HopaTok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[,0POB’ sl
Yxpainu «I1po nposeseHHs KIiHIYHUX
BUITPOOYBaHb JIiKapCbKUX 3acobiB Ta
3aTBep/I’KeHHS CYyTTEBUX ITONPaBOK»
03.04.2026 Ne 458

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«bararorieHTpoBe TO/BiliHE CliTTe T/1alle00-KOHTPOIbOBaHe AOC/ipKeHHsS (a3u 2b ais oliHKu
eheKTUBHOCTI, 6e3mevyHoCTi, hapMaKOKiHETHKY Ta hapMakoJuHaMiKy o6eda3iMoAy B Malfi€HTIB i3
xBopoboro KpoHa B akTuBHiM (ha3i Bifg cepegHBOTO [0 BAaKKOTO CTYIIEHS TSDKKOCTI»,
Koz pocaimpkenas ABX464-202, Bepcis 4.1 Big 21 nmucronaga 2025 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% inosemHoro iHBecTHjicto «AVK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

ABIVAX, ®panuis

[Tepetik fOCHiAKyBaHUX JIiIKAPCbKUX
3acobiB mikapchka opma,
[I03yBaHHSsI, BUDOOHMK, KpaiHa

Ob6edazimon (ABX464) (ABX464; SPL-464; obedasimon); Karicyna; 12,5 mr; Delpharm Lille
S.A.S, France; Creapharm Clinical Supplies, France; Almac Clinical Services Limited,
United Kingdom;

[Tnare6o go O6edasimon (ABX464), karcyna; Delpharm Lille S.A.S, France; Creapharm Clinical
Supplies, France; Almac Clinical Services Limited, United Kingdom;

Obedasimon (ABX464) (ABX464; SPL-464; obedazimo); karicyna; 25 mr; Delpharm Lille S.A.S,
France; Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom;
I[Tnare6o go O6edasimon (ABX464), karicyna; Delpharm Lille S.A.S, France; Creapharm Clinical
Supplies, France; Almac Clinical Services Limited, United Kingdom;

Ob6edazimon (ABX464) (ABX464; SPL-464; obedasimon); Karicysa; 50 mr; Delpharm Lille S.A.S,
France; Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom;
[Tnare6o go O6edasimon (ABX464), karcyna; Delpharm Lille S.A.S, France; Creapharm Clinical
Supplies, France; Almac Clinical Services Limited, United Kingdom

Bignosiganshuii (i) mocaigauk (1)
Ta MicLe (s1) NpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Hlynsra [1.®.

KomyHasibHe miinprueMcTBo «BorHchKa 06/1acHa KiliHiuHa JiikapHs» BorHcbKoi 006/1acHOI pajiy,
xipypriuHe BiggineHHsi abjoMiHanbHOI, €HJOKPWHHOI TIATOJIOTii Ta  KOJIOMPOKTOJIOTII,
M. JIynbk

2) nikap Ckubano C.A.
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KomMmyHaneHe HekomepLiiHe miANpueMcTBO «KHiBCbKa MiCbKa KJIiHIYHA JlikapHsi Nel»
BUKOHaBYOro opraHy KuiBcbkoi micbkoi pagu (KuiBcbKoi MiCbKOI Jiep)kaBHOI afMiHicTpaiiii),
LleHTp K/IiHIYHUX JOC/iKeHb Ha crieljiansHoMy (oHzi, M. KuiB

3) k.M.H. lanumok C.B.

KomyHanbHe HekomepijiiiHe mianpuemMctBo KuiBcbkoi obmacHoi pagu «KuiBcbka obsacHa
KJIiHiuHa JikapHsi», KOHCY/IbTaTUBHO-/[iarHOCTUUHUM LIeHTpP, M. KuiB

4) n.m.H., npod. CkpunHuk .M.

KomyHnanbHe mignpueMcTBo «[lonTraBceka obacHa kiiHiuHa Jikapas iM. M.B. CkridocoBcekoro
[TonTaBcbkoi 06s1lacHOI  pafi», TAaCTPOEHTEPOsIOTiuHUM 1jeHTp, [lo/ATaBCbKUM —Jep)KaBHUMN
MeJIMYHU YHiBepcUTeT, Kaepa BHYTpillIHbOI MeAuLiuHUA Nel, M. [TonTaBa

5) pupekTop [lyrau M.M.

ToBapucTBo 3 0OMeXxeHOr BianoBizanbHicTIO «Meanunuii 1ieHTp «APTEC MEIIKYMy,
JIIKYBa/IbHO-/IilarHOCTHUYHE BifiieHHs, M. KUiB

6) K.M.H. Jleowmk O.B.

ToBapucTtBo 3 obMmexeHoro BignosigampHicTIO «[TPOI'ACTPO KJIIHIKA», nikyBa/bHO
JiarHOCTUYHUM MiApo3Aia, M. JIbBIiB

7) K.M.H., 3aB. BiZl. KiznoBa H.M.

ToBapucTBO 3 00OMEXEHOI BiIOBijanbHICTIO «L[eHTp TacTpoeHTeposioTii Ta /Ai€TOMOTii»,
racTpOeHTepoJIOTriuHe BiAzisieHHs, M. BiHHULS

8) a.m.H. 'ocnogapcekuii 1.41.

ToBaprcTBO 3 00Me)keHOI BifmoBifambHiCTIO «Memuuauii HeHTp «KimiHika I'ocriogapchbKux»,
TeparieBTUYHUM Miipo3Ai1, M. TepHOminb

9) a.mM.H., ipod. IaHoB B.II.

KomMyHanbHe HeKOMepLjiliHe MiJrpueMCTBO «BiHHHMIIbKaA MiCbKa K/liHiuHa jikapHsa Nel», KiliHiuHe
TeparnieBTUYHe BigjisieHHs Ne2, BiHHULBKUN Hal[iOHA/IbLHUA MeAUYHUM  yHiBepCUTeT
iMm. MLIL. [Tuporoga, kadeapa BHyTpillIHbOI MeguLIMHK Ne3, M. BinHuis

10) k.m.H. [TetpunHa B.O.

KomyHanbHe HekoMmepLiiiHe mignpueMcTBo «OO6acHa kiiHiuHa sikapHs IBaHO-®paHKiBCHKOI
ob/acHOi pajiu», racTpoeHTepoJIoTiuHe BiaineHHs, M. IBaHO-DpaHKiBCbK

11) x.m.H. 'epacumenko O.M.

ToBaprctBo 3 00OMexeHOI BifmnoBigampHicTIO «Meauunuii 1eHTp «KoHcumiym Megikai»,
KJ/IiHIKO-KOHCYJ/IbTaTUBHE BifAisleHHs MeauuyHOoro ueHTpy, M. Kuis

[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa
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CynyTHi MaTepianu/mperiapati
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa 7€ 3a
JIOBIpPEHICTIO, Ky Ha/laB CIIOHCOP U
3asiBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKApChKUX 3aco0iB
Ta CyNyTHIX MaTepiaiis

Min/Max Ttepmomerpu -50°C - +70°C Traceable, 4732; Jlaboparopni nentpudyru Hettich,
EBA 200 (220V / 50-60Hz) EU; JlabopaTopHi iHkybaropu 10L +5 to +70°C VWR, IL10 (230V);
TemmnepatypHi gaTunku USB 3 dyHkmiero mam’siti: -35°C to 70°C Testo, 184T3; JlabopatopHhi
xojogunbHUKU: +1°C to +15°C 130L Liebherr, FKUv 1610 (220V - 50Hz); JlabopartopHi
Mopo3uiibHi kKamepu 70 aitpiB: -10°C to -30°C Vestfrost, VI73 EU (220V - 50Hz); BumiproBaui
apTepianibHoro Tucky Omron, HEM-907; Enektpokapgiorpadu Cardiovit FT-1 CRO

B.o. Haua/ibHNKa @apMalieBTUYHOT0 yIIPaB/IiHHA Onekcangp I'PIHEHKO

(mipnmc) (Bnacue im’s TIPI3BUIIE)



HopnaTtok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[,0POB’ sl
Yxpainu «I1po nposeseHHs KIiHIYHUX
BUITPOOYBaHb JIiKapCbKUX 3acobiB Ta
3aTBep/I’KeHHS CYyTTEBUX ITONPaBOK»
03.04.2026 Ne 458

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«[Tnatdopmue gocmimkerss 11 ¢as3u 3 oriHkK eeKTUBHOCTI 1 O€3MeuHOCTi aHTUTI TpUBasol il
TIpY 3aCTOCYBaHHi B peXkMMi MOHO- abo KomMbiHOBaHOI Teparii 3 MpUBOAy cepeHbOTSIKKOro abo
TSDKKOTO T1epe0iry BMpa3KOBOTO KOJITY B akTWBHiN (opmi», Koz mocimkenHs SPY123-201,
OcHOBHMI MPOTOKON KiiHiuHOTrOo BUrpoOyBaHHS SPY123-201, pepakiis 1.2 Big 04 uepBHS
2025 p.; JopaTok, 110 ONUCYy€e KOHKpeTHe BTPy4aHHs i3 3acrocyBaHHsM mperapary SPYO003,
pegakuis 1.0 Big 31 koBTHS 2025 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CnoHcop, KpaiHa

