Honatox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
12.05.2026 Ne 608

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, OIBIMHO 3aciiieHe, 0araToleHTPOBE KIIIHIYHE JOCTIKCHHS 3 MapajieIbHUMHU
rpynaMu JUis OLIHKKA edeKkTuBHOCTI Ta Oe3mevyHocti mpemapaty AVT29 y mnopiBHAHHI 3
npenapatoM Amis y Bucokux no3ax (HD) B yyacHuUKIB 13 11a0€THYHUM MaKyJSIPHEM HaOPsIKOM
(ALVOEYE-HD)», xox mocmimkenas AVT29-GL-CO01, Bepcis 2.0, monpaBka 1.0 Bix 17 BepecHs
2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

«Anotek Cicc Al'y, [IBeiinapist (Alvotech Swiss AG, Switzerland)

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
JI03yBaHHsI, BUPOOHHUK, KpaiHa

AVT29 (AVT29; Adpnibepcent (Aflibercept)); cTepuiibHUI PO3YUH AJIs iH’ €KITIH B OTHOI030BOMY
¢bnaxoni 2 mi; 8 mr/0,07 mu (114,3 mr/mn); Patheon Italia S.p.A., Italy; Alvotech hf., Iceland;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany

Bianosinanbawmii (1) gocaiqHuK (1)
Ta Micue () MPOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) nikap Yepemnrok JII.

KomynanbHe HekoMepuiliHe minnpueMcTBo «BiHHWIbKa Michbka KiiHIYHA JiKapHsS Ne3y,
BiJIlNIEHHS «MiCbKMI LIEHTp MIKpOXipyprii oka», M. BiHHUIA

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

[IpuBaTHe MiANPUEMCTBO MpUBAaTHA BUPOOHMYA (ipMa «AMHYC», JIIKYBaIbHO-11arHOCTUYHHUNA
eHTp, M. KponuBHUIIbKU I

3) 3aB. Bia. Cugop P.b.

Komynanehe ninnpuemctBo «BonnHcbka o0nacHa KiliHIYHA JIIKapHS» BonnHcebkoi o6nacHoi paau,
o TaTEMOIIOT1YHE JTIKYBaJbHO-IaTHOCTUYHE BiAIIEHHS, M. JIyIIbk

4) k.Mm.H. [Tapxomenko O.T'.

IentpanpHa mnomdiKiIiHIKA MIiHICTEpCTBA BHYTPILIHIX CHOpaB YKpaiHH, OQTaIbMOJIOTIUHE
BigiIeHHs, M. Kuis

[TpenapaTty MOpPiBHAHHS, BUPOOHHUK
Ta KpaiHa

Atimis (Almist y Bucokux nosax (HD), Eylea High Dose (HD), Admnidepcent (Aflibercept));
CTEPWJIBHUIM PO3YWH IS 1H €KIN B 0HOM030BOMY (urakoHi 2 mi; 8 mr/0,07 mur (114,3 mr/mn);
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany; Bayer AG,
Germany




2 MPOJOBKEHHS 101aTKa |

CymnyTHi MaTepianu/mpenaparu
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

AVIIS® (Eylea®) (AdmiGepcent (Aflibercept)); cTepunbHuii po3unH UIsl iH’ €Kil y HONEPEIHBO
3anoHeHoMmy mmmpuii 0,09 mur; 2 wmr/0,05 mn (40 mr/min); Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; Bayer AG, Germany;

Jlikapcekuii 3aci®, IO BHKOPHCTOBYEThCA K ponoMikuuii (AXxMP): RETINOFLUOR™
(®nyopecuein Hatpito (Fluorescein Sodium), Retinofluor)); crepwibHuii po3unH AJis 1H €KIIH
OJTHOPA30BOT0O 3aCTOCYBaHHS Yy MPo30poMy CKIssHHOMY (iakoni 5 vur; 500 mr/5 mi (100 mr/mur)
(10%); Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany;
Phebra Pty Ltd, Australia

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(migmc) (Bnacue im’s ITIPI3BUILIE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
12.05.2026 Ne 608

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«JlocmiKeHHs 3 OIIHKU 0€31eYHOCT] i €()eKTUBHOCTI aHTUTLI TPUBAIOI Jii B peKUMi MOHO- ab0
KOMOIHOBaHOI Tepamii MpH JOBFOCTPOKOBOMY 3aCTOCYBaHHI B YYacCHHKIB 13 3amaJlbHUM
3aXBOPIOBAHHSM KHIIIEUHUKAY, Koa gociaimkeHds SPY 123-202, penakmis 1.1 Big 29 ciuns 2026 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cnaep Tepan’rotike, Ink.» [Spyre Therapeutics, Inc.], CHHIA

[lepemnik 1OCTiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

SPY001-001 (SPY001-001; WBP2662, WBP2662-A, SPY001, PALO11-0001.1Ga, WBP2662 DP
A.1); pozunn st 16’ exiiit; 180 mr/mi (360 mr /2 mur); WuXi Biologics (Suzhou) Co., Ltd., Kuraii;
Fisher Clinical Services GmbH, IlIseimapis; Fisher Clinical Services GmbH, Himeuuuna;
Fisher Clinical Services GmbH, Himeuunna;

SPY002-091 (SPY002-091; WBP2763 DP A.1, WBP2763, PAL010-1091.1La, SPY002); po3unn
g in’ekmif; 200 mr/ma (400 mr /2 wmn); WuXi Biologics (Suzhou) Co., Ltd., Kwuraii;
Fisher Clinical Services GmbH, IlIBeitmapis; Fisher Clinical Services GmbH, HimeuunHa;
Fisher Clinical Services GmbH, Himeuunna;

SPY003-207 (SPY003-207; WBP2783A, WBP2775L, SPY003, WBP2783 DP A.1); po3uuH st
i exniit; 180 mr/mi (360 mr /2 mi); WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical
Services GmbH, IlIBeiinapis; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
GmbH, Himeuunna;

[Tnane6o0 1o SPY001-001 (180 mr/mma (360 mr /2 M), SPY002-091 (200 mr/mi (400 mr /2 mi),
SPY003-207 180 mr/ma (360 mr /2 mi); SPYPBO-101 Placebo (L-histidine, Dextran 40, Sucrose,
EDTA, Polomaxer 188, WFI); po3uun ans in’exiii; WuXi Biologics (Suzhou) Co., Ltd., Kurai;
Fisher Clinical Services GmbH, IlIseitmapis; Fisher Clinical Services GmbH, Himeuuunna;
Fisher Clinical Services GmbH, Himeuunna




2 IIPOJIOBXKEHHS J0/1aTKa 2

Bianosiganbawii (1) gocaigHuK (1)
Ta MicIe (s1) IPOBEACHHS
BUNPOOYBaHHS B YKpaiHi

1) nikap Ckubano C.A.

ToBapuCTBO 3 0OMEKEHOIO BiAMOBIIATHHICTIO « MiXKHAPOHUN ITHCTUTYT KIIHIYHUX JTOCIIHKCHDY,
BIIZIIJT TaCTPOCHTEPOJIOTil Ta Temaroyiorii CTAalOHApHOTO BiIUICHHS MeEIUYHOro IEHTPY
«Ox!Kminix+», M. Kuis

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

ToBapuctBo 3 oOMmexeHow BignosimanpHicTIo «Memnuanii  Lentp Xenc  Kuiniky,
BI[UIT  TacTPOEHTEpOJIOrii, TemaTojorii Ta eHAOKpHUHOJOrii MeAMYHOro  KIIHIYHOTO
JOCITITHULIBKOTO IIEHTPY, M. BiHHHIISA

3) k.Mm.H. [lerpuna B.O.

KomynanbHe HekomepiiiiHe mignpueMcTBO «ObnacHa KiiHIYHA JikapHs IBaHO-DpaHKIBCHKOI
00J1aCHOT pajin», TaCTPOCHTEPOJIOTIYHE BIIIUICHHS, M. [BaHO-DpaHKIBChK

4) nikap Honens JI.T.

