Hopmatok Ne 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe paHgOMi30BaHe TIarie00-KOHTPOILOBAaHE MOABiKMHe ciline gociimkeHHs da3u 2a, 1110
MIPOBOJIUTHCS B TapajielbHUX Tpymnax [jisi BUBYeHHs e(eKTUBHOCTI Ta 0e3rneyHoCTi epopasbHOro
3acTocyBaHHs1 Tiperiapaty AMT-101 y maijieHTiB i3 BHUpPa3KOBUM KOJIiTOM CEpPeJHhOr0 abo TSHKKOTO
CTymneHsi», KoA gociimpkenHss AMT-101-202, Bepcis 2.0 Big 08 uepBHs 2020 poky.

3asgBHUK, KpaiHa

TOB «biomanac», YKpaiHa

CnioHCOop, KpaiHa

«Enmaiig Mosnekbtonap Tpancrnopt IHK.»/ Applied Molecular Transport Inc, CIITA

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

AMT-101 (AMT-101); TabmeTku, BKPHUTi KHIIKOBOPO3UHMHHOIO 060/0HKOIO; 3 Mmr; BioDuro, CIIA;
SGS Canada Inc., Canada; MIAS Pharma Limited, Ipnaxgis;

[Tnare60 1o AMT-101, TabeTKH, BKPUTI KUIIIKOBOPO3UMHHOIO 000/10HKOI0; BioDuro, CIIIA; SGS Canada
Inc., Canada; MIAS Pharma Limited, Ipnangis

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

1) a.m.H. Yornel [.B.

KomyHanbHe HeKoMeplliliHe ITiIMPUEMCTBO «Y>KrOpOAChbKa palioHHa KJIiHiUYHa JiKapHs Y KropoAcCbKol
palioHHOI paiv 3akapriaTchbKoi 00/1acTi», TeparneBTHUHe BifiJi/IeHHs, M. Y>Kropo[

2) a.m.H. Kpemsep O.0.

MeauuHUH IEHTP TOBAPUCTBA 3 0OMEXKEHOI0 Bi/[TIOBiJa/IbHICTIO «/liacepBic», M. 3amopixoKs

3) nikap Jlorganiai T.I.

KomyHanbHe HekoMmepriiliHe mianpueMcTtBo KuiBcbKoi ob6sacHOi paau «KuiBcbka o6sacHa jtikapHs»,
TeparieBTUUHe BiaziseHHs, M. Kuis

4) nikap Casiupka JI.M.

Mepuunuii nieHTp ToBapucTBa 3 0OMeXeHOI BifmNOBifanbHiCTIO «Meaibop», BifgiseHHs MeguuyHOro
LIEHTPY 3 JIeHHUM CTaLliOHapOM, XipYpPri€r OZHOr0 AHA i [asaTor iIHTeHCUBHOI Tepariii, M. 2JKutoMup

5) k.M.H. TomaiukeBuy I'.1.

KomyHanbHe  HekoMmepljiliHe  MiANpuUEMCTBO  «BiHHuWIpbKA  Micbka  KiaiHiyHA  JjikapHa  Nelx,
racTpoeHTepoJIoTiuHe BifJineHHs, BiHHULIbKUN HallioHa/bHUM MeAUUHUN yHiBepcuTeT iM. M.I. ITuporoga,
Kade/pa rporejeBTUKA BHYTPIILITHLOT MeJULIUHU, M. BiHHUIs

6) nikap [lleBuyk B.M.

ITpyBaTHe MiJIPUEMCTBO MpHUBAaTHA BUPOOHMUYA GdipMa «AIMHYC», JIiKyBaJbHO-AiarHOCTUUHUI IIEHTP,




M. KponvBHULIbKUI
7) A. M.H., ipo¢. 3axapam FO.M.

MeauuHUH 1IEHTP TOBAapUCTBa 3 0OMEXKEHOI0 BiJNOBianbHICTIO «I'apMOHist Kpach», Bii[iIeHHs] K/TiHIYHUX

BUMpoOyBaHb, M. KuiB
8) nikap 360piBcbkuii .M.

KomyHanbHe HeKoMmepliitiHe TmianpreMcTBo JIbBiBCbKOI 0o6siacHOI pagu «JIpBiBChbKa obOsiacHa KiiHiuHa

JliKapHs», XipypriuHe BiagineHHs Nel, M. JIbBiB

[Iperniapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTtv
CyIyTHBOI Tepariii

* PyuHi npucTpoi /151 3a1I0BHEHHS MaL[iEHTOM HaBUYa/IbHOTO e/IeKTPOHHOTO 11{0/leHHHUKA Ta aHKeTH,

IHCTPYKU|iT 3 eKcrityarariii

* O6sapnanHs CIMS (mopTaTBHUI KOMITHOTEp Ta aKCeCcyapH, aJjarnTepy XXKUBJIEHHS, BiZleoKapTu, Kabeti,
30BHillIHI )KOPCTKi AUCKH, duient-HakonuuyBadi USB, MiTku 6e3reku, iHCTPyKLii 3 eKcrutyararii)
» Jlabopatophi Habopu Covance - EMHOCTI /17151 300py KpOBi Ta deKastiii, 00/1afiHaHHS [I71s1 BEHETTYHKIIi i

* [IpyKoBaHi MaTepianu

* CYyMKU-XO0JIOJWU/IbHUKY - 130J/IbOBaHI
* X0/10/10Bi MaKkeTH

* KoHreliHep a5t paxyBaHHs Tab1eToOK
* Mopo3sunbHa kamepa -80 °C

* Mopo3uibHa kamepa -70 °C

* Mopo3sunbHa kamepa -20 °C

* XonmoaunbHUK 4-8 °C

* EKI'-amnapar Ha 12 BigBesieHb

* HenTpudyra (HaBKOJIMILIHE CepeJOBUILIE)
* PeecTpaTop TemmnepaTtypu

» KomMmakTHuii iHKy0aTop

I'enepanbHui AupeKTop /lupexkTopary
(hapmaneBTHYHOrO 3a0e3neueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraTolLieHTpOBe, paHiOMi30BaHe, MO/BilHe CliMe [OC/Ii/PKEeHHS, 1[0 TPOBOAUTLCS B Napajie/lbHUX Ipynax
JUis OL[iHKM e(eKTUBHOCTI Ta Oe3MeuHOoCTi MepopasbHOro eTpaciMofy TpM HMOro 3aCTOCYBaHHI [ijist
iHAYKIiWHOI Ta MiATPUMYBAbHOI Teparii TpW JiKyBaHHI aKTHBHOI XBopoOu KpoHa Bij momipHOro m0
B&)KKOI'0 CTYIeHsI TSDKKOCTI», Kop fgocmifkeHHs APD334-202, 3 iHKOprnopoBaHOK morpaBkow 2.0 Bif
11 uepBHs 2020 poky

3asiBHUK, KpaiHa

ITignmpuemctso 3 100% iHo3emHor0 iHBecTHiiero «AMK’FOBIA P/IC Ykpaiza»

CnoHcop, KpaiHa

«Apena @apmachtoTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

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

Etpacimon (APD334, Etrasimod; etrasimod L-arginine); Tabnetka; 2 mr; Penn Pharmaceutical Services
Limited, United Kingdom (kommnanisg rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS
LIMITED, United Kingdom; Xerimis B.V., Netherlands; Marken Germany GmbH, Germany; PCI Pharma
Services, USA;

Etpacimon (APD334, Etrasimod; etrasimod L-arginine); Tabmetka; 1 mr; Penn Pharmaceutical Services
Limited, United Kingdom (kommnanis rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS
LIMITED, United Kingdom; Xerimis B.V., Netherlands; Marken Germany GmbH, Germany; PCI Pharma
Services, USA;

riarie6o go Etpacimop 2 mr; Tabnerka; Penn Pharmaceutical Services Limited, United Kingdom (komrmanis
rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS LIMITED, United Kingdom; Xerimis B.V.,
Netherlands; Marken Germany GmbH, Germany; PCI Pharma Services, USA;

ninane6o g0 Etpacimof 1 mr; Tabnetka; Penn Pharmaceutical Services Limited, United Kingdom (kommaHist
rpynu PCI Pharma Services); XERIMIS Inc., USA; XERIMIS LIMITED, United Kingdom; Xerimis B.V.,
Netherlands; Marken Germany GmbH, Germany; PCI Pharma Services, USA

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

1) k.M.H. TomaikeBuy I'.1.

KomyHanbHe  HekoMmeplliliHe  TiANpUEMCTBO  «BiHHHWIbKA  MicbKa  KiiHiuHa  jikapHs — Nelw,
racTpOeHTEepOJIOTiuHe BifJineHHs,, BiHHULIbKWK HalliOHa/bHUM MeAUUHUN yHiBepcuTeT iM. M.I. ITuporoga,
Kadepa nporneeBTUKYA BHYTPILIHBOI MeJULIMHU, M. BiHHULs

2) a.M.H., ipo@. [lleBuyk C.B.




HaykoBo-gocmiguuii iHCTUTYT peabimitarii oci6 3 iHBamigHicTIO (HaBYa/bHO-HAYKOBO-/TiKYBaIbHUM
KOMIIeKC) BiHHUIIBKOTO Hal[iOHaJbHOTO MeAWYHOro YyHiBepcutery iM. M.I. [luporoBa, XipypriuHe
Bif/iieHHs1, BiHHULbKUI HallioHa/bHUM MeinuHKi yHiBepcuTteT iM. M.I. [TuporoBa, Kadenpa BHYTPillIHbOI
MeIUIUHN Ne2, M. BiHHMIIS

3) K.M.H. BummmBantok B.1O.

KomyHanbHe HekoMmepliifiHe mignpuemMctBo «O6acHa KiiHiuHa JikapHsi IBaHO-®paHKiBCHKOiI 006/1acHOT
paZi», TacTPOEHTepoJIOTiuHe BiffineHHs, [BaHO-PpaHKIBCbKHN Hal[iOHA/IbHUM MeJUUYHUM YHiBepCHUTeT,
Kadenpa BHYTpiliHbOI MeguiuHU Nel, KiiHiuHOI iMyHosOriT Ta aneprosorii imM. akageMika €.M. Heiika,
M. IBaHO-DpaHKIiBCHK

4) 3aB. Big. Ulynbra 11.®.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BonnHCbKOI 061acHOi  pajy,
xipypriuHe (eHZOKPUHHOI i ab/OMiHaIbHOT MaTO/IOTiT) Bi/Ii/IeHHS 3 TPOKTOJIOTiYHUMH JIDKKaMH, M. JIyIbK
5) nikap Pimko ..

KomyHanbHe HeKoMepIiiiiHe TMiATPUEMCTBO «3akKapriaTcbka o0siacHa KiTiHiYHa JiiKapHs iMeHi AHApis
Hogaka» 3akapmnaTcbkoi 06/1acHOi pajini, TaCTPOEHTePOIoTiuHe Bifii/ieHHs1, M. Y KTOpo/,

6) K.M.H., 3aB. LileHTpoM Ki3nosa H.M.

KomyHanbHe HeKOMepIjiiiHe TiAnpueMcTBo «BiHHMI[bKA oOsiacHa KiiHiuHa JikapHsa im. M.I. TTuporoBa
Binnuibkoi o6sacHoi Pagu», OOsacHWM crieljiai3oBaHUM K/TiHIYUHHH TaCTPOEHTEepOJIOTiUHUKN IIeHTp,
M. Binnuig

7) 3aB. Bi. XogaceHko O.M.

KomyHanbHe mignpuemMcTBo «/IHinporieTpoBcbka o6sacHa KiiHiyHa JjikapHsi iM. LI, MeuHukoBa»
HinporneTpoBchKOi 00/1aCHOI pajiy, BifineHHs racTpoeHTepoJiorii (rerarosiorii), M. Hinpo

8) 3aB. Bif. Pe3nikora B./].

KomyHanbHe HekoMepliiiHe miAnpueMcTBo «Micbka KiiHiuHa jikapHs Nel3» XapkiBcbKOI MiChbKOI paju,
racTpOeHTepoJIOriuHe BizfiseHHs, M. XapKiB

9) k.m.H. Jauenko O.T'.

KomyHanbHe HekoMepLiliHe mignpueMcTBo «MicbKa KiiHiuHa siikapHs Ne2 imeni mpod. O.0. IllanimoBa»
XapKiBCBKOI MiCBKOI pajivi, TIPOKTOJIOTIUHE BifiieHHs, M. XapKiB

10) g.m.H. Conogiiosa I'.A.

MenuuHuii 1eHTp «YHiBepcajibHa KiiHika «QOO0epir» ToBapucTBa 3 00MeKEHOI Bi/TIOBifambHICTIO
«Karnuran», ['acTporjeHTp, K/IiHIKO-KOHCYJ/IbTaTMBHe BijfineHHs, M. Kuis

11) nikap Ckubano C.A.

Meanunuii 1eHTp «OK!KiHik+» TOBapucTBa 3 0OMEXXEHOI BiJmNOBia/nbHICTIO «MiKHAPOJHUM iHCTUTYT
K/TIHIYHUX JOCTIi/PKEeHb», Bi/IIij1 TaCTPOEHTEPOJIOTIT Ta TernarToJIorii CTallioHapHOTO BifisieHHs, M. KuiB

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa




CymnyTHi —
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

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




Hopatok Ne 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Hasga kiiHiuHOTO «PanziomiszoBaHe, Tmo/BiliHe-CTiMe, T1ale00-KOHTPO/ILOBaHe, OaraTOIeHTPOBe JOCTimKeHHs 3 dasu y
BUTIPOOYBaHHS, KO/, rapasie/lbHUX TPyTax i3 TIOCTiJOBHUM THUTPYBAHHSM [I03U [/is OL[iHKH edeKTHBHOCTi, OGe3reuHocTi Ta
Bepcis Ta fjaTa ¢dapmakokiHeTHKH MipaberpoHy y mMal[ieHTiB JUTAYOro BiKy Bif 5 #0 < 18 pOKiB 3 TinepakTHBHICTIO
CeYoBOro Mixypa», Kog gocaigkeHHs: 178-CL-204, Bepcis 1.1 Big 13 nuctonazga 2019 poky.

3asgBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CrioHCop, KpaiHa Acrennac ®apma I'moban leBenonment, IHk., CIITA / Astellas Pharma Global Development Inc., USA
[Tepenik gocmimpkyBanux | Mipaberpon (ED178; Mirabegron; YM178; ED178; Betanis®: Betmiga®; MYRBETRIQ®;
JKapChKUX 3aco0iB MYRBETRIC®; Myrbetrigq® (mirabegron) 25mg T; Mirabegron); tabnerku; 25 mr (minirpam); Avara
Jlikapcbka dopMma, Pharmaceutical Technologies, Inc., CIIIA; Fisher Clinical Services GmbH / Fisher Clinical Services AG /
JI03yBaHHS, BUPOOHUK, Fisher Clinical Services, IlIBeiiiapis; Fisher Clinical Services GmbH, Himeuuuna; Fisher Clinical Services
KpaiHa UK Limited, Bemka bputanis; Eurofins Analytical Science Laboratories, Inc., fInonis; Astellas Pharma

Europe B.V., Hinepnaugy;

ninanie6o 10 Mirabegron OCAS Tablet 25mg; Tabnetku; Avara Pharmaceutical Technologies, Inc., CIIIA;
Fisher Clinical Services GmbH / Fisher Clinical Services AG / Fisher Clinical Services, I1IBetitjapisi; Fisher
Clinical Services GmbH, Himeuunna; Fisher Clinical Services UK Limited, Benuka Bpuranis;; Astellas
Pharma Europe B.V., Hinepnangy;

Mipaberpon (ED178; Mirabegron; YM178; ED178; Betanis®: Betmiga®; MYRBETRIQ®;
MYRBETRIC®; Myrbetrig® (mirabegron) 50mg T; Mirabegron); tabnerku; 50 mr (minirpam); Avara
Pharmaceutical Technologies, Inc., CIIIA; Fisher Clinical Services GmbH / Fisher Clinical Services AG /
Fisher Clinical Services, IlIBeiiiapis; Fisher Clinical Services GmbH, Himeuuuna; Fisher Clinical Services
UK Limited, Bemvka bputanis; Eurofins Analytical Science Laboratories, Inc., fInonis; Astellas Pharma
Europe B.V., Hinepnaugy;

niane6o go Mirabegron OCAS Tablet 50 mg; TabmeTku; Avara Pharmaceutical Technologies, Inc., CIIIA;
Fisher Clinical Services GmbH / Fisher Clinical Services AG / Fisher Clinical Services, I1IBetitjapisi; Fisher
Clinical Services GmbH, Himeuunna; Fisher Clinical Services UK Limited, Benuka Bpuranis;; Astellas
Pharma Europe B.V., Hinepnangy;

Mipaberpon (YM178; Mirabegron; YM178; ED178; Mirabegron Granules for Oral Suspension 10%;
Mirabegron); rpanynu assi opanabHoi cycriensii; 830 mr (minirpam); Fisher Clinical Services GmbH / Fisher




Clinical Services AG / Fisher Clinical Services, IlIBeiitiapisi; Fisher Clinical Services GmbH, HimeuunHa;
Fisher Clinical Services UK Limited, Benvka bpuranis; Astellas Pharma Europe B.V., Higepnanau;
Astellas Pharma Tech Co., Ltd., Yaizu Technology Center, fnoHis;

[Tnate6o mo MipaberpoH, rpaHynu Ans opanbHOI cycreHnsii; Fisher Clinical Services GmbH / Fisher
Clinical Services AG / Fisher Clinical Services, IIIBetitiapisi; Fisher Clinical Services GmbH, HimeuunHa;
Fisher Clinical Services UK Limited, Benvka bpuranis; Astellas Pharma Europe B.V., Higepnanau;
Astellas Pharma Tech Co., Ltd., Yaizu Technology Center, frnoHis

BignoBiganbaui (i)
JIOCJTiIHYK (1) Ta MiclLie
(s1) mpoBeeHHSI
BUINPOOYBaHHs B YKpaiHi

1) n.m.H. CuHoBepcbka O.b.

KomyHansHe HeKoMepIjifiHe MmirprueMcTBO «IBaHO-®PpaHKiBCchbKa 06/acHa AUTSUaA KiHiUHA /TikapHs [BaHO-
dpaHKiBCBKOI 00/1aCHOT paiv», XipypriuHe Biffi/ieHHS 3 YPOJIOTiYHUMHU JIKKamMH, M. [BaHO-DpaHKiBCBK

2) K.M.H. JlutBuHOBa T.B.

KomynanbHe mifgnpueMcTBo «KpuBopisbKa Micbka KiliHiuHa JiikapH Ne8» KpuBOpi3bKOI MiCBKOI paju,
BiJiiNeHHs1 [uTsAYO0l ypororii, lep>xaBHUM 3akiaf, «/JHinponeTpoBceka MefruHa akazemis MO3 Ykpainu»,
kKadbenpa mepmiaTpii, ciMeliHOI MemWUIMHM Ta KiiHIUHOI jab0paTOpHOI [iarHOCTUKU  (aKyJIbTeTy
nicasAunaoMHoI ocBity, M. Kpusnii Pir

3) A.M.H. Bakynenko JLI.

KomyHanbHe TignpueMcTBO «/IHIMpomneTpoBchka 00/lacHa AWTSYa KTiHiYHA JTiKapHs» [[HIMporneTpoBChKOi
obmacHOi  pagu», Big#iieHHsa — yposiorii 3 HedposOTiUHMMM  JTDKKaMd, Jlep>kaBHUM — 3akiaf
«[IHinponeTrpoBchKa MeAuuHa akazemis MO3 Ykpainu», kadegpa negiatpii 2, M. JIHirpo

4) n.M.H., npod. Cenatopoga I'.C.

KomyHa/bHe HeKOMepIiiiiHe MignpueEMCTBO XapKiBcbKoi o0sacHoi paau «O6jacHa JuTsya KiTiHiuHa
mikapHs», OO6macHuM guTsuuii  HedposioriuHMKA 1eHTp, XapKiBcbkuii HaijioHanbHUN — MeaUYHUNA
yHiBepcuTeT, Kadezapa negiatpii Nel Ta HeoHatosorii, M. XapkiB

5) K.M.H. IprHumnH A.B.

KomyHanbHe HekoMepliiiHe MiANpUeMCTBO «MicbKa [JuTsvYa KiiHiuHA JiikapHs» YepHiBelbKOi MiCbKOi
paay, Xipypriuse BifjineHHs, M. YepHiBLi

6) A.M.H., npod. Makeesa H.I.

KomyHanbHe HekoMepLjiviHe mignpreMcTBO «Micbka KiiHIYHA guTsAva JjiikapHs Nel6» XapKiBCbKOI MiCbKOL
paau, HeponoriuHe BifzineHHs, XapkiBcbkui HallioHanbHUM MeUUHUNM yHiBepcUTeT, Kadezapa reziaTpil
Ne2, M. XapkiB

7) A.M.H., ipod. barpacapoga 1.B.

KomyHaneHe HekomepLiiHe MignpueMcTBO «/luTdua KiiHiyHa jikapHs Ne7 Iledyepcbkoro paiioHy Micta
KueBa» BukonaBuoro oprany KuiBcbkoi Micbkoi pasy (KuiBcbKoi MichKOI Jep)kaBHOI afmiHicTapiiii),
BifaineHHss Hedponorii, [epkaBHa ycraHoBa «lHCTuUTyT Hedposorii HailioHanbHOI akazemii MeguUHHX
HayK YKpaiHu», Bigzia autsiyoi HedpoJorii, M. Kuis

IIpenapaty MOPiBHSIHHS,




BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

Kowmmanisg, fika [i€ 3a [OBIpeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [OC/IpKyBaHUX
JiKapCchKUX 3acobiB Ta cymyTHiX MaTepiasiB: TOB «Areniist «C.M.O.-YKkpaiHa»»

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hopatok Ne 4
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«PaHngomi3oBaHe, mojBiliHe ciirne, Tane00-KOHTPOIBOBAaHe, OaraToIeHTPOBe JOC/iKeHH 3 a3y s
OLIIHKM e()eKTUBHOCTI i 6e3reyHoCTi BiToMapceHy y XJIOMUKKiB 3 M's30Boi0 AucTtpodiero dromeHa (M)
3i 30epe)KeHOI0 3/]aTHICTIO [0 CaMOCTIMHOTO TiepecyBaHHs», Kof gocmimkeHHss NS-065/NCNP-01-301,
Bepcis 3.0 Bizg 08 ciunsg 2021 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeKeHOI0 BinosiganeHicTI0 «MEIITEVIC YKPATHA»

CnoHcop, KpaiHa

«EH EC ®apwma, IHk.» [NS Pharma, Inc.], CIITIA

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

Bintonapcen (Viltolarsen 50mg/ml 5ml; NS-065/NCNP-01; NS-065/NCNP-01-H injection 250mg)
(NS-065/NCNP-01; VILTOLARSEN); po3uun ans iHdy3ii; 50 mr/mi; Millmount Healthcare Limited,
Ipnangis; Fuji Yakuhin Co., Ltd., fInonisi; Anderson Brecon Inc., CIIA;

[Tnaie6o mo Binromapcen (Viltolarsen 50mg/ml 5ml; NS-065/NCNP-01; NS-065/NCNP-01-H injection
250mg), po3uuH Ass iHdys3iit; Millmount Healthcare Limited, Ipsiangis; Fuji Yakuhin Co., Ltd., fnoHis;
Anderson Brecon Inc., CIITA

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

1) K.M.H., gou. Maptuniok B.FO.
HeprkaBHUM 3aK/1afi « YKpalHCHKUN MeAWMUHUM [IeHTp peabimitalii iTel 3 opraHiuHUM ypa’keHHSIM HEPBOBOI
cuctemud MiHicTepcTBa OXOPOHU 37I0POB 51 Y KpaiHW», KOHCY/IbTaTUBHO-ZiarHOCTUYHe BifAinieHHs, M. KuiB

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianv/mpernapaTi
CyMyTHBOI Tepariii

nabopaTopHi Habopu, IHdy3omat (Infusomat Space Pumps), cxomu Ha 4 cxoguHku, Apple iPad 32GB -
Model A2197 (3 akcecyapamu: afianTtep, 40xoJj), APyKOBaHi MaTepianu

Kowmmanis, sika i€ 3a [JOBIpeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBE3eHHS [OC/iKyBaHUX
niKapceKux 3aco6iB Ta cymyTHix MaTepianiB: TOB "IMII-JIOTICTUKA Ykpaina, TOB "Arenist "C.M.O.-
Yxkpaina", TOB "CMO-Jlorictuka", TOB "CMO-I'pyn Ykpaina"

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«Pan/ioMi30BaHe, KOHTPO/IbOBaHe 3a aKTUBHUM IIperiapaToM, Mo/[BiliHe MacKOBaHe [JOCTiyKeHHs ¢a3u 3 B
rapanenbHUX Tpynax 3 OLUiHKKM edekTuBHOCTI Ta OesmeuHocti npernapatry CT-P42 y mnopiBHsHHI 3
niperapaToM AWisl y Mali€eHTiB 3 JiabeTUUHUM MaKyJsIpHUM HaOpsikom», Kof moctimkenHs CT-P42 3.1,
Bepcis 1.0 Big 22 xoBTHA 2020 poKy

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CnoHcop, KpaiHa

«CenntpioH, IHk.» (Celltrion, Inc.), Pecniy6sika Kopest

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

CT-P42 (adnibepiient); po3urH 1151 iHTpaBiTpeanbHUX iH’€eKilil, 2 mr/0,05 M1, B 0/{HO/1030BOMY (/IaKOHi; 2
mr/0,05 m; CELLTRION, Inc. (Plant 1), Pecniy6mika Kopesi; CELLTRION, Inc. (Plant II), Pecriy6itika
Kopes; Samsung BioLogics Co., Ltd., Pecniy6sika Kopesi; NUVISAN GmbH, HimeuunHa

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

1) 3aB. Bia. [TnaToHoBa O.1.
KomyHanbHe HekoMepLiiliHe MiJiIPUEMCTBO «XepCOHChbKA MiChbKa KJliHiuHa JlikapHs iMeHi Adanacis i Onbru
TpormiHux» XepcoHCbKOI MiCcbKOi pajiu, oTasbMOoriuHe BifineHHs, M. XepCOH

[TIpenapatu MOpiBHSIHHS,
BHUPOOHMK Ta KpaiHa

Aitinis (acdmibepuenT); po3urH i iHTpaBiTpeasbHUX iH’ekMiid, 2 Mr/0,05 mil, B 0HOZ030BOMY (h/IaKOHi;
2 mr/0,05 ma; NUVISAN GmbH, Himeuyunna; CELLTRION, Inc. (Plant II), Pecniy6stika Kopest

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

dnyopectiein AnkoH® 10 % (dayopectiein HaTpisi); po3urH AJs iH’ekuit 10% y dnakoni 5 m; 500 mr/5
mi1; NUVISAN GmbH, Himeuunna; Alcon-Couvreur N. V., Benbria

I'enepanbHuil AUpeKTOp /JupeKkTopary

(apmaneBTHYHOT0 3a0e3meueHHs

Onekcanap KOMAPIJA



Hopatok Ne 6
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Bigkpure [gomaTKoBe [OC/iPKeHHs [Ji OL[iHKA J[OBroTpUBasiol 0e3reuyHoCTi, TepeHOCUMOCTi Ta
edektrBHOCTI npenapaty KarXT y mauieHTiB 3 mm3odpeHieto 3a kpurepismu DSM-5», Kof, JoCTiiKeHHs
KAR-008, Bepcis 2.0 Big 23 xoBTHSI 2020 poKy

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CnoHcop, KpaiHa

Karuna Therapeutics Inc., United States (CIIIA)

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

KarXT 50/20 (KarXT; xanomeline (kcaHoMeJtiH)/trospium (Tpocriito xjopuz)); Karcymna; 50 mr xanomeline
(kcanomenin) / 20 mr trospium (Tpocrito xsiopuz); Catalent Pharma Solutions, LLC, USA;

KarXT 50/10 (KarXT; xanomeline (kcaHoMeJtiH)/trospium (Tpocriito xjiopuf)); Karcyna; 50 mr xanomeline
(kcanomenin) / 10 mr trospium (Tpocrito xsopuz); Catalent Pharma Solutions, LLC, USA;

KarXT 62.5/15 (KarXT; xanomeline (kcaHomesniH)/trospium (Tpocrmito XJopuf)); Karicyna; 62.5 mr
xanomeline (KkcaHomesniH) / 15 mr trospium (Tpocmito xsopuj); Catalent Pharma Solutions, LL.C, USA

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

1) a.m.H., ipod. ITinkopuTos B.C.

HepxaBHa ycTaHOBa «IHCTUTYT HeBpoJOrii, mcuxiaTpii Ta HapkoJsiorii HarjioHanbHOI akazeMii MeauyHuX
HayK YKpaiHW», K/IiHiKa BiZ1y K/IiHIYHOI, COL{ia/IbHOI Ta AUTAYOI ICKUXiaTpii, M. XapKiB

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

KomyHanbHe mignpuemctBo «OO6sacHUI 3aK/iaj, 3 HaJ@HHA IICHUXiaTpU4HOI zAoroMord IlonaTaBchbKoOl
obmacHoi pagu», 2-A rocTpe 3arajbHO MCUXiaTpUUHe YoJIoBiue BifiseHHs, 5-b rocTpe, criokiliHe, 3araabHO
ricuxiaTpuuHe >KiHOue BiJliieHHs, YKpaiHCbKa Me[iMUHa CTOMATOJIOTiUHa akaZieMisi, Kadezpa mcuxiartpii,
HApKOJIOT'il Ta MeIMYHOI cuxoJ1orii, M. I[TonTaBa

3) k.M.H. biaxxeBuu FO.A.

KomyHanbHe HekoMmepiiitiHe mianpueMctBo «KniniuHa jikapHs «[ICUXIATPISI»» BUKOHaBUYOrO OpraHy
KuiBcekoi Micekoi pagu (KuiBCcbKOi MiCBKOT ep>KaBHOI afiMiHICTpaLlii), LIeHTP MepPBUHHOTO MCUXOTUYHOTO
eri30/ly Ta Cy4yaCHHWX MeTO/iB JiKyBaHHs, M. KuiB

4) nikap ®inbr FO.O.

KomyHa/bHe HekoMepIjifiHe migrnprueMcTBo JIbBiBCbKOI o6sacHOI pazu «JIbBiBCchbKa objacHa KiliHiuHa
TCUXiaTpUUHa JliKapHs», BiagisieHHs: No25, M. JIbBIB

5) nupekTop Kocenkosa I.B.

KoMyHa/ibHe HeKoMepIjifiHe minpueMcTBO «Yepkacbka o00silacHa TcHXiaTpUuHa JiiKapHsa YepKacbKoi




obacHoi pagu», xiHoue BiggineHHs Ne 11, yonoBiue BigzinenHs Ne 12, m. Cmina, YUepkacbka 00/1aCTh

6) ren. fupekrop Kosanenko B.B.

KomyHa/ibHe HeKOMepIiiiiHe MiAnpueMcTBO XapKiBChbKOI 006/1acHOi pagu «O6/acHa KiiHiuHa TICUXiaTpyUuHa
siikapHA Ne3», ricuxiaTpuyHe BifJi/IeHHS ITIePBUHHOIO IICUXOTUYHOIO eri3ofy, M. XapKiB

7) A.M.H., ipo. JliHcbkuii [.B.

KomyHasibHe HeKOMepIlitiHe miAnpueMcTBO XapKiBChbKOI 06/1acHoi pagu «ObacHa KiniHiYHa TICUXiaTpyUuHa
sikapHs Ne3», 3-Te ricuxiaTpuuHe BiJJieHHs 4/ JOPOC/IUX, M. XapKiB

8) a.m.H. Mopo3 C.M.

KomyHanbHe mignpuemMcTBo «/IHinporieTpoBcbka o6sacHa KiiHiyHa JjikapHsi iM. LI, MeuHukoBa»
[uinporeTpoBcbKOi  00/1acHOiI  pagu», 00JAaCHUM I[eHTP I[ICUXOCOMAaTWUYHUX poO3/7a/iB  Ha 0asi
TICUXOHEBPOJIOTIYHOr 0 BiAAiseHHs, M. [IHIrpo

9) ros. nikap Ilanamapuyk I1.B.

KomyHaneHe HeKoMepiiifiHe TiANpHUEMCTBO «XepCOHCHKUM 006/acHUM 3aK/afi 3 HaflaHHs TICUXiaTPUUHOI
JIOTIOMOTH» XepCOHCBHKOI 006/1aCHOI pa/id, YoJIoBiue TcuxiaTpyuuHe BifgineHHss Ne3 Ta >XiHOUe TICMXiaTpHUuHe
BinainenHs Nel0, c. CrernaHiBka, M. XepCOH

10) k.m.H., fou1. CepebpenHikoBa O.A.

KomyHa/ibHe HeKOMepLIiliHe TiANPUEMCTBO «BiHHMIbKa 00/1acHa K/TiHiYHA MICUXOHEBPOJIOTiUHA JTiKapHS iM.
akaz. O.I. HOmienka BinHuipkoi obsacHoi Paau», 3mimaHe (dosoBiue Ta >kiHoue) BiggimeHHs Ne2,
BiHHULIbKMM HallioHaTBLHUM MeiuuHuM yHiBepcuTeT iM. M.I. TTuporoea, Kadezpa rcuxiaTpii, HapKoJIOTii Ta
TICUxXoTepariii 3 KypcoM MiC/ISAUIITIOMHOI OCBITH, M. BiHHULA

11) 3aB. BiaginenHsm Biteocbka T.B.

KomyHanbHe HekomepliliHe mignpueMcTBO «KuiBcbka MicbKa TICMXOHEBpOJOriuHa JjikapHs Ne2»
BUKOHaBYoro opraHy KwuiBcbkoi Mickkoi pagu (KuiBcbkoi MiCbKOI Jep)kaBHOI —afMiHicTpallii),
KOHCYJIbTaTUBHe BijzineHHs, M. KuiB

12) k.m.H. 3akanbs K.1O.

