Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, moABiliHO  3acmiryieHe, OaraTOL[EHTPOBe  KIIiHIUHE  JOCTiKEeHHS 3
napasesbHUMK TpyrnaMu [Jisi OLHKA edeKTUBHOCTI Ta Oe3reyHocti mnpernapaty AVT29 y
MopiBHSHHI 3 TiperapatoM A y BHcOKuX po3ax (HD) B yuacHuKiB i3 giabeTHuHUM
MakysisipuuM Habpsikom (ALVOEYE-HD)», kox mpocmimkenns AVT29-GL-CO01, Bepcis 2.0,
nonipaBka 1.0 Bizx 17 BepecHs 2025 p.

3asgBHUK, KpaiHa

TOB «Cineoc XeJsic YKpaiHa»

CrioHCOp, KpaiHa

«AnBorek Cicc AT'», IlIBetiiapis (Alvotech Swiss AG, Switzerland)

[Tepeik goC/iIKyBaHUX JTiIKapCbKUAX
3acobiB mikapcbka opma,
[l03yBaHHsI, BUDOOHUK, KpaiHa

AVT29 (AVT29; Admnibepcent (Aflibercept)); cTepunbHMIM po3uuH [A7s iH'€KIiH B
oiHO/1030BOMY (hsiakoHi 2 mut; 8 mr/0,07 mn (114,3 mr/min); Patheon Italia S.p.A., Italy; Alvotech
hf., Iceland; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany

Bignosimaneuuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Yepemmtok JL.I.

KoMyHanbHe HeKoMepljiliHe MiANpUEMCTBO «BiHHMI[bKA MicbkKa KJ/liHiuHa JiikapHs Ne3»,
BifineHHs1 «MicbKUM LIeHTp MIKpOXIpyprii oka», M. BiHHuUI

2) K.M.H. [ToBx B.JI.

[lpuBaTHe MiAMPUEMCTBO TNpUBaTHAa BUPOOHMYA (ipMa «AIMHYC», MiKyBa/JbHO-[iarHOCTUYHUN
LIeHTp, M. KpOonuBHULIbKHH

3) 3aB. Big. Cugop P.b.

KomyHasbHe miAnpreMcTBO «BosmHChKa o6slacHa KiiHiUHA JiikapHs» BoiMHCBKOI 006s1acHOl
paju, opTasbMOJIOTiuHe JIiKyBaabHO-AiarHOCTUUHE BifainieHHs, M. JIyLbK

4) k.mM.H. [Tapxomenko O.T".

LlenTpasnbHa mnomikaiHika MiHicTepcTBa BHYTpPILIHIX cnpaB  YKpaiHd, OQTaabMOJOriuHe
BigaisieHHs1, M. Kuis

[Tpenapaty MOpiBHSIHHS, BUDOOHUK
Ta KpaiHa

Ainisi (Atinisi y Bucokux gposax (HD), Eylea High Dose (HD), Admnibepcent (Aflibercept));
CTepU/IbHUM PO3UMH AJis1 iH’ €KLl B oAHOA030BoMY (akoHi 2 mi; 8 mr/0,07 ma (114,3 mr/mn);
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany; Bayer AG,
Germany
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CynyTHi MaTepianu/miperiapatu
CyTyTHBOI Teparii/topuguuHa abo
¢izuuHa ocoba, sika fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP 4u
3asiBHUK Ha BBe3eHHS
JIOCJTi/PKYBAaHUX JIIKAPCHKHX 3aco0iB
Ta CyIyTHIX MarepiasiB

AWJIIA® (Eylea®) (Adnibepcent (Aflibercept)); cTepunbHMiA po3uMH A1 iH’ €Kil y MonepeHbo
3arioBHeHoMy 1mpuii 0,09 mm; 2 mr/0,05 mn (40 mr/mn); Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; Bayer AG, Germany;

JlikapcbKu# 3acib, 1[0 BUKOPUCTOBYEThCS sK gorombkauid (AxMP): RETINOFLUOR
(dnyopecuein Hatpito (Fluorescein Sodium), Retinofluor)); crepunbHuii po3uvH Ajis iH’ €Kit
0/IHOPA30BOr0 3aCTOCYBaHHS y MP0O30poMy CKASHHOMY (jiakoHi 5 mj; 500 mr/5 ma (100 mr/mu)
(10%); Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany;
Phebra Pty Ltd, Australia

™

B.o. HauaibHNUKa @apMaLieBTUYHOTO 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»
12.05.2026 Ne 608

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«docmimkeHHs 3 oL[iHKK 6e3rmeuHoCTi i eeKTUBHOCTI aHTUTL/I TPUBAJIOI /il B Pe’KUMi MOHO- ab0
KOMOiHOBaHOI Tepamii IpW [OBrOCTPOKOBOMY 3aCTOCYBaHHI B Yy4YaCHMKIB i3 3amajbHUM
3aXBOPIOBAHHSIM KHIIEUHHKa», KOJ, AocaimkeHHs: SPY 123-202, pepakuis 1.1 Big 29 ciunsg 2026

P

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHORO 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, WBP2662
DP A.1); po3uun ans in’exkuini; 180 mr/mn (360 mr /2 m); WuXi Biologics (Suzhou) Co., Ltd.,
Kuraii; Fisher Clinical Services GmbH, IIBefitjapis; Fisher Clinical Services GmbH,
HimeuunHa; Fisher Clinical Services GmbH, HimeuunHa;

SPY002-091 (SPY002-091; WBP2763 DP A.1, WBP2763, PAL010-1091.1La, SPY002); po3uuH
ans in’ekdiv; 200 mr/mn (400 mr /2 min); WuXi Biologics (Suzhou) Co., Ltd., Kurai;
Fisher Clinical Services GmbH, IlIBeiitiapis; Fisher Clinical Services GmbH, HimeuuuHa;
Fisher Clinical Services GmbH, HimeuunHa;

SPY003-207 (SPY003-207; WBP2783A, WBP2775L, SPY003, WBP2783 DP A.1); po3uuH Ajisi
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;

ITnae6o o SPY001-001 (180 mr/m (360 mr /2 mi), SPY002-091 (200 mr/mna (400 mr /2 mn),
SPY003-207 180 mr/mn (360 mr /2 m1); SPYPBO-101 Placebo (L-histidine, Dextran 40, Sucrose,
EDTA, Polomaxer 188, WFI); po3uun ass in’exiiti; WuXi Biologics (Suzhou) Co., Ltd., Kuraij;
Fisher Clinical Services GmbH, IlIBeiiijapis; Fisher Clinical Services GmbH, HimeuuuHa;
Fisher Clinical Services GmbH, HimeuurHa
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Bignosiganshuii (i) gocaigHuk (1)
Ta micLe (51) NpoBeZieHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Ckubamno C.A.

ToBapucTBO 3 O0OMEXEHOI  BiAMOBifanbHICTIO  «Mi>KHApDOAHUM  IHCTUTYT  KITiHIUHUX
JOCJTiIKeHb», BiIIiI TaCTPOEHTEPOJIOTIT Ta rernaTosIorii CTal[ioHapHOTO BiAdiieHHs MeauuHoro
LeHTpy «OK!KniHik+», M. Kuis

2) n.m.H. 'onoBuenko O.1.

ToBapuctBo 3 oOmexkeHow BigmoBiganmpHicTIO «Meanunuii  Ilentp Xenc  KriHik»,
BiJJi/J TacTpOEHTepoJiorii, Tremnarosiorii Ta eHAOKPUHOJIOTII MeauyHOoro  K/IiHIYHOTO
JOC/IiJHUALIBKOTO LIeHTpyY, M. BiHHULA

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

KomyHasibHe HekoMepilifiHe mignpueMcTBo «O0sacHa KiiHiuHa JiikapHs IBaHO-DpaHKiBCHKOI
ob/1acHOI pajii», TaCTpOEHTePOJIoOTiuHe BijineHHs, M. IBaHO-DpaHKiBCbK

4) nikap Honens /.T'.

ToBapuctBo 3 oOMexeHOw  BifgmoBifanbHicTIO — «Menoya-Kninik»,  creriamizoBaHe
racTpOeHTeposIoTriuHe  BifJineHHsT JiKyBa/JbHO-NIPOGINaKTUYHOTO Mifpo3Ainy MezauuHoro
LieHTpy, M. KuiB

5) A.M.H., ipo¢. CraHicnaBuyk M.A.

KomyHasibHe  HeKOMepIliiiHe miArpueMcTBo  «BiHHMIbKa 06slacHa  K/TiHiUHAa  JTiKapHS
iMm. M.I. TTuporoBa BinHuipKoi o6sacHoi Pagu», OO6nacHWM crierjianizoBaHUN K/TiHIUHUM
racTpOEHTepOJIOTIiUHMM  1leHTp, BiHHUIBKUN  Hal[iOoHaMbHUM  MeAWYHUNM  YHiBepCUTeT
iMm. MLIL. [Tuporoga, kadezapa BHyTpilHb0I MeguLMHK Nel, M. BiHHuUIs

6) 3aB. Bij. 360piBCHKMIA S1.M.

YHiBepcuTeTCbKa  JIiKapHSl  [Iep>)KaBHOTO ~ HEKOMEpLIIMHOrO  ToBapucTBa  «JIbBiBChbKMiA
Hal[iOHaJIbHUM MeJIMUHUM yHiBepcuTeT iMeHi [lanna ["anuibKoro», KiiHika Xipyprii, Xipypriune
BiagineHHsa Nel kamnycy imeni Map’siHa [laHuniivza, M. JIbBIB

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

ToBapuCTBO 3 00OMeXXeHOI BiAnoBizanbHicTIO «Meguunuii 1eHTp «KoHcumiym Megikan»,
CTaLjioHapHe Bifi/IeHHs 3 TaCTPOEHTEPOJIOTIYHUMU MajiaTaMu MeauuHoro 1jeHTpy, M. Kuis

8) nikap binotkau O.Y.
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ToraprcTBO 3 o00MexeHOrO BiAmnoBifaneHicTIO «EgmenbBeiic  Megike», creliasizoBaHe
racTpoeHTepoJIoriuHe BiAaisieHHs: MeAUUHOro LeHTpy, M. Kui

9) nikap Yynpusa J1.O.

ToBapucTBO 3 00MeXeHO BianoBizanbHicTIO «IleHTp ciMelWHOI MeAMIIMHU  TITFOC»,
Crielliasli3oBaHe racTpOeHTepoJIOriyHe BiajiieHHs MeguuHoro LeHTpy, M. Kuis

10) nikap Mapuyk FO.B.

KomyHasbHe TiAmnpreMcTBO «BosmHCBKa 00slacHa KiiHiUHA JiikapHs» BoiMHCBKOI 00s1acHOT
paau, XipypriuHe BifjineHHs abgoMiHa/IBHOI, €HJOKPHMHHOI MAaToJorili Ta KOJIOMPOKTOJIOTIT,
M. JIyLibK

11) a.m.H., npo¢. HleBuyk C.B.

«YHIBepcUTeTCbKa  KJIiHIKa» BIiHHMIBKOrO  HAl[iOHAJBHOIO  MEeJUYHOIO  YHIBepCUTeTy
iMm. M.I. TluporoBa (/niKyBa/bHO-HaBUaJbHO-HAYKOBUM LI€HTP), TeparieBTUUHEe BiJ/i/IeHHS,
BiHHMLbKUI HallioHanbHUM MeAuuHuM yHiBepcuteT iM. M.I. [TuporoBa, kadeapa BHYTPilLIHbOI
MeuLuHA Ne2, M. BiHHuULS

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

KomyHanbHe HekomepiiiiiHe mignpuemMctBo KuiBcbkoi ob6macHoi paayu «KuiBcbka obsacHa
KJ/IiHIYHa JIiKapHs», By3bKOCTeLlia/li30BaHe TeparieBTUUHe BijisieHHs1, M. Kuis

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

KomyHasbHe mianpuemMctBo «ITonTaBcbKa o6/1acHa KiaiHiuHa jikapas iM. M.B. CkitidhocoBchbKoro
[TontaBchbkoi 06macHOI pagu», 00MacHUM JiKyBalbHO-/1ialTHOCTUUHHMI TaCTPOEHTEepOJIOTiuHUNA
ueHtp, M. [TonraBa

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

KomyHasibHe HeKoMepililiHe TiAnprueMCTBO «JIbBiBCbKe TepUTOpia/ibHe MeguuHe 00’ €aHAHHS
«bararonpodinbHa KmiHiyHA JliKapHs iHTEHCHBHHX MeTO/iB JiKyBaHHSl Ta LIBHIKOI MeJUUYHOI
pJorioMoru», LleHTp Tepamii Bimokpemnenoro miapo3ziny «JlikapHsi Cesitoro ITanTeneliMoHa»,
[ep>kaBHe HeKOMepLliiiHe TOBapUCTBO «JIbBIBCHKUM HalliOHa/bHUM MeJUUHWUW YHIBEPCUTET
imeni [lanuna TanuipbKoro», kadezapa teparii Nel, MeAWuHOI AiarHOCTUKU Ta TemMaToJIOTii i
TpaHcdy3ionorii dhakynbTeTy micaAsSAUIIOMHOI OCBiTH, M. JIbBIiB

ITperiapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa
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CynyTHi MaTepianu/miperiapati —
CYMyTHBOI Teparii/fopuguuHa abo
¢i3nuHa ocoba, siKa fi€ 3a
JIOBIpeHICTIO, SIKy HaZlaB CIIOHCOP Ur
3asIBHMK Ha BBE3€HHS
JIOC/TiIKYBaHUX JTiKapChbKUX 3ac00iB
Ta CynyTHIX MaTepiasiB

B.o. HauaibHNUKa @apMaLieBTUYHOTO YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, MozBiliHe ciirle, T1alle00-KOHTPOIbOBaHe AOC/iKeHHsT (a3u 3 [/ OL[iHKU
edeKTUBHOCTI Ta Oe3rmeyHocTi JopaTtkoBoi Tepamii mpemnapatom GB-0895 y mopociux Ta
Mi/UTITKIB i3 Ba’KKOIO HEKOHTPOJIbOBAHOI0 OPOHXiaTbHOI0 aCTMOIO», Ko/ AoctipkeHHss GB-0895-
302, Bepcis 1.0 Big 07 »xoBTHs 2025 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOIO BIATIOBIJAJIBHICTIO «ITilli/li OKPEWH», Ykpaina

CnoHcop, KpaiHa

«/Ixenepeut batiomepiciHc, IHk.», CIITIA (Generate Biomedicines, Inc., USA)

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

GB-0895 (GB-0895, PRO-20895); po3uun aas in’ekuii, 150 mr/ma, 300 mr/dnakon; 150 mMr/mii
(minirpam/mininitp); Lonza AG, Switzerland; Lonza AG, Switzerland; Solvias France, France;
Fisher Clinical Services Inc., USA; PPD Development Ireland Ltd., Ireland;

[Tnae6o m0 GB-0895 (GB-0895 Placebo; GB-0895 Ilnarje60); Hatpito xmopug (1 M1 po3unHy
MiCcTUTh 9 Mr HaTpito xyopuAy); po3uuH Ass in’ekuii, USP, 0,9%; Fisher Clinical Services Inc.,
USA,; PPD Development Ireland Ltd., Ireland

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

1) k.m.H. CigopoB A.A.

