Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«BigkpuTe mocmimkeHHs ¢asu 1, [0 CK/IAJA€ThCA 3 3 YaCTHH, 3 METOI0 OLIIHKH TOTeHLIIMHUX
B3aeMoii ipernapaty En3zomeni6 (DSP-5336) 3 iHIMMU TiKapChbKUMH 3aco0aMM i BU3HAUEHHS
BIUIMBY TMOpYLIeHHs (YHKLii MeuyiHKA CcepefHbOTO CTYTeHs TSPKKOCTI Ha (papMaKOKiHETHKY,
0e3reyHiCTh i TIepeHOCUMICTb TipernapaTy EH30MeHi0 y JOpOC/IMX MaljieHTiB 3 OHKOJIOTiYHUMU
3aXBOPIOBAHHAMHU TIi3HIX cTafiti», Koa gociimkeHHss DSP-5336-103, Bepcis Big 25 nucromnaza
2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

Cymitomo ®@apma Amepuka, IHK., CIITA / Sumitomo Pharma America, Inc., USA

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

Ensomeni6 (Enzomenib), EH3OMEHIb (ENZOMENIB), DSP-5336; Tabnetku (60 TabneTok y
¢dnakoni); 100 mr (minirpam); Sumitomo Pharma Co., Ltd., Japan; Sumitomo Pharma Co., Ltd.,
Japan; Sumitomo Pharma Co., Ltd., Japan; Sumika Chemical Analysis Service Co., Ltd., Japan;
Sumika Chemical Analysis Service Co., Ltd., Japan; Sharp Clinical Services, USA;
Manufacturing Packaging Farmaca (MPF) B.V., The Netherlands (trading as Sharp Packaging
Solutions, Netherlands)

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUTNIPOOYBaHHS B YKpaiHi;
Bi/iMoBiaibHA 0coba
GioaHasiTuHOI laboparopii Ta
OioaHamiTMuHa 1abopaTopis B
YKpaiHi

1) nikap [Joponina M.B.

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTHO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Bigzain KaiHIYHUX JOCaipKeHb MeaUuuHoro LeHTpy, M. Kuis

2) K.M.H. I'puniuk P.A.

TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTHO «APEHCIA EKCITJIOPATOPI
MEZICIH», BiaziieHHsI HOBITHIX TeXHOJIOTik MeauuHOro 1jeHTpPY, M. IBaHO-PpaHKiBCbK

ITperrapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa




2 MPOJOBXKeHHA fojaTka 1

IormomixHi JTiKapchKi 3aco0w,
BUPOOHMK Ta KpaiHa /miKapchKi
3aco0u CymyTHBOI Tepartii, BADOOHUK
Ta KpaiHa / pO3UMHHUKU, BUPOOHUK
Ta KpaiHa / CyIyTHi MaTepiau /
ropyruuHa abo disuuHa ocoba, sKa
Jli€ 3a ZIOBIpPeHICTIO, Ky Ha/laB
CIOHCOp a00 3asiIBHUK Ha BBE3€HHS
JOCIIpKYyBaHUX, JOTIOMIKHUX
nMiKapChKUX 3aco0biB, J/liKapCbKUX
3aco0iB CyryTHBOI Tepartii,
PO3UMHHUKIB Ta CYIIyTHIX
MaTepiasniB

[Tepkoddenpunon N (Percoffedrinol N), IlepkoddenpuHon® N (Percoffedrinol® N),
Kodein (Caffeine); Tabnetku; 50 mr (minirpam); PAREXEL International GmbH, Germany;
OUTOKCUH HATUBEJIJI (DIGOXINE NATIVELLE), [Aurokcun (Digoxin); TabieTkwy;
0.25 mr (minirpam); PAREXEL International GmbH, Germany;

®nykonason ITYPEH (Fluconazol PUREN), ®nykona3zon (Fluconazole); TBepai kamcymnuy;
200 mr (minirpam); PAREXEL International GmbH, Germany;

ITpakoHason (Itraconazole); po3uuH a7 TepopanbHOro 3actocyBaHHs (150 M po3uwHy y
¢nakoni); 10 mr/mn (minirpam/mininitp); PAREXEL International GmbH, Germany;
Mipasonam-pariodhapmM® (Midazolam-ratiopharm®), Mizgazonam (Midazolam); po3uwH s
repopanbHOro 3actocyBaHHsi (30 My po3uuHy y (akoni); 2 mr/mn (Minirpam/minisiTp);
PAREXEL International GmbH, Germany;

Po3yBacratua 'EKCAJI (Rosuvastatin HEXAL), Po3yBacratus (Rosuvastatin); Tabmeku, BKpUTi
TiBKOBOIO 000/10HKO10; 10 Mr (minirpam); PAREXEL International GmbH, Germany;
KommaHisi, sika [i€ 3a [OBipeHiCTIO, $Ky HajaB CIOHCOp abo 3asBHUK Ha BBE3€HHS
JOCTiIHKyBaHUX, AOTIOMDKHMUX JIiIKADCHKMX 3aco0iB, JliKapchbKuX 3acobiB CyryTHBOI Tepartii,
pPO3uMHHUKIB Ta cymnyTHix MarepianiB: TOB «®PAPMACO®T», Ykpaina (FARMASOFT LLC,
Ukraine)

Hauanbauk ®apmaiieBTHUHOr0 yIpaB/IiHHSA

Onekcanap I'PIHEHKO

(migruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, mojBiliHe crine AOCHi[KeHHS B mnapanenbHux rpymnax ¢asu Il ans oniHku
eeKTUBHOCTi, Oe3MeKd Ta TePeHOCHUMOCTi KOMOiHalii eIeKOT/NpoHy Ta Jamnarsiiio3uHy
TOPIiBHSIHO 3 eJIeKOT/IIMPOHOM Y MOHOTepamii Ta Janariiio3uHOM y MOHOTepartii B JOPOC/INUX
MarjieHTiB i3 1ykpoBuM Aiabetom 2-ro tumny (Eluminate-5)», kog mocmimkenuss D7261C00003,
Bepcist 1.0 Big 18 6epe3nst 2026 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

Enekorninpon (Elecoglipron) (AZD5004, ECC5004, 2758659-09-3); TabjeTKH; B UYOTHPbOX
[l03yBaHHSIX;

[Tnaue6o g0 Enekorninpony (Elecoglipron); Tabnetku;

dopkcira (Forxiga)/Manarnicdnosun (Dapagliflozin) (ganarnigsosuny nponasgion; 960404-48-
2; BMS-512148-05); TabsieTKH, BKPHUTI TUTIBKOBOIO 000/IOHKOIO;

ITnane6o g0 Popkcira (Forxiga)/danarmidosun (Dapagliflozin); TabneTku

Bignosimanshuii (i) gocaigHuk (1)
Ta MicLe (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi;
BiJmoBigjaibHa ocoba
GioaHamiTuHOI /1aboparopii Ta
GioaHasiTuHa s1abopaTopist B
Ykpaini

1) nikap binotkau O.Y.

