Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«®a3a 3, bararolleHTPOBe, BiJIKpUTe, 3 OJHIEI0 TPYIIO, PO3IIMPEHe JOC/iKeHHs [/Isl OLiHKA
Oe3reky Ta MepeHOCHMMOCTi TIPY TPUBAJIOMY 3aCTOCyBaHHi I]eHepyuMo/y y IOpOC/IUX Malli€HTiB 3
CUCTeMHUM uepBOHMM BoBuakoM (CUB) cepeHbOTrO Ta TSDKKOTO CTymeHsi Ha (oHi 6a3oBoi
Teparii», koA gocaimkenHs ID-064A303, dinambHa Bepcis 2 Big 17 ciuns 2025 p.

3asiBHUK, KpaiHa

TOB «CanaKnic», YKpaiHa

CnoHcop, KpaiHa

Idorsia Pharmaceuticals Ltd, Switzerland

[Tepenik foc/ipKyBaHUX JIIKAPCbKUX
3aco0biB sikapcbKa opma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

Cenerimod (ACT-334441; Cenerimod); TabseTka, BKpuTa 000/0HKOIO; 4 Mr (Mmismirpam(i));
Corden Pharma GmbH, Germany; Catalent Germany Schorndorf GmbH, Germany; Creapharm
Clinical Supplies, France; Fisher Clinical Services GmbH, Switzerland; Idorsia Pharmaceuticals
Deutschland GmbH, Germany; PharmaKorell GmbH, Germany; Idorsia Pharmaceuticals Ltd.,
Switzerland; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUTNIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. 'Hunopubos A.M.

ToBaprcTBO 3 00OMEXEHOI0 BiJIOBifaMbHICTIO «IHCTUTYT peBMarTo/orii», MeauuHWM LIeHTp
Biaain kiniHivHKux gociipkeHs Nel, M. Kuis

2) k.M.H. Cuznop H./.

KomyHasibHe mianpueMcTBo «BosMHCbKAa 00JslacHa KiliHiYHA JTiKapHs» BoJMHCBKOI 06/1acHOi
pajy, peBMaToJIOTiuHe BiaziieHHs, M. JIyLibK

3) A.M.H., ipo@. fpemenko O.b.

KoMyHanbHe HeKoMepliiiiHe miAnpueMcTBo «KuiBcbka Micbka KiiHiuHa JiikapHs Ne3»
BUKOHaBYOro opraHy KuiBcbkoi Micbkoi paau (KuiBCbKOI MiCBKOI Jjep>KaBHOI afMiHicTpaliii),
BiazineHHs1 Tepamnii, HaijioHasibHuii MeanuHuii yHiBepcuTeT imeHi O.0. Boromosnblis, Kadepa
BHYTPIIIHBLOI MeAULMHU Ne3, M. KuiB

4) n.M.H., npod. deHectok B.I.

KomyHanbHe HeKoMepLiliHe MiApueMCTBO «BiHHMIIBbKA MicbKa KiliHiuHa jlikapHs Nely,
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BiggineHHs teparmii Nel, BiHHULIbKWI HalliOHaTbHUN MeJuuHUM yHiBepcuTeT iM. M.I. TIuporoga,
Kadezpa BHyTpPilIHbOI MeAuLIMHU Ne3, M. BinHuLs

5) A.M.H., ripod. IBaHoB B.II.

KomyHanbHe HeKoMepljiliHe MiANpueMCTBO «BiHHHMI[bKA MicbKa KiiHiuHa jikapHs Nel», KaiHiuHe
TepameBTAYHe BiAziieHHs Ne2, BiHHULBKWM HAl[iOHA/IbLHUM MeJUUYHUM  YHiBepCUTET
iMm. MLI. TIuporoga, kadeapa BHyTpilltHLOI MegULIMHUA Ne3, M. BiHHuU1s

6) nokrop dinocodii Kaprienko O.0.

ToBapucTBO 3 00Me)XeHOK  BiANoOBifanbHICTIO  «MiKHapOAHUN  iHCTUTYT  K/TiHIYHUX
JOCTipKeHb», BIAAIT Tepamii, peBMarosiorii Ta KapZiosorii CTaljioHapHOrO BiJJiIeHHS
MepuuHoro neHTpy «Ok!KiiHik+», M. Kui

7) K.M.H. Matismyk LI

ToBapucTBO 3 00Me)keHOI BiAmnoBifanbHicTIO «Meguunuii 1eHTp «KoHcumiym Megikan»,
KJ/IiHIKO-KOHCY/IbTaTUBHE BifJiseHHs, M. KuiB

8) a.M.H., npod. CwmisiH C.I.

KoMyHanbHe HeKOMepLiliHe MiANpUEMCTBO «TepHOMibCcbka 06acHa K/IiHiUHA JHiKapHSI»
TepHominbcbKoi 06/1acHOI pajiy, peBMaTosioriuHe BiagineHHs, TepHOMIIBCHKUN Hal[iOHATbHUN
MenuuHU yHiBepcuteT iMeHi 1.51. T'opbaueBcbkoro MiHicTepcTBa OXOpOHHM 37I0pPOB’st YKpaiHH,
Kadespa BHYTpiliHbOI MeauLMHU Ne 2, M. TepHomisib

[TpernapaTty MOpPiBHSHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepianv/npenapaTi
CYTyTHBOI Teparii/fopuguuHa abo
¢isnyHa ocoba, sika Jii€ 3a
JIOBipeHICTIO, Ky Ha/JlaB CIIOHCOP YU
3asBHMK Ha BBe3€HHS
JIOCTiKYBaHUX JTiKapChKUX 3ac0biB
Ta CyIyTHiX MarepiasiiB

1. TlopratuBHi enekTpokappiorpadpu (mozens - MAC 2000, xkpaiHa noxopkeHHs1 — India,
BupobHUK — Wipro GE Healthcare Private Ltd., India).