ToBapuctBo 3  oOMExeHOW  BigmoBigampHICTIO  «MenOya-Kminik»,  cremniamizoBaHe
racTpOCHTEPOJIOTIYHE BiAICHHS JIIKYBaJIbHO-MPO(IIAKTUYHOTO MiAPO3airy MeIu4HOro LIEHTPY,
M. KuiB

5) n.m.H., pod. CranicnaBuyk M.A.

KomyHnanbHe HekomepiiiiHe mianpueMcTBo «BinHumbka oOmacHa  KJIiHIYHA — JTIKapHS
iMm. M.I. IluporoBa BinHumpkoi oOmacHoi Pamm», OOmacHuMil crerianizoBaHWi KIIHIYHUI
racTpOCHTEPOJIOTIYHUM  eHTp, BIiHHUIBKUN  HalllOHANbHUW  MEIWYHUM  yHIBEPCHUTET
iMm. MLI. Iuporosa, kadenpa BHyTpiIHb01 MeauMHN Nel, M. BinauIs

6) 3aB. Bi1. 300piBchkHit .M.

VYHiBepcUTETChKA JIIKapHS A€pP’KaBHOTO HEKOMEPLIHHOTO TOBapUCTBa «JIbBIBCHKUI HalllOHATBHUN
MeINYHUN YHIBepcuTeT iMeH1 Jlanuna ["anunpkoro», KiiHika Xipyprii, xipypriude BiaauieHns Nel
kamiycy iMeHi Map’sHa [lanunimnna, M. JIbBiB

7) x.M.H. I'epacumenko O.M.

ToBapuctBo 3 0OMexeHOI0 BinmoBinanbHicTIO «Menuunuii neHtp «Koncmiiym Menikam,
CTaIllOHapHE BIJIUICHHS 3 TACTPOSHTEPOJIOTIYHUMU TajaTaMu MeaudaHoro nuenTpy, M. Kuis

8) mikap bimotkay O.V.




3 IIPOJIOBXKEHHS J0/1aTKa 2

ToBapucTBO 3 0OMEX)EHOI BiamoBinaidbHICTIO «EnensBeiic  Memike», cremiaiizoBaHe
racTpOCHTEPOJIOTiuHe BiiieHHs: MeauuHoro nenTpy, M. Kuis

9) nikap Yynpuna JI.O.

ToBapuctBo 3 O0OOMEXKEHOI BiamoBiganbHicTIO «lleHTp ciMeliHOT METUIMHU  TUTIOCY,
crieriajgizoBaHe raCTPOCHTEPOJIOTTYHE BiIIeHHs] MenuuHoro 1ieHTpy, M. Kuis

10) nikap Mapuyk O.B.

Komynanbae nignpuemMctBo «BonnHcpka obnacHa KiliHIYHA JiKapHs» BonmHcepkoi o0macHol paau,
Xipypriuae BiIIiIeHHS a0aoMiHAJIBHOI, EHJOKPUHHOI IaToJOrii Ta KOJOMPOKTOJOTIT,
M. JIynpk

11) n.m.H., ipod. HleBuyk C.B.

«YHIBEpCUTETChKA  KIIIHIKa» BIHHUIBKOTO  HAIIOHAIBHOTO  MEIUYHOTO  YHIBEPCHTETY
iMm. M.I. IluporoBa (iKyBaJIbHO-HaBYAIbHO-HAYKOBUI LIEHTP), TEpPANEBTUYHE BiIA1IICHHS,
Binaunpkuii HamioHansHUE MenuuHuil yHiBepcuteT iM. M.I. Iluporosa, kadenpa BHYyTpiIIHbOT
Mmeaunuau Ne2, M. Binuuis

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

KomyHnansHe HexkomepuiiiHe mnianpueMctBo KuiBcbkoi obOnacHoi paau «KwuiBcbka oOnacHa
KIIIHIYHA JIIKapHs, By3bKOCIIEIiaTi30BaHe TeparieBTHYHE BijIiIeHHs, M. Kui

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

Komynanene nignpuemctBo «IlontaBcbka obiacHa kiiHiyHa JikapHs iM. M.B. CkinidocoBcbkoro
ITonTaBcbkoi 00JacHOI paan», OONACHUM JIKYBalbHO-I1arHOCTUYHUHA TacCTPOEHTEPOJIOTIUHUN
ueHtp, M. [lonraBa

14) n.m.H., ipod. Boosuuenko B.1.

KomynanbHe HekomepliiiHe MiAnpueMcTBO «JIbBIBCbKE TepuUTOpiajbHE MeIWYHE 00’ €HaHHS
«bararonpodinbHa KiIiHIYHA JIIKApHS 1HTEHCHUBHMX METOJIB JIIKYBaHHs Ta IIBMJIKOT MEIUYHOI
nonomoru», Llentp tepanii Binokpemnenoro minposainy «Jlikapas Cesroro Ilanteneiimonay,
Jlep>kaBHE HeEKOMepliiiHe ToBapuUCTBO «JIbBIBCHKUI HalllOHAIBHUN MEIWYHMNA YHIBEpCUTET
iMeH1 Jlanuna [amunekoro», kadenpa tepamii Nel, mMeanyHOi M1arHOCTHMKM Ta remMaroliorii i
TpaHcdy3iosorii GpakynbTeTy HiCIIUIIIOMHOI OCBITH, M. JIbBIB

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa




4 MPOJAOBKEHHS J10J1aTKa 2

CymyTH1 MaTepianu/mpenaparu —
CYITyTHBOI Teparlii/fopuanina abo
¢bi3uvHa 0coba, sKa i€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYNMyTHIX MatepiaiiB

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(migmc) (Bnacue im’st [TIPI3BUILIE)



Honatoxk 3

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
12.05.2026 Ne 608

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, MojBIHHE clile, MIANe00-KOHTPOIbOBaHE AOCTIHKeHHS (a3u 3 1 OLIHKH
e(eKTUBHOCTI Ta 0€3MeYHOCTI 101aTKOBOI Tepartii npenapatom GB-0895 y nopocnux Ta miaiiTkiB
13 BaXKOI HEKOHTPOJHOBAHOI OpOHXIAJILHOIO acTMOw», Kox pociimkeHHs GB-0895-302,
Bepceis 1.0 Bix 07 sxoBtHs 2025 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIIAJIBHICTIO «Tilli/li FOKPEWH», Ykpaina

CnoHncop, kpaiHa

«JIxenepeniT baitomenicince, [nk.», CIIIA (Generate Biomedicines, Inc., USA)

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHs, BUPOOHHUK, KpaiHa

GB-0895 (GB-0895, PRO-20895); po3unn mis i1’ ekii, 150 mr/mut, 300 mr/duakon; 150 mr/mi
(mimirpam/minimitp); Lonza AG, Switzerland; Lonza AG, Switzerland; Solvias France, France;
Fisher Clinical Services Inc., USA; PPD Development Ireland Ltd., Ireland;

[Tnae6o mo GB-0895 (GB-0895 Placebo; GB-0895 Ilmane6o); Hatpiro xmopua (1 mMa po3uuny
MICTUThH 9 MTr HaTpio xjuopuuy); posunn ans iH’ekuii, USP, 0,9%; Fisher Clinical Services Inc.,
USA; PPD Development Ireland Ltd., Ireland

Bianosinanbawmii (1) A0oCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) x.m.H. CigopoB A.A.

ToBapuctBo 3 oOMexeHor BianoBiganbHicTIO «CkaH Jlality, Meauunuii uentp «Heipomeny,
TepaneBTUYHE BiAAUIEHHS, M. BiHHUIIS

2) nikap I'ynnepraiino b.1.

KuiBcbka KiliHIUHA JiKapHS Ha 3ali3HUYHOMY TpaHcnopTi Ne2 ¢inii «LleHTp 0XOpoHU 310pOB'sH»
aKI[IOHEPHOTO TOBApUCTBA « Y KpaTHChKA 3aM3HULIDY, LleHTp KIiHIYHUX T0CiKeHb, M. Kui

3) x.M.H. {loOpstHcbkuii [1.B.

ToBapuctBo 3 oOMexxkeHOr BignoBiganbHICTIO «Memanunuii nentp «APTEC MEJIKYMy,
TKyBaJbHO-A1arHOCTUYHE BiAaineHHs, M. Kui

4) nikap SAxumenxo ['.B.

