)XKHEBOI'O KYpCy
3aroroBa/ibHOI CTaHJAapTHOI Teparii iHriGiTopom
nporoHHoi nommu  (ITIIT), 3agns BUBYeHHS
Oe3rmeyHOCTI Ta TIEPEHOCHMOCTI JTiKyBaHHS,
LIBU/IKOCTI 3aror0BaHHs epo3ii Ticisg
3acTocyBaHHsi X842  abo  naHcompasony
NpoTAroM 4 TWKHIB, a TakKOX XapakTepy 3MiH
CHUMIITOMIB TIPOTSAACOM HAaCTYIHOI'0 4-TU)KHEBOI'O
repiozly JiKyBaHHs JIAHCOIIPA30JI0M

Inpopmaniss s naugienta i Popmu iHQopmoBaHux 3roA: IHQopmauis s naugienta i Popma
indopmoBaHoi 3ro/iy [ijIs yyacTi B KJIiHIYHOMY HayKOBOMY JOCJi/pKeHHi, Mozenb A/ YKpaiHu, Bepcis
2.0 Big 20 Bepechs 2021 poky, YKpaiHCbKOIO Ta pOCilicbkor0 MoBamu; IH@opmanis i Popma
iH(opMoOBaHoOI 3roAu J/1s1 BariTHOI MapTHepKU NatlieHTa, Mogens a1 YKpainy, Bepcis 2.0 Big 20 BepecHs
2021 poky, yKpaiHCbKOI Ta POCiliCbKOI0 MOBaMU




2 MPOJOBXKEeHHA fojaTka 44

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHomi30BaHe, 3 TIOBIMHOIO iMiTalli€l0 Ta 3 aKTUBHUM KOHTPOJIEM /ISl MiI00py [03H, TIO/BiliHe Ciire
JOCTiKeHHs1 y TmallieHTiB 3 pedirokc-e3odaritom crynens C abo D 3a Jloc-AHpKeneCchbKOr
K/lacu@ikalli€to, a TaKOXK y MalliEHTIB 3 TIPUHAMMHI YaCTKOBUMM CHUMITTOMaMu pedJitokc-e3odarity, ane
0e3 3aroeHHs 3a pe3y/IbTaTOM eHAOCKOIIUHOTO JAOC/Ii/IKeHHs MiC/Isi OTPUMaHHS HUMU 8-TYDKHEBOTO KypCy
3aroroBasibHOI CTaHAAPTHOI Tepariii iHribitopom rpotonHoi rnommu (ITTIT), 3aa/1s BUBUeHHsT Ge3MeyHOCTI
Ta TIEPEHOCHUMOCTI JIiKyBaHHSI, IIBHKOCTi 3arorBaHHS epo3iii micia 3actocyBaHHS X842 abo
JIAHCOTIPa30/y MPOTAroM 4 TWKHIB, a TaKOXX XapaKTepy 3MiH CHMIITOMIB MpPOTSrOM HAaCTYMHOIo 4-
TWKHEBOT'O Tepiofy JiKyBaHHs JlaHcorpas3oyioMy», CX842A2201, sepcid 1.0 Big 03 BepecHs 2020 poky.

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa

«Cinknyc ®@apma Al'», IIBeiapis/ Cinclus Pharma AG, IlIBeiiiiapisi

CynyTHi
Marepianu/mpenapaTu
CYTyTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0€3neueHHA

Isan 3A/IBOPHUX




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBnieHUWM MpOTOKON KiiHiyHOro BurpobyBaHHs CHS1221, Bepcis 1.6 Bim 27 Bepechs 2021
(aHrniiicbkkoro MoBo); JIuct iHdopmauii ans marjieHta Ta Popma iHPOpPMOBaHOI 3rofd Ha y4yacTb Y
K/IiHIYHOMY focifpkeHHi_Bepcis 1.2 Big 27 »koBtHs 2021_Ha ocHoBiI Mactep-Bepcii 1.7 Big 22 BepecHs
2021 (ykpaiHCBKOIO Ta pOCiiicbkor0 MoBaMM); JIuct iHpopmMaliii Ay natieHta Ta @opma iHpopmMoBaHOi
3rofi¥ Ha ydacTb y KiiHiuHOMY gocsimkeHHi (IHTeHcuBHUMI Binbip 3paskiB Ha PK)_sepcis 1.2 Big
27 xoBTHs1 2021_Ha ocHOBi Mactep-Bepcii 1.7 Big 22 BepecHs 2021 (yKpaiHCBKOK Ta POCIHCBKOMO
MoBaMH); IHdopmariitiHa Oporrypa /s TaiieHTiB, gaToBaHa 27 oBTHA 2021 (ykpaiHCBbKOIO Ta
POCiMICbKOI0 MOBaMM)