KomyHanbHe HeKoMmepliitiHe mianpreMcTBo JIbBiBCbKOI 0o6siacHOI pagu «JIpBiBCchbKa obOsiacHa KiiHiuHa
TICUXiaTpPUUHA JliKapHs», BiagiseHHs: No20, M. JIbBIB

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopatok Ne 7
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«baraTolleHTpoBe, paHZiOMi30BaHe, MOABiliHe cJiime, TUIale00-KOHTPO/IbOBAaHEe JOCiMKeHHs da3u 3 s
OLiHKM e(eKTUBHOCTI, Oe3meuyHocTi Ta mepeHocMMOCTi TiperapaTy AVP-786 (zmeymekctpometopdaHny
rizpobpomig [d6-DM]/xiHiguHy cynbdat [Q]) asia niKyBaHHA a)KuTallii B TAI[iEHTIB i3 [eMeHLIi€r0
anbLreMepiBCbKOT0 TUIY», Ko aociimkeHHs: 20-AVP-786-306, Bepcis 1.2 Big 29 kBiTHs 2020 p.

3asiBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CnoHcop, KpaiHa

Avanir Pharmaceuticals, Inc., USA

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

AVP-786 (meyzmekctpometopdany rizpobpomin [d6-DM]/xiniguny cymbdar [Q]) (AVP-786-18;
Deudextromethorphan Hydrobromide / Quinidine sulfate; Deudextromethorphan Hydrobromide / Quinidine
sulfate); TBepai karcynu; 18 / 4,9 mr/mr; Biotec Services International Limited (PCI Pharma Services), UK;
Millmount Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc.
(part of Thermo Fisher Scientific), USA; Patheon, Inc., Canada;

[Tnarie6bo o AVP-786 18 / 4,9 mr/mr; (geygekcrpoMeTtopdany riapobpomis [d6-DM]/xiHiguHy cyibdar
[Q]), TBepai karicynu; Biotec Services International Limited (PCI Pharma Services), UK; Millmount
Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc. (part of
Thermo Fisher Scientific), USA; Patheon, Inc., Canada;

AVP-786 (meynekctpometopdany riapobpomig [d6-DM]/xiHiguny cyasdatr [Q]) (AVP-786-42.63;
Deudextromethorphan Hydrobromide / Quinidine sulfate; Deudextromethorphan Hydrobromide / Quinidine
sulfate); TBepai karicynu; 42.63 / 4,9 mr/mr; Biotec Services International Limited (PCI Pharma Services),
UK; Millmount Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon,
Inc. (part of Thermo Fisher Scientific), USA; Patheon, Inc., Canada;

[Tnanie6o g0 AVP-786 42.63 / 4,9 mr/vmr; (neyzekcrpometopdany rigpobpomig [d6-DM]/xiniguny cynbdar
[Q]), TBepai kamcynu; Biotec Services International Limited (PCI Pharma Services), UK; Millmount
Healthcare Limited, UK; Patheon, Inc. (part of Thermo Fisher Scientific), Canada; Patheon, Inc. (part of
Thermo Fisher Scientific), USA; Patheon, Inc., Canada

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBeieHHSs

1) nsupektop Bpy6neBceka I.B.
KomyHanbHe HekoMepiljiliHe mMiArpueMcTBO «KUiBCbKa MichbKa TICMXOHEBpOJIOTiuHa JiikapHs Ne 3»
BUKOHaBYOro oprany KuiBcbkoi Micbkoi pagu (KuiBCbKOi MiCbKOI iepyKaBHOI aIMiHiCTpaLlii), MCUxiaTpuyHe




BUTIPOOYBaHHS B YKpaiHi

BigzineHHs Ned, cMT. I'ieBaxa, BacuibKiBChbKUl p-H., KHuiBCcbKa 00611

2) n.M.H., pod. ybenko A.€E.

KomyHa/ibHe HeKOMepIiiiiHe MiAnpueMcTBO XapKiBChbKOI 006/1acHOi pagu «O6/acHa KiiHiuHa TICUXiaTpyUuHa
nikapHs Ne3», 23 ricuxiaTpuuHe BififiisieHHs /711 BeTepaHiB BiiiHH, M. XapKiB

3) k.M.H. Kneban K.I.

KuiBcbka KiiHiuyHa J/ikapHs Ha 3aii3HUUHOMY TpaHcHopTi Ne2 @inii «LleHTp OXOpOHUW 370pOB'S»
AKI1iOHEpHOT'O TOBAapUCTBa «YKpaiHChKa 3a/li3HULs1», KOHCY/IbTaTUBHO-/1iarHOCTUYHUM LIEHTP MOJIiK/IiHIKHY,
M. KuiB

[IpenapaTtu MOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepariii

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




HopnaTtok Ne 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Ha3sga ky1iHiuHOrO «PanziomizoBane, no/BiliHe-crine, rale60-KOHTPOIbOBaHe A0C/iykeHHs nipenapaTy SEL-212 y matjieHTiB
BUTIPOOYBaHHS, KO/, 3 moziarporo, pedpakTepHOIO [0 CTaHAAPTHOI Teparii», Koz gociimkeHHss SEL-212/302, Bepcia 4.0 Bia
Bepcisi Ta fjaTa 22 yepsHs 2020 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJT YkpaiHa»

CnoHcop, KpaiHa Selecta Biosciences, Inc., USA/ «Cenekta Batiocaencis, Ink.», CIIIA

[Mepenik gocnimkyBannx | SEL-037 (SEL-037); ogHopa3oBuii (/1akoH, 110 MicTuth 40 MI akTUBHOT'O Tperapary y (opMi MopoLiKy
JiKapCchKUX 3aco0iB JUIs1 pO3UMHY AJ19 BHYTpilHboBeHHUX iHGY3ii; 40 mr SEL-037 Ha dnakoH; Almac Clinical Services LLC,
nikapceka ¢opma, CIIA; Boston Analytical, Inc., CIIIA; Shenyang Sunshine Pharmaceutical Co., Ltd. (also known as 3SBio,
[03yBaHHsI, BUPOOHUK, Inc.), Kuraii; Cytovance Biologics Inc., CIIIA; Sannova Analytical, Inc., CIIIA; Charles River Laboratories,
KpaiHa Inc., CIIIA; Emergent BioSolutions, CIIIA; Eurofins BioPharma Product Testing-Columbia (Also Known

As Analytical Bio-Chemistry Laboratories, Inc.), CIIIA;

[Tnanie6o no SEL-037; Harpito xnopug 0,9%, po3uuH jj1s1 BHYTpilIHEOBeHHOI iH(Yy3ii BP; Hatpito xmopuny,
po3uMH i30ToHiuHMM s iHQYy3ik 0,9 % bpayn; 0,9% Sodium Chloride Injection USP; Sodium Chloride
0,9%; Isotone Kochsalz-Losung 0.9% B. Braun; Natrium Chloratum 0,9% w/v); po3uun s indy3iii; 0,9%;
Parexel International GmbH, Himeuunna; B. Braun Medical, Inc., CIIIA; B. Braun Melsungen AG,
Himeuunna; BIEFFE MEDITAL, S.A., IcriaHis;

SEL-110.36 (SEL-110.36); ogHopa3oBuii ¢hakoH, 10 MicTUTb 10 Mr akKTMBHOrO mperapaTty y ¢opmi
TIOPOLIKY /ST cycrieHsil fyig BHyTpiliHboBeHHUX iHQy3iii; 10 mr SEL-110.36 Ha ¢uakon; Lyophilization
Services of New England, Inc., CIIIA; Almac Clinical Services LLC, CIIIA; Boston Analytical, Inc., CIIIA;
Catalent Micron Technologies, Inc., CIIIA; Selecta Biosciences, Inc., CIIA;

ITnaie6o go SEL-110.36; Hatpito xmopup 0,9%, po3uuH [A7s BHYTpilIHbOBeHHOI iHGy3ii BP; Harpito
XJIOpUAY, PO3UMH i30TOHIuHUM Ans iHPy3ii 0,9 % Bpays; 0,9% Sodium Chloride Injection USP; Sodium
Chloride 0,9%; Isotone Kochsalz-Losung 0.9% B. Braun; Natrium Chloratum 0,9% w/v); po3uuH njs
indysiii; 0,9%; Parexel International GmbH, Himeuunna; B. Braun Medical, Inc., CIIOA; B. Braun
Melsungen AG, Himeuunna; BIEFFE MEDITAL, S.A., IcnaHis;

CrepunbHa Bogia ans iH'ekuiii, USP; Sterile Water for Injection, USP (po3uunnuk ans SEL-037 ta SEL-
110.36); Boga ans in'ekuit; 20 ma (misisitpiB); Parexel North America Distribution Centre (NADC), CIIA;
Pfizer Healthcare India Private Limited, Tagis;




Hatpito xnopug 0,9%, po3uun jjis BHyTpilHboBeHHOI iH@y3ii BP; Natrium Chloratum 0,9% w/v; Sodium
chloride; (mnsi po3Besennsi SEL-037 ta SEL-110.36); po3uun gns iH@y3iii; 0,9 %; Parexel International
GmbH, Himeuunna; BIEFFE MEDITAL, S.A., Icranis;

Hatpito xsopuay, po3uuH i3otoHiunuil ans indysii 0,9 % bpayh; 0,9% Sodium Chloride Injection USP;
Sodium Chloride 0,9%; Isotone Kochsalz-Losung 0.9% B.Braun; Sodium chloride; (a5 po3Begennst SEL-
037 Ta SEL-110.36); po3uun anasa ingysiii; 0,9 %; Parexel International GmbH, Himeuunna; B. Braun
Medical, Inc., CIITA; B. Braun Melsungen AG, HimeuunHa

BignoBiganbaui (i)
JIOCJTiIHYK (1) Ta MiclLie
(s1) mpoBeeHHSI
BUINPOOYBaHHs B YKpaiHi

1) p.M.H., po¢. CtaHicnaBuyk M.A.

KomyHa/nbHe HeKOMepIjiiiHe MiAnpueMcTBO «BiHHMI[bKA oOsiacHa KiiHiuHa JikapHsa im. M.I. TTuporoBa
Binnunpkoi obsacHoi Pagu», BucokocrerianizoBanuid KiiHiuHui LleHTp peBmarosiorii, octeornopo3y Ta
GionoriuHoi Teparii, BiHHUI[bKUI HalliOHA/LHUN MeAuuHUM yHiBepcuTeT iM. M.I. TTuporoBa, kadempa
BHYTPILIHBOI MeguLIMHUA Nel, M. BiHHULA

2) k.M.H. Tpuninka C.A.

KomyHanbHe HekoMepljiliHe MignpueMCcTBO XapKiBCbKOI oOsiacHOi pagu «OO0sacHa KiTiHiUHA JIiKapHS»,
KOHCYJ/IbTaTUBHA IOJIIK/IiHIKa, M. XapKiB

3) A.M.H., npo@d. Pekanos [1.T".

MeauuHUH [IEHTP TOBAPUCTBA 3 0OMEXKEHO0 Bi/NoBijanbHiCTIO «CydacHa KiliHiKa», M. 3aropixoKs

4) 3aB. Big. Kynuk A.B.

KomyHanbHe HekoMmepijifiHe mignpueMcTBo «Yepkacbka obsiacHa JikapHs YepkacbKoi 00siacHOI pazm»,
Kap/i0o-peBMaToJIoriuHe BiagineHHs, M. Yepkacu

5) K.M.H. Kite6an f1.1.

KuiBcbka KiiHiuyHa J/ikapHs Ha 3ali3HUUHOMY TpaHCHopTi Ne2 @inii «LleHTp 0XOpOHUW 370pOB's»
AKILIIOHEpHOr0 TOBapUCTBa «YKpaiHChKa 3a/1i3HULs», Bi/iJIeHHS IEHHOr0 CTaljioHapy, M. KuiB

6) g.M.H., pod. I'aunopubos A.M.

MeauuHul LIEHTP TOBapHUCTBAa 3 OOMEXEHOIO BiAIOBifanbHiCTIO «PeBMOLIEHTp», BiAgin KaiHIUHKX
Jocnipkens, M. Kuis

7) A.M.H., ipo. Hagamikesuu O.H.

MenuuHUY [IEHTP TOBApUCTBA 3 00MEXKEHOI0 Bi/ITIOBiJaNbHICTIO « AKaZieMiuHa MeZIuHa rpyma», M. JIbBiB

8) A.M.H., npod. [lleBuyk C.B.

Kninika HaykoBo-mociigHoro iHCTUTYTy peabimitaiiii oci6 3 iHBasigHicTIO (HaBYa/IbHO-HAYKOBO-
JIIKyBaZbHUM KOMIUIEKC) BiHHMIIBKOro HaljiOHaJIbHOTO MeJUUHOTO yHiBEpCHUTETY iMm. ML.I. TIuporoga,
Biffin Tepamii Ta K/IiHIYHOI peBMAarTo/oOrii, peBMaTOJIOTiUHe BiAJileHHs, BIHHULIBKWK HalliOHaJTbHUM
MeuuHUM yYHiBepcuTeT iM. ML.I. ITuporoga, kadespa BHyTpiliHbOI MeguLIMHA No2, M. BiHHUIs

[Ipenapatu mopiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi

Kosnximmn; Colchicine; colchicine; Tabsetku; 0,6 mr (mimirpam); Parexel North America Distribution Centre




Marepiasu/nperiapaTty
CyIyTHBOI Tepariii

(NADC), CHIA; Alkem Laboratories Limited, THzis;

I6yrpocdeHn; Ibuprofen; TabmeTka, BKpuTa miiBKoBoro 060si0HK0r0; 600 Mr (Misirpam); Parexel International
GmbH, Himeuunna; STADA Arzneimittel AG, HimeuunHa;

HexoprtuH; Prednisolonum; Decortin; Prednisolone; Tabnetku; 20 mr (mimirpam); Parexel International
GmbH, Himeuunna; Merck KGaA & Co. Werk Spittal / P&G Health Austria GmbH & Co. OG, ABcTpis;
Merck Healthcare KGaA, Himeuunna; MERCK SANTE, ®paHiiis;

Cony-Menpon; Methylprednisolone; Solu-Medrol; mopoiiok Ta pPO3YMHHUK /s PO3UMHY [Jisl iH’€KLIii;
125 mr (minirpam); Parexel International GmbH, Himeuunna; Pfizer Manufacturing Belgium NV, Benbris

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




Hopatok Ne 9
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararonjeHTpoBe, MO/BiliHe CJliMe, paHAOMi30BaHe [OC/Ii/[)KeHHsI y Tapaje/lbHUX Tpynax 3 MeTOH
BH3HaUeHHs1 e)eKTUBHOCTI Ta Ge3meuHocti nperapaty BAT2506 y nopiBHsHHI 3 Simponi® B y4acHUKIB 3
aKTUBHUM TICOPIaTUUHUM apTpUTOM», Koz mociigkenHs BAT-2506-002-CR, Bepcig 2.0 3 nomnpaskoro 1.0
Big 10 nuctonazga 2020 poky

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnioHCOop, KpaiHa

«bio-Tepa ConrortHs, JITa.», Kuraii / Bio-Thera Solutions, Ltd., China

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

BAT2506, 1o sBase cobowo 3arporioHoBaHWM Giocuminsgp mpemapaty romimymad (BAT2506;
GOLIMUMAB); po3uuH A/ iH’€KLii y monepegHbO 3anoBHeHOMY mmimpuui; 50/0.5 mr (mimirpam)/ mn
(mininitp); Parexel International GmbH, HimeuunHa; Bio-Thera Solutions, Ltd., Kuraii

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

1) a.m.H., ipod. CwmisiH C.1.

KomyHanbHe HeKoMepLiiiiHe MiANpUeEMCTBO «TepHOMiJibChbKa YHiBePCUTETChKa JiKapHs» TepHOmMi/bCbKOT
obtacHOi pajiy, peBMaTo/IOTiuHe BiagineHHs, TepHOM/IbCHKUI HalliOHATbHUNA MeAVUYHUN YHIBEpCUTET iMeHi
I.41. TopbaueBcbkoro MiHicTepcTBa OXOPOHM 370pOB'St YKpaiHW, Kadeapa BHYTPIlIHEOI MeAWIIMHUA Ne2,
M. TepHorisib

2) K.M.H. KaukoBcbka B.B.

KomyHanbHe HekomepiitiHe mianpueMctBo CymcbKoi ob6macHoi paau «Cymcbka oOJiacHa KiliHiuHa
JIiKapHsi», TeparieBTUUHe BiazineHHs, CyMCbKUl Jep)KaBHUM YyHiBepCUTeT, MeAUYHUM iHCTUTYT, Kadezapa
BHYTPIIIHbOI MeJIULIMHU 3 LIeHTPOM pecriipaTopHOi MeAunuHy, M. Cymu

3) A.M.H., ripod. Pekanos [1.T.

MeauuHUH TIEHTP TOBApUCTBA 3 00MEXKEHO0 Bi/NOBiaibHICTIO «CydacHa KiTiHiKa», M. 3armopiioKs

4) n.M.H., npod. [leBuyk C.B.

Kninika HaykoBo-gociigHoro iHctutyTy peabinmitauii oci6 3  iHBasmigHicTIO (HaBYa/bHO-HAyKOBO-
JIIKyBa/IbHUM KOMIIIeKC) BiHHUMI[bKOrO Hal[ioHa/IbHOTO MeAWYHOro yHiBepcuteTy iM. M.I. TTuporoga,
peBMaroJIoriyHe BifJieHHsl BiAfuly Tepamii Ta K/IiHIYHOI peBMaTosIOrii, BiHHULIBKWN Hal[iOHA/JIbHUM
MeuuHUM yHiBepcuTeT iM. ML.I. ITuporoga, kadezapa BHyTpilliHbOI MeguLIMHA No2, M. BiHHUIs

5) K.M.H. TkaueHko M.B.




KomyHanbHe mignpuemMctBo «[losnTaBchbka o6siacHa KiiHiuHa mikapHs im. M.B. CkridocoBcbkoro
[MTonTaBcbkoi 06macHoi pagu», Ob6macHuUM JiKyBa/bHO-AiarHOCTUUHUM PEBMATOJIOTiYHUMN TIeHTp, YKpaiHChKa
MeZIMuHa CTOMAToJIOTiuHa akazieMist, Kadepa cimeiiHol MeulMHY i Tepariii, M. [TosiTaBa

6) A.M.H., npo@d. XimioH JI. B.

KomyHaneHe HekomepijitiHe mianpuemctBo KuiBcbkoi obsacHoi pagau «KuiBchbka o6acHa KiliHiuHa
JIIKapHS», By3bKOCIIeLjia/li30BaHe TepareBTUYHe BifaineHHs, M. Kuis

7) nikap Bacunenp B.B.

baratorpodineHuii  MeauuHuii  1eHTp OJecbKOoro  HallioHaAbHOTO ~ MEJUUYHOTO  YHiBepCUTeTY,
peBMaToJIoriyHe BiaaineHHs, M. Ogeca

8) nikap Kypunbuuk 1.B.

MeauuHUH 1IeHTP TOBAapHCTBA 3 0OMEXXEHOI0 BifiMOBianbHiCTIO « Meauunuii 1ieHTp «KoHcumiym Megikan»,
KJ/IIHIKO-KOHCY/IbTaTUBHe BiJJineHHs, M. KuiB

9) A.M.H., ipod. I'pimmHa O.1.

KomyHasbHe HeKoMepLiiliHe TiAprueMcTBO «Micbka bararoripodinbHa sikapHs Nel8» XapKiBChbKoi MiChKOT
paau, TeparieBTUYHe BifagineHHsi, [lep>kaBHa ycraHoBa «IHCTUTYT Mikpobiosorii Ta iMyHosorii imeHi
[.I.MeunukoBa HaijioHanbHOT akajemii MeIWYHHMX HayK YKpaiHW», JjabopaTopis Ta K/IiHIUHWEM Bifgmin
MoJieKyJIsipHOi iMyHO(apMakoiorii, M. XapkiB

10) k.m.H. fApowr B.B.

KomyHanbHe HekoMmepliiliHe miAnpueMcTBO «MicbKa KiiHiuHa JikapHs Ne8» XapkiBCbKOi MiCbKOI pajw,
peBMaToJIOriyHe BifjiseHHs, M. XapKiB

[IpenapaTtu MOpiBHAHHS,
BUPOOHUK Ta KpaiHa

Simponi® (GOLIMUMAB); po3uuH Ass iH’€KLili y TomnepeiHbO 3amoBHeHOMY Impuii; 50/0.5 wmr
(mimirpam)/ ma (misistiTp); Parexel International GmbH, Himeuunna; Cilag AG, IlIBetiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HopaTtok Ne 10
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
20.04.2021 Ne 762

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[lopBiitHe cnime, paHAOMi30BaHe, aKTUBHO KOHTPOJIbOBaHe MAOCHiMKeHHS (a3 3 [Jid TIOpiBHSHHS
edeKTUBHOCTI, (hapMaKOKiHeTHKH, (hapMakoArHamiky Ta 6e3neuHocrti nipernapaty CT-P41 Ta nirieH30BaHOTO
y CIIA nikapcekoro 3aco0y Prolia y >kKiHOK y TIOCTMeHOMay3i 3 OCTeOINop030M», KO [JOC/IiIKeHHs
CT-P41 3.1, Bepcis 1.0 Big 22 rpyans 2020 p.

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea/ CEJIJITPIOH, Iuk, Pecniy6sika Kopesi

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

CT-P41 (denosumab) (CT-P41; CT-P41; denosumab); Po3uun jys iH’ekuii y romnepefHbO 3ariOBHEHOMY
OJHOpa3oBOMY wumpuili o6’emom 1 wy, 1o Mictuth 60 wmr/mn mnpemapary CT-P41; 60 wmr/mna
(minirpamiB/mininitp); Nuvisan GmbH, Germany; Celltrion Incorporated (Plant 1), Republic of Korea;
Celltrion Incorporated (Plant 2), Republic of Korea; DM Bio Limited, Republic of Korea

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

1) nikap Binotkau O.Y.

MeauuHul 1I€HTP TOBapHMCTBa 3 0OMeXKeHOIO BiarnoBimanbHicTiO «EmenbBeiic Megikce», JiKyBa/lbHO-
ripodinakTHUHUM TiApo3aia, M. Kuis

2) A.M.H., npo¢. I'purop’eBa H.B.

Krinika gepkaBHOi ycraHOBH «IHCTUTYT reponTonorii imeni [1.®.YeGorapboBa HarjioHanbHOI akazemil
Me/IMYHUX HayK YKpaiHW», BiAin KiaiHiuHoi isiosorii Ta maTosorii ornopHo-pyxoBOro anapaty, BiAJineHHs
BiKOBOI MaTOJIOTil OMTOPHO-PYX0BOrO arapary, M. Kuis

3) nikap ITocton C.B.

MeauuHuii 1IEHTP TOBAapUCTBAa 3 OOMEXEHOI BiZAMOBiJabHICTIO
nipodisakKTUUHUM mipo3ain, M. Kuis

4) n.M.H., npod. [leBuyk C.B.

Kninika HaykoBo-gociigHoro iHctutyTy peabinmitauii oci6 3  iHBasmigHicTIO (HaBYa/bHO-HAyKOBO-
JIIKyBa/IbHUM KOMIIIeKC) BiHHUI[bKOTO Hal[ioHa/IbHOT'O0 MeZJMYHOro yHiBepcutety iM. M.I. [Tuporosa, Biaain
Teparlii Ta K/IiHiYHOI peBMarosorii, BiHHUIbKWI HallioHa/IbHUK MeJu4HUK yHiBepcuTeT iM. M.I. Iluporoga,
Kadeapa BHYTPilIHLOI MeAUIIMHU Ne2, M. BiHHMIIS

«Menoya-Kninik», JiKyBa/lbHO-

[TpeniapaTu MOPiBHSIHHS,

ITponia (Prolia, US Prolia, denosumab; denosumab); Po3uuH jj1s1 iH’eKilii y morepeiHbO 3ariOBHEHOMY




BHUPOOHUK Ta KpaiHa

OfHOpa3oBoMy Impuiii o6’emom 1 wmy, mo wmictuth 60 wmr/mn mperapaty Ilposmia; 60 wmr/min
(mimirpamiB/mimisitp); Nuvisan GmbH, Germany; Celltrion Incorporated (Plant 2), Republic of Korea

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepariii

- nabopaTopHi Habopw;

- IPYKOBaHI MaTepiasy JiJid NaL|i€HTIB,;

- KOHTeMHepH 1 FOCTPUX MeZIMUHUX Tpernaparis;

- NiHiliKa 70 BidyanbHO-aHanorosoi wmkanu (VAS rulers);
- iHIII CyIyTHI MaTepiaiu.

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




Hopmatok Ne 11

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Bigkpure mocimkeHHst dasu 3 s OLiHKYA eeKTUBHOCTI Ta Oe3mneuHocTi npernapaty PETIVIATAJI® anis
narfieHTiB i3 xBopoboto dabpi, sKi paHille He OTpUMYBa/IU JIiKyBaHHs», Kof, mocmimkenHs SHP675-301,
Bepcis 3 nonpaskoro 1 Big 01 kBiTHs 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMexeHor BignosiganbHicTio «KoOHTpaKTHO-AOCTIAHUIIbKA oOpradizaris IHHo®apMm-
YKpaiHa»

CnoHcop, KpaiHa

«[Tatiep XbtomaH [IxkeHeTik Tepari3, IHk.», Crionyueni [lItatu Amepuku (Shire Human Genetic Therapies,
Inc., USA)

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

PEITJIATAJI® (SHP675, REPLAGAL®, arancigasza anbda, agalsidase alfa) (SHP675; AGALSIDASE
ALFA); 5 mn dsakoH, skuii Mictuth Periiaran (arancigasza anbda) 1mr/mia, 3,5 mii/(iakoH KOHLEHTpaTy
JJ1sl pO3UMHY [/1 BHYTPIlIHbOBeHHOI iHQy3il; 1 mr/mn (Minirpamis/mininitp); Baxter AG, Austria; Fisher
Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services GmbH,
Germany; Fisher, USA; Shire Human Genetic Therapies, Inc., USA; Cangene BioPharma, LLC, (dba
Emergent BioSolutions) (CBI), USA; Covance Laboratories Limited, UK; Shire Pharmaceuticals Ireland
Limited, Ireland

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

1) nikap Cemepsik O.M.
KomyHanbHe HekomepijiliHe mignpueMcTBo JIbBiBcbKOI 00macHOI pagu «JIbBiBcbka obslacHa KiliHiuHa
JIiKapHs1», HeBPOJIOTiUHe BiJ/i/IeHHs, LIeHTP JIiIKyBaHHSI HEPBOBO-M’SI3€BUX 3aXBOPIOBaHb, M. JIbBIB

[TIpenapatu MOPiBHSHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CyIyTHBOI Tepariii

- EKT;

- XOJI0ZIOBi LIeHTpUPYTH;

- iny3omaTy;

- iHy3iiiHi fiHil 3 hitbTpaMu;
- iHy3iiHI MillIKu;

- LUTPULL;

- abopaTtopHi Habopw;

- TeCTU Ha BariTHIiCTb;




- eRT maHeTm
- IPYKOBaHi MaTepiany;
- iHILIi CyIyTHI MaTepiaau.

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




Hopatok Ne 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«BATATOLIEHTPOBE PAHIOMI3OBAHE TIOABIMHE CJIINE OOCHIDHKEHHA ®A3M III Y
ITAPAJTIEJIbHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IUIALIEBO [JI OLIHKU
E®EKTUBHOCTI TA BE3ITEUHOCTI ®EHEFPYTUHIBY [NOPIBHAHO 3 TEPU®JIYHOMIZAOM Y
OJOPOCJ/IX TIALIEHTIB 3 PELHUAVMBYIOUMM PO3CIAHUM CKJIIEPO30OM», Koj [AOCTiAKeHHS
GN41851, Bepcis 2 Big 21 cepnHs 2020 p.

3asgBHUK, KpaiHa

ToBapHCTBO 3 0OMeXXEeHOI0 BifiNoBifanbHiCcTIO «Por YKpaiHa»

CnioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [Belitapis

[Tepetik gocC/iyKyBaHUX
nKapChbKUX 3ac00iB
Jlikapcbka dhopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

®enebpyTtuni6 (Fenebrutinib) (RO7010939, GDC-0853, G02599853, Ro 701-0939, F41 01; dbeHebpyTHHiO
(fenebrutinib)); Tabnetku, BKpuTi TUIiBKOBOWO 000noHKOW; 100 wmr; ®.Xodbdmanu-JIs Pomr JTa,
[IIBeiitjapis;
[Tnate6o g0 denebpytuni6d (Fenebrutinib) (i3omanbT; MiKpokpucTamiuHa I1e/t0/103a; KpPOCKapMeso3a
HaTpito; HaTpito cTeapuidymapar); TabaeTku, BKPUTI TTiBKOBOIO 000/0HKOW; @.XoddmanH-JIa Por JiTa,
[IIBeriapis

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

1) A.M.H., ipod. Bosommna H.IT.
HepxxaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiatpii Ta Hapkosiorii HarjioHanbHOI akazemii MeauuHUX
HayK YKpaiHu», BiJi/IeHHs ayTOIMYHHUX Ta JlereHepaTUBHUX 3aXBOPHOBaHb HEPBOBOI CMCTEMU, M. XapKiB
2) K.M.H. ['osmobopogapko A.A.

KomyHansHe HeKoMepijitiHe miarnpueMctBo «OmecbKa 0b/1acHa KitiHiuHa JslikapHsi» OfecbKoi 061acHOI pajy,
BizieHHs1 HeHpoxipyprii, M. Ozxeca

3) kepiBHUK 1leHTpYy JIpoboTeHko B.I.

KomyHanbHe HeKOMepIiiiiHe TiarnpreMcTBo «Uepkachka oOsiacHa JiikapHs Yepkacbkoi 00/1acHOI pajim»,
obsacHUM LIEeHTP AiarHOCTUKM Ta JIIKyBaHHSI PO3CiSIHOTO CK/Iepo3y Ha 0a3i HeBpOJIOTiUHOrO BifieHHS,
M. Uepkacu

4) nikap IrHarenko I.B.

MepauuHuM LleHTp NpyBaTHOrO MifnpueMcTBa «Ilepiia npuBaTHa KiiHika», M. Kuis

5) k.M.H. Kanms6yc O.1.

KomyHanbHe mignpuemMcTBo «/[HimporeTpoBchKa o6acHa KiiHiyHa JiikapHs im. LI

MeuHUKOBa»




[uinporneTpoBchKoi 06s1acHOi paau, BifaiieHHs HeBpoJorii Nel, [lep)kaBHuM 3akmnaj «/IHimporeTpoBchKa
MeZMuHa akaziemisi MiHicTepcTBa 0XOpOHHU 3/10pOB'st YKpaiHu», Kadepa HeBpoJiorii, M. [JHinpo

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

KomyHanbHe HekoMepliitiHe minpueMcTBo «Micbka KiiHiuHa JiikapHs Nel6» JIHIMpOBCHKOI MiChKOI pajy,
BiisieHHs1 HeBpoJiorii, M. [IHirpo

7) k.M.H. Koponbosa O.C.

MeauuHul 1[eHTP TOBapuUCTBa 3 OOMEXEHOH BiAMOBifambHICTIO «MenuuHuil 11eHTp «JlomoMora-rrocy,
M. KuiB

8) k.M.H. KocTroueHko A.B.

MeauuHui 1IEHTP TOBApHCTBa 3 0OMeKeHOW BiAmnoBizanpHicTIO «Xenc KiiHik», MeauuHuii KmiHiuHUN
JIOC/TiIHALIbKWM LIeHTP, BiAi/ 3araabHOI Tepartii, M. BiHHuLs

9) a.M.H., npod. Mockosko C.II.

MeauuHuii 1[eHTp TOBapucTBa 3 0OMekeHOW BiAmoBiganbHicTIO «Meguunuii 1eHTp «CamoTem»,
JIiKyBanbHO-NIPOGiIaKTUUHUMN Biffin, M. BiHHuUIs

10) a.m.H., mpod. Herpuu T.1.

KomyHanbHe HeKoMmepliitiHe TmiarnpreMcTBo JIbBiBCbKOI 06siacHOI pagu «JIpBiBChbKa obsiacHa KiiHiuHa
JIIKapHs», HEBPOJIOTiuHe BiJ/ineHHs, M. JIbBiB

11) k.m.H. Hepsnosa FO.M.

KomyHanbHe HekoMmepliiliHe mianpueMcTBO «MicbKa jikapHs Ne9» 3anopi3bkoi MiCbKOI pajid, BifiieHHs
HEeBPOJIOTiI, M. 3alIOPIKKs

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

KomyHasnbHe HekoMepljifiHe MignpueMcTBO XapKiBCbKOI o6siacHOi pagu «OO0sacHa KiTiHiUHA JIiKapHSs»,
HeBpoJIoTiyHe BiagisieHHs Nel, M. XapkiB

13) xk.M.H. XaByHKa M.{1.

KomyHanbHe HekoMepLliiiHe MiANPUEMCTBO «5-a MiCbKa KIiHiuHa JjikapHs M. JIbBOBa», HeBpOJIOTiuHe
BignmineHHs1, M. JIbBIiB

14) k.m.H. Uepke3 A.M.

KomyHasibHe HeKOMepIIiliHe MiJIpUEMCTBO «3aropi3bKa 06/1acHa KiTiHiUHa JliKapHs» 3aropi3bKoi 06s1acHoi
paau, BiagiieHHs: HeBpoJiorii Nel, M. 3anopixoks

15) k.m.H. Umup I'.C.