«Crnaep Teparn’toTikc, IHK.» [Spyre Therapeutics, Inc.], CIIIA

[Tepenik foC/ipKyBaHUX JIIKaPCbKUX
3aco0iB JylikapceKa hopma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

SPY003-207 (SPY003-207, WBP2783A, WBP2775L, SPY003, WBP2783 DP A.1); po3uuH Ajsi
in’exyiii, 180 mr/mn (360 mr /2 mu); WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical
Services GmbH, IlIseiitjapis; Fisher Clinical Services GmbH, Himeuuunna; Fisher Clinical Services
GmbH, Himeuunna;

[Tnare6o go SPY003-207, SPYPBO-101 Placebo, po3uun s in’exiiiit; WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBeiitjapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

SPY003-207 (SPY003-207, WBP2783A, WBP2775L, SPY003, WBP2783 DP); KoHI|eHTpaT AJist
MPUrOTYBaHHS po3uuHy /st iHgy3ii, 150 mr/ma (300 mr / 2 m); WuXi Biologics (Suzhou) Co.,
Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBeiitjapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, HimeuunHa;

[Tnate6o go SPY003-207, SPYPBO-102 Placebo, KoHIleHTpaT A/isi MPUTOTYBaHHS PO3UYMHY [IJIsI
iHgysiit; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, [1IBeiirjapis;
Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuurina

Bignosigansnuii (i) gocaigHuk (1)
Ta MicLe (1) NpoBeJieHHs
BUIIPOOYBaHHS B YKpaiHi

1) nikap Ckubasno C.A.

ToBapuCTBO 3 00MeXXeHOI0 BiAMOBiAabHICTIO « MiXKHAPOJHUM iIHCTUTYT KITIHIYHUX JAOCTiPKEHbY,
BiZIIis1 racTPOEHTEPOJIOTil Ta renaroJsiorii craljioHapHOro BifzineHHs MeguuHoro neHTpy «OK!
Kinik+», M. Kuis

2) p.M.H. 'onoBuenko O.1.

ToBapucTBO 3 00MexeHOW BifmoBiganbHICTIO «Meauunuii Llentp Xenc KriHik», Bigmgin
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racTpOeHTepoJIorii, reraroJsiorii Ta eHZOKPUHO/Ori MeJuuHOro KJIIHIYHOrO AOC/IiAHULBKOTO
LieHTpy, M. BiHHuLs

3) k.M.H. [leTpuna B.O.

KomyHasbHe HeKoMmepilitiHe mianpuemMcTBo «Ob6sacHa KiiHiuHa jikapHs IBaHO-®paHKiBCHKOT
o6s1acHOI pafju», TaCTPOEHTePOJIOTiuHe BiineHHs, M. IBaHO-PpaHKiBCBK

4) nikap Honens J.I'.

ToBapuctBO 3  oOMexeHO  BifmoBifanbHicTIO — «Menoya-Kninik»,  crerianizoBaHe
racTpOeHTepOoJIOTiuHe BiJiieHHs J1iKyBaJbHO-TIPO(iaKTUUHOTO MiApo3iny MeauyHOro LeHTpy,
M. KuiB

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

KomyHasibHe  HeKoMepIiiiHe —TIANpUEMCTBO  «BiHHUWIIBKA oOsacHa  KJTiHIUYHA  JliKapHS
iMm. M.I. TluporoBa BiHHuIbKOI 065acHOi Pagw», OO6sacHUM crielfiasizoBaHuN KIiHIUHMN
raCTpOEHTepOJIOTIYHUKA  L|eHTp, DBiHHMIBKMM  HalliOHa/JIbHUM  MeJUYHUKA  YHIBepCuTeT
iMm. MLI. [Tuporoga, kadeapa BHYTPilIHLOI MeAULIMHU Nel, M. BiHHULIS

6) 3aB. BizI. 300piBChKUI .M.

YHiBepcuTeTCbKa JiiKapHS  JlepXKaBHOTO  HEKOMepL[iMHOro  TignmpueMcTBa  «JIbBiBChbKMiA
Hal[iOHAJIbHUM MeIMUHUM yHiBepcuTeT imMeHi /laHnsa ["'anmuibKoro», KiiHika xipyprii, xipypriuse
BigminenHs Nel kamrmycy iMeHi Map’sHa [TaHuniinHa, M. JIbBiB

7) K.M.H. 'epacumenko O.M.

ToBapucTBo 3 0OMexeHOIO BifmnoBizampHicTIO «Meauunuii 1eHTp «KoHcumiym Megikain»,
KJ/IIHIKO-KOHCYJ/IbTaTUBHE BifAileHHs MeauuyHOoro ueHTpy, M. Kuis

8) nikap binotkau O.Y.

ToBapuctBo 3 oOMe)keHOW BigmosiganbHicTiO «EgnenpBeiic  Megike», — crieljianizoBaHe
racTpOeHTepoJIoriuHe BifgineHHs: MeguuHoro LeHTpy, M. Kuis

9) nikap Yynpuna J1.O.

ToBaprcTtBO 3 o00MeXeHOI BiAmNoOBifanbHiCTIO «lleHTp ciMelHOI MeAWIMHM  TUTIOC»,
CrieLiiajsri3oBaHe racTpOeHTepOoJIOriyHe BifjiseHHs MeauuHoro LeHTpy, M. Kuis

10) nikap Mapuyk FO.B.

KomyHanbHe mignpruemMcTBo «BomHcpKa o6s1acHa KiTiHiuHa JlikapHsi» BomHcebkoi 06macHOi pagy,
xipypriuHe BiffisieHHs] eHJOKPUHHOI Ta abZoMiHaIbHOI MATOJIOT1 3 TIPOKTOJIOTIUHUMHU JTKKaMH,
M. JIyubk

11) a.m.H., npod. [lleBuyk C.B.

«YHiBepcUTeTCbKa  KJIiHIKa» BIHHUIBKOIO  HALlOHA/JIBHOTO  MEAUYHOIO  yHIBepCUTETY
iMm. M.I. TluporoBa (/niKyBa/bHO-HaBUa/IbHO-HAYKOBUW L|€HTP), TepareBTUUHE BifiIeHHS,
BiHHMLIbKMI HallioHaIbHUKA MeuuHui yHiBepcuteT iM. M.I. Iluporosa, kadeapa BHYTpPilIHBOI
MeauLHU Ne2, M. BiHHUILIS
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12) x.m.H. [lanumok C.B.

KomyHanbHe HeKoMmepliitiHe mianpueMcTBo KuiBcbkoi o6macHoi pagu «KuiBcbka obsacHa
KJIiHIUHa JiKapHs», By3bKOCIIeLia/i30BaHe TeparneBTUYHe BijzineHHs, M. Kuis

13) x.M.H. babanina M.FO.

KomyHnanbHe mignpueMcTBo «[lonTraBceka ob1acHa kiiHiuHa JiikapHs iM. M.B. CkrigocoBcekoro
[TonTaBcbKoi 06s1acHOI pajn», 00/laCHUN JIiKyBa/JbHO-AiarHOCTUUHUIN TacTPOEHTePOsIOTiuHMMI
LeHTp, M. [TonTasa

14) p.m.H., ipod. Baosuuenko B.1.