ToBapucTBO 3 00MeKeHOW BiamoBiganbHicTIO «CKaH JlaiT», Meauunuii 1jeHTp «Helipomen»,
TeparieBTUYHe BiaziseHHs, M. BiHHuULS

2) nikap I'yngeptaiino b.1.

KuiBcbKa KliHiYHa JliKapHs Ha 3a/i3HUYHOMY TpaHcropTi Ne2 ¢isnii «LleHTp oXxopoHu 3710pOB'si»
aKL[iOHEPHOTO TOBAPUCTBA «YKpAiHChKa 3a/li3HULIs», LIeHTp KIIiHIYHUX J0C/TiKeHb, M. KuiB

3) k.M.H. [JobpsiHCchkuid [].B.

ToBaprcTBO 3 00MeEXeHOIO BifmnoBimampHicTI0O «Meguunuii 11eHTp «APTEC MEOIKYM»,
JIIKYyBa/IbHO-/IlarHOCTUYHE BiazineHHs, M. Kuis

4) nikap fkumenko I".B.

[IpyBaTHe Mane MiANPUEMCTBO, MeAWUHUM ULeHTp «[lyabc», TepameBTHYHe BiJ/iNeHHS,
M. BinHuig




3 TPOJIOBXKEHHA J0JaTKa 3

5) A.M.H., ipod. KoBanenko C.B.

OO6siacHe KOMyHa/lbHe HEKOMepIIiliHe TiANprUeMCTBO «YUepHiBellbKa 00/lacHa KiTiHiUHA JTiKapHs»,
BiZilisIeHHS Iy IbMOHOJI0TiT, M. YepHiBLji

6) a.M.H., npod. [leBuyk C.B.

«YHiBepcUTeTCbKA  KJIiHiKa» BIiHHMIBKOrO  Hal[iOHAJIbLHOTO  MEJWUYHOIO  YHIBEpPCUTEeTY
iMm. M.I. TluporoBa (/iKyBa/bHO-HaBUa/IbHO-HAYKOBUM L|€HTP), TeparieBTUUHe BifieHHS,
BiHHMLIbKMI HallioHaAbHUKA MeuuHuM yHiBepcuteT iM. ML.I. Iluporosa, Kadeapa BHYTpPIllIHBOI
MeIULMHN Ne2, M. BiHHMIIS

7) O.M.H., ipo¢. CtanicnaBuyk M.A.

KomyHasibHe  HeKOMepIliiiHe miArnpueMcTBo  «BiHHMIbKa 06sacHa  K/TiHiUHAa  JTiKapHS
iMm. M.I. TIuporoBa BiHnunpbKkoi o6macHoi Pagw», O6macHM MTiKyBambHO-/[iarHOCTUYHUN
nynbMoHosioriyHuid ~ LleHTp,  BiHHMLBKMI ~ HalliOHaNbHUM  MeJWYHWM  yHiBepCUTeT
iMm. MLIL. [Tuporoga, kadezapa BHyTpilHb0I MeuLMHU Nel, M. BiHHuUIs

8) a.m.H. fIkoBeHko O.K.

ToBapucTBO 3 00MeXeHOI BiAnoBizanbHicTIO «KiliHika aseprii Ta Kamuto», TiApo3in
MpOBeleHHs K/IIHIYHUX J0C/Ii)KeHb, M. JIyLbK

9) a-p dinocodii CekpetHa K.C.

ToBapuCTBO 3 0OMEXEeHOI BiAMoOBifambHICTIO «Meguunuii 1eHTp «J]o6pobyT-TTonmikiHika»,
JIiKyBa/IbHO-/1iarHOCTUYHMH 11eHTP «/100po6yT», LIeHTp KiiHiuUHMX JocimKeHb, M. KuiB

ITperniapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa

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

- CripoMeTp Ta mporpamHe 3abe3rnedeHHs, OHOPA30Bi Macku, (GibTPHU Ta 3aTHCKaui [/ HOCA,
(Clario, CIIA);

- FeNO Tecty, (Clario, CIITIA);

- [IpucTpiii a1 BUMiproBaHHs MikoBol mBUAKOCTI BUauxy (Clario, CIITA);

- EnextponHi npuctpoi (ePRO) Ta nopraTuBHi enekTpoHHi 1joAeHHUKHU (eDiary), (Clario, CIIIA);
- JlabopaTopHi Habopu (BK/IFOYHO 3 TecTOM Ha BariTHicTh), (PPD Belgium Central Lab, Benbris);

- MiH-MakKC TepMOMeTpU

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe TOABIMHO crmime TiIarie00-KOHTPOIBOBaHe JociipkeHHss I dasu gy
nifgTBep/kKeHHs edeKTUBHOCTI Ta Oe3meuHocTi npernapaty MHO002 ¥ oOLiHKMA BIUIMBY 03U B
MalfieHTiB i3 BHUPA3KOBUM KOJIITOM JIeTKOro abo momipHoro mepebiry, skuii HeJOCTaTHBO
KOHTDOJTIOETBCS 38  JOMIOMOTOK0 5  aMiHOCAIILWI0BOI  KUCJIOTHU», KOJ  JOC/iJKeHHS
MHO002-UC-202, peanakiiis 3.0 Big 23 ciuns 2026 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIJITIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CrioHCOp, KpaiHa

«Em Ap Em Xenc HB» [MRM Health NV], Besnbris

[Tepeik goC/iIKyBaHUX JTiIKapCbKUAX
3acobiB mikapcbka opma,
[103yBaHHsI, BUDOOHUK, KpaiHa

MHO002 (MHO002; PD-V4G-002; MHO002 y Hu3bKili [03i, TBep/a KarcyJa 3 BifilTepMiHOBaHUM
BUBiILHEHHsAM ekBiBajeHT 1 x 10" KYO B opHiit Kancy:i); TBepga kKarcyia; 1 x 10" eksiBaaeHTt
KYO; Biose Industrie, ®paHnijisi;

[Tnate6o 7o MHO002 (1 x 10" ekeiBanient KYO); TBep/a Karicyia; Biose Industrie, ®paHijist;
MHO002 (MHO002; PD-V4G-002; MHO002 y BuCOKii [03i, TBep/ia Karcy/ja 3 BiJTepMiHOBaHUM
BUBi/IbHEHHsAM ekBiBajeHT 4 x 10" KYO B opHiit Kancysi); TBepja karicyia; 4 x 10" eksiBaaeHTt
KYO; Biose Industrie, ®paHnijisi;

ITnare6o 1o MH002 (4 x 10" eksiBanent KYO); TBep/a Karcysa; Biose Industrie, ®paniis

Bignosimanshuii (i) gocaigHuk (1)
Ta MicLe (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., pod. Yoreti [.B.

KomyHasibHe HeKoMepIliliHe MiJITPUEMCTBO « Y KrOpo/iCbKa MichKa OarartompodisibHa KiiHiuHa
JIIKapHS1» Y>KropoACbKOi MiCBbKOI pajjy, COMaTWuYHe BiJJi/leHHS 3 HEBPOJIOTIYHUMH JIKKaMH,
Hep>kaBHUI BUILMI HaBUa/bHUM 3aK/laj, « Y KTOPOACHKUN HalliOHa/lbHUI YHiBepcUTeT», Kadeapa
Tepamii Ta CiMelHOI MeJWLIMHW iHCTUTYTY TMiCSAUIIOMHOI OCBITH Ta JOYHiBepCHUTeTChKOI
MiATOTOBKH, M. Y KTOpoz,

2) K.M.H. BummmBantok B.HO.

KomyHasibHe HeKoMepilifiHe MmignpueMcTBo «O0sacHa KiiHiuHa JiikapHs IBaHO-®paHKiBCHKOI
obsacHOi paju», TacTPOeHTeposoriuHe BiffineHHs, IBaHO-PpaHKIBCHKUN HalliOHATBHUMA
MeJIMYHUM yHiBepcuTeT, Kadezapa BHYTpillHboI MeguimHd Nel, KiiHiyHOI imMyHosorii Ta
aneproJiorii iM. akagemika €.M. Hetika, M. IBaHO-®paHKiBCbK

3) nikap HOperb A.B.




2 TPOJIOBXKEeHHS ojaTKa 4

ToBapucTBO 3  OOMEXeHOH  BiAnoBizanbHicTIO  «JIiKyBa/bHO-/IiarHOCTUUHUIA  1[€HTP
«I"aCcTpOKJIiHIK», TaCTPOEHTEPOJIOTiUHe BifiliieHHs, M. BiHHUL[S

4) nikap Ilyrau M.M.

ToraprcTBO 3 00MeEXeHOIO BifmnoBigambHicTIO «Meguunuii 11eHTp «APTEC MEIIKYM»,
JIIKYBa/IbHO-/IilarHOCTUYHE BiAfiseHHs: MeIUuHOro LeHTpy, M. Kuis

5) nikap Ckubasno C.A.

ToBapucTBO 3 O0OMEXEHOI  BiAMOBifanbHICTIO  «Mi>KHApDOJHUM  IHCTUTYT  KITiHIUYHUX
JOCJTiIKeHb», BiIIiI TaCTPOEHTEPOJIOTIT Ta rernaTosIorii CTal[ioHapHOTO BiAdiieHHs MeauuHOoro
ueHTpy «OK!KniHik+», M. Kuis

6) 3aB. Bij. Pimko f.9.

KomyHa/ibHe HeKoMeplliliHe TiANpPUEMCTBO «3akKaprarchka objacHa KiiHiuHa JliKapHS iMeHi
Anppis HoBaka» 3akapraTChKOi 006/1acHOT pajivi, raCTPOEHTEPOJIOTiUHe Bi/iiIeHHs, M. Y Kropo[
7) A.M.H., ipod. 3axapaii HO.M.

ToBapucTBO 3 00MeXeHOI BiAMOBifanbHICTIO «JIiKyBa/bHO-ZiarHOCTUUHUM LIEHTP «AOHIC
TUTIOC», JIIKYBa/IbHO TIpodinakTuyHuii migpo3zin, M. Kuis

8) nikap Yynpuna JI.O.

ToBapucTBO 3 00MeXeHO BianoBizanbHicTIO «IleHTp ciMelWHOI MeAMIIMHU  TITFOC»,
Crielliajsli3oBaHe racTpOeHTepoJIOriyHe BiajiieHHs MeguuHoro LieHTpy, M. Kuis

9) k.M.H. ['epacumenko O.M.

ToBapucTBO 3 00Me)keHOI BifmnoBifanbHicTIO «Meguunuii 1eHTp «KoHcumiym Megikan»,
CTalliOHapHe BiJJji/IeHHs 3 TaCTPOEHTePOJIOrIYHMMHU NasaTaMyu MeauuHoro 1eHTpy, M. Kuis

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

KomyHanbHe HekomepiiiiiHe mianpuemMctBo KwuiBcbkoi ob6macHoi paayu «KuiBcbka obsacHa
KJIiHIYHa JIiKapHs», By3bKOCTeLlia/li30BaHe TeparieBTUUHe BijisieHHs1, M. Kuis

11) 3aB. Big. 360piBcbkuii .M.

YHiBepcuTeTCbKa  JiKapHs  [Iep>)KaBHOTO  HEKOMepLiMHOro  ToBapucTBa  «JIbBiBChbKMit
Hal[iOHa/IbHUM MeZIMUHUM yHiBepcuTeT iMeHi laHnna ["anuibKoro», KiiHika Xipyprii, Xipypriuse
BiazineHHs Nel kamnycy imeHi Map’siHa [laHuniivHa, M. JIbBIiB

12) a.m.H., npo¢. Pepis O.1.