KomyHanbHe HekoMmepiiitiHe mignpueMctBo «O6sacHa KiiHiuHa JiikapHsi IBaHO-®paHKiBCBKOI 006/1aCHOI
pajy», HeBPOJIOTiUHe BifiIi/IeHHS 3 LIeHTPOM PO3CISIHOr0 CKy1epo3y, M. IBaHO-PpaHKiBCHK

16) k.m.H. lynsra O./.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BommHCbKoi o6macHOi pasy,
HEBPOJIOTiYHe BifiJijieHHs, M. JIYLIbK

IIpenapatu MOPiBHSIHHS,

Tepudaynomig (Teriflunomide, OBADKIO®, AUBAGIO®) (RO0247171, Ro 024-7171/F02; 108605-62-




BHUPOOHUK Ta KpaiHa

5, SUB25218; tepuduyHomif, (teriflunomide)); tBepai karicynu; 14 mr; ®imep Kninikan Cepice3 I'm6X,
[IIBeiiiapisi; Anmmak dapma Cepeicec, BeimkoOpuTaHis;

[Mnaue6o po TepudnyHomin (Teriflunomide, OBA/KIO®, AUBAGIO®), TtBepzi kamncymu; Piiep
Kinikan Cepgice3 'm6X, IIBetitapiss; Anmak @apma Cepsicec, BenrkobpuTaHis

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepariii

Komnanis,, sika fie€ 3a [JOBipeHICTIO, fIKy HaZiaB CIIOHCOP UM 3asBHUK Ha BBe3eHHs [OC/IiPKyBaHHX
nikapchbKUx 3aco0biB Ta cynyTHix MaTepianiB: TOB «®apmacodT»
JTabopatopHi goBigarku COVANCE;

Jlaboparopsi ¢opmu 3armuty COVANCE;

JlabopaTtopHi ipodopmu inBoiiciB COVANCE;

Jlaboparopui Habopu COVANCE;

Iopatkosi naboparopHi marepiamu COVANCE;

[IpoTokoau JoCmiaKeHHs;

Po3apykoBaHi maTepianu 1 maLji€HTiB;

Tectu Jamar 9-Hole Peg Test;

[Tpuctpoi Dycem Anchorpads;

Habopu SDMT;

HapuaneHi DVD pgucku Neurostatus;

IITkanu Neurostatus;

Tatimep Seiko;

BumiproBasibHa CTpiuka;

Byknetu 1010 03yBaHHS;

CrnerjiasibHi CyMKY;

IHKybaTopw;

[T1aH11€TH/EIEKTPOHHI ONUTYBaTbHUKKM Samsung Tablet

I'enepanbHuil AUpeKTOp /JupeKkTopary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hopatok Ne 13

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
20.04.2021 Ne 762

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure, paHzoMi3oBaHe [OC/TiPKeHHs [/l OL[iHKU BifiHOCHOI 6iogoctymHocTi (B/) i 6ioekBiBasieHTHOCTI
(BE) mpenapatiB y Bursisgi kom0OiHarii i3 dikcoBaHoro go3ot0 (K@) Hipamapuby mmoc abipaTepoHy
auerat (AA) y mopiBHsSHHI 3 Hiparmapubom i AA, 10 TNPU3HAYAIOTHCS OJHOYACHO Yy BUIJISIAI
MOHOIIperiapaTiB, y YOJIOBIKIB 3 pakoM MepeJMiXypOBOI 3a103u», Kog gociaifpkeHHss 67652000PCR1001,
IToripaBka 1 Biz 06 xoBTHsA 2020 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaiHa

CnoHcop, KpaiHa

Anccen ®apmaueBtrka HB /Janssen Pharmaceutica NV

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

Hiparapu6 100 wmr kancymm (Hipamapib, 3emkyma, 3ebimkyna, Niraparib, Zejula) (JNJ-64091742;
Hipamnapu6 To3unat MoHorifjpat, Hipanapib To3uiat MoHorizipaT, niraparib tosylate monohydrate); karicyiu;
100 mr (minirpam(u)); Janssen R&D (Division of Janssen Pharmaceutica NV), benbris; Catalent CTS, LLC,
CIIIA; Catalent Pharma Solutions LLC., CIIIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical
Services GmbH, IIIBefitjapiss; Mayne Pharma, Inc., CIIIA; Quotient Sciences —Philadelphia, LLC, CIIIA;
Shanghai STA Pharmaceutical Product Co., Ltd. (STA Shanghai), Kuraii; Almac Clinical Services Ltd,
Benuka bpuTtanisi; Almac Clinical Services, CIIIA; Almac Clinical Services (Ireland) Limited, Ipnangis;
AbGiparepona arerar (3utwra, 3itira, 3utira, ZYTIGA) 250 wmr Tabsmetku (AbGiparepoHa arierar,
abiparepoHy arietar, abiraterone acetate); Tabnetku; 250 mr (mismirpam(u)); Janssen R&D (Division of
Janssen Pharmaceutica NV), Bensrisi; Catalent CTS, LLC, CIIIA; Catalent Pharma Solutions LLC., CIIIA;
Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services GmbH, IIBetitjapis; Ilateon IHk., KaHaza;
CJINJ-67652000 (G009), Hipamapu6 (Hiparapi6)/A6iparepona arjetat (AbipaTepony arjerar) ®KJ/I 50/500
Mmr (niraparib/abiraterone acetate FDC 50/500mg), (AA500/NIRA50/FC) (CIJNJ-67652000-G009;
Hipamapu6 (Hipamapi6, Niraparib)/AbGipaTtepona arjerat (Abiraterone Acetate)); TabmeTKu BKpHUTI
TUTiBKOBOIO 000/10HKOIO (hikcoBaHa KombiHartist 103u); 50/500 mr (minirpam(u)); Janssen R&D (Division of
Janssen Pharmaceutica NV), Benbrisg; Patheon France - Bourgoin Jallieu, ®paniisi; Eurofins
PharmaQualityControl-Les Ulis, ®panuis; Eurofins PHAST GmbH, Himeuyuuna; PHAST Development
GmbH & Co0.KG, HimeuunHa; Johnson&Johnson Private Limited, Ingis; Catalent CTS, LLC, CIIIA;
Catalent Pharma Solutions LLC., CIIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
GmbH, IlIBetitapis;

CJNJ-67652000 (G010), Hiparapu6 (Hipamapi6)/AbipatepoHna atjetaT (Abiparepony arerar) ®KJI 100/500




Mmr (niraparib/abiraterone acetate FDC 100/500mg), (AA500/NIRA100/FC) (CJNJ-67652000-G010;
Hipamapu6 (Hipamapi6, Niraparib)/AGipatepona arjerar (Abiraterone Acetate)); TabseTKu BKpUTI
TUTIBKOBOIO 000/10HKOO ((hikcoBaHa KombiHarisi 103u); 100/500 mr (minmirpam(u)); Janssen R&D (Division
of Janssen Pharmaceutica NV), benbrisi; Patheon France - Bourgoin Jallieu, ®panuis; Eurofins
PharmaQualityControl-Les Ulis, ®paniiis; Eurofins PHAST GmbH, Himeuunna; PHAST Development
GmbH & Co0.KG, Himeuunna; Johnson&Johnson Private Limited, Ingis; Catalent CTS, LLC, CIIIA;
Catalent Pharma Solutions LLC., CIIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
GmbH, IlIBetitiapis

Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBefjeHHS
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. bongapenko FO.M.
MenuyHul LIEHTP TOBapUCTBa 3 0OMEXKeHOI BiJNOBiZanbHICTIO «I'apMOHist Kpacu», Bifii/leHHs] K/TiHIYHUX
BUTpoOyBaHb, M. KuiB

[IpenapaTtu OpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/nperiapaTty
CyNyTHBOI Tepartii

- maboparopHi Habopu

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHsI Onekcanap KOMAPIJA




Hopatok Ne 14

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«BigkpuTe paHzoMi3oBaHe KOHTPOJIbOBAHE [OCJIi/PKEHHS 3 METOI0 OI[iHKH e()eKTUBHOCTI Ta Oe3rmeuHoCTi
npenapaty UGN-102, a TakoXX CTIiMKOCTi BiJTIOBiJli Ha Tepamil mMpernapaToM Yy TO€JHaHHI 3
TPaHCYPeTPa/bHOI Pe3eKI[iEl0 CeuoBOro Mixypa uu 6e3 Hel B TALli€HTIB i3 M’s130BO-HeiHBa3UBHUM PAaKOM
CeYOBOr0 Mixypa HHU3BKOTO CTYIeHsl 3/I08KiCHOCTi 3 TPyNM TPOMDKHOIO PU3MKY (KOJOBe T03HaueHHs
nocnimpkenHs: ATLAS)», kox nociimpkenas BLOO06, pepakuis 1.1 Big 16 BepecHs 2020 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEKEHOIO BIATIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnioHCOp, KpaiHa

«HOpo/lxen ®apma Jlimitea» [UroGen Pharma Ltd.], I3painb

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

UGN-102 (mitomitmH) (UGN-102; po3uuH Ajis iHTpaBe3WKalbHOTO BBe/leHHs:: MiTOMIlIMH, MOPOILLIOK /s
PO3UMHY /151 iHTpaBe3uKasbHOro BBefeHHs; Mitomycin; UGN-102; CTepusibHUM Tifjporenb, PO3YMHHUK
JU1s1 PO3UMHY Ji/1s1 iHTpaBe3uKaIbHOTO BBEJ€HHS); TIOPOLLOK /I PO3YMHY [i/Isl iHTpaBe3uKaabHOTO BBeZEeHHS
y Habopi 3 po3unMHHUKOM (cTepwibHMU Tifporens); 40 mr; «Cenexi-Laboratoires Thissen, S.A», Besnbris;
«Clinical Supplies Management Europe sa (CSM Europe sa)», benbris;

CrepunbHui rigporens (CTepunbHUM Tifporesb); PO3UMHHUK [Jid PO3UYMHY [/l IHTPaBe3WKaJbHOTO
BBefleHHsT; 60 My; «Isotopia Molecular Imaging Ltd.», I3paine; «Clinical Supplies Management Europe sa
(CSM Europe sa)», benbris

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

1) 3aB. Bia. JlecHsik O.M.

KomyHanbHe HekoMepiiitiHe TignpueMcTBO «KiliHiuHa siKapHs MBUAKOI MeAUYHOI J0NOMOrU M. JIbBOBa»,
ypOJIOTiuHe BiziieHHs, M. JIbBIiB

2) k.M.H. bapgakoB I'.T'".

KomyHanbHe HeKkoMepiiiliHe MiANpUEMCTBO «YepHITiBCbKMM MeAWUYHHM 1[eHTP Cy4yacHOi OHKOJIOTii»
YepHiriBceKoi 06/1acHOi pasiy, absomMiHaIbHe BiJfIiIeHHS 3 YPOJIOTiYHUMHU JIDKKaMH, M. UepHiriB

3) k.M.H. Carans O.C.

KomyHanbHe HeKoMepIiiiiHe MiAprueMCTBO «3aropi3bka 00siacHa KiTiHiuHa JlikapHs» 3aropi3bKoi 06s1acHol
pajiy, ypOJIOTiuHe BigJieHHs, M. 3aropixkKs

4) p.M.H., pod. AHTOHsH .M.

KoMyHa/ibHe HeKoMepijifiHe MiAnprueMcTBO XapKiBchbKoi 06s1acHOi paau «O6acHUM MeJUUHUN KITiHIUHUM
1IeHTp ypoJiorii i HedpoJiorii im. B.1. [IlanoBana», yposoriude BifmisienHs Ne5, M. XapkiB




5) nikap Ceprees C.M.

KomyHanbHe HekoMepliiiiHe miAnpueMcTBo «Mickka KiiHiuHa jikapHs Ned» [THINPOBCHKOI MiChKOI pajw,
BignineHHs yponorii Ne2, M. [IHinpo

6) k.M.H. Hepdba M.}O.

KomyHanbHe HekoMepliifiHe —mignpueMcTBO XapKiBCbKoi 06macHoi pagu  «O6sacHUNA — KITiHIYHUR
crelliasni3oBaHMM AMCIIaHCED pafialliiHOTO 3aXUCTy Hace/eHHs», XipypriuHe BiJfli/ieHHs] 3 OHKOJIOTIYHUMU
JIDKKaMy, M. XapKiB

7) 3aB. Big. Hambangsa T.A.

KomyHaneHe HeKoMepiliiHe miArnpueMcTBo «O6/acHUM 1[eHTP OHKOJIOTii», OHKOYPOJIOTiuHe BiileHHs,
M. XapKiB

8) a.Mm.H., mpod. Penopyk O.C.

Ob6nacHe KOMyHa/lbHe HEKOMepIliiiHe TiAnpueMcTBO «YepHiBellbKa JIiKapHS ILIBUAKOI MeJUYHOL
JIOTIOMOTW», YPOJIOTiuHe BiaziseHHs, M. YUepHiBLi

9) a.m.H., npod. Koctiok O.T'.

KomyHanbHe HekomepliiiiHe MignpueMCTBO «IloibCbKUM perioHalbHUN LIeHTP OHKOJIOTii BiHHULIBKOT
o6iacHOi pagu», yposioriuHe BiffiieHHs, M. BiHHULS

10) nixap IN'ouynsk A.B.

KomyHanbHe HekoMmepiiifiHe mignpuemMctBo «O6macHa KrmiHiuHa JikapHsi IBaHO-®paHKiBCBKOiI 006/1acHOT
paZin», yposioriuHe BigzaiseHHs, M. IBaHo-®paHKiBCbK

11) a.m.H., npod. MosnuaHoB P.M.

KomyHanbHe HekoMepLiliHe miAnpueMcTBo «Mickka KiiHiuHa JikapHs Ne6» [IHINPOBCHKOI MiCBKOI pajw,
ypoJioriyHe BifzineHHs, M. [IHirpo

12) k.m.H. [Iloctak M.B.

KomyHanbHe HekoMmepliliHe miAnpuemMcTBo «Micbka kiiHiuHa sikapHsi NelO» Opecbkol MickKol pajw,
ypoJioriunHe BiagiieHHs Ne2, M. Ozeca

13) k.M.H. Bunanuenko 1.0.

KomyHanbHe HekoMmepriiiHe mignpueMctBo Cymcbkoi obsacHoi pagu CyMcbKuii 00/1acHUM KITiHIUHUN
OHKOJIOTIYHMI JucriaHcep, OHKOXipypriuHe BigaineHHs Nel, m. Cymu

14) a.m.H., ipod. Pycun A.B.

KoMmyHanbHe HeKkoMepliiliHe MiANPUEMCTBO «3aKaprnaTCbKUM MPOTUMTYXJIMHHUM L1eHTp» 3akapnaTCcbKoi
o6siacHOI pajy, BifiiieHHs Xipyprii MyX/vH, M. ¥Y>Kropog,

15) a.m.H., npod. KprkaHiBcbka A.€.

KomyHaneHe HekoMmepLiiiHe miANpueMcTBO «IIpyMKapnaTCbKUM KIIiHIYHMM OHKOJIOTIYHMM LieHTp IBaHO-
dpaHKiBCbKOI 00/1aCHOI pazipi», MaMoJIoTiuHe BifziseHHs, IBaHOo-PpaHKIBCLKMI HALliOHALHUNA MeTUYHHMA
yHiBepcuTeT, Kadeapa oHKosorii, M. IBaHO-PpaHKiBChK

16) n.m.H., npod. Ctych B.I1.




KomyHanbHe mignpuemMcTBo «/IHinporeTpoBcbka o6sacHa KiiHiyHa JjikapHsi iM. LI, MeuHukoBa»
[HinporneTpoBchKOi 06/1acHOI pajy, BimmineHHs yponorii Ne2 (oHKOJIOTiuHe), M. JIHITIpO

[IpenapaTtu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi Baxine gns mmpuia Urojectl3 (UroJectl3 Syringe Lever). Bupobuuk: Nissha Medical Technologies,
MaTepiasiu/mpernapaTu CIIA; Oxonompkyroua nigcraBka (Chilling Block).
CYNyTHbOI Teparnii Bupobnuk: Nissha Medical Technologies, CITIA

I'eHepanbHM# AUpeKTOp /lupeKkTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok Ne 15
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«docnimkenns dasu 1b/2 npenapaty TAK-981 y noeaHanHi 3 [Tembposizymabom fijisi oLjiHKK Oe3meuHoCTi,
TePeHOCUMOCTi Ta TIPOTUMYX/IMHHOI aKTUBHOCTI 11i€i KoMbiHallii y maijieHTiB 3 OKpeMHUMU MPOrPecyrounMu
abo MeTacTaTWYHMMHU COJIIHUMH TyXJUHaMW», Koj —pocomimpkeHHs TAK-981-1502, Bepcis 3
iHKopriopoBaHoto norpaskoro 01 Big 22 ksiTHsA 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO0mexeHoro BiamosigampHicTio «KoHTpakTHO-[locmigaunibka Oprarizamis [HHObapM-
YKpaiHa»

CnoHcop, KpaiHa

«Takena [leBenonmenT Cenrep Amepikac, IHk.» («TJC Amepikac»), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

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

TAK-981 (TAK-981; TAK-981); po3uun ans iH@y3iit, 100 mr/10 ma (10 mr/mn) y ¢uiakoni; 100 mr/10 m
(10 mr/mn) mr/mn (mimirpami/mininitp); LSNE Inc., USA; Eurofins Lancaster Laboratories, USA; Almac
Clinical Services, United States; Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical
Services Limited, United Kingdom;

KITPYIOA (nmembponizymad) (KITPYZIA; Pembrolizumab); koHijeHTpar Ayt po3uumHy [jis iHdY3iH, 25
mr/min (4 M KoHIeHTpaty y makoHi, 1m0 Mictuth 100 wmr mem6pomizymaly); 25 wmr/mi
(minirpamiB/minisitp); Schering-Plough Labo NV, Belgium

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

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

KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «Miceka KiiHiuHa jikapHs Ned» [IHINPOBCBKOI MICBKOI pajw,
roCIpO3paxyHKOBUH BiJfIi/1 IeHHOTO CTaljioHapy MiCbKOT0 XiMioTeparieBTUYHOrO LieHTpy, M. [JHirpo

2) 3aB. Biz. Jpobnep I.T.

KoMyHa/ibHe HeKOMepIiiiHe TANpUEMCTBO «XMeTbHULIBKUN 00/IaCHUM  TPOTHUITYX/TMHHUM  I[eHTP»
XMebHUIBKOI 00/1acHOi pajiv, BiffisieHHS HOBOYTBOPEHb TPY[HOI 3a/03U, IIKipH, M’SIKUX TKaHWH Ta
KiCTOK, M. XMeJIbHULIbKHI

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

HepkaBHa ycTaHoBa «IHCTUTYT 3arasbHOi Ta HeBifgkmazHoi Xipyprii imeni B.T.3aiiijeBa HaijioHambHOT
akaZiemil MeMYHUX HayK YKpalHW», BiAJi/eHHd THIMHOI Xipyprii Ha 25 JIDKOK 3 IanaTtor IHTeHCUBHOI
Teparii Ha 6 Mi>KoK, XapKiBcbka MeJMUHa akajeMist Mic/IsIUIJIOMHOT OCBiTH, Kadeapa OHKOJOTIT Ta AUTSYOL
OHKOJI0Tii, M. XapKiB




4) 3aB. Big. Ko63es O.1.

KomyHanbHe HekoMmepliifiHe mignpueMcTBo «OO6acHUIA 1LIEHTP OHKOJIOTIii», OHKOXipypriuxHe BifineHHs
OpraHiB rpyJHOI IOPOXXKHUHU, M. XapKiB

5) k.M.H. [Tominuyk /I.B.

ToBapHuCTBO 3 0OMEeXXEeHOI0 BifiNMOBianbHiCTIO «Meanunuii 11eHTp «BEPYM», M. Kuis

6) nikap CiHenbHIKOB 1.B.

KomyHasbHe mianprueMcTBo «BoMMHCBKUI 00/1aCHUM MeJUUHHUM 1[eHTP OHKOJIOTii» BOJMHCBHKOI 06/1acHOT
pajJii, OHKOJIOT1YHe XiMioTepaneBTUYHE Bi/iyieHHs, M. JIYITbK

[IpenapaTtu MOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepariii

- mabopaTtopHi Habopw;
- LITIPULY, TOJIKH, CUCTEMU

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




Hopatok Ne 16
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«baraTolieHTpoBe, paHOMi30BaHe, moABiliHe ciire gocimkeHHss III ¢a3m kKombiHarii MK-7684 3
nemOpostisymabom (MK-7684A) mopiBHSIHO 3 MOHOTepari€r0 TeMOposisyMaboM B SIKOCTi TepIioi JiiHii
Teparii /i yuyacHUKIiB 3 PD-L1-TO3UTUBHUM MeTacTaTUUHUM HePiOHOKTITHHHUM PAaKOM JIeTe€HiB», KOZ
pJocnifykeHHss MK-7684A-003, sepcis 00 Big 19 >koBTHs 2020 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeEXXeHOI0 BifnoBifampHicTI0 «MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn eng Hoym Kopm.», mouipHe nignpuemctBo «Mepk eHf Ko., [nk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

MK-7684A (MK-3475/MK-7684) (MK-7684A; SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106;
ORG 307448-0; Anti-PD1; MK-3475 (a-PD-1); MK-3475, TTemOposizyma6, Pembrolizumab; KITPYIA;
KEYTRUDA; KITPYIA®; KEYTRUDA®; MK-7684; Vibostolimab, BibocTosiiMa0); crepuibHU PO3UKH
JJ1s BHYTpilIHbOBeHHOI iHQYy3il; MK-7684A 10/10 mr/mn (MK-3475 10mr/mn /MK-7684 10mr/mn), 20 mn
CTEPWIBHOTO PO3YMHY [Ji BHYTpilllHbOBeHHOI iH(QYy3ii, dnakoH; 10/10 mr/ma ( Migirpam/minimitp);
Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services, USA; Almac Clinical Services Ltd,
United Kingdom; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp and Dohme Corp., USA; Fisher Clinical Services GmbH, Germany

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

1) a.m.H., ipod. JIucenko C.A.

KomyHanbHe HekoMmepliiiiHe MiAnMpUeEMCTBO «Ilo/ibCbKUM perioHanbHUN LIeHTP OHKOJorii BiHHULIBKOT
obmacHoi Pagu», XiMmioTeparieBTWUHe BizfineHHs, BiHHUIBKWI Hal[iOHA/JIbHUN MeJWUHWMA YHiBEepCUTET
im. MLI. TIuporoga, kadeapa nMpomMeHeBOI ZiarHOCTUKH, IPOMeHeBOI Tepariii Ta OHK0JIOTi1, M. BiHHuLIs

2) nikap Jlinenpka O.I1.

KoMyHa/ibHe HeKOMepIliiiHe MMiJpUEMCTBO «KUTOMUDPCHKUM 00/aCHUM OHKOJIOTiUHHN  UCTIaHCep»
JKuromupcekoi 0bacHOI pasiy, XxiMioTeparieBTUYHe BiffineHHs, M. JKutomup

3) a.m.H. Konecnik O.IT.

Menuunuii 11eHTp ToBapucTBa 3 00MEXeHOH BizmoBizanbHicTIO «OHKO/Makd», AeHHHWM CcTarfioHap,
M. 3aropixoKs

4) nikap [Tapamonos B.B.




KomyHanbHe HeKoMepIjiiiHe TiAnprueMCcTBO «UepKachKHil 00/1aCHUN OHKOJIOTiUHUH JucriaHcep YepkachbKoi
obacHoi pajiu», 06/1aCHUM LIeHTP K/TiHiYHOI OHKOJIOTIi (OHKOXiMioTeparneBTHUHMIA), M. UepKacu

5) nikap botiko B.B.

KomyHanbHe HekoMepliiiHe MiANprUeMCTBO «IIpUKapnaTCbKuil KIIiHIYHMM OHKOJIOTiUHMM LeHTp IBaHO-
dpankiBcbKOi 06/1acHOT pasin», xipypriuHe BiagineHHs Ne2, M. IBaHO-®paHKiBCHK

6) A.M.H., npod. dyanivenko O.C.

HepxaBHa yctaHoBa «IHCTUTYT 3aranbHOi Ta HeBifkaagHoi xipyprii imeni B.T. 3aiiueBa HauioHanbHOT
akaziemil MeMUHUX HayK YKpaiHW», BiAfineHHs rHiliHOi Xipyprii Ha 25 /MDKOK 3 ManaTtorw iHTeHCUBHOI
Tepariii Ha 6 /Ti>koK, XapKiBCchbKa MeJJUuHa akajeMisi iC/sIAUTIIOMHOT OCBiTH, Kadeipa OHKOJ/IOTiT Ta AUTSYOT
OHKOJIOTii, M. XapKiB

7) K.M.H. Agamuyk [".A.

KomyHanbHe mifgnpuemctBo «KpuBOpi3bkuii OHKOJIOTiUHMK AucriaHcep» JIHIrporneTpoBcbKoi 06siacHOi
paau», XimioTeparieBTUUHe BiajinieHHs, M. KpuBuii Pir

8) nikap 3y6 O.B.

KomyHanbHe HekoMepiiiliHe MiANPUEMCTBO «YepHITiBCbKMI MeAWUHHM 1[eHTP Cy4acHOi OHKOJIOTii»
YepHiriBcbKo1 00/1aCHOI pajiy, BifilineHHsT K/TiHiYHOT OHKOJIOTII Ta TiHeKoJiorii, M. UepHiriB

[IpenapaTtu NOpiBHAHHS,
BHUPOOHUK Ta KpaiHa

KITPYJA®; KEYTRUDA® (MK-3475; SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG
307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (a-PD-1); MK-3475; Ilembposnizyma0,
Pembrolizumab; KITPYJA; KEYTRUDA; KITPYJA®; KEYTRUDA®); cTepuIbHUM PpO3UMH AJIs1
BHYTpIllIHBOBeHHOI iH(Y3ii; MK-3475 25 mr/mi, 4 M/ CTepUIBHOTO PO3UYMHY [Jis1 BHYTPilLIHBOBEHHOT
iHdysii, ¢nakon; 25 mr/ma (minirpam/mininitp); Werthenstein BioPharma GmbH, Switzerland; Almac
Clinical Services, USA; Almac Clinical Services Ltd, United Kingdom; MSD International GmbH T/A
MSD Ireland (Carlow), Ireland; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc.,
USA,; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp and Dohme Corp., USA

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- mabopatopHi Habopw;

- min/max TepMOMeTpY;

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

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

- IPyKOBaHi Marepianu.

Kowmmanisg, fika [i€ 3a [OBIPeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [JOC/ipKyBaHUX
JiKapchKuX 3acobiB Ta cynyTHix MaTepianiB: TOB «Arenuisi «C.M.O.-YkpaiHa»

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




Hopatok Ne 17

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«Bigkpure mocmimkenss 1 ¢a3u 3 oliHKK Oe3nevHoCTi, papMaKOKiHeTHKY i hapMaKOJWHAMIKH TIperapary
JNJ-64264681 B yuaCHMKIB 3 HEeXO/PKKiHCHKOI JiM(POMOIO Ta XPOHIUHUM MiM(OLUTaPHUM JIEMKO30M»,
KoJl mocaipkeHHs 642646811 YM1001, nornpaBka 3, Bif 14 cepnnsi 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», ¥YKpaiHa

CnioHCOop, KpaiHa

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

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

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

JNJ-64264681; JNJ-64264681-ZAT; G005 (JNJ-64264681; IJNJ-64264681-ZAT; JNJ-64264681;
JNJ-64264681-ZAT); kancynu; 140 mr; Janssen Pharmaceutica NV, Benbrisi; Fisher Clinical Services,
CIIA; Shanghai STA Pharmaceutical Product Co., Ltd., Kwuraii; Fisher Clinical Services GmbH,
[IBetitapis

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

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

ToBaprcTBO 3 00Me)KeHOI BiAmoBifambHICTIO «MeguuHuii LeHTp iMeHi akagemika FOpis IIpokomnoBuua
CribkeHKa», Bigfin KmiHiuHMX #goctipkeHb Ne 1, KuiBcbka o6macth, KreBo-CBATOMIMHCHKUEN palioH,
c. KamniTaniBka

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

Lab kits from Covance.

I'enepanbHuil AupeKTOp /lUpeKkTopaTry

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HopnaTtok Ne 18

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/PKeHHSI CYyTTEBUX MOIMPAaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«Bigkpure, paHgomizoBaHe gocimimpkenHs I ¢asu  gasg  omiHKKM  edpeKTHMBHOCTI Ta Oe3rmeuHOCTi
nem6Opostisymaby (MK-3475) y komb6inarii 3 6emytudanom (MK-6482) ta nenBatrHibom (MK-7902), abo
MK-1308A y koMbiHaljii 3 leHBaTUHIOOM TIOPiBHSIHO 3 1eMOpoJTisymMaboM i 1eHBaTHHIOOM B SIKOCTi TiepIioi
JIHIT Teparmil JJjis YYaCHUKIB 3 PO3IOBCIO[KEHOK CBIiTJIOK/JIITUHHOK HHUPKOBO-KJIITUHHOK KapLIMHOMOIO»,
Ko mociipkeHHss MK-6482-012, 3 inkopnopoBaHoro norpaBkoro 01 Bif 26 ciung 2021 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

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

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

MK-3475, TTembposnizymab, Pembrolizumab, Keytruda®, Kitpyza® (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475); cTepuibHU
PO3uUrH [ijisi BHYTpillIHbOBeHHOI iHGy3ii; 25 mr/mn (Minirpam/mininitp); Almac Clinical Services, USA;
Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and
Dohme Corp. (Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; MSD International
GmbH T/A Ireland (Carlow), Ireland,;

JlenBatuHi6, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBaTuHi6 Me3uiatr, Lenvatinib
mesilate; Lenvatinib, JleaBatuni6); karicysmu; 10 mr (minirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.
(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA; Eisai Ltd., UK; Eisai GmbH, Germany;
JlenBatuHi6, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBaTuHi6 Me3umat, Lenvatinib
mesilate; Lenvatinib, JleaBatuni0); kancymu; 4 mr (mimirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.




(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA; Eisai Ltd., UK; Eisai GmbH, Germany;
MK-1308A, MK-1308/MK-3475, MK-1308/Pembrolizumab  (MK-1308A, MK-1308/MK-3475;
MK-1308/MK-3475, MK-1308/Pembrolizumab); cTepunbHMi1 pO3uMH /751 BHYTPIlLIHbOBEHHOI iH]Y3ii;
1.43/22.86 mr/mn (minirpam/mininitp); Almac Clinical Services, USA; Almac Clinical Services Limited,
United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher
Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp. (Merck & Co., Inc.), USA;
Werthenstein BioPharma GmbH, Switzerland; MSD International GmbH T/A Ireland (Carlow), Ireland;
Fisher Clinical Services GmbH, Germany; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;
Belzutifan, MK-6482 (MK-6482; Belzutifan, MK-6482); TabneTki BKpPHTi TTIBKOBOIO 000/10HKOO; 40 MrT;
Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck, Sharp and Dohme Corp. (Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH,
Switzerland; Patheon Inc, Canada; Bend Research Inc. Manufacturing, USA; Fisher Clinical Services
GmbH, Germany; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Merck Sharp & Dohme
Corp., USA

Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBefjeHHS
BUTIPOOYBaHHS B YKpaiHi

1) n.m.H., ipo¢. KprkaHiBcbka A.€.

KomyHaneHe HekomepLiiiHe MiAnpueMcTBO «IIpvKapnaTCbKyUK KJIiHIYHWMM OHKOJIOTiUHWK LeHTp IBaHO-
dpaHKiBCbKOI 00/1aCHOI pajau», Bifi/eHHsT JeHHOro craijioHapy, IBaHO-DpaHKIBCHKUH HalliOHaTbHUN
Me/IMYHUI YHiBepcUTeT, Kadeapa oHKosOrii, M. IBaHO-PpaHKiBCbK

2) a.M.H., ipod. Ctycs B.IT.

KomyHanbHe mignpuemcTBo «/IHimporieTpoBchka o6sacHa KiiiHiyHa JfikapHsi iM. [.I. MeuHukoBa»
[HinporneTpoBcbKOi 00s1acHOi pafw», BiggineHHs yposorii Ne2 (oHKosOTiuHe), [lep)KaBHUN 3aKiaf
«[dHinponeTpoBchbKa MeJuWyHa akafemiss MiHicTepcTBa OXOpPOHHM 370pOB‘si YKpaiHu», Kadezapa yposorii,
M. IHinpo

3) k.M.H. Xapeba I'.T".

KomyHansHe HeKoMepijitiHe MiAnpueMcTBo XapKiBcbkoi 0b6sacHoi paau «O6acHUM MeJUUHUN KITiHIUHMM
LeHTp ypoviorii i Hedposiorii im. B.1. [IlarioBana», BiagineHHs: oHKoIOriuHOi yposorii Ne5, M. XapkiB

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

KomyHanbHe HekoMepiiiliHe TiArnprueMcTBo «O0acHUN 1L[EHTP OHKOJIOTIii», OHKOYPOJIOTiuHe BifiseHHs,
M. XapKiB

5) pupekrop ITapamonos B.B.

KomyHanbHe HeKoMeplIifiHe mirprueMcTBO «YepKacbkuii 00/1aCHUI OHKOJIOTiUHMI AucriaHcep YepKachKoi
obmacHoi pagu», O61acHUH IeHTpP K/iHIYHO1 OHKOJIOTi1 (OHKOXiMioTeparieBTUUHUK), M. Yepkacu




6) nikap 3y6 O.B.

KomyHanbHe HekoMepliiiiHe TMiANpUeEMCTBO «UepHIriBCbKUid MeJAWYHUM LIeHTP CydyaCHOi OHKOJIOTii»
YepHiriBcbKoi 00/1aCHOT pajiy, Bifiji/leHHsT K/TiHIYHOI OHKOJIOTIi Ta riHekosorii, M. UepHiriB

7) nikap I'onynsik S.B.

KomyHanbHe HekoMmepiiitiHe mignpueMctBo «O6sacHa KhiiHiuHa JiikapHsi IBaHO-®paHKiBCBKOI 006/1aCHOI
paju», BifaineHHs yposiorii, M. IBaHO-®paHKiBCBK

8) nikap 3BoHaproBa H.T'.