KoMyHanbHe HeKOMepriiliHe MiJIIpUeEMCTBO «JIbBiBCbKe TepuTOpiasibHe MeAuuHe 00'€[HAHHS
«bararoripodinbHa K/iHiuHaA JliKapHS iHTEHCHBHUX METOJiB JIiKyBaHHSI Ta LIBUAKOI MeAWUYHOI
Jonomoru», LlenTtp Tepamii Bigokpemnenoro migpo3ziny «JlikapHs Cesitoro IlaHTeneiimoHa»,
[ep>kaBHe HeKOMepLliiiHe MiANpUeEMCTBO «JIbBIBCbKUIM HalliOHATbHUN MeAUUHUNM YHIBepCUTEeT
imeni [Manuna Iamuupkoro», kagezapa Ttepamii Nel, MeAMUHOI [iarHOCTMKM Ta reMaroJiorii i
TpaHcdy3iosnorii pakynbTeTy MmicaAsAUIIIIOMHOI OCBITH, M. JIbBIB

[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi maTepianu/miperiapatu
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB CLIOHCOP UH
3asiBHMK Ha BBe3eHHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYIyTHIX MarTepiasiB

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 3

Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[,0POB’ sl
Yxpainu «I1po nposeseHHs KIiHIYHUX
BUITPOOYBaHb JIiKapCbKUX 3acobiB Ta
3aTBep/I’KeHHS CYyTTEBUX ITONPaBOK»
03.04.2026 Ne 458

Ha3Ba k/tiHiuHOTO BUMPOOYBaHHS,
KO[I, Bepcis Ta jara

«[Tnatdopmue pocmimkerns 11 da3u 3 orjiHku eeKTUBHOCTI i 6e3MeUHOCTi aHTUTIT TPUBAOL Ail
TIPY 3aCTOCYBaHHI B PeXXKMMi MOHO- a00 KOMOiHOBaHOI Teparii 3 MpUBOAy CepeJHbOTSIKKOTO abo
TSDKKOTO T1epe0iry BHpa3KOBOTO KOJITy B akTWUBHiN (opmi», Koz mociimkeHHs SPY123-201,
OcHOBHHMI TPOTOKOJ KiiHiyHOro BumpoOyBaHHs SPY123-201, pemakuis 1.2 Big 04 yepBHSA
2025 p.; HomaTok, 10 OIMCye KOHKpeTHe BTPYYaHHs i3 3acTocyBaHHsSIM KoMmOiHarjii SPY130,
pemakuig 1.0 Big 31 »koBTHA 2025 p.; [oAaTok, 110 OMMCYE€ KOHKpPEeTHe BTPyuYaHHA i3
3acTtocyBaHHsIM KoMOiHarii SPY 230, pezakiiis 1.0 Big 31 >koBTHs 2025 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CnoHcop, KpaiHa

«Crnaep Teparn’toTikc, IHK.» [Spyre Therapeutics, Inc.], CIIIA

[Tepenik foC/ipKyBaHUX JIIKaPCbKUX
3aco0iB JylikapceKa hopma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

SPY001-001 (SPY001-001; WBP2662, WBP2662-A, SPY001, PAL.011-0001.1Ga, WBP2662
DP A.1; SPY001-001); po3uun ggs in’exuiii; 180 mr/mn (360 mr /2 mut); WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIgeiitjapis; Fisher Clinical Services GmbH,
Himeuununa; Fisher Clinical Services GmbH, Himeuunna;

[Tnare6o go SPY001-001, SPYPBO-101 Placebo, po3uun s in’exiiii; WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBeiitjapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

SPY001-001 (SPY001-001; WBP2662, WBP2662-A, SPY001, PAL011-0001.1Ga, WBP2662
DP; SPYO001-001); xoHLeHTpaT JAas TPUTrOTyBaHHS po3unHy Juisg iHQys3ii; 150 mr/mn
(300 mr / 2 mn); WuXi Biologics (Suzhou) Co., Ltd., Kurtaii; Fisher Clinical Services GmbH,
[IBetitiapisi; Fisher Clinical Services GmbH, Himeuuuwna; Fisher Clinical Services GmbH,
HimeuunHa;

[nae6o 1o SPY001-001, SPYPBO-102 Placebo, KoHIIeHTpaT AJisi IPUrOTYBaHHS PO3UUHY ISt
indysiii; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, II1Belitiapis;
Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuunna;
SPY002-091 (SPY002-091; WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La,
SPY002; SPY002-091); po3uun ans in’ekuiii; 200 mr/mn (400 mr /2 mi); WuXi Biologics
(Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, I1IBeiiiiapis; Fisher Clinical Services
GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

I[Tnate6o go SPY002-091, SPYPBO-101 Placebo, po3uun s in’exuiii; WuXi Biologics (Suzhou)
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Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBeiitjapis; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, HimeuunHa;

SPY002-091 (SPY002-091; WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La,
SPY002; SPY002-091); KoHLeHTpaT AJisl TPUTOTYBaHHS PO3UMHy Ajis iHPy3ii; 200 mr/mn
(400 mr / 2 mi); WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH,
[Beiitjapisi; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH,
HimeuuniHa;

[Tnaue6o o SPY002-091, SPYPBO-102 Placebo, KoHIIeHTpaT /sl IPUTOTYBAHHS PO3UMHY [I/IsI
indy3iit; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, Il1Befitiapis;
Fisher Clinical Services GmbH, HimeuunHa; Fisher Clinical Services GmbH, Himeuunna;
SPY003-207 (SPY003-207; WBP2783A, WBP2775L, SPY003, WBP2783 DP A.1; SPY003-207);
po3uuH s iH’ekui; 180 mr/ma (360 mr /2 mut); WuXi Biologics (Suzhou) Co., Ltd., Kuraij;
Fisher Clinical Services GmbH, IlBetitjapis; Fisher Clinical Services GmbH, HimeuunHa;
Fisher Clinical Services GmbH, HimeuunHa;

[Tnare6o go SPY003-207, SPYPBO-101 Placebo, po3uun s in’exiiiit; WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBeiitjapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, HimeuunHa;

SPY003-207 (SPY003-207; WBP2783A, WBP2775L, SPY003, WBP2783 DP; SPY003-207);
KOHLIEHTPAT Ji/I1 IPUrOTYBaHHs Po3unHy 714 iHQy3iit; 150 mr/mi (300 mr / 2 mm); WuXi Biologics
(Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, I1IBeiiiapis; Fisher Clinical Services
GmbH, Himeuunna; Fisher Clinical Services GmbH, HimeuunHa;

[Tnaue6o o SPY003-207, SPYPBO-102 Placebo, KoHIIeHTpaT /sl IPUTOTYBAHHS PO3UMHY [I/IsSI
indy3iit; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBefitiapis;
Fisher Clinical Services GmbH, HimeuuunHa; Fisher Clinical Services GmbH, Himeuurina

Bignosiganehuii (i) gocaigHuk (1)
Ta Miclie (s1) MpoBe/leHHs
BUTIPOOYyBaHHS B YKpaiHi

1) nikap Ckubasno C.A.

ToBaprCTBO 3 0OMEXXEHOI0 Bi/[TIOBiAa/TbHICTIO « Mi>KHAaPOAHUM iHCTUTYT K/IiHIUHUX JOCTiIKEHB,
BiZilis1 TacTpOeHTEepoJIoOril Ta rernaroJ/iorii craljioHapHOro BifggiseHHs MeauuHoro neHTpy «Ok!
Kninik+», M. Kuis

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

ToBapucTtBO 3 o0o0MexeHOrO BifmnoBifaneHicTIO «Meanunuii  Llentp Xenc  KiiHik»,
Bifili1  racTpoeHTepoJ/iOrii, remarTosiorii Ta eHAOKpuHojorii  MeguyHOro  K/IHIYHOTO
JOC/iJHALIBKOTO LIEHTPY, M. BiHHMIS

3) k.M.H. [Tetpuna B.O.

KomyHasbHe HekoMepilitiHe mianpuemMcTBo «Ob6sacHa KiiHiuHA ikapHs IBaHO-®paHKiBCHKOT
obmacHoi pajiu», TaCTPOEHTEPOJIOTiUHe BifliieHHs1, M. IBaHO-PpaHKiBChK

4) nikap Honens [.T'.




MPOJOBXKEeHHH fojaTka 13

ToBapuctBo 3  oOMexeHOH  BifmoBifanbHicTIO — «Menoya-Krinik»,  crerianizoBaHe
racTpOeHTepOoJIOTiuHe BiJjiieHHs J1iKyBa/bHO-TIPO(iTaKTUYHOTO MiApo34iny MeauyHOro LeHTpy,
M. KuiB

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

KomyHasibHe HeKoMepljiliHe MignpueMcTBO «BiHHUIBKA o00slacHa K/IiHiUHA JTiKapHS

iMm. M.I. TluporoBa BiHHuIbKOI 065acHOi Pagw», OO6sacHUM crieljiaizoBaHUN KIiHIUHMN
raCTPOEHTepOJIOTIYHUNA  LIeHTp, DBiHHMIBKMN HaljiOHa/JIbHUM MeJWYHUM  YHIBepCUTeT

iMm. MLI. [Tuporoga, kadeapa BHYTPillIHLOI MeAULIMHU Nel, M. BiHHuULIS

6) 3aB.Biz. 360piBCEKUt S1.M.

YHiBepcuTeTCbka JIiKapHSA Jlep>KaBHOT' O HEKOMEepLIiIHOT O TiATIPUEMCTBA
«JIbBIBCBKMM  Hal[iOHa/JIbHUM  MeJW4YHUM  yHiBepcuTeT iMmeHi [lanuna [amuvipkoro»,
KJIiHiKa Xipyprii, xipypriuHe BiazisieHHs: Nel kamnycy imeHi Map’sHa I[laHuuiivHa, M. JIbBIB

7) K.M.H. 'epacumenko O.M.