BianpaBHuk /151 ocHoBHUX fociimkeHb (ID-064A301 ta ID-064A302) - eResearch Technology,
Sieboldstrasse 3. 97230 Estenfeld, Germany).

2. JlonomikHi Marepianu [0 enekTpokapgiorpagiB (BiampaBHuK - eResearch Technology,
Sieboldstrasse 3. 97230 Estenfeld, Germany):

* ECG recording paper for MAC 2000 (xpaiHa moxomkeHHsi — USA, BupobHuk — Graphic
Controls, USA)

* Flashcard Reader (kpaina moxomxkeHHss — USA, BupobHMK — Delkin Devices Ltd., USA)
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* SDHC Card 16GB (empty) (kpaiHa moxomkeHHsi — Malaysia, BupoOoHuk —Western Digital

Technologies Inc., USA)
* Electrode Tab Ambu (BlueSensor 2300) (kpaiHa roxomkeHHsi — India, BupobHuk — Medico
Electrodes International Ltd., India)

B.o. HauaibHNMKa @apMaLieBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

Has3ga kniHiuHOTO BUTIPOOYBaHHH, «PanzomiszoBaHe, OaraToljeHTpOBe, Mo/BiliHe ciiine AocmimkeHHsT Pa3u 2b /i OLIHKU BIUIUBY
KO[I, BepCisi Ta fjata bakcapocraty B kKoMmbiHailii 3 [amnarmicdio3uHoM y MOpiBHSHHI 3 Teparii€eto BakcapocTaTtoM Ha
abOyMiHYpit0 y TaIlieHTiB 3 XPOHiIUHOI XBOpOOO HHUPOK (XXH) Ta BHUCOKMM KpOB’STHUM
TUCKOM», Ko gocaimxkeHHs: D6972C00006, Bepcis 2.0 Bix 22 BepecHst 2025 poky

3asiBHUK, KpaiHa TOB «<ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa AstraZeneca AB, IlIBewis

[Mepenik mocmimKyBanux jikapcbkux | bakcapocrat (Baxdrostat) (CIN-107; Bakcapocrat (Baxdrostat)); Tabnetkw; 1 mr; Patheon
3aco0biB sikapcbKa opma, Pharmaceuticals, Inc., USA; Fisher Clinical Services Inc., United States; Fisher Clinical Services
[103yBaHHs, BUDOOHMK, KpaiHa UK Limited, United Kingdom; AstraZeneca AB, Sweden; ASTRAZENECA UK LIMITED -

MACCLESFIELD DEVELOPMENT, UNITED KINGDOM,;

dopkcira (Forxiga)/danarmidmosun (Dapagliflozin) (manarnidso3uny mnpomanzgion); TabneTky,
BKpUTi T/TiBKOBOIO 060si0HKOI0; 10 ™mr; Fisher Clinical Services Inc., United States; Fisher
Clinical Services UK Limited, United Kingdom; AstraZeneca AB, Sweden; ASTRAZENECA
UK LIMITED - MACCLESFIELD DEVELOPMENT, UNITED KINGDOM; AstraZeneca
Pharmaceuticals LP, USA; Fisher Clinical Services Inc., USA;

[Tnaue6o go Popkcira (Forxiga)/damnarmidmosun (Dapagliflozin), TabneTku, BKpUTi M1iBKOBOIO
obomnonkoro; Fisher Clinical Services Inc., United States; Fisher Clinical Services UK Limited,
United Kingdom; AstraZeneca AB, Sweden; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, UNITED KINGDOM; AstraZeneca Pharmaceuticals LP,
USA; Fisher Clinical Services Inc., USA

Bignosimanenuii (i) gocaigHuk (1) 1) a.m.H., ipod. ITentrok H.O.
Ta Miclie (s1) mpoBeleHHs KoMyHanbHe HeKoMepIjiliHe MirpueMCcTBO «BiHHMIIbKa MicbKa K/liHiuHa jikapHs Nel», K/liHiuHe
BUTIPOOYBaHHS B YKpaiHi TepaneBTAUYHe BiAzdiieHHs Nel, BiHHULBKWK HAL[iOHA/IbLHUA MeJUYHUM  YHIBepCUTET
iMm. MLI. [Tuporosa, Kadezapa rporneaeBTUKHA BHYTPIillIHLOI MeAULIMHU, M. BiHHUIs
2) nikap Konowmiituyk H.O.

KoMyHanbHe HeKoMepIiifiHe TiATpUeMCTBO «MeauuHuii 11eHTp MicTa KrueBa» BUKOHABUOTO
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oprany KwuiBcekol micekoi pasu (KuiBcbKoi MickKOI fepskaBHOI agMiHicTpauii), JlikyBaabHUI
nigpo3gin Ne2, BiafineHHs rocmitanbHOI Hedposorii Ta Aianizy Ne2 3 masaToro iHTEHCHUBHOI
Teparii, M. KuiB

3) K.M.H., gou. Ctpwkak B.B.