OO6slacHe KOMyHa/lbHe HEKOMepIIiliHe TiANIprUeMCTBO «YUepHiBellbKa 00silacHa KiTiHiUHA JTiKapHs»,
BifiZiineHHs1 racTpoeHTeposiorii, ByKOBUHCHKUI Jep)KaBHUN MeAUYHUM YHiBepcuTeT, Kadezapa
BHYTPIIIHBOT MeAULIMHU, M. YepHiBLi
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ITperiapaTy MOPiBHSIHHS, BUPOOHUK —
Ta KpaiHa

CynyTHi MaTepianu/miperiapati —
CYyMyTHBOI Teparii/fopuguuHa abo
¢bi3nuHa ocoba, siKa i€ 3a
JIOBIpeHICTIO, SIKy HaJlaB CIIOHCOP UHr
3asiBHMK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKapChKUX 3aco0iB
Ta CynyTHIX MaTepiasiB

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

(migruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

ImenTudikallis CyTTeBOI TOMPaBKK | 3MiHa Ha3BU MiCLisl TIPOBe/IeHHs! KJIiHIYHOTO BUIPOOYBaHHS:

bBYJIO CTAJIO
K.M.H., 3aB.BiZl. Afjamuyk [".A. K.M.H. Agamuyk [".A.
KomyHaneHe mnianpuemctBo «KpuBopisbkuii | KomyHanbHe ~— HeKOMepLiiliHe  TOBapUCTBO
OHKOJIOT1YHUM gucriaicep» | «KpUBOPi3bKMM  OHKOJIOTIUHUW — [IACIIAHCEP»
[HirporeTpoBChKOL obmacHoi pazu», | JHInponeTpoBCbKOI obnacHoi pazu»,
ximioTepaneBTMUHe BifnineHHs, M. KpuBuu | ximiorepaneBTWuHe BiffineHHs, M. Kpusuu
Pir Pir

Howmep ta gara Hakazy MO3 mipo Ne 1386 Biz 08.11.2017
MPOBeIeHHs K/IIHIYHOTO

BUTIPOOYBaHHS

HasBa kiHiuHOTO BUTNIPOOYBaHHS, «MonarchE: PangomizoBane, Bigkpute pocmimkenas III ¢asu Tepamii abemaliikiibom B

KO[I, BepCisi Ta jjata KOMOiHaI[ii 3i CTaHZapTHOIO a/'tOBaHTHOK) TOPMOHOTEpari€l0 B TOPIiBHSIHHI 3i CTaHJAPTHOIO
a/l'TOBaHTHOIO TOPMOHA/JIbHOKD MOHOTEpAarni€r0 y IalfieHTIB i3 II0YaTKOBOK CTaJi€l0 TOPMOH-
peLenTop-TO3UTUBHOIO, 3 HeraTUBHHWM peLIeNTOPHUM CTaTyCOM JIFOACBKOIO erlifilepMaabHOrO
(dakTopa pocTy 2-ro Ty, MMaxBOBUX JiM(aTHUYHUX BY3/iB MO3UTUBHOIO paKky MOJIOYHOI 3a/1031
BHCOKOT0 pu3uKy», I3Y-MC-JPCF, 3 inkopriopoBaHoto nonpaskoto (h) Big 20 srotoro 2024 poky

3asiBHUK, KpaiHa «Eni Jlinnai Bocrok CA», [lIBetitiapis

CnoHcop, KpaiHa Eni Jlinni eng Komnani, CIITA

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

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 6

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBezsieHHs K/TiHIYHHAX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBEepP/)KEHHSI CYyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

[neHTUdikallisi CyTTEBOI MOMpPaBKU

OHoBJ/IeHHH TIPOTOKON K/iHiuHOTO BUTIpPOOyBaHHsA, Bepcis 2.0 Bim 30 ciuas 2026 poky
aHTTiHCHbKO MOBOIO; OHOBJ/IeHa Opoliypa Aoc/iHuKa 110 npernapaty AZD6793, Bepcist 5.0 Big 04
Oepe3Hs 2026 poky aHrJiilicbkoro MoBOt0; [H(opMallisi 1po gociiaKeHHsS Ta GpopMa
iHdopmoBaHOi 3roau, okanbHa Bepcisi Homep 2.0 Bifg 26 mortoro 2026 poky Ass YKpaiHu
yKpailHCbKOHO MOBOIO Ha ocHOBi Mactep Bepcii Homep 3.0 Big 30 ciuns 2026 poky; IHpopmariis
Mpo OIIjioHa/ibHe [JOC/i/PKeHHST B MeXXaX iHilliaTUBU 3 BUBUEHHSI TeHOMiKM Ta (opma
iHpopMoBaHoi 3rogu, JokanbHa Bepcis Homep 2.0 Big 26 motoro 2026 poky ais YKpaiHu
yKpaiHCbKOI0 MOBOO Ha 0cHOBi MacTtep Bepcii Homep 2.0 Biz 30 ciuns 2026 poky; [Hdopmauiis Ta
(opMa 3ro/i Ha HaJlaHHS IaHKX BariTHOI MapTHEPKU [JOPOC/IOT0 YYaCHUKA JOC/iPKeHHs JTOKa/lbHa
Bepcist HoMmep 2.0 Big 26 motoro 2026 poky 1 YKpaiHU yKpaiHCBbKOO MOBOKO Ha OCHOBI Mactep
Bepcii Homep 2.0 Bix 30 ciunsi 2026 poky; IHdopmaliis mpo omijioHanbHe pocaimkeHHs KT
(Bisyauizatiisi) Ta ¢opma iHdhopmoBaHOi 3roau, JoKaabHa Bepcis Homep 2.0 Bif 26 mtororo 2026
POKYy A/151 YKpaiHHd YKpaiHCbKOK MOBOIO Ha OCHOBI Mactep Bepcii HoMep 2.0 Big 30 ciung 2026
poKy; Jlocke AOCIiPKyBaHOTO JliKapchKoro 3acoby AZD6793 — [laHi mornepeAHbOTO KIIiHIYHOTO
BUNPOOyBaHHS Ta [OCBil 3acTOCyBaHHS Ha JioAsgx (KmiHiuHa apMakosoris, KiiHiuHa
(apmakokiHeTUKa, BIUTMB Ha JIIOJWHY Ta CIiBBiHOIIIEHHS KOPUCTL/pU3MK), Bepcia 3.0 Bif
15.04.2026 poKy aHI/IIMCBKOWO MOBOIO; 3MiHa Ha3BU MicCll TIpOBe/leHHS KJ/iHIYHOro

BUITPOOYBaHHS:
BYJIO CTAJIO
I-p dinocodii Kapriernko O.0. I-p dinocodii Kapriernko O.0.
KomyHanbHe HekoMmepiiiliHe mignpueMcTBo | KomyHanbHe HeKOMepLliiHe —TiANpPUEMCTBO

«KuiBcbka MicbKa KiiHiyHa JikapHs Nel»
BUKOHABYOro opraHy KuiBCbKOi MiCbKOI paau
(KuiBCcbKOI MiCBKOI iepKaBHOI aiMiHiCTpaLlif),
BiAmineHHsA  KJIIHIYHMX  JOCHiIpKeHb  Ha

crnieriboHi, M. Kui

«KuiBcbka MicbKa KiliHiyHa JikapHsa Nel»
BUKOHABYOro opraHy KuiBCbKOI MiCBKOI paau
(KuiBcbKOi MiCbKOI fiep)kaBHOI afMiHicTpaliii),
LeHTp KAiHIYHUX AOCTiIKeHb, M. KUiB
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Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 1104 Big 11.07.2025

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«bararorieHTpoBe, B TMapasesibHUX TpyMnaX, paHAOMi30BaHe, TOABiMHe cJimne, rmuane6o
KOHTPOJIbOBaHe JI0C/ikKeHHs1 ¢a3u 2b, 11j0 TPOBOAUTLCS Y 4 Tpymax BIPOAOBXK 24-X TWXKHIB JJist
ouiHKU edekTuBHOCTI Ta Oe3nekn AZD6793 y dopmi TabneTok cepefi AOPOC/IUX YYaCHUKIB 3
XPOHIYHUM OOCTPYKTUBHMM 3aXBOPIOBaHHSIM JIeTeHb BiJj Cepe/JHbOTO /10 y>Ke TS)KKOTO CTYTIeHIO
(PRESTO)», D7860C00006, Bepcis 1.0 Big 19 6epe3nst 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHMKa @apMalieBTUYHOTO YIIPaB/IiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/INMOBIIA/ILHOTO AOC/TiIHUAKA:

BYJIO CTAJIO
K.M.H. Pomanosa O.M. K.M.H. Hyguenko O.O.
TorapucTBO 3 0oOMexxeHoro BifmoBiganeHicTIO | TOBAPMCTBO 3 OBMEXEHORO
«MEJPUI», m. Kui BIATIOBIJAJIBHICTHO «MEIDUII»,
M. KuiB

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Big 26.06.2025

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«PaHgomi3oBaHe, 1o/iBiliHe ciiirie, T1alie60-KOHTpoIboBaHe gocimpkeHHs I11 a3y B mapanenbHUX
rpynax [/ OLiiHKY BILIMBY nperapaty AZD0780 Ha piBeHb XO/leCTepyHY JIMOIpOTeiliB HU3bKOL
L[I/IBHOCTI y YYaCHUKIB 3 MiIBULLIEHUM piBHEM X0JIeCTepUHY JIIOIPOTeljiB HU3bKOI LII/IbHOCTI Ta
K/TiHIYHUM aTepOCK/IePOTUYHMM CepILieBO-CyJUHHUM 3aXBOPIOBAaHHSM ab0 3 PU3MKOM BUHUKHEHHS
rnepuioi MOAIl  aTePOCKIEPOTUYHOrO CEepLEeBO-CYAMHHOIO 3axBOprOBaHHs», D7960C00012,
Bepcid 2.0 Big 22 cepriHg 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

OnHoBnieHa Opoirypa JocmigHuKa Mo mpernapaTty bakcapocrat (Baxdrostat), Bepcis 8.0 Big 24
mortoro 2026 poky aHI/IiMCBKOI0 MOBORO; Bifieo A5 mallieHTiB 3 iHCTPYKL€HO W00 BiAKPUTTS
OsticTepy 3 mpemnapaTom — cKpiHIOTH. bakcapocraT (Baxdrostat), Bepcis 1.0 Big 13 mortoro 2026
POKY, CYTIPOBiZIHMI TEKCT JOKyMeHTa aHIJIiMCbKOK MOBOO; [J0ChE [OCTIAKyBaHOTO JIiKapChbKOTO
3acoby Bakcapocratr (Baxdrostat) — [laHi TorepeJHbOro KJIiHIYHOTO BUTIPOOYBaHHS Ta [OCBif
3aCTOCYBaHHS Ha Mo/sx (K/aiHiyHa ¢apmakosioris, KiiHiyHa papMakoKiHeTHKa, BIVIMB Ha JIFOJUHY
Ta CITiBBi/IHOLIIEHHSI KOPHUCTL/PU3MK), Bepcis Big 05 Gepe3nss 2026 poky, aHI/TIMCHKOO MOBOIO;
Po3gin 2.6.4 IlucbmoBe pestome 3 dapMakOKiHeTHMKH, JjiKapCbka pedyoBHHa bakcapocrar +
Hamarnicdno3un (Baxdrostat + Dapagliflozin), Bepcisi Big 12 6epe3nsst 2026 poky aHTJIiHCHKOIO
MOBOIO; Po3gin 2.6.6 ITucemoBe pestome 3 Tokcukosiorii, jikapceka pedyoBrHa bakcapocrar +
Hanarnicdno3un (Baxdrostat + Dapagliflozin), Bepcisi Big 19 Gepe3nss 2026 poky aHTJIiHCHKOIO
MOBOIO

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

Ne 1904 Bif 13.11.2024 y pepaxuii Hakasy MO3 Ykpainu Ne 1941 Big 19.11.2024

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, T0/BiMHe criire, Tarieb0 KOHTPO/BOBAaHe, KepOBaHe IMOMisIMH, OC/TiIPKeHHS
dasu 3 ayia ouiHKK edeKTHBHOCTI, Oe3neku Ta mepeHocMMOCTi BakcapocraTy B KoMOiHarii 3
Hararni¢gio3uHoM TIOpiBHSIHO juie 3 [lamarsidio3vHOM 1100 HUPKOBUX HACTiAKIB Ta
CMEepTHOCTI BiJi CeprieBO-Cy/JMHHUX 3aXBOPIOBaHb B YYAaCHUKIB i3 XPOHIUHOI XBOPOOOK HHUPOK i
BMCOKHM KPOB’THUM THUCKOM», D6972C00002, Bepcist 4.0 Big 29 »xoBTHS 2025 pOKYy

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHWI TIPOTOKO/ KiiHiYHOTO BUIpoOyBaHHs, Bepcisi 3.0 Big 13 Gepe3ns 2026 poky,
aHTTiCbKOK MOBOIO; 3MiHa Bi/IOBiaMbHOTO JOCTiIHHKA:

BYJIO CTAJIO
K.M.H. PomanoBa O.M. K.M.H. Hynuenko O.O.
ToBapucTBO 3 0OMexxeHOH BifnoBifaneHicTI0 | TOBAPYCTBO 3 OBMEXEHORO
«MEODPUIO», M. Kuis BIAIMOBIOAJIBHICTHO «MEODUIO»,
M. KuiB

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

Ne 1104 Big 11.07.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«PanziomizoBaHe, To/BiliHe ciiine, miale60-KOHTpo/IbOBaHe gocimkenHs 11 dha3u B nmapanerbHUX
rpyrax /sl OLiHKY BIUTMBY niperiapaty AZD0780 Ha cepiio3Hi 1o0iuHi ceprieBO-CyiMHHI SBUIIA Y
YYaCHUKIB 3 BCTAHOBJIEHHM aTepPOCKIePOTUYHUM CepLieBO-CyJMHHUM 3axBoproBaHHsM (ACC3)
abo 3 BHCOKMM pU3WKOM BUHUMKHeHHs mepiuoi nozii ACC3», D7960C00015, Bepcis 2.0 Big 15
BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

Ononenutii [TpoTokosn kiaiHiuHOTO BUnpobyBanHss MOGO001, 3 iHKOpIIOpoBaHO TOTIPAaBKOIO 7 Bif
20 Gepe3ns 2026 poky; Indopmariis ans maiieHta i ¢dopma iHGOpMOBaHOI 3roAi Ha yuyacTb y
HayKOBOMY KJliHiuHOMY gociigpkenHi MOGO001, Bepcis-mozens s Ykpainu, Bepcis 9.0 Bifg
01 xBiTHs 2026 POKY, YKpaiHCBKOIO Ta POCiMCHbKOK MOBaMH

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 254 Bip 08.02.2022

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, MofiBiliHe ciiirie, T/1a1le00-KOHTPOIbOBaHe, OaraTolleHTPOBe AOCITiKeHHs (a3u
3 3 MPOJIOBXKEHUM BiJIKDUTMM MepioZioM JTiKyBaHHSI /i OI[iIHKM e()eKTMBHOCTI Ta 0e3meuHoCTi
rperapaTty pO3aHOJIKCi3ymMab y JOpoCIMX 3 MieliH-0/Miro[jeH[pOLUTapHUM  TJTiKOTIPOTeiH
(MOG)-IgG-acotjiiioBaHuM JieMi€efiHi3yrounM 3axBoptoBaHHAM», MOGO001, 3 iHKOpPIIOpPOBaHOO
noripaBkoto 6 Biz 30 BepecHs 2024

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

FOCibi Biodhapma EcApE, benerisi / UCB Biopharma SRL, Belgium

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa goctigHvKa Ha AOCTipKyBaHUi TikapceKuit 3aci6 NT 201, Buganns 25, Bepcist 1.0 Bif,
17 6epe3nst 2026 p., aHTTiHCHKOI0 MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 2370 Biz 29.12.2022 B pepakuii Hakasy MO3 Ykpainu Ne 13 Big 04.01.2023

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«[IpocriekTBHe, paHZOMi30BaHe, TO/BiliHEe cJiinie, Tale00-KOHTPOIBOBAaHe, 6GaraToleHTPOBE
JOCITi/PKeHHSs1, STKe TIPOBOJIUTHCS 3 METOI BUBUEHHS e(peKTUBHOCTI Ta Ge3mneku mpernapaty NT 201
MpY JIiIKyBaHHI CIMAaCTUYHOCTI HWDKHIX KiHL[iBOK, CIPUYMHEHOI iHCy/JbTOM ab0 TpaBMaTUYHUM
TIOIIKO/I)KeHHSIM MO3KY y J0POC/IUX MAL|i€HTIB, 3 MOAA/bIIUM BiJKPUTHUM PO3LIMPEHUM I1epiooM
JlOCJTi/pKeHHsT 3 a00 6e3 KOMOiHOBaHOTO JIIKyBaHHSI BepXHiX KiHIiBOK», M602011014, Bepcist 6.0
Bif 10 mumus 2023 p. (TTorpaBka Nel.O, Bepcisi 6.0, crietmdiuHa A Ykpainu Bepcis 1.0 Big 18
BepecHst 2023 p.)