[IpuBatHe Mane mignpueMcTBO, MeanuHui 1eHTp «[lymbe», TepameBTUYHE BiJIIUICHHS,
M. Binnung




3 MPOJOBKEHHS J10JaTKa 3

5) n.m.H., pod. Kosanenko C.B.

OO6acHe KOMYHaJIbHE HEKOMEpITIHHE MiAMPUEMCTBO «UepHiBeIbka 00IacHa KIIHIYHA JIIKapHS,
BIJUTUICHHS ITyJIBMOHOJIOTIT, M. UepHiBIIi

6) n.m.H., mpod. [lleBuyk C.B.

«YHIBEpCUTETChKA  KIIHIKa» BIHHUIBKOTO  HAIlIOHAIBHOTO  MEIUYHOTO  YHIBEPCHTETY
im. M.L. TuporoBa (IiKyBaJbHO-HABUAIbHO-HAYKOBUN LIEHTP), TEpANeBTUYHE BiIJIIJICHHS,
Binnunpkuii HamioHanpHUNW MeaudHuid yHiBepcuTeT iM. M.I. Tluporosa, kadeapa BHYTPIIIHBOI
Mmegunuan Ne2, M. Binuums

7) a.M.H., pod. CranicnaBuyk M.A.

KomynanbHe HekomepiiiiHe mignmpueMcTtBo «BinHumbpka oOmacHa  KJIiHIYHA — JTIKapHS
iMm. M.L. TluporoBa Binnumpkoi o6macuoi Pagm», OOnacHuii iKyBaldbHO-IIarHOCTHYHUUN
nynpMoHoNoriyHni  LlenTp,  BiHHWMIBKME ~ HAIOHANBPHUA ~ MEAWYHHNA  YHIBEPCHTET
iMm. MLL. TIuporoga, kadeapa BHyTpittHb0i Meauuau Nel, M. Binnuis

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

ToBapucTBO 3 0OMEXKEHOW BiamoBigadbHICTIO «KiriHika ajeprii Ta Kanmumo», MTAPO3ILT
MIPOBEICHHS KITHIYHHUX JIOCIIKCHB, M. JIyIbK

9) n-p dinocodii Cexperna K.C.

ToBapucTBO 3 OOMEXEHOIO0 BIAMOBIAATBHICTIO «Mennunuit neHtp «JloOpoOyt-IlomikmiHikay,
JIikyBaJIbHO-/11IarHOCTUYHUM 1IEHTp «J106poOyT», LIeHTp KIIiHIYHUX JociKeHb, M. KuiB

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuanyHa abo
¢biznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, IKY HaJIaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCTIPKYBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

- CripoMeTp Ta mporpaMHe 3a0e3MedyeHHs, OJJHOPa30Bi MackH, (PIIbTPH Ta 3aTHcKadi Jid HOCA,
(Clario, CILA);

- FeNO Tectn, (Clario, CIIIA);

- [pucTpiii 11 BUMiproBaHHS MiKOBOI mBHAKOCTI BuauXy (Clario, CILIA);

- Enextponni npuctpoi (ePRO) Ta mopratuBHi enekTpoHHi moaeHHukH (eDiary), (Clario, CILIA);
- JJaboparopni HaGopu (BKJIIOYHO 3 TecToM Ha BariTHicTh), (PPD Belgium Central Lab, benbris);
- MiH-MaKC TepMOMETPH

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmic) (Bnacue im’st [TIPI3BUILE)



Jonmarox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
12.05.2026 Ne 608

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe TMOABIHHO ciine Iutane0o0-KOHTpoJboBaHe mociuikeHHs [I dasm  ms
HiATBEp/KEHHS e(PeKTUBHOCTI Ta Oe3neuHocti mpemapary MHO002 i ouiHKM BIUIMBY 103U B
MAaIi€HTIB 13 BHUPA3KOBUM KOJITOM JIErKoro abo MOMIpHOTo Tmepediry, sKHi HEeJ0CTaTHHO

KOHTPOJIOETHCSI 3@  JIOMIOMOTOK0 5  aMiHOCANIIUIOBOI  KHCIOTH», KOX  JOCTIIKCHHS
MHO002-UC-202, penakitis 3.0 Big 23 ciunst 2026 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

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

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

MHO002 (MHO002; PD-V4G-002; MHO002 y Hu3BKiii 1031, TBEepaa Karcyia 3 BiITepMiHOBaHUM
BuBinbHEHHSAM ekBiBasieHT 1 x 10 KYO B oHiit Karcyni); TBepAa kamcyna; 1 x 10'° exBiBasieHT
KYO; Biose Industrie, ®paniris;

[Tnane6o mo MHO002 (1 x 10'° exBiBanenT KVYO); tBepna kancyna; Biose Industrie, ®@paniiis;
MHO002 (MH002; PD-V4G-002; MHO002 y BUCOKiii 1031, TBep/a Karcyia 3 BiATEpMiHOBAaHUM
BUBiNbHEHHsAM ekBiBaenT 4 x 10 KYO B oxuiii kancymni); TBepaa kancyna; 4 x 10'° exsianent
KVYO; Biose Industrie, ®paniiis;

[Tnane6o mo MHO002 (4 x 10'° exBiBaneHT KYO); tBepna kancyna; Biose Industrie, @paniis

Bianosinanbauii (1) 1ocaigHUK (1)
Ta MicIie (s1) TpOBEACHHS
BUIIPOOYBaHHs B YKpaiHi

1) a.Mm.H., npod. Yomeii I.B.

KomyHanbHe HekoMepliiiHe HiANPHEMCTBO «Y3KrOpojachbKa Michbka OaraTonmpodiibHa KIiHIYHA
JKapHA» YXKropoAChbKOI MICBKOi pajM, COMAaTUYHE BIAJIIJICHHS 3 HEBPOJIOTTYHUMH JIDKKAMU,
Jlep>kaBHUM BUIIMN HaBYAIbHUN 3aKJIaj « Y KIOPOACHKHUI HalllOHANBHUI yHIBEpCUTET», Kadeapa
Tepamii Ta CIMEHHOI MEIUIMHU I1HCTUTYTY HICISAUIIOMHOI OCBITM Ta JOYHIBEPCUTETCHKOI
MiTOTOBKH, M. Y KTOpOJ

2) k.M.H. BummBasntok B.1O.

KomyHnanbHe HekoMepuiiiHe mianpueMcTBo «OOnacHa KiiHIYHA JikapHS [BaHO-PpaHKIBCHKOI
obmacHOT paaW», TacTpOEHTEpoJoriyHe BimaIeHHs, IBaHO-DpaHKIBCHKUN HalllOHATBHUN
MEIWYHUNA yHIBepCHTET, Kadenpa BHYTpilIHbOI MenuiuHu Nel, kiiHiuyHOI iMyHOJOrii Ta
aneprouiorii im. akanemika €. M. Heiika, M. [Bano-®paHKiBCbk

3) nikap FOperns A.B.




2 MPOJAOBKEHHS J10]aTKa 4

ToBapuctBo 3  0OMeXeHOIO  BiAmoBimanbHICTIO  «JIiKyBabHO-AIarHOCTHYHUI  LIEHTP
«"acTpoKIIiHIK», TACTPOCHTEPOJIOTIYHE BiIIICHHS, M. BiHHULIS

4) nikap Ilyraa M.M.

ToBapucTBo 3 oOMexkeHOw BignmoBiganbHIiCTIO «Memauunuii neHtp «APTEC MEJIKYMy,
JKyBaJbHO-/11arHOCTUYHE BiJIUICHHS MeInYHOro neHTpy, M. Kuis

5) nikap Ckubano C.A.

ToBapHuCTBO 3 0OMEKEHOIO BIIMOBIIATBHICTIO « MI>KHAPOIHHMA IHCTUTYT KITHIYHUX JTOCTIKCHBY,
BITUT TaCTPOSHTEPOJIOTii Ta TEeMaToJIoTii CTaliOHAPHOTO BiIIUICHHS MEIUYHOTrO LEHTPY
«Oxk!Kninik+», M. Kuis

6) 3aB. Bia. Pimko S1.D.