KomyHa/ibHe HeKoMepliifiHe TiANpUEMCTBO «3akKaprarchbka objacHa KiiHiuHa JliKapHS iMeHi
Anpapis Hoeaka» 3akapriaTcbKol 00slacHOi pajy, BijfineHHss Hedposorii Ta ITpOrpaMHOro
reMojiasisy, M. Y>Kropoz

[TpemnapaTyl MOPiBHSAHHS, BUDOOHUK
Ta KpaiHa

CynyTHi MaTepianu/miperiapati
CyTyTHBOI Teparii/topuuuHa abo
dbiznuHa 0coba, sika Jii€ 3a
JIOBIpPEHICTIO, Ky HaJlaB CIIOHCOP Uy
3asBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKApCHKUX 3aco0iB
Ta CynyTHiX MaTepiasiiB

KowmnaHis, sika zii€ 3a JOBIpeHICTIO, Ky Ha/ZlJaB CIIOHCOP YU 3asBHUK Ha BBE3eHHS [OC/Ii/pKyBaHHUX
niKapchbKKx 3acobiB Ta cynyTHix Matepianis: TOB «ATEHLIISA «C.M.O.-YKPAIHA»

B.o. HauabHNUKa @apMalieBTUYHOTO YIIPAaB/IiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«[Tnatdopmue mocmimkerss I dhasu 3 orjiHku eeKTUBHOCTI 1 6€3MeUHOCTi aHTUTI TPUBAOL Ail
TIPY 3aCTOCYBaHHI B peXXMMi MOHO- ab0 KOMOiHOBaHOI Tepariii 3 IPUBOAY CepeAHbOTSHKKOT0 abo
TSDKKOTO Tepebiry BMpa3KOBOTO KOJITy B akTWBHiNA (opmi», Kopx mocmimkeHHs SPY123-201,
OcHOBHUI MPOTOKON KiiHiyHOro BurpobyBaHHs SPY123-201, pepakuis 1.2 Big 04 yepBHs
2025 p.; JomaTok /10 IPOTOKOMY KaiHiuHOTO BUTipobyBaHHs SPY 123-201, 1110 onrcye KOHKpeTHe
BTPYyYaHHs i3 3acTocyBaHHsaM KombiHatiii SPY 120, pegakuisi 1.0 Big 21 ceprias 2025 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOFO BIATIOBIJAJIBHICTIO «ITI EC AN-YKPATHA»

CnoHcop, KpaiHa

«Crnaep Tepan’toTikc, IHk.» [Spyre Therapeutics, Inc.], CIITA

[Tepenik foc/ipKyBaHUX JIIKAPCbKUX
3aco0biB sikapcbKa opma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

SPY001-001; SPY001-001; (WBP2662, WBP2662-A, SPY001, PAL011-0001.1Ga); po3uuH AJs
in’exuin; 180 mr/mn (360 mr /2 mn); WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical
Services GmbH, IlIBeiiijapisi; Fisher Clinical Services GmbH, Himeuuuna; Fisher Clinical
Services GmbH, HimeuunHa;

SPY002-091; SPY002-091; (WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La,
SPY002); po3uuH A8 iH’€KIlii; 200 mr/mn (400 mr /2 m); WuXi Biologics (Suzhou) Co.,
Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBeiitjapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

[Tnare6o g0 SPY001-001 180 mr/mn (360 mr /2 mut) tTa SPY002-091 200 mr/mi (400 mr /2 mn);
SPYPBO-101 Placebo; (L-histidine, Dextran 40, Sucrose, EDTA, Polomaxer 188, WFI); po3uux
nns in’ekuii; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH,
[Beiitjapis; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH,
HimeuunHa;

SPY001-001; SPY001-001; (WBP2662, WBP2662-A, SPY001, PALO011-0001.1Ga);
KOHL|eHTpaT /i TIPUTOTyBaHHSI PO3uuHy Aas iHQys3ii; 150 mr/mna (300 mr / 2 mn); WuXi
Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBeiiiiapis; Fisher
Clinical Services GmbH,
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Himeuunna; Fisher Clinical Services GmbH, Himeuurina;

SPY002-091; SPY002-091; (WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La,
SPY002); KoHLIeHTpaT [ijisi TIPUrOTyBaHHs po3uuHy Aas iHdys3ii; 200 mr/ma (400 mr / 2 mn);
WuXi Biologics (Suzhou) Co., Ltd., Kurtaii; Fisher Clinical Services GmbH, IlIBefiijapis;
Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuunna;
[Tnae6o mo SPY001-001 150 mr/mma (300 mr /2 mut) Ta SPY002-091 200 mr/mma (400 mr /2 min);
SPYPBO-102 Placebo; (L-histidine, L-arginine, EDTA, Poloxamer 188, WFI); koH1jeHTpaT AJisi
MPUTOTYBaHHSI po3uMHy s iHQy3i; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher
Clinical Services GmbH, IlIBefitjapiss; Fisher Clinical Services GmbH, Himeuuwuna; Fisher
Clinical Services GmbH, Himeuuuna

BignosiganeHuii (i) jocaigHuk (1)
Ta miciie (s1) IpoBeeHHs
BUTPOOYBaHHS B YKpaiHi

1) nikap Ckubasno C.A.

ToBapucTBO 3 00OMEXEHOI  BiAMOBiJaNbHICTIO  «Mi>KHApPOAHUM  {HCTUTYT — K/TiHIYHUX
JOC/ipKeHb», BiZZIiI raCTPOEHTepOJIOrii Ta rernarosiorii cTalioHapHOro BiAJiieHHs MeauuHoro
ueHTpy «OK!KniHik+», M. Kuis

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

ToBapucTtBo 3 0OMe)keHOI BigmnoBiganbHicTIO «Memuunuii Llentp Xenc Kiinik», Bigmin
racTpOEeHTEepOoJIOrii, rerarosiorii Ta eHZOKPUHOOrii MeauuHOro KJIiHIYHOrO [JOCTIJHULIBKOTO
LieHTpy, M. Binnung

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

KomyHasibHe HeKoMepiifiHe mignpueMcTBo «OO0sacHa KiiHiuHa JiikapHs IBaHO-®paHKiBCHKOI
obacHoi pajiu», raCTPOEHTEPOJIOTiUHe BifiieHHs, M. [BaHO-PpaHKiBCbK

4) nikap Jounewp [J.I.