3asBHUK, KpaiHa

TOB «BOPJIIBAV ] KIITHIKAJI TPAIJIC YKP»

CrioHCOp, KpaiHa

Mepi @apmacerotikais 'm0 X, Himeuurna (Merz Pharamaceuticals GmbH, Germany)

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

Onosnenuii ipotokon CN45847, Bepcisi 3 Big 19 mortoro 2026 poky; IHdopmauiliHui UCTOK i
dopMa iHbopMOBaHOI 3roAu /ISl YYaCHUKIB, TKUM BUTIOBHUIOCS 18 POKIB i 4ac AOC/TiiKeHHs,
Bepcig V3.0UKR(uk)1.0 Bim 03 6Gepe3nss 2026 poky, mepeksiaZ yKpaiHCbKOO MOBOO Bing 04
6epe3nst 2026 poky; IHdopmariiiiHuii McTOK i hopma 3rofu /A1si MasoMiTHIX fiTel BikoM Bizg 10 1o
12 pokiB, Bepcist 2.0UKR(uk)2.0 Big 24 6epe3ns 2026 poky, nepek/ia/ yKpaiHCbKOIO MOBOO Bif 26
6epe3ns 2026 poky; ['pa Ioiyk ciiB Ha Temy fgociimkeHHs FENerations1, 11 BepecHsi 2025 poky
[VO1 UKR(uk)], ykpaiHCbKOIO MOBOIO

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

Ne 1187 Big 29.07.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«Bigkpure ocmipKeHHsT 3 OJ{Hi€I0 TPYIIOO [/ OL[iHKU (papMaKOKiHeTHKH, (apMaKoJuHAMiYHUX
edekTiB, 6e3rnevyHoCTi Ta IepeHOCUMOCTi dheHeOpyTUHIOY y AiTel Ta MiZJIiTKIB 3 pelUIuByHOUNM
po3cisiHUM ckiiepo3oM», CN45847, Bepcid 2 Bif 12 nunHs 2025 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3emHor0 iHBecTHielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, [IBetitapisi

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 13

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ S
Ykpainu «IIpo npoBesieHHs KIIHIYHHUX
BUMPOOYBaHb JTiKapChKUX 3aco0iB Ta
3aTBep/’KeHHS CyTTEBUX ITOIIPABOK»
12.05.2026 Ne 608

InenTHdikaLlisg CyTTEBOI NONPaBKU

OHoBneHuit TIpoToKON KiiHiuHoro pochiimkeHHss EFC18327, 3 nomnpaBkoro 02, Bepcisi 1 Big 29
ciunsg 2026 poky; IHdopmariisi s yuacHUKa [JOcC/ifpkeHHs Ta ¢opMa iHQOpMOBaHOI 3rofu,
octatouHa pepakiisi 2.0 ans Ykpainu Big 30 Gepesnsi 2026 p., oCTaTOUHWM Tiepeknaj 3
aHI/TiCbKOI MOBM Ha YKpaiHCbKy MoBY Bif 03 kBitHA 2026 p.; IHdopmarnis gna yvacHuka
Jlocyti/pkeHHs1 Ta (opMa iH(opMoBaHOI 3rofu (CymyTHE BiJKpUTe [0/JaTKOBe [JOCJi/PKEeHHS),
ocratouHa pefaknis 2.0 gns Ykpainm Big 30 Gepesns 2026 p., ocraTouHWd mepeknaj 3
aHIJIiMCbKOI MOBM Ha yKpaiHCbKy MOBY Bif 03 kBiTHs 2026 p.; ®opma iHpopMOBaHOiI 3roau Ha
y4acTb y MporpaMi CriocTepekeHHs 3a BariTHICTO, ocTaToyHa pejakuig 2.0 ana Ykpainu Bifg 16
mororo 2026 p. OcraTouHui nepekaj 3 aHTJIiCbKOI MOBU Ha YKpaiHCBKY MOBY Bij 28 stoToro
2026 p.; Marepiamm gns  manienTtiB:  Ilocionuk yuacHwka pocimkeHHss STARSCAPE-2,
[EFC18327, MMocibHuk y4yacHuKa gociimkeHHs. Bepcis 3.0, Big 24 mororo 2026 p., yKpaiHCbKa,
Ykpainal, Bepcis 3.0 Big 24 moTtoro 2026 poKy, YKpaiHCbKOI MOBOFO; [ToCiOHUMK /151 yUacHUKIB 3
KOpUCTYyBaHHs 3acTocyHKOM myMedidata Bepcii 1.0, [lata: 17 Gepe3ns 2026 p., ykpaiHCbKa
(YkpaiHa), ykpaiHCbKOrO MoOBOMO; IHdopmariiiHa nuctiBka «Uu BifgnoBizaete Bu kpurepism
yuacti?», [EFC18326/27_Patient Leaflet_Version 2.0_ 18 February 2026_Ukrainian_Ukraine],
Bepcid 2.0 Big 18 mororo 2026 poky, yKpaiHCBbKOI0 MOBORO; JIMCT-TIO/ASKA YYACHUKY [OC/i)KeHHS
STARSCAPE-2, [EFC18327_Patient Thank You Letter_ Version 2.0_18 February
2026_Ukrainian_Ukraine], Bepcis 2.0 Big 18 motoro 2026 poky, YKpaiHCbKOIO MOBOIO;
Indopmaritinuii moctep «Kusete 3 xBopoboro Kpona?», [EFC18326/27_Patient Poster_Version
2.0_18 February 2026_Ukrainian_Ukraine], Bepcisi 2.0 Big 18 motoro 2026 poky, yKpaiHCBKOIO
MOBOIO

Howmep Ta gata Hakazy MO3 1ipo
MPOBeeHHS K/TIHIYHOTO
BUIIPOOYBaHHS

Ne 54 Big 15.01.2026

Ha3Ba k/iHiuHOTO BUIIPOOYBaHHS,
KO/, BepCis Ta ara

«bararorieHTpoBe MiKHApOJHe paHZOMi30BaHe TIOABINHO cjlime TUIALEe00-KOHTPOJ/IbOBAHE
pocrimkensss I ¢asu 3 ouiHku edekTHBHOCTI Ta 6e3neyHOCTi MiATPUMYBaIbHOI Tepartii
[YBaKIiTyTOM B YYaCHUKIB i3 cepeJHOTSDKKUM a0 TSHKKHUM Tepebirom xsopobu KpoHa B akTUBHIH
¢dopmi», EFC18327, 3 nonpaskoto 01, Bepcis 1 Big 01 BepecHs1 2025 poky
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3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABenTic Pemepi e [leBesornMaH,
®DpaHIis)

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

(migruc) (Bnacue im’s TIPI3BUIIIE)



Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

Hocve pocmimpkyBaHoro Jiikapcbkoro 3acoby SPY002-091 (IMPD-Quality), pepakiis 6.0 Bifg
23 Gepe3nst 2026 p.; TTomoBkeHHs1 TepMiHy MPUAATHOCTI [OCTiPKYBaHOTO JTIKAPCHKOTO 3aco0y
SPY002-091 (SPY002), mipouiec A, po3uuH as in’ekiii, 200 mr/ma (400 mr / 2 mn) 3 24 no
30 micsriB; TTomoBXeHHsT TePMiHy TPHIATHOCTI JOCTIPKYBaHOTO JliKapchbkoro 3aco0y SPY002-
091 (SPY002), npouiec A.1, KOHLIEHTpAT [Jisi MPUTOTYBaHHS PO34YMHY AJis iHDy3iid, 200 mr/ma
(400 mr / 2 mn) 3 24 po 30 wmicauiB (Crocyerbesi: [JomaTKy [0 TPOTOKOIY K/IiHIYHOTO
BUTIPOOYBaHHS SPY123-201, w0 onucye KOHKpeTHe BTPyUYaHHS i3 3aCTOCYBaHHAM
nperniapaty SPY002, penmakuis 1.0 Bix 24 uvepBHs 2025 p.; HozaTtKy A0 NPOTOKOJY KJIiHIYHOTO
BurnpobyBanHs SPY123-201, 1m0 omMcye KOHKpeTHe BTpPyuYaHHs i3 3aCTOCyBaHHSIM KoMOiHarii
SPY120, pepakuis 1.0 Big 21 ceprmusa 2025 p.; JojaTky, 110 ONKWCY€ KOHKpPeTHe BTPYYaHHS i3
3acTocyBaHHsM KoMOiHawii SPY?230, pegakigisi 1.0 Big 31 sxoBTHS 2025 p.)

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

Ne 1832 Big 02.12.2025;
Ne 1659 Bif 03.11.2025;
Ne 458 Big 03.04.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«[Tnatdopmue pocrimxenns 11 ¢a3u 3 ouiHky eeKTUBHOCTI ¥ G€3MEeYHOCTi aHTUTIT TPUBAJIOL il
TIPH 3aCTOCYBaHHI B PeXKUMi MOHO- a0 KOMOiHOBaHOI Tepariii 3 MPUBOAY CePeaHBOTSIKKOTO abo
TSDKKOTO Tepebiry BHpa3KOBOTO KOJIITY B akTHUBHiK (opmi», SPY123-201, OCHOBHMI MPOTOKOJ
KaiHiuHOrOo BUMpoOyBaHHsi SPY123-201, pepakuisi 1.2 Big 04 uyepHsi 2025 p.; [dogatok Ao
MPOTOKO/TYy KJliHiuHOrO BUMpoOyBaHHsi SPY123-201, mjo omucye KOHKpeTHe BTPYYaHHS i3
3acTocyBaHHsIM KoMOiHawii SPY 120, pegakiiist 1.0 Big 21 cepriast 2025 p.;

«[Tnatdopmue pocrimxenns 11 ¢a3u 3 ouiHku eeKTUBHOCTI ¥ G€3MEeYHOCTi aHTUTIT TPUBAJIOL il
TIPH 3aCTOCYBaHHI B PeXKUMi MOHO- a0 KOMOiHOBaHOI Tepariii 3 MPUBOAY CePeaHBOTSIKKOTO abo
TSDKKOTO Tepebiry BHpa3KOBOTO KOJIITY B akTHUBHiK (opmi», SPY123-201, OCHOBHMI MPOTOKOJ
KaiHiuHOrOo BUMpoOyBaHHsi SPY123-201, pepakuisi 1.2 Big 04 uyepHsi 2025 p.; [dogatok Ao
TIPOTOKOJTY KiliHiuHOTO BUrpobyBanHst SPY123-201, 1110 onucye KOHKpeTHe BTPyUYaHHs i3
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3actocyBaHHsAM npernapaTty SPY002, pepakuis 1.0 Big 24 yepsHs 2025 p.;

«[Tnatdopmue pocmimxenns II ¢a3u 3 ouiHkK eeKTUBHOCTI ¥ G€3MeYHOCTi aHTUTIT TPUBAJIOL il
TIPY 3aCTOCYBaHHI B PEXKMMi MOHO- abo KOMOiHOBaHOI Tepariii 3 TIPUBO/ly CepeIHLOTSHKKOro abo
TSDKKOTO Tepebiry BHpa3KOBOTO KOJIITY B akTuUBHiK (opmi», SPY123-201, OCHOBHMIA MPOTOKOJ
KiaiHiuHoro BumpoOyBaHHs SPY123-201, pemakuis 1.2 Bixm 04 uepBus 2025 p.; [Jogatok, 1o
OTMCY€ KOHKPETHe BTPYYaHHS i3 3acTocyBaHHsAM KombiHarlii SPY 130, pepakiiist 1.0 Big 31 )KOBTHsS
2025 p.; JdopmaTtok, 110 OMMWCye KOHKPeTHe BTPy4YaHHs i3 3acTocyBaHHsM KomOiHawii SPY230,
pepakuis 1.0 Big 31 xoBTHs 2025 p.