KomyHanbHe — mAnpueMcTBO  «/IHIMIPOBCHKUE  00MacHWM — K/TiHIYHWNA ~ OHKOJIOTIUHWM  AMCIIaHCEP»
ITHinporeTpoBchKoi 06/1aCHOT pajid, OHKOXiMioTepaneBTHUHE BifineHHs, M. JJHITIpo

[Ipernapatu OpiBHAHHS,
BHUPOOHMK Ta KpaiHa

MK-3475, Tlembposnizymab, Pembrolizumab, Keytruda®, Kitpyga® (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1));
CTepU/bHUM PpO3UYMH [/1s1 BHYTPIIIHbOBeHHOI iHdy3il; 25 mr/mn (mimirpam/mininitp); Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom;
Merck, Sharp and Dohme Corp. (Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland;
MSD International GmbH T/A Ireland (Carlow), Ireland;

JlenBatuHi0, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBatuHi0 Me3wusnar, Lenvatinib
mesilate; Lenvatinib, JleaBatuni0); karicysmu; 10 mr (mimirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.
(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA; Eisai Ltd., UK; Eisai GmbH, Germany;
JlenBatuHi0, Lenvatinib, Lenvima®, Kisplyx® (E7080; MK-7902; JlenBatuHi0 Me3wsar, Lenvatinib
mesilate; Lenvatinib, JleaBatuni0); kancymu; 4 mr (mimirpam); Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.
(Merck & Co., Inc.), USA; Werthenstein BioPharma GmbH, Switzerland; Patheon Inc, Canada; Eisai Co.,
Ltd., Japan; Eisai Co., Ltd., Japan; Fuji Chemical Industries Co., Ltd., Japan; Catalent Pharma Solutions
LLC (Philadelphia), USA; Catalent UK Packaging Ltd., United Kingdom; Sharp Clinical Services (UK)
Limited, United Kingdom; Sharp Clinical Services Inc, USA; Eisai Ltd., UK; Eisai GmbH, Germany

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- mabopaTtopHi Habopw;

- min/max TepMOMeTpy;

- CKaHepHM /ISl 3UMTYyBaHHs IITPUX-KoZiB (Barcode scanners);
- eJIeKTPOHHI 1110leHHUKHU /17151 nauieHTiB (Wi-Fi Moznem);




- iHdy3omaTy;

- IPYKOBaHi MaTepiany;

- Hocil indopmariii (USB drive)

Kommnanisg, fika [i€ 3a [OBIPeHICTIO, Ky HaJaB CIIOHCOpP YW 3asgBHUK Ha BBe3eHHS [OC/IiKyBaHUX
niKapchKUX 3acobiB Ta cynyTHix MaTepianiB: TOB «Arenuis «C.M.O.-YkpaiHa»

I'enepanbHuii AUpeKTOp /lUpexkTopary

(¢apmaneBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




Hopmatok Ne 19

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ KeHHs CyTTEBUX IOIPaBOK»
20.04.2021 Ne 762

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

Kniniune gocmimkeHHs: GpapMakoKiHeTHKH, Oe3reku i mepeHOCUMMOCTi mperiapaty ['imepTpwsi, po3uuH Ais
in'ekuit 5 mr/mn, Bupo6HuuTBa IIpAT «Jlekxim-XapkiB» 3a yuactio HBO «®apmatpon», y 370poBHUX
nobpoBosbiiB, Koa gocrimkenHas LCKH/GPT/PK, Bepcist Ne 2 Big 12.02.2021

3asgBHUK, KpaiHa

[TpuBatHe AkijioHepHe ToBapucTBo «JIekxiM-XapkiB», YKpaiHa

CnioHCOop, KpaiHa

ITpuBaTtHe AkifioHepHe ToBapucTBO «JIekxiM-XapkiB», YKpaiHa

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

Cineprpun (CIIIEPTPUJI® (6pomiz 1-(B-thenineTnn)-4-amino-1,2,4-rpuasonisn)); PosuuH s iH'eKiii;
10 mr (2 mn) Konuentpauisi 5 mr/mi; [IprBaTHe akijioHepHe TOBapUCTBO «JIekxim-XapkiB», YKpaiHa

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

1) ron. nikap Aptu b.1.

MIL] TOB «Kinika IHHO®AP - YkpaiHa IHHoBetiTiB ®@apma Pecepu», UepHiBelbka 06s1., HoBocemmiibKuit
paiioH, c. bosiHu

2) k.6.H. Jlibina B.B.

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

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuil AupeKTOp /lUpeKkTopaTry

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HopaTtok Ne 20

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/)KEHHSI CYTTEBUX MOMNPaBOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

Bpouypa Hocnigauka ComananuTad (NNC0195-0092) pocnimkennss NN8640 - nediuT ropMoHy pocTy
y ZiTeil Ta mopociux, BuAaHHs 11, didanbHa Bepcis 1.0 Big 22 ciunst 2021 poky, aHIJIiHCHKOI MOBOIO;
Hopatok 1, “Nonclinical Study Tabulations” go Bpomypu docnignuka ComarauurtaH BujaHHs 11,
¢inanbHa Bepcis 1.0 Big 22 ciuns 2021 poky, aHraiicbkkoro MoBoro; JozaaTok 2, “Summary of clinical data
from completed clinical trials” go Bpowypu docnigHrka Comanauumras BujanHs 11, dinanbHa Bepcis 1.0
Big 22 ciuns 2021 poky, aHrjiticbkkoro MoBowo; logaTtok 3, “Tables of adverse events” go Bpomiypu
Hocnigprvka Comanauurtad BuaaHHsa 11, ¢iHanbHa Bepcis 1.0 Big 22 ciuns 2021 poky, aHT/IiMCHKORO
MOBOO; 3anmyueHHs oAaTkoBoi BupobHuyoi fginsHkyu Novo Nordisk A/S (Hallas Alle, Kalundborg, 4400,
Denmark) pans  gociimkyBaHoro mikapcekoro 3acoby Comananumrad; OHOB/IEHI  poO3fiiM  OCkE
JocaimKyBaHoro Jiikapcbkoro 3aco0y Comanauutas: Po3gin Facilities and Equipment, ¢inanbHa Bepcis
5.0 Big 23 nuctomaza 2020 p., anrilicbkoro MoBoto; Po3ain 3.2.S.2 Manufacture, ¢ginanbHa Bepcist 8.0 Bif
15 rpygnst 2020 p., aHrmiiicbkoro MoBoto; Po3ain 3.2.S.4 Control of Drug Substance, ¢iHansHa Bepcisi 6.0
Bif 03 rpygns 2020 p., aHrmiiicbkoro mMoBoro; Po3pin 3.2.S.7 Stability, dinansHa Bepcis 11.0 Big 07
rpyAHst 2020 p., aHrJitickkoro MoBoto; Po3zin 3.2.P.2 Pharmaceutical Development, dinanbHa Bepcis 3.0
Bif14 rpyaus 2020 p., anraiiickkoro mMoBoro; Po3gin 3.2.P.3 Manufacture, ¢inanvHa Bepcisi 4.0 Big 14
rpyanst 2020 p., aHrmaiicbkkoro MoBoto; Po3zin 3.2.P.5 Control of Drug Product, ¢inansHa Bepcis 6.0 Bif
14 rpyans 2020 p., aHrailickkoro MoBoto; Posgin 3.2.P.8 Stability, ¢inansHa Bepcis 10.0 Big 15 rpygHs
2020 p., aHrjilickkoro MoBORO; JIuct-BitaHHs, (inanbHa Bepcis 2.0-UA(UK) Bixg 01 motoro 2021 p.,
yKpaiHCbKOIO MOBOIO; JIucT-BiTaHHs, (iHanbHa Bepcis 2.0-UA(RU) Big 01 mrotoro 2021 p., pociiicbKor0
MOBOI; JIucT-nofsika, dinanbHa Bepcis 2.0-UA(UK) Big 01 moToro 2021 p., yKpaiHCbKOIO MOBOIO; JIUCT-
nozsika, ¢inanpHa Bepcisg 2.0-UA(RU) Big 01 motoro 2021 p., pociiickkoro MoBoo; I'padik Bi3uTiB,
nepenbauenux gocaimpkeHHsM REAL 5, dinampHa Bepcig 3.0-UA(UK) Big 01 mortoro 2021 p.,
YKpaiHCBKOI MOBOO; I'padik Bi3uTiB, mepenbauenux pociimkeHHsM REAL 5, ¢dinanbHa Bepcis 3.0-
UA(RU) Big 01 motoro 2021 p., pociiicbkoto moBoro; Kuura «I'padik BisuTiB», pinanbHa Bepcis 2.0 Bifj
11 tpaBns 2020 p.; Hakneiiku ansi KHuru «I'padik BisuTiB», dinanpHa Bepcis 2.0 Big 12 tpaBHs 2020 p.




Howmep ta faTa Hakasy Ne 1265 Big 05.06.2019
MO3 1100 3aTBep/KeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOTO «JocmimkenHss 3 migboOpy [J03u [JiA OLiHKM edeKTUBHOCTI i 06e3rekd 3acTOCyBaHHS IIperapaTy
BUTIPOOYBaHHS, KO/, ComMamnauuraH (somapacitan) OAZMH pa3 Ha TWK/JEHb Y TMOPIBHAHHI 3 3aCTOCYBaHHSM IpernapaTy
BepCis Ta fjaTa Hopgitponin® (Norditropin®) oauH pa3 Ha /ieHb y AiTeid i3 3aTPUMKOIO pOCTy, 1[0 Oy HapozyKeHi

MaJIMMH [i/1s1 TeCTaliiHOro BiKy Ta He Ha3[OTHA/IM y 3POCTi [0 BiKy 2 poku Ta cTtapuie», NN8640-4245,
tinanbHa Bepcis 4.0 Big 12 rpyans 2019 p.

3asgBHUK, KpaiHa TOB «Hoo Hopzick YkpaiHa»
CrnioHcop, KpaiHa Novo Nordisk A/S (Denmark)
CynyTHi —

Marepianu/nperiapaTty

CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTOopaTy
(apmaneBTHUHOrO 3a0e3neueHHs Onekcanap KOMAPIJA




Hopmatok Ne 21

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ)KeHHs CyTTEBUX ITOIPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa Jocnigauka Comananurad (NNC0195-0092) pocnimpkenns NN8640 - nediuut ropMoHy pocty
y Aiteii Ta mopocnux, BufaHHs 11, ¢iHaneHa Bepcis 1.0 Big 22 ciuns 2021 poky, aHTJIiHCBEKOI0 MOBOIO:
Hopatok 1, “Nonclinical Study Tabulations” go Bbpomypu Hocnignvka Comanauurad BupaHHsi 11,
¢inanbHa Bepcis 1.0 Big 22 ciuns 2021 poky, aHriicbkoro MoBoto. JJozaTok 2, “Summary of clinical data
from completed clinical trials” go Bpomypu Jocnigauka Comanaiutas BuaadHs 11, ¢ginansHa Bepcist 1.0
Bif 22 ciung 2021 poky, aHriilickkoro MoBow. ogaTtok 3, “Tables of adverse events”mo Bpoiiypu
Hocnippvka Comanaimrad BuaHHsa 11, diHanbHa Bepcisg 1.0 Big 22 ciunsi 2021 poky, aHT/IiNHCBKORO
MOBOI0. 3a/TyueHHs1 10aTKoBoi BUpoOHHuoi AinssHKU Novo Nordisk A/S (Hallas Alle, Kalundborg, 4400,
Denmark) pans  gocsimKyBaHoro Jjikapcbkoro 3aco0y Comamarnmrad; OHOBeHI DPO3Zid  10Che
JOCTi/PKYBaHOTO JTiKapcbKoro 3acoby Comamnarmrad: Po3zin Facilities and Equipment, ¢inanbHa Bepcis
5.0 Big 23 muctonaza 2020 p., aHriilicekoro MoBoro; Poszin 3.2.S.2 Manufacture, ¢inanbHa Bepcisi 8.0
Big 15 rpyans 2020 p., aHriilickkoro MoBoto; Po3zin 3.2.S.4 Control of Drug Substance, ¢iHanbHa Bepcisi
6.0 Bix 03 rpyans 2020 p., aHrmilicbkoro moBoto; Po3zin 3.2.S.7 Stability, dinansHa Bepcis 11.0 Big 07
rpyAHst 2020 p., aHritickkoro MoBoto; Po3zin 3.2.P.2 Pharmaceutical Development, dinansHa Bepcisi 3.0
Big 14 rpygus 2020 p., anraiiicekoro MoBoro; Po3gin 3.2.P.3 Manufacture, dinanbHa Bepcis 4.0 Big 14
rpyanst 2020 p., adraiickkoro moBoto; Pozgin 3.2.P.5 Control of Drug Product, dinanbHa Bepcist 6.0 Bif
14 rpyans 2020 p., aHrailickkoro MoBoto; Posgin 3.2.P.8 Stability, ¢inanbna Bepcist 10.0 Big 15 rpygHs
2020 p., aHTTIMCHKO0 MOBOIO

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

Ne 1016 Biz 06.05.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«TocnimkeHHs: eeKTUBHOCTI Ta 6e3rmeku 3acTocyBaHHs mpernapaTy ComananuTad (Somapacitan) ofuH
pa3 Ha TWX/EeHb Yy TOPIiBHSIHHI 3 II0ZleHHUM 3acTocyBaHHsM TipenapaTy HopzitponiH® (Norditropin®) y
nitel 3 gediuToM ropMoHy pocty»., NN8640-4263, dinanbHa Bepcis 3.0 Big 01 swmnas 2019 p.




3asaBHUK, KpaiHa

TOB «HoBo Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOpP /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs

Onekcanap KOMAPIJA




Hopatok Ne 22

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBnieHMi MpOTOKON KiiHiuHOoro BurnpoOyBanHs SAMSON-II, Bepcisi 4.0 Bim 26 motoro 2021
(anrytifickkoto MoBor0); ®opma mMcbMOBOI iHdopMoBaHoi 3rogu, Bepcisi 3.0 Big 04 Gepe3ns 2021,
(mepeknan amanToBaHoi A Ykpaind Bepcii 3.0 Big 04 Gepesnst 2021 Ha ocHoBi 3paska Popmu
iHdopmoBaHoi 3roau, marictep Bepcis 3.0 Big 26 motoro 2021) ykpaiHCBKOIO Ta POCiCBKOK0 MOBaMU;
Hokyment Protocol Clarification Letter: Clarification of the eligibility criteria (inclusion criteria 6 /
exclusion criteria 5) Big 24 mororo 2021; ITpooB)XKeHHsST TepMiHY TPHUBA/IOCTi KJTiHIYHOTO BUMPOOYBaHHs
B YKpaiHi 10 31 rpygus 2022

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Big 15.08.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanziomizoBaHe, TOABiliHe crime, OaraTOIlEHTPOBe [MOC/Ii/PKeHHS eKBiBaseHTHOCTI ¢asu I y
rapasie/IbHUX TPyMax [yisi TIOPiBHSHHS e(eKTHBHOCTI, Oe3reku, (apMaKOKiHETUKH Ta iMyHOTeHHOCTi
HD204 Tta ABacTMHYy® y Tmalji€eHTiB 3 MeTacTaTUYHUM ab0 PpeLUAVBHAM HETUIOCKOK/TI THHHAM
He/IpiOHOK/TITHHHHAM pakoM JiereHb» , SAMSON-II, Bepcist 3.0 Big 19 TpaBnst 2020

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Prestige BioPharma Limited, Cinramyp

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 23

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

[ToripaBKa 0 Aocke mociimKyBaHoro Jyiikapcbkoro 3acoby (CTA Quality data amendment) SAR439859
(amorphous), TBepzma karcysna, 100 wmr, po3gin P.8 CrabineHicTs, Bepcis Big 19 mortoro 2021p.,
aHITIMCPKOI0 MOBORO; 30i/bllieHHsT TepMiHy 30epiraHHsi [IOC/Ii/PKyBaHOTO JIiIKapChbKOTO — 3aco0y
SAR439859, tBepaa karicysa, 100 mr, 3 24 1o 30 MicsLis

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

Ne 2243 Biz 05.10.2020;
Ne 568 Big 27.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Jocnimkenns 11 a3y, 1110 NpoBOAUTLCSA 3 MeTOIO MOPiBHAHHSA Teparil ABox f03 SAR439859 (SERD) i
7IeTpo30/y Yy >KiHOK B TOCTMEHOMNay3i, SKM TIOTpiOHe orepaTyBHe BTPYYaHHS, 3 eCTPOTeH-peLenTop-
nosutBHUM, HER2-HeratvBHUM IepBUHHO [iarHOCTOBaHKWM pakOM MOJIOYHOI 3anmo3u», ACT16106,
npotokosa Ne 01 3 monpaskoro, Bepcid 1 Big 20 ciung 2020 poky;

«Bigkpure paHzoMi3oBaHe [OC/TifKeHHS1 2 a3y, 110 MPOBOJUTHCS 3 METOK TMOPIBHSIHHSL Iperapary
amrieHectpaHT (SAR439859) i eHmoOKpHHHOI MOHOTepartii, BUOpaHOI JiikapeM, y TAl[ieHTiB 3 eCTPOTeH-
peLienTop-1o3uTBHMM, HER2-HeraTuBHUM MicLieBoMompeHUM ab0 MeTacTaTUUHUM pakoM MOJIOYHON
3a/1034, fKi paHillle OTpUMYyBa/Jd rOpMOHa/bHY Teparito», ACT16105, porokon 04, Bepcia 1 Big 17
rpygHs 2020p.

3asBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepii e feBesiornMaH, ®paHifisi)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopmatok Ne 24

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TomoB>xeHHs: TepMiHy nipugatHocTi [1J13 ABX464, karicyna 50 mr 3 54 1o 60 micswiB

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

Ne 2707 Big 28.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute mocnimkenns ¢asu 2b a1 BU3HaueHHs1 eeKTUBHOCTI Ta Oe3mevyHocTi ripenapaty ABX464 sk
MiATPUMYIOUOI Tepariii B IAL[i€HTIB i3 BUPA3KOBUM KOJITOM CepefHbOr0 Ta TSKKOIO CTYIIeHs»,
ABX464-104, Bepcis 3.0 Big 10 BepecHs 2020 poky

3asgBHUK, KpaiHa

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

CrioHcop, KpaiHa

ABIVAX, ®paHnwjis

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

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




Hopmatok Ne 25

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHOBNEHUIA MPOTOKO/ KAiHIYHOrO BMNpoGyBaHHA M19-850, Bepcis 5.0 Big 07 ciuHa 2021 poky; dopma
iHOpPMOBAHOT 3roAmM Ha y4yacTb Y HayKOBOMY K/iHIYHHOMY AOCNIMKEHHI Ta Yy He060B A3KOBOMY A0CIIKEHHI, Bepcia 3
ana Ykpainu Big 09 niotoro 2021 poky, YKpaiHCbKOK Ta POCiCbKO MoBamu; 3MiHa afpecy 3asiBHUKa K/iHIYHOro
BMNpobyBaHHs — «E66BI BiochapmacktoTikans TM6X», LBeliuapis:
BYJIO
Heiixodmtpacce 23, 6341 M. Baap, IlBeiiuapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

CTAJIO
Anbre HlrariHxay3sepwitpacce 14, 6330 Xawm,
[MIeetitjapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

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

Ne 2110 Biz 16.09.2020

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«Bigkpure pocmimpkenns 3b (a3u 3 OLiHKY NTPOAOBXKEeHHsT Teparlii yrajaluTHHIOOM Y ZOPOC/IUX Talli€EHTIB
3 aTOMIYHUM [epMaTUTOM Bifi TTIOMIPHOI'O [JO B&XKOI'O CTYIIeHsI TSDKKOCTI, SIKi 3aBepLUW/IN JIIKYBaHHA Y
MeXkax JocimkenHss M16-046», M19-850, Bepcist 4.0 Big 06 6epesnsi 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

«E66Bi Tuk», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 26

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

MpoTokon kniHivHoro gocnigpkeHHs ACP-103-035, nonpaska 3 Big 11 cepnHa 2020 poky, aHrNiNncbKO MOBOO; 3MiHa
ropnanyHoi agpecu CrnoHcopa ctaHoM Ha 1 BepecHs 2020 poky:

ITonepegHs agpeca Hoga azpeca

Komnaniga «Akagia ®apmaceroTikan3 Ink.», 3611 | Kommnanis «Akazia ®apmaceroTikan3 [Hk.» 12830
Benni Cenrtep [paiiB, odic 300 Can-/iero, mrat | En Kamino Puan, odic 400 Can-[iero, iraT
Kanidopsisi, 92130 Crionyueni [lltatu Amepuku | Kanidopnis, 92130 Crionyueni llltat AMepuku
Bbpourypa gocnigauka npenapaty IlimaBancepun (ACP-103), Buganns 14.0 Big 17 ymunna 2020 poky,
aHIJIiKCbKOK MOBOIO; [HpopMaLliviHuii MCTOK i popma 3roau, Bepcisi V7.0UKR(uk)1.0 Big 11 ciuns 2021
POKY, Tiepek/iaji YKpaiHCbKOI MOBOMO Bif 18 ciunsa 2021 poky; Indopmatiiiinuii mucToK i gpopma 3roau,
Bepciss V7.0UKR(ru)1.0 Big 11 ciuns 2021 poky, nepeknaz, pociicbkKoro MoBoRO Bif 18 ciung 2021 poky;
Iandopmariitiamii mcToK i hopma 3roau ocobu, sika Hazae morJsz narienTosi, Bepcis V5.0UKR(uk)1.0 Bix
11 ciung 2021 poky, nepeknaj yKpaiHCbKOr MOBOO Bif 18 ciuns 2021 poky; IHdbopmariiiinuii TMCTOK i
dopma 3rogu ocobw, sika Hagae porssa mamieHToBi, Bepcisi V5.0UKR(ru)1.0 Big 11 ciuns 2021 poky,
repeksaj, pociiiceKoro MoBOW Bif 18 ciuna 2021 poky; Popma ycHOI iH(pOpMOBaHOI 3rofy, Bepcid
V1.0UKR(uk)2.0 Bim 11 ciuns 2021 poky, mepeksaf, YKpaiHCbKOO MOBOK Bif 18 ciuns 2021 poky;
®opma ycHol iHdopmoBaHoi 3road, Bepcis V1.0UKR(ru)2.0 Big 11 ciuns 2021 poky, mnepeknaj,
pociiicekor0 MOBOKO Bif 18 ciuns 2021 poky; dopma miaTBepJyKeHHSI OTPUMaHHS AOC/iPKYyBaHOrO
MKapcbKoro 3aco0y ywacHWKom pociimkeHHs, Bepcigs V1.2UKR(uk) Big 26 6Gepe3ns 2020 poky,
repek/naj, yKpaiHCbKOr0 MoBOrO Bif 13 xoBTHA 2020 poky; dopma mnigTBepIyKeHHs OTpPUMAaHHS
JIOC/TiI)KYBaHOTO JIiIKapChbKOTro 3aco0y yuyacHUKOM pociimkeHHs, Bepcis V1.2UKR(ru) Big 26 GepesHs
2020 poky, nepeksaj, pociicbkor MOBOO Bifl 13 5k0BTHA 2020 poky; OnuTyBa/bHUK NALli€HTIB «AHKeTa
repeBipku TOTOBHOCTI A0 pobotu»_Work Readiness Questionnaire (WoRQ), Bepcis 1 Big 05 motoro
2020 poky, yKpaiHCbKOK MOBOI; ONUTYBa/JIBbHUK IALIEHTIB «AHKeTa IlepeBipKM TOTOBHOCTI [0
po6otu»_Work Readiness Questionnaire (WoRQ), Bepcis 1 Bizg 03 kBitHs 2020 poky, poOCifiCbKOO
MOBOI0; 3pa30K MapKyBaHHS IS TUISIIeUKH, KA MiCTUTh TabjeTku 17 Mr JOC/IiIKyBaHOTO JTiKapCHKOTO
3aco0y ITimaBaHcepuH, Bepcis 3.0 Bixg 20 muctomaga 2020 poky, yKpaiHCBKOK MOBOIO; 3ay4eHHS
J0ZIATKOBUX MiCILib ITPOBe/IeHHs] BUTIPOOYBaHHS




Ne [1.I.b. BigmoBifa/bHOrO AOC/TiJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. | a.mea.H., npo¢. Mapyta H.O.
Hep>xaBHa ycTaHoBa «IHCTUTYT HeBpoJIOrii, mcuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazeMii
MeJIMYHUX HayK YKpaiHW», BiJIILJI MTOTPAaHWUYHOI rcuxiaTpii, M. XapKiB

2. | k.Mm.H. Kneban K.I.
KuiBcpka KiiiHiuHa JiiKapH Ha 3aii3HU4YHOMY TpaHcnopti Ne2 @iii «LleHTp 0X0OpoHH
3[0pOB’s»  AKI[IOHEDHOTO TOBapuCTBa «YKpaiHCbKa  3a/i3HUL», KOHCYJ/JIbTaTUBHO-
JliarHOCTUUHUM LIEHTP MOJIiKIiHIKY, M. KniB

3. | ren. nupektop KoBanenko B.B.
KomyHanbHe HeKOMepIjiliHe MiANprueMCTBO XapKiBCbKOi o0sacHOi pagu «O6macHa KiiiHiuHa
ricuxiaTpuuHa JikapHs Ne3», ricuxiaTpyUuHe BifJiJieHHSI MEPBUHHOIO TCUXOTUYHOIO eIli30Ay,
M. XapkKiB

4. | K.M.H. leHucoB €.M.
KomyHanbHe HekoMmepliliHe mianpueMcTBo «OO6sacHa KiIiHIUHA TICMXiaTpU4Ha JIiKapHs
KipoBorpacekoi 06/s1acHoOi paju», TICHXOHEBPOJIOTiUHe AWCIaHCepHe BiamgineHHs, cMT. Hoge,
M. KponuBHuipkui, KipoBorpazicbka 0671.

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

Ne 886 Big 01.08.2017

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«52-TW)KHeBe BiJIKpUTe pO3LIVpeHe [OC/IipKeHHs [iMaBaHCepUHY B SKOCTi [10JaTKOBOI'O JIIKYBaHHS

mm3odpenii», ACP-103-035, 3 monpaBkoto 2 Bz 31 6epe3nst 2017 poky

3asBHUK, KpaiHa

TTianpuemctBo 3 100% iHo3emHoro iHBectuiiieto «AMIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

Acadia Pharmaceuticals Inc. (AKAIA ®apmacktotikan3 Iuk), CILIA

CynyTHi
Marepianu/npernapaTy
CyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop JdupeKropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA



HonaTtok Ne 27

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikariis cyrreBoi
TIOTIPaBKU

Ownosnenuti TTpoTokon kiHiuHOTO BUpoOyBanHs MS200569_0004, sepcis 2.0, Big 15 ciuns 2021 poky,
aHrmiicpKor MoBoro; [HopMaLiliHuil MCTOK Ta ¢opma 3roau Bepcis 2.0 anst Ykpainu Big 08 moTtoro
2021 poky, ajanToBaHa Ha OCHOBi Maiictep-Bepcii ocHoBHOI @13, Bepcii 2.0 Big 05 mrororo 2021 poky,
«Mepk Xesnckea KI'aA», [Iporokon MS200569-0004, aHrmiiicbKOIO Ta yKpaiHCbKOHO MoBamM; [JomaTok
no IndopmatiiiHoro nuctka Ta ¢gopmu 3rogu Bepcisi 2.0 ans Ykpainu Big 08 motoro 2021 poky,
ajZlanTtoBaHa Ha OCHOBI Marcrep-Bepcili ocHoBHOI I3, Bepcii 2.0 Big 05 motoro 2021 poky, «Mepk
Xenckea KI'aA», Ilpotokon MS200569-0004, aHrmiiicbkoro Ta YKpaiHChbKOWO MoBaMmu; bpoiirypa
nocnigavka M5049, Bepcist 4.0 Big 02 rpyans 2020 poky, aHT/IiMCbKOIO MOBOM; J]0Ch€ A0OCTiIKYBaHOTO
nikapceKoro 3acoby M5049, Bepcist 8.0 Bij mororo 2021 poky, aHrmiiickkor MoBoto; Mevia Go TekcroBa
KoMyHikaniss Bepcigs 2.0, Big 20 smucrtonagma 2020 poky, aHI/IIMCBKOIO Ta YKpaiHCBKOKO MOBaMU;
KomyHikariisi npuknagaux nporpam Mevia Go ans Android ta iOS Bepcis 2.0, Big 24 nucronaga 2020
POKY, aHIJIIMCBKOI0 Ta YKPaiHCbKOK MOBaMH

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

Ne 2777 Bip 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, TmoABiliHe ciine, TUIAlE00-KOHTPO/ILOBaHe fociimkeHHs Ib dasu g oLiHKK
6e3reyHocTi Ta (hapmMakokiHeTHKH TiperiapaTy M5049 npu riepopaibHOMY 3aCTOCYBaHHi y 6araTokpaTHUX
3pOCTal0uYMX [03aX B YYaCHUKIB 3 CUCTEMHMM UYePBOHMM BOBUYAKOM Ta 3 LIKIPHUM YEepBOHUM BOBUAKOM,
SIKi OTDUMYIOTb CTaH/IapTHe jiKyBaHHs», MS200569_0004, Bepcisi 1.0, Big 12 ceprHg 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Merck Healthcare KGaA, Darmstadt, Germany / «Mepk Xenckea KI'aA», Japmintaar, HimeuurHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




HopaTtok Ne 28

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBnieHM TIPOTOKOJ KiiHiuHOro BumpoOyBaHHs M16-011, Bepcis 4.0 Big 10 Bepechsi 2020 poky;
Indpopmartiisi g1 maijieHTa Ta iHdopMOBaHa 3rojla Ha y4yacThb y HAYKOBOMY JOCTi[KeHHI Ta
Heo0OB’13KOBOMY OC/Ii/KeHHi, Bepcis 3.1 ans Ykpaiau Big 22 GepesHsi 2021 poKy, yKpaiHCBKOIO Ta
pociiicbKor0 MoBamMH; 3MiHa aZipecy 3asiBHUKA KiHiuHOTO BUMPoOyBaHHS — «EOOBi biodapmackroTikan3
I'M6X», I1IBeiapisi:

BYJIO
Heiixodiutpacce 23, 6341 m. baap, IlBeiiuapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

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

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

Ne 1896 Big 27.08.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«Pangomi3oBaHe mofBikiHe ciinie fgociimpkeHHs 111 ¢a3w, Ay mopiBHSHHS TperniapaTy PicaHkizymab 3
riarie0o y marfieHTiB 3 akTUBHUM TicopiaTiyHuM aptputoM (IIcA), siki MalOTh B aHaMHe3i HeaJieKBaTHY
BiJITIOBiZIb MpHHAWMHI Ha OfWH XBOpoOOMOAMGiKyrOunii MpoTUpeBMaTHUHUM mpenapat (XMIIPIT) abo
tioro HertepeHocuMicTh (KEEPSAKE 1)», M16-011, Bepcis 3.0 Big 13 6epe3snst 2020 poky

3asiBHUK, KpaiHa

«E66Bi BiodapmacektoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E66BI Iuk., CIITIA

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0€3neueHHA

Onekcangp KOMAPIIA




Hopatok Ne 29

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBePJ)KeHHs CyTTEBUX ITOIPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporrypa gocmigauka Jiikapcbkoro 3aco0y Merosnizymab (SB-240563), Bepcis 19 (CM2003/00010/16)
Biz 15 rpygusa 2020 poky

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

Ne 743 Big 11.11.2015

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«201956: 3abe3reueHHs1 MeroJisyMaboM y paMKaxX /IOBrOCTPOKOBOI TIpPOrpaMM TIALIi€HTIB i3 Ba)KKOIO
acTMOI0, SIKi TpUMMay y4acTh Y KJIiHIYHOMY JOCTi/PKeHHi MeroJsiisymaly, CIIOHCOPOM SIKOTO SIBJISLIaCh
komraHiss ['CK», 201956, ITorpaBka 07, iHKOpHOpOBaHa [0 TMPOTOKOJY K/TiHIYHOTO BHITPOOYBaHHS
201956, Bepcisa 07 (2014N225044_07) Big 08 uepBHs 2020 poky

3asgBHUK, KpaiHa

TorapuctBo 3 ObmexkeHow BiamosiganbHicTIO «KOHTpaKTHO-AOCTIIHUIIEKA OpraHizaijisi IHHo®apMm-
YKpaiHa»

CnoHcop, KpaiHa

«GlaxoSmithKline Research & Development Limited» («['makcoCmitKnsiin Picepu EHp [liBenormMeHT
Jlimiten»), Benvika bputaHnist

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

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




Honarok Ne 30

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoBkeHHs TepMiHY MPUAATHOCTI JOCTiIKYBaHOTO JIiKapchbKoro 3aco0y InaTtaceptib, TabmeTku, BKPUTI
MTiIBKOBOIO 000/10HKOI0, 110 100 Mr Ta mo 200 mr g0 48 micsiiB; [To0BXKeHHST TepMiHy TPHAaTHOCTI
n1aebo o A0C/TiKYBaHOTO JliKapchKoro 3aco0y InmaTtacepTiO, Tab/1eTKu, BKPUTI TUTiIBKOBOK 000/IOHKOIO,
1o 48 micsniB; OHoneHuii po3ain P.8.1 «Pe3tome 11010 cTabinbHOCTI Ta BUCHOBKK» (P.8.1_cmc350863)
JIOChE IOCITI/PKYBAHOTO JlikapchKoro 3acoby Imatacepti6 (RO5532961); OnoBnenuit po3zin P.8.3 «/ani
npo ctabinbHicT» (P.8.3_cmc348821) mocke AOCTiZPKYBAaHOTO JTiKapchbKoro 3aco0y Imatacepri6d
(RO5532961); OnoBnenuii po3zgin P.8.1 «Pe3tome 1100 ctabinmbHOCTI Ta BUCHOBKH» (P.8.1_cmc372709)
JIOChE IOCTTiZPKYBAHOTO JIiIKapChKOTo 3aco0y ruiariebo o Imataceptioy

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

Ne 296 Big 11.02.2020,
Ne 211 Big 07.02.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[Togsitine cnine TUIalE60-KOHTPO/ILOBAHe paHAoMizoBaHe dasu III gociimkeHHs imaracepriOy y
KOMOiHarfii 3 aTe30/1i3yMab0oM Ta TMak/iTaKCe/I0M B SIKOCTi JIIKyBaHHS /IJIs TIALIiIEHTIB 3 MiCLIEBOTIOIIMPEHUM
Heorepabe/lbHUM ab0 MeTacTaTUYHWM, TMOTPidHO-HEeraTUBHUM pPAaKOM MOJIOUHOI 3anmo3m», C041101,
Bepcid 4 Bif 18 ceprnaa 2020 p.;