MeauuHuii LeHTP TOBapuCTBA 3 OOMEXEHOK BiAMOBiATBHICTIO
JiKyBa/IbHO-TIPO(iIakTHUHMM miApo3in, M. Kuis

2) nikap Yynpuna J1.O.

MeauuHWI 1[eHTP TOBapUCTBa 3 OOMEKEHOW BiJmoBimambHiCTIO «lIeHTp ciMeliHOI MeAMLIMHU
TUTIOC», JIIKYBa/IbHO-NIPOQilakTHUHUM Migpo3zin, M. Kuis

3) K.M.H. Murianuy I'.1.

KuiBchKa KiliHiYHa /likapHs Ha 3a1i3HUYHOMY TpaHcropTi Ne2 ¢inii «LleHTp 0XopoHH 3710pOB’si»
aKL[iOHEPHOTO TOBAPUCTBA «YKpaiHChKa 3a/1i3HULIS», LIEHTP KJIiHIYHUX J0C/TiKeHb, M. KuiB

4) p.M.H., ipod. MaHbkoBcKuii b.M.

HepxaBHa ycTtaHoBa «IHCTUTYT TepoHTosiorii iMeni [1.®. Yeboraproa HarjioHanpHOI akazemii
MeIUYHUX HayK YKpaiHW», BifJi/ BUBUEHHS BiK acoOI[ifOBaHUX Kap/[ioMeTabo/IiuHuX
3aXBOPIOBaHb, Bi/lIi/IeHHs JIIKyBaHHS Ta peabisiTariii KapgioMmeTabo/liyHMX XBOpUX, M. K1iB

«EnenbBelic Memikcy,
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[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa

[JoromixkHi ylikapchbKi 3aco6wu,
BHUPOOHMK Ta KpaiHa //liKapchKi
3aco0u CymyTHBOI Tepariii, BAPOOHUK
Ta KpaiHa / pO3UYMHHUKH, BUPOOHUK
Ta KpaiHa / CymnyTHi Marepianu /
ropurdHa abo disuuHa ocoba, sKa
Jli€e 3a IOBIPEHICTIO, IKY HaZlaB
CIOHCOp a00 3asiBHUK Ha BBE3eHHS
JOCJII/PKYBaHUX, JOTTOMDKHUX
MKapChKUX 3aco0iB, JIiIKapChKUX
3acobiB CymyTHBOI Tepartii,
PO3UMHHUKIB Ta CyMyTHIX
MarepiasiB

KowmmaHisi, sika /i€ 3a /IOBipeHiCcTIO, sIKy Ha/aB CIIOHCOp abo 3asBHUK Ha BBe3eHHS
JOCTTiHKyBaHUX, AOTIOMDKHMX JIIKAPCbKMX 3aco0iB, JliKapchbKuX 3acobiB CyIyTHBOI Tepartii,
pPO3uMHHUKIB Ta cynyTHiX matepianiB: TOB «AI'EHIIA «C.M.O.-YKPAIHA»

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miprmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«Pangomi3oBaHe, mozBiliHe ciiirte, mane60 KOHTPO/IbOBaHe, OaraTorieHTPOBe AOCTiKeHHS (ha3u
III y mapanenbHUX rpymnax [Jsl OLiHKY BIIMBY €/1€KOTIJIIMPOHY Ha 3HW)KEHHSI CepLieBO-CYAUHHUX
Mo/[ifl y YYaCHUKIB 3 CepLeBOI0 He0CTaTHICTIO 3i 30epexxeHor0 (pakiieto Bukuay (CH30PB) ta
CeplLIeBOI0 HeJIOCTaTHICTIO 3 MoMipHO 3HIKeHoto ¢pakijiero Bukuay (CHm3H®DB) (Elevate-HF)»,
Koz pocmimpkerHs D7266C00001, Bepcist 1.0 Bix 16 6epe3nst 2026 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

Enekorninpon (Elecoglipron), (AZD5004, ECC5004, 2758659-09-3); TabneTku; B YOTHPbOX
no3yBaHHsix; Hovione Farmaciencia S.A., Portugal; AstraZeneca AB, Sweden; AstraZeneca AB,
Sweden; Fisher Clinical Services Inc., United States (USA); FISHER CLINICAL SERVICES
UK LIMITED, UNITED KINGDOM; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical
Services (Suzhou) Co., Ltd, China; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, UNITED KINGDOM;

[Tnae6o go Enekorminpony (Elecoglipron); Tabnetku; AstraZeneca AB, Sweden; AstraZeneca
AB, Sweden; Fisher Clinical Services Inc., United States (USA); FISHER CLINICAL
SERVICES UK LIMITED, UNITED KINGDOM,; Fisher Clinical Services GmbH, Switzerland;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher
Clinical Services (Suzhou) Co., Ltd, China; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, UNITED KINGDOM
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Bianosiganshuii (i) gocaigHuk (1)
Ta micLe (51) NpoBeZieHHs
BUTIPOOYBaHHS B YKpaiHi;
Bi/ITOBiZia/TbHA 0Ccoba
GioaHamiTuHOI 1aboparopii Ta
GioaHasiTHuHa /1abopaTopist B
YkpaiHi

1) K.M.H. Mumianmu I'.1.

KuiBchKa KiliHiYHa JlikapHs Ha 3ami3HUYHOMY TpaHcropTi Ne2 ¢inii «LleHTp 0XopoHH 3/10pOB’si»
aK1[iOHEPHOTO TOBAPUCTBA « Y KpPAalHChKA 3a/i3Hul[s», LIeHTp KIiHIYHUX JOCTiKeHb, M. KHUiB

2) nikap [onewp O.A.

ToBapucTBO 3 0OMeXeHOH BiAmoBigampHiCTIO «Menoya-KiiHik», mikKyBanbHO-TIpOdiTaKTHUHUN
migpo3au1 MeauuHoro 1eHTpy, M. Kuis

3) K.M.H. Baiina M.®.