ToBapuctBo 3  obOMexkeHOI  BiAmoBifanbHicTIO  «Menbya-KiiHik»,  creliiasizoBaHe
racTpOeHTepOJIoTiuHe  BiAJineHHs JiKyBa/JbHO-TIPO(iNiakKTUYHOTO —Mifpo3Ainy MeauuHoro
LeHTpy, M. Kuis

5) A.M.H., npo¢. CraHicnaBuyk M.A.

KomyHasmbHe  HeKOMeplliiiHe miArpueMcTBo  «BiHHuibka o6sacHa  K/aiHiUHAa  JlikapHS
iMm. M.I. TTuporoBa Binnumpkoi o6sacHoi Pagw», O6macHuil crierjiasizoBaHU K/TiHIUHUM
raCTpOEHTepOJIOTIYHUKA  1|eHTp, BiHHMLIBKUM  HalliOHa/IbHUM  MeJWYHUWA  yHiBepCcUTeT
im. MLIL. [Tuporoga, kadezapa BHyTpilHb0I MeguLMHU Nel, M. BinHuis

6) 3aB. Bizl. 360piBchbKuit S.M.
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KoMyHanbHe HeKoMepriiliHe TignpueMcTBO JIbBiBCbKOI 06siacHOi pasu «JIbBiBCchbKa 0bsacHa
KJ/IiHIYHa JiKapHa», Xipypriude BiggineHHs Nel, M. JIbBiB
7) K.M.H. ['epacumenko O.M.

ToBapucTBO 3 00Me)KeHOI BiAnoBizanbHicTIO «Memuunuii 1eHTp «KoHcumiym Megikan»,
K/TiHIKO-KOHCY/IbTaTUBHE BiJJiyieHHss MeguuHoro ueHTpy, M. Kuis

8) nikap binotkau O.Y.

ToBapucTBO 3 o00OMexeHOIO BiAmnoBifaneHicTIO «EgmenbBeiic  Megike», —creliasiizoBaHe
racTpoeHTepoJIoriuHe BifAisieHH MeIUUHOro LeHTpy, M. Kuis

9) nikap Uynpuna JI.O.

ToBapucTBO 3 00MeXeHO BiAnoBizanbHicTIO «IleHTp ciMelHOI MeAMIIMHU  TITFOC»,
Crieliiasli3oBaHe racTpOeHTEPOJIOTiUHe BiiieHHss MeguuHoro LeHTpy, M. Kuis

10) nikap Mapuyk FO.B.

KomyHanbHe mianpueMcTBo «BosmHCbKa ob6siacHa KiiHiYHa JjikapHs» BosmHCbKOI 061acHOi
paau, XipypriuHe BijfiiieHHs1 eHJOKPMHHOI Ta ab6J0MiHa/JBbHOI TMATOMOTIi 3 TPOKTOJIOTiUHIUMH
JbKKamu, M. JIyipk

11) a.m.H., nipod. [leBuyk C.B.

«YHiBepcUTeTCbKA  KJIiHiKa» BiHHMIBKOrO  Hal[iOHAJIbLHOTO  MEJUYHOTO  YHIBEPCUTETY
im. M.I. IluporoBa (JiKyBa/bHO- HaBUa/JbHO- HAayKOBUM LIEHTDP), TepaleBTHUUHEe Bif/Ii/IeHHS,
BiHHMIIbKMM HallioHaMbHUM MeauuHul yHiBepcuteT iM. M.I. [Tuporosa, Kadepa BHYTpPIillIHLOT
MeuLuHU Ne2, M. BiHHuLg

12) k.m.H. Janumok C.B.

KomyHanbHe HekomepiiiiHe mianpuemctBo KuiBcbkoi ob6macHoi paayu «KuiBcbka obsacHa
KJ/IiHIYHa JiKapHs», By3bKOCIIeLlia/li30BaHe TepareBTUUHe BiiieHHs, M. KuiB

13) k.M.H. Babanina M.1O.

KomyHasnbHe mianpuemctBo «ITosnTaBcbKa o6/acHa KaiHiuHa jikapas iM. M.B. CkiidhocoBchbkoro
[TontaBcbkoi obmacHOi pagw», 00MacHWM JTiKyBalbHO-/1iarHOCTUUHHUI TaCTPOEHTEepPOJIOTiuHUNA
ueHtp, M. [lontaBa

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

KomyHasibHe HeKoMeplliiiHe MiAnpueMCTBO «JIbBiBCbKe TepuTOpiabHe MeAiuHe 00'€AHaHHS
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«BararonpodinbHa KaiHiYHA iKapHsS iHTEHCMBHUX METOJiB JIiKyBaHHS Ta IIBUAKOI MeJUUHOI
noroMoru», LleHTp Tepamii Bimokpemnenoro migpo3ziny «Jlikapus Cesitoro ITanTeneliMoHa»,
[ep>kaBHe HeKOMepLliiiHe MiANPUEMCTBO «JIbBIBCbKMI HalliOHaTbHUNA MeAUYHUN yHIBepCUTET
imeni [anuna Iamuipkoro», Kadezapa Teparii Nel, MeAuuHOI AiarHOCTUKM Ta reMarosiorii i
TpaHcdy3ionorii pakynbTeTy mic/AsAUIIIIOMHOI OCBiTH, M. JIbBIB

[NpemnapaTyl MOPiBHSAHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepianv/miperiapati
CyTyTHBOI Teparii/topuuuHa abo
diznuHa 0coba, sika [ii€ 3a
JIOBIPEHICTIO, Ky HaJlaB CIIOHCOP Uy
3asBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKApCHKUX 3aco0iB
Ta CyNyTHIX MaTepiasiB