«[Togsitine cnine TUIalEb0-KOHTPO/ILOBAHe paHAoMizoBaHe dasu III gociimkeHHs imaracepriOy y
KOMOiHaI[il 3 TIaK/JiTakcesloM B SKOCTi JIKyBaHHS /il TIALIEHTIB 3 TeHHUMU TOPYLIeHHIMHA
PIK3CA/AKT1/PTEN B rpymi MicijeBornomnmpeHoro abo MeTacTaTUUHOT0, TIOTPiHO-HETaTUBHOTO PaKy
MOJIOYHOI 3a/i03u abo B Tpymi TOpPMOH-TIO3UTUBHOTO, HER2-HeraTMBHOrO paky MOJIOUHOI 3ai03u»,
C040016, Bepcisi 9 (Koropra C) Biz 20 BepecHst 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru JIta (LBetitapis)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Honatok Ne 31

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/KeHHsI CYTTEBUX I1OIPaBOK»
20.04.2021 Ne 762

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBieHU# MpOTOKON KjiHiuHOro BunpoOyBaHHsi SEL-212/302, Bepcis 5.0 Big 30 »xoBTHs1 2020 poky;
Hocwe pocmimpkyBaHoro Jiikapcbkoro 3acoby SEL-037, Bepcis 1.1 Big 08 rpyaus 2020 poky; docke
JOCTi/PKYBaHOTO JTiKapcbkoro 3acoby SEL-110.36, Bepcist 1.1 Big 08 rpyanst 2020 poky; IHpopmariist ast
nanjieHTa i opma iHpOpMOBaHOI 3ro/i¥ Ha y4acTb Yy HAYKOBOMY K/IiHIYUHOMY AOCHi[KeHHi, Mozenb as
Yxpainu / Bepcis 2.0 Big 25 ciunsg 2021 poky (yKpaiHCBKOIO Ta pOCIHCHbKOIO MoOBamH); Marepianu as
YYaCcHUKIB JocmifykeHHs: bpouypa as nanienTa, Bepcis 1.0 Big 25 cepnns 2020 poky (YKpaiHCBKORO Ta
pociricekoro MoBamu); Ilocrep, Bepcisi 1.0 Bixg 25 ceprmuHa 2020 poky (YKpaiHCBKOIO Ta POCIHCBKOIO
MoBaMmHu); [TociOHUK 151 marjiedTa, Bepcis 2.0 Big 05 mucromnaza 2020 poky (YKpaiHCBKOIO Ta POCIMCHKOIO
MoBamH); Po3apyK 3MiCTy eKpaHy eleKTPOHHOI'O OINWTyBaJbHUKAa «Balle 370poB’s Ta CamMONouyTTsS»
(SF36v2 eCOA Tablet Screenshots)», Bepcisi 1.00 Big 19 mucronaza 2020 poky, yKpaiHCbKOIO MOBOIO;
Po3apyk 3MicTy ekpaHy eeKTPOHHOIO OINWTYBa/lbHMKA «Bamne 310poB’s Ta camonouytTsi» (SF36v2
eCOA Tablet Screenshots)», Bepcisi 1.00 Big 02 rpyans 2020 poky, pocilicbkoro MOBOIO; Po3apyk 3micTy
eKpaHy e/leKTPOHHOI'0 HaBUaJbHOIO KepiBHULTBA «HaByasbHUI MOZYy/b i3 KOPUCTYBaHHS MOPTaTUBHUM
npuctpoeM (PXL_SEL-212/302 HH Training Module eCOA Handheld Screenshots)», Bepcis 1.00 Bix
16 muctomnaza 2020 poky (yKpaiHCBKOIO Ta pPOCiHCBhKOH MOBaMM); P0O3/IpyK 3MiCTy eKpaHy e/leKTpPOHHOTO
noci6barka «PegaryBatu marjienta (PXL_SEL-212/302 Edit Patient eCOA Tablet Screenshots)», Bepcis
1.00 Bix 16 mucromagza 2020 poky (YKpaiHCHbKOIO Ta POCIMCBKOIO MOBaMH); Po3apyk 3MicTy ekpaHy
enekTpoHHoro Tocionuka «J[lomatu marjienta (PXL_SEL-212/302 New Patient eCOA Tablet
Screenshots)», Bepcis 1.00 Bix 16 micrornaza 2020 poky (yKpaiHCBKOIO Ta pocificbKoro MoBaMH); Po3apyk
3MiCTy eKpaHy e/JleKTPOHHOTO HaBYa/JbHOTO KepiBHUITBa «HaBuanbHMII MOAY/b i3 KOPUCTYBaHHS
nnadmeroM (PXL_SEL-212/302 Training Module eCOA Tablet Screenshots)», Bepcis 1.00 Bix 16
muctroniaza 2020 poky (YKpaiHCBbKOIO Ta POCiHCbKO MoBamM); Po3/pyK 3MiCTy eKpaHy eleKTPOHHOIO
OTMTYBa/bHUKA «AHKeTa OL[iHKM cTaHy 370poB’ss HAQ-DI (HAQDI eCOA Tablet Screenshots)», Bepcis
1.00 Bix 16 mucromaga 2020 poky (YKpaiHCBbKOIO Ta pOCIMCbKOI MOBaMHu); Po3ApyK 3MiCTy eKpaHy
e/IeKTPOHHOI'0 OMUTYBa/IbHUKa «3arajibHa OLliHKa aKTUBHOCTI 3axBoproBaHHs naijienToM (PGADA eCOA
Tablet Screenshots)», Bepcisi 1.00 Big 13 nucronaza 2020 poky (yKpaiHCBKOIO Ta POCIMICHKOI0 MOBaMM);
Po3apyk 3MicTy ekpaHy e/IeKTPOHHOTO ONMTYBalbHUKA «TV)KHEBUM IIOJEHHUK 3aroCTpeHb IoJarpv
(Gout Flare Weekly Diary eCOA Handheld Screenshots)», Bepcisg 1.00 Bix 13 nucrtonaga 2020 poky




(YKpalHCBKOIO Ta pOCIMCHKOIO MOBaMH)

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

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe, TOABilHe-cine, TUIale00-KOHTPOIbOBaHe [JOCTi/pKeHHs1 rmpernapaTy SEL-212 y
MaLi€eHTiB 3 MoJarporo, pedpakTepHOIO 10 CTaHJapTHOI Teparii», SEL-212/302, Bepcis 4.0 Bix 22 uepBHs
2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaty
CyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHUHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




Homatok Ne 32

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

3pa3ok 300pakeHHsI Ha eKpaHi eleKTPOHHOTO MpUcTporo onurtyBasibHuKa CDPRO—IIlogeHHe UTTS 3
xBopoboto, BuianHs 7.0 Big 08 ciuns 2021 poky, yKpaiHCHKOIO MOBOO; 3pa30K 300pakeHHsl Ha eKpaHi
eJIeKTPOHHOTO TIpucTporo ommtyBasbHUKa CDPRO—IIlosenHe mogonanHs xBopoOw, BugaHHs 7.0 Bif
15 ciuas 2021 poky, poCiiicbKO MOBOIO; 3pa30K 300pa’keHHsI Ha eKpaHi e/leKTPOHHOTO TPHCTPOIO
onutyBasibHMKa CDPRO—BmyvB Ha wmogeHHe >xurtsd, BugaHHa 7.0 Big 08 ciuna 2021 poky,
YKpalHCBKOI MOBOIO; 3pa30K 300pa’keHHsI Ha eKpaHi eJIeKTPOHHOTO TIPUCTPOr0 onuTyBasbHrKa CDPRO
—BnnuB Ha mozeHHe XUTTsS, BUAaHHs 7.0 Big 15 ciunsi 2021 poky, pOCiiiCbKOIO MOBOR; 3pa3ok
300pakeHHsI Ha eKpaHi e/IeKTPOHHOTO MpUCTpoio onutyBanbHUKa CDPRO—BIMB Ha eMOI[iliHUI CTaH,
BuganHs 7.0 Big 08 ciuns 2021 poky, yKpaiHCbKOI MOBOIO; 3pa30K 300pa’keHHsI Ha eKpaHi eJIeKTPOHHOTO
npuctporo onutyBasbHKa CDPRO—BmvB Ha emouilinmy ctaH, BuganHs 7.0 Big 15 ciung 2021 poky,
POCIfiCbKOI0O MOBOIO; 3pa30K 300pakeHHsST Ha eKpaHi eeKTPOHHOrO TIPUCTPOK) OMUTYBaJbHUKA
CD-PRO/SS—Bwunopoxuennsi tTa Cumnromu, BuganHa 7.0 Bix 10 BepecHst 2020 poky, yKpaiHCHKORO
MOBOIO; 3pa30K 300pakeHHsSI Ha €eKpaHi eeKTPOHHOTO TMpUCTPol0 onuTyBagbHUKa CD-PRO/SS—
Bunopo>xuennss Ta Cumnromu, BusaHHs 7.0 Big 10 BepecHsi 2020 poky, poCiMCbKOIO MOBO; 3pa3okK
300pa’keHHs] Ha eKpaHi eleKTPOHHOrO TpUCTPor0 ornuTyBambHuKa CDPRO—CucTeMHI CUMITOMH,
BuganHs 7.0 Big 08 ciuns 2021 poky, yKpaiHCbKOI MOBOIO; 3pa30K 300paykeHHsI Ha eKpaHi eJIeKTPOHHOTO
npuctporo onuryBaibHUKa CDPRO—CucremHi cumnromu, BugaHHa 7.0 Big 15 ciuns 2021 poky,
pociiicekoto MoBoto; MEDIDATA PATIENT CLOUD — Ilocibauk kopuctyBaua SAMSUNG GALAXY
S7, Bepcia 1.0 Big 30.03.2020 poky, mepeknaj ykKpaiHCbKOH MoBOw Bif 11 BepecHs 2020 poky;
MEDIDATA PATIENT CLOUD — Iloci6buuk kopuctyBada SAMSUNG GALAXY S7, Bepcis 1.0 Bix
30.03.2020 poky, nepeknaj, pociticbkoro MoBot Bif 11 BepecHst 2020 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS




Hasga kiiHiuHOTO «baratoLieHTpoBe, paHJOMi30BaHe, TOJBiliHE CJliMe [OC/Ti/[)KeHHs, IO TPOBOAUTLCS B MapasesbHUX

BUTIPOOYBaHHS, KO/, rpymnax /s OL[iHKK e(eKTUBHOCTI Ta Oe3MeuHOCTi TiepopabHOrO eTpaciMo/ly MPH MOT0 3aCTOCYBaHHI Aist

Bepcis Ta fjaTa iHAYKIIHOI Ta TATPUMYyBa/JbHOI Tepariii MpH JTiKyBaHHI akKTHBHOI XBOopoOu KpoHa Bif momipHoro zo
Ba)KKOT'0 CTyMeHs TsUKKOCTi», APD334-202, 3 inkopriopoBaHoro nonpaBkoro 2.0 Big 11 yepBHs 2020 poky

3asiBHUK, KpaiHa [TignmpuemcTBo 3 100% iHo3eMHoO0 iHBecTuLjiero «KAVUK’FOBIA PZIC YkpaiHa»

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

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0e3neueHHA Onekcanap KOMAPIJA




Homatok Ne 33

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ononenuii ITporokon kmiHiuHOro focmimkeHHs1 [TorpaBka #7 Bim 06 ciunsa 2021p., AamiHicTpaTUBHe
oHoBjieHHs #2 Bif 06 >xoBTHA 2020p., aHrilicbKoro MoBor0; OHoBeHuM CrHoncuc Bepcia g Ykpainy,
[Ipotokon kniHiyHOro focuimkeHHs IlonpaBka #7 Big 06 ciunsa 2021p., AAMiHICTpaTHBHe OHOBJIEHHS #2
BiJ 06 >koBTHs 2020p., aHrmiiicbKor0 Ta yKpaiHCbKOr MoBaMH; OHoBsieHa BR.31 YKP Indopmariis gs
nanieHta Ta ®@opma iHndopmosaHoi 3roau Bepcisi 5.0 Big 06 ciuns 2021p. BianoBigHO g0 IIpoTokomy
K/IiHiyHOro pociigkenHs IlorpaBka #7 Bif 06 ciuna 2021p., AjmiHicTpaTUBHe OHOBJIEHHs #2 Bif,
06 >xoBTHa 2020p., yKpailHCbKOIO Ta pocCilicbKO0 MoBamu; bporypa JocnigHuka BuzgaHHsi 16 Big 08
>k0BTHS 2020p., aHTTIMCHKOI0 MOBOO

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

Ne 146 Big 21.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«IIpocniekTBHe, MOABiMHe 3aciirieHe, mare60-KOHTPOIbOBaHe, paHjoMi30BaHe qoc/imkeHHs dasu 111
az'toBaHTHOI Teparii niperiapaty MEDI4736 y malli€eHTiB 3 TOBHICTIO BHUJa/JIeHUM HeJpiOHOKTITUHHUM
pakom siereHiB», BR.31, ITorpaBka 6 Biz 23 6epe3nst 2020p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 0OMeXXeHOI0 BiZIMTOBiZATBHICTIO « AKOBiOH»

CrioHcop, KpaiHa

Knininetic I'no6an JIta., Benuka Bpuranis (Clinipace Global Ltd., Great Britain)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatok Ne 34

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBnieHHI TIPOTOKOJ 3 morpaBkow 3, Bepcig 4, Big 29.09.2020 p.; Bpomypa pocnignvka JNJ-
67896049/ACT-293987/NS-304 UPTRAVI® (selexipag), Buganus 16, Big 02.02.2021 p.; [Hpopmawis
J1s1 natiienta Ta @opma iHgopmosanoi 3roau — [Tpotokon AC-065B302, Bepcisi yKpaiHCbKOIO MOBOIO /1S
Yxpaiau Big 17.02.2021, Bepcisi 3.0; Indopmaiiis assa maiiedta ta Popma iHdopmoBaHOi 3roau —
[Mpotokon AC-065B302, Bepcis pociiicbkoro MOBOO A1 YKpainu Bif 17.02.2021, Bepcis 3.0; IHCTpyKLis
Jo mkan bopra CH 10 ykpaiHcekor MoOBOM; IHcTpykuia fo mkanu bopra CH 10 pocilicbKO0 MOBOIO;
[ITkama Bopra CY 10 yxkpaincekoro MoBoro; IlIkama Bopra CU 10 pocitickkoro MoBoto; ITociOHUK 3
MOHITOPMHIY aKTMBHOCTI marjieHTa, Bepcisa 1.0 Big 17.02.2021, ykpaiHCbkor0 MOBOr0; KepiBHULITBO 1151
YUaCHUKIB 3 MOHITOPUHTY (hi3uuHOI akTUBHOCTI, Bepcis 1.0 Big 17.02.2021, pociticbkoro MoBoro; KapTka
TeCTy Ha BariTHicTh, Bepcis 1.0 Big 17.02.2021, ykpaiHcbK00 MOBOO; KapTka TecTy Ha BariTHiCTb, BepCis
1.0 Bim 17.02.2021, pociiicbkoto MoBoto; CkpiHiiotu «HaBuanbHUid Moay/ib», Bepcis 1 Big 14.02.2019,
YKpaiHCbKOI0 MOBOW /51 YKpainu; CkpiHmotu «HaBuanbHuii Mopysib», Bepcig 1.00 Big 18.02.2019,
POCiHCBKOI0 MOBOIO /151 YKpaiHu; CKpiHIIOTH «ONUTYBaJbHUK CTOCOBHO CUMIITOMIB i BIIMBY JleTeHeBOl
aptepianbHoi rineptensii (PAH-SYMPACT), Bepcig 1.00 Big 18.02.2019, yKpaiHCBKOKO MOBOIO [Jisi
Ykpainu; Ckpiniotu «PAH-SYMPACT», Bepcis 1.00 Bix 22.02.2019, pociiicbKor0 MOBOMO Zijisl YKpaiHu;
Ckpinmotn «HaBuanbHuii mogysb», Bepcisg 1.00 Bix 14.02.2019, ykpaiHCBKOIO MOBOIO [/l YKpaiHu;
Ckpinotu «HaBuanbHuii mMofysb», Bepcisi 1.00 Big 18.02.2019, pociiicbkoro MOBOIO s YKpaiHu;
Ckpinmoru «WPAI-GH», Bepcia 1.00 Big 14.02.2019, ykpaiHCbKOXO MOBOK /11 YKpaiHu; CKpiHILIOTH
«WPAI-GH», Bepcis 1.00 Big 22.02.2019, pociiicbkoto MoBoro st Ykpainu; CkpiHimoTtu «EQ-5D-5L»,
Bepcis 1.00 Bix 14.02.2019, ykpaiHCbKO0 MOBORO A1 YKpainu; Ckpinmoru «EQ-5D-5L», Bepcis 1.00 Big
18.02.2019, pociiicbKor MOBOIO /151 YKpaiHu

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Bip 15.12.2020

Has3sBa kiiHiuHoro
BUINIPOOYBaHHS, KO/,

«bararorieHTpOBe, paH/0Mi30BaHe, MO/BiliHe CJIiTie, T/1aleb0 KOHTPO/IbOBaHe, B Tlapasie/lbHUX IPymax, B
TIOC/TiIOBHUX TpyIMax, afjalTUBHE KJIiHiYHe A0C/i/pkeHHsT 3 ¢a3u 3 HAaCTYITHUM BiJIKDUTUM TPO/IOB)KeHHUM




BepCis Ta zjaTa nepiofioM /1Sl OLIIHKK e(eKTUBHOCTI Ta 0e3MeuHOCTi JIiKyBaHHsS CeJIeKCiraromM siK JOTIOBHEHHS [0
CTaHZAPTHOI Tepariii y TaljieHTiB i3 HeonepabebHOI ab0 CTIHKOI / PeLUAUBYIOUOHO TiC/IsT XipypriuHOTO
Ta / abo iHTepBeHLIMHOTO JIiKyBaHHsS XPOHIUHOK TpPOMO0eMOOiUHOK JiereHeBOK TilepTeH3ie»,
AC-065B302, i3 monpaBkamu, diHanbHa Bepcisi 3 Bif 16.04.2020 p.

3asgBHUK, KpaiHa «AHCCEH ®APMALIEBTUKA HB», benbris
CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», Benbris
CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0e3neueHHA Onekcanap KOMAPIJA




Hopatok Ne 35

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBieHUl TIPpOTOKON KiiHiuHOTOo AociimkeHHss CL3-95005-006, dinanbHa Bepcis Bif 25 ciuns 2021
POKY, 3 iHKOPIIOPOBAaHOIO CYTTEBOIO TmompaBkow Ne 3, diHanbHa Bepcis Bifg 25 ciuns 2021 poky;
[MompaBka Ne6 g0 IHdopmanii ans yuacHuKa pgociifkeHHs i ¢opmu iHdopmoBaHoi 3rogu (4
TPOJIOBXKYIOUMX y4acTb B JOC/IKeHHi), 110 AofaeThcs A0 mpoTokony NeCL3-95005-006 — diHanbHa
Bepcisi Bix 27 ciunsi 2021 p., ykpaiHcbKoro MoBoro; [TompaBka Ne6 no IHdopmanii ans ydyacHuKa
nmociimkeHHs i dopmu iHpopMoBaHOI 3roAu (/151 TIPOJOBXKYIOUMX Y4YacTb B JOC/i/PKeHHI), 1110 [0/Ia€ThCs
no npotokony NeCL3-95005-006 — dhinanbHa Bepcist Bif 27 ciuns 2021 p., pocilicbKO0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanyomizoBane, Bigkpute kiiHiuHe fgociaimkeHHs III dasu Tpudnypuauny/tunipatmny (S 95005) y
KoMOiHariii 3 6eBai3ymMaboM y MOpiBHsIHHI 0 KareluTabiHy y KomOiHarllil 3 6eBarju3yMaboM y mepiiii
JIHIT JIIKyBaHHS TIALIIEHTIB 3 MeTaCTaTUYHUM KOJIOPEKTaJlbHUM pPAakKOM, fKi He € KaHAuZaTaMu [Jis
inTeHcuBHOI Tepamil (mocnimxenHss SOLSTICE)», CL3-95005-006, ¢inansHa Bepcis, Bif 02 KBiTHS
2020 poky, 3 IHKOpPIOPOBaHOH CyTTe€BOK nonpaBKor Ne2 Bix 02 kBiTHA 2020 pOKy

3asgBHUK, KpaiHa

ToBapucTBO 3 06MexXeHOI0 BifnoBiganbHicTIO «KLIP YKpaiHa»

CnoHcop, KpaiHa

[HCTUTYT Mi>)kHapoaHuX pocrigxkedb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®dpaHLis

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(¢apmaneBTHUHOTO 3a0e3nMeUeHHs Onekcanap KOMAPIJA




Hopatok Ne 36

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHOBNEHWUI NPOTOKOA K/iHIYHOTO gocnigpkeHHs 18-ICH-001, Bepcis 4.0 ans Ykpainm Big 19 nuctonaga 2020 poky,

aHrNifNcbKo MOBO; 3MiHA HA3BM NPOTOKOY:

nmocimpkeHHss 2 ¢a3u A OL[iHKA 0e3MmeuHocCTi,
eheKTHUBHOCTI Ta CUCTeMHOT0 BIUMBY Kpemy HE1
3 tpudaporeHom (CD5789) 3 moganbiium 12-

BYJIO CTAJIO
«PanziomizoBaHe OaraTol|eHTpOBe Mo/BiliHe ciline | «PaHmomizoBaHe GaraTOleHTpPOBe MO/IBiliHe Ciiire
KpeM-Tuiare6o KOHTPOJ/IbOBaHe 12-T>xHeBe | KpeM-Tiiarebo KOHTPOJIbOBaHe 90-eHHe

JocmimKkeHHs: 2 (a3u A OI[iHKM 0e3MeuHoCTi,
edeKTHUBHOCTI Ta CUCTeMHOT0 BIUIMBY Kpemy HE1
3 tpudaporeHom (CD5789) 3 mnopanbiium 90-

TWKHEBUM BiIKDUTUM [IOAaTKOBUM | IEHHUM BIZIKDUTUM [0OJaTKOBUM JOC/iPKEeHHIM
JOCTPKeHHAM CepeJl TIALiEHTIB 3 ayTOCOMHO- | cepeJi TAaLli€eHTiB 3  ayTOCOMHO-peLleCUBHUM
peLieCUBHMM  IXTiO30M i3 IJIaCTUHYACTUM | iXTiO30M i3 MIaCTUHYACTHUM JIYLL{EHHAM»
JTYLLIEHHSIM»

Ownognene Jlocke mocuimpKyBaHoro Jyikapcbkoro 3aco0y (Kpem HE1 3 tpudaporenom (CD5789)), Bepcis
4.0 Bix 29 xoBTHA 2020 poKy, aHIIIKCbKOIO MOBOMO; [H(OpMaLiiHMI JTMCTOK AJI1 yYacHUKa Ta (opma
iH(opMoBaHoi 3roay, Bepcist Ay Ykpainu 5.0 Big 25 mucronaga 2020 poky, yKpaiHChKOIO Ta POCiHCHKOIO
MoBamy; IH(opmaliiiHUK JUCTOK [/Is1 y4YacHUKAa BIZIKDUTOTO [AOAATKOBOIO JOC/[)KeHHs1 Ta ¢opMa
iH(opMoBaHoi 3roay, Bepcis Ay Ykpainu 5.0 Big 25 mucronaga 2020 poky, yKpaiHChKOIO Ta POCiHCHKOIO
MoBamy; [H(opMmanitHui 1UCTOK i Qopma iHpoOpMOBaHOI 3rofu BariTHOI MapTHEPKU HAa HaJaHHSA
iHdopMauii, Bepcis ans Ykpainu 4.0 Big 25 mucronaza 2020 poky, yKpaiHCBKOIO Ta POCIMCHKOI0 MOBaMU;
[HpopMaLitHUil MCTOK ydacHMKa i gopma iHopmoBaHOI 3rofu, mpoueaypH, nos’s3ani 3 COVID-19,
Bepcis s Ykpainu 1.0 Big 25 mucronaza 2020 poky, YKpaiHCBKOIO Ta pOCiMCbKOr0 MoBamy; 1lloneHHUK
raLjieHTa, BK/IFOUEHOTrO B JAocC/ifKeHHs, Bepcisi 4.0 Big 18 smcronaza 2020 poky, yKpaiHCBKOKO Ta
pPOCIMCBKOIO MOBamH; IHCTpyKUis [/ y4YaCHUKIB [0 [JOMAIlIHbOIO TeCTy Ceyi Ha BariTHICTb /
iH(opMaLiiHKI TUCTOK, Yy nepiof crnanaxy COVID-19, Bepcia gns Ykpainu 1.0 Big 20 mucronaza 2020
POKy, YKPaiHCBKOI Ta pOCIiHCHKOH MOBamu; 3rojla Ha OOpOOKy TIepCOHaIbHUX [aHUX KOMIIaHI€
Mepnikop, Bepcis a1 Ykpainu 1.0 Big 23 rpygns 2020 poky, yKpaiHCBKOIO Ta POCiMCBKOK MOBaMu; JIucT
[lo JiKapsl 3arajbHOI INpakTWKu, Bepcig ana Ykpainu 3.0 Bix 20 imcrtonmaza 2020 poky, YKpaiHCBKOXO




MOBOR; JIMCT 1040 HampaB/eHHs MaljieHTta, Bepcig aaa Ykpainu 2.0 Big 20 mucromaga 2020 poky,
YKpalHCbKOI0 MOBOR; [10j0BXKeHHsI TPUBA/IOCTI K/IIHIYHOrO JOC/ipKeHHsI B YKpaiHi no 30 BepecHs 2021

POKY

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

Ne 2707 Big 28.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe GaraTorjeHTpoBe TMOABifiHe cjiine KpeM-Tiialieb0 KOHTpPoO/bOBaHe —12-TH>KHEBe
nmocmimkeHHss 2 ¢a3u Ay OL[iHKK Oe3reuHocTi, e)eKTUBHOCTI Ta chcTeMHOro BBy kpemy HE1 3
TpudaporeHom (CD5789) 3 mopanblium 12-TM>KHEBUM BiJJKDUTHM [OJATKOBUM [OC/i/PKEHHSIM Cepef,
TMAaL[€HTIB 3 ayTOCOMHO-pPeLleCMBHUM iXTiO30M i3 IlacTUHYacTUM naylieHHsam», 18-ICH-001, Bepcisa 3.0
i YKpainu Big 21 nucromnaga 2019 poky

3asBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHcop, KpaiHa

TOB «Meiin ®apma»/ Mayne Pharma LLC, CIIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopmatok Ne 37

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBneHi ckpinmotd — IlloseHHa OliHKa CUMMOTOMIB POCiMCbKOIO MOBOH; OHOB/EHi CKpiHIIIOTH —
3anuTaHHs NPO JIiKapChKi MpernapaTy pOCiiCbKOK MOBOIO

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

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«MixHapozHe, 6araToLieHTpPOBe, paH/|0Mi30BaHe, Mo/iBiliHe ciine gociimkenHs ¢dasu I y 2 napanessHUX
rpyrnax TPHUBAMICTIO 52 TWKHI 3 MeTOH TMOpiBHAHHS e(QeKTUBHOCTi, 0e3meku Ta TepeHOCHUMOCTI
¢dikcoBaHMX 03 MOTpiiHOI KOMOiHallii «0OeKjoMeTa30H JWIIPOMioHaT, (opmMoTepon ¢ymapar i
riikomipoHii 6pomig» (CHF 5993) i dikcoBanux 103 moBitiHOI KOMOiHarlii «6eK/I0MeTa30H JUMPOITiOHaT
i dopmotepon pymapar» (CHF 1535), o6uaBi 3 sikux BBOASTLCS Yepe3 iHranstop pMDI, y matjieHTiB i3
XPOHIYHMM OOCTPYKTHBHHM 3axBoproBaHHsIM jereHb (XO3JT)», CLI-05993AA3-06, Bepcis 1.0 Big 21
TpaBHsA 2020 poky

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e3i ®apmarieBtiui C.rm.A.» [Chiesi Farmaceutici S.p.A.], ITanis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




HopaTtok Ne 38

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onoenena Bpoiypa gocmigavika asst TodaiutuHiOy, Bepcis Bif kBiTHS 2020 poKy, aHIJIiHCHEKOK MOBOIO;
OnoBneHi iHdopMaljiiiHui MMCTOK malieHTa Ta ¢opma iHGOpPMOBaHOI 3rofM Ha yuyacTb y K/IiHIYHOMY
Jloc/li/pKeHHi, Bepcis 2 Big 15 motoro 2021 p. A YKpaiHM aHIVIiMCBKO0, YKPAiHCHKOK) Ta POCIHCHKOIO
MOBaMHU

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

Ne 1849 Biz 11.08.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«24-TVDKHEBE PAH/JOMI3OBAHE, TIOJIBIVHE CJIIIIE, BATATOLIEHTPOBE JOC/IIDKEHHA Y
I[TAPAJIEJIBHUX TPYIIAX 3 AKTUBHUM IIPEIIAPATOM IIOPIBHAHHA [JId OLIHKUA
E®OEKTUBHOCTI TA  BE3IIEYHOCTI  IIPEITAPATIB  PF-06650833, PF-06651600 I
TOPALUTUHIBY AK B AKOCTI MOHOTEPAIII, TAK I B KOMBIHAILIIl, ¥ IMALIIEHTIB I3
AKTMBHMM PEBMATOIIHMM APTPUTOM CEPEJHBOI'O TA BAJXKOI'O CTYIIEHA I
HEJOCTATHBOIXO BIAIIOBIAAKO HA TEPAIIIIO METOTPEKCATOM», B7921023, ocraTtouHa
BepCist POTOKOJIY Bif 22 xoBTHs 2019 p.

3asBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok Ne 39

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 J.M.H., ipo¢. 'oteko €.C.

KomyHaneHe HekomepljiliHe miAnpuemMcTBo «lleHTpanbHa MicbKa K/IiHIYHA JiKapHSI»
YKropoZICbKOi MiCbKOI pasiyi, MiCbKHM OHKOJIOTIYHUM LIEHTP, M. ¥ KrOpoJ

2 3aB. Bifl., K.M.H. Octanenko FO.B.