3asiBHUK, KpaiHa TOBAPVCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTIO «I1I EC A-YKPATHA»
CnoHcop, KpaiHa «Crnaep Tepan’toTikc, IHk.» [Spyre Therapeutics, Inc.], CIIIA
B.o. HauasibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miprmc) (Bnacue im’s TTPI3BUIIIE)




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

OnHoBnieHa Opoirypa JocmigHuKa Mo mpernapaTty bakcapocrat (Baxdrostat), Bepcis 8.0 Big 24
motoro 2026 PpOKy, aHI/IMCbKOK MOBOIO; JloChe [OC/Ii/PKYyBaHOTO JIiKApChKOTO 3acoly
BakcapoctaTr (Baxdrostat) — [lani TionepegHBOrO K/IiHIUHOrO BUIIPOOYBaHHS Ta /IOCBif
3aCTOCYBaHHS Ha Mo/sx (KaiHiyHa ¢apmakoJioris, KiiHiyHa papMakoKiHeTHKa, BIVIMB Ha JIFOJUHY
Ta CITiBBi/ZIHOLIIEHHS] KOPUCTL/PU3MK), Bepcis Big 05 Gepe3nst 2026 poky, aHI/TIMCHKOIO MOBOIO;
OnossieHHs1 po3finiB [locke 3 AOKMIHIYHMX AaHUX IOA0 JOC/iPKyBaHUX JiKapChbKUX 3aco0iB
BakcapocraT Ta [Janarmidao3un (Baxdrostat + Dapagliflozin), anrniticekkoro moBoto: Po3zin 2.6.4
[TrceMoBe pestome 3 (hapMaKOKiHETHKH, Bepcis Bif 12 6epe3ns 2026 poky; Po3zin 2.6.6 TTucemoBe
pe3toMe 3 TOKCHKOJIOTi1, Bepcis Bif 19 6epesnsi 2026 poky

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

Ne 1832 Big 02.12.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, GaraTorieHTpOBe, MOABikHe ciine goctimpkeHHs da3u 2b ans oliHKK BrMBY
BakcapoctaTy B KoMmOiHarii 3 [amarsidao3uHoM y TIOpiBHSHHI 3 Teparmi€to bakcapocratom Ha
anbOyMiHypif0 y Tali€eHTiB 3 XpoHiuHOI XBOpoOOi HUpPOK (XXH) Ta BHCOKMM KpOB’SHUM
TUCKOM», D6972C00006, Bepcist 2.0 Big 22 BepecHst 2025 poKy

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, IllIgeris

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa pocnignuka Inebilizumab (VIB0551), Buzganus 22.0 Big 11 mortoro 2026 p.,
aHITiiCbKOK MOBOHO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 310 Big 23.02.2021

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, mozBiliHe-ciinie, 6araToleHTPOBe, I/1arie00-KOHTPO/IbOBaHe JOC/TiKeHHs (ha3u
3 3 BiJKPUTUM I€pioZioM [/ OL[iHKK eeKTUBHOCTI Ta Ge3nevHocTi iHebinizymady y gopocimx
natjieHTiB 3 MiacteHiero rpasic», VIB0551.P3.S1, Bepcis 9.0, 18 Bepechst 2025 p.

3asBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHoI0 BifinosifanbHicTIo «MEJTIEVC YKPATHA»

CnoHcop, KpaiHa

«[opaitson Tepan'torikc Aiipnens HiENCi» [Horizon Therapeutics Ireland DAC] (mouiphHs
KOMIIaHisi, 1110 repe0OyBae y MOBHiM Bi1acHOCTI KoMmaHii «AMpkeH [HK.» [Amgen Inc.])

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

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 17

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

OHoBneHuii MpoTokon KiiHigHoro BuripoOyBaHHs CNO012-0025, 3 iHKOPIOPOBaHOIO TIOMPABKOIO
01 Big 07 mucromaza 2025p., KAH 930239132, anrniiicekoro moBor; CNO012-0025 OcHoBHa
indopmMariis g5 maijieHTa Ta Gopma iHdbopmoBaHoi 3rogu, YKpaiHa, Bepcis 2.0 Big 13 moToro
2026 p., ykpaiHcbKoro MoBow; CN012-0025 CrpoiijeHa IHdopmaliist st maijieHTa Ta dopma
indbopmMoBaHoiI 3rofu A/ JOpOC/IuX, YKpaiHa, Bepcisi 2.0 Big 13 motoro 2026 p., yKpaiHCHKOIO;
CNO012-0025 Indopmariisi ans ocobu, 1o 3aikicHioe fgorasa Ta ¢gopma iHbopMoBaHOI 3rofu,
Ykpaina, Bepcig 2.0 Big 13 motoro 2026 p., yKpaiHCBKOH MOBOIO; JlO0Che OCTIIKyBaHOIO
nikapchKoro 3acoby Moaynb 3: KcaHomestiH/ Tpocmito xsopup Karcyna (KarXT), kcaHoMenmiH
Karicyna 3 eHrepanbHUM MNokputrtsm (KarX-EC), BMS-986510, BMS-986519, Bepcisi 4 Bin
01 rpyans 2025 p., aHraiMcbKo0 MOBOR; [10o/10B)KeHHsI TepMiHy MPUJATHOCTI AOC/TiIKyBaHOTO
nikapcekoro 3acoby, KarX-EC, 42 wmr; 56 mr kcaHomeniny 3 12 go 18 wicsuis; TTomoBxeHHs
TepMiHy TPUAATHOCTI JOC/iKYBaHOTO Jikapchkoro 3acoby, KarXT, 14/3 mr; 28/6 mr; 42/9 wr;
56/12 mMr kcaHoMeJtiH/Tpocmito xyopuay 3 12 no 18 micsauis; 3HiMOK ekpany: LlIkana orjiHrOBaHHS
xBopobu Aubirefivepa (ADAS-Cog), Bepcig 1.0 Big 30 ciuna 2026 p. [ADAGIO_CNO012_
0023_0024_0025_Screenshots_ADAS-Cog-13_Ukrainian (UA)_V1.0_ 30Jan26], ykpaiHCbKOIO
MOBOI0; 3HIMOK eKpaHy: I1Ikana orjiHroBaHHsI XBopobu Aubifreiimepa (ADAS-Cog), Bepcist 1.0 Bij
28 ciuna 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ ADAS-Cog-13_Russian
(UA)_ V1.0_28Jan26], pociiickkoro MoBOO; 3HiIMOK ekpaHy: Illkajsia aHOMambHUX MUMOBITBHUX
pyxiB AIMS, Bepcis 1.0 Bix 30 ciuas 2026 p. [ADAGIO_CNO012_0023_ 0024_0025_
Screenshots_ AIMS_Ukrainian (UA)_V1.0_30Jan26], ykpaiHCbKOIO MOBOI; 3HIMOK eKpaHY:
[ITkana aHOManbHUX MUMOBiMBHUX pyxiB AIMS, Bepcis 1.0 Big 28 ciuna 2026 p. [ADAGIO_
CNO012_0023_0024_0025_Screenshots_AIMS_ Russian (UA)_V1.0_28Jan26], pociiicbkoto
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MOBOIO; 3HiIMOK ekpaHy: Illkama oninku akatusii bapHca (BARS), Bepcigs 1.0 Bij
30 ciuna 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ BARS_Ukrainian (UA)_
V1.0_30Jan26], ykpaiHcbKOor0 MOBOMO; 3HIMOK ekpaHy: Illkana oujiHku akaTtusii BapHca (BARS),
Bepcig 1.0 Big 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ BARS_
Russian (UA)_V1.0_28Jan26], pociticbkkoro MOBOI0; 3HIMOK eKpaHy: ONUTyBa/JbHUK 0COOH, siKa
3miticHioe gorisg, Bepcisi 1.0 Big 28 ciuas 2026 p. [ADAGIO_CNO012_0023_0024_
0025_Screenshots_ Caregiver Questionnaire _Ukrainian (UA)_V1.0_28Jan26], ykpaiHCbKOIO
MOBOI0; 3HIMOK eKpaHy: OnuTyBa/bHUK 0CcO0H, sika 3filicHIOe pormsg, Bepcis 1.0 Big 28 ciuns
2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_Caregiver Questionnaire_ Russian
(UA)_V1.0_28Jan26], pocilickkoro  MoBOw;  3HiMOK  ekpaHy: Illkasa  3arajbHOrO
K/IIHIYHOTO  BpakeHHs TIpo  TsDKKicTb  3axBoptoBaHHs  (CGI-S) Bepcisn 1.0  BiA
30 ciyns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ CGI-S_Ukrainian(UA)_
V1.0_30Jan26], ykpaiHcbKor MOBOO; 3HIMOK ekpaHy: Illkasia 3arajbHOr0 K/iHiYHOTO BpakKeHHs!
rnpo TsokKicTb 3axBoptoBaHHs (CGI-S) Bepcis 1.0 Bim 28 ciuna 2026 p. [ADAGIO_CNO12_
0023_0024_0025_ Screenshots_CGI-S_ Russian (UA)_V1.0_28Jan26], pocilicbkkol0o MOBOI0O;
3HiMOK ekpaHy: OnutyBanbHUK KoreH-MaHcdinga ans orinku 30ymkenHsi (CMAI), Bepcis 1.0
Bif 28 ciunst 2026 p. [ADAGIO_CNO012_ 0023_0024_0025_Screenshots_CMAI_ Ukrainian(UA)_
V1.0_28Jan26], ykpaiHCbKOI0 MOBOIO; 3HIMOK ekpaHy: OmnuryBaibHUK KoreH-MaHcdinga amst
ouinku 30ymkeHHs (CMAI), Bepcis 1.0 Big 28 ciuas 2026 p. [ADAGIO_CNO12_
0023_0024_0025_ Screenshots_CMAI_ Russian (UA)_V1.0_28Jan26], pocilickkol0 MOBOI0;
3uiMok ekpany: IIIKAJIA OLIHKM TSKKOCTI CYIIMAY KOJYMEBIMCBKOT'O
YHIBEPCUTETY. Buxiani ganni/ Bepcisi ansa ouintoBanHs (C-SSRS), Bepcis 1.0 Big 30 ciuns
2026 p. [ADAGIO_CNO12_ 0023_0024_0025_Screenshots_C-SSRS  BLSC_Ukrainian
(UA)_V1.0_ 30Jan26], ykpaiHcbkoto MoBoo; 3HiMOK ekpaHy: LIIKAJIA OLIHKUN TAXKOCTI
CYILIUIY KOJYMBIMCHEKOT'O YHIBEPCUTETY. Buxigui/Ckpuninrosi gansi, (C-SSRS),
Bepcig 1.0 Bim 28 ciuna 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_C-SSRS
RI.SC. Russian (TTAY V1.0 28Tan261. nocitickkorn Moromn: 3HiMok eknauv: [TTIKATTA OITTHKU
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30 ciuynsa 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_C-SSRS SLV_Ukrainian
(UA)_V1.0_ 30Jan26], ykpaiHcbkoro MoBoto; 3HiMOK ekpaHy: LIIKAJIA OLIHKUN TAXKOCTI
CYILIMAY KOJIYMBIMCBKOI'O YHIBEPCUTETY 3 MoMeHTy ocTaHHBOro BisuTy (C-SSRS),
Bepcis 1.0 Bizg 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_C-SSRS SLV_
Russian (UA)_V1.0_28Jan26], pociiicbkoto MOBOI0; 3HIMOK ekpaHy: [leMorpadiuHuii
orutyBanbHUK, Bepcisi 1.0 Big 30 ciuas 2026 p. [ADAGIO_CNO012_0023_0024_0025_
Screenshots_Demographics Questionnaire_Ukrainian (UA)_V1.0_30Jan26], ykpaiHCbKOIO MOBOIO;
3HiMOK ekpaHy: /[lemorpadiuHuii onuTyBaabHUK, Bepcig 1.0 Big 28 ciuns 2026 p.
[ADAGIO_CNO012_ 0023_0024_0025_Screenshots_Demographics Questionnaire_ Russian (UA)_
V1.0_28Jan26], pocilicbkoro MOBO; 3HIMOK eKpaHy: OnuTyBaabHUK KM iHhopMaHT J0BOAUTHCS
yuacHuKy, Bepcisi 1.0 Big 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_
Screenshots_Informant Relationship_Ukrainian (UA)_V1.0_28Jan26], ykpaiHCbKOIO MOBOIO;
3HiMOK ekpaHy: OnuTyBanbHUK KuM iHbOpMaHT JOBOAUTLCS ydacHUKY, Bepcis 1.0 Big 28 ciuns
2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_Informant Relationship_Russian
(UA)_V1.0_28Jan26], pociiickkoro MoBow; 3HiMOK ekpaHy: MDKHAPO/HA CHUCTEMA
OLIHKN CUMITTOMIB ITP1 3AXBOPIOBAHHSAX IMMEPEIMIXYPOBOI 3AJI03MU, Bepcis 1.0
Bif 30 ciuna 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_IPSS_Ukrainian (UA)_
V1.0_30Jan26] ykpaiHCcbkOr0 MOBOIO; 3HIMOK eKpaHy: KapTka OLIiHKA CKapr XBOpOro i3
J0OpOSIKiCHORO Timepriiasi€ro repeAMixypoBoi 3a103u, Bepcist 1.0 Big 28 ciuns 2026 p. [ADAGIO_
CNO012_0023_0024_0025_Screenshots_IPSS_ Russian (UA)_V1.0_28Jan26] pocilickkoro MOBOIO;
3HiMOK ekpaHy: CTHC/a 1IKaia OLjiHoBaHHs TcuxiyHoro ctaHy(MMSE), Bepcist 1.0 Big 30 ciuns
2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ MMSE_Ukrainian (UA)_V1.0_
30Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK eKpaHy: MiHi-TecT [isi OL[iHKM TCMXOJIOTiUHOTO CTaHy
(MMSE). Beegenns., Bepcisi 1.0 Big 28 ciuna 2026 p. [ADAGIO_CNO012_0023_
0024_0025_Screenshots_Russian (UA)_V1.0_28Jan26], pocilickkoto MOBOI0; 3HIMOK eKpaHYy:
Heiiporicuxiatpuunuii onutyBanbHUK (NPI), Bepcisi 1.0 Big 28 ciuns 2026 p. [ADAGIO_
CNO012_0023_0024_0025_Screenshots_NPI-10_Ukrainian (UA)_ V1.0_28Jan26] ykpaiHCbKOIO
MOBOMO; 3HIMOK ekpaHy: Helponcuxiatpuunuit onutyBanbHUK (NPI), Bepcis 1.0 Big 28 ciund
2026 p. [ADAGIO_CNO012 0023 0024 0025 Screenshots_ NPI-10 Russian
(UA)_V1.0_28Jan26] pociticbkoro MOBOO; 3HIMOK eKpaHy: HeliporicuxiaTpuuHuii onuTyBaTbHUK-
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CNO012_0023_0024_0025_Screenshots_NPI-NH_ Ukrainian (UA)_V1.0_28Jan26] ykpaiHCbKOIO
MOBOIO; 3HIMOK eKkpaHy: BpenenHsi no0 HeliporicuxiaTpyyHOro OMNWTyBajlbHUKA - BepCisi AJis
ricuxoHeBpoJsioriyHoro iHtepHary (NPI-NH), Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO_
CNO012_0023_0024_0025_Screenshots_NPI-NH_ Russian (UA)_V1.0_28Jan26] pociticbkoro
MOBOMO; 3HIMOK ekpaHy: IIIkana OL[iHKM SKOCTi »KHUTTS mpu xBopobi Anbireiimepa (QOL-AD),
Bepcisi 1.0 Bix 30 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_QOL-AD
Caregiver_Ukrainian (UA)_V1.0_30Jan26], ykpaiHcbkoto MOBoMO; I1Ikana OLiHKUA SIKOCTi >KUTTS
npu xBopobi Asnbireifimepa (QOL-AD), Bepcis 1.0 Big 28 ciunsi 2026 p. [ADAGIO_CNO012_
0023_0024_0025_Screenshots_QOL-AD Caregiver_ Russian (UA)_V1.0_28Jan26], pociiicbkot0
MOBOI0; 3HIMOK ekpaHy: Illkasa OLiHKM KOCTi >KUTTS Tpu XBopobi Aubirefimepa (QoL-AD),
Bepcis 1.0 Bim 30 ciuna 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_QOL-
AD_Ukrainian (UA)_V1.0_30Jan26], ykpaiHCbKOlO MOBO; 3HiMOK ekpaHy: Illkasna oLiHKU
AKOCTi >XUTTA Tpu XBopoOi Anbhrerimepa (QoL-AD), Bepcias 1.0 Bigm 28 ciuas 2026 p.
[ADAGIO_CNO012_0023_ 0024_0025_Screenshots_QOL-AD_ Russian (UA)_V1.0_28Jan26],
pocilicbKoro MoBOIO; 3HiMOK ekpany: ZARIT OITMTYBAHHSA JIFOVHN, IO JOTJIAJAE 3A
XBOPUM HA AJIBLT'EMMEP HA 27 TIMTAHbB (ZCI-AD-27), Bepcis 1.0 Big 30 ciuns 2026 p.
[ADAGIO_CNO012_0023_0024_0025_Screenshots_ZCI-AD-27_Ukrainian (UA)_V1.0_30Jan26],
YKpalHCBbKOIO MOBOMO; 3HiMOK ekpaHy: ZARIT OIIMTYBAHHA JIFOAMHU, IO OOI'JIALAE
3A XBOPUM HA AJIBLI'EVMEP HA 27 IIUTAHbB (ZCI-AD-27), Bepcis 1.0 iz 28 ciuns 2026
p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ZCI-AD-27_ Russian
(UA)_V1.0_28Jan26], pociiicekkoro MoBor; CN012-0025, dPopma iHdopmoBaHOI 3rogud Ha
HeoOOB’SI3KOBi  [1O/IaTKOBI TIOCIYTM i3 JIOTiICTUYHOI Ta OpraHi3aijiiHOi MiJTPUMKH Malli€HTiB
(PatientGO®), siKi HazarTLCA Kommadiero ImiHrBopT, octatouna Bepcig V1.0 iz 13 Gepesus 2026
p., YKpaiHcbkoto MoBor; CN012-0025, dopma iHbopmoBaHoi 3rogu Aas 0cobu, 10 37ilCHIOE
JorJisi, Ha HeoOOB’SI3KOBi ZI0ZIATKOBI TOC/AYTH i3 JIOTICTUYHOI Ta OpraHi3alidHOi TMiJTPUMKH