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomizoBaHe, m1aleb0-KOHTPO/IbOBaHe, TMO/BiMHe ciire AociimkeHHs 3 das3d, B TPhOX rpyrmax, 3
METOI OLIiHKK 0Oe3reku Ta e)eKTMBHOCTI BUKOPHMCTAHHS HOBOTO TIperapary TiJpOKOPTH30HY alieraTy,
cymnosutopii, 90 mr, siKi BBOASTH 3a [OTIOMOI00 arulikatopa AJisi cyno3utopiiB Sephure® oauH i ABa pasu
Ha [leHb, Y Malli€HTIB 3 BUpa3kKoBUM KOJIiTOM npsmoi kuiiku», CHS1221, sBepcis 1.5 Big 03 yirotoro 2020

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Cristcot HCA LLC («Kpictkot Eiu-Ci-Eit En-En-Ci»), USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 46
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHWM TIPOTOKOJ KiiHiuHOTO BUrpoOyBaHHs, Bepcis 2 Bix 21 Bepecas 2021 p.; Popma
indbopmoBaHoi 3rogu, Bepcis 2.0 A/ YKpaiHKM yKpaiHCBKOIO Ta pocCiiicbkoro moBamu Bif 01 nucromnaza
2021 p. Ha ocHoBi maticTep-Bepcii hopmu iHpopMoBaHOi 3roau AJisi JocsimkeHHss BP42772, Bepcis 2 Bif
07 »koBTHs 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PaHgiomi30BaHe, crimne, KOHTPO/IbOBaHe aKTMBHUM MpernapaTtoM AoctifpkeHHs (asu 1I, 1110 npoBoguThCs
y TpbOX Tpymax, 3acTocyBaHHsi miperiapaty RO7121661, PD1-TIM3 G6icneuudiyHoro aHTuTina, Ta
RO7247669, PD1-LAG3 6icnemudiuHoro aHTWTINIA, y TOPIBHSHHI 3 HiBOoIyMaboM y Talli€HTiB i3
TIOIIMPEHO0 ab0 MeTacTaTUYHOK TIOCKOK/TiITHHHOI KapLMHOMOIO cTpaBoxozy», BP42772, Bepcis 1 Bix
08 rpyans 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopartok 47
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OnHoBnenuii npotokon gociimkeHHss G1T28-207, Bepcis 3.0 Big 07 aunua 2021 poky, aHT/IiNCHKOIO
MoBow; IH(opmariiiiauii mucTok i ¢popma iHdbopmoBaHoi 3roau, Bepcis V3.0UKR(uk)1.0 Big 22 ceprHs
2021 poky, nepeksaj ykpaiHCbKoto MoBoto Bif, 10 >koBTHs 2021 poky; IHdopmariiinuii 1vcTok i ¢popma
indbopmoBanoi 3rogu, Bepcisi V3.0UKR(ru)1.0 Big 22 ceprninsi 2021 poky, nepeksaj, poCiiicbKOr0o MOBOIO
Big 10 >koBTHs 2021 poky; [locke mociimpKyBaHOro Jikapcbkoro 3acod6y Trilaciclib (G1T28), Bepcis 2.0
Big 11 >koBTHs 2021 pOKy, aHITiHCHEKOK MOBOO; JloChe mOCipKyBaHOTro TikKapchKoro 3aco0y Trilaciclib
(G1T28), Pospgin «Jlikapcbka peuoBuHa», Bepcig 2.0 Big 11 >xoBTHs 2021 poKy, aHIJIiKCbKOK MOBOIO;
[TopoBykeHHs TepmiHy nipugatHocTi [JJ13 o 42 micawis

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. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 48