ToBaprcTBo 3 00OMexeHOIO BifmnoBigampHicTIO «Meauunuii 1eHTp «KoHcumiym Megikai»,
KJ/IIHIKO-KOHCY/IbTaTUBHE BifAisleHHs MeauuyHoro ueHTpy, M. Kuis

8) nikap binotkau O.Y.

ToBapuctBOo 3 o0OMe)xkeHOW BifmnoBiganbHicTIO «EfenbBeiic  Megike», —creliianizoBaHe
racTpOeHTepoJIoriuHe BifgineHHs: MeauuHoro LeHTpy, M. Kuis

9) nikap Yynpuna JI.O.

ToBaprcTtBO 3 o00MeXeHOI BiAmNOBifanbHICTIO «lleHTp ciMelHOI MeAWIMHM  TUTIOC»,
CrieLiiajsri3oBaHe racTpOeHTepOoJIOriyHe BifjiseHHs MeauuHoro LeHTpy, M. Kuis

10) nikap Mapuyk FO.B.

KomyHanbHe mignpruemMcTBo «BomHcpKa o6s1acHa KiTiHiuHa JlikapHsi» BomHcebkoi 06macHOi pagy,
xipypriuHe BiffisieHHs] eHJOKPUHHOI Ta abZoMiHaIbHOI MATOJIOT1 3 TIPOKTOJIOTIUHUMHU JTKKaMH,
M. JIyubk

11) a.m.H., npod. lleBuyk C.B.

«YHiBepcUTeTCbKa KJ/IiHiKa» BIHHUIBKOIO HAL[lOHA/JILHOIO MeJUYHOI0 YHIBepCUTeTy

iMm. M.I. TluporoBa (/niKyBa/bHO-HaBUa/IbHO-HAYKOBUW L|€HTP), TepareBTUUHE BifiIeHHS,
BiHHMLIbKMI HallioHaIbHUKA MeuuHui yHiBepcuteT iM. M.I. Iluporosa, kadeapa BHYTpPilIHBOI
MeauLHU Ne2, M. BiHHULIS

12) x.m.H. [lanumok C.B.

KomyHasbHe HeKoMmepliitiHe mianpueMcTBo KuiBcbkoi o6macHoi pagu «KuiBcbka obsacHa
KJIiHIUHa JIiKapHs», By3bKOCIIeLia/i30BaHe TeparneBTUYHe BijzineHHs, M. Kuis

13) k.m.H. babanina M.FO.

KomyHnanbHe mignpueMcTBo «[lonTraBceka obacHa kiiHiuHa JikapHs iM. M.B. CkrigocoBcekoro
[TonTaBcbKOi 06s1acHOI pajin», 00slacHUM JIiKyBaJbHO-[iarHOCTUUHUM TacTPOEHTEPOJIOTiuHIM
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LeHTp, M. [TonTaBsa

14) p.m.H., ipod. Baosuuenko B.1.

KomyHasibHe HeKoMepljiliHe MignpueMCTBO «JIbBiBChbKe TepHUTOpianbHe MeAuuHe 00’€mHaHHS
«bararoripodinbHa K/iHiuHaA JliKapHS iHTEHCHBHUX METOJiB JIiKyBaHHSI Ta LIBUAKOI MeWUYHOI
pJorniomorn», llentp Tepanii Bimokpemnenoro migposginy «Jlikapus Cesaroro IlanTenelimoHa»,
[ep>kaBHe HeKOMepLliiiHe MiANpUeEMCTBO «JIbBIBCbKUM HalliOHATbHUN MeAUUHUNM yHIBepCUTEeT
imeni [Manuna amuupkoro», kagezapa Tepamii Nel, MeAMUHOI [iarHOCTMKM Ta reMaroJiorii i
TpaHcdy3iosorii pakynbTeTy MicaAsAUIIIIOMHOI OCBITH, M. JIbBIB

[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi maTepiany/miperiapati
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB CLIOHCOP Uu
3asiBHMK Ha BBe3eHHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYIyTHIX MarTepiasiB

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[,0POB’ sl
Yxpainu «I1po nposeseHHs KIiHIYHUX
BUITPOOYBaHb JIiKapCbKUX 3acobiB Ta
3aTBep/I’KeHHS CYyTTEBUX ITONPaBOK»
03.04.2026 Ne 458

Ha3Ba k/tiHiuHOTO BUMPOOYBaHHS,
KO[J|, BepCid Ta fara

«PanpomizoBaHe, ro/iBiliHe crire, r1ale60-KOHTPOIbOBaHe A0C/i/KeHHs (a3u 1 3 TTOCTYTIOBUM
MiABUIIEHHSIM OTHOPA30BOi ZI03U AIJ1s OL[iHKW 0e3MeYHOCTi, TepeHOCUMOCTi, (hapMaKOKiHETUKU Ta
(apmakoguHamiku mipeniapaty JADE201 nmnpu migmkipHoMy BBeZileHHI yuyacHUKaM i3
peBMaTOIJHUM apTpUTOM», KoA focaigxkenHs JADE201-01, [Tepsunnui, Bepcis 2 Bifg 17 rpyHa
2025 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», Ykpaina

CnoHcop, KpaiHa

«[xetin batiocaiieHces, IHk.», CIIIA / Jade Biosciences, Inc., USA

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB JylikapcbKa hopma,
JI03yBaHHSI, BUPOOHUK, KpaiHa

JADE201 (JADE201; nroaceke MOHOK/IOHanbHe aHTUTLIO Kiaacy IgGl mo penentopa BAFF;
WBP2885, WBP2885H; JADE201); po3uuH fns iH'ekuii (dbaakoH mictuth 350 mr/2 mn);
175 mr/mn (minirpam/mininitp); WuXi Biologics (Suzhou) Co., Ltd., China; WuXi Biologics
(Shanghai) Co., Ltd., China; WuXi Biologics (Shanghai FX) Co., Ltd., China; Catalent Germany
Schorndorf GmBH, Germany; Cilatus Manufacturing Services Limited, Ireland;

JADE201 Po3uunnuk (Po3uumnnuk g1 JADE201 (JADE201 Formulation Buffer));
po3urH s iH'ekuii; 20,5 ma (migimitp); WuXi Biologics (Suzhou) Co., Ltd., China; WuXi
Biologics (Shanghai) Co., Ltd., China; WuXi Biologics (Shanghai FX) Co., Ltd., China; Catalent
Germany Schorndorf GmBH, Germany; Cilatus Manufacturing Services Limited, Ireland;
[Tnae6o o JADE201 (Ilname6o mo JADE201); posumn pgis iH'ekniv; 0,9 % NaCl;
[TpuBaTHe aKilioHepHe TOBapUCTBO «PapmMalieBTh4YHa ipma «/JapHulisi», YKpaiHa

Bignosimanshuii (i) ocaigauk (1)
Ta MicLe (s1) NpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. ®efjopoBuy X.M.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
ME/JICIH», BinAineHHs HOBITHIX TeXHOIOTiM Meau4HOro LieHTpy, M. IBaHO-PpaHKIiBCbK

2) K.M.H. Meddopg T.O.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Bigain KaiHiYHUX JocaipkeHb MeIMYHOro LeHTpy, M. Kuis

[pemnapaTy MOPiBHSHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/mperiapatu
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
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JIOBIpPEHICTIO, Ky Ha/laB CIIOHCOP 4
3asBHUK Ha BBe3eHHS
JOCTiIKYBaHUX JTIKapChKUX 3aCc00iB
Ta CYIyTHiX MaTepiasiB

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO
(mignmc) (Bnacue im’s TIPI3BULLE)




HJopaTok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[,0POB’ sl
Yxpainu «I1po nposeseHHs KIiHIYHUX
BUITPOOYBaHb JIiKapCbKUX 3acobiB Ta
3aTBep/I’KeHHS CYyTTEBUX ITONPaBOK»
03.04.2026 Ne 458

Ha3Ba k/tiHiuHOTO BUMPOOYBaHHS,
KO[J|, BepCid Ta fara

«KriniuHe pocripkeHHsT 3 OL[iHKM OioeKBiBa/IeHTHOCTi TiKapChbKUX 3ac06iB «A/OMypUHOI»,
tabsetku 1o 300 mr, BupobuuiTea [TAT HBII «bopijariBcekuii XP3» Ta «Zyloric®», Tabnetku
rno 300 wmr, BupobHuiTBa Aspen Bad Oldesloe GmbH, HiMmeuunHa 3a ydacTio 3[0pOBHX
06poBoJTBITiBY, Koz AocimkeHHss BHFZ B-2501, Bepcis 02 Big 10.03.2026 p.