KoMyHanbHe HeKOMepLiliHe TMiATPUEMCTBO «3aKapraTChKuii 00/acCHWMA K/TiHIYHUN T1IeHTP
Kapziosiorii Ta KapAioxipyprii» 3akaprmarcbkoi 006iacHOi pajiy, crieliiasioBaHe BiffisieHHS /s
XBOPUX 3 iHpapKTOM MioKapAy, M. Y>Kropoz

4) nikap Anekceesa J1.3.

KomyHanbHe HekoMepLiiiHe mignpueMcTBO «CBsSTO-MuxanniBcbKa K/iHIYHa jikapHsa M. KueBa»
BUKOHaBUOro oprany KuiBcbkoi Mickkoi paau (KuiBcbkoi MicbKoi JepkaBHOI afMiHicTpariii),
BiZiji/IeHHsI TOCTPUX KOPOHAapHUX CTaHiB, M. KuiB

5) A.M.H. Miienko JI.A.

Hep>kaBHa ycTaHoBa «HaljioHa/ibHUM HayKOBUM LIeHTp «IHCTUTYT Kappaiosorii, KmaiHiyHOi Ta
pereHepaTUBHOI MeULIMHU iMeHi akazemika M./I. Ctpaxkecka HarlioHanbHOT akazieMil MeuuyHUX
HayK YKpaiHu», Bifiin apTepiaspHOI rinepreHsii Ta KoMopbigHO1 maTtosorii, M. Kuis

[NpemnapaTyl MOPiBHSAHHS, BUPOOHUK
Ta KpaiHa

Ioromi>kHi JTiKapchKi 3acoowu,
BHUPOOHUMK Ta KpaiHa //liKapchki
3aco0u CymnyTHBOI Tepartii, BUDOOHUK
Ta KpaiHa / pO3UMHHUKU, BUPOOHUK
Ta KpaiHa / CyIyTHi MaTepiau /
ropuanuHa abo ¢iznuHa ocoba, sika
Jli€ 3a ZIOBIPEHICTIO, Ky HaZlaB
crioHcop abo 3asiBHUK Ha BBe3eHHSsI
JOCIIPKYyBaHUX, JOTIOMIKHUAX
nMiKapChKUX 3acobiB, JliKapCbKUX
3aco0iB CymyTHBOI Tepartii,
PO3UMHHMUKIB Ta CYIyTHIX
MaTepiasiB

@opkcira  (Forxiga)/danarmicdno3un  (Dapagliflozin)  (960404-48-2, BMS-512148-05,
Janariio3uHy rpornaHziosn); TabseTky, BKPUTI TUTiBKOBOIO 000m0HKOw; 10 mr; AstraZeneca
AB, Sweden; Fisher Clinical Services Inc., United States (USA); FISHER CLINICAL
SERVICES UK LIMITED, UNITED KINGDOM; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, UNITED KINGDOM; AstraZeneca Pharmaceuticals LP,
United States (USA); Fisher Clinical Services Inc., USA;

KommaHisi, sika [i€ 3a [JOBipeHiCTIO, $Ky HajaB CIOHCOp abo 3asBHUK Ha BBe3€HHS
JOCTiKyBaHUX, AOTOMDKHUX JIiKapCbKMX 3aco0iB, JliKapchbKuX 3aco0iB CyIyTHBOI Tepartii,
PO3UMHHUKIB Ta CynyTHix Marepianis: TOB «ATEHLIISA «C.M.O.-YKPATHA»

HauanbHuk ®@apManeBTHYHOr0 yIpaB/IiHHA

Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITPI3BBULLE)



HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«Pangomi3oBaHe, mozBiliHe ciiirte, mane60 KOHTPO/IbOBaHe, OaraTorieHTPOBe AOCTiKeHHS (ha3u
IIT y napasienbHUX rpymnax A/l OLiHKY BIUIMBY eJIeKOIJIIMPOHY Ha 3HW)KEeHHsI HUPKOBUX TMOJIN Ta
CMepTHOCTi y y4YaCHHKIB i3 XpoHiuHOr xBopobOoro HHMpOK (Elevate-CKD)», koA AOCTiHKeHHS
D7265C00001, Bepcist 1.0 Big 16 6epesnst 2026 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

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

Enexorninpon (Elecoglipron) (AZD5004; ECC5004; 2758659-09-3); TabneTku; B YOTUPHOX
no3yBaHHsx; Hovione Farmaciencia S.A., Portugal; AstraZeneca AB, Sweden; AstraZeneca AB,
Sweden; Fisher Clinical Services Inc., United States (USA); FISHER CLINICAL SERVICES
UK LIMITED, UNITED KINGDOM; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical
Services (Suzhou) Co., Ltd, China; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, United Kingdom;

[Tnae6o mo Enekorsinpony (Elecoglipron); Tabnetku; AstraZeneca AB, Sweden; AstraZeneca
AB, Sweden; Fisher Clinical Services Inc., United States (USA); FISHER CLINICAL
SERVICES UK LIMITED, UNITED KINGDOM,; Fisher Clinical Services GmbH, Switzerland;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher
Clinical Services (Suzhou) Co., Ltd, China; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, United Kingdom

Bignosimansuuii (i) gocaigHuk (1)
Ta MicLe (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi;
BiJmoBigjaibHa ocoba
GioaHamiTuHOI 1aboparopii Ta
GioaHasiTuHa s1abopaTopist B
YkpaiHi

1) nikap Kosomitiuyk H.O.

KoMyHanbHe HekoMepLiliHe mignpuemMcTBo «MenuuHuii 1jeHTp Micta KueBa» BHKOHABYOIO
oprany KwuiBcbkoi Micbkoi pagu (KuiBcbkoi MicbKOI [ep>kaBHOI ajMiHicTpallii), /iKyBanbHUMN
nigpo3ain Ne2, BiamineHHs rocritasibHOl Hedposiorii Ta Aianizy Ne2 3 masaTor0 iHTeHCHUBHOI
Tepariii, M. Kui
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2) nikap Yynpusa J1.O.

MeauuHUI 1[eHTP TOBapHCTBAa 3 OOMEKEHON BiJmNoBimambHiCTIO «lIeHTp ciMelHOI MeMLMHU
TUTIOC», JIIKYBa/TbHO-NIPOQilakTHUHUM Migpo3zin, M. Kuis

3) A.M.H., ipo@. [TenTrok H.O.