KomynanbHe HekoMepiliiiHe MiANPUEMCTBO «3akapraTrchka OOJacHa KIiHIYHA JKapHS IMEHI
Amnppis HoBakay 3akapnaTcbkoi 001acHOI paay, racTPOSHTEPOIOTIYHE BiIIIICHHS, M. Y KTOpO.T
7) A.M.H., pod. 3axapam KO.M.

ToBapucTBO 3 00MEXKEHOIO BiANOBiIANBHICTIO «JIIKyBabHO-AIarHOCTHYHUI LEHTP «AIOHIC
TUTIOCY, JTIKYBaJIbHO MpodinakTHYHUN Tiapo3ai, M. Kuis

8) mikap Yynpuna JI.O.

ToBapucTBO 3 OOMEXKEHOIO BiAmoBimanbHICTIO «lleHTp ciMElHOT MEIUIIMHU  ILTIOCY,
CHeliali30BaHe racTPOCHTEPOJIOTYHE BIIIUIEHHS MeauuHoro nenTpy, M. Kuis

9) x.M.H. I'epacumenko O.M.

ToBapucTBO 3 00MEXEHOIO BiAMOBIHANBHICTIO «Menuunuii 1eHtp «Koncumiym Menikam,
CTalLllOHapHE BIJIJIEHHS 3 FaCTPOEHTEPOJIOTTUHUMH NanataMu MeauyHoro neHTpy, M. Kuis

10) x.m.H. Tanumox C.B.

KomyHnanbHe HekoMmepuiiiHe mianpueMctBo KuiBcbkoi obnacHoi paau «KwuiBcbka oOnacHa
KJIIHIYHA JIIKapHs», BY3bKOCTIEIiaTi30BaHe TepaneBTUYHE BiAAUIeHHS, M. KuiB

11) 3aB. Bia. 300piBchkuit S1.M.

VYHiBepCcUTETChKA JIIKApHS IEP>KaBHOTO HEKOMEPIIIITHOTO TOBapuCTBa «JIbBIBCHKMIT HAIlIOHATTLHUN
MeanYHMN yHiBepcuTeT iMeHi lannna ["anunbkoroy», KiiHika Xipyprii, Xipypriune BijaiieHHs Nel
kamnycy iMeHi Map’sina [lanuummna, M. JIbBiB

12) n.m.1., mpod. Penis O.1.

Ob6nacHe KOMyHallbHE HEKOMepLiiiHe miAnpueMcTBO «YepHiBenbka o0siacHa KIIIHIYHA JIKapHD»,
BIJUTUIGHHST TacTPOEHTepoJiorii, ByKOBUHCHKUI JepKaBHUN MEIMYHUN YHIBEpCUTET, Kadenpa
BHYTPIIIHBO1 METUIIMHU, M. YepHiBII




3 MPOJAOBKEHHS J10]aTKa 4

[Ipenapartu mopiBHSIHHS, BAPOOHUK | —
Ta KpaiHa

CymyTH1 MaTepianu/mpenaparu —
CYITyTHBOI Teparlii/fopuandna abo
¢bi3uvHa 0coba, sKa i€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJKYBaHUX JIIKAPCHKUX 3ac00iB
Ta CyNyTHIX MarepiaiiB

B.o. HayanbHuKa PapMaleBTUYHOIO YIIPABJIIHHSA Oaexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClsl MPOBEIEHHS KITHIYHOTO BUITPOOYBAHHS:

BYJIO CTAJIO
K.M.H., 3aB.Bia. Agamuyk [".A. K.M.H. Agamuyk [".A.
Komynanene mignpuemctBo «KpuBopispkuii | KomyHanmpHe ~ HEKOMepLiiHE  TOBapHCTBO
OHKOJIOTTYHUHI nucnancepy | «kKpuBOpi3bKHiA  OHKOJIOTIYHUK — JUCTIAHCEP)
JIHIponeTpoBCHKOT o0macHoi panuy, | JAHIIpOneTpOBCHKOI o0macHoi panu»,
ximioTepaneBTHYHE BijiiieHHs, M. Kpusuii Pir | ximioTepaneBTu4He BijiieHHs, M. Kpusuii Pir

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1386 Bim 08.11.2017

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«MonarchE: PannomizoBane, Bigkpute gociimxeHns 111 ¢pa3u teparii abemarikiaioom B KoMOiHaITii
31 CTaHJAPTHOIO aJI'FOBAaHTHOK TOPMOHOTEPAMIEI0 B MOPIBHSHHI 31 CTaHIAPTHOIO aJ'FOBAHTHOIO
TOPMOHAJILHOIO MOHOTEpAIi€l0 Yy TMAali€HTIB 13 TMOYaTKOBOI CTAJi€l0 TOPMOH-PEIENTOp-
MMO3UTUBHOTO, 3 HETATHBHUM PEIETITOPHUM CTaTyCOM JIFOJCHKOTO eMifiepMaIbHOro (haKkTopa pocTy
2-ro TUIY, MaXBOBUX JIM(QATUYHUX BY3/iB IO3UTUBHOTO PaKy MOJIOYHOT 3aJ1031 BUCOKOT'O PUZHKYY,
13Y-MC-JPCEF, 3 inxopnopoBanoro nornpaskoro (h) Bix 20 mrororo 2024 poky

3asiBHUK, KpaiHa

«Eni Jlinm Bocrox CAy, [lBeiuapis

CnoHcop, kpaiHa

Emi Jlinmi enn Kommani, CIIHA

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonmatok 6

10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo npoBeneHHs KITIHIYHIX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
12.05.2026 Ne 608

InenTudikaist CyTTEBOI MOMPABKU

OHOBJIEHUI TIPOTOKOJ KJIIHIYHOTO BUIPoOyBaHHs, Bepcist 2.0 Bix 30 ciuns 2026 poky aHTIHCHKOO
MoBo10; OHOBJIEHa Opormrypa gociigHuka 1o mpemnapary AZD6793, Bepcis 5.0 Bim 04 Oepesns
2026 poxy aHTJIHCHKOI0 MOBOIO; [H(pOpMaLis mpo gociuipkeHHs Ta GopMa iHPOPMOBAHOI 3ro.H,
nokansHa Bepcis Homep 2.0 Bix 26 mrotoro 2026 poky it YKpaiHU YKpaiHChKOIO MOBOIO Ha OCHOBI
Macrep Bepcii Homep 3.0 Big 30 ciuns 2026 poky; [Hdopmarist mpo onmioHaTbHE AOCHTIIKEHHS B
MEXKax 1HII[IaTUBH 3 BUBYCHHS I'€HOMIKH Ta (hopma iHPOPMOBAHOI 3TO/H, JOKaIbHA BEPCisl HOMEP
2.0 Big 26 mrotoro 2026 poky i YKpaiHu YKpaiHCHKOIO MOBOIO Ha OCHOBI Mactep Bepcii Homep
2.0 Bix 30 ciuns 2026 poky; Indopmanist Ta popma 3roau Ha HalaHHS TaHUX BariTHOI MapTHEPKH
JIOPOCIJIOTO yYacHHKa JOCITIDKEHHS JIOKanbHa Bepciss Homep 2.0 Bixg 26 mororo 2026 poky amis
VYkpainu ykpaiHChbKOIO MOBOIO Ha ocHOBI Mactep Bepcii Homep 2.0 Bim 30 ciunst 2026 poky;
Iadopmaris npo onmionansHe nociimkenns KT (Bizyamizamis) Ta ¢opma iHdopMOBaHOI 3rou,
nokanbHa Bepcis Homep 2.0 Big 26 mroToro 2026 poky a1 YKpaiHu yKpaiHCbKOIO MOBOIO Ha OCHOBI
Mactep Bepcii Homep 2.0 Bixg 30 ciuns 2026 poky; Jocke M0CiIKyBaHOTO JIIKAPCHKOTO 3aco0y
AZD6793 — JlaHi monepenHboro KIHIYHOTO BUMPOOYBAaHHS Ta JOCBIJ 3aCTOCYBAaHHS Ha IJIOJSAX
(xmiHIYHA (apmakosiorisl, KJiHIYHA (apMaKOKIHETHKA, BIUIMB Ha JIIOJWHY Ta CIIBBIAHOUIEHHS
KopucTh/pusuk), Bepcis 3.0 Big 15.04.2026 poky aHTIIHCHKOIO MOBOI; 3MiHA Ha3BU MICII
MIPOBEICHHS KIIHIYHOTO BUIPOOYBAHHS:

bYJIO CTAJIO
1-p ¢inocodii Kapnenko O.O. 1-p ¢inocodii Kapnenko O.0O.
KomyHnanbHe HekomepiiiiHe mignpuemctBo | KomyHanpHe HekoMepliiiHe —MiJIPHEMCTBO