Kiinika HarjioHanbHOro IHCTUTYTY paky, BiffiiJleHHS MajlOiHBa3sMBHOI Ta eHJOCKOITiYHOL
xipyprii, iHTepBeHLilHOI pagiosorii, M. KuiB

Howmep Ta faTa Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«docnimkenns: ¢asu 1b/2 npenapaty TAK-981 y moeaHanHi 3 IlemOposizymabom [jist  OI[iHKH
6e3MeyHOCTi, MepeHOCHMOCTI Ta MPOTUITYXJIMHHOI aKTUBHOCTI Ifi€i KoMObiHallii y malfieHTiB 3 OKpeMUMH
MporpecyrounMu  abo MeTacTaTUUHWMH  COMAHUMU —myxiuHamu», TAK-981-1502, Bepcis 3
iHKopriopoBaHoto 1ioripaBkoro 01 Biz 22 kBiTHs 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 ObOmexxeHoto BigmosimanbHicTio «KonTpakTHO-[ocmigauipka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

«Takena [lepenornivenT Cenrep Amepikac, Ink.» («TZC Amepikac»), CIITIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

CymnyTHi
MaTepianu/mpernapaTi
CyNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HopaTtok Ne 40

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Po3nin «P.5 CONTROL OF DRUG PRODUCT» [ocke mocmimpKyBaHOro jikapcbkoro 3acoby MK-8591,
Bepcig 05QNWQ Big 25 nmotoro 2021 poky, aHT/TiCEKOI0 MOBOHO

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

Ne 1574 Biz 10.07.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomizoBaHe, kiiHiuHe gociimkeHHs 111 ¢as3u y BIJI-1-iHdikoBaHMX Malli€eHTIB, KUM MPOBOAU/IACS
IHTeHCVBHA Tepariisg, [Jid OLHKM aHTUPeTPOBIPYCHOI AaKTHMBHOCTI CJIIMOrO JIKyBaHHS ic/1aTpaBipoM,
JopaBipuHOM abo0 ZopaBipvHOM/ic/1aTpaBipoM TIpU TOPiBHSIHHI KOXXHOI TPYIH JIiKyBaHHs 3 Tuiarebo, a
TaKOXX /Il OL[iHKM aHTHUPETPOBIPYCHOI aKTMBHOCTi, 0Oe3MeKu Ta MepeHOCHMOCTi BiJKPUTOTO JHiKyBaHHS
JopasipuHom/iciatpaBipom», MK-8591A-019, 3 iHkoprnopoBaHOowo rmorpaBkow 03 Big 29 >KOBTHSA
2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanbHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapaTty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(¢apmaneBTHYHOTO 3a0e3nMeueHHs Onekcanap KOMAPIJA




Hoparok Ne 41

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
20.04.2021 Ne 762

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoirypa gocnigauka Osarnapu6 (Olaparib) (AZD2281, KU-0059436), Buganus 20 Big 21 ciuns 2021
POKY, aHTJ/IiliCbKOI0 MOBOIO

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

Ne 38 Biz 11.01.2020,
Ne 2107 Big 17.10.2019,
Ne 636 Big 22.03.2019

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanpomiszoBane Binkpute mociimpkenHs dasu 2 ta 3 Osanapu0y y kombiHariii 3 Tlembposizymabom y
MOpPiBHsAHHI 3 XimioTepariiero y KoMbiHariii 3 ITemOposizymabom mic/ist iHAYKIii K/IiHiUHOI TiepeBar#t 3
TepIIOI0 JTiHi€ XiMioTeparii y KombiHarjii 3 IleMOpostizymaboMm y MalfieHTiB 3 MicCIIeBO-pelUIUBYHOUNM
HeoriepabeslbHUM 200 MeTAaCcTaTUUYHUM TIOTPiMHO-HETaTUBHUM pakoM MoyiouHoi 3ano3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, Big 24 munus 2019 poky;

«Hocmimkenns II1 ¢da3um a1 membpostizymaly y KombiHallii 3 KapboriaTuHOM / TakCcaHOM (TIaKJTiTaKCest
abo Hab-maksiTakce/n) 3 TOJA/MBIIMM BBeJeHHsAM IMemMOposi3ymady y KomOiHawii 3 migTpuMyrouum
MKyBaHHsM oJlartapu6bom abo 6e3 HBOrO B SIKOCTi Tepariii MepIoi JiiHil y Mal[ieHTiB i3 MeTacTaTUYHUM
TUVIOCKOK/TITUHHUAM HeApiOHOKMiTMHHUM pakom jereHiB (HAKPJT)», MK-7339-008, 3 iHKOpropoBaHO:0O
rionipaBkoro 03 Big 08 rpyans 2020 pokys;

«PanpomiszoBane, mopgiiiHe cmie pocmimpkenHs 111 ¢a3u mpoBeseHHs XimioTepartii 3 abo 0e3
nemMOposisymMaby 3 TOAA/bLIMM TTiATPUMYIOUMM JTiKyBaHHSIM oOjiarapuboM abo muiauebo s Tepariii
TepIIoi JIiHiT y Talli€HTIB 3 PO3TMOBCIO/PKEHUM eTliTeTlia/lbHUM pakoMm sieuHuKiB (EPS) 6e3 myTariii y reni
BRCA (KEYLYNK-001 / ENGOT-ov43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036, 3
iHKopriopoBaHoro 1iornpaBkor 02 Big 20 ceprias 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanbHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaTty
CYIyTHBOI Tepamnii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




Honatok Ne 42

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/KeHHsI CYTTEBUX I1OIPaBOK»
20.04.2021 Ne 762

Inentudikaris cyrreBoi
TIOTIPaBKU

3pa3oK JMCTa TMOTeHIiMHOMYy yuacHUKY gocmikeHHs (GA39925_Direct Mail_UKRAINE_
Ukrainian_v03_11Sep2020) gns Ykpainu, Bepcis 03 Big 11 BepecHs 2020p., yKpaiHCBKOH MOBOIO;
3pa3oK /MCTa TMOTeHLiMHOMYy YyuacHUKY gocmimkeHHs (GA39925_Direct Mail_ UKRAINE_
Russian_v03_18Dec2020) ana Ykpainu, Bepcisg 03 Bix 18 rpyzans 2020p., pociiicbkoro MOBORO; 3pa3ok
€JIeKTPOHHOTO  JIMCTa TIOTeHLiiHOMY yuacHUKy gocmifpkeHHs: (GA39925_Email . UKRAINE_
Ukrainian_v03_11Sep2020) ans Ykpainu, Bepcis 03 Big 11 BepecHs 2020p., yKpaiHCBKOK MOBOIO;
3pa3oK  eIeKTPOHHOTO  JMCTAa  TOTeHI[iiHOMYy  ydacHUKYy  fgociimpkeHHs  (GA39925_Email
UKRAINE_Russian_v03_18Dec2020) ans Ykpainu, Bepcisi 03 Big 18 rpyzans 2020p., pocilicbKoro
MOBOI; 3pa3oK peknamu 3a kmawouoBuMu cinoBamu (GA39925_Keyword Search_Ads_UKRAINE_
_Ukrainian_v02_02Sep2020) nnst Ykpainu, Bepcisg 02 Big 02 BepecHs 2020p., yKpaiHCBKOH MOBOIO;
3pa3ok  peksamMu  3a kmouyoBumu  cyioBamMu  (GA39925_Keyword — Search_Ads_UKRAINE_
_Russian_v02_18Dec2020) ans Ykpainu, Bepcisi 02 Big 18 rpyaus 2020p., pocilicbKol0 MOBOHO; 3pa30oK
6anepHoi peknamu (9981_Genentech UC_Banner ads_UKRAINE_ Ukrainian _v03_17SEPT2020) ans
Ykpainu, Bepcis 03 Big 17 BepecHs 2020p., yKpaiHCbKOIO MOBOK; 3pa30K OaHepHOI peK/lamMH
(9981_Genentech UC_Banner ads_UKRAINE_Russian_ v03_18DEC2020) ansi Ykpainu, Bepcis 03 Bif
18 rpyans 2020p., pociiickkoto wmoBoro; LlinboBa cropinka (9981_Genentech UC_Landing
page_ UKRAINE_Ukrainian_v04_02Feb 2021) pans Ykpainu, Bepcis 04 Big 02 motoro 2021p.,
YKpaiHCbKOIO MOBOIO; LinmpoBa CTOpiHKa (9981_Genentech UC_Landing
page_UKRAINE_Russian_v04_18DEC 2020) ana Ykpainu, Bepcist 04 Big 18 rpyus 2020p., pocilicbKor0
MOBOK; 3pa3oK JpyKoBaHuX peknamMHux MarepianiB (9981_Genentech UC_Print ads_UKRAINE_
Ukrainian_v03_17SEPT2020) ans Ykpainu, Bepcis 03 Big 17 BepecHst 2020p., yKpaiHChKOI MOBOIO;
3pa3ok  JpykoBaHuMx peksaMHux  MatepiamiB  (9981_Genentech UC_Print ads_UKRAINE_
Russian_v03_18DEC2020) ans Ykpainu, Bepcist 03 Big 18 rpyans 2020p., pociiicbKOr0 MOBORO; 3pa3oK
aHKeTH TMonepefHbOro Bifmbopy «ZoBigkoBuii ommrtyBambHUK» (9981 Genentech UC Referral Pre-
Screening Questionnaire Ukraine Ukrainian v3.0 01Feb2021 Sponsor and SC) asa Ykpainu, Bepcis 3.0
Big 01 motoro 2021p., yKpaiHCEKOKO MOBOIO; 3pa30K aHKeTH IOTepeHbOro Bifoopy «OMpOCHUK [jIst
HarpasieHus1 nmaiueHTta» (9981 Genentech UC Referral Pre-Screening Questionnaire UKRAINE Russian
v3.0 18Jan2021 Sponsor and SC) anst Ykpainu, Bepcis 3.0 Big 18 ciuns 2021p., pocificbKor0 MOBOIO




Howmep ta faTa Hakasy Ne 1962 Biz 29.10.2018

MO3 1100 3aTBep/KeHHSs

K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ga kj1iHiyHOTO «PanzomiszoBaHe, mo/BiliHe crime, Mo/BiliHe MacKOBaHe, TIlalle00-KOHTPOILOBaHe, OaraTolleHTPOBe

BUTIPOOYBaHHs, KO/, pocmipkeHHss ¢asu Il B mapamenbHUX Tpyrax 3 MeTOH OLHKKA e(eKTUBHOCTi, Oe3reuHocTi Ta

BepCis Ta fjaTa dapmakokineTrku rperapaty UTTR1147A y nopiBHsIHHI 3 1/1arje60 Ta B MOPiBHSAHHI 3 Befomizymabom y
TMaLfi€eHTIB i3 BUPA3KOBUMM KOJIITOM BiJ TOMIPHOrO [0 TsXKKOro crymneHs», GA39925, Bepcia 6 Bim 08
kBiTHs 2020 p.

3asBHUK, KpaiHa ToBapuctBo 3 O6mexkeHoro BianorizanpHicTio «KoHTpakTHO-[ocnigHuipka Opranizanis IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa Genentech, Inc., USA/ [I)xeHenrek Iuk., CIIIA

CynyTHi —

Marepiasu/nperiapatv

CYTIyTHBOI Tepamnii

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




Hopatok Ne 43

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomrypa pocnmigHyka mocsipkyBaHoro mikapcekoro 3acoby Llenepumop (Cenerimod) (ACT-334441),
Bepcis 11 Big ciuns 2021 poKy aHI/TiMCbKOH0 MOBOIO

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

Ne 727 Big 04.04.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHA0Mi30BaHe, MOZBilHe crirne, Miareb0-KOHTPOIbOBaHEe AOC/iKeHHS ¢a3u 2b y
rapasieJlbHUX rpyTiax /sl OL[iHKK e)eKTUBHOCTI, O€3ITeYHOCTI Ta MeEPeHOCUMOCTi LeHEPUMOJY Y TIaIli€EHTIiB
i3 cucreMHuMM uepBoHMM BoBYakoM (CUB) Bij momipHOro [0 BHCOKOrO CTyIEHS aKTMBHOCTI», ID-
064A202, dbinanpHa Bepcis 4 Big 02 rpyans 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Idorsia Pharmaceuticals Ltd /Izopcisi @apmacsktotikan3 JItz, [lBeiiiapis

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopmatok Ne 44

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKO KiiHiuHOTro BUmpobyBanHs MK-7684 A-003 3 inkopriopoBaHoto mnornpaBkoto 01 Bif
28 motoro 2021 poky, aHrmiicbKo MOBOW0; YkKpaiHa, MK-7684A-003, IndopmauiliHuii MMCTOK i
JIOKYMEHT TIpo iH(opMoBaHy 3rofly Ha MailiOyTHe GiomeauuHe mocmimkeHHsi, Bepcis 00 Big 19 mroToro
2021 p. ykpaiHCbKOIO MOBOI; YKpaiHa, MK-7684A-003, IndopmarjiiiHuii JUCTOK i [OKYMEHT IpO
iHbopmoBaHy 3rosy Ha MaiibyTHe Oiomenuune pgocmimkeHHsi, Bepcis 00 Big 19 motoro 2021 p.
pociiicekoro MoBoro; MK-7684A-003_6a3oBa Bepcisi Opomiypu L[OA0 3pa3KiB TKaHWH_YKPaiHCHKOIO
MoBoto_iisi Ykpainu_12 ceprias 2020 p.; MK-7684A-003_6a30Ba Bepcis Opourypu I[oJo 3pa3KiB
TKaHUH_POCIMCbKOI0O MOBOIO_Zijisi  YKpainu_12 ceprmusi 2020 p.; MK-7684A-003_6poiypa Anst
narjieHTa_yKpaiHCbKOIO MOBOIO_ias Ykpainu_12 cepmas 2020 p.; MK-7684A-003_6pornypa st
marfieHTa_ pOoCiicbKolo MoBorO_jist Ykpainu_12 ceprHsg 2020 p.; MK-7684A-003_nociOHUK 1110710
Bi3WTiB_yKpaiHCbKOIO MOBOWO_gyii YKpainu_12 cepmus 2020 p.; MK-7684A-003_mnoci6HUK 1110710
Bi3WTIB_ pociiicbkkor0 MoBoto_jyisi  YkpaiHu_12 ceprHs 2020 p.; MK7684A-003_3006paxkeHHsT Ha
eNeKTPOHHUX IoZleHHWKax pisi mnanienta eCOA Tablet Screenshots (HaBuanbHuii Moaynb i3
KOPUCTYBaHHA iaHieroM, onuryBasibHUKM EORTC QLQ-C30 version 3, EORTC QLQ-LC13; EQ-5D-
5L Tablet version AHkeTa 1[0fl0 CTaHy 3740poB’s, IlomiTMKa KoHGifeHLIMHOCTI, iHCTPYKUil 1100
HaJ/IallTyBaHHs 00JIIKOBOTO 3amucy), A YKpainu, Bepcis 2.00 Big 3 6epesnst 2021 poky, yKpaiHCHKOO
MoBor; MK7684A-003_300pakeHHsI Ha €IeKTPOHHUX IofieHHHWKax /s Tarfieara eCOA Tablet
Screenshots (HaBuanbHuii MOAy/b i3 KOPUCTYBaHHS IUlaHLIeToM, onuTyBaabHUKM EORTC QLQ-C30
version 3, EORTC QLQ-LC13; EQ-5D-5L Tablet version AHKeTa 10J0 CTaHy 340poB’s, [losmiTuka
KOHQiIeHI[IHHOCTI, iHCTPYKIIil 1110/10 Ha/IalITYBaHHS 00/TIKOBOTO 3amucy), A1l YKpainu, Bepcis 2.00 Bizg 3
Oepe3nst 2021 poKy, pOCIHiCbKOIO MOBOI; BK/IIOUeHHsI [OJATKOBHUX MIiCI[b TIPOBeJIeHHS KJIiHIYHOTO
BUNPOOYBaHHs B YKpaiHi:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | 3aB.Bif., K.M.H. Ocranenko FO.B.
HarjioHanbHUM IHCTUTYT paky, BifJiyIeHHsT MaJIOiHBa3WMBHOI Ta €HJIOCKOIMIYHOI Xipyprii,




iHTepBeHLiKHOI pagiosorii, M. KuiB

2. | p.M.H., npo¢. bougapenko .M.

KomyHanbHe HeKoMepliiliHe miAnprueMcTBO «MicbKa KiiHiuHa fikapHs Ned» [IHIMpOBCHKOT
MIiCBbKOI pajiy, XiMioTeparieBTAUYHe Bi/i/li/IeHHs 3 leHHUM CTaljioHapom, M. JIHIrpo

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

Has3ga kmiHiuHOro «bBaraTolieHTpoBe, paHfOMi30BaHe, moABitiHe ciire gocaimkeHHs I da3m kombiHarii MK-7684 3

BUTIPOOYBaHHs, KO/, nembpostisymabom (MK-7684A) mopiBHSIHO 3 MOHOTeparti€ro 1meM0OposisymMabomM B SIKOCTi TepIioi JIiHii

BepCis Ta fjaTa Tepartii Ay ydacHUKiB 3 PD-L1-TO3UTUBHUM MeTacTaTUYHUM HeAPiOHOKTITUHHUM pPaKOM JIeTeHiB»,
MK-7684A-003, Bepcis 00 Bizg 19 xoBTHsA 2020 poKy

3asiBHUK, KpaiHa ToBapucTBo 3 06MeXeHOI0 BiAmoBiganpHicTIO « MC/] YKpaiHa»

CrioHcop, KpaiHa «Mepk lapn enp Hoym Kopm.», nodipue mignpuemctBo «Mepk enf Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepartii

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




Hopatok Ne 45

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnogneHa 6poiypa gocigayka Ha Linzagolix (OBE2109), Bepcist 8.0 Biz ciuns 2021 poKy aHIJIiHCBKOO
MOBOHO

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

Ne 2107 Biz 17.10.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorjeHTpoBe, paHJOMi30BaHe, TIOABiliHe Ciire, MMIale00-KOHTPOIbOBaHE KJTiHIUHE [JOCTiKEeHHS
dasu 3 a1 oriHKM edeKTHUBHOCTI i Ge3meuHOCTi rperapary JiH3aro/ikC y TMamjieHTOK 3 MOMipHUM abo
CUJILHUM 00JieM, TOB's3aHUM 3 eHJoMeTpio3om», 18-OBE2109-003, Bepcis 4.0 Big 27 murHs 2020 p.

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CrioHcop, KpaiHa

ObsEva S.A., llIBeiiiapisi

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOT0 3a0e3meueHHsI Onekcanagp KOMAPIJA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBep/KeHHSI CyTTEBUX MOIMPaBOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoB/IeHUH TIPOTOKO KiiHiuHOTO AociimkeHHs: Ne02 3 mompaBkoro, Bepcisg 1 Bix 04 motoro 2021p.,
aHTTiMChKOI0 MOBOIO; 3MiHa Ha3BU IMPOTOKOY K/iHiuHOrOo fgociimkeHHs: Byno "Hocnimkenns II ¢asu,
10 TIPOBOJIUTLCSL 3 METOI0 TOpiBHsAHHSA Teparii ABox 03 SAR439859 (SERD) i neTpo3ony y >KiHOK B
MOCTMEHOTay3i, SKUM TMOTPiOHe orepaTWBHe BTPYYaHHS, 3 eCTpOreH-perenTtop-no3utiBHuM, HER2-
HeraTMBHUM TIEPBHMHHO JliarHOCTOBAHMM pakoM MosiouHoi 3aso3u" Crano "docnimkenns II daswm, 1o
TPOBOAUTLCS 3 METOIO TMOPiBHSAHHS Tepariii ABOX 03 rpemnapary amiieHectpaHT [SAR439859] (SERD) i
7eTpo30/y y JKiHOK B TIOCTMeHOMNay3i, SKUM TOTpiOHe orepaTWBHEe BTPYYaHHS, 3 eCTPOreH-peLiernTop-
rnosutBHUM, HER2-HeraTMBHUM IepBUHHO [iarHOCTOBAHUM pPakKOM MOJIOYHOI 3ano3u"; BkiroueHHs
Ha3BH /JIOC/Ti/PKYBAaHOTO JiKapChbKOTro 3aco0y — amileHecTpaHT (amcenestrant); Bk/aroueHHsI CKOpO4eHOT
Ha3Bu fociimkeHHs - AMEERA 4; OcHoBHa iHdopMaliisi ripo fociifkeHHs: i ¢opma iHdbopmoBaHOi
sroau, Bepcisi 3 Big 05 motoro 2021p., aHrmifickkoro MoBoOro. IHGopmallis aas maijieHTa i dbopma
iHdopMoBaHoi 3rosy, Bepcisi At YKpainu Ne2, nata 12 moTtoro 2021 p. (Ha ocHoBi OcHOBHOI iHpopMallii
rpo JocnifykeHHss i ¢opmu iHdbopmoBaHoi 3roau, Bepcis 3 Big 05 motoro 2021p.) aHrmiMCbKOKO Ta
yKpaiHCbKOI0 MoBaMu. [Hdopmariisi a5 naijieHTa i popma iHpopMoBaHoi 3rofu, Bepcisi Ay YKpaiHu No2
Bim 12 motoro 2021 p. (Ha ocHoBi OcHoOBHOI iHbopMaLliil ipo AocimpkeHHs i dopmu iHbopMoBaHoOT 3roy,
Bepcig 3 Bix 05 motoro 2021p.) pocilickkoro MoBorw. [IpaBusia TpaHCIOpPTYBaHHSI Ta 30epiraHHs
netpo3ony (AJ13), Bepcis 4.0 Bim 12 mrotoro 2021 p., ykpaiHCbkoo MoBOw. KepiBHHUITBO 3
TpaHCTIOpPTyBaHHsA Ta 36epiranHs yietpo3ony (J/13), Bepcis 4.0 Big 12 mortoro 2021 p., pociiicbkoro
MoBoto. [TpaBusia TpaHcriopTyBaHHs Ta 30epirands SAR439859 ([1J13), Bepcis 4.0 Big 12 mortoro 2021 p.,
yKpaiHCbKOI0 MOBOIO. KepiBHMIITBO 3 TpaHCIOpPTYBaHHs Ta 30epiraHHs mpenapaty SAR439859 ([JIID),
Bepcis 4.0 Bix 12 moToro 2021 p., pociticekoro moBoto. bporypa ass nanienta «ACT16106 (AMEERA-
4). KniniuHe mocnipkeHHsS 3 BUBUEHHS JJOOIepaLliiHOrO paky MOJIOYHOI 3a/1031», Bepcis 2 BiJ 5 JIIOTOro
2021 p., ykpaiHcbkoro MoBow. bpouiypa ans manienta «ACT16106 (AMEERA-4). KiiniuHe
JIOC/Ti/I)KeHHsI TepeZiorepaLliiHOro paky MOJIOYHOI 3a/103u», Bepcis 2 Bif 5 ymotoro 2021 p., pocilicbKoro
MoBoro. ACT16106 (AMEERA-4) — IllogeHHuWK TaijieHTa, Bepcig 5.0 Bim 19 motoro 2021 p.,
YKpaiHCBKOIO Ta pOCikicbKoro MoBaMu. [Toctep «Y Bac Brepilie fjiarHOCTyBa/d pakK MOJIOUHOI 3a/103U?»,
Bepcid 2 Big 05 mororo 2021 p., ykpaiHCbKO MOBORO. [TocTtep «Bam Briepiiie oCTaBU/IM [jiarHO3 «paKy




MOJIOUHOI 3a/i03u?», Bepcis 2 Big 05 moTtoro 2021 p., pociiicbkoro MoBoro. IHdopmallis Ajst maijieHTa
o0 yyacti y gociizpkeHHi AMEERA-4 (ACT16106). CkopoueHa iHdopMaljisi po A0C/TiKeHHs], Bepcisi
1.0 Big 05 mrotoro 2021 p., ykpaiHCbKOIO MOBOM. [HhopMallis Ajis maljieHTKH 111010 y4acTi y AOCTiIKeHHi
AMEERA-4 (ACT16106). CkopoueHa iHdopmatiis po gocigkeHHsi, Bepcist 1.0 Big 05 motoro 2021 p.,
pociricekoro moBoro. [ocmimpkeHHss ACT16106 (AMEERA-4). JIucT-3anpolueHHs1 [/s JiKapiB 100
CKepyBaHHs MNaLlieHTiB, Bepcis 2 Bifg 05 ymotoro 2021 p., ykpaiHCbKO0 MOBOO. Jlocrimkenns ACT16106
(AMEERA-4) JlucT-3amnpolilileHHs [Jis1 HarpaB/jeHHs1 A0 Jikaps, Bepcis 2 Big 05 mortoro 2021 p.,
pocilicbkkoro MoBoro. JIucT-nopsika, pepakuis 4.0., gata nepeknagy: 07 kBiTHs 2020 p., ykpaiHCBKORO
MOBOIO

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

Ne 2243 Biz 05.10.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Jocnimkenns 11 a3y, 1110 NpoBOAUTLCSA 3 MeTOIO MOPiBHAHHSA Teparil ABox 103 SAR439859 (SERD) i
7IeTpo30/y y >KiHOK B TOCTMEHOMNay3i, SKUM TIOTpiOHe orepaTWBHe BTPYYaHHS, 3 €CTPOTeH-peLenTop-
rnosutBHUM, HER2-HeraTvMBHUM IepBUHHO [iarHOCTOBaHKWM pakOM MOJIOYHOI 3anmo3u», ACT16106,
npotokosa Ne 01 3 monpaBkoro, Bepcist 1 Big 20 ciuns 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnogneHa 6poiypa gocigayka Ha Linzagolix (OBE2109), Bepcist 8.0 Biz ciuns 2021 poKy aHIJIiHCBKOO
MOBOHO

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

Ne 893 Big 15.04.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[loggiiiHe crimne, paHJOMi30BaHe TO/I0OB)KeHe AOC/i/PKeHHsT /11 OLiHKK I0BFOCTPOKOBOI e()eKTUBHOCTI i
Oe3reyHOCTi mTpemapaTy JIiH3aro/ikC y TAlieHTOK 3 0OojieM, TIOB’S3aHUM 3  €HJJOMETPiO30M»,
19-OBE2109-006, Bepcis 2.0 Biz 25 ceprus 2020 p.

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CrioHcop, KpaiHa

O6cEBa CA (ObsEva S.A.), lIseiirapis

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

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




HonaTtok Ne 48

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

[MoripaBka zo po3ziny 3.2.P.8 CrabinbHicTh AOCkE AOCimKyBaHOTo mikapcbkoro 3acoby (CTA Quality
data amendment, section 3.2.P.8 Stability) SAR439859, TabsieTka, BKpuTa 000/10HKO0, 200 MT, Bepcist Bij
03 6epe3nst 2021p., aHrTiMCEKOI MOBOIO; 30i/bllIeHHS TePMiHYy 30epiraHHsi JOC/Ti)KyBaHOTO JIIKapCHKOTO
3aco0y SAR439859, Tabnetka, BKpuTa 060/10HKOI0, 200 ™mr, 3 18 m0 24 Micsiis; [TorpaBka 0 po3ziny
3.2.P.8 CrabinbHicTh J0Che MOAM(DIKOBAHOTO TIperniapaTy nopiBHsHHS Letrozole 2,5 mr TabieTka, BKpUTa
000J/10HKO10, Yy Karcysi (TBepga Karcyna) (CTA Quality data amendment, section 3.2.P.8 Stability), Bepcis
Bifz 03 OGepesnsi 2021p., aHr/iickkoro MoBOw; 30inblieHHS TepMiHy 306epiraHHs MoJudiKoBaHOTO
rpernapary MopiBHsiHHA Letrozole 2,5 mr TabieTka, BKpuTa 000JIOHKOIO, Y Karicysi (TBepja Karicysa),
3 18 10 24 MicsiiB

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Bip 15.12.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzomizoBane, OararolleHTpOBe, TIOZBiliHe ciine moc/imkeHHs 3 ¢asu Tperapary amijeHeCTPaHT
(SAR439859) y kombiHariii 3 maaboIuK/Iib0M y MOPiBHSAHHI 3 JIETPO30/10M Y KOMOiHarlii 3 manbornukiioom
ons nikyBaHHs maiieHtiB 3 ER(+), HER2(-) pakoM MoO/0YHOI 3a/i03M, $IKi paHillle He OTPUMYBaId
CUCTEMHOI'0 IPOTUPAKOBOr'0 JIIKyBaHHs IIOLIMPEHOro 3axsBoproBaHHs», EFC15935, 3 mnompaskoro 01,
Bepcis 1 Bixg 27 munas 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBejiornMaH, ®paHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok Ne 49

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
20.04.2021 Ne 762

Inentudikariis cyrreBoi
TIOTIPaBKU

bpourypa pocnignuka JNJ-67896062 (Macitentan), Buganus 18, Bix 04.12.2020 p.; Indopmauis anas
narjieHTa Ta @opma iHpopmoBaHoi 3roau — [Iporokosn AC-055-315, Bepcist 4.0 yKpaiHCBKOI MOBOIO /IS
Ykpaiau Big 09.03.2021 p.; IHdopmauis ans nauieHta tTa @opma iHdopmoBaHoi 3roau — I[IpoTokon
AC-055-315, Bepcisi 4.0 pociticekoro MoBoro st Ykpainu Big 09.03.2021 p.; [HdbopmMariisi st BariTHOT
NapTHepPKW y4yacHUKa AochifkeHHs: Ta @opma [HdopmoBaHoi 3rogu, Bepcis 1.0 yKpaiHCbKOIO MOBOIO AJ1s1
Ykpainu Big 10.02.2021 p.; IHdopmatis Ans BariTHOI MapTHEPKM ydaCHHMKa AOCIipKeHHs Ta Popma
InpopmoBanoi 3roau, Bepcisi 1.0 pocitickkoro MoBoto Anst Ykpainu Big 10.02.2021 p.; @opma 3roau Ha
HaZlaHHS MeauuHOI iHdopMariii Bepcis 1.0 ykpaiHCbKOIO MOBOIO AJisi YKpainu Bif 26 rpygus 2016 p.;
®dopma 3rogu Ha HaflaHHS MeguuHOi iHdbopmariii Bepcis 1.0 pocilicbkkoro MOBOIO jisi YKpaiHU Bij 26
TPyAHS 2016 p.

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

Ne 1849 Biz 11.08.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«ITpocnekTBHe, OaraToI|eHTPOBE, TIO/BiliHe CJIiTle, 3 TIOABIHHOIO iMiTalli€l0, paH[0OMi30BaHe, 3 aKTHBHUM
KOHTpOJIeM, B Tapasie/lbHUX Ipyrnax, 3 MOC/AIJOBHUM BKJIIOUEHHSIM IPYII, aZaliTMBHEe, KOHTPOJ/IbOBaHe 3a
MOAisIMU  KJTiHIUHe [JOC/ipkeHHs TpeThoi (a3u [ TopiBHSAHHS edeKTUBHOCTi, Oe3rneyHocTi Ta
[epeHOCUMOCT] MaLliTeHTaHa 75 MI 3 MaljiTeHTaHOM 10 Mr y mMaiji€HTiB 3 JlereHeBOX apTepiajbHOK
rinepreHsi€r0 3 MOJajbIIMM [€pioJOM BIZKPUTOrO JIIKyBaHHS MaljiTeHTaHOM 75 Mr», AC-055-315,
rioripaBka 2, Bepcid 3 Bizg 6 cepriag 2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/]JaTKOBOTO MiClLisl IPOBeZieHHs BUITPOOYBaHHS
Ne [1.I.b. BigmoBifa/bHOrO AOC/TiJHAKA
n/n Has3Ba miclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | nikap Ckubano C.A.

Mennunuii  ueHTp  «Ok!KniHik+»  ToBapuctBa 3  00MeXeHOI  BiANOBiZanbHICTIO
«MDKHapOJZHUM IHCTUTYT K/IIHIYHUX AOC/I[PKeHb», BiJiI raCTPOEHTEepOosIorii Ta renaTosiorii
CTaLlilOHApHOrO BifAiseHHs, M. KuiB

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

Ne 310 Big 23.02.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanziomizoBaHe, 1aie60-KOHTPOIbOBaHe, TIOABiMHe CJliMe, Y Mapase/ibHUX rpyTax, rnourykose, ®Pasa 2,
JocnimkeHHs1 edeKTUBHOCTI i Ge3reyHocti mperapaty AMT-101 a5t nepopanbHOTO 3aCTOCYBaHHS y
MOEAHAHHI 3 afja/jiMyMaboM y TMalli€HTiB 3 BUPAa3KOBUM KOJIITOM CEPeJHBOr0 ab0 TSHKKOTO CTYIIEHS»,
AMT-101-203, Bepcis 2.0 Bix 30 BepecHst 2020 poky.

3asgBHUK, KpaiHa

TOB «biomanac», Ykpaina

CrioHcop, KpaiHa

Applied Molecular Transport Inc. /«Enaiig Monekbtonap TpeHcriopt IHk.», CIIIA

CynyTHi
Marepianu/nperapaTy
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHsI Onekcanap KOMAPIJA




Homatok Ne 51

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBnieHMi MPOTOKON  KiaiHiuHOro BumpoOyBanHs MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHkoprniopoBaHoto nonpaskor 01 Big 06 ciung 2021 poky, aHIIiMCbKOI0 MOBOM; JIMCT-po3’ICHEHHS Bif,
16 motoro 2021 poky, aHrmaiMcbkoro MoBowo o npotokony MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHKopriopoBaHow mnorpaBkoro 01 Big 06 ciuns 2021 poky; 3MiHa Ha3BU IMIPOTOKOJY KJIIHIYHOTO
BUTIPOOYBaHHs 3 «PaHomMi3oBaHe, nozBikiHe ciirne gocmimpkenns 111 ¢ga3u ximiopagiorepartii y kom6iHarii
3 nembpostisymabom abo 6e3 HBOTO AJIs TIKyBaHHS JIOKa/JIbHO PO3MOBCIO/PKEHOTO pPaKy IIMAKHA MaTKU 3
BucokuM ctyrieHeM pusuKy (KEYNOTE-A18/ENGOT-cx11)» Ha «PaHpgomizoBaHe, MofBiiiHe ciiire
nmocrimkenns 11 da3u ximiopagioTepartii y KombiHariii 3 memopostisymaboM abo 6e3 HbOTO [JIs JIiKyBaHHi
JIOKQ/IbHO PO3MOBCIO/PKEHOT0 paKy IIMWKKM MaTkd 3 BUCOKMM cTyneHeM pusuky (KEYNOTE-
A18/ENGOT-cx11/GOG-3047)»; 3miHa KOJOBaHOrO HOMEPY TPOTOKOY K/IiHIUYHOTO BUMPOOYBaHHS 3
MK-3475-A18/ENGOT-cx11 Ha MK-3475-A18/ENGOT-cx11/GOG-3047. 3miHM  KepiBHMLITBA
K/iHiuHOro BumpoOyBaHHs; YkpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 1.00 Bixm 10
6epe3nst 2021 p., yKpalHCbKOIO MOBOIO, iH(opMaliisi Ta IOKyMeHT TIpo iHpOpMOBaHy 3roy [/Is TMalli€HTa;
Ykpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 1.00 Big 10 Gepe3us 2021 p., pociiicbKOrO
MOBOM, iH(QopMallisi Ta [AOKyMeHT Mpo iHpopMOoBaHy 3rofy AJs TNalieHTa; YkpaiHa, MK-3475-
A18/ENGOT-cx11/GOG-3047, Bepcist 01 Big 10 Gepe3nst 2021 p., yKpaiHChKOIO MOBOIO, iH(hopMarliiHui
JMCTOK i JOKyMeHT Mpo iHpopMoBaHy 3rofly Ha MailOyTHe OioMeanuHe AOCTiMHKeHHS; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 01 Bix 10 Gepesns 2021 p., poCiMCbKOIO MOBOIO,
iHbopMaLiliHu JTUCTOK i JOKYMEeHT Ipo iHpopMoBaHy 3roJly Ha MaliOyTHe GioMeUHe AOCITiPKeHHS

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomiszoBane, mnozgiiiHe ciine pocmimkenHs I ¢as3m  ximiopagiorepamii 'y kKomOiHamii 3
rieMOposizymabom abo 6e3 HBOrO AJs1 JiKyBaHHS JIOKaJbHO PO3IMOBCIOZPKEHOTO PAKy MUKW MaTKU 3
BucokuMm cryreHeM pusuky (KEYNOTE-A18 / ENGOT-cx11)», MK-3475-A18/ENGOT-cx11,
Big 14 nucromnaga 2019 poky.




3asaBHUK, KpaiHa ToBapucTBo 3 06MeXeHOI0 BiAnoBiganbHicTI0O « MC/] YKpaiHa»

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

CynyTHi —

Marepianu/mpenapaTu

CYTyTHBOI Tepamii

I'enepanbHui JupeKkTop /AupekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

3amnpoBa/iKeHHsI JTiKapChbKOro 3aco0y, 10 BUKOPUCTOBYETHCS SIK PO3UMHHMK [/Is AOCTiIPKyBaHOTO
NiKapChbKOTo 3aco0y Map3enTakor anb®a (akThBoBaHMi) [pernapat MarzAA]: Boga s iH’ €KIil, po3unH
IUTsI TIapeHTepabHOTO BBeeHHs, 20 mi1, BUpoOHUK — "Fresenius KABI Espafia, S.A.U.", Icranisi; 3pa3ku
eTUKEeTOK (MapKyBaHHs) (/7151 KOPOOKU Ta amrty/u) Ajist Bogu ajis iH’ exiiid, po3umnH /1Jisi TapeHTepabHOTO
BBesieHHs1, 20 mu1, ocTatouHa pefakiis 1.0 s Ykpainu Big 10 6epe3ns 2021 p., ocTaTouHUi Mepekiaj 3
aHrTiCbKOI MOBU Ha YKpaiHChKY MOBY Bif 12 Gepe3nsi 2021 p.