KoMyHanbHe HeKoMepIjiliHe MiJinpueMCTBO «BiHHMIIbKA MicbKa K/liHiuHa jikapHs Nel», KliHiuHe

TeparieBTUYHe BifzineHHss Nel, BiHHMLIbKMII  Hal[iOHaJbHUM  MeAUUHUM  yHiBepCUTET
iM. MLI. [Tuporoga, Kadezapa nporefeBTUKHA BHYTPIilIHLOI MeAULMHU, M. BiHHULs

[pemnapaTyl MOpiBHSIHHS, BUDOOHUK | —

Ta KpaiHa

Ioromi>kHi JTiKapchKi 3acoowu, @®opkcira  (Forxiga)/Oanarmignosun  (Dapagliflozin)  (gamarnidnosuny — mpomaszion);

BHUPOOHMK Ta KpaiHa //liKapchki
3aco0u CymnyTHBOI Tepartii, BUPOOHUK
Ta KpaiHa / pO3UMHHUKU, BUPOOHUK
Ta KpaiHa / CyIyTHi MaTepiau /
ropuanuHa abo ¢iznuHa ocoba, sika
Jli€ 3a ZIOBIPEHICTIO, Ky HaZlaB
crioHcop abo 3asiBHUK Ha BBe3eHHSsI
JOCIPKYyBaHUX, JOTIOMIKHUAX
nMiKapChKUX 3acobiB, JliKapCbKUX
3aco0iB CymyTHBOI Tepartii,
PO3UMHHMUKIB Ta CYITyTHIX
MaTepiasiB

BMS-512148-05; 960404-48-2; TabieTku, BKPUTI TUTiIBKOBOIO 000/10HKOIO; 10 mr; AstraZeneca
AB, Sweden; Fisher Clinical Services Inc., United States (USA); FISHER CLINICAL
SERVICES UK LIMITED, UNITED KINGDOM; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, United Kingdom; AstraZeneca Pharmaceuticals LP,
United States (USA); Fisher Clinical Services Inc., USA;

KommaHisi, sika [i€ 3a [JOBipeHiCTIO, $Ky Ha/aB CIOHCOp abo 3asBHUK Ha BBE3€HHS
JIOCTiHKyBaHUX, AOTMOMDKHUX JIiIKapCbKMX 3aco0iB, JliKapcbKuX 3aco0iB CyIyTHBOI Tepartii,
PO3UMHHUKIB Ta CynyTHix Matepianis: TOB «ATEHLIISA «C.M.O.-YKPATHA»

HauanbHuk ®@apManeBTUYHOr0 YIpaB/IiHHA

Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, mojBiliHe crine AOCHi[KeHHS B mnapanenbHux rpymnax ¢asu Il ans oniHku
eeKTHUBHOCTi, 6e3MeKu Ta MepeHOCHMOCTI eeKOTJINPOHY TOPiBHAHO 3 T1alebo B A0POC/IUX
MaIfieHTiB i3 IyKpoBUM [liabeToM 2-rO0 TWITy Ta MOpYIIeHHSIM (YHKIii HUPOK Ha T/i Tepartii
nmanarmidso3uaom (Eluminate-4)», kog mocmimkerns D7261C00004, sepcisa 1.0 Big 12 GepesHs
2026 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

Enekorninpon (Elecoglipron) (AZD5004; ECC5004; 2758659-09-3); Tab/eTKH; B UOTHPbOX
[l03yBaHHSIX;
ITnaue6o g0 Enekorninpony (Elecoglipron); TabneTku

Bignosimaneuuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi;
Bi/iMoBiaibHA ocoba
GioaHasniTuHOI labopatopii Ta
OioaHamiTMuHa 1abopaTopis B
YxpaiHi

1) nikap binotkau O.Y.

MeauuHWM 1LIEHTP TOBapucTBa 3 0OMeXeHOI BiAmnoBifaneHicTIO «EgenbBeric Memike»,
niKyBanbHO-TIpodiakTUUHKMN TiApo3Aia, M. Kuis

2) nikap Yyrnpuna JI.O.

MeguuHUl 1]eHTP TOBAapUCTBA 3 OOMEXEHOI BiJNoOBifanbHICTIO «I]eHTp ciMelHOI MeAUIUHU
TUTFOC», JTIKYBabHO-TIPOGiTaKTUUHUHN TTigpo3aia, M. Kuip

3) K.M.H. Muiiaauu I'.1.

KuiBcbKa K/TiHiUHa JiKapHS Ha 3a/1i3HUYHOMY TpaHcriopTi Ne2 ¢isii «LleHTp 0X0OpoHU 370pOB’si»
aKL[IOHePHOT'O TOBAPUCTBA «YKpaiHChKa 3a/li3HULIS», LIeHTP KJIIHIUHUX J0C/IiKeHb, M. KuiB

4) K.M.H., foueHT Tomarikepuy I'.1.

KoMyHanbHe HeKoOMepLjiliHe MipueMCcTBO «BiHHMIIbKaA MicbKa KiliHiuHa jikapHs Nel», KliHiuHe
TeparneBTUYHe BifzisieHHs Nel, BiHHULBKUN Hal[iOHA/IbLHUM MeJUUYHUWM  yHiBepCcUTeT
im. ML.I. Tluporoga, Kadezpa npornefeBTUKN BHYTPIlIHbOI MeAULIMHU, M. BiHHULIS

ITperrapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa




2 TPOJOBXKEHHA 0JaTKa 5

[JornomixkHi ylikapchbKi 3aco6wu,
BUPOOHUK Ta KpaiHa //iKapchKi
3aco0u CymyTHBOI Tepariii, BADOOHUK
Ta KpaiHa / pO3UMHHUKU, BUPOOHUK
Ta KpaiHa / CylnyTHi Marepianu /
ropuanuHa abo ¢isnuHa ocoba, sika
Jli€ 3a ZIOBIPEHICTIO, Ky HaZlaB
CTIOHCOP abo 3asiBHUK Ha BBe3eHHs
JOCJII/PKYBaHUX, JOTIOMDKHUX
MKapCchKUX 3aco0iB, JTIKApCBKUX
3acobiB CymyTHBOI Tepartii,
PO3UMHHUKIB Ta CyMyTHIX
MarepiasiB

@opkcira  (Forxiga)/Oamarnidnosun  (Dapagliflozin)  (mamarnidnosuHy — mpomaHgion);
960404-48-2; BMS-512148-05; TabeTKH, BKPUTI TITIBKOBOIO 000JIOHKOIO;

Kowmmanisi, sika /i€ 3a /OBipeHiCTIO, sSIKy Ha/aB CIOHCOp abo 3asBHUK Ha BBE3eHHS
JOCTi/IKyBaHUX, AOTIOMDKHUX JIiIKAPCHKMX 3aco0iB, JliKapchbKuX 3acobiB CyIyTHBOI Tepartii,
PO3UMHHUKIB Ta CynyTHiX Marepianie: TOB «ATEHII «C.M.O.-YKPATHA»