3asiBHUK, KpaiHa

ITAT HBII «bopiiariBcekuii XP3», YKpaiHa

CnoHcop, KpaiHa

ITAT HBII «bopmariBceknii XP3», YkpaiHa

[Tepetik foCHiA)KyBaHUX JIiIKAPCbKUX
3acobiB mikapchKa opma,
[l03yBaHHsI, BUDOOHMK, KpaiHa

Anonypunon (Allopurinol); TabmeTku; opHa TabseTka MicTUTh anonypuHonay 300 wr;
ITAT HBIL] «bopmariBcekuii XP3», YKpaiHa

Bignosigansuuii (i) gocaigHuk (1)
Ta MicLe (1) NpoBeJjeHHs
BUIIPOOYBaHHS B YKpaiHi

1) rosioBHuit sikap Aptui B.1.

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBITAJIBHICTIO «K/ITHIKA IHHO®AP-YKPATHA
IHHOBEWTIB OAPMA PECEPUY», Meanunnii LIeHTP, UepHiBelbKa 0011,
Hosocemupkuii p-H, c. bosinu

2) k.6.H. Cabko B.E.

TOB «Kniadapm», BioanasiTiuna naboparopist, KuiBcbka 06/1acthb, M. IpriHb

[TpernapaT MOPiBHSHHS, BUPOOHUK
Ta KpaiHa

Zyloric®300 mg (Allopurinol); Tabnerku; 1 Tabnerka MicTuTh anomypuHony 300 wr;
Aspen Bad Oldesloe GmbH, Germany

CynyTHi MaTepiany/npenapaTi
CyNyTHBOI Teparii/fopuguuHa abo
¢i3nuHa ocoba, sika fie 3a
JIOBIpEHICTIO, Ky Ha/laB CIIOHCOP U
3asBHUK Ha BBe3eHHS
JIOCTiIKYBaHUX JTIKapChKUX 3aCc00iB
Ta CYIyTHiX MaTepiasiB

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS

Onekcanap I'PINEHKO

(Bnacue im’s TIPI3BUILE)

(mignmc)



HJopaTtok 6

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl

Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX

BUTPOOYBaHb JIiKapCbKUX 3aco0iB Ta

3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnopsieHa bpoiilypa gocimigHvKa [y [OC/IiPKYBaHOTO JTiKapcbkoro 3aco0y Brivaracetam
(bpiBaparjeram), Bepcist 27.0 Big 23 motoro 2026 poky

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1598 Big 17.09.2024

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«BaraTolieHTpOoBe, BiJJKpUTe AOC/Ti/IKEHHS 3 OZIHi€F0 TPYTIOO /IS OL[iHKK JOBrOTPHBAsIol 6e3reKu Ta
TIepeHOCHUMOCTi OpiBapalieTamMy B yUaCHHKIB i3 JUTSU00 abCaHCHOIO abo FOBEHiTbHOK abCaHCHOI0
eninenciero», EP0224, Bix 26 BepecHs 2023 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«HOCibi biopapma EcApEn», bensrisi/ «UCB Biopharma SRL», Belgium

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTtok 7

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

InenTuikatlis CyTTeBOI MONPaBKU

OHOB/leHWM TIPOTOKOJI KIIiHIiYHOrO BHUINpOOyBaHHs, Bepcis 6 Bim 15 rpygas 2025 p.;
®opmMa iHpopMoBaHoi 3roau, Bepcis 4.0 Ay YKpaiHu yKpaiHCbKOI MoBorO Bif 03 mtotoro 2026 p.
Ha ocHoBi maiictep-Bepcii ¢opmu iHdopmoBaHoi 3rogu ass pociipkeHHs MN45053, Bepcis 6,
Bij 27 ciuns 2026 p.; 3MiHa Ha3BU MiCI[sl TPOBeIeHHsI KJTiHIYHOTO BUMPOOYBaHHS:
BYJIO CTAJIO

I.M.H., npod. Herpuu T.I. I.M.H., npod. Herpuu T.I.

KomyHanpbHe HekoMepLiiliHe MiANPUEMCTBO | YHiBepCHUTETChbKa JIiKapHs [lep>XaBHOr'0
JIeBiBcbKOi ~ oOsacHOi  pagu  «JIbBiBCbKa | HEKOMEPLIIMHOTO TiANpHeMCTBa «JIbBiBCHKUI

obslacHa KJiHiYHA JIiKapHs», HEBPOJIOTiYHe | Hal{iOHAJbHUMA MeJJMUHNN yHiBepcuTeT
BiggisieHHs, M. JIbBiB imeni  [anuna  [amuypkoro», — KiiHika
HEeBpOJIOTii Ta HeNpOXipyprii, HeBpOJIOTiuHe
BifineHHs KaMITyCy iMeHi
Map’sHa [TaHunmmuHa, Hep>xaBHe
HeKOMeplliliHe TiANPUEMCTBO  «JIbBiBCbKMI
Hal[iOHaJIbHUM MeJJMUHNN yHiBepcureT

imeni  Jlanwna  T[amuibkoro»,  Kadezpa
HeBpoJIOoril, M. JIbBiB

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2072 Bip 10.12.2024

Ha3Ba k/tiHiuHOr0O BUMPOOYBaHHS,
KO[|, BepCisd Ta fara

«Bigkpure, 0OaraTolleHTPOBe, [0JAaTKOBE [OC/i/PKeHHS [Jis OL[iHKM CIPUHHATTS TIAI[iEHTOM
Gi3UYHOTO BIUIMBY PO3CISTHOTO CK/IEPO3y Ta HaJlaHHs TIOJaJIbIIOr0 JOCTYMy [0 OKpesi3yMaldy
TMalfieHTaM 3 PO3CisTHUM CKJIep030M, sIKi paHillie Opasv y4yacTb y JOC/TiIPKeHHSIX, CITIOHCOPOBAHMX
KoMmraHieto «/xeHeHTeK» Ta/abo «®.XoddmanH-JIs Pom JITa» Ta, sKi He MarOTh JOCTYITHOCTI ZI0
TIporpaMu AOCTYITy Mic/isd KiHiyHoro BUripoOyBaHHs», MN45053, Bepcist 5 Big 09 TpaBHs 2025 p.

3asgBHUK, KpaiHa

ToBaprCTBO 3 0OMeXXEeHOI0 BifINMOBiaIbHICTIO «Po11 YKpaiHa»

CrioHCOp, KpaiHa

@.Xoddmann-JIs Pom JiTa, [IBeiitapis
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B.o. HauaibHNKa PapMaLeBTUYHOI'0 YIIPaB/IiHHA Onekcangp I'PIHEHKO
(nmignuc) (Bnacue im’s TIPI3BUIIE)




HopaTtok 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

InenTuikatlis CyTTeBOI MONPaBKU

ArTecratis OLIiHKY Ha IarepoBOMY HOCI1 /i71s1 300py JJaHKX 3 METOIO e/IeKTPOHHOI OL[iHKH pe3y/IbTaTiB
nikyBanHsi (eCOA): «Paper Assessment Attestation for eCOA Data Collection, Ukrainian (Ukraine)
V1.0 27-Aug-2025», Bepcia 1.0 Big 27 ceprHa 2025 p., yKpailHCbKOO MOBOR; 3MiHa Ha3BU MiCLid
NIPOBe/IeHHs1 KJ/IiHiUHOTr0 BUIIPOOyBaHHS:

BYJIO CTAJIO
I.M.H., npod. Bonoasko H.A. I.M.H., npod. Bonogsko H.A.
KomyHaneHe HekoMepliliHe mignpuemMcTBO | KoMyHanbHe HeKOMepljiiHe —TiJIIPUEMCTBO
JIeBiBcbKOi  0obOslacHOi paau  «JIbBiBChKUE | JIBBiBCbKOI  06sacHOi  pagu  «JIbBiBCHKHI
OHKOJIOTIYHMM  perioHaZbHUK  JIIKyBa/JbHO- | OHKOJIOTIYHMKA  perioHa/JlbHAM  J1iKyBaJIbHO-
J1iarHOCTUYHMI LIEHTp», OHKOJIOTiuHe | J1iarHOCTUUHMMI LIEHTD», OHKOJIOTiuHe
riHekosioriuHe BiagineHHs1 Nel, JIbBiBCbKUM | riHeKojoriuHe BigziieHHs Nel, [lep>kaBHe
HallioHaTbHUHN MeJUUHUI YHIBEDCUTET | HEKOMepLliiiHe MiJIpUeMCTBO «JIbBiBCbKUI
imeni danuna anuiibkoro, Kadeapa OHKO/OTIT | Hal[iOHA/TbHUH MeJUYHUI YHiBepCUTeT
i papiosorii QakynpTeTy micasgursioMHoi | iMeHi  [anuna — [anuibkoro»,  Kadezpa
OCBiTH, M. JIbBIB OHKOJIOTil i pazpioJiorii ¢bakynbTeTY