B.o. HauabHNKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«KEYMAKER-UO1, OcHOBHe [AOC/i/pkeHHS: TlapacojibKoBe JociimkeHHss I/II ¢da3 3
MOYepProBUMH TPYMNaMH JIOC/i/HKYBaHUX TperapaTiB, remOposizymabom Ta xiMmioTepariieto, sK
MOHOTeparist abo y cksazi KoMmOiHallii mperapariB, B yUYaCHHKIB 3 HeJPiOHOKTITUHHUM PaKOM
JIereHiB (HOKP)»;
«KEYMAKER-UO1, niggocnigxkentst 01A: mapaconbkoBe gociimkenHs I/11 da3 3 nmouepropumu
rpyrnaMu JOCTiPKyBaHUX TIperapartiB, 3 rembposizymabom y kKoMOiHaljii 3 XimioTeparieto abo
0e3 Hel, y paHillle HeJiKOBaHUX yUaCHUKIB 3 HeZPiOHOKTITUHHUM pakom JereHiB (HAKPJI) IV
crafii», kox mocaipkeHHs MK-3475-U01, 3 iHkopriopoBaHOrO noripaBkoro 15 Bifg 19 cepriHsa
2025 poky; MK-3475-01A, 3 iHKopriopoBaHo0 norpaBKoro 11 Bix 23 BepecHst 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifmnoBifanbHicTI0O « MCJl YKpaiHa»

CrioHCOp, KpaiHa

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

[Tepetik goC/iIyKyBaHUX JTiIKapCbKHAX
3acobiB mikapcbka opma,
[l03yBaHHsI, BUDOOHUK, KpaiHa

MK-3475, TIlembponizymab, Pembrolizumab; MK-3475; (MK-3475, mem0Oposizyma0,
pembrolizumab); SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0;
Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1); MK3475; crepunbHUN pPO3UMH [J/Is1
BHYTpilIHbOBeHHUX iHPy3ili/naakoH; 100 mr/4 mn (25 mr/mn); Almac Clinical Services Limited,
United Kingdom; Almac Clinical Services, US; Werthenstein Biopharma GmbH, Switzerland;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical
Services UK Limited, United Kingdom; Merck Sharp & Dohme LLC, USA; Merck Sharp &
Dohme LLC, United States; MSD International GmbH, Ireland; Merck Sharp & Dohme (UK)
Limited, United Kingdom;

MK-1022 (HER3-DXd, 1162a, DSA-028; U3-1402), ITlarpitymab nepykcTekaH, Patritumab
deruxtecan; MK-1022; (MK-1022, maTtpitymab aepykcrekaH, patritumab deruxtecan); 1162a,
DSA-028; HER3-DXd; U3-1402; mnopowok /iodini3oBaHU [ BHYTPILLIHBOBEHHUX
indys3iit/dbnakon; 100 mr/dnakoH; Baxter Oncology GmbH, Germany; Daiichi Sankyo Europe
GmbH, Germany; Labor LS SE & Co. KG, Germany; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services, US; Bsp Pharmaceuticals S.p.A., Italy; Werthenstein
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Biopharma GmbH, Switzerland; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services, USA; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp & Dohme
LLC, USA; Merck Sharp & Dohme LLC, United States;
MK-2400, idinatamab pepykcrekas, ifinatamab deruxtecan; MK-2400 (I-DXd, DS-7300,
DS-7300a, MABX-9001a, MAAA-1162a, DSA-028), Idinatamab pepykcrekad, Ifinatamab
deruxtecan; MK-2400, idinaramab paepykcrekas, ifinatamab deruxtecan; I-DXd, DS-7300,
DS-7300a, MABX-9001a, MAAA-1162a, DSA-028; mopomok miodinizoBanuii Anas
BHYTpIllIHbOBeHHUX iH(Y3il/ dakon; 100 mr/daakon; Daiichi Sankyo Europe GmbH, Germany;
Almac Clinical Services Limited, United Kingdom; Almac Clinical Services, US; Werthenstein
Biopharma GmbH, Switzerland; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services, USA; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp & Dohme
LLC, USA; Merck Sharp & Dohme LLC, United States; Daiichi Sankyo Co. Ltd., Japan;
Chemicals Evaluation and Research Institute, Japan

BianosiganeHuii (i) gocnigHuk (1)
Ta micue (51) NpoBeZieHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap boiiko B.B.

KomyHanbHe HekoMmeplLiiliHe MiAnpueMcTBO «IIpvKaprnaTChbKWM K/IiHIUHUN OHKOJIOTIYHUM LIEHTP
IBaHO-®paHKiBCbKOi 00/1acHOT pajiu», Xipypriute BigzineHHs Ne2, M. IBaHO-PpaHKiBCEK

2) nikap [TapamoHos B.B.

KomyHaneHe HekoMepLiiHe MiANpPUEMCTBO «KUIiHIUHMKA LIEHTP OHKOJIOTii, reMaToJIorii,
TPAHCIIAaHTO/IOTil Ta TasiaTUBHOI AoroMord YepkacbKoi 006/sacHOI pafiv», Biffin KaiHiuHOT
OHKOJIOT'il (OHKOXIMiOTepaneBTUUHUM), M. Yepkacu

3) nikap I'oteko L.FO.

Binokpemnenuy nigpo3nin «KiiHiuHa ikKapHS 3 HeBiJK/IaJHUX CTaHIB Ta €KCTPeHOI MeJUYHOI
Jonomorrn»  KoMyHa/lbHOTO ~ HEKOMEpLIMHOTO — MiJANPUEMCTBA  «YJKIOpPOACbKa  MiCbKa
OararonpodisbHa KiTiHIUHA JHiKapHsS» Y XrOpoAChbKOI MiChKOI pajid, OHKOJIOTiuHe Bifi/ieHHs,
[ep>kaBHUM BUIIMA HaBYaJIbHUM 3aK/IaZ, « Y KITOpPOACHKUIM HalliOHaIbHUM YHiBepCcuTeT», Kadeapa
OHKoJioTii Ta pagiosorii dakynbTeTy MiC/ISJUIUVIOMHOI OCBIiTHU Ta [JOYHiBepCHUTETCHKOL
TMiATOTOBKH, M. ¥YKTOpoZ,

4) nikap Ko63es O.I.