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miggmuc) (Bnacne im’s TTPI3BULLE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHHI TIPOTOKOJ KiiHiyHOTO BUMpoOyBaHHs, Bepcisi 4.0 — ITompaBka 3 Big 06 GepesHs
2026 poky, aHrmikcbKor0 MoBOr; OHOBeHa Opolypa [Joc/ifHuKa To Tiperapaty AZD7798,
penakuis 3.0 Big 12 BepecHst 2025 poky, aHTJTiliCbKOK MOBOIO

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

Ne 1268 Big 19.07.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«[Togsitine cine, myarie60-KOHTPOIbOBaHe A0C/i/pKeHHS ¢da3u Ila Ay oriHku eeKTUBHOCTI Ta
6e3neku AZD7798 y maijieHTiB 3 xBopoOoto KpoHa Bifi cepeJHBOTO 10 TSPKKOTO CTYTIeHs] BaXKKOCTi
(AMAJITES)», D9690C00005, Bepcis 3.0 — IToripaBka 2 Biz 19 6epe3ns 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

Hauanbauk ®apManeBTUYHOr0 ypaB/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»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHHH TIPOTOKOJ KiiHiuyHOTO BUMpoOyBaHHs MK-7240-013, 3 iHKOPITOPOBaHOIO TIOMIPABKOIO
04 Biz 07 kBiTHsA 2026 pOKY, aHT/1iliCbKOIO MOBOIO; OHOBJIeHe J10Chbe JOC/TiI)KYBAaHOTO TIKapChKOT0
3acoby MK-7240, Bepcisi 093SG5 Big 06 xBiTHs 2026 pOKy, aHIJIiHCBKOH MOBOR; 3aiyudeHHs
JI0JJaTKOBUX BHUPOOHMUMX [i/ISHOK IOC/IiZPKYBAHOTO Jlikapchkoro 3acody MK-7240 Ta riaie6o y
aBToiH’ekTOpi: MSD International GmbH, Ipnangis (Dublin Road, Carlow, R93 KF74, Ireland);
PPD Development LP, CIIA (8551 Research Way Suite 90, Middleton, WI, 53562-4664);
Ykpaina, MK-7240-013, [ndopmaljisi Ta JO0KyMeHT Tpo iHQOPMOBaHy 3roAy [/l TallieHTa, BepCis
02 Big, 04 tpaBHs 2026 p., yKpalHCbKOI MOBOO

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

Ne 1271 Big 11.08.2025

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, 1o/BiMiHe crtimie, r1areb0-KOHTPO/ILOBaHe AoCTipKeHHs ¢asu IIb ayia oriHKu
edeKTUBHOCTI Ta Oe3rmeKkyd TymicoKibapTy B Y4YaCHUKIB i3 peHTreHorpadiyHMM aKciaTbHUM
CMIOHJWI0ApPTPUTOM  (QHKL/IO3yHOUMM  CioHAWIITOM)», MK-7240-013, 3 iHKOpPIOpPOBaHOO
nioripaBkoro 02 Bizg 17 mmunHs 2025 poky

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifnoBifampHicTIO «MCJ/I YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

Hauanbauk ®apManeBTUYHOI0 yNpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

Hocwe pocsimpKyBaHoro ikapcekoro 3acody MT-201 IMPD (Quality — Drug Substance, Quality —
Drug Product), Po3xin 2.1.S.7 Stability, Po3gin 2.1.P.8 Stability, pegakuia 1.2 Big 11 TpaBHS
2026 p.; ITogoBkeHHs TepMiHYy TPUAATHOCTI [JOC/TiKYyBaHOTO JiKapchKoro 3acoby MT-201,
100 mr/mn (3 mn / hakoH), po3uunH A7s iH’ €Ki 3 12 g0 18 Micsiis

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 471 Big 07.04.2026

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«bararorienTpoBe TMatdgopmHe gocmimpkeHHs II dasu 3 oiiHku Oe3nevyHocTi, edeKTHBHOCTI,
(hapMakoKiHETUYHUX | papMaKo/[MHAMiIYHUX TTapaMeTpiB MPH 3aCTOCYBaHHI Pi3HUX BU/IB Teparii B
yUYacCHUKIB i3 xBopoboro KpoHa B akTHBHii (opmi UM BHPa3KOBHMM KOJITOM B aKTHBHiH (opmi
(komoBe mo3HaueHHs: ASCEND-IBD)», MT-100-201, OcHOBHMI NpPOTOKOJ KJ/IiHIYHOTO
BurnpobyBanHss MT-100-201, ocratouna pezakuis 3.0 Big 16 rpyaus 2025 p.; JogaTok 1jojo
IeBHOro BUAy pocmifKysaHol Teparii MT-100-201-ISA-MT-201-SOC-PROBECD, ocrarouna
pegakuist 1.0 Big 26 rpyans 2025 p.

3asBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXEHOIO BIJATIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHr POTOKOJ KiiHiuyHOTO BUMpoOyBanHs MK-2140-010, 3 iHKOPITIOPOBaHOIO TIOTIPABKOIO
05 Big 26 Oepesnsi 2026 poKy, aHI/IMCbKOIO MOBOW; bpornypa gociigHuka Zilovertamab
Vedotin/3unoBepramab BegotrH (MK-2140), Buganss 11 Big 09 6epe3nst 2026 poKy, aHT/TiMCHKOI0
MOBOIO; ATecTallisl OL[iHKA Ha TIariepoBOMY HOCIi st 300py /aHWX 3 METOH eIeKTPOHHOI OL[iHKH
pe3ysnbTaTiB jikyBaHHs (eCOA), Ukrainian (Ukraine) V1.0 27-Aug-2025, yKpaiHCbKOIO MOBOIO;
Ykpaina, MK-2140-010, Indopmarjisi Ta JOKyMeHT 1po iHpopMoBaHy 3rofy AJs Talli€eHTa, Bepcis
02 Big 21 kBiTHA 2026p., yKpaiHCbKOK MOBOIO; OHOBeHi po3gimu 3.2.5.2.2, 3.2.5.2.3, 3.2.5.2.6,
3.2.5.44, 3.2.5.7.1, 3.2.5.7.3 [locke MAOCi/PKyBaHOTO JiiKapcbKoro 3acoby MK-2140,
Bepcist 093X6P Big 09 kBiTHS 2026 POKY, aHI/TiMICHKOHO MOBOIO

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

Ne 2072 Big 10.12.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Pangomi3zoBaHe, BigkpuTe, OaraTtorieHTpoBe mociimkenHs III ¢a3u 3unoBepramaby BemOTUHY
(MK-2140) y xombiHarii 3i cxemoto R-CHP mnopiBHsiHO 3 mikyBaHHSM 3a cxemoro R-CHOP y
yUaCHUKIB 3 paHillle HeliKoBaHO /in¢y3HO0 B-BemkokaiTHHO iMpomoro (waveLINE-010)»,
MK-2140-010, 3 iHkopriopoBaHo0 nonpaBkoro 03 Bij 22 KBiTHs1 2025 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

Bpouypa gocnigauka JNJ-56021927 (ananyrtamiz), Buganss 20 Big 30.03.2026 p.