nauientis (PatientGO®), sKi HaJaOTHCA KOMIaHier ItiHrBopt, ocratouna Bepcis V1.0 Bix 13
Aeneatra 7N7A N vrkNATHCLKNIN
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MoBoto; ITostiTvKa 11[0/[0 TOT3A0K i BiJIIKOAYBaHHS BUTpAT [Is MAL[i€HTIB, 5Ki OepyTb y4acTb y
KiaiHiuHoMy gocrimkenni CN012-0025, ocrartouHa Bepcis V1.0 Big 13 6Gepesus 2026 p.,
yKpaiHCcbKor0 MoBoto; PatientGO — JlinjeHsiliHa yroza 3 KiHLeBMM KopuctyBauem, Bepcis 1.0 Bix
23 uepHs 2020p., ykpaiHcbKor0 MOBOMO; PatientGO: IMosiTrka KoHbiAeHLiiHOCTI, Bepcis 4.0 Bif
06 rpyzans 2024p., YkpaiHa, YkpaiHcbka MoBa; PatientGO: IHdopmaLiiiHuii 1UCT [/ NaLji€exTa,
Bepcis 1.0 Big 01 ounus 2021p., ykpaiHcbkor MoBoro; Komist 3actocyHky PatientGO®, Bepcis
V3.0 Big 21 motoro 2023p., aHrjilicbkkoro Ta yKpaiHcbkoro MoBamu; CNO012-0025 dopma
TUIaTDKHUX PEKBi3WTIB A/s1 BifgIIKogyBaHHS BUTpat, Bepcis V1.0 Bim 13 Gepe3nsi 2026 poky,
YkpaiHa, ykpaiHCbKOK MOBOR; JIMCT mj00 nnaTikHOI KapTKy, Bepcis 1.0 Big 16 mrotoro 2026,
YKpaiHa, aHI/ifiCbKOI0 MOBO; 3MiHa Ha3BU MiCLIb ITPOBe/IeHHS K/IiHIUHOTO JA0C/IiKEeHHS:

bYJIO CTAJIO

nikap ®@inery FO.O. nikap ®@insry FO.O.

KomyHanbHe HekoMepLiiiHe mignpueMcTBO | KomyHanbHe HeKoOMepLiiliHe —TiATPUEMCTBO

JIbBiBcbKOi ~ obOmacHOi  pamu  «JIbBiBChKa | JIbBiBcbKOi  0obGmacHoi  paau  «JIbBiBChKa

obslacHa KJiHiYHA TCMXiaTpU4yHA JIiKapHs», | 00/lacHa KJIiHIUHA TICMXiaTpUYHA JIiKapHs»,

BigaineHHsa Ne25, m. JIbBiB BiaineHHs [IepBUHHOIO TICUXOTUYHOTO
erntizofy Ne5, m. JIbBIiB

nikap Kocenkosa I.B. nikap Kocenkosa I.B.

KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKoMepLiiliHe —TiAIPUEMCTBO

«Yepkacbka oOslacHa TicuxiaTpuuHa JiikapHs | «Hepkacbka o6jacHa TICMXiaTpWuHa JIiKapHs

YepkacbKoi obmacHol paau», | UepkacbKoi obmacHoi pajin»,

KOHCY/IbTaTUBHO-/11arHOCTUYHUM MiZIPO3/i/ MO | KOHCY/IbTaTUBHO-/1arHOCTUYHUM KabiHeT

amOyslaTOpHOMY OOC/TYyrOBYBaHHIO HaceeHHs
Yepkacbkoi 00/1acTi B CK/IaZli MPUMMaIBLHOTO
BiiisIeHHs, M. Cwmina,
Yepkacbka 00/1aCTh

amMOy/1aTOpHOI TICHXiaTPUYHOI [[OTIOMOTH, M.
Cwmina, Yepkacbka 06/1aCcTh
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A.M.H. Mopos C.M.

KomyHanbHe MiANPUEMCTBO
«/IHinporneTpoBCbKa bararonpodinbHa
K/IiHIYHA J/iKapHs 3 HaJaHHA I[ICUXiaTpUYHOI
JoroMorn»  JIHimporeTpoBCcbKoi  061acHOI
pagu», TICUXOHEBPOJIOTiUHe BifiieHHs
(ncuxocomaTtuunuii eHTp) NelO, m. [THinpo

A.M.H. Mopos C.M.

KomyHanbHe ~ HeKOMepLiiliHE  TOBApHCTBO
«/IHITporeTpoBChHKa bararonpodinbHa
K/IiHIYHA JiKapH 3 HaJaHHA [CUXiaTpUYHOI
JoroMoryn»  JIHimporeTpoBchbKoi  061acHOI
pagu», TICUXOHEBPOJIOTiUHe BifiieHHs
(ncuxocomaTuuHui 1jeHTp) NelO, M. [IHinipo

BkiroueHHs A04aTKOBOI'O MiCL[H IMMpOBeJE€HHA KIiHIYHOTr O BI/IHpO6YBaHHHZ

n/m

Ne [1.I.b. BiAmIOBia/ILHOTO AOC/TIIHUKA
HasBa miclisi ipoBefieHHs1 K/TiHIYHOTO BUIPOOYBaHHS

1. | nikap Llrona A.P.

M. JIBBiB

ToBaprcTBO 3 00MeKEHOI BiATOBifaNbHICTIO «AlKioMen», Meauunuii 1ieHTp IQMED,

Howmep ta gara Hakazy MO3 mipo
TNIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1910 Big 18.12.2025

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«Bigkpure moOBXKeHe AoCTipKeHHS 3-1 ¢da3sud 3 OI[iHKM J[OBrOCTPOKOBOI 6e3neuHocTi Ta
nepeHocumocTi npernapatiB KarXT + KarX-EC gy mikyBaHHSI a)KuTallii TI0B’s13aHO1 3 XBOPOOOIO
Anbureiivepa (ADAGIO-3)», CN012-0025, opuriHajibHUANM POTOKOJI Bif 24 atotoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YKpaiHa»

CnoHcop, KpaiHa

ToBapucTBO 3 HeoOMeXXeHOH BifinoBiganbHicTiO BpicTrosn-Matiepc CkBi66 Cepgices, Ipsanzis

B.o. HauanbHNKa PapManeBTHYHOI0 YIPaB/IiHHA

Onexkcanap I'PINEHKO

(migrmc)

(Bnacue im’s ITPI3BBULLE)
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

[Mpotokon kniHiuHoro pochimkenHs 14V-MC-JAJK, Bepcis (b) Big 09 ciuns 2026 poky,
aHTTiCbKOI MOBOIO; Bepcis (c) Bif 18 mortoro 2026 poKy, aHr/icbKo MOBOO; IHdopMartist st
yuacHuka Ta Popma iHpopmoBaHoOi 3roau Ay YKpainu, Bepcis 5 Big 18 Gepesnsi 2026 poky
yKpaiHCBKOI Ta aHrjikicekoro MoBamu (Participant information and Informed Consent Form for
Ukraine, Version 5 dated 18 March 2026); Indopmaiiis Ta Popma iHpopMoBaHOi 3roau Ajst
YYaCHUKIB, sKi gocarav 18-piyHoro BIKy Mif yac yvacTi B JOC/Ii/pKeHHI B YKpaiHi, Bepcis 2 Bif
18 6epe3nst 2026 poKy yKpaiHCBKOIO Ta aHIiKchbKor MoBamu (Information and Informed Consent
Form for participants who have reached 18 years of age during study participation in Ukraine,
version 2 dated 18 March 2026); Tadopmatiis ans 6aTekiB yuacHuka Ta Popma iHbopmMoBaHOI
3roiv A YKpainu, Bepcist 2 Bif 18 6epe3Hsi 2026 poKy YKpaiHCHKOIO Ta aHIJIIMCHKOK MOBaMU
(Participant’s Parent Information and Informed Consent Form for Ukraine, version 2 dated 18
March 2026); ®opma iHpopmoBaHOi 3roau s fiTeit Bikom Bin 14 mo 18 pokiB ansi YkpaiHu,
Bepcis 3 Biz 18 6epe3nst 2026 poky yKpaiHChKOIO Ta aHriicbKor MoBaMu (Informed Assent Form
for children aged 14-18 for Ukraine, version 3 in English dated 18 March 2026); ®opma
indbopmoBaHoi 3roau Ajis AiTel BikoM Big 11 mo 14 pokiB ans Ykpainu, Bepcis 3 Big 18 Gepesnst
2026 poky yKpaiHChKOIO Ta aHriicekoro MmoBamu (Informed Assent Form for children aged 11-14
for Ukraine, version 3 in English dated 18 March 2026); KommiekT martepiaiiB /s MalLi€HTIB:
[MocibHuK 3 AocmimkeHHs, Bepcis 2 Big 25 moToro 2026 poky ykpaiHcbkoro MoBoro (JAJK_Study-
Guide_Master_ v2_25Feb2026_UK-UA); [TacriopT fgocniikeHHs, Bepcisi 2 Bij 25 motoro 2026
POKYy yKpaiHcbKoro MoBow (JAJK_Passport_Master_v2_25Feb2026_ UK-UA); IIJoaeHHUK
BBeJieHHs1 iHCymiHy — 1.1 (in’ekuii iHcyminHy), Bepcist 1.1 Big 05 6epe3ns 2026 poKy yKpaiHCHKORO
MOBOIO (I4V-MC-JAJK _Insulin Dosing Diary_Manual_v1.1_Trans_Paper_Ukrainian-
UA_05Mar2026 #251-D1691A-EILV); onennuk AL i HITII — 1.1 (aBTOoMaTH30BaHa A0CTaBKa
iHcyniHy i HemepepBHa mifuikipHa iHy3is iHcyniHy), Bepcisi 1.1 Bim 05 Gepe3nsi 2026 poky
yKpaiHcbKor MoBoto (14V-MC-
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JAJK _Insulin Dosing Diary_AID and CSII_v1.1_Trans_Paper_Ukrainian-UA_05Mar2026 #251-
D1691A-EILV); Ilogennuk emi3oniB rimormikemii—1.1 (rmoBHa Bepcisi) Bepcis 1.1 Bix 05 GepesHs
2026 ykpaincekoro Moo (I4V-MC-JAJK_Hypoglycemic Events Diary-1.1 (Full Version)_
v1.1_Trans_Paper_ Ukrainian-UA_05Mar2026 #251-D1691A-EILV); OnuTyBa/lbHUK 11[0/I0 CTaHy
3p0poB's, Bepcig 1.0 Bix 09 BepecHst 2025 poky yKpaiHCBKOHO MOBOW Aas1 Ykpainu (14V-MC-
JAJK_EQ-5D-Y-5L Paper Self-Complete_v1.0_ WS_Paper_Ukrainian-UA_09Sep2025 #251-
D1691A-EILV); Iloctep «KniHiuHe HaykoBe [AOC/Ti[KeHHS [Js1 JIOJEeH, Y SKUX Hell0JaBHO
mgiarHoctyBanmu fAiaber 1 Tumy», Bepcisi 2 Big 27 ciuns 2026 poky YKpaiHCBKOIO MOBOHO
(JAJK_Poster_Master_v2_27Jan2026_ UK-UA); Indopmariiiinuii Oykier «KiHiuHe HayKoBe
JOCTiKeHHsT JIs1 JIFOZiel, Y SIKUX Hell[oJ]JaBHO AiarHOCTyBaimu fAiabet 1 Tumy», Bepcis 2 Bim 27
ciunsi 2026 poky ykpaiHcbkoro mMoBow (JAJK_Flyer Master_v2_27Jan2026_ UK-UA); Bpomypa
«BaM Hel[o/1aBHO TIOCTaBW/IM fiarHo3 fiabery 1 Tury?», Bepcis 2 Big 27 ciunsi 2026 poky
ykpaiHcbkoro MoBoto (JAJK_Brochure_Master_v2_27Jan2026_UK-UA)