HiCAAIUIIIIOMHOIL OCBITH, M. JILBIB

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 80 Biz 19.01.2021

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PanzomizoBaHe, nozgiiiHe ciine gocsimkerns I11 da3u g/1s1 OrfiHKY 11eMOpoJ1i3ymMady TOpiBHSIHO 3
niatie60 y koMmOiHaIlii 3 a/i'foBaHTHOIO XiMioTepartieto 3 abo 6e3 mpomMeHeBoi Tepartii Jy1s TiKyBaHHS
TMAaLliEHTOK 3 HeJaBHO [iarHOCTOBAHMM PAKOM €HZIOMETpisl 3 BUCOKUM PU3MKOM IIiC/Is onepawii 3
nikyBanbHOIO MeToo (KEYNOTE-B21 / ENGOT-en11 / GOG-3053)», MK-3475-B21 / ENGOT-
enll / GOG-3053, 3 inKopriopoaHoto nonpaskor 03 Bizg 25 cepriag 2022 poky

3asiBHUK, KpaiHa

ToBapHCcTBO 3 0OMeXKeHOF0 BifmoBiganpHiCTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HayaibHNKa P@apManeBTUYHOI0 YIIPaB/IiHHA

Onekcangp 'PINHEHKO




MPOJOBXKEeHHA fojaTka 13
(miznmc) (Bnacse im’st TTPI3BULIE)



HopaTtok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bpomypa pocniganka RO4964913, Ocrelizumab/Ocrevus®, Bepcis 24 Big nuctonaza 2025 poky,
AHTTICHKOK MOBOFO; 3MiHa Ha3BU MICIIsl TPOBe/IeHHs K/TiHIUHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
J.M.H., ipo¢. Herpuu T.1. J.M.H., ipo¢. Herpuu T.I.
KomyHanbHe HeKoMepljiliHe TIiTIPUEMCTBO | YHiBepcUTeTCbKa JIiKapHs Jlep>KaBHOT O
JIbBiBCcbKOI ~ 0OsacHOi  pasu  «JIbBiBChbKA | HEKOMEPIIIHHOTO MiJIIPUEMCTBA «JIbBiBCHKUI

obnacHa KiiHiUHA JiKapHsS», HEBPOJIOTiUHe | HallioHATbHUMA MeJUUHUI yHiBepcuTeT
BinzinenHs, M. JIbBiB iMmeni  danuna  Tanuubkoro», — KiiHiKa
HeBpoJioTii Ta HeWpoXipyprii, HeBpoJsiOriuHe
BiiiIeHHs KaMITyCy iMeHi
Map’siHa [TanumiMHa, Hep>xaBHe
HEeKOMepLiiiHe TiANPUEMCTBO  «JIbBiBChKUM
HallioHaTbHUHN MeJUUHUI yHiBepcUTeT

imeni  [lanuna  [anuipkoro»,  Kadezpa
HEeBpOJIOTi1, M. JIbBIiB

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 2426 Big 05.11.2021

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«BATATOLIEHTPOBE PAH/IOMI3OBAHE IIOIBIVHE CJIIIE JOC/IIXKEHHA 111 ®A3U 3
[IOJIBIMHOKO IMITALIIE}O [JId OLIHKMA BE3IEYHOCTI TA E®EKTHUBHOCTI
OKPEJII3YMABY ¥ IIOPIBHSHHI 3 ®IHI'OJIMOJIOM Y MOITEM TA MIJIITKIB I3
PELIMINBYKOUO-PEMITYIHOUM PO3CIAHUM CKIIEPO30OM», WN42086, Bepcis 6
Biz 6 TpaBHs 2024 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OEMEXXEHOTO BIATIOBITAJIBHICTIO «Tilli/li OKPEMH», Ykpaina

CnoHcop, KpaiHa

@. XodbdmanH-JIa Pom JITa, [Isetitjapis (F. Hoffmann-La Roche Ltd, Switzerland)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO




MPOJOBXKEeHHA fojaTka 13
(miznmc) (Bnacse im’st TTPI3BULIE)



Hopatok 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Hocbe mocmimpKyBaHoro Jiikapcbkoro 3aco0y CT-P51 [Pembrolizumab], Bepcis 3.0 Big 23 »KOBTHS
2025 p.; Hocke mocmimkyBaHoro mikapcbkoro 3acoby CT-P51 [Pembrolizumab], Bepcis 4.0
Biz 29 ciuns 2026 p.

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 2147 Bip 25.12.2024

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«[TopBiiiHe ciiine, paHJOMi30BaHe, KOHTPO/IbLOBaHe aKTUBHUM TIperapaToM AocC/ifkeHHs da3u 3,
sIKe TIPOBOJSATD Y Tlapasie/lbHUX TPyTiax [ijisi MOPiBHSHHS eeKTUBHOCTI Ta Oe3reuHoCTi rperapariB
CT-P51 Ta Kitpysa B koMm0iHarlii 3 ximioTeparii€ro mperapaTamMy TJIaTUHH i TIEMETPEKCeIOM Y
TMAaI[ieHTiB i3 MeTaCTaTUUHUM HETJIOCKOK/TITHHHUM HeZIpiOHOK/TITHHHUM PaKOM JieTeHb, sKi paHiliie
He oTpuMyBau JiikyBaHHs», CT-P51 3.1, Bepcis 2.0 Big 14 mucronaga 2024 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CnoHcop, KpaiHa

CEJIJITPIOH TIuk., Pecniy6nika Kopes [Celltrion, Inc., Republic of Korea]

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 11

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bk/It0UeHHs1 J0AaTKOBOTO MiCIIsl MPOBe/IeHHs K/TiHiuHOT0 BUNIPOOYBaHHS:
Ne [1.1.b. BifgmoBia/IbHOT'O AOC/IIIHUKA
n/n Ha3Ba Miclis TpoBe/ieHHs KJTiHIYHOTO BUTIPOOYBaHHS
1. | k.Mm.H. IT arauipka T.B.
KomyHasibHe HeKOMepIliiHe ITiJITPUEMCTBO « XMeJTbHUIbKHN 00/1aCHUM TIPOTUITYX/TMHHUH
LIeHTP» XMeJIbHUITbKOI 00/1aCHOT pa/iv, Bi/ifIi/IeHHs] OHKOTiHEKOJI0Ti1, M. XMeTbHUIIbKUH

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3Ba k/tiHiuHOr0 BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«baraTotieHTpoBe, Bigkpure mocmimkeHHs II1 ¢a3u s OMiHKK JOBrOCTPOKOBOI Oe3revyHocCTi Ta
eeKTUBHOCTI B yUaCHUKIiB, SIKUM Hapasi TPOBOJAWTBCSA JiKyBaHHs abo0 CIIOCTepe)KeHHs Y
JIOCJTi/DKEHHSX, 1[0 BK/IIOUAIOTh TIeMOpoitizyMad», MK-3475-587, 3 iHKOPITOpOBaHOO MOITPABKOIO
08 Big 25 mrotoro 2025 poky

3asiBHUK, KpaiHa

ToBapHCcTBO 3 0OMeXKeHOF0 BifmoBiganpHiCTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO

(mmigrmc) (Bnacse im’st TTPI3BULLE)



HopaTtok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3MiHa Ha3BM MiClis TTPOBe/IeHHs K/IiHIYHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., npod. Bonoasko H.A. I.M.H., npod. Bonogsko H.A.
KomyHaneHe HekoMepliliHe mignpuemMcTBO | KoMyHanbHe HeKOMepljiiHe TiJIIPUEMCTBO
JIeBiBcbKOi  0obOsacHOi paau  «JIbBiBChKUE | JIBBiBCbKOI  06sacHOi  pagu  «JIbBiBCHKHI
OHKOJIOTIYHMM  perioHaZbHUK  JIIKyBa/JbHO- | OHKOJIOTIYHMKA  perioHa/JlbHAM  J1iKyBaJIbHO-

J1iarHOCTUYHMI LIEHTp», OHKOJIOTiUHe | J1iarHOCTUUHMMI LIEHTD», OHKOJIOTiuHe
riHekosioriuHe BiagineHHs1 Nel, JIbBiBCbKUM | riHeKojioriuHe BigziieHHs Nel, [lep>kaBHe
HallioHaTbHUHN MeJUUHUI YHIBEDCUTET | HEKOMepLIiiiHe MiJIpUeMCTBO  «JIbBIBCbKUI
imeni danuna anuiibkoro, kadeapa OHKO/OTIT | Hal[iOHA/TbHUH MeJUYHUI YHiBepCUTeT
i papiosorii QakynbTeTy micasgudrioMHoi | iMeni  [anuna — [anuibkoro»,  Kadenpa
OCBiTH, M. JIbBIB OHKOJIOTil i pazpioJiorii ¢bakynbTeTY

HiCAAIUIIIIOMHOIL OCBITH, M. JILBIB

Howmep Ta gara Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 636 Big 22.03.2019