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBneHMI NTPOTOKOJ K/IiHIYHOTO AocaigkeHHs 20170770, Bepcist 9.0 iHKOpriopoBaHui NOMPaBKoOIO 8 Bif,
29 nmumusi 2021 poky; OcHoBHa ¢opma iHpopmoBaHOi 3rogu, Bepcis YKP 9.0 Big 21 >KOBTHA
2021 ykpaiHcekoio MoBOw; OcHoBHa (opma iHdopmoBaHoi 3rogu, Bepcis YKP 9.0 Big 21 >KoBTHs
2021 pociiicbKOI MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2487 Bipg 17.12.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PROCLAIM: Panjomi3oBaHe, miarie00-KOHTPOIbOBaHe, TOABIMHO ciline AOCTipKeHHs 3 das3u s
OLIIHKM POMIIJIOCTUMY TIPH JTiKyBaHHI BUK/IMKAHOI XiMioTeparii€ero TPOMOOLIMTOMEHil y Mal[ieHTiB, AKUM
MPOBO/IATh XiMiOTepartito [/s JIiKyBaHHS HeJpiOHOKTITUHHOTO paKy JiereHb, PaKy SIEUHHKIB ab0 paky
MO0JIOUHOI 3a103u», 20170770, inkopniopoBaHuii nonpaskoro 7 Bif 08 uepsHsi 2020 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

«AmxeH [Hk.» (Amgen Inc.), CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikaris cyTreBoi OHoB/IeHU# TIPOTOKO/ K/TiHIYHOTO BUIIPOOyBaHHS, Bepcisi 7 Bix 22 BepecHs 2021 pOKy aHI/TiMCHKORO
TI0IIpaBKU MOBO; IIpOZIOB’)KE€HHsI TPUBA/IOCTi KJIiHIYHOTO BWIIPOOyBaHHS B CBiTi Ta B YKpaiHi g0 31 rpyaHs
2024 poky; Indopmatiist Ta popma 3roau /st JOPOCIUX YUaCHUKIB JOC/TiKeHHs1, JIoKanbHa Bepcis Homep
7 pns YKpaiHM YKpaiHCBKOIO Ta POCIMCBKOKO MOBaMH, fata Bepcil 15 muctonaza 2021 poKy - Ha OCHOBI
Macrep Bepcii Homep 9 Bif 27 xoBTHA 2021 poky, Jozatky 1 Mactep Bepcii Homep 4 Big 30 mucromnaga
2018 poky Ta Hozmatky 2 Mactep Bepcii Homep 4 Bifg 30 smcronaza 2018 poky; 3anyueHHs [0AaTKOBOI
(hopmMH BUMYCKY AOC/IIPKYBAaHOTO JTiKapCchbKOro 3acody Tpemenimymab (Tremelimumab), KoHijeHTpaT zsist
po3unHy aAss iHdy3ii y duakoni 25 mr, BupobHuku: Vetter Pharma-Fertigung GmbH & Co. KG,
Schiitzenstr. 87 und 99-101, 88212 Ravensburg, Germany; AstraZeneca AB, Sweden BioManufacturing
Center, Byggnad B921, Gartunavagen, Sodertdlje, 151 85, Sweden; MedImmune, LL.C, One MedImmune
Way, Gaithersburg, MD 20878, USA; ASTRAZENECA UK LIMITED, Silk Road Business Park,
Macclesfield, SK 10 2NA, United Kingdom; AstraZeneca AB, R & D Gothenburg, Pepparedsleden 1,
Molndal, 431 83, Sweden; AstraZeneca Nijmegen B.V., Lagelandseweg 78, NIIMEGEN, 6545 CG,
Netherlands; Fisher Clinical Services UK Limited, Langhurstwood Road, Horsham, RH12 4QD, United
Kingdom; Fisher Clinical Services Inc., 7554 Schantz Road, Allentown, PA, 18106, United States; Fisher
Clinical Services Singapore, 10 Toh Guan Road #03-11/12, Singapore 608838; Fisher Clinical Services
GmbH, Steinbiihlweg 69, 4123 Allschwil, Switzerland; Almac Clinical Services Limited, Seagoe
Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United Kingdom; Almac Clinical Services,
4204 Technology Drive, Durham, NC 27704, United States; Catalent CTS (Edinburgh) Limited,
Inchwood Bathgate, West Lothian, EH48 2FY, United Kingdom; Catalent Pharma Solutions, LL.C, 10381
Decatur Road, Philadelphia, PA 19114, United States; MapkyBanHusi ¢uiakoHy 1,25 mn TpemeniMmyma6
(Tremelimumab), KoHLUeHTpaT AJsi po3uuHy Ans iHdy3id, 20 mr/mn (25 mr/¢nakon), Bepcig 1.0 Bif
17 6epe3ns 2021 p.; MapkyBaHHs nlakyBaHHs 1,25 mi1 Tpemenimymab (Tremelimumab), koHLleHTpaT Ay1st
po3unHy /s iHdys3iii, 20 mr/ma (25 mr/dnakon), Bepcis 1.0 Big 17 6epe3ns 2021 p.