«KuiBcbka wMichka KiiHIYHA JiKapHS Nely
BUKOHaBUOro oprany KuiBcbkoi MiChKOI paau
(KuiBchkoi MiChKOT JepkaBHOI aAMiHICTpalii),
BIAIUIEHHS  KIIHIYHUX  JOCHIIKEHbL  Ha
crienioni, M. Kuis

«KuiBcbka wMickka KiiHIYHA JikapHs Nely
BUKOHaBUOro opranHy KuiBchbkoi MiChKOI paau
(KuiBcbkoi MICBKOT JIep>KaBHOT afMiHICTpallii),
LenTp KIIHIYHUX TOCTiIKEeHb, M. KuiB




2 MPOJAOBKEHHS J10J1aTKa 6

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1104 Bix 11.07.2025

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararornieHTpoBe, B MapalieIbHUX Tpynax, paHIOMi30BaHe, TOBIiHE ciine, raneto
KOHTPOJIbOBAaHE JOCITIKEHHS (a3u 2b, M0 IPOBOAUTHCA y 4 rpynax BIPOJOBXK 24-X THKHIB s
oriHku epeKTUBHOCTI Ta Oe3nekun AZD6793 y dopmi TabieTok cepen AOpPOCIuX YYaCHHUKIB 3

XPOHIYHUM OOCTPYKTHBHHM 3aXBOPIOBAHHSM JIETE€Hb BiJl CEPEAHBOTO J0 AYXKE TSHKKOTO CTYIICHIO
(PRESTO)», D7860C00006, Bepcist 1.0 Bix 19 6epesns 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HauyanbHuKa PapMaleBTHYHOIO YIIPABJIIHHS Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BIAIIOBIJAJILHOTO JOCIIHUAKA:

bYJIO CTAJIO
K.M.H. PomanoBa O.M. k.M.H. Hynuenko O.O.
ToBapucTBo 3 oOMmexeHor BiamosinanpHicTIO | TOBAPUCTBO 3 OBMEXEHOIO
«MEO®UI», M. Kuis BIITIOBIIAJIBHICTIO «MEJIDUI»,
M. KuiB

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, ojBiliHe ciine, mianedo-KoHTpoiboBaHe gociikeHHs 11 ¢azu B mapanensHux
rpynax Ajis OLiHKH BIUTUBY npenapaty AZD0780 Ha piBeHb XOJE€CTepHHY JIMONPOTEIAiB HU3bKOT
UIUIBHOCT] Y YYaCHUKIB 3 MIJBUIIEHUM PIBHEM XOJECTEPUHY JIMONPOTEIAIB HU3bKOI LUIUIBHOCTI Ta
KJIIHIYHUM aTePOCKIEPOTHYHUM CEpLEBO-CYJUHHUM 3aXBOPIOBAHHAM a00 3 PU3MKOM BHHHUKHEHHS
mepmoi  moAii  aTepOCKIEPOTHYHOTO  CEPIIEBO-CYJIMHHOTIO 3axBoproBaHHs», D7960C00012,
Bepeid 2.0 Bix 22 cepnus 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Onogiena Oporurypa nociigHuka rmo npenapaty bakcapocrat (Baxdrostat), Bepcis 8.0 Bix 24 qroToro
2026 poxy aHTIIHCHKOI0 MOBOIO; Bileo AJis MalieHTiB 3 iHCTPYKINEO MO0 BIAKPHUTTS OIIICTEPY 3
npenapatoM — ckpiHmoTH. bakcmpocrar (Baxdrostat), Bepcis 1.0 Bim 13 mrororo 2026 poky,
CYIPOBITHHUIA TEKCT JTOKyMEHTa aHTIIHCHKOI0 MOBOIO; JlOChE TOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00y
bakcnpocrar (Baxdrostat) — Jlani mnomnepenHbOro KIIHIYHOTO BHUIPOOYyBaHHS Ta JIOCBIJ
3aCTOCYBaHHA Ha JOAX (KJIiHIYHA (hapMaKoIoris, KiiHiYHa (apMaKOKiHETHKA, BIUIMB HA JIIOAUHY
Ta CHIBBIIHOIICHHS KOPUCTH/pU3HK), Bepcis Bif 05 Oepe3ns 2026 poky, aHIIIHCHKOI MOBOIO;
Po3min 2.6.4 IlucemoBe pestome 3 DapmakoOKiHETHKH, JIiKapcbka pedoBHMHa bakcimpocrar +
Hamarmignosun (Baxdrostat + Dapagliflozin), Bepcia Big 12 6epe3nst 2026 poKy aHITIHCHKOIO
MoBoto; Pozmin 2.6.6 IlucemoBe pestome 3 Tokcukosnorii, Jikapcbka pedoBuHa bakcapocrar +
Hamarmignosun (Baxdrostat + Dapagliflozin), Bepcia Big 19 6epe3nst 2026 poKy aHITIHCHKOIO
MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1904 Bix 13.11.2024 y penaxuii Hakazy MO3 Vkpainu Ne 1941 Binx 19.11.2024

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PanniomizoBaHe, oJIBiMHE ciine, I1aledo KOHTPOJIbOBaHE, KEPOBaHE MOAISIMU, TOCIIKEHHS (a3u
3 nana ouiHku eQdeKTUBHOCTI, Oe3meku Ta TmepeHocuMocTi bakcapoctary B KoMOiHarii 3
Janarmnigno3nHoM nopiBHsAHO iuiie 3 Jlanarnigpuo3nHoM 110,10 HUPKOBUX HACTIAKIB Ta CMEPTHOCTI
BiJl CEpLEBO-CYJMHHHUX 3aXBOPIOBaHb B YYAaCHMKIB 13 XPOHIYHOIO XBOPOOOIO HUPOK 1 BHCOKUM
KpoB’stHUM THCKOM», D6972C00002, Bepcis 4.0 Big 29 »xoBTHs 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HavaabHNnKa PapManeBTHYHOIO YIIPABJIIHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

OHoOBIEHUH NPOTOKON KIiHIYHOTO BUIpoOyBaHHs, Bepcis 3.0 Bim 13 Oepesns 2026 poky,
AHIJIHCHKOI0 MOBOIO; 3MiHA BIIMOBIAILHOIO JTOCIIIHHUKA:

BYJIO CTAJIO
K.M.H. PomanoBa O.M. k.M.H. Hyqaenko O.0.
ToBapucTBo 3 oOMexeHoro BiamosimansHicTIO | TOBAPMCTBO 3 OBMEXEHOIO
«MEJ®UI», m. Kuis BIAIMOBIJIAJIBHICTIO «MEJDPII]T»,
M. KuiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1104 Bix 11.07.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«PangomizoBaHe, MojABIKMHE ClIile, Manedo-KoHTpoboBaHe AociimkeHHs 111 ¢a3u B mapaienbHuX
rpynax Jajs OIiHKY BIUIMBY npenapaty AZD0780 Ha cepiio3Hi MOOI4HI CeplieBO-CYJUHHI SBUILA Y
YYaCHUKIB 3 BCTAHOBIICHUM aT€POCKIEPOTUYHUM CEPIIeBO-CyIMHHUM 3axBoproBaHHsIM (ACC3) abo
3 BUCOKMM pU3UKOM BHUHHUKHEHHs nepiuoi nmoaii ACC3», D7960C00015, sepcis 2.0 Bix 15 BepecHs
2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenuii [Ipotokon kiiHiuHoro BunpooyBanHss MOGO01, 3 iHKOPIIOPOBAaHOIO MOMPABKOKO 7 Bif
20 6epe3ns 2026 poky; Indopmanis s namienta i ¢popma iHGOpMOBaHOT 3roAM Ha y4yacTb y
HaykoBoMYy KiiHIYHOMY pociimkeHHi MOGOO01, Bepcis-moxens musa Ykpainu, Bepcis 9.0 Bin
01 xBiTHS 2026 pOKY, YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 254 Bin 08.02.2022