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

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Jocnmimpkennss I/Il  ¢asu, 1m0 MNpPOBOAUTBCS 3 METOK BHUBUEHHSl (PAapMakKOKIHETUYHMX |
(hapMakoIMHAMiUHUX BIaCTUBOCTEM, a TaKOXK OL[IHKM 0Oe3rmeuHOCTi 1 eheKTUBHOCTI Map3enTakory aabda
(aKTMBOBAHOI0) TP JIIKyBaHHi eIi30[JUUYHUX KPOBOTeU y TMaLli€HTIB 3i CHaIKOBUMHU TOPYLIEHHSIMHU
3ropTaHHs KpOBi», MAA-202, pepakuis Big 19 uepsusa 2020 p., nokanbHa nomnpaska 1.0 go
MIPOTOKOJTY KJIiHIYHOTO BUMPOoOyBaHHs (/uiie /s YKpainu) Big 04 ciuns 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«KertenicT Batiocatiencu3s [Hkopriopetiten» [Catalyst Biosciences, Inc.], CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomypa pocnigavka Tesetakcen /Tesetaxel, Buganus 13.0 (rnobanbhe), Big 30 mucromaga 2020 poky,
aHrmicpKor0 MoBowo; [Hopmauis Ans natjiedta i @opma iHndopmoanoi 3rogqu ODO-TE-S104, Bepcis
1.1, Big 26 motoro 2020 poky, Maiictep ICF_v2.0_24Dec2020_UKR_ENG_24Feb2021, aHrnilicbKoro,
poCilicbKOI0 Ta yKpaiHCbkolo MoBaMmu; [logaTok g0 IHdopmariii g marienta i @opma indopmoBaHoi
3rofiu ODO-TE-S104, BepCist 1.1, Bif 26 JIIOTOTO 2020 POKY, Maticrep
ICF_v2.0_24Dec2020_UKR_ENG_24Feb2021, aHr/ilicbKo0, pOCIiiICbKOI0O Ta YKpaiHChKOI MOBaMW;
[MTogoBskeHHs TpUBasOCTi AocsimkeHHs o 01 6epe3nst 2022 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure pocnipkeHHsT BIUIMBY paberpa3ony Ha (apMakOKiHETUKY Te3eTakCely y TMal[ieHTiB i3
PO3IOBCIO)KEHUMU  COoJTifHUMKU nyxauHamu», ODO-TE-S104, Opwrinan: Bepcis 1.1, Big 26 mrotoro
2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

Odonate Therapeutics, Inc., USA, Oponeiit Tepar’totikc, [HK., CIITA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA
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Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnieHa Opomypa gpocmigavka Tinapakizymab (MK-3222), Bepcis 11 Big 06 ciuns 2021 p.,
aHIJIIKICbKOK MOBOIO

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

Ne 1960 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

ITOBrocTpoKoBe TPOZIOBXKEHEe OC/iKeHHs Tilgpaki3ymMaOy 3 MeTOl JOBeleHHsS Horo 0e3rmeuHoCTi mpu
3aCTOCYBaHHI y TIALIEHTIB i3 TCOpiaTUUHWM apTPUTOM, SIKi paHille Opasy y4acTb y [AOC/i/KeHHi i3
3acTocyBaHHsM Tinzpakizymady, CLR_18_07, Bepcisi mpoTokony 01 3 iHKOpriopoBaHOO TOTpaBKoio 1 Bif
22 munHg 2020 poky

3asgBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

Sun Pharma Global FZE, O6’ennani Apabcski EMipaTtu

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopatok Ne 55

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomypa pocmigavka Tesetakcen /Tesetaxel, Buganus 13.0 (rnobanbhe), Big 30 mucromaza 2020 poky,
aHIJIiicLKoI0 MoBoMo; Patient information sheet and informed consent form ODO-TE-S103, Version 1.1,
25 Feb 2020 Master ICF v2.0 24Dec2020_ UKR_ENG_24Feb2021, aHrailicbkol0 MOBOIO;
VH}opMaLMOHHBIA TUCTOK TaljeHTa U ¢opma uH@opmupoBaHHoro coryiacus ODO-TE-S103, Version
1.1, 25 Feb 2020 Master ICF_v2.0_24Dec2020_UKR_RUS_24 Feb 2021, pociiicbkol0 MOBOIO;
[Hdopmaritinuii vcToK Aas matjiedta Ta ¢opma iHdopmoBaHoi 3rogu ODO-TE-S103, Version 1.1, 25
Feb 2020 Master ICF_v2.0_24Dec2020_UKR_UKR_24Feb2021, ykpaiHcbkoro MOBOIO; Annex to Patient
information sheet and informed consent form ODO-TE-S103, Version 1.1, 25 Feb 2020 Master
ICF_v2.0_24Dec2020 UKR_ENG_24Feb2021, aHIIiHCHEKOI0 MOBOIO; [TpunoyxeHue K
MH(OPMAaLIMOHHOMY JIMCTKY TaieHTa U ¢opMme uHpopmupoBaHHoro coriacuss ODO-TE-S103, Version
1.1, 25 Feb 2020 Master ICF_v2.0_24Dec2020_UKR_RUS_24 Feb 2021, pociiicbkoro MOBOI0; [10/1aTOK
[0 iHdopmaliiiiHoro MMcTKa /715 maijieHTa Ta ¢dopmu iHbopmoraHoi 3roau ODO-TE-S103, Version 1.1, 25
Feb 2020 Master ICF_v2.0_24Dec2020_UKR_UKR_ 24Feb21, ykpaiHCcbKko0 MOBOW0; Ilof0B>KeHHs
TpUBAOCTi gocsimkerHs 10 01 6epesns 2022 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
KJTiHIYHOTO BUITPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«BigkpuTte [OCTIIKeHHs1 IMe4iHKOBOI HeJOCTaTHOCTI i3 3aCTOCYBaHHAM Te3eTakCeay Y MaLji€HTIB i3
PO3MOBCIO)KEHUMU  CoJTifHuMK nyxiauHamu», ODO-TE-S103, Opwrinan: Bepcis 1.1, Big 25 mortoro
2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

Odonate Therapeutics, Inc., USA, Opnoneiit Tepan’toTikc, [Hk., CIIIA

CynyTHi
MaTepianv/ripernapaTi




| CYNyTHBOI Tepariii |

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




Hopatok Ne 56

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

[MoripaBka 0 [docke OOCTiKyBaHOTO JiKapCchKOro 3acoby moHecumos (ACT-128800) asisi KaiHiYHOTO
pocnigkenHs AC-058B202 Big 18 rpygua 2020 p.; [TogoskeHHs TepMiHY NPUAATHOCTI JOC/IAKYBaHOIO
nikapcekoro 3acoby monecumon (ACT-128800) 20 mr, TabneTKd BKPUTI IUTIBKOBOIO OOOJIOHKOHO Y
GsicTepax 3 a/oMiHito/amOMiHiINM 6e3 ocylryBaya 0 60 MicsiiB; 3pa30K eTUKeTKH (MapKyBaHHsI) Habopy
Ju1st ioctyroBoro 36inbieHHs 103U (Wallet Label) — ITonecumog, 2 mr, 3 mr, 4 mr, 5 mr, 6 mr, 7 mr, 8 wmr,
9 wmr, 10 mr, 20 mr, 17 TabneTOK BKPUTHX TUTIBKOBOK 0OOJIOHKOO, peiakifisi 4 YKpaiHCbKOIO MOBOIO Bif
19 motoro 2021 p.; 3pa3ok eTMKeTKH (MapKyBaHHs) AJis1 (akoHy AJis nigTpuManHs fo3u (Bottle Label) —
[Monecumop 20 mr, 36 TabeTOK BKPUTHX TTIBKOBOIO OOOJIOHKOIO, pPeiakifisi 3 yKpaiHChKOK MOBOIO Bij
19 mortoro 2021 p.; 3pa3ok eTHKeTKH (MapKyBaHHs) [jisi KOpoOKu /st migTpuManHs 103U (Box Label) —
[Monecumop 20 mr, 3 x 36 TabseTOK BKPUTHX TUTIBKOBOIO 000/IOHKOO, pefakilis 3 YKpaiHCbKOI0 MOBOHO
Biz 19 motoro 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«barartolieHTpoBe paH/IOMi30BaHe, TIO/IBiMIHO CJlille [OC/i/I)KeHHs, 1[0 TIPOBOAUTHLCS B MapasiebHUX
rpyrax XBOPHX Ha pPelUAMBYIOUWI PeMIiTYIOUMi PO3CiSHMI CK/Iepo3 i3 MeTOH BUBYEHHs 0e3MeyHOCTi,
MepeHoCUMMOCTi ¥ e)eKTHBHOCTI TpenapaTy moHecumo/, (aroHicra perentopiBs S1P1 asisa nepopanbHOro
MpUiioMY) TIpM TPUBAJIOMY 3acToCyBaHHI B f103ax 10, 20 i 40 mr Ha #oOy (TTpOOBKEHHsT JOCITiPKeHHs
AC-058B201)», AC-058B202, ocraTouHa pejakiiis 9 3 iHkopriopoBaHow IlorpaBkoto 8 Bif 14 TpaBHs
2020 p.

3asiBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

AxTtenion @apmacerotikans JIta, [lIBetitapis

CymnyTHi
MaTepianu/mpernapaTi




| CYNyTHBOI Tepariii |

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




HonaTtok Ne 57

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTPOOYBaHb JIiKapChKUX 3aco0iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
20.04.2021 Ne 762

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa HaliMeHyBaHHS MiCIsi TIPOBeJleHHsl KJIiHIYHOTO BWITPOOYBaHHS;
NOCJTi THUKA.

3miHa BIiJMOBiAATBHOTO

Bbyno

Craso

JliKap |MapKeBHq I.JI.|

Mepuunuii nieHTp «Ok! KiiHik+» ToBapucTBa 3
oOMe)keHO BifmoBifampHiCTI0O «MiKHapoaHU
IHCTUTYT K/IIHIYHUX JOCTipKeHb», M. KuiB

sikap Hapunna H.IT.

IHCTUTYT  KJIiHIYHHUX

BigmineHHs, M. Kui

Mepuunuii neHTp «Ok! KniHik+» ToBapucTBa 3
0oOMeXeHOI0 Bi/TOBifa/IbHICTIO «MiXKHapOAHUIMA

racTpOeHTEepOJIOTil Ta renaToJIorii CTal[ioHapHOTO

JOCJTI/DKEHb»,  Biia

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1753 Big 06.08.2019

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«bararoijeHtpoBe, Bigkpure,

ITomoexkene Hocmimkennss 11 ®a3u gna  Ouinku  loBrorpuBanoi

EdextuBHOCTI Ta Besneunocti 3actocyBaHHsi Mipikizymaby y IlauientiB i3 BupaskoBum Komitom
[MomipHoro Ta Tspkkoro Ilepebiry (LUCENT 3)» , I6T-MC-AMAP, 3 iHKOpPIIOpOBaHOIO TIOTMPaBKOIO (a)

Biz 16 rpygHsa 2020 poky

3asgBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IIBenapis

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry

(apmaneBTHYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HonaTtok Ne 58

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

PAT-CR-302 ®apmarieBTHuyHU TOCIOHUK [y gocigHukiB, Bepcii 2.0 Big 09 rpyaus 2020p.,
aHTJIICHKOI0 MOBOIO; 3MiHa Ha3BU 3asiBHUKa KiiHiuHoro BumpoOyBaHHs 3 TOB «IHC Pecepu YkpaiHa»
Ha TOB «Cineoc Xesnc YkpaiHa»

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2333 Big 25.11.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, MoABilHe crirne, TIare00-KOHTPOIBOBAHE AOC/I/PKEHHS Yy TapajelbHUX Tpyrax 3
PaHZIOMi30BaHOK BiZIMIHOIO Tepamil 3 METOI BHMBUEHHs MaTipoMepy /[Jii KOHTPOJIIO Tilepkamiemil y
MaIji€HTiB, fKi TPUHMAaIOTh iHriOITOpU peHiH-aHTiOTeH3WH-aIbA0CTepoHOBOI cuctemu (iPAAC) ais
nikyBaHHs cepueBoi HepoctaTHOCTI (DIAMOND)», PAT-CR-302, nipotokon Bepcis 2.0 Big 19 >KoBTHs
2020p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Penirica, Ink., CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 59

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hocwe mocmimpkyBaHoro Jikapcbkoro 3aco0y (IMPD): Po3zin "[ani 3 sikocti Adabinua (Debio 1450),
160 mr mopoiok A5 po3uuHy AJs iH@y3ii / Quality Data Afabicin 160 mg powder for concentrate for
solution for infusion", pegaxiist 4.0 - Bix 6epesnst 2021 p.; Jocke A0CITiIKYBAaHOTO JIIKAPCHKOTO 3aco0y
(IMPD): Po3gin "[aHi 3 sikocti Adabinun (Debio 1450), 80, 120 Ta 240 Mr Tab/eTKH, BKPUTI T/TIBKOBOIO
o6osoHkoro / Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets", pemakuisi 7 - Biz 6epe3nst
2021 p.; ITogoBxkeHHs TepMiHy TipuzatHocTi Adabinuny (Debio 1450), 160 Mr MopoIIOK /st PO3UMHY
st iHdy3iv 3 48 mo 60 micsis; I[TogoekeHHs1 TepMmiHy npugaTHOCTI Adabinuay (Debio 1450), 80 mr
Tab/ieTKH, BKPUTI TUT1iBKOBOIO 000/10HKOIO ¥ 6ticTepi Perlalux® Ultraprotected 3 12 o 21 Micstis

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHzioMi30BaHe BiJKpWTe AOC/IipKeHHS 3 aKTWUBHUM KOHTPOJIEM, L0 MPOBOAUTHCSA 3 METOH OLIiHKU
0e3reyHoCTi, MepeHOCMMOCTi 1 edeKTHUBHOCTI acdabilHy A1 BHYTPIIIHBOBEHHOTO / TEPOpPabHOTO
3aCTOCYBaHHSI TIpPU JIiKyBaHHI TaLi€EHTiB 3i cradioKoKoBUMHU iH(peKLissMU KiCTOK abo cyriaobie»,
Debio 1450-BJI-205, octatouHa pegakuis 5.0 3 interpoBaHoto ITonpaBkoto 2 Bif 14 >xoBTHs1 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«debiodapm InTepHerrHn CA» [Debiopharm International SA], IlIBeiitiapist

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




HopnaTtok Ne 60

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

OwnogneHe Jlocke AocmipKyBaHoro jikapcekoro 3aco0y (IMPD), Bepcis 8.0, mata: I'pyaens 2020

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

Ne 545 Big 19.05.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe paHJ0Mi30BaHe KOHTPOJIbOBaHe A0C/iMKeHHs1 3 (a3u, CrpsiMOBaHe Ha OL[iHKY CeiHeKCOpy,
bopTe3omiby Ta gekcamerasoHy (cxema SVd) B mopiBHsHHI 3 6opTe3omibom i gekcamerasoHOM (cxema
Vd) y naijieHTiB i3 peruguByouor0 abo pedpakTepHO0 MHOXXHHHOIO Mienomoro», KCP-330-023,
pepakuis 4.0 3 iIHKOPIOpOBaHOO IOIPaBKoro 3 Bix 17 cepriug 2018

3asgBHUK, KpaiHa

TOB «IOKYME/IC» («CIA IOKYME/IC»), Jlatsist

CnoHcop, KpaiHa

«Kapioapm TepansroTukc Inkopriopeiitez», CILIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopmatok Ne 61

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

HomnoBuennst 2.00 Big 01 6epesnsi 2021 poky mo Bpourypu gocnigavka GLPG3970, Buzanus 2.00 Bif
30 kBiTHa 2020 poky, aHr/iiicbkoro MOBOO; [HopMalliliHuil TUCTOK MaljieHTa Ta ¢opma iHpopmoBaHOI
srogu, Bepcigs V2.0UKR(uk)1.0 Bixm 03 Gepe3ns 2021 poky, mnepekniaji yKpaiHCbKOHO MOBOHO Bim 09
Oepe3nss 2021 poky; IndopmarjiiiHuii JUCTOK TarjieHTa Ta ¢opMa iHPOPMOBaHOI 3rojAu, BepCis
V2.0UKR(ru)1.0 Bizx 03 6epe3nst 2021 poky, nepekiaj, pociiicbkkor MoBoro Biz 09 6epe3nst 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzomisoBaHe, 1ozBiliHe crire, T1ale00-KOHTPOIbOBaHe, OaraToleHTPOBe AOCTI/PKeHHS i OL[iHKH
Oe3neyHOCTi, TepeHoCMMOCTi, edeKTUBHOCTI Ta ¢apmakokiHeTuku Tipeniapaty GLPG3970 mipu
IepopajbHOMY 3aCTOCYBaHHI IPOTArOM 6 TWXKHIB Yy JOPOC/AMX IIALi€HTIB 3 aKTUBHUM BUPa3KOBUM
KOJIITOM BiJ| CepeJHbOro /10 TSKKOTO CTyreHsl TsoKKOCTi», GLPG3970-CL-210, Bepcig 1.0 Big 02 numnHs
2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Galapagos NV, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Hopmatok Ne 62

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

HomnoBuennst 2.00 Big 01 6epesnsi 2021 poky mo Bpourypu gocnigavka GLPG3970, Buzanus 2.00 Bif
30 kBiTHa 2020 poky, aHr/iiicbkoro MOBOO; [HopMalliliHuil TUCTOK MaljieHTa Ta ¢opma iHpopmoBaHOI
srogu, Bepcigs V2.0UKR(uk)1.0 Bixm 03 Gepe3ns 2021 poky, mnepekniaji yKpaiHCbKOHO MOBOHO Bim 09
Oepe3nss 2021 poky; IndopmarjiiiHuii JUCTOK TarjieHTa Ta ¢opMa iHPOPMOBaHOI 3rojAu, BepCis
V2.0UKR(ru)1.0 Bizx 03 6epe3nst 2021 poky, nepekiaj, pociiicbkkor MoBoro Biz 09 6epe3nst 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzomisoBaHe, 1ozBiliHe crire, T1ale00-KOHTPOIbOBaHe, OaraToleHTPOBe AOCTI/PKeHHS i OL[iHKH
Oe3neyHOCTi, TepeHoCMMOCTi, edeKTUBHOCTI Ta ¢apmakokiHeTuku Tipeniapaty GLPG3970 mipu
repopajbHOMY 3aCTOCYBaHHI IPOTATOM 6 TWXKHIB Yy JOPOCAMX MAL{l€HTIB 3 aKTUBHUM pPeBMaTOIJHUM
apTpUTOM BiJ, CepefHbOIO [0 TSDKKOIO CTyIeHs TsDKKOCTI Ta HeJLOCTaTHbOK BIAMOBIAA0 Ha
Metotpekcar», GLPG3970-CL-209, Bepcid 1.0 Bizg 29 tpaBHsa 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Galapagos NV, Benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 63

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MICIIsl NPOBE/IEHHS KJTIHIYHOTO IOC/TIIPKEHHS:

Bbyno

Craso

JI.M.H., npod. bonzaapexnko .M.

KomyHanbHe  HekoMepLiiiHe  MiJIIPUEMCTBO
«Miceka kiiHiyHa JikapHs Ned» [THINPOBCHKOL
MiCbKOI pazu, BiAfdisieHHs XimioTeparii, M.
HHinpo

I.M.H., pod. bonaapenko .M.

KomyHanpeHe  HekoMeplliliHe  MiANPUEMCTBO
«Micbka KiiHiyHa JikapHs Ned» [IHINPOBCBKOL
MIiCBKOI pajy, XiMioTeparieBTUYHEe BiJJiJIeHHS 3
JIeHHUM CTallioHapoM, M. JIHinpo

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

Ne 415 Big 18.02.2019

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

BigkpuTe panzomizoBaHe fgociimkenns 111 da3u 3 orjinku agarnokcany cimoneniny (OBI-822)/0OBI-821
(BakuuHM Ha ocHOBi aHTureHy Globo H) mpu mpoBefeHHi aj'toBaHTHOI Teparii mailjieHTaMm i3 Tpuui
HeraTUBHUM pakOM MOJIOYHOI 3a/103d Ha paHHiM crafii, y skux BiamiuaeTbcsi ekcrpecis Globo H i €
BUCOKWM DHU3MK PO3BUTKY peluauBy (KomoBe rmo3HaueHHs pocaifpkeHHs: GLORIA), OBI-822-011,

octaToyHa pezakuis 6.0 Big 17 yvepsus 2020 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

OBI Pharma, Inc., Taiianb, Kutaiicbka Pecry6stika

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry

(apmaneBTHYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 64

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ownosnena 6portnypa gocrigauka Bl 754091 (Ezabenlimab) Bepcisi 5 Big 08 motoro 2021

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

Ne 662 Big 16.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure pocnmimkenns ¢asu Ib 3 migbopy mosu BI 836880 y kombGinarii 3 BI 754091 s
XapaKTepUCTUKK 0e3eYHOCTi, TepeHOCUMOCTi, (hapMaKOKiHEeTUKH, (hapMaKoAWMHaMIKK Ta e(heKTUBHOCTI Y
TMAIfi€EHTIB 3 MiClLIeBOMNOIIMPEHUM ab0 MEeTaCTaTUUHMM HETUIOCKOKTITUHHUM HeZpPiOHOKTITUHHUM paKoM
JIET€eHi Ta IHIIMMHM COMiqHUMU nyxyimHaMu», 1336-0011, Bepcis 6.0 Bix 18 nmucronazga 2020

3asgBHUK, KpaiHa

TOB «JOKYME/IC» («CIA IOKYME/IC»), Jlatsist

CnoHcop, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABcTpist

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopatok Ne 65

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX

BUITPOOYBaHb JIiIKapCHKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
20.04.2021 Ne 762

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomrypa gocignvuka PuBorepani6 me3usnat, Bepcist 6.0 Big 11 rpygus 2020 poKy, aHI/TiliCbKOK MOBOIO;
IHdopmaritinuii nuctok i ¢popma 3rogu, Bepcis V4.0UKR(uk)1.0 Big 22 mtotoro 2021 poky, nepeksaj
yKpaiHCBKOH MoOBOIO Bif 09 6Gepesnsi 2021 poky; IHdopmarjitiauii smctok i ¢opma 3rogu, Bepcis
V4.0UKR(ru)1.0 Bizg 22 motoro 2021 poky, nepekniaj, pociiicbkor MoBoto Biz 09 6epe3nst 2021 poky

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

Ne 1246 Biz 26.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, Biakpure, MiKHapoAHe, OaraTolleHTpPOBe, KJiHiUHe [AOCHiKeHHS a3 3
KOMOiHOBaHOTO 3acTocyBaHHs nperiapaty SHR-1210, sikuii siBiste coboto aHTUTiNO 10 PD-1, Ta anatuHiOy
Me3uIaTy (pUBOLIEpPaHiOy) MOPIBHSHO 3 3aCTOCYBaHHSIM copadeHiOy sK Tepariii mepiioi JiHii y maijieHTiB
i3 mommMpeHow remnatouentonspHoo KapuuHomow (I'LIK), ski panilie He OTpUMYyBaiu CUCTEMHY
Tepanito», SHR-1210-111-310, Bepcis 5.0-EMEA Big 01 tpasHs 2020 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

Jiangsu Hengrui Medicine Co., Ltd., China

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 66

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

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

Indopmatiisi 1151 MaljieHTa, OCTaTOUHA pejakiiisi Big 16 motoro 2021 p., nepeksaj, 3 aHIIiIMCHKOI MOBU Ha
yKpaiHCbKy MOBY Biz 09 6epe3nst 2021 p., mepeksiaji 3 aHTJ/TiiiCbKOI MOBU Ha POCIHCbKY MOBY /il YKpaiHU
Bim 09 Gepesnst 2021 p.; IllomeHHUMK peecTpallii IMIOAEHHUX CHUMITOMIB, pefakifisi Nel.0 aHI/IiHCBKOIO
MoBOM Bif 13 munHa 2020 p., ocTaTouHMM Mepeksaj 3 aHIJIiMCbKOI MOBM Ha YKpaiHCbKYy MOBY Bif 14
ciung 2021 p., ocTaToyHU MepeK/aj 3 aHIJiMChbKOI MOBM Ha pOCiiicbKy MOBY Bif 14 ciuns 2021 p.
(TTocibHuK KopuCTyBaua efeKTpOHHOro IojeHHUKa (eDiary) gns yuacHuka pociimkeHHs SHIFT-UC
GB004-2101); Kaptka jsa maijieHTa 3 iHCTPYKLisIMM 1[0/I0 MpUiioMy mpernapary, peaakuis 2.0 Big 06
ciynst 2021 p., ocTaTOUHWM TepeK/aj 3 aHI/IiMCbKOI MOBM Ha yKpaiHCbKY MOBY Bifg 15 mortoro 2021 p.,
OCTaTOUHUWI TepeKsaj 3 aHIJilchbKOI MOBU Ha pociiicbky MoBy Bif 02 mrotoro 2021 p.; Kaprtka gns
narjieHTa 3 iIHCTPYKLisSIMU 111010 IPUMOMY Npernapary (3MeHILUeHHs [J03U Npernapary: piBeHb A), pefakiis
2.0 Big 06 ciunst 2021 p., ocTaTOUHMI Tlepeksiaj, 3 aHI/TiMCbKOT MOBUM Ha YKPaiHCBbKY MOBY Bif 15 mroTOro
2021 p., ocTaTOYHUM TepeK/az 3 aHIJIiMCbKOI MOBU Ha pociiicbKy MoBY Bif 02 mrotoro 2021 p.; Kaprtka
JIIs1 TallieHTa 3 IHCTPYKUisMU L[OJ0 MPUHOMY Tiperapary (3MeHILeHHs [03M Mpernapary: piBeHb b),
pezakuisa 2.0 Big 06 ciuns 2021 p., ocTaTOYHUM NepeKsiaf 3 aHIJIiMCbKOI MOBHM Ha YKpalHCbKY MOBY Bif 15
motoro 2021 p., ocTaTOuHUM MepeK/aj 3 aHIJikCbKOI MOBU Ha pociiicbkky MoBY Bif 02 motoro 2021 p.;
KapTka f15 nmarjieHTa 3 iHCTPYKLISIMM 1J0J|0 TIPUKMOMY IperapaTy B XOZi BiJKPUTOIO JOAATKOBOIO eTary
JocmimkenHs, pepakiligs 1.0 Big 06 ciuns 2021 p., ocTaTOYHWM TMepeKiaj 3 aHIJIiMCbKOI MOBM Ha
yKpaiHCbKy MOBY Bif, 05 motoro 2021 p., ocTaTouHMM Nepeknaz 3 aHIVIiKCbKOI MOBU Ha POCIMCBKY MOBY
Bif 02 mortoro 2021 p.; KapTka Ass maijieHTa 3 iHCTPYKLiSIMU 100 TIpUKMOMY mMperapaty B XOfi
BiIKDUTOIO [10/IaTKOBOIO eTary AO0C/i/KeHHs1 (3MeHIeHHs 103U Tipernapary: piBeHb A), pefakiis 1.0 Bif
06 ciuns 2021 p., ocTaTOuHKM MepeK/a/, 3 aHI/TiMCbKOT MOBU Ha yKpaiHChKY MoBY Bif 03 motoro 2021 p.,
OCTaTOYHUM MepeKsaj, 3 aHI/IiMCbKOI MOBM Ha pocihicbKy moBy Bif 02 motoro 2021 p.; Kaptka gns
naijieHTa 3 iHCTpYyKL[isiMU I]0J0 MPUIOMY Mpernapary B XOZi BiIKPUTOTO AOAATKOBOIO eTamy JOC/i/PKeHHs
(3MeHILIeHHs1 [03U TipernapaTy: piBeHb b), pepakuis 1.0 Big 06 ciuns 2021 p., ocTaTouHUM Tepeknazj 3
aHTJIiicbKOT MOBU Ha yKpaiHCbKY MOBY Biz 04 motoro 2021 p., ocTaTOuHMM Nepeksiaj 3 aHrJ1iliCbKOI MOBU
Ha pociliceky moBy Bif 02 mtotoro 2021 p.; BkiroueHHs1 OAATKOBUX MiCLlb MPOBe/IeHHs KJIiHIYHOTO
JOCTII>KEeHHS




Ne [1.I.b. BigmoBifa/bHOrO AOC/TiJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1. | k.M.H. KpaBuenko T.I'.
KomyHaneHe HekomepliliHe mifnpueMcTBO «KuWiBCcbKa MicbKa KiiHiuHa JjikapHs Nel8»
BUKOHAaBUOro oprany KuiBcbkoi mickkoi pagu (KuiBcbKoi MicbKOI ZiepkaBHOI agMmiHicTpatlii),
TIPOKTOJIOTiYHe BifjisieHHs, M. KH1iB

2. | nikap FOpkiB A.€.
KomyHaneHe HekoMepIjitiHe mignpueMcTBo «Ojechbka obacHa KiiHiuHa mikapHs» OpecbKoi
00/1acHOI pajin», TIOJTiK/TiHiuHe BigmineHHds, M. Ozneca

3. | K.M.H., 3aB. Bia. Pomanis O.I1.
KomyHanbHe HekomepriiliHe mignpueMcTBo «O6sacHa KimiHiyHa TikapHs [BaHO-PpaHKiBCHKOI
o6/1acHOI paji», TaCTPOEHTePOJIoTiuHe BifineHHs, M. IBaHO-DpaHKiBCbK

4. | k.M.H. TomamkeBuu I'.I.
KomyHanbHe HeKkoMepiifiHe MiANpUeMCTBO «BiHHMIIBKA MicbkKa KiiHiuHa JiikapHs Nel»,
racTpOeHTEePOJIOTiyHe BifzisieHHs, M. BiHHuULIA

5. | K.M.H., 3aB.Biz. [llexoBrosa FO.O.
KomyHabHe HeKoMepijiliHe MiAnprueMCcTBO XapKiBCbKoi o0sacHOi pagu «O6acHa KiiHiuHa
JIIKapHSI», TAaCTPOEHTEPOJIOTIUHE BiilisieHHs, M. XapKiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, paH/[0Mi30BaHe, MOABIMHO Crire, ryiarie00-KOHTpoboBaHe JociimkerHs I ¢a3m, sike
MPOBOJUTLCS 3 MeTOr OL[iHKM Tmpeniapaty GBO004 npu /iKyBaHHI [JOPOCAMX TAL|i€HTIB i3 JIETKUM i
CepeHbOTSDKKUM TiepebiroM BUpPa3KOBOTO KOJIITY B akTWBHiN ¢opwmi», GB004-2101, pepakmis 2.0,

[TonpaBka 1.0, Bixg 21 >koBTHs1 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

Onekcanap KOMAPIJA



Honatok Ne 67
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3ac00iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
20.04.2021 Ne 762

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MicClisg TIPOBe/leHHsT K/TiHiuHOro BUTIPOOyBaHHs; 3MiHa Bi/IMOBijabHOTO AOCTIJHUKA B MicLii
MpOBe/IeHHsT KJliHiuHOTO BUrpoOyBaHHS: Meguunnii nieHTp «Ok!KitiHik+» ToBapucTBa 3 00MeXXeHOH
BifinoBiZanbHicTIO «MDKHApOAHMM IHCTUTYT K/IiHIUHKX JOCTi[KeHb», BiAJin racTpoeHTeposorii Ta
reraroJorii cTalioHapHOro BifgAiieHHs, M. KuiB
Byso

Crano

JliKap |MapKeB1/1q I.J'I.|

Mepnunuii nentp «Oxk! KiiHik+» TOBapucTBa 3
00MeXKeHOI0 BifMOBifabHICTIO «MiKHapoaHUH
IHCTUTYT K/IIHIYHUX JOCTIpKeHb», M. KuiB

nikap [Hapuuua H.IT.
Meauunuii 1ieHTp «Ok! KniHik+» ToBapucTBa 3
00MEXKeHO BiMoBifambHICTIO «MiXKHapOgHWUH
IHCTUTYT  K/IHIYHUX  JOCJi/KeHb»,  BIAAiI
racTpOEeHTepoJIOrii Ta rernaToJsiorii CTaljioHapHOTO
Biaminenns, m. Kuis

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

Ne 146 Big 21.01.2019

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«Bigkpute mnpogopkeHe pocmimpkeHHs (a3u I 3 MeTor OIiHKM JOBrOCTPOKOBOI 0e3meuHOCTi Ta
nepeHocumocTi npenapaty UTTR1147A y naiji€eHTiB i3 BUPa3KOBHUM KOJIITOM Bifi TIOMipHOTO [0 TSPKKOTO
crynenst abo xBopoboto Kpona», GA40209, Bepcis 5 Big 09 kBitHs 2020 p.