Howmep Ta faTa Haka3y No 1388 Big 08.11.2017
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBane, Bigkpute, OaraTorjeHTpoBe AocaimkeHHs I da3u JypBanymaby ta Tpemenimyma0y B
SIKOCTi Tepiloi MiHii /MiKyBaHHS Malli€eHTiB 3 TOLIMpeHMM remnaToulentonsspHuM pakoM (HIMALAYA)»,
D419CC00002, Bepcis 6 Big 20 cepriag 2019 p.

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CrioHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepansHoro aupexkropa Jlupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

InenTudikariist cyrreBoi
TIOTIPaBKU

[Tpotokon kniniuHoro pochimxkenHs DLM/F1/19, Bepcis Ne 3 Big 06.10.2021, pociiicbKOHO MOBOIO;
36i/bIIeHHsT KiIbKOCTi 370poBUX /100poBosibLiB 3 26 g0 30; CHHOMCHC [0 TIPOTOKOIY KJIiHIUHOTO
BunpoOyBanHss DLM/F1/19, Bepcis Ne 3 Big 06.10.2021, ykpaiHCbKOIO MOBOMO; I[H(opMariis s
310poBOTO  /100poBOJbIT Ta @opma iHGOpPMOBaHOI 3rofu 3[0POBOrO Z0OpPOBO/BLSA Ha YYacTb Y
K/IiHIYHOMY fociifpkeHHi, Bepcig 2.1 Big 12.10.2021, ykpalHCBKOWO Ta POCIMCBKOH MOBaMW;
InpuBinyansHa peectpauiiina dopMa, Bepcis 2.1 Big 20.10.2021, pociiicbkoro MoBOr0; 3mMiHa 3asiBHHKA 3
TOB «®apmakci-YkpaiHa» Ha TOB «®APMAKCI KJITHIKAJT COJIFOIIH3»; OHOBneHuM 3pa3ok
eTUKEeTKH 3 iHpopMaljiero npo npenapaT Junriazem+Metunypauun+Jligokain, Bepcisi 2.0 Big 21 »KOBTHS
2021 poky, yKpaiHCbKOK MOBOO

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

Ne 38 Bif 11.01.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure  pmocnmipkeHHd — ()apMaKOKiHETHKH, Oesrmek  Ta  TIEPEHOCHUMOCTI  TIpemapary
Huntiazem+Metwnypapi+Jlifokaid, Ma3b /s PeKTaJbHOTO 3acToCyBaHHs, BUpPoOHUITBA TOB «IKIT
«®DapmarjeBTHYHa Qabprka» y 340poBux g00poBosbLiB», DLM/F1/19, Bepcis Ne 2 Big 25.02.2020

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIAAJIBHICTIO "®APMAKCI K/ITHIKAJI COJIFOLITH3"

CrioHcop, KpaiHa

TOB «IKIT «®apmatieBTuHa habprka», YKpaiHa

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
17.12.2021 Neo 2814

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Effisayil™ 2: BararolieHTpOBe, paHZIOMi30BaHe, y TMapajie/lbHUX Tpyrax, MOABiiHe cjine, Tuiae6o-
KOHTpO/IboBaHe fociipkeHHst IIb dasu 3 mimbopom mo3u A1 OMiHKK edeKTHBHOCTI i Oe3meuyHocTi
nperniapaty BI 655130 (Criecosiima0) y ropiBHsIHHI 3 r1are6o Ayisi 3armobiraHHs peLidvBY reHepasti3oBaHOTO
nyctynbo3Horo ncopiady (I'TIIT) y natientis 3 I'TIIT B aHaMHe3i», kog, gocaiakeHHs: 1368-0027, Bepcis 2.0
Biz 29 munHsa 2020 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«bepinrep Inrensxaiim PLIB I'm6X eny Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