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, mojBiitHE ciine, mianedo-KOHTPOILOBaHE, 0araTOIEHTPOBE JOCiKEeHHS dasu 3
3 MPOJOBKEHUM BIAKPUTUM TMEPIOJIOM JIIKyBaHHS ISl OI[IHKKM €(EeKTUBHOCTI Ta OE3MEYHOCTI
mpermapaTy po3aHOJIKCi3ymad y JOpOCIUX 3  MIENIH-OJIITOSHAPOIMTAPHUM  TIIIKOMPOTEiH
(MOG)-IgG-acouiiioBaHuM AeMieniHI3yl0ouUM 3axBopioBaHHAM», MOGO01, 3 iHKOPIOPOBAHOIO
nonpaskoro 6 Big 30 BepecHst 2024

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

KOCibi biodapma EcApEmn, Benbrist / UCB Biopharma SRL, Belgium

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa gocnigauka Ha mociimpkyBaHui Jikapchkuid 3acio NT 201, suganns 25, Bepcia 1.0 Big
17 6epesns 2026 p., aHTITIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2370 Bix 29.12.2022 B penakuii nakazy MO3 Vkpainu Ne 13 Bix 04.01.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«IIpocnexTiBHE, paHAOMi30BaHE, MOJBIHHE CIine, IUIane00-KOHTPOIbOBaHe, 0araTolEeHTPOBE
JOCIIKeHHS, SIKE IPOBOANTHCS 3 METOI0 BHBUCHHS e()eKTHBHOCTI Ta Oe3neku npemnapary NT 201
IpH JIIKyBaHHI CIACTUYHOCTI HMXKHIX KIHIIIBOK, CHPUYMHEHOI 1HCYIhTOM a0 TpaBMaTHYHHM
MOUIKOPKEHHSIM MO3KY y JOPOCIHX IaIli€EHTIB, 3 MOJAIBIINM BiJKPUTHM PO3MIUPEHUM HEPiooM
JOCIIKEHHS 3 a00 0€3 KOMOIHOBaHOTO JIIKyBaHHs BEpXHiX KiHIIBok», M602011014, Bepcis 6.0 Big

10 mumas 2023 p. (ITompaska Nel.0, Bepcis 6.0, cneundiuna nias Ykpainu Bepcist 1.0 Big 18 BepecHs
2023 p.)

3asiBHUK, KpaiHa

TOB «BOPJIIBANJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

Mepu @apmacerotikan3 'M6X, Himeuunna (Merz Pharamaceuticals GmbH, Germany)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii npotokos CN45847, Bepcis 3 Bix 19 mororo 2026 poky; Indopmariiiinuii JTUCTOK 1
¢dopma iHHOPMOBaHOT 3roJM JIJsl YYACHHKIB, SKHM BHIIOBHUJIOCS 18 POKIB Mia Yac JOCIHIKCHHS,
Bepcisa V3.0UKR(uk)1.0 Bix 03 6epe3ns 2026 poky, nmepekiian yKpaiHChbKO MOBOIO Bija 04 Gepe3Hs
2026 poxky; [Hopmamiitanii TUCTOK 1 hopma 3rou ISl MAJIOMITHIX AiTei BikoM Bif 10 10 12 pokis,
Bepcis 2.0UKR(uk)2.0 Bix 24 6epesnst 2026 poky, nepekiaa yKpaiHCbKOI MOBOIO Bif 26 Oepe3Hs
2026 poky; I'pa Ilomyk cmiB Ha Temy npociimkeHHs FENerationsl, 11 Bepecus 2025 poky
[VO1 UKR(uk)], ykpaiHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1187 Bix 29.07.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«Bigkpute MOCHiIHKEHHS 3 OJHIEI0 TPYIMOIO ISl OLIHKK (papMaKOKIHETUKH, (papMaKOAMHAMIYHUX
edekTiB, 0e3MeYHOCTI Ta MEPEHOCUMOCTI (PeHeOpyTUHIOY y JiTel Ta MIITKIB 3 PELUIUBYIOYHM
po3cisiHUM ckiepozom», CN45847, sepcis 2 Bia 12 nunns 2025 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, [lIBeiiniapist

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonatoxk 13

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo mpoBeneHHs KITIHIYHAX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta
3aTBEPKEHHS CYTTEBHX ITOTPABOK)
12.05.2026 Ne 608

InenTudikaist CyTTEBOI MOMPABKU

Omnosnenuit mpotokod KiiHiuHoro pocnimkenHs EFC18327, 3 monpaskoro 02, Bepcis 1 Bix 29 ciuns
2026 poky; Indopmarris 1t yyacHUKa JOCTIIKEHHS Ta ¢opMa iHGOPMOBAHOI 3ro/Id, OCTaTOYHA
penakiis 2.0 g Ykpainu Big 30 6epesns 2026 p., ocTaTOYHUHN MEepeKia 3 aHIIHCHKOT MOBU Ha
yKpaiHcbky MoOBY Bin 03 kBitHa 2026 p.; Indopmaris misi ydacHUKa AOCTiKEHHS Ta (opma
iH(opMOBaHOi 3rou (CYIMyTHE BIAKPUTE OJATKOBE MOCIIIKEHHS), OCTaTo4Ha pemakiis 2.0 mis
VYkpainu Big 30 6epes3ns 2026 p., ocTaTOUHMIA TepeKIaja 3 aHTTiIIChKOT MOBU Ha YKpaiHCbKY MOBY
Bix 03 xBitHa 2026 p.; PopMma iHPOPMOBAHOI 3roJM Ha Yy4acTh Yy MPOTpami CIIOCTEPEKESHHS 3a
BariTHICTIO, ocTato4yHa penakiis 2.0 nius Ykpaiau Big 16 motoro 2026 p. OcraTouHui nepexian 3
aHTJIHACHKOT MOBH Ha YKpaTHCHKY MOBY Bij 28 iroToro 2026 p.; Marepianu s namieHTiB: [TociOHuK
yuacHuka nociimkenHs STARSCAPE-2, [EFC18327, IlociOHuk yuyacHuka AociimkeHHs. Bepcis
3.0, Big 24 mrotoro 2026 p., ykpaiHnceka, YkpaiHa], Bepcis 3.0 Bim 24 mortoro 2026 poky,
yKpaiHChbKOI MOBOIO; [ToCiOHMK /U1 y4acHHKIB 3 KOpHCTYyBaHHs 3acTocyHkoM myMedidata Bepcii
1.0, Jlara: 17 Gepe3ns 2026 p., ykpainceka (YkpaiHa), yKpaiHChKOI MOBOM; [H(popmariitaa
muctiBka «Yu Bianosigaere Bu kpurepism yuacti?», [EFC18326/27 Patient Leaflet Version 2.0
18 February 2026 Ukrainian Ukraine], Bepcis 2.0 Bix 18 mrotoro 2026 poky, yKpaiHCbKOI MOBOIO;
Jluct-noaska yuacHuky pociimkeHHs STARSCAPE-2, [EFC18327 Patient Thank You Letter
Version 2.0 18 February 2026 Ukrainian Ukraine], Bepcis 2.0 Bim 18 mrotoro 2026 poky,
yKpalHChbKOIO ~ MOBO1O;  IHdopmamiitnuii  moctep  «Kuere 3 xBopoboro  Kpona?y,
[EFC18326/27 Patient Poster Version 2.0 18 February 2026 Ukrainian Ukraine], Bepcist 2.0 Bix
18 mmotoro 2026 poky, yKpaiHCbKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 54 Big 15.01.2026