KoMyHanbHe MigNpUeEMCTBO «PiBHEHCHKMI 00acHUN TIPOTUIYX/IMHHUWN 1[eHTp» PiBHEHCHKOI
obmacHoi paju, aboMiHanbHe BifineHHs, M. PiBHe
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[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa

Kap6oriatun Kab6i, Carboplatin Kabi (Kap6orinatun, Carboplatin); KoHI[eHTpaT fjisi pO3urHYy
ans iHdysii/ ¢uakon; 600 mr/60 ma (10 mr/mn); Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services, US; Werthenstein Biopharma GmbH, Switzerland; Fisher
Clinical Services GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical Services
UK Limited, United Kingdom; Merck Sharp & Dohme LLC, USA; Merck Sharp & Dohme LLC,
United States; MSD International GmbH, Ireland; Merck Sharp & Dohme (UK) Limited, United
Kingdom; Fresenius Kabi Deutschland GmbH, Germany

CynyTHi MaTepianv/miperiapati
CYNyTHBOI Teparii/fopuguuHa abo
¢iznuHa 0coba, sika [ii€ 3a
JIOBIpPEHICTIO, Ky HaJlaB CIIOHCOP Uy
3asBHUK Ha BBe3€HHS
JIOCJTi/PKYBaHUX JIIKApChKUX 3aco0iB
Ta CyNyTHIX MaTepiasiiB

- nabopaTopHi Habopwy;

- min/max TepMOMeTpY;

- USB-HakonnuyBaui;

- eJIeKTPOHHI L[OZIEHHUKY [/ TIaLli€HTIB;

- iHy3iliHi mommnu Ta po3xigHi MaTepianu (niHii, PinbTpU, MaKeTH);
- IPYKOBaHi MaTepiau [Jig NaLi€HTiB

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

InenTudikallis CyTTeBOI MONpaBKU

Bpormrypa pocmigavka JNJ-61186372 (AmiBantamab), Buganns 13 Big 08.07.2025 p.; Bporypa
nmocnigauka JNJ-73841937 (Jla3eptiHi0), Bumanns 16 Big 08.07.2025 p.; IHdopmariis A5 natjieHTa
ta ®opma indopmosaHoi 3rogu — [Tpotokon 73841937NSC3003, Bepcis 13.0 ykpaiHCbKOI MOBOIO
nns Yxpaiau Big 06.10.2025 p.; Iadopmartiisi gis maijieHta Ta dopma iHdopMoBaHOI 3roau —
[Mpotokon 73841937NSC3003, Bepcist 13.0 pociiicbkoro MoBoro st Ykpainu Big 06.10.2025 p.;
KapTtka yuacHuKa KiaiHiuHOro gociuigkeHns: — [Iporokos 73841937NSC3003, Bepcisi yKpaiHCbKOIO
MoBorO Bix 20.10.2025 p.; KapTka yuyacHMKa KJIiHIYHOTO JociifpkeHH — [IpoTokon
73841937NSC3003, Bepcist pocikicbkoro MoBoro Bif 20.10.2025 p.; OHoBneHi po3ainu 3.2.S locke
JOCTTi[KyBaHOTO JIiKapchbkoro 3aco0y AwmiBantamab (JNJ-61186372) ta 3.2.P AmiBaHTamMa0
(JNJ-61186372), po3uun, 50 mr/mj, 3a juneHs 2025 p.; 3aayyeHHs] HOBUX BUPOOHUUUX [IiISTHOK
mns [JJ13 AmiBantamab (JNJ-61186372), posunH, 50 mr/ma: Almac Clinical Services, CIIIA;
Almac Clinical Services, Benuka bputanis. 3miHa BifAnoBifaneHOrO AociigHuKa y MIIB;
3MiHa Ha3BM MiCIisl TTPOBe/IeHHS KTiHIYHOTr0 BUMPOOYBaHHS:
bYJIO CTAJIO

K.M.H. Ocranesko [0.B. nikap Ilauko B.B.

[epxaBHe  HeKOMepLiiiiHe  MiANPUEMCTBO | [lep)kaBHe  HeKOMepLiiiHe  MiJIpUEMCTBO
«HarioHanbHUK IHCTUTYT paky», BiaziieHHs | «HallioHa/bHUKM IHCTUTYT paky», BiAJuIeHHs
Ma/IOiHBa3MBHOI Ta eHJOCKOMIYHOI Xipyprii, | K/IiHIYHOI OHKOJIOril Ne 2 HayKOBO-K/IIHIYHOIO

iHTepBeHLiWHOI pazioJorii, M. Kuis BiAfily  K/IHIYHOI ~ OHKOJIOTIl  KJIHIKK
OHKOI'eMaroJiorii Ta KJ/IHiUHOI OHKOJOTii,
M. KuiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020
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HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«PanziomizoBane kiiHiuHe gocimkeHHs ®a3u 3 KomOiHOBaHOI Teparii AMiBaHTamMaboM Ta
JlazepTinibom y mopiBHsiHHI 3 OcuMmepTHHIOOM Ta y TopiBHsSHHI 3 JIa3epTiHiOOM $IK TepImoi iHii
Teparii y TMalli€eHTiB 3 MiCLIeBO-TIOIMPeHUM ab0 MeTacTaTUYHUM He/piOHOKTITHHHAM DPaKOM
7ereHb 3 MyTalli€el0 peLlenTopiB emizepManbHoro ¢akropa pocty (EGFR-myTati€to)»,
73841937NSC3003, 3 ITonpaskoto 5 Big 11.03.2025 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrig