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

Ne 589 Big 15.06.2016

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«PanziomizoBaHe, TmoBiliHe Crline, T1alle00-KOHTPOIbOBaHe, KiHiUHe AOCTipKeHHs 3 dasu
nperiapaty JNJ-56021927 y mnaijieHTiB 3 BHCOKWM DPH3MKOM JIOKaJi30BaHOTO abo MiclieBo-
PO3MOBCIO/PKEHOTO paKy IlepeMiXypoBOi 3as03u, [0 OTPUMYKOTh JiKyBaHHS TM€PBUHHOIO
MpoMeHeBo0 Teparmier», 56021927PCR3003, 3 [MonpaBkoro 5 Big 05.06.2025 p.

3asBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», besnbris

CrioHCOp, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrig

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

ImenTudikariis cyrreBoi morpaBku | OHOBJ/IEHHI MPOTOKO/ KTiHiYHOTO BUNpoOyBaHHs M19-388, Bepcist 9.0 Bizg 17 moToro 2026 poky;
Bporirypa gocsifgHyKa s JOCTiPKyBaHOTO Jlikapcbkoro 3aco0y Benetoknakc (ABT-199), Bepcist
18 Big 16 ciuns 2026 poky; Indopmariis gns mauieHta Ta iHdQopMoBaHa 3rojja Ha ydacTb Y
HayKOBOMY JOCJiKeHHi, Bepcis 6.0 mna Ykpainu Bifg 23 mororo 2026 poky, yKpaiHCBKORO,
AHTJIICHKOI0 Ta POCIMCHKOI0 MOBaMU; 3MiHa Ha3BH MiCIIsl MPOBe/IeHHs K/IiIHIYHOTO BUITPOOYBaHHS:
BYJIO CTAJIO

3aB. BiagieHHsaM YceHKo ['.B. 3aB. BifjuieHHsaM Y ceHKo ['.B.

KomyHanbHe HeKkoMepijiliHe mignpueMcTBo | KoMyHanbHe HeKOMeplijiliHe —TiJIIPUEMCTBO

«Miceka kniHiyHa mikapHs Ned» [THINpoBcbKOi | «MickKa KiiHiuHa iKapHs Ned» [THINPOBCHKOI

MIiCbKOI pajy, TreMaroJ/IoTiuHe BiJJiJIeHHs], | MICbKOI paju, reMarToJIOriyHe BiJJiIeHHS 3
M. JIHinpo O70KOM  TpaHCIIaHTALlii  reMOMOeTUYHUX
CTOBOYPOBUX KJIITUH, M. [THIirpo

Howmep ta fara Hakazy MO3 1ipo Ne 1118 Big 28.06.2022
MPOBeIeHHs K/IIHIYHOTO

BUTIPOOYBaHHS

Hasga kniniuHoro BunpoOyBaHHs, | «[Ipo/ioB>KeHe [OC/iiyKeHHsT BEHETOK/IAKCY Yy TIALi€HTIB, sIKi 3aBepIM/IA yuacTb y TOMepeJHbOMY
KO/I, BepCisi Ta jjata KJIiHIYHOMY BUMPOOYBaHHiI BeHeTOK/Iakcy», M19-388, Bepcis 8.0 Big 28 ymoToro 2025 poky
3asiBHUK, KpaiHa E66Bi biodapmacerortikan3z 'm6X, I1IBetijapis

CrnioHcop, KpaiHa «E66BI Ink», CIIIA / AbbVie Inc., USA

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHHH TIPOTOKOJ KiHiYHOTO BUTpoOyBaHHS MK-2140-003 3 iHKOPIIOpPOBaHO TIOMPABKOIO
08 Big 27 Gepesns 2026 poky, aHriilcbkoro MoBoro; OHoBrieHi po3gim 3.2.S.2.2, 3.2.S.2.3,
3.2.5.2.6, 3.2.5.4.4, 3.2.5.7.1, 3.2.5.7.3 [locke moC/imKyBaHOTO JiiKapcbKoro 3acody MK-2140,
Bepcii 093X6P Big 09 kBiTHa 2026 poKy, aHr/IiMCbKOK MOBOH; YKpaiHa, MK-2140-003,
[Hdopmatiist Ta JOKyMeHT Mpo iHpopMoBaHy 3roAly AJis naljieHTa, Bepcisi 02 Big 21 kBiTHs 2026 p.,
YKPaiHCbKOK MOBOIO

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

Ne 1598 Biz 17.09.2024

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«bararolrjeHTpoBe, BiJJKpHTe, paHZOMi30BaHe, 3 aKTWBHUM KOHTpOJIEM [AOCTi/pKeHHs 2/3 da3u
sunoBeptamaby BegotuHy (MK-2140) y KoMbiHallii i3 cTaHZAPTHUM JTiKyBaHHSIM Y TIAI[iEHTIB 3
peuyavBytouot0o  abo  pedpakTepHOor0  audy3HOH — B-BeMMKOKIITUHHOK  JiM(OMORO
(waveLINE-003)», MK-2140-003, 3 inkopnopoBaHoto nonpaskoro 07 Bizg 09 kBiTHs 2025 poky

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifgnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

Hauanbauk ®apManeBTUYHOr0 yNpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

Onosnena bpouiypa pocnignuka no npenapaty Olaparib (AZD2281, KU-0059436), Bepcis 25.0
Bif 24 Gepe3ns 2026 poKy, aHI/TMCBbKOIO MOBOI; OHOBJEHWH PO3ZLT [JOCE JOCHTi[KYBaHOTO
mikapcekoro 3aco0y Olaparib (AZD2281, KU-0059436) — [laHi momepeAHbOr0 K/IiHIUHOTO
BUNPOOYBaHHS Ta [OCBil 3acTOCyBaHHS Ha JitoAgx (K/miHiuHa QapMakosoris, KiaiHiuHa
(apmakokiHeTUKa, BIUIMB Ha JIIOIMHY Ta CIIiBBi/IHOIIEHHSI KODUCTH/PU3MK), Bepcis 24 BiA
24 6epe3nst 2026 poky, aHr/1ilcbKO0 MOBOIO; [10/10B)KeHHsI TPUBAJIOCTI JOC/iI)KeHHs: B YKpaiHi 10
31 TpaBHs 2028 poky