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3Ba kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCisi Ta fara

«PanziomiszoBane, TofBiliHe criime, TmIaleb0-KOHTpo/bOBaHe pfociimkenHs I da3u Teparmii
6apituTuHiboM 3 MeTor0 30epexkeHHsT DyHKIIT OeTa-K/IiTHH y MaLlieHTiB BikoM Bif, 1 poky 0 < 36
POKiB, sIKMM Brepiie fiarHocToBaHO LykpoBuii fiaber 1 tumy (BARICADE-PRESERVE)»,
14V-MC-JAJK, Bepcis 3 nonpaskoto (a) Bif 20 cepriHsi 2025 poky

3asiBHUK, KpaiHa

«Eni Jlinai Bocrok CAy, llIBelapist

CnoHcop, KpaiHa

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

B.o. HauaibHNKa PapMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(migrmc) (Bnacue im’s TTIPI3BUIIIE)




Honatok 19

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBezsieHHs K/TiHIYHHAX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBEepP/)KEHHSI CYyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

[neHTUdikallisi CyTTEBOI MOMpPaBKU

OnHoB/leHU# TPOTOKOJ KiiHiuHOTro BurpobOyBaHHsS CNO012-0024 He3amacKoBaHMM (Ti/IbKM Ais
BiZIMOBila/IbHUX AOC/IHUKIB), 3 iIHKOpOpoBaHoto nornpaBkoro 01 Bifg 13 nucronaza 2025 p., KH/
930238028; OHoBJIeHWM TMPOTOKOJ KiaiHiuHOro BUMpoOyBaHHs CNO012-0024, 3 iHKOPIIOPOBAHOIO
noripaBkoto 01 Big 13 mucromaza 2025p., KAH 930240229; CN012-0024_OcHoBHa iHbopMallis
nnsi maiieHta Ta ¢opma iHdopmoBaHoi 3rogu, YKpaiHa, Bepcis 2.0 Big 13 mororo 2026 p.,
ykpaiHcbkoo MoBoro; CNO012-0024_ CopougeHa Indopmanis aas mnarieHta Ta  ¢Qopma
iHopMoBaHoOI 3rogu AJs1 A0pOCauX, YKpaiHa, Bepcis 2.0 Bix 13 motoro 2026 p., yKpaiHCHKOIO
MOBOI0; CNO012-0024_Tudopwmatiist 1yst ocobwu, 1110 34iHCHIOE JOTIs Ta
dopma iHdbopmoBaHoi 3roau, YkpaiHa, Bepcis 2.0 Big 13 mortoro 2026 p., yKpaiHCbKOH MOBOIO;
Iocke pocmipKyBaHOTO JIiKapchbKoro 3acody Moaynb 3: KcaHOMeJTiH/ TPOCITiF0 X/I0pU/, KaricyJsia
(KarXT), kcaHoMmeniH Karicysa 3 eHTepanbHUM mOKpUTTIM (KarX-EC), BMS-986510, BMS-
986519, Bepcia 4 Bif, 01 rpygus 2025 p., aHIVIINCBKOIO MOBOM; [locke
JIOCJTi/PKYBAHOTO JTiKapCchbKoro 3aco0y Moayne 3: Ilmaebo 70 KcaHoMemiH/ TPOCHi0 XJIOpHU/,
karicysa (KarXT) Ta ITnane6o g0 kcaHomestiH Karicysia 3 eHtepanbHuM mokputtsam (KarX-EC),
BMS-986510, BMS-986519, Bepcis 3 Big 01 rpyaHs 2025 p., aHT/iICBKOK MOBOIO;
IToaoB)KeHHsT TeEPMiHy MPUAATHOCTI A0C/TiZPKYBaHOTO Jlikapcbkoro 3acoby, KarX-EC, 42 mr; 56 mr
KcaHoMesliHy 3 12 po 18 wicauiB; [logoBkeHHST TepMiHY NOPUAATHOCTI JOCTIIKYBaHOTO
nikapceKoro 3aco0y, KarXT, 14/3 mr; 28/6 mr; 42/9 mr; 56/12 Mr KCaHOMeJTiH/TPOCIIit0 XJIOpUAY 3
12 po 18 wmicsiB; ITogoB)KeHHSI TepMiHy TIPUJATHOCTI AOC/iIKyBaHOTO JIiKAapChKOro 3acoby,
[Tnare6o go KarX-EC, 14 mr; 28 mr; 42 mr; 56 Mr KcaHomestiHy 3 12 go 18 micstiiB; [TooBkeHHS
TepPMiHy TMPHUAATHOCTI AOCTiIKyBaHOTO JliKapchbKoro 3aco0y, ITnare6o go KarXT, 14/3 mr; 28/6
Mmr; 42/9 mr; 56/12 mr kcaHoMeJiH/Tpocrito xjaopyuny 3 12 no 18 micanis; 3HiMOK ekpany: Illkana
owiHOBaHHS XBopoOu Aublreiimepa (ADAS-Cog), Bepcis 1.0 Bim 30 ciuas 2026 p.
[ADAGIO_CNO012_0023_0024_0025_ Screenshots_ADAS-Cog-13_Ukrainian
(UA)_V1.0_30Jan26], ykpaiHCbKOIO MOBO0O; 3HIMOK ekpaHy: Illkaa OLIiHIOBaHHS XBOpOOH
AnbLreiimepa (ADAS-Cog), BepCis 1.0 Bifg 28 CiuHA 2026 p-
[ADAGIO_CNO012_0023_0024_0025_Screenshots_ ADAS-Cog-13_Russian(UA)_V1.0_28Jan26],
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pocCiiicbKOoI0 MOBO; 3HIMOK ekpaHy: I1Ikajsa aHOMa/bHUX MUMOBINBHUX pyxiB AIMS, Bepcis 1.0
Bi 30 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ AIMS_Ukrainian
(UA)_V1.0_30Jan26], ykpaiHCbKOO MOBOMO; 3HIMOK ekpaHy: Illkana aHOMaabHUX MUMOBITBHUX
pyxiB AIMS, Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_
AIMS_ Russian (UA)_V1.0_28Jan26], pociiicbkoro MOBOw; 3HIMOK eKpaHy: Illkasna OLiHKU
akatusii bapHca (BARS), Bepcis 1.0 Big 30 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_
Screenshots_ BARS_Ukrainian (UA)_V1.0_30Jan26], ykpaiHCbKOIO MOBOH; 3HIMOK eKpaHy:
Ilkana ouinku axkatusii BbapHca (BARS), Bepcis 1.0 Bix 28 ciuns 2026 p. [ADAGIO_
CN012_0023_0024_0025_Screenshots_ BARS_  Russian (UA)_V1.0_28Jan26], pociticbkoro
MOBOI0; 3HIMOK eKpaHy: OnuTyBa/bHUK 0COOM, sika 37ilicHIoe pornsg, Bepcis 1.0 Big 28 ciuns
2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_Caregiver Questionnaire _Ukrainian
(UA)_V1.0_28Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK eKpaHy: ONUTyBa/lbHUK 0COOM, sTKa 3/IilCHIOE
noryisig, Bepcisi 1.0 Big 28 ciuna 2026 p. [ADAGIO_CNO012_0023_ 0024_0025_Screenshots_
Caregiver Questionnaire_Russian (UA)_V1.0_28Jan26], pocilickkoro MOBO0; 3HIMOK eKpaHY:
[IIkana 3araabHOTO KJIiHIYHOTO Bpa)KeHHsI MPO TsKKicTh 3axBoptoBaHHs (CGI-S) Bepcia 1.0 Bif
30 ciuaa 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_CGI-S_Ukrainian(UA)_
V1.0_ 30Jan26], ykpaiHCbKOIO0 MOBOIO; 3HIMOK eKpaHy: IIIkana 3araibHOr0O K/IiHiUHOTO Bpa)kKeHHs
rpo TsoKKicTh 3axBoptoBaHHs (CGI-S) Bepcis 1.0 Big 28 ciunsa 2026 p. [ADAGIO_CNO012_0023_
0024_0025_Screenshots_ CGI-S_ Russian (UA)_V1.0_28Jan26], pocilickkoto MOBOI0; 3HiIMOK
ekpaHny: OnutyBanbHuK KoreH-MaHcdinga ans orinku 30ymkenHss (CMAI), Bepcis 1.0 Big
28 ciung 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ CMAI_Ukrainian(UA)_
V1.0_ 28Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK eKpaHy: OmurtyBasbHUK KoreH-MaHcdinga pms
ominku 30ymkenHs (CMAI), Bepcis 1.0 Big 28 ciuna 2026 p. [ADAGIO_CNO012_0023_
0024_0025_Screenshots_CMAI_ Russian (UA)_V1.0_28Jan26], pocilicbkkolo MOBOI0O; 3HiIMOK
expany: IIIKAJIA OLITHKU TSDKKOCTI CYIUIY KOJYMBIMCHEKOT'O YHIBEPCUTETY.
Buxigni panni/Bepcigs gns oniHoBaHHs (C-SSRS), Bepcis 1.0 Bix 30 ciuns 2026 p.
[ADAGIO_CNO012_0023_0024_0025_Screenshots_C-SSRS BLSC_Ukrainian (UA)_V1.0_
30Jan26], ykpaiHCbKOI MOBOM; 3HiMOK ekpady: IITKAJIA OIIHKU TSDKKOCTI CYILIMAY

KOJIYMBINCBKOT'O YHIBEPCUTETY. Buxiani/Ckpuninrosi gaxsi, (C-SSRS), Bepcist 1.0 Big
728 civuaa 2N26An TANMACGTIO CNN12 NND2 NNPA NNDR Sereanchnte (C-SSRS RT S Riuiccian
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(UA)_V1.0_28Jan26], pociticbkoro moBoro; 3HiMOK ekpaHy: LIIKAJIA OLIHKU TIXXKOCTI
CYILIMAY KOJYMBIMCBKOI'O YHIBEPCUTETY 3 MoMmeHTy ocTaHHBOro Bisuty (C-SSRS),
Bepcig 1.0 Bix 30 ciuna 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_C-SSRS
SLV_Ukrainian (UA)_V1.0_30Jan26], ykpaiHcbKOt0 MOBOO; 3HiMOK ekpaHy: [IIKAJIA OL[IHKU
TSDKKOCTI CYIIUTY KOJTYMBIMCHEKOT'O YHIBEPCUTETY 3 MOMEHTY OCTaHHBOT'O Bi3UTy
(C-SSRS), Bepcis 1.0 Bix 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_C-
SSRS SLV_ Russian (UA)_V1.0_28Jan26], pocilicbkoro MOBOI; 3HIMOK ekpaHy: AHKeTa
K/IiHIUHOI Bastifanii mauieHTiB Ay BkmoueHHs1 B gociimkeHHs (Clinical Validation Inventory for
Study Admission, C-VISA), Bepcisg 1.0 Big 30 ciunsa 2026 p. [ADAGIO_CNO012_0023_0024_
0025_Screenshots_C-VISA_Ukrainian (UA)_V1.0_30Jan26], ykpaiHCbKOIO MOBOI; 3HIMOK
eKpaHy: AHKeTa K/iHiuHOI BastiiaLlii maijieHTiB A/1s1 BKIroueHHs B gocaimkeHHs (C-VISA), Bepcis
1.0 Bim 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_C-VISA_ Russian
(UA)_V1.0_28Jan26], pocilicbkoro MOBOIO; 3HIMOK ekpaHy: [leMorpadiuyHuii ONUTYBa/bHUK,
Bepcis 1.0 Bizg 30 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ Demographics
Questionnaire_  Ukrainian (UA)_V1.0_30Jan26], yxpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy:
Hemorpadiunuii onutyBanbHuK, Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO_CN012_0023_0024_
0025_Screenshots_Demographics Questionnaire_ Russian (UA)_V1.0_28Jan26], pociiicbkoro
MOBOIO; 3HIMOK ekpaHy: OnurtyBasbHUK KuM iHdopMaHT AOBOAUTHCS yuyacHUKY, Bepcisi 1.0 Bif
28 ciunsi 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_Informant Relationship_
Ukrainian (UA)_V1.0_28Jan26], ykpaiHCbkOl0 MOBOI; 3HIMOK eKpaHy: OnuTyBaibHUK Kum
iHdbopmaHT JoBOgUTHCS yuacHUKY, Bepcisg 1.0 Bix 28 ciunsa 2026 p. [ADAGIO_CNO012_0023_
0024_0025_Screenshots_Informant Relationship_ Russian (UA)_V1.0_28Jan26], pociticbkoro
MoBOw; 3HiMOK ekpany: MDKHAPOIHA CHUCTEMA OLIHKNW CHUMIITOMIB IIPU
3AXBOPIOBAHHAX TIEPEAMIXYPOBOI 3AJIO3U, Bepcia 1.0 Big 30 ciuna 2026 p.
[ADAGIO_ CNO012_0023_0024_0025_Screenshots_IPSS_Ukrainian (UA)_V1.0_ 30Jan26]
YKpailHCBKOI0 MOBOIO; 3HIMOK eKpaHy: KapTa OLIiHKM CKapr XBOpOro i3 /100posiKicHOO
rinepruiasier0o  nepeaMmixypoBoi  3amo3u, Bepcis 1.0 Bim 28 ciuwa 2026  p.
[ADAGIO_CNO012_0023_0024_0025_  Screenshots_IPSS_  Russian (UA)_V1.0_28Jan26]
POCiHiCbKOI0O MOBOMO; 3HIMOK ekpaHy: CTucC/a 1IKajga OLjiHIOBaHHs TcuxiyHoro craHy(MMSE),
Bepcisi 1.0 Big 30 ciunsg 2026 p. [ADAGIO_ CNO012_0023_0024_0025_Screenshots_ MMSE