Ha3sga kstiHiuHOTO BUTNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PanzmomisoBane, moagiiiHe ciine gocmimkenHst 111 da3u mpoBeseHHs ximioreparii 3 abo 0e3
1eMOpoJTi3yMady 3 MoabIIvM TiATPUMYHOUUM TiKyBaHHSM oJiariapubom abo riariebo a/1s Teparmii
TIepIIIOoi JIiHi1 y MaI[iEHTIB 3 pO3MOBCIO/PKEHUM eTTiTe/TialbHUM pakoM sieuHukiB (EPST) 6e3 myTariiit y
reHi BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)»,
MK-7339-001/ENGOT-0v43/GOG-3036, 3 inkopriopoBaHoro norpaskorw 05 Big 19 cepriaa 2025
POKy

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBiganpHicTIO « MCJI YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn enp Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(mignuc) (Bnacue im’s TIPI3BUIIE)



HopaTok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

InenTudikatiis CyTTeBOI MOMpPaBKK

OHoBJIeHUI TIPOTOKOJI KiiHigHOTO BUnpodyBanHs MK-7240-015, 3 iHKOPIIOPOBAaHOO TIOMIPAaBKOO
01 Bix 08 nunnsi 2025 poOKy, aHI/IiMCBKOIO MOBOW; YKpaiHa, MK-7240-015, Iandopmaris Ta
JOKYMEeHT T1po iH(opMOBaHy 3rofly AJis1 nauieHra, Bepcisi 01 Big 19 motoro 2026 p., yKpaiHCbKOIO
MoBo1o; MK-7240-015, JKypHan peecTpaliii BBeJleHHsI [OC/iI)KyBaHOIO TperapaTy Npu3HaueHUi
J/1s1 3aC/IiIIeHol yaCcTUHU JoctifkeHHs, Bepcig V1.0_00_1.1, ykpaiHcekoro MoBoro; MK-7240-015,
’KypHan peecTtpalii BBeleHHs1 AOC/Ii/I)KyBaHOTO TpernapaTy Mpu3HayeHUl /i BiIKpUTOI YaCTUHU
pocmimkenssi, Bepcisi V1.0_00_1.1, yxkpaiHcbkoro MoBowo; MK-7240-015, 3o6pakeHHsi Ha
eNeKTPOHHUX LIO0JeHHUKax [Jis nayieHta, Bepcig 1.00 Big 11 numHa 2025 poky, yKpaiHCHKORO
MoBoro; MK-7240-015, Cuenapii Bifjleopo/iMKa CTOCOBHO IHCTPYKL{I i3 3aCTOCYBaHHS
aBTOiH’ekTOpa MK-7240 — cniine gocmimkeHHs, Bepcisi 1, yKpaiHCbKOO MoBOr0; MK-7240-015,
CueHapi¥ BiZieOpo/MKa CTOCOBHO IHCTPYKLI i3 3acToCcyBaHHs aBTOiH ekTopa MK-7240 — Bifgkpure
JocaipkeHHs, Bepcig 1, ykpaiHCbKOO MOBOW; MK-7240-015, IHCTpyKLii i3 3acToCyBaHHS
JocipkyBaHoro mperapaty MK-7240/mnane6o 3a JOMOMOror aBTOiH’€KTOpa, CTIMUM Tepiof,
JocnigpkenHs, Bepcis 1.0 Big 18 kBiTHa 2025, ykpaiHcbkoro MoBow; MK-7240-015, [HCTpyKLil i3
3aCTOCYBaHHs [oC/igpkyBaHoro nperapaty MK-7240 3a monomororw aBTOIH’€KTOpa, BiJKPUTUU
nepiog pocaigpkenHs, Bepcis 1.0 Big 18 kBitTHa 2025, ykpaiHCbKOr MoBowo; [lpegmeru anst
TALli€HTIB: CyMKa JJi IepeHeceHHs MarepiasiB AociifKeHHs; OHoBieHe [JoCbe AOCIIIIKYBAaHOTO
JiKapceKoro 3acoby MK-7240, epcis 08ZNSY Biz 13 muctomnaza 2025 poky, aHTTiCBKOI0 MOBOIO;
BK/IIOUeHHS IOAATKOBUX MiCIlb ITPOBeIEHHS K/TiHIYHOTO BUNTPOOYBaHHS:

Ne I1.I.b. BigmoBifanLHOrO AOC/iTHUKA

/1 Ha3sBa Miciis mpoBe/ieHHs1 K/IiHIYHOTO BUTIPOOYBaHHSI

1. | A.M.H., ipo@. CtanHicnaBuyk M.A.

KomyHasibHe HeKoMepliiliHe mignpueMcTBO «BiHHMIbKAa 06/lacHa KiliHiUuHa JIiKapHS
iMm. M.I. Tluporoea Binnuipkoi ob6sacHoi Pazm», BucokocmeriiaiizoBaHuid KTiHiUHHR
LlenTp peBMaTosorii, ocTeornopo3y Ta GiosoriuHoi Teparii, BiHHMIIbKHI HalliOHA/TEHUM
MeauuHUM yHiBepcuTeT iM. M.I. ITuporoBa, kadeapa BHyTpilIHbOI MeAULIMHU Nel,
M. BiHHuLg




TPOJIOBXKEeHH fojaTka 13

2. | K.M.H. 'punienko I'.M.

KomyHanbHe HeKoMepijiliHe TiANpPUEMCTBO «JIbBiBChbKe TepuTOpialbHe Me[uuHe
00’epHanHs «KriHiuHa JiKapHS TIJIAHOBOTO JIiKyBaHHS, pea0isiTaiii Ta mamiaTMBHOL
JIOTIOMOTM pEeBMATOJIOTiUHe Biffi/IeHHsI BiJJOKPEM/IEHOTO Tipo3aily «4-a JIikapHs»,

M. JIbBiB

Howmep Ta gata Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBAHHS

Ne 1336 Big 26.08.2025

Ha3Ba kiHiuHOrO BUMPOOYBaHHS,
KO[I, BepCis Ta jara

«PaHgomi3oBaHe, 10/iBiMiHe ciiime, myialeb0-KOHTPO/IbOBaHe AocimkeHHs IIb da3u ansa omiHKu
edeKTUBHOCTI Ta Oe3reKu Ty/TicoKibapTy y yuacHHKIB i3 mcopiatuuaum aptputom», MK-7240-015,
Bepcist 00 Big 21 TpaBHs 2025 poKy

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BinoBiganpHicTIO « MC/I YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn exp Joym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHNKAa @apMaLieBTUYHOI0 yIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignmc) (Bnacue im’s TIPI3BUIIE)



Hopatok 14

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Hocbe pocimkyBaHoro JjikapcbKoro 3acoby: QL2107 (membponizymab), Bepcist 1.4 Bif 22 KOBTHS
2025 poky; QL2107-102_JIuct_Big_sikapsa_go_sikaps _YkpaiHa_sepcig 1.0_Big 09 ciuns
2026 poKy_yKpaiHCbKOI MOBOHO

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1336 Big 26.08.2025

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanziomisoBaHe, ToBiliHe ctine, GaraTolleHTPOBe KITiHiUHe AOC/i/KeHHS (hapMaKOKiHEeTUUHOI
ekBiBasieHTHOCTI npernapaty QL2107 (roTeHLiiiHuii 6ioaHasor npemnapary Kitpyga®) ta npemnapary
Kitpyna® (membpostizyma0) 1pu 3aCTOCYyBaHHI B SIKOCTi afi’ FOBAaHTHOI Tepartii, 1110 TIPOBOJUTHCS 3
MEeTOI0  JIeMOHCTpaljii  (apMakOKiHeTHYHOI ToAiIOHOCTI y TaIlieHTiB mic/ia  pe3ekiii
HeIpiOHOK/TITUHHOTO paKy JyiereHiB», QL2107-102, Bepcis 3.0 Bix 03 BepecHst 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CnoHcop, KpaiHa

«Kginy ®apmacstorikan Ko, JIta.», Kutaii (Qilu Pharmaceutical Co., Ltd., China)

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 15

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

InenTudikatiis CyTTeBOI MOMpPaBKK

[Tporokon kiiHiuHOTO BHUNpoOyBanHs GO29527, Bepcis 13 Bix 11 rpyans 2025 p., aHTIiCBKOO
MoBo10; IHdopmalis a1 mauieHta i (popma iHdopmoBaHOi 3roau, Bepcis 17 ans YkpaiHu
aHr/ilcpKor MoBoro Bif 11 motoro 2026 p.; IHdopmauis anas nauieHTa i ¢opma iHpopmoBaHOi
3rogu, Bepcis 17 mjisg YKpaiHu yKpaiHCbKOHO MOBORO Bif 11 marotoro 2026 p.; 3MiHa Ha3BU MicCLs
TIPOBe/IeHHsI KJIiHIYHOTO BUMTPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Agamuyk [".A. K.M.H. Agamuyk [".A.
KomyHanbHu 3aK/aj «KpuBopi3pkuii | KoMyHanbHe =~ HeKOMepijililHe = TOBapUCTBO
OHKOJIOTIYHUU pucnaHcep» | «KprBOpi3bKUM  OHKOJIOTIYHMM — JUCTIAHCEp»
THInporeTpoBCHKOI obmacHoi paay, | [IHinporneTpoBChKOI obacHoi pazin»,
ximioTepaneBTHUHe BiazineHHs, M. Kpusuii Pir | ximiotepaneBTnuHe BiaginenHs, M. Kpusuii Pir