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

Ne 1012 Big 24.05.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«PanziomizoBaHe, noziBiliHe cire, miarie60-KOHTpo/boBaHe, fqocimkents 111 dasu miaTpuMyrouoi
MOHOTepartii osiartapubom y ydacHukiB 3 BRCA Wild Type po3noBcromkernnm (FIGO cragis I11-
IV) cepo3Hum abo eHJJOMETpiOIIHUM paKOM SIEUHWKIB BHUCOKOTO CTYIIEHIO 3/IOSKICHOCTI TIic/is
BiJIMOBiZIi Ha CTaHJApTHY I[JIAaTUHOBMIiCcHY XiMmioTepamito mepioi JjiHii (MONO-OLA1)»,
D9319C00001, Bepcig 2.0 Big 09 cepnus 2023 p.

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

Hauanbauk ®apManeBTUYHOI0 yNpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Hopartok 14

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[,0pPOB’S
Ykpainu «I1po npoBefieHHsT KTiHIYHHAX
BUTIPOOYBaHb JTiIKapChKUX 3aCc00iB Ta
3aTBep/’KeHHS CyTTEBHX IONPABOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MOMpPaBKU

OwnoBnenuti po3fin P.8 «CrabimbHicTb» [loCcke AOCTIKyBaHOTO JlikapchbKoro 3acoby 1Y 3502970,
Bepcis Bif KBiTHs 2026 poKy aHTJIiiCbKOIO MOBOIO, TIPO/IOB)KeHHsI TepMiHy mipuaatHocTi [OJI3 go
36 micsiiB; Komriekt marepiasiB ass mnariieHTiB: TTociOHUK Ay yuacHUKA JOCTiKEeHHsI, BepCist
3 Big 07 ciuns 2026 poky ykpaiHcbkoro MoBoto (Study-Guide_Master_ v3_07Jan2026_UK); Jluct
nikapsi Ay mauieHTa, Bepcig 2 Bix 07 ciuns 2026 poky ykpaiHcbkoro moBoro (Letter-Doctor-to-
Patient_Master_v2_07Jan2026_UK); Iudopmarijitituii OykieT Tpo [AOCTipKeHHs, Bepcis 3 Bij
07 ciuns 2026 poky ykpaiHcekoro mMoBoto (GZPW_Flyer_Master_v3_07Jan2026_UK); Bpoiypa
Mpo JAoCdifKeHHs, Bepcii 3  Big 12 r1pygHa 2025 pokKy  YKpalHCBKOK — MOBORO
(Brochure_Master_v3_12Dec2025_UK); 3B’s30k i3 pgocriimkeHHsiM, Bepcis 4 Big 07 ciuns
2026 poky ykpaiHcbkoro MoBow  (Study-Connect-Participant_Master_v4_07Jan2026_UK);
[TocibHMK 3 HU3BKOrO PiBHS T/MIOKO3U (IL[yKPYy) B KpOBi, Bepcis 2 Bixg 26 cepmHs 2025 poky
YKPaiHCbKOO MOBOIO (CT_Hypo-Awareness-Brochure_ Master_v2_26Aug2025_UK);
[HdopmariiiiHuii moctep npo AoctifKeHHs:, Bepcis 3 Big 07 ciuns 2026 poky yKpaiHChKOH MOBOHO
(Poster_Master_v3_07Jan2026_UK); Megia-maTepianu «B yomy nonsirae gocnimkenHss ATTAIN-
Outcomes?», Bepcis 1.0 Big 15 ciunsi 2026 poky ykpaiHcekoro MoBoro (Eli Lilly - ATTAIN-
Outcomes Study - UYS - 15-JAN-2026 - Ukrainian (Ukraine) - V1.0); [ndbopmatiiitina KapTKa A/si
y4acHUKa JOC/ipkeHHs «BU cTpakzaeTe Ha 3aXBOPIOBaHHS Ceplidl UM HUPOK?», Bepcis 1.0 Bif
14 ciuns 2026 poky ykpaiHcbkoro MoBoto (ATTAIN-Outcomes Study - Palm Card - 14-JAN-2026
- Ukrainian (Ukraine) - V1.0)

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBAHHS

Ne 52 Big 15.01.2026

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«PaHgomi3oBaHe, To/BiliHe cJiirie, ryiarjeb60-KOHTPOJILOBaHe, TIO/iiHO-OpiEHTOBaHe [OC/iyKeHHS
[II ¢a3u 3 meTo0 BUBYEHHS BIUVIMBY OPQOPIJINPOHY Ha YaCTOTy BHWHUKHEHHS 3HAUHHUX
HEeCTIpUST/IMBUX SBUL 3 OOKYy CepLieBO-CYAMHHOI CHCTeMH Yy TIAlliEHTiB 3 BCTAHOBJIEHUM
aTepPOCK/IEPOTUYHUM CepLIeBO-CYAMHHUM 3axXBOPIOBAHHSM 1/ab0 XpOHIUHMM 3aXBOPHOBAHHIM
HUpOK (ATTAIN-Outcomes)», J2A-MC-GZPW, Bepcis 3 nonpaBkoto (a) Big 26 BepecHs 2025

POKY




2 MPOJOBXKEeHHA fojartka 14

3asiBHUK, KpaiHa «Eni Jlinai Bocrok CA», IIBetijapisi
CnoHcop, KpaiHa Eni Jlinni eng Komnani, CHIA / Eli Lilly and Company, USA
Hauvanbank ®apmaiieBTHYHOr0 yIpaB/IiHHS Onexkcanap I'PINEHKO

(mignuc) (Bnacse im’st TTIPI3BUIIIE)