CnoHcop, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», Besnbris

B.o. HauasibHUKA PapMaLeBTUUHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITPI3BULLE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

InenTudikallis CyTTeBOI MONpaBKU

Hocwe mocimKyBaHOTo yikapcbkoro 3acoby BAY 2927088 (IMPD-Q) Bepcist ID13 Biz 10 uepBHs
2025 p. aHrmidicbKor0 MOBOIO; JlojaTKOBa HasBa /JOCTiPKYBAaHOTO JTIKAPCHKOTO 3aco0y
BAY 2927088 - CeBabeptuHib; KopoTka xapakTepuCTHKa AOC/IiPKyBaHOTO JTiKapChKOTO 3aco0y
[Tembponizymab (Kitpyzga) 25 mr/ms KOHIeHTpaT AJisi po3uuHy s iHdys3ii 16 kBitHsa 2025 p.;
KopoTka XapakTepuCTHKa [OC/Ii/PKyBaHOTO JiiKapcbKoro 3acoby Ilemerpekces 25 wr/mi
KOHI[eHTpaT Jyid po3uuMHy mAnas iHdy3id Big 12 mororo 2025 p.; HocnimkenHs 22615
SOHO-2_ITlomeHHUK NipUiioMy rpenapary, Bepcisi 2 Bif 14 ciuns 2025 p.

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1904 Biz 13.11.2024 y penakuii Hakazy MO3 Ykpainu Ne 1941 Big 19.11.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«BigkpuTe, paHziomMi30BaHe, aKTUBHO KOHTPO/IbOBaHe, OaraTOI|eHTPOBe AOCTipKeHHsT 3 da3u s
OLiHKMA edeKTUBHOCTI Ta Oe3meku TiepopasbHOrO BBeZieHHsT BAY 2927088 y mopiBHsHHI 3i
CTaH/IapPTHUM JTiIKyBaHHSIM y SIKOCTi Tepariii MepIioi JIiHil y Mali€HTiB 3 MicLeBo-TIomupeHrM abo
MeTacTaTUUHUM  He[piOHOK/IiTHHHUM pakoMm JiereHb (NSCLC) 3 HER2-akTuByrOUMMu
myTauismu», BAY 2927088 / 22615, Bepcis 2.1 3 10KanpHO0 NonpaBKoro S Bif 12 yepBHs 2025 p.

3asiBHUK, KpaiHa

TOB «baiiep», YKpaiHa

CnoHcop, KpaiHa

baviep Al', HimeyurHa

B.o. HauaibHUKa PapMaLeBTUYHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

InenTudikallis CyTTeBOI MONpaBKU

OnoBnenuit [IpoTtokon KmiHiuHoro pociaimkenHss TG1101-RMS-SC301, pepakiis 3.0 Bifg
08 BepechHss 2025 p.; CuHOICKAC OHOBIEHOrO TPOTOKOAY aAocaimkeHHs TG1101-RMS-SC301,
penakuis 3.0 Bixg 08 BepecHs 2025 p., mepeksaj 3 aHI/IMCbKOI MOBM Ha YKpaiHCBbKY MOBY Bif
15 >xkoBTHa 2025 p.; Indopmariis ass yyacHuka Ta (opma iHoOpMOBaHOI 3rojji Ha ydacTb y
HayKOBOMY KI/IiHIYHOMY AOC/i/pKeHHi, octaTouHa pefakyis 2.0 ais Ykpainu Bifg 06 xoBTHA 2025
p., OCTaTOUHMI TNepeKsiaj, 3 aHIJIiMCbKOI MOBU Ha YKpaiHCbKY MOBY Bif 15 >koBTHs 2025 p.

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 970 Big 13.06.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe BigkpuTe OaraTorjeHTpoBe mociipkeHHss 111 ¢da3u, 1[0 TIPOBOAUTHCSA 3aJist
JlOBeJleHHss ~He MeHIIOI e(eKTHBHOCTi, a TaKOXX OLIHKA (apMakOKiHeTUYHUX i
dapMakoUHAMIUHMX TapaMeTpiB, 0e3MevyHocTi, PpafioNoriuHuX i KIHIYHMX  edeKTiB
ybniTykcumaby — Asisi  TiAIIKIDHOTO — BBeJeHHS — TOPiBHAHO 3 yOmiTykcumabom st
BHYTPILIIHBOBEHHOI'0 BBeJleHHSl B [apajie/IbHUX TIpylax Ialii€eHTIB i3 PO3CISHUM CK/Iepo30M»,
TG1101-RMS-SC301, pemakuis 2.0 Big 01 kBiTHg 2025 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOFO BIATIOBITAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«Tilxu Tepar’totikc, IHK.» [TG Therapeutics, Inc.], CIITA

B.o. HauaibHUKa PapMaLeBTUYHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

InenTudikallis CyTTeBOI MONpaBKU

306i/ibIlIeHHsT  3arIaHOBAHOI KiJIbKOCTI CyO’€KTiB [OCTi/pKeHHsS [/Is1 BK/IIOUEHHS Y KIIiHiuHe
BUIPOOyBaHHs B YKpaiHi 3 50 10 150 y4acHUKIB (CKPUHOBaHUX)

Howmep Ta gata Hakasy MO3 npo
TNpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBAHHS