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 549 Big 27.08.2015

Ha3Ba k/tiHiuHOr0 BUMPOOYBaHHS,
KO[|, BepCisd Ta fara

«3s (haza, BigKpuTe, paHZO0Mi30BaHe AOCTiKeHHS JJ1s OLliHKY e()eKTUBHOCTI Ta 6e3reku rperapaTy
ATte3zomnizymab (ANTI-PD - L1 aHTUTi/IO) B MOPiBHSHHI 3 ONTUMAa/IbLHOO TiITPUMYHOUOI0 TEPaITi€lo
Mic/ig  af’toBaHTHOI  XimioTepamii ocHoBaHOi Ha LlucmiaTuHI y  mali€HTIB 3  TIOBHICTIO
pe3ekTabelbHUM HepiOHOK/IITUHHUM pakoMm Jeredb IB-IITA crazii», GO29527, Bepcis 12
Biz 24 TpaBHs 2024 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJATIOBITATIBHICTIO «[Tilli/li FOKPEMH», Ykpaina

CrioHCOp, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xodbdmauu-JIs Pomr JIta», [lIBeiiapis)

B.o. HauaibHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(mignuc) (Bnacue im’s TIPI3BUIIE)



HopaTtok 16

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3MiHa BiJIMOBiAA/ILHOTO TOC/TiJTHUKA Y MiCIli TTPOBeJieHHsI K/TiHIUHOTO BUNIPOOYBaHHS:

BYJIO CTAJIO
K.M.H., 3aB. BiJ. KizioBa H.M. nikap FOpeup A.B.
KomyHaneHe HekoMepliliHe mignpuemMcTBO | KoMyHanbHe HeKOMepljiiHe TiJIIPUEMCTBO
«Binaunpka obOsacHa  KiiHiuHa  yikapHs | «BiHHMIbBKa o6GsacHa — KjiHiUHA  JliKapHS
im. M.I. TluporoBa BinauipKoi o06sacHoi | iMm. M.I. TluporoBa BiHHMIEKOI 06sacHOT
Pagu», ObnacHUi criellia/iizoBaHui KaiHiuHMM | Pagu», O6acHUE criellia/li3oBaHUI K/TiHIUHUH
raCcTPOEHTEepOJIOTiUHUM LIeHTpP, M. BiHHuULIA raCTPOEHTEepPOJIOTiUHMM LIeHTpP, M. BiHHuULIA

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2204 Big 26.12.2023

Ha3Ba k/tiHiuHOr0 BUMPOOYBaHHS,
KO[|, BepCid Ta fara

«PanioMi3oBaHe, Mo/[BiliHe CJiire, JOBrOCTPOKOBE pO3IIMpeHe A0CTipKeHHs da3u 2b /s oLiHKU
¢dapmakokiHeTHKH, edeKTHUBHOCTI, Oe3reuHoCcTi Ta mepeHocumocTi mperapaty TEV-48574 y
JIOPOC/IMX TIALiEHTIB i3 BUpa3KoBUM KoJjiiToM abo XBopo6oro KpoHa cepefiHbOTO Ta TSDKKOTO
CTyTIeHs], sIKi 3aBepIvi a3y JiKyBaHHS y MeXKax Aoc/ipKeHHs i3 mizbopom 103 (RELIEVE UCCD
LTE)», TV48574-IMM-20038, 3 ITonpaBkoto 05 (JP 03), penakiisi 3i 3minamu 01, Bepcist Bif

06 uepBHs 2025 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OEMEXXEHORO BIATIOBIJAJIBHICTIO «ITI EC A-YKPATHA»

CnoHcop, KpaiHa

Teva Branded Pharmaceutical Products R&D LLC, CIIIA

B.o. HayaibHNKa P@apManeBTUYHOIO YIIPaB/IiHHA

Onekcangp I'PIHEHKO

(mmigrmc)

(Bnacre im’st TIPI3BUILIE)




Hopatok 17

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoBjileHUH TMPOTOKO/M KJiHiUHOro BUMpOOyBaHHsA, Bepcig 10 Big 10 mucromaza 2025 p.;
KapTtka-nogska yyacHUKyY JocaiyKeHHd Bij 27 mvactornaza 2025 p.

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PanyiomizoBaHe, mofBiliHe ciiine, OaratorjeHTpoBe ¢a3u Il fgocsifykeHHS 3acTOCYBaHHS
ate3omi3yMmady (aHtu-PD-L1 aHTHTiI0) TpoTH TiManebo K aj’FOBAHTHOI Tepariii y TMalli€HTiB 3
M’S130BO-IHBa3MBHUM pakOM CeYOBOI'0 MiXypa BUCOKOI'O PHU3MKY 3 HasiBHOIO LMpKy:rorouoro THK
MYXJIMHU TiCs 1ucTekToMii», BO42843, Bepcis 9 Big 12 motoro 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BifmoBifaapHICTIO «PoIil YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmans-JIs Pom JITa, [Beiitiapis

B.o. Haua/ibHMKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTok 18

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

InenTudikatiis CyTTeBOI MOMpPaBKK

Marepiamu ajig nanienTiB: OnuTyBanbHUK Npo ctaH 340poB's (PHQ-9), Bepcis 1.0 Bix 30 BepecHs
2008 poKy, YKpaiHCbKOIO Ta POCilCbKOK MOBaMU

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 397 Big 07.03.2024

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«[HTEpBeHLIiliHe pO3UIMpeHe JOCTiIKeHHs ¢da3u 3 [T BUBUEHHS IOBTOCTPOKOBOI Oe3reku Ta
TepeHOCHUMOCTI ToIeOpyTHHIOY B YUaCHUKIB i3 peLIUIUBYIOUMM PO3CiSIHUM CK/IePO30M, TIepBUHHUM
MPOTPeCcyloYrM  PO3CIsIHUM CK/Iepo30M abo BTOPMHHUAM TIPOTPeCcylourM HepelyMBYIOUNM
po3scisiHuM ckiepo3oM», L'TS17043, 3 inkopriopoBaHoro norpaskoro 10, Bepcis 1 Bifg 15 KOBTHs
2025 poky

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Peiepin e /leBenonmas,
®DpaHiiis)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



HopaTok 19

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezsieHHs K/IiHIYHHUX
BUTIPOOYyBaHb JiKapChKUX 3ac0biB Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
03.04.2026 Ne 458

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OHoB/ileHUH TIPOTOKON K/IiHIUHOTO BUTIpPOOyBaHHsA, Bepcis 4.1 Bim 01 TpaBHs 2025 pOKYy,
aHIJIIKNCbKOK0 MOBOKO (TiibKM A1 XopBaTii Ta [lonbiii); OHOB/IeHHH MPOTOKOJ K/IiHIUHOTO
BUIIpoOyBaHHs, Bepcis 5.0 Big 24 >koBTHs 2025 poKy, aHI/TiMCbKOIO MOBOIO; IT0/10BXXEeHHSI CTPOKiB
NpoBeJieHHsT KJIiHiYHOTO BUMpoOyBaHHs B YKpaini 1o 30 uepBHsi 2030 poky; IHdopmariiiinuii
JIUCTOK TialjieHTa Ta popMa iHpopmMoBaHoi 3rou, Bepcisi 9.0 asia Ykpainu Big 11 rpygus 2025 p. Ha
OCHOBI ri06anbHOI MaiicTep-Bepcii Bif 14 miucromazga 2025 p., aHI/IiCHKOI0 MOBOIO Ta TiepeKsiaj
YKpaiHCBKOI0 Ta POCiHCHKOIO

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 893 Big 15.04.2020

HasBa kiHiuHOTO BUMPOOYBaHHH,
KOJ|, Bepcis Ta jara

«Bigkpure momOBXKeHe AOCTIHKeHHST yOniTyKcumaly y Tal[ieHTiB i3 peldUBHUM PO3CisTHUM
cksiepo3om», TG1101-RMS303, Bepcist 4.0 Biz 31 ciunsa 2024 poky

3asgBHUK, KpaiHa

TOB «KJITHIYHI BUITPOBYBAHHS», YKpaiHa

CnoHcop, KpaiHa

Ti/lxu TepanbroTukc, IHK., CIIIA (TG Therapeutics, Inc., USA)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