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHu MPOTOKO KaiHiuHOTO BUMpoOyBaHHs: MK-3475-U01, 3 iHKOPIIOPOBaHOIO TIOTIPAaBKOIO
16 Big 21 kBiTHs1 2026 poky; OHOB/IEeHUI MPOTOKOM KiiHiuHOro BUnpobyBaHHs MK-3475-01A, 3
IHKOpriopoBaHow mnomnpaBkor 12 Big 21 kBiTHA 2026 poky; YkpaiHa, MK-3475-U01,
nigmocnimkenHss MK-3475-01A, IHdopmatiist Ta JOKyMeHT Tipo iHhOpMOBaHy 3roAy A/is MaljieHTa,
Bepcis 03 Big 13 TpaBHs 2026 p., yKpaiHCbKOK MOBOIO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1832 Big 02.12.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«KEYMAKER-UO01, OcHoBHe [joC/Ti/pKeHHsT: TapacobKoBe Aocaimkenns I/11 ¢a3 3 moueproBumu
rpyramMu JOC/TiKyBaHUX TIperapariB, meMOposiizymabom Ta XimioTeparii€ro, sk MOHOTepartisi abo
y CKjazii KOMOiHallili TipemnapariB, B yUYaCHUKIB 3 He/IpiOHOKTTHHHUM pakoMm JjiereHiB (HIKPJT)»;
«KEYMAKER-UO1, miaggocnigkxenHs 01A: napacosibkoBe pociimkeHHs I/I1 ¢a3 3 nmouepropumu
rpyraMy JOC/TiZPKYBaHUX TperapariB, 3 memoOpostizymabom y KoMbiHarlii 3 ximioteparieto abo Oe3
Hel, y paHillle HeJiKOBaHMX yYYaCHHUKIB 3 He/[piOHOK/IiTHHHKUM pakom JiereHiB (HAKPJI) IV cragii»,
MK-3475-U01, 3 iHkopriopoBaHoro ronpaskoro 15 Bif 19 cepmusa 2025 poky; MK-3475-01A, 3
IHKOpPNOpoBaHOM MorpaBkoro 11 Biz 23 BepecHs 2025 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA 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»
10.06.2026 Ne 772

ImenTudikallis CyTTEBOI TOMPaBKK | 3MiHa Ha3BU MiCLisl TIPOBe/IeHHs KJIiHIYHOTO BUMPOOYBaHHS:

BYJIO

CTAJIO

nikap Cazoscbka B.B.

YHiBepcuTeTChbKa  JiiKapHsi ~ BiHHMIBKOrO
HAL[lOHA/IbHOTO ~ MeJWYHOr'0  YHIBEpPCUTEeTYy
iM. M.L ITuporoga, amM0Oy/1aTopHo-
[llarHOCTHUYHe BijzineHHs, M. BiHHULA

nikap Cazoscbka B.B.

«YHiBepcUTETCbKA KIIiHIKa»  BiHHHLIBKOrO
HAL[lOHA/IbHOTO  MEJWYHOI'0  YHIBepCUTeTYy
iMm. M.L. TluporoBa (JiKyBa/JbHO-HaBUaIbHO-
HayKOBUH IIeHTp), aM0y/1aTOPHO-/[iarHOCTUYHE
BigmineHHs, M. BiHHULS

Howmep ta fara Hakazy MO3 1ipo Ne 662 Big 17.04.2025
MPOBeIeHHs K/IIHIYHOTO

BUTIPOOYBaHHS

Hasga kniniuHoro BunpobyBanHsi, | «@a3a II-III BuripoOyBaHHS A/s1 OLiHKKA edeKTUBHOCTI Ta Oe3rekd TMiAIIKIpHOT KaacTepHOI

KO/, BepCis Ta ziara IMyHOTeparIii y IarLji€HTiB, IIJ0 CTPa)K4ar0Th Ha ajleprito Ha KJjilja JoMalHboro nuay», SC-3H2A,
Bepcis 3.0 Big 08 kBiTHS 2025 poky

3asiBHUK, KpaiHa ToBapuCTBO 3 00MeXXeHO0 BiznoBifanpHicTIO «@apmakci Kitinikan Pucepu», YkpaiHa

CrioHCOp, KpaiHa POKCAJIJT Meginin 'm6X, Himeuunra / ROXALL Medizin GmbH, Germany

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
10.06.2026 Ne 772

InenTudikallis CyTTeBOI MONpaBKU

Crtucuii BUK/IaJ, TIPOTOKOJY KiiHigyHOTO BumpoOyBaHHsi (cuHorcuc): SC-3F2A, Bepcis 3.0 Bif
23 kBiTHs1 2026 pOKY, yKpaiHChbKOH MOBOIO; IIpoTokon KiiHiuHoro BumpoOyBanHs: SC-3F2A,
Bepcisi 3.0 Bix 23 kBiTHS 2026 pOKy, aHI/iNCHKOWO MOBOIO; 3MiHa Ha3B MiCllb TPOBeZEHHS

K/IiHIYHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
nikap Cagosceka B.B. nikap CagoBcbka B.B.
YHiBepcuTeTCchbka  JlikapHd ~ BiHHUIBKOrO | «YHiBepcuTeTChbKa KiiHiKa»  BiHHUI[BKOTO
HalllOHa/IbHOTO ~ MEJWYHOI0  YHIBepCUTeTy | HallilOHa/lbHOTO  MEJWYHOIO  YHIBepCUTeTy
im. M.IL ITuporosga, amOymnaropHo- | im. M.I. IluporoBa (/TiKyBa/bHO-HaBYaIBHO-

JiarHOCTUYHE BiJJieHHs, M. BiHHULA

HayKOBWM LIeHTpP), aMOy/1IaTOPHO-/[iarHOCTUUHE
BiginenHs, M. BiHHuLg

K.M.H. [lexensko B.C.

ToBapucTBO 3 O0OMEXeHOI BiZMOBiZHICTIO
«EBpoab», amM0Oy/1aTOpHO-TIOMiK/TiHIUHe
Bigminenus, M. Kuis

K.M.H. [Texenbko B.C.

ToBapucTBO 3 O00OMEXeHOI BiZOBiZHICTIO
«MEJUYHNIN LEHTP «CI EM CI ME/I»,
amOy/1aTOPHO-TIOJTIK/TiHIiUHe BiJ|fIi/IeHHs,
M. Kuis

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUNPOOYBaHHS

Ne 1019 Big 26.06.2025

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«®aza II-III BunpoOyBaHHSI /i1 OLIIHKA e(eKTUBHOCTI Ta Oe3reKu MiIIKipHOi K/lacTepHOI
iMyHOTepariii y Talli€HTiB, 1[0 CTPa)K/JAr0Th Ha ajepriro Ha Mok Gepesu», SC-3F2A, Bepcist 1.0

Big 27 rpynHs 2024 poky

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanpHicTIO «@apmakci Kitinikan Pucepu», YKpaiHa

CrioHCOp, KpaiHa

POKCAJIJT Meginin 'm6X, Himeuunra / ROXALL Medizin GmbH, Germany

HauanbHuk ®@apManeBTUYHOr0 YIpaB/IiHHA

Onekcanap I'PIHEHKO

(migmuc)

(Bnacse im’st ITPI3BUILIE)