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

BI 655130 (BI 655130; BI 655130, Crecosima0); po3unH ajs iHdy3ii; 60 mr/mi (Mimirpam/minimiTp);
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Boehringer Ingelheim Pharma
GmbH & Co. KG, Germany / HimeuyurHa; SGS Lab Simon SA, Belgium / bBenbriss; A&M Stabtest GmbH,
Germany / Himeuuwna; Almac Clinical Services Limited, United Kingdom/ Bemukobpwuranisi; Almac
Clinical Services (Ireland) Limited, Ireland / Ipnangisi; Almac Clinical Services, LLC, USA / CIIIA; Fisher
Clinical Services GmbH, Switzerland / [lIBeiiuiapisi; Fisher Clinical Services GmbH, Germany / HimeuunHa;
Fisher Clinical Services GmbH, Germany / HimeuuuHa;

BI 655130 (BI 655130; BI 655130, Crieconima06); po3uuH A5 iH’€KI[i y TOMepeHbO 3arlOBHEHOMY
mmputii; 150 mr/mn (minirpam/mininitp); Boehringer Ingelheim Pharma GmbH & Co. KG, Germany /
Himeuurna; SGS Lab Simon SA, Belgium / Besnbris; A&M Stabtest GmbH, Germany / HimeuunHa; Almac
Clinical Services Limited, United Kingdom/ Bemmko6puranis; Almac Clinical Services (Ireland) Limited,
Ireland / Ipnanpis; Almac Clinical Services, LLC, USA / CIIA; Fisher Clinical Services GmbH,
Switzerland / I1IBetitiapisi; Fisher Clinical Services GmbH, Germany / HimeuunHa;

miarie6o g0 BI 655130 (150mr/mi); po3umH Jjist iH’ €Kil y rorepeiHbO 3arioBHeHOMY 1impwii; Boehringer
Ingelheim Pharma GmbH & Co. KG, Germany / HimeuunHa; Boehringer Ingelheim Pharma GmbH & Co.
KG, Germany / Himeuuuna; Almac Clinical Services Limited, United Kingdom/ Benuko6puranisi; Almac
Clinical Services (Ireland) Limited, Ireland / Ipnangis; Almac Clinical Services, LLC, USA / CIIA; Fisher
Clinical Services GmbH, Switzerland / IlIBetitjapis; Fisher Clinical Services GmbH, Germany / HimeuuuHa;
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Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipod. CtenaHeHko B.I.

KomyHanbHe HekomeplLiiliHe mignpueMcTBO «OsieKcaH/piBCbKa KiliHiuHa JjikapHs M. KueBa» BUKOHABUOTrO
oprany KwuiBcekoi mickkoi paau (KuiBcbKOi MiCBKOI [epskaBHOI ajMiHicTpallii), LIKipHO-BeHepOJIOoTiuHe
BifaineHHsi, HauioHanbHuii MequuHuid yHiBepcuTeT imeHi O.0. boromosnblg, kadezapa gepmarosiorii Ta
BEHePOoJIoril 3 Kypcom KocMmeToJiorii, M. Kuis

2) a.M.H. Pesniuenko H.FO.

BivicekoBuii rocmitanb (BiticbkkoBa yactuHa A3309) BiliCbKOBO-MeAUYHOIO KiHIYHOro LieHTpy CximHoro
perioHy, TepamneBTHUHE BiJfi/sieHHs (3 ManaTaMu J/is HEBPOJIOTiUHMX Ta JepMaTOBEHepOJIOTIYHUX XBOPUX),
M. 3aropixKs

3) nikap Hopuenko JI.A.

KomyHanbHe HekoMepLiiliHe MiJJIpUeEMCTBO «XepCOHChbKa MiChbKa KJliHiuHa jlikapHs iMeHi Adanacis i Onbru
Tporninnx» XepCcoHCHKOI MiCBKOI paj/iy, JIIKyBa/lTbHO-KOHCYJIbTaTUBHA NOJIiKJ/IiHIKa Nol, M. XepcoH

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

—

B.o. reHepa/ibHOro JupeKkTopa /lupeKkroparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