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupexkTopary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




HonaTtok Ne 68
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3ac00iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
20.04.2021 Ne 762

InenTudikariist cyrreBoi
TIOTIPaBKU

Omuc npeameTiB sl yUyaCHUKIB fAociifkeHHs, Bepcis V3.0 Big 09 motoro 2021 poky, nepeknaf
YKpaiHCBKOI MOBORO Bif 15 Gepe3nst 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJIIHIYHOTO BUTTPOOYBaHHS

Ne 1896 Big 27.08.2019,
Ne 1896 Big 27.08.2019

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«PanziomizoBaHe, MozBikHe cilinie, TIalEe00-KOHTPO/ILOBaHe, 12-TWXKHEBE [MOC/i/mKeHHs a3 3 s
OLIIHKK e(heKTUBHOCTI Ta 0e3revyHOCTi eTpaciMo/ly B TAIliEHTIB 3 aKTMBHMM BHPA3KOBUM KOJIITOM Bif
TOMIPHOTO 10 BaXKKOro CTyreHs TsKKoCTi», APD334-302, 3 inkopriopoBaHoro nonpaskow 2.0 Big 07
motoro 2020 poky;

«PanziomizoBaHe, MozBikHe cilinie, T1ale00-KOHTPO/ILOBAHe, 52-THXKHEBE [JOC/imKeHHs da3u 3 s
OLIiIHKM e()eKTUBHOCTI Ta 0e3MeyHOCTi 3aCTOCYBaHHS eTpaciMofy B MAl[ieHTiB 3 aKTUBHUM BHPa3KOBUM
KOJIITOM Bi/Jl IOMIPHOTO 10 BaXKKOr0 CTyTeHs TsDKKOCTi», APD334-301, 3 iHKOpPIIOpOBaHOIO IIOINPaBKOKO
3.0 Bix 07 mrotoro 2020 poky

3asaBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«Apena ®apmacetoTikans, [ak.», CIIIA (Arena Pharmaceuticals, Inc.), United States

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary

(apmaneBTHUHOT0 3a0e3meueHHs

Onekcanap KOMAPIJA




Hopatok Ne 69

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

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

InenTudikariist cyrreBoi 3MiHa Ha3BU MiCL|s TPOBe/IeHHs KIiHIUHOTO BUNIPOOYBaHHS; 3MiHa BiZlOBia/IbHOTO JOCTIHMKA B MicLii
TOTIPaBKH MPOBeZIEHHST K/TiHIYHOTO BUIpPOOyBaHHS: Meauunuii 1jeHTp «Ok!KniHik+» TOBapucTBa 3 0OMEXeHOH
BiAiNMOBifa/MbHICTIO «MiKHapOJHUN IHCTUTYT K/IHIYHUX JOC/iKeHb», BiJJil TacTpOeHTepoJorii Ta
reraTosIorii CTalfioHapHOTO BiffineHHs, M. KuiB

byno Crano

JliKap |MapKeBHq I.JI.| sikap Lapuuua H.IT.
Meauunnii neHTp «OK!KiiHik+» ToBapuctBa 3 | Meanunuii neHtp «Ok!KiiHik+» ToBapucTBa 3
0OMEXXEeHOI0 Bi/NOBiJanbHICTIO «MiKHapogHuii | 06MeXKeHOK BifnoBifanbHiCTIO  «MiKHApOJHUIA
IHCTUTYT K/IIHIYHUX JOCTipKeHb», M. KuiB IHCTUTYT  K/HIYHUX  JOCJIIKeHb»,  BiJJin
racTpPOeHTEepOJIOTIl Ta remnarToJIorii CTalioHapPHOTO
BigmineHHs, M. Kui

Homep Ta fata Haka3zy Ne 1962 Biz 29.10.2018

MO3 1joz0 3aTBepKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3Ba kniHiyHOr 0O «PaHgomi30BaHe, TIOABiliHe clile, MOABiliHE MacKOBaHe, IUIAle00-KOHTPO/IbOBAHe, OaraToIleHTpOBe

BUTIPOOYBaHHS, KO/, mocrmimkenHs ¢asu Il B mapanenbHUX Tpymax 3 MeTOI OI[iHKM e(eKTUBHOCTI, 0e3rmeuHoCTi Ta

BepCid Ta zjaTa tdapmakokinetvku niperiapaty UTTR1147A y nopiBHsIHHI 3 1/1a1ie00 Ta B MOPiBHSHHI 3 Be/j0/1i3ymaboM y
TMAaL[i€HTIB i3 BUPA3KOBMM KOJIITOM BiJ, MOMIPHOTO [0 TSKKOro crymneHs», GA39925, Bepcisa 6 Bim 08
kBiTHs 2020 p.

3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianopizanbHicTio «KoHTpakTHO-Iociignuibka Opranizaris IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa Genentech, Inc., USA/ [I)xenenrek Iuk., CIITA

CynyTHi —

MaTepiaynv/ripernapaTi




| CYNyTHBOI Tepariii |

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




Hopatok Ne 70

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX

BUTIPOOYBaHb JIIKAPCHKUX 3ac00iB

Ta 3aTBepP/)KEeHHsI CYyTTEBUX MOMPABOK»
20.04.2021 Ne 762

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Bi/IOBi1a/IbHOTO TOC/TiIHMKA Y MICITi POBe/IEHHs K/TiHIYUHOTO BUMTPOOYBaHHS:

Byso

Crano

JliKap |MapKeB1/1q I.J'I.|

Mepnunuii neHtp «Ok!KmiHikK+» TOBapucTBa 3
00MeXKeHOI0 BiZMOBiAabHICTIO «MibKHapOAHUH
IHCTUTYT  K/IHIYHUX  JOCJIKeHb»,  BIAALIL
raCcTpOeHTepOJIOrii Ta rerarosiorii craljioHapHOro
Biginenns, M. Kuis

nikap Ckubano C.A.
Meauunuii 11eHTp «OK!KUtiHik+» TOBapuCTBa 3
00MEXKeHO BifMoBiZambHICTIO «MiKHapOAHUH
IHCTUTYT  K/IHIYHUX  JOC/I[KeHb»,  BIALN
racTpPOEHTEepPOJIOTII Ta rernarosiorii cTaljioHapHOTro
BiamineHHs, M. Kuis

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

Ne 2777 Bip 02.12.2020

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolieHTpOBe, paH/[0Mi30BaHe, MOABIMHO cire, Ti1alie60-KOHTpoboBaHe AociimkeHHs II da3m, ske
MPOBOJUTLCS 3 MeTOr OuiHKK Tiperiapaty GBO004 mpu jiKyBaHHI [OpPOCAMX TIALIEHTIB i3 JIETKUM |
cepeIHbOTSDKKAM TepebiroM BHUpa3KOBOTO KOJITY B akTuBHiN (opmi», GB004-2101, pepakuis 2.0,
[ToripaBka 1.0, Big 21 >koBTHs 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CrioHcop, KpaiHa

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

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hoparok Ne 71
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3ac00iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
20.04.2021 Ne 762

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBIeHU# TPOTOKO/ K/iHiuHOTO BUMpoOyBaHHST M14-234 3 iHKOpPNOpPOBaHUMH AMiHiCTPaTUBHUMU
3MmiHamu 1, 2 i 3 (Tineku gnst Kanagu) ta IlonpaBkamu 0.01, 0.02, 1, 2, 3, 3.01, 4, 5 ta 6 Big 31 nunHs
2020 poky; Indopmatiis a5 naiieHTa Ta iHGopMoBaHa 3ro/la Ha y4acTb Y HayKOBOMY [OC/Ii/PKEeHHI Ta
HeoOOB’SI3KOBOMY [IOCTi/KeHHi, Bepcist 8.1 ayist Ykpainu Big 16 Oepe3nsi 2021 poky, YKpaiHCBKOIO Ta
pocilicbkoro MOBaMu; 3MiHa a/[pecy 3asiBHUKa KJIiHIYHOTO BUINpoOyBaHHS — «EO6OBi BiodapmachkroTikan3
I'M6X», IIBetirjapis:

BYJIO
Helixodmrpacce 23, 6341 m. Baap, IlIBefiapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

CTAJIO
Anbre IlTtatinxay3epiutpacce 14, 6330 Xawm,
[IBetitiapiss (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep Ta faTa Hakasy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 48 Big 19.01.2017

HasBsa kjiHiuHOro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe, paHiOMi30BaHe, TIO/BiliHe cJiime, M1ale00-KOHTPOILOBAHE [OC/IKEHHSI 3 OI[iHKH
6e3meuHOCTi Ta edeKTUBHOCTI mperapary YmnaganutuHi6 (ABT-494) anas iHAyKUiHHOT Ta MigTPUMYIOUOi
Tepartii y TMarfieHTiB 3 cepeJHbOTSHKKOI abo TSHKKOI (hOpMaMH aKTUBHOTO BHPA3KOBOTO KOJiTy», M14-
234, 3 iHKOpropoBaHUMU AJMiHiCTpaTUBHUMU 3MiHamu 1, 2 i 3 (Tinbku st Kanagu) ta [loripaBkamu
0.01, 0.02, 1, 2, 3, 3.01, 4 ta 5 Bix 29 kBiTHs 2020 POKY

3asiBHUK, KpaiHa

«E66Bi BiodapmacektoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0€3neueHHA

Onekcangp KOMAPIIA




Hoparok Ne 72

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

Ta 3aTBepP/KeHHsI CYTTEBUX I1OIPaBOK»
20.04.2021 Ne 762

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/ieHui TTPOTOKOJ KiiHiuHoro BumnpoOyBanHs CNTO1959CRD3001 3 mompaBkoro 3 Big 20 >KOBTHS
2020 poky; OnHosneHa bpomrypa gocnignuka ans npernapaty CNTO1959 (guselkumab), Buganus 11 Big
28 ceprins 2020 poky; IHdopmatiis Asis natieHTa i @opma iHpopmoBaHoi 3roau - Mogens A YKpainu /
Bepcisi 7.0 Bim 28 rpyans 2020 poky, yKpaiHCBKOKO Ta pociiicbkoro moBamu); OnHoBreHHsi Jlocke
JOC/TiIKyBaHOTO JiKapchKoro 3acoby I'ycenbkymadb (CNTO1959), «Moaynb 3: fkicte» (1959-ACT-DS-
171120), Big mucronaza 2020 poky; «Moaynb 3: Akicte» (1959-ACT-DP-170720), Big mumnus 2020 poky;
«Mopynb 3: fkicte» (1959-ACT-DP-140121, Big ciuns 2021 poky); «Mogynes 3: fAxicte» (1959-PLB-
DP-170720, Big nunust 2020 poky); Mogysb 3: Akicte» (1959-ACT-A-290819), Big 14 munus 2020 poky;
«Mopynb 3: fkicte» (1959-ACT-R-220920), Bif BepecHst 2020 poky); «Moaynb 3: Akicte» (1959-ACT-
R-220920), Big Bepecus 2020 poky); «Moaynb 3: fAkictb» (1959-ACT-R-220920), Big BepecHs 2020
poKy; JlogaHHs1 HOBOT (hOpMHU BUITYCKY /OC/IiIKYBaHOTO JliKapcbKoro 3acofy I'ycenskymadb (CNTO1959)
100mMr/mn 'y momnepefHb0 3amoBHeHoMy wwimpuiii 2,0 ma (200mr/wmpuiii); BkitoueHHsT [10[ATKOBUX
BUPOOHUKIB /151 mpernapaty I'ycenpkymadb (CNTO1959) 100 mr/mn, po3uuH s iHy3ili y romnepegHbo
3arOBHEHOMY IUMPHUL{i; PO3UMH [jisl iH’€KLii y momnepeAHbo 3aroBHeHOMY wumpuli (100 mr): Catalent
Pharma Solutions, Kuraii; Catalent Germany Schorndorf GmbH, Himeuunta; Catalent Pharma Solutions,
LLC, CHIA; Ononenns [Jocbe [oCTimKyBaHOrO JiiKapcbkoro 3aco0y Ilnaie6o g0 YcrekiHymab
(CNTO1275) po3uvH A5 iH’ €KL y nonepeHbO 3arloBHEHOMY wwmnpuLi, «Mogyae 3: fAkicte» (1275-
PLB-DP-201117), Bix nuctonaga 2020 poky; OHOBeHi 3pa3Kyd MapKyBaHHS YKpPaiHChbKOK MOBOIO
JIOC/TiIKyBaHUX JliKapchbKux 3aco6iB: I'ycembkymab 100 mr/ITnane6o 1 ma po3umHy (Bepcis 5 Big 28
ceprias 2020 poky); 'ycempkymab 100 mr/mi — 2 m [200 mr y mmpiii] (Bepcis 1 Big 28 cepmus 2020
poKy); Yctekinymab 90mr/ITnaue6o 1 mn po3uunHy (Bepcist 3 Bz 28 cepriast 2020 poky); Ycrekinymab 130
mr 26 mi po3unHy (Bepcis 2 Bin 28 ceprmusi 2020 poky); Ilnanie6o no YcrekiHymaOy 26 M po3unHy
(Bepciss 2 Bix 28 cepnHs 2020 poky); Martepianu s manieHTiB: [HCTpyKuis A7 3aCTOCYBaHHS
['ycenpKymaly /st iH’ €Ki, AJis MiIIKipHOTO BBeEeHHS, IIMPUL-pydka 2 mi, Bepcist 1.0 Big 02 yKoBTHs
2020 poKy, yKpaiHCBKOIO Ta POCIHCBHKOIO MoBaMu; IHCTpyKLisi AJisi 3acTocyBaHHs ['ycenbKymaOy st
iH’€K11iM, A5 MiAIIKipHOTO BBe/IeHHs], MorepeHb0 HarloBHeHUM 1mpui] 2 mi, Bepcisa 1.0 Big 02 >koBTHs
2020 poky, YKpaiHCBKOIO Ta pociiicbkkoro MoBamu; [1Ikama z/is KibKiCHOT OI[iHKK 60110 B MiCIli iH’€KIIii,
Bepcis 1.0 Big 23 »xoBTHs 2020 poKy, yKpaiHCbKOIO Ta pOCiiicbKOr MoBaMu; OMUTYBaSbHUK [JIs1 OLiIHKU




in’exkuin, Bepcis 1.0 Big 23 >xoBTHS 2020 poKy, YKpaiHCbKOIO Ta POCIKCbKOK MOBaMU

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

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangoMi30BaHe, mojBiliHe criire, mialeb0-KOHTPO/IBOBaHe Ta 3 AKTUBHUM KOHTpOJieM, OaraTorieHTpoBe
JocnimpkeHHs: dasu 2/3, 110 MPOBOAUTHLCS y TapajieflbHUX Ipyrax 3 MeTOH OL[iHKA e(eKTUBHOCTI Ta
0e3reyHoCTi rycenbkyMaly y marjieHTiB i3 xBopoboro KpoHa B akTHBHil (a3i BiJj cepeIHbOr0 /10 Ba)KKOTO
crynenst TSDKKOCTi», CNTO1959CRD3001, 3 monpaBkoro 2 Big 13 mucromnaga 2019 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / fiuccen ®apmarieBtvika HB, Besnbrist

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopatok Ne 73

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

Ta 3aTBepP/KeHHsI CYTTEBUX I1OIPaBOK»
20.04.2021 Ne 762

InenTudikaris cyTreBoi
TIOTIPaBKU

OnoBnenuii [1potokon kniHiuHoro pochigxeHHss ND0612-317, Bepcis 2.1 Big 25 yepBHsa 2020 poky;
Bportypa fgociigHuka gociimkyBaHoro Jiikapcbkoro 3acoby NDO0612  (levodopa/carbidopa  ast
nifmkipHoro BBefeHHs1), Bepcisi 13 Big 04 yepBHsa 2020 poky aHI/ilCbKOHO MOBOH; OHOBJIEHE J0ChE
JOC/TiIKyBaHOrO jiKapchbKoro 3acoby NDO0612-317, Bepcis 9.5 Big 27 kBiTHsS 2020 poKy aHIVIiHCHKOO
MoBo10; OHOBJ/IEHEe [OChE AOCTIIHKYyBaHOTO JiiKapcbkoro 3acoby NDO0612-mane6o, Bepcis 4.0 Big 27
kBiTHs 2020 pOKY aHIJIiHCBKOIO MOBOI; OHOB/IEHE IOChE JOCTIPKYBAaHOTO JiKapChKOro 3acoby, 2.1.P -
st ane6o no Carbidopa-Levodopa B karicynax (cipi), Bepcisi 2.0 aHrmilicbkoro MoBoro; OHOBJIeHe
JIOChE AOCTiIKyBaHOTO Jikapcbkoro 3aco0y, 2.1.P - ans rinaiie6bo go Carbidopa-Levodopa B kamcynax
(6ini), Bepcis 2.0 aHrilickkoro MoBOrO; OHOBJIEHe [TOChE JOCTIPKYBaHOTO JiiKapcbKoro 3acoby, 2.1.P -
nns Carbidopa-Levodopa B karicynax (cipi, 6imi), Bepcisi 2.0 aHrmiiicbkoro MoBOIO; BKIoueHHs
nmonatkoBoi BupoOHWYOI gingHKA Millmount Healthcare Limited, Ireland, ska BigmoBimampHa 3a
30epiraHHsi Ta PO3MOAINA JgociimKyBaHoro miperapaty NDO0612 Tta ¥#oro mnsane6o; OcHoBHa ¢opma
indbopmoBaHoi 3rogu, Bepcis 5.1 Big 17 mucronaza 2020 p. yKpaiHCHKOO Ta pociiicbkoro MoBamu; Popma
iHdbopmoBaHOI 3rofi Ha 0JaTKOBe TeHeTUUHe AOCTifKeHHs, Bepcis 4.1 Bix 17 mucromaza 2020 p.
YKpaiHCbKOIO Ta pOCiiicbKor0 MoBaMH; @opMa iHpopMOBaHOI 3ro/iv MOMiUHMKA y4YaCHHKA [JOC/IiPKEeHHSs],
Bepcisi 3.1 Big 12 xoBTHA 2020 p. yKpaiHCbKOKO Ta pociiicekoro mMoBamy; ND0612-317_Kaptka 3
HaraJlyBaHHsIM TPO Bi3WUT y AociifkeHHi_Bepcig 2_9 saunHs 2020 p. aHI/iNCBKOH, YKPaiHCBHKOKO Ta
pociticbkoro moBamu; ND0612-317_I'pacdik aHani3iB Ta mporefyp y AOCHipKeHHi_Bepcis 2_13 yunHs
2020 p. aHr7miMcbKOIO, YKpaiHCBKOWO Ta pocilickkoro MoBamu; ND0612-317_JluctiBka st
BunpoOyBaHHs_Bepcis 2.1_15 rpygus 2020_ykpaiHcekoto MoBoro; NDO0612-317_  JluctiBka Ajs
BUTIPOOYBaHHs, Bepcis 2.1 Bix 17 uepBHs 2020 p. aHrmiiCcbKOI Ta pocitickkoro mMoBamu; NDO0612-
317_bpouypa g nauieHTiB_sepcia 2.1_15 rpyausa 2020_yxpaiHcekoro MoBorw; ND0612-317_bpoiuypa
7Sl TaiieHTiB, Bepcisa 2.1 Big 26 uepBHs 2020 p. aHr/ilicbkkoro Ta pocificbkkor MoBamu; JIMCT-
HarpaBJIeHHs Bif jikaps, Bepcia 2.1 Big 15 rpyans 2020 p. aHI/ilCbKO0O, YKPaiHCBKOK Ta POCIMCBKORO
mMoBamy; KoHTponbHMI Tiepenik AJisi aHasmi3y icropii xBopobw, Bepcis 2 Big 12 uepBHsa 2020 p.
aHIJIIMChKOK MOBOI; OMMTYBaHHS 11040 BUy JIIKyBaHHSl, OTPUMaHOI0 B C/IinoMy pexkumi, Bepcist 1.0 Bif,
8 uepBHs1 2020 p. aHI/iKCHKOIO, YKPAaiHCHKOI Ta POCikCbKO0 MoBamy; OLliHKa Tsrapa [Jor/sifiaua rpu
Jorysizii 3a xBopuM Ha xBopoOy IlapkiHcoHa (PDCB), Bepcisi 1.0 Big 8 uepBHst 2020 p. aHTTiNCBKOLO,
YKpalHCbKOIO Ta pocilickkoro MoBamy; lllkasna OIL[iHKM Mal[ieHTOM 3arajbHOrO BpPaKeHHSI MPO 3MiHy




BiacHoro ctany, (PGIC) Bepcig 2.0 Big 9 uepBHs 2020 p. aHT/IiNCBbKOI, YKPAaiHCBKOK Ta POCIHCHKOIO
MoBaMU; 3aranbHe KiiHiuHe BpaykeHHs 11010 mosimiieHHs (CGI-I), Bepcis 2.0 Bix 9 uepHsa 2020 p.
aHrificbkkoro MoBoto; ND0612 TTocibHuk i3 BuKopucTanHs [Ijisi KiHiYHUX BUTIPOOyBaHb_KOMITIEKT 1jist
ingysiti ACCU-CHEK, Bepcig 9.1 Big numusi 2020 p. aHr/IilcbKOIO, YKpPaiHCBKOIO Ta POCIMCHKOMO
moBamu; NDO0612 TTocibHMK i3 BUKOpPUCTaHHS [/ K/TiHiYHKUX BUNIpoOyBaHb_KomrinekT Ay iHgy3ii Neria
Guard, Bepcis 8.3 Big aunHs 2020 p. aHIiIKCBKOI0, YKpPaiHCHKOK Ta pocCilicbKoro MoBamu; ClieHapiit
HaBYa/lIbHOTO Bifleo A/s1 KomruiekTa s iHdy3itt Neria Guard 3 momrioro Crono Twin, Bepcisi 2.0. Bifg 5
yepBHs 2020 p. aHIMiCBbKO0O, YKPAaTHCHKOIO Ta POCiChKOI0 MoBamu; Bizeo ouikyBanux mofiii (aHimarjis
nocnimkensss BouNDless), Bepcisi 2.0 Bix 6 ciuns 2020 p. aHr/iicbKor0, YKpaiHCBKOK Ta pPOCIiHCHKOO
MoBamu; HaBuanbHe Bifieo assi komruiekTa s iHy3iii Accu-Chek 3 mommnoto Crono Twin (Mogynb_6),
Bepciss 1.0 Big 5 motoro 2020 p. aHI/IMCBKOIO, YKPAiHCBKOKO Ta POCIMCHbKO MoBamy; [Iporpamuuii
nonatok BouNDless Remind Me App_ IMocnifioBHicTb fiii TaljieHTa i 3HiMKM ekpaHa, Bepcis 1.0 Big 11
tpaBHs 2020 p. aHT/ilCBKOIO, YKpaiHCBKOIO Ta pOCiHicbKolo MoBamu; [losiTuka KoHGigeHIiHOCTI
nporpamMHoro jgojatka «Boundless Remind Me», Bepcisi 1.0 Big 28 mrororo 2020 p. aHIVIMCHKORO,
yKpaiHCbKOIO Ta pocilickkoto MoBamu; [lporpamumii gogsatok BouNDless Remind Me App_ ymoBu
BUKOpUCTaHHs, Bepcig 1.0 Big 11 TpaBHa 2020 p. aHI/ilCbKOIO, YKPaiHCHKOIO Ta POCIHCHKOK MOBaMU;
[HCTpYyKTOp 3 mMTaHb K/IIHIYHUX [OCIiJKeHb, Bi3uTHa KapTka, Bepcifg 1.0 Big 3 BepecHs 2019 p.
aHTJIiCbKOI0, YKPAiHCHKOIO Ta POCICHKOK MOBaMH

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararouLeHTpoBe, paHAOMi30BaHe, KOHTPOJbOBaHe AKTMBHHM IIperapaTtoM, MOJBiMHe CJiirne, MOJBiKHe
MacKoBaHe KJIiHiYHe /OC/i/PKeHHs B TapajefbHUX Ipyrax i3 BUBUYeHHs eeKTUBHOCTI, Oe3reyHocTi Ta
nepeHOCHMOCTi Ge3rnepepBHOI MiAIKipHOI iH(Y3ii mperapatry NDO0612 TOpiBHSHO 3 TMepopajbHUM
nipuiiomoM IR-LD/CD y matieHTiB i3 XxBopo6oto [TapkiHCOHa, y IKHX PO3BUBAOTHLCSI MOTOPHI (hIyKTyartii
(BouNDless)», ND0612-317, Bepcis 1.0 Big 02 TpaBHs 2019 poky

3asgBHUK, KpaiHa

TOB «IHC Pecepu Ykpaina»

CnoHcop, KpaiHa

NeuroDerm Ltd., Israel (I3painb)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopnatok Ne 74
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3ac00iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
20.04.2021 Ne 762

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnenuii ITIpoTokon kiiHiuHOrO BUIpoOyBaHHs, Bepcis 3 Bix 16 Bepechs 2020 p.; bporrypa
pocmigavka i aresonizymaby (TECENTRIQ®, RO5541267), Bepcisi 17 Bim BepechHsi 2020 p.;
BK/TIOUeHHSsT I0JJaTKOBUX MiCI[b TTPOBeIeHHS] K/TiHIUHOTO BUTIPOOYBAHHSI:

Ne [1.I.b. BigmoBifa/bHOrO AOC/TiJHAKA

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

1 nikap Kypoukin A.B.

KomyHanbHe HekomepiiiiiHe miarpuemctBo CyMcbKoi ob6acHoi pagu CyMcbKui 00siacHUMN
K/IiHIYUHWW OHKOJIOTIYHUM AMCIIaHCep, OHKOTOpakKasbHe BigineHHs, M. Cymu

2 I.M.H., ipod. JIucenko C.A.

KomyHaneHe HekomepLiiiHe MignpueMcTBO «lloAiTbCbKMM perioHaJibHAKM LIeHTP OHKOJIOTIT
BinHuibKoi 06/1acHOT pajin», TOpakasbHe BifjiseHHs, M. BiHHUIs

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Big 15.12.2020

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanziomizoBane, mofBiliHe ciiitie, miarie60-KOHTpPoboBaHe dasu I gocmimkeHHs are3osizymaly B
rnoegHaHHi 3 Tiparosymabom (aHTU-TIGIT anTuTiIo) abo 6e3 Tiparomymaby y mallieHTiB i3
Hepe3eKTabe/lbHO  MiCI[eBO-TIONIMPEHO TUIOCKOK/TITHHHOI) KapI[MHOMOK CTpaBoxoay», Y(042137,
Bepcis 1 Big 14 kBiTHs 2020 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00OMeXXeHOI0 BiMOBizambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdpmann-JIa Pow JIta, HIseiiuapis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry

(papmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Hopatok Ne 75
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBeP/ KeHHs CyTTEBUX ITOINPaBOK»
20.04.2021 Ne 762

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOJ1 KJTiHIUHOTO BUNpOOyBaHHs, Bepcisi 5 Bif 21 rpyans 2020 p.; @opma iHpopmoBaHoi
srogu, Bepcis 1.0 ans Koroptu 1 asa YKpaiHu yKpaiHCBKOIO Ta POCIMCBKOHO MOBaMH Bif, 24 Tpy[Hs
2020 p. Ha ocHoBi mogensHOI hopmu iHbopMoBaHoi 3roau Ans gociimkenHs CO41101, Bepcia 1 ans
Koroptu 1 Big 16 nucromaga 2020 p.; @opma iHdopmoBaHoi 3rogu, Bepcis 2.0 aas Koroptu 2 ans
YKpalHM YKpaiHCBKOIO Ta pociiicbkoro mMoBamu Bif 24 rpygaHsi 2020 p. Ha ocHoBi MopenwHOi dopmu
indopmoaHoi 3roau ans gociaimkenHss CO41101, Bepcis 2 gnst Koroptu 2 Big 16 muctomaga 2020 p.;
HopaTtok o dopmu inpopmosanoi 3roau: Hdogatok 1 mo ¢popmu iHdbopmoBaHoi 3rogu ans Koroptu 1,
Bepcisi 1.0 ans YkpaiHM yKpaiHCBKOKO Ta pociiicbkoro MoBamu Bif 24 rpyans 2020 p. Ha ocHosi
MozenbHoro ogatky 1 mo dopmu iHdbopmoBaHoi 3roau s Koroptu 1 ans gocnimkenus CO41101,
Bepcisg 1 Big 16 mucromaga 2020 p.; JdopaTtok mo dbopmu iHbopmoBaHoi 3roau: ogatok 1 go ¢gopmu
iHdopmoBaHoi 3roau Ans Koroptu 2, Bepcisi 1.0 Ayt YkpaiHu yKpaiHCBKOIO Ta POCIMCbKOIO MOBaMH Bifj
24 rpynus 2020 p. Ha ocHoBi MmogensHoro Joaatky 1 1o ¢popmu iHdhopmoBaHoi 3roau jisi Koroptu 2 fist
Jocaigpkenas CO41101, Bepcis 2 Big 16 mucronaza 2020 p.

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

Ne 296 Big 11.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[Togsitine cnine TUIalE00-KOHTPO/ILOBAHe paHAoMizoBaHe a3y III gociimkeHHs imaracepriOy y
KOMOiHarfii 3 aTe30/1i3yMab0oM Ta Mak/iTakKCe/I0M B SIKOCTi JIIKyBaHHS /IJIs TIALIIEHTIB 3 MiCLIEBOTIOIIMPEHUM
Heorepabe/lbHUM ab0 MeTacTaTUYHWM, TMOTPidHO-HEeraTUBHUM pPAaKOM MOJIOUHOI 3ano3w», C0O41101,
Bepcis 4 Big 18 cepnns 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv




| CYNyTHBOI Tepariii |

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




Hopnatok Ne 76
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3ac00iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
20.04.2021 Ne 762

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnieHu# TIpOTOKOJ KiiHiuHOro BunpobyBanHsi MK-7339-006 3 iHKopriopoBaHoo momnpaBko 03 Bif
04 rpyzans 2020 poky, aHIJiACbKOW MOBOMO; JIucT-po3’sicHeHHs Bif, 14 ciuns 2021 poky, aHI/iHCBKOIO
MOBOKO 710 mipotokony MK-7339-006 3 inkopriopoBaHoro moripaBkoro 03 Big 04 rpyzns 2020 poky;
bpomypa pocnigauka J13 Onamnapu6 (Olaparib) (AZD2281, KU-0059436), Bugannas 20 Big 21 ciuxs
2021 poKy, aHI/IilCHbKOI MOBOKO

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

Ne 1593 Biz 09.07.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hdocmimkenns 11 ¢a3u ans nmembposizymaby y KomOiHarii 3 mieMeTpeKkceZoM / TIperapaToM TUIaTUHU
(kapOorulaTiH ab0 LMCIUIATMH) 3 TOJA/lbIIMM BBeJeHHsSM reMOposizymaby y KombiHarii 3
MiATPUMYIOUMM JIiIKyBaHHSIM oJiariapru6oM abo remeTpeKkce/loM B SIKOCTI Tepartii mepiioi jiiHil y natjieHTiB
i3 MeTacTaTUYHMM HEIVIOCKOK/ITUHHUM He/IpiOHOK/ITITHHHUM pakoMm JiereHiB», MK-7339-006, 3
iHKopriopoBaHoto rnoripaBkoro 02 Biz 29 cepnias 2019 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/ripernapaTi
CyMNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupexkTopary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




Hopnatok Ne 77

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

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
20.04.2021 Ne 762

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[TopgiiiHe crime paHAOMi30BaHe OaraToLeHTPOBE JOC/TiKeHHsS OaraTOKpaTHUX 103 Y [JBOX TapaielbHUX
rpyriax /sl OLiHKU e)eKTUBHOCTI, (papMakoguHaMiKu, Ge3reuHocTi Ta iMyHoreHHoCTi riperapaty FKS518,
3amMpOIIOHOBAHOrO sIK OioaHasor JeHocymady y Burssizii miperiapary Ilpomia®, y )iHOK 3 0CTEOTIopo30M y
rocTMeHomnay3anbHoMy Tiepiofi (gocnimkennsi LUMIADE-3)», kog gociimkenHs FKS518-002, Bepcis 1.0
Biz 14 xoBTHs 2020 poKy

3asgBHUK, KpaiHa

TOBAPNCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI  PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnioHCOp, KpaiHa

Fresenius Kabi SwissBioSim GmbH, I1IBetiiiapis

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

FKS518, (Jenocymab (Denosumab)); po3uuH [ijis1 iH’€KIIii y morepeHb0 HAIIOBHEHOMY IIMpHLli; 60 mMr/mi;
WuXi Biologics Co., Ltd., Kuraii; Pharmaceutical Research Associates Group B.V., Higepnanau; Almac
Clinical Services Limited, Bemko6puranist; Almac Clinical Services, LL.C, CIITA; Almac Clinical Services
(Ireland) Limited, Ipianzis

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

1) a.m.H., ipod. I'aunopubos A.M.

ToBaprCTBO 3 0OMEXKEHOIO BiJTOBifabHICTIO «PeBMoLIeHTp», BifAin KniHiuHUX BUMpoOyBaHb, M. Kuis

2) k.M.H. Tpuninka C.A.

KomyHa/ibHe HekoMmepiiliHe MiAnpreMcTBO XapKiBCbKOI obmacHoi pagu «Ob6jacHa KimiHiuHa JTiKapHs»,
KOHCYJ/IbTaTUBHA IOJIK/IiHIKa, M. XapKiB

3) K.M.H. binsBceka FO.B.

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

4) n.m.H., npod. IToBopo3Hiok B.B.

HepxaBHa yctaHoBa «IHCTUTYT repoHTosiorii imeni [1.®. UebotapboBa HarlioHa/mbHOI akazieMii MeaMUHUX
HayK YKpaiHuw», BiAfin KiiHiuHOI ¢i3iosorii Ta maTosiorii oropHO-pyX0OBOTO arapaTy, BifiieHHs BiKOBUX
3MiH OIMOPHO-PYXOBOTO anapary, M. Kuis

5) A.M.H., ipod. KoHorikina JLI.

KomyHanbHe HekomeplLiiiHe mignpueMcTBO «Micbka KiiHiuHa jikapHsi Ne6» JIHIMPOBCBKOI MiCBKOI pajy,




peBMaTo/IOTiuHe BifzineHHs, [lep)kaBHuM 3aknaf «/lHinponeTpoBcbKa MeauWuHa akazeMiss MiHicTepcTBa
OXOPOHH 3/10pOB's YKpaiHu», Kadespa BHYTPilIHbOI MeuLiuHU 1, M. [JHITIpo

6) k.M.H. ['puiienko I'.M.

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

[Ipernapatu OpiBHAHHS,
BHUPOOHMK Ta KpaiHa

ITponia (Prolia) (JeHocyma6 (Denosumab)); po3uuH f/1s iH’€KIii y mornepesHbO HAllOBHEHOMY ILTIPHLIi;
60 mr/mi; WuXi Biologics Co., Ltd., Kuraii; Almac Clinical Services Limited, Benukobpuranis; Almac
Clinical Services, LL.C, CIITA; Almac Clinical Services (Ireland) Limited, Ipmanzis; Amgen Inc., CIIIA

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

» JlTaboparopHi Habopw;

* JIpyKoBaHi Marepiany;

* LleHTpudyru 3 QyHKIi€O OXOJI0/PKEHHS;

» ®aHTOMM (MYJISIKI) [71ST TIEPEXPeCHOT0 KamiOpyBaHHs CKaHepa JABOXeHePreTUYHOI PEHTTeHiBChKOT
JeHcurometpii (DXA)

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