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«baraTtonieHTpoBE MDKHApOJHE paHIOMI30BaHE IMIOJBIMHO cCiine TuIane00-KOHTPOJIHLOBAHE
nocmijpkeHnss Il ¢a3sum 3 ominku edekTuBHOCTI Ta O€3MEYHOCTI MIATPUMYBAJIBHOI Teparmii
JYBaKITyTOM B YYaCHHKIB 13 CEpPEIHBOTSKKUM a00 TXKKUM repedirom xsopoobu KpoHa B akTuBHIi
¢dopmin, EFC18327, 3 monpaskoto 01, Bepcis 1 Big 01 BepecHst 2025 poky




2 MPOAOBXKEHHS gojaTka 13

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina Sanofi-Aventis Recherche & Developpement, France (Canodi-ABentic Pemepmn e JleBenonman,
DpaHiis)

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jomatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke mocmimKyBaHOTO Jikapchbkoro 3acody SPY002-091 (IMPD-Quality), pemakmis 6.0 Bix
23 o6epe3nst 2026 p.; IlogoBxeHHS TEpMiHY NMPHIATHOCTI JOCHIIKYBAHOTO JIIKAPCHKOTO 3ac00y
SPY002-091 (SPY002), mpouec A, po3uuH mis in ekmiid, 200 mr/mu (400 mr / 2 M) 3 24 no
30 micsuis; [logoBxeHHs TEPMiHY IPUAATHOCTI TOCIIKYBaHOTO JTiKapchKoro 3aco0y SPY002-091
(SPY002), mpouec A.l, KOHLIEHTpaT s HPUTOTyBaHHS po3uuHy mis iHQy3id, 200 mr/miu
(400 mr / 2 mi1) 3 24 o 30 micsauiB (Crocyerbes: JlonaTKy A0 MPOTOKOIY KITHIYHOTO BUITPOOYBAHHS
SPY123-201, mo onucye KOHKpEeTHE BTpy4aHHs i3 3acTocyBaHHsIM npenapary SPY002, penakiis
1.0 Bix 24 ugepsus 2025 p.; HomaTky 10 mpoToKoiy KiiHiYHOTO BUmpoOyBanHs SPY123-201, mo
OMHCcy€e KOHKPETHE BTpyUYaHHs 13 3acTocyBaHHsAM koMOiHatii SPY 120, penakuist 1.0 Big 21 ceprns
2025 p.; Honatky, mo Omucye KOHKpPETHE BTPYYaHHs i3 3acTocyBaHHAM KomoOiHarii SPY?230,
penakis 1.0 Big 31 sxoBTHS 2025 p.)

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1832 Bix 02.12.2025;
Ne 1659 Bix 03.11.2025;
Ne 458 Bix 03.04.2026

Hasga kniHiyHOTO BUNPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«IInardpopmue nocaimxenns Il ¢as3u 3 ouiHkK ePeKTUBHOCTI i 6E3MEYHOCTI aHTUTLI TPUBAJIOI Jii
MIPU 3aCTOCYBaHHI B PEXUMI MOHO- a00 KOMOIHOBAHOI Teparlii 3 MPUBOY CEPEIHBOTSIKKOTO abo
TSDKKOTO Tepeliry BHpPa3KoBOTO KOJITY B akTuUBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
KJIiHIYHOro BUNpoOyBaHHd SPY123-201, penakuis 1.2 Bim 04 uyepBHsa 2025 p.; Homatok no
IPOTOKONY KiIiHIYHOro BunpoOyBaHHa SPY123-201, mo omnmcye KOHKpeTHE BTpydYaHHS i3
3acrocyBaHHAM koMOiHanii SPY 120, pexpaxmis 1.0 Bix 21 cepnus 2025 p.;

«IInardpopmue nocaimxenns Il ¢as3u 3 ouiHkK ePeKTUBHOCTI i GE3MEYHOCTI aHTUTLI TPUBAJIOL Jii
MPU 3aCTOCYBaHHI B PEXKUMI MOHO- 200 KOMOIHOBaHOI Teparii 3 MPUBOY CEPEIHBOTIKKOTO abo
TSDKKOTO Tepeliry BHpPa3KoBOTo KOJITY B akTuBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
KJiHIyHOrOo BUNpoOyBaHHd SPY123-201, penmakuis 1.2 Bim 04 uyepBHsa 2025 p.; Homatok no
MIPOTOKOITY KJIiHIYHOTO BUNpoOyBanHs SPY123-201, 1o onucye KOHKpeTHE BTpYYaHHs 13
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3actocyBanHaM npernapaty SPY002, pexakiis 1.0 Bix 24 uepus 2025 p.;

«IInardpopmue nocuimxenns Il ¢gas3u 3 ouinku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MIPU 3aCTOCYBaHHI B PEXHMI MOHO- a00 KOMOIHOBaHOI Tepallii 3 MPUBOY CEPEIHBbOTSIKKOTO abo
TSDKKOTO TIepeliry BHpPa3KoBOro KOJITY B akTuBHIN (opmi», SPY123-201, OcHoBHMIA MPOTOKOI
kiiHiuHOTO BUnipoOyBanus SPY 123-201, pexakuis 1.2 Big 04 uepsus 2025 p.; Jonarox, mo onucye
KOHKPETHE BTpy4aHHs i3 3actocyBaHHsaM koMmOiHamii SPY 130, penakiis 1.0 Bixg 31 sxoBTHS 2025 p.;
JlomaTok, 10 ONMMCy€e KOHKPETHE BTPYYaHHS i3 3acTOCyBaHHSIM KoMOiHatii SPY230, penakiist 1.0
Bix 31 >xoBTHs 2025 p.

3asiBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJTAJIBHICTIO «ITI EC AU-YKPATHA»
CnoHncop, kpaiHa «Cnaep Tepan’rotike, [HK.» [Spyre Therapeutics, Inc.], CIITIA
B.o. HauanbHuKka @apMaleBTUYHOI0 YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)




Jonatok 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Onogiena Oporurypa nociigHuka rmo npenapaty bakcapocrat (Baxdrostat), Bepcis 8.0 Big 24 mroToro
2026 poky, aHMTHCHKOK MOBOIO; JlOChE MOCHITKYBaHOTO JiKapchKkoro 3aco0y bakcapoctar
(Baxdrostat) — [lani momnepeaHb0oro KJIiHIYHOTO BUIIPOOYBAHHS Ta JIOCBIJ 3aCTOCYBaHHS Ha JIFOJISIX
(xminiyHa apmakonoris, KiiHiYHA (apMaKOKiHETHKA, BIUIMB Ha JIIOJWHY Ta CIiBBiIHOIICHHS
KOpHUCTh/pU3UK), Bepcis Biag 05 6epesns 2026 poky, aHMIiHCbKO MOBOI; OHOBIEHHS PO3/iTIB
Jlocke 3 JOKIIHIYHMX JaHUX MO0 JOCHiKYBaHUX JIIKapChKUX 3aco0iB bakcapocrar Ta
Hamarmignosun (Baxdrostat + Dapagliflozin), anrmificekkoro moBorw: Pozmin 2.6.4 Ilucemose
pestome 3 papmakokineTuku, Bepcis Bix 12 6epesns 2026 poky; Posnin 2.6.6 [TuceMoBe pe3tome 3
TOKCHUKOJIOT11, Bepcis Big 19 6epe3ns 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1832 Bix 02.12.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane, OaratoleHTpoBe, MojBiiHe ciine aocmimxeHHs da3u 2b Ans OIIHKK BILTUBY
bakcnpocraty B kombOiHamii 3 Jlanarmigiao3uHoM y mopiBHSAHHI 3 Tepanieto bakcapocrarom Ha
anbpOyMIHYPIIO Y MaIli€HTIB 3 XPOHIUHOIO XBOp00O010 HUPOK (XXH) Ta BUCOKMM KPOB’SHUM THCKOMY,
D6972C00006, Bepcis 2.0 Bix 22 BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, IlIseris

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka Inebilizumab (VIB0551), Bumanns 22.0 Big 11 mrororo 2026 p., aHTIIIHCHKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyiomizoBane, Mo iBiitHE-CIIiNe, 6araToeHTPOBE, TUIANE00-KOHTPOIBOBAHE TOCIIHKCHHS (ha3u 3
3 BIIKpUTUM IMEPIOJIOM I OLIHKU e()EeKTHUBHOCTI Ta Oe3meqHOCTi iHeOuTi3ymMaldy y Opociux
naiieHTiB 3 miacteHiero rpasicy, VIB0551.P3.S1, Bepcis 9.0, 18 Bepecust 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OGMEKeHOI0 BianosinanbHicTio «MEJITTENMC YKPATHA»

CnoHncop, kpaiHa

«Topaitzon Tepam'torikc Atwipneng JiEiCi» [Horizon Therapeutics Ireland DAC] (mouipus
KOMIIaHis, 10 nepedyBae y NOBHIN BIacHOCTI KoMmmaHii «AMpkeH [Hk.» [Amgen Inc.])