TTkrainian (TTAY V1 0 RNTan?A1 vknatacnknmn
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MOBOM; 3HIMOK eKpaHy: MiHi-TecT A/ OLiHKUA mcuxosoriyHoro crany (MMSE), BeezenHs.,
Bepcisi 1.0 Big 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_Russian
(UA)_V1.0_ 28Jan26], pociiicbkoro MOBOIO; 3HIMOK eKkpaHy: HeliporicruxiaTpruuHUil ONMUTYBaIbHUK
(NPI), Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_NPI-
10_Ukrainian (UA)_V1.0_28Jan26] ykpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: HeliporcuxiaTpruuHuii
ONUTYBa/IbHUK (NPD), Bepcis 1.0 BiA 28 CiuHsa 2026 p.
[ADAGIO_CNO012 _0023_0024 0025 Screenshots_ NPI-10 Russian (UA)_V1.0_28Jan26]
POCIHCBKOI0 MOBOR; 3HIMOK ekpaHy: HeliponcuxiaTpyUuHUM ONMUTYBaJbHUK- BepCisl 1 3aK/aziB
nns mopert  moxunoro  Biky  (NPI-NH), Bepcis 1.0 Bigm 28 ciungs 2026 p.
[ADAGIO_CNO012_0023_0024_0025_Screenshots_ NPI-NH_ Ukrainian (UA)_V1.0_ 28Jan26]
yKpaiHCbKOIO MOBORO; 3HIMOK eKpaHy: BBeseHHsi 1o HelipornicuxiaTpyuHOro OMMUTYBajbHUKA -
Bepcisi J1a ncuxoHeBposioriuHoro iHtepHary (NPI-NH), Bepcis 1.0 Big 28 ciuna 2026 p.
[ADAGIO_CNO012_0023_0024_0025_Screenshots_NPI-NH_ Russian (UA)_V1.0_ 28Jan26]
pociiicbKot0 MOBOR; 3HIMOK ekpaHy: IIIkasa OIiHKM SIKOCTi »KMTTsSI Tpu XBOpoOi AsbLreifimepa
(QOL-AD), Bepcis 1.0 Big 30 ciuus 2026 p. [ADAGIO_CNO012_0023_0024_0025_
Screenshots_QOL-AD Caregiver_Ukrainian (UA)_V1.0_30Jan26], ykpaiHcekoto MoBoto; Illkana
OLIIHKM SIKOCTi KUTTS TPU XBOpoOi AsbireiiMepa (QOL-AD), Bepcisg 1.0 Big 28 ciuns 2026 p.
[ADAGIO_CNO012_0023_0024_0025_Screenshots_QOL-AD Caregiver_ Russian (UA)_V1.0_
28Jan26], pociiicbkoro MoBOr0; 3HIMOK ekpaHy: Illkajsa OI[iHKM SIKOCTi >XUTTS TIpU XBOpOOi
Anbiretimepa (QoL-AD), Bepcist 1.0 Big 30 ciuns 2026 p. [ADAGIO_CNO012_0023_0024_0025_
Screenshots_QOL-AD_Ukrainian (UA)_V1.0_30Jan26], ykpaiHCbKOIO MOBOI; 3HIMOK €KpaHy:
[IIkana OL{iHKM SKOCTi »XUTTS Tpu XxBopobi Anblreiimepa (QoL-AD), Bepcis 1.0 Big 28 ciuns
2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_QOL-AD_ Russian (UA)_V1.0_
28Jan26], pociiicbkolo MOBOH; 3HIMOK ekpany: ZARIT OIIMTYBAHHA JIFOAWUHY, IO
NOTJIAOAE 3A XBOPUM HA AJIBIITEMMEP HA 27 IIMTAHbB (ZCI-AD-27), Bepcist 1.0 Big
30 ciuas 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ZCI-AD-27_Ukrainian
(UA)_ V1.0_30Jan26], ykpaiHcbkoro MoBOwO; 3HiMOK ekpaHy: ZARIT OIIMTYBAHHSA
JIIOZIVIHY, 1110 JOTJIAOAE 3A XBOPUM HA AJIBIIT'EMMEP HA 27 IIMTAHB (ZCI-AD-
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JIOJIaTKOBI MOC/IYTY i3 JIOTICTMYHOI Ta opradisaifiiiHoi miaTpuMku mnarieHtis (PatientGO®), siki
Ha/IAI0ThCsl KoMITaHieto [tiHrBopT, octatouHa Bepcist V1.0 Big 13 6epe3nst 2026 p., yKpaiHCEKOO
MoBoro; CNO012-0024, dopma iHdbopMoBaHOi 3rogu nAas 0cobH, IO 3AiHMCHIOE O/, Ha
He0OOB’SI3KOBi  /IOJIaTKOBI TIOCIYTHM i3 JIOTiCTUYHOI Ta OpraHi3al[iiHOl MiJTPUMKHU Tal[iEHTIB
(PatientGO®), ski HajaroTbCa KoMmaHiero InmiHreopr, ocrarouna Bepcis V1.0 Big 13 6epesus

2026 p., yKpaiHCbKOK MOBOI; 3MiHa Ha3BU MICLIb [IPOBeeHHs K/IIHIYHOI0 JOC/IipKeHHS:

KOHCY/IbTaTUBHO-/1iarHOCTUYHUM TTiJ[PO3AiJ 10
amOyJlaTOpHOMY OOC/TyTOBYBaHHIO HacCeeHHS
Yepkacbkoi 06s1acTi B CK/aZii MpUMaabHOTO

BYJIO CTAJIO

sikap ®@inbry FO.O. sikap ®@inbry FO.O.

KomyHaneHe HekoMmepLiliHe mignpueMcTBo | KoMmyHanbHe HekoMepLjiliHe —TMiJIIPUEMCTBO

JIbBiBCcbKOI ~ oOsacHOi  paau  «JIbBiBCbKa | JIbBiBCcbKOi ~ 0oOmacHOi  paau  «JIbBiBChbKa

obmacHa KIIiHIYHA TICMXiaTpUYHA JIiKapHs», | o0lacHa K/IiHIYHA TICUXiaTpUUHa JIiKapHs»,

BiazainieHHs: Ne 25, M. JIbBiB BifmineHHs TIePBUHHOTO TICUXOTUYHOT'O
emnizony Ne5, M. JIbBiB

nikap Kocenkosa 1.B. nikap Kocenkosa 1.B.

KomyHaneHe HekoMepLiliHe mignpueMcTBo | KoMmyHanbHe HeKOMepLjiliHe —TMiJIIPUEMCTBO

«Uepkacbka obsiacHa TmicuxiaTpuuHa JikapHs | «Hepkacbka o0siacHa TICMXiaTpUuHa JTiKapHS

YepkachKoi obacHoi pagu», | YepkacbKoi obsacHo1 paju»,

KOHCYJIbTaTUBHO-/1iarHOCTUUHU I KabiHer
amMOy/1aTOpHOI TICMXiaTPHUUHOI JOTIOMOTH, M.
Cwmisa, Uepkacbka 06/1acTh

(ncuxocomatynui 1eHTp) NelO, M. JIHinpo

BiZiiisIeHHs, M. Cmina, Yepkacbka

06/1acTh

A.M.H. Mopos C.M. A.M.H. Mopos C.M.

KomyHanbHe nignpyueMcTBo | KomyHanbHe — HeKOMepLiiHe  TOBapUCTBO
«/IHinporneTpoBcbKa bararonpodinpHa | «/IHITpONeTpoBChKa baraTonpodinbHa
K/IiHIYHa JIiKapHd 3 HaJaHHA TCUXiaTPUYHOI | K/iHIYHA JIiKapHS 3 HaJlaHHS TMCUXiaTPUYHOL
JoroMoru»  JIHImpomeTpoBCchKOi  00/1acHOI | ormoMoru»  [THIMpoIieTpOBChbKOi  06/1acHOT
pagn», TICUXOHEBPOJIOTiYHe BifilizieHHs | paau», TICUXOHEBPOJIOTiUHe BifmineHHs

(ncuxocomatrnunuk 11eHTp) NelO, M. [IHinpo
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BK/TIOUeHHSI I0ZATKOBOT'O MiCIisl TPOBeIeHHsI K/TiHIYHOTO0 BUMPOOYBaHHS:

Ne [1.I.b. BifgmoBiaJbHOrO AOC/IIIHUKA
n/m Ha3Ba Miclis TpoBe/ieHHs KTiHIYHOTO BUITPOOYBAHHS

1. | nikap Llrona A.P.
ToBapucTBO 3 00MeXXeHOI BiAMOBiAambHICTIO «AliKiomen», Meauuauii rieHtp IQMED,

M. JIBBiB

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

Ne 1910 Big 18.12.2025

Ha3Ba k/iHiuHOr0 BUNIPOOYBaHHS,
KO[|, BepCisd Ta fara

«PaHgomi3oBaHe, moABiliHO-C/iMe, T1UIal[eb0-KOHTPO/IbOBaHe AOCTiMKeHHST 3-1  ¢a3u, 110
MIPOBOJIUTBCS Y Tapajie/ibHUX Tpyrnax 3 BUBUEHHS e(eKTUBHOCTI Ta Oe3MeyHOCTi IperapariB
KarXT + KarX-EC gis nikyBaHHS aKUTarii 1oB’si3aHoi 3 xBopo6oto AsbifreiiMepa (ADAGIO-
2)», CN012-0024, opuriHajbHHMM OPOTOKOJ Bif 21 ymroTtoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YKpaiHa»

CnoHcop, KpaiHa

ToBapuCTBO 3 HeOOMEXXeHOI0 BifmoBifanpHicTIO BpicTon-Matiepc CkBio6 Cepsices, Ipsanzis

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

(miggmuc) (Bnacse im’st TIPI3BUIIE)




Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
12.05.2026 Ne 608

InenTudikallis CyTTeBOI MONpaBKU

Onosnenuii po3gin P. ADDITIONAL DRUG PRODUCTS [ocke AocaifKyBaHOTO J1iKapChKOTO
3acoby MK-1084, Bepcis 092DP2 Bix 04 mrororo 2026 p., aHI/IiMCbKOIO MOBORO; 3amydeHHs
JI0JJATKOBUX JTIKAPCHKUX 3ac00iB, 1[0 BUKOPHUCTOBYIOTHCS sIK TiperapaTy TopiBHsSHHs: 5-FU medac
(5-Propypatmn, 5-dbnyopoyparus, 5-Fluorouracil) po3uuH  gna  iw’ekdit, 50  mr/mi;
Calciumfolinat-GRY® (Kanbwjito ¢omninar, calcium folinate), posuun ang in’exuiii, 100 mr/10 mi;
3asyueHHs] BADOOHUKIB JTiKapCbKUX 3aC00iB, 110 BUKOPHUCTOBYIOTBCS SIK TIPeTIapaTH MOPiBHIHHS: 5-
FU medac — Medac Gesellschaft fuer klinische Spezialpraeparate mbH, Theaterstr. 6, Wedel,
22880, Germany; Calciumfolinat-GRY® — Pharmachemie B.V., Swensweg 5, Haarlem, 2031 GA,
Netherlands; Avastin — Roche Pharma AG, Emil-Barell-Strasse 1, Grenzach, Grenzach-Wyhlen,
Baden-Wuerttemberg, 79639, Germany; 3pa30oK MapKyBaHHSI JiKapCbKOTO 3aco0y 5-
¢dbnyopoyparmi, 50 mr/mn, 10Ma po3uuH A4 iH’ekuii/daakon, Outer Package, Big 16
BepecHs 2025 pOKy, aHIJIIMCBKOIO Ta YKpaiHCbKOIO MOBamM; 3pa30K MapKyBaHHS J1iKapCbKOTro
3acoby 5-¢uyopoypaumn, 50 mr/mui, 10mi po3uwH ans in’ekuidi, Immediate Container, Big 16
BepecHs 2025 pOKy, aHIJIIMCBKOIO Ta YKpaiHCbKOIO MOBamM; 3pa30K MapKyBaHHS J1iKapCbKOTrO
3aco0y bBeBaiu3yma0d, KOHLIEHTpaT [ po3uwHy [jis iHdy3ii/duakon, Outer Package, Big 17
motoro 2026 poKy, aHIVIINCBKOIO Ta YKpaiHCbKOIO MOBaMH; 3pa30K MapKyBaHHS JIiKapCbKOIO
3aco0y beBaru3yma0, KOHI|eHTpaT Ayisi po3unHy 1yis iHGy3il, Immediate Container, Big 17 nroToro
2026 poKy, aHTJiHCHKOI Ta yKpaiHCbKOI MOBaMM; 3pa30K MapKyBaHHs JIiKapChbKOTO 3acoby
Kanbiito ¢osninat, po3uuH pAns iH’ekuiii/duakoH, Outer Package, Big 30 ciuns 2026 poky,
aHITIMCHLKOI0 Ta YKpaiHCbKOIO MOBaMH; 3pa30K MapKyBaHHs JliKapcbkoro 3aco0y Kasbliito
¢doninat, po3unH s iH’ekyil, Immediate Container, Big 30 ciuns 2026 poky, aHT/IiMCbKOIO Ta
yKpaiHCbKOIO MOBaMH; ATecTallisi OI[iHKM Ha TarepoBOMYy HOCII fjig 300py [AaHHUX 3 METOIo
e/IeKTPOHHOI OLiHKK pe3ysbTaTiB jikyBaHHs (eCOA), Bepcig 1.0 Bim 27 cepmusi 2025 poky,
YKPaiHCbKOK MOBOIO

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

Ne 1104 Big 11.07.2025 y pepaxuii Hakazy MO3 Ykpainu Ne 1271 Big 11.08.2025
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Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, BigkpuTe, OaraTorieHTpoBe KiiHiuHe gocmimpkeHHss I da3u gis  oifiHKK
6e3meudocTi Ta edekrtuBHOCcTi MK-1084, 1jeTykcumaby Ta cxemu mFOLFOX6 mopiBHSHO 3i
cxemoro mMFOLFOX6 3 mozfaBaHHsAM GeBal3ymaby abo 6e3 HOrO B SIKOCTi MepIIOi JIiHil Tepartii
JJIl  YYaCHUKIB 3 JIOKAaJbHO DO3MOBCIO/KEHUM HeorepabesbHMM ab0  MeTacTaTUYHHAM
KonopekTasibHUM pakoM 3 Mytangieo  KRAS G12C  (mocnimpkenns KANDLELIT-012)»,
MK-1084-012, 3 inkopriopoBaHor0 nonpaBkoro 02 Big 07 svcromnazga 2025 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 PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