Ne 1659 Big 03.11.2025

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«[Inardopmue pocnimpkenns II dasu 3 oiHKM edeKTUBHOCTI 1 Ge3reuHoCTi aHTUTi/T TpUBasol il
TIPU 3aCTOCYBaHHI B PEXXMMi MOHO- ab0 KOMOiHOBaHOI Tepariii 3 TIPUBO/ly CepeIHbOTSHKKOro abo
TSDKKOTO Tepebiry BUpa3KoOBOTrO KOJITY B akTuBHilM (opmi», SPY123-201, OcHOBHMIA TPOTOKOJ
KaiHiyHOrOo BUrpoOyBanHsi SPY123-201, pemakuisi 1.2 Big 04 uwepBusi 2025 p.; [ogatok 0
MIPOTOKOJy KiHiyHOro BumpoOyBaHHs SPY123-201, 1o oOmnucye KOHKpDeTHe BTPyYaHHS i3
3actocyBaHHsAM niperniapaty SPY002, penakuis 1.0 Big 24 yepsHs 2025 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OEMEXXEHOFO BIATIOBITAJIBHICTFO «ITI EC AM-YKPATHA»

CrioHCOp, KpaiHa

«Cmnaep Tepan’woTikc, Ink.» [Spyre Therapeutics, Inc.], CIITIA

B.o. HauaibHNMKa PapMalieBTUYHOTO YIIPaB/IiHHA Onexkcanap I'PINEHKO

(mignuc) (Bnacse im’st TTIPI3BUIIIE)



HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

InenTudikallis CyTTeBOI MONpaBKU

Bbpomypa ans gocnigHvka 3 nmpenapaty MT-501, pepakuis 4.0 Big 03 >koBTHs 2025 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«bararorientpoBe tiaTgopmHe gocmimkenHs II ¢asu 3 oriHku OGe3neuHOCTi, epeKTUBHOCTI,
(hapMakoKiHETUYHMX i papMaKOAMHAMIUHMX ITapaMeTpiB P 3aCTOCYBaHHI pi3HUX BU/IB Teparlii B
yuYacHUKIB i3 xBopoboro KpoHa B akTHBHil ()OpMi UM BHpA3KOBUM KOJTOM B aKTHBHiH (opmi
(xkomoBe Tmo3HaueHHs1: ASCEND-IBD)», MT-100-201, OcHOBHHMI MpPOTOKOJ KJiHIYHOTO
BurnpobyBanHss MT-100-201, ocraTouna pepakiis 2.0 Big 12 uepBHsi 2025 p.; [ojaTok 1joA0
MeBHOro BuAy gociimkyBaHoi Tepamii MT-100-201-ISA-MT-501-PROBECD, ocrarouna
pepakuisa 2.0 Big 12 yepsHsa 2025 p.; JoAaTok 11040 MEBHOrO BUAY AOCIipKyBaHOI Tepartii MT-
100-201-ISA-MT-501-PROBEUC, octaTtoyHa peaakiiis 2.0 Big 12 yepBHs 2025 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJTIOBIJAIBHICTIO «I1I EC A-YKPATHA»

CrioHCOp, KpaiHa

«Mipazop Tepamn’toTikc, IHK.» [Mirador Therapeutics, Inc.], CIIIA

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
02.12.2025 Ne 1832

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHHH TIPOTOKOJ KiiHiuyHOTO BUMNpoOyBaHHs MK-4482-023, 3 iHKOPITOPOBaHOIO TIOMIPABKOIO
02 Bim 25 BepecHs 2025 poOKy, aHI/IMCBKOIO MOBOI; 3MiHa KPUTEPil0 BK/IKOUEHHSI B KJliHiUHe
BurnpobyBanHss MK-4482-023; OnoBneHa cekijisi Jlocke [qOCTiIKyBaHOTO JIiKAapCHKOTO 3acoby
MK-4482 P.8 STABILITY, Bepcisi 08XFH7, Big 15 ceprias 2025 poky, aHIJIiCbKOI MOBOIO;
[TogoB)KeHHsT TepMiHY MPHUAATHOCTI JOCTiPKyBaHOTO Jiikapcbkoro 3acoby MK-4482, 400 mr go
42 wicsuiB; YkpaiHa, MK-4482-023, Indopmaiiisi Ta OKyMeHT Mpo iHQOPMOBaHYy 3roAy AJis
nauienTa, Bepcig 02 Big 05 mucronaga 2025 p., yKpalHCbKOK MOBOR; YKpaiHa, MK-4482-023,
IndopmaniiiHuii TUCTOK i JOKyMeHT Mpo iHpOpPMOBaHy 3rofy Ha MalOyTHE OiomeuuHe
pocnigkeHHst, Bepcis 01 Big 20 >xkoBTHA 2025 p., yKpaiHCbKOK MOBOR; YKpaiHa, MK-4482-023,
Indopmarjitinnii MMCTOK i JOKyMeHT Tipo iH(opMoBaHy 3rofy /Ais TMaljieHTa Ha HafJaHHS
rocravajbHUKOM (KomriaHiero «Greenphire») Heo60B’si3koBuX mocayr, Bepcisi 01 Big 20 >KOBTHS
2025 p., ykpaiHChKolo MoBow; I[TocioHMk kopuctyBaua (Medidata eDiaries) g1 y4yacHuKa
pocnigkenas MK4482-023, sepcist 4.0 Big 16 »xoBTHS 2025 poKy, YKpPaiHCBKOIO MOBOO

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2012 Big 03.12.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«PanziomizoBaHe, miarie00-KOHTPO/IbOBaHe, IMO/IBikiHE Clinle KiHiuHe AocmimpkeHHs1 3 da3u s
OLIiHKM e()eKTUBHOCTI Ta Ge3meku MosiHymipaBipy (MK-4482) y HerocmitanizoBaHUX AOPOC/IUX i3
COVID-19 3 BHCOKMM DU3WKOM TIpOrpecyBaHHsi xBopobu», MK-4482-023, Bepcisi 00 Bim 27
cepriHs 2024 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