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Honatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBneHu# poTOoKON KiiHIYHOro BuUnpoOyBanHs CN012-0025, 3 iHKOPIIOPOBAHOK IOMPABKOIO
01 Big 07 mucromama 2025p., KJAH 930239132, anrmifickkoro MoBorw; CN012-0025 OcHoBHa
iHdopmartisa g namienTa ta Gopma iHdGopmoBaHOi 3roau, YkpaiHa, Bepcis 2.0 Big 13 mroToro
2026 p., ykpaincekoro MoBoro; CNO012-0025 Cmopomena Iadopmariis mis mamieHTa Tta ¢opma
iH(hopMoOBaHoOi 3roau i I1opociux, Ykpaina, Bepcis 2.0 Bix 13 miororo 2026 p., yKpaiHCBKOIO;
CNO012-0025 Iadopmarmis ans ocobu, mo 3maiicHIOE A0TIsAA Ta ¢opma iHPOPMOBAHOI 3ro.H,
VYkpaina, Bepcis 2.0 Binm 13 mrotoro 2026 p., ykpaiHCbKOIO MOBOW; JlOCh€ IOCTIIKYyBAaHOTO
mikapcekoro 3aco0y Mogaynp 3: kcanomenin/ tpocmito xmopun karncyna (KarXT), kcanomenin
karcyna 3 eHrepaibHUM MNOKpUTTSIM (KarX-EC), BMS-986510, BMS-986519, Bepcis 4 Bin
01 rpymus 2025 p., aHriiicbkor0 MoBOI0; [1ogOBXKEHHS TepMiHY MPHUAATHOCTI JOCIIIHKYBaHOTO
nikapcekoro 3acody, KarX-EC, 42 wmr; 56 mr kcanomeniny 3 12 mo 18 wmicsuis; [logosxkeHHs
TEPMiHY MPUIATHOCTI JOCHIKYBAHOTO JiKapchkoro 3aco0y, KarXT, 14/3 wmr; 28/6 mr; 42/9 wr;
56/12 mr kcaHomenin/Tpoctito xiaopuay 3 12 no 18 micsuis; 3HiMok ekpany: Illkana oniHoBaHHS
xBopobu Aunbrreiimepa (ADAS-Cog), Bepcis 1.0 Bim 30 ciuas 2026 p. [ADAGIO CNO12
0023 0024 0025 Screenshots ADAS-Cog-13 Ukrainian (UA) V1.0 30Jan26], ykpaiHCBKOIO
MOBO10; 3HIMOK ekpany: lllkana orintoBanHa xBopoou Anbureiimepa (ADAS-Cog), Bepcist 1.0 Big
28 ciuns 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots ADAS-Cog-13 Russian
(UA)_ V1.0 28Jan26], pociiicbkor0 MOBOIO; 3HIMOK ekpany: [llkana aHOMaJIbHMX MHUMOBUIBHUX
pyxiB AIMS, Bepcis 1.0 Bim 30 ciuas 2026 p. [ADAGIO CNO12 0023 0024 0025
Screenshots AIMS Ukrainian (UA) V1.0 30Jan26], yxpaiHChbKOIO MOBOI; 3HIMOK €KpaHy:
[Mkana aHOoManbHUX MHUMOBLIBHUX pyXiB AIMS, Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO
CNO012 0023 0024 0025 Screenshots AIMS Russian (UA) V1.0 28Jan26], pociiicbkoro
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MoBOIO; 3HIMOK ekpany: Illkama ominkum akarusii bapaca (BARS), Bepcis 1.0 Big
30 ciuas 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots BARS Ukrainian (UA)
V1.0 30Jan26], ykpaiHcbkor0 MOBOIO; 3HiMOK ekpany: lllkana ouinku akatusii bapuca (BARS),
Bepcis 1.0 Bix 28 ciuns 2026 p. [ADAGIO _CNO012 0023 0024 0025 Screenshots BARS Russian
(UA) V1.0 28Jan26], pociiicbkoro MOBOIO; 3HIMOK ekpaHy: OnHUTyBaIbHUK 0COOH, sIKa 3AIMCHIOE
norysin, Bepeist 1.0 Big 28 ciuns 2026 p. [ADAGIO _CNO12 0023 0024 0025 Screenshots
Caregiver Questionnaire Ukrainian (UA) V1.0 28Jan26], ykpaiHChKOIO MOBOIO; 3HIMOK €KpaHy:
OnutyBaJIbHUK OCOOM, siKa 3aidicHroe gorisa, Bepcist 1.0 Big 28 ciuas 2026 p.
[ADAGIO _CNO12 0023 0024 0025 Screenshots Caregiver Questionnaire Russian
(UA) V1.0 28Jan26], pociiickkoro  MOBOIO;  3HIMOK  ekpany: Illkama  3arampHOTO
KIIHIYHOTO  BpaX€HHS  mpo  TskkicTh  3axBoproBaHHs  (CGI-S) Bepcias 1.0 Bix
30 ciuas 2026 p. [ADAGIO _CNOI12 0023 0024 0025 Screenshots CGI-S Ukrainian(UA)
V1.0 30Jan26], ykpaincbkoro MOBOIO; 3HIMOK ekpany: Illkana 3arajgpbHOro KIIiHIYHOTO BPaXKCHHS
npo TsokkicTh 3axBoproBaHHs (CGI-S) Bepcis 1.0 Bixm 28 ciuas 2026 p. [ADAGIO CNO12
0023 0024 0025 Screenshots CGI-S  Russian (UA) V1.0 28Jan26], pociiicbkol0 MOBOI0;
3niMok ekpany: OnutyBanbHUK Koren-Mancoinna ms ouinku 30ymxenns (CMALI), Bepcist 1.0 Big
28 ciunsa 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots CMAI Ukrainian(UA)
V1.0 28Jan26], ykpaiHCcbKkOI0 MOBOIO; 3HIMOK ekpaHy: OnurtyBanbHUK Koren-Mancdinga nns
ouinku 30ymxenHsa (CMALI), Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO_CNO12_ 0023 0024 0025
Screenshots CMAI Russian (UA) V1.0 28Jan26], pociiicbkoto MOBOI0; 3HIMOK ekpany: [IIKAJTA
OLIIHKHM TSDKKOCTI CYIUAY KOJIYMBIMCBKOI'O YHIBEPCUTETY. Buxigmi mausi/
Bepcis s omintoBanHst (C-SSRS), Bepcis 1.0 Big 30 ciuns 2026 p. [ADAGIO CNOI12
0023 0024 0025 Screenshots C-SSRS BLSC Ukrainian (UA) V1.0 30Jan26], ykpaiHCBKOIO
MOBOIO; 3HiMOK expany: IIIKAJIA OLIIHKU TSDKKOCTI CYILIUAY KOJYMBIMCBEKOI'O
YHIBEPCUTETY. Buxigni/Ckpuninrosi gansi, (C-SSRS), Bepcis 1.0 Bix 28 ciuns 2026 p.
[ADAGIO_CNO12 0023 0024 0025 Screenshots C-SSRS BLSC Russian (UA) V1.0 _28Jan26],
pociiicbkoro  MoBor; 3HiMOk ekpany: IIKAJIA OLIHKK TSXXKOCTI CYIOUMAY
KOJIYMBIMCHEKOI'O VHIBEPCUTETY 3 MoMmenTy octanuboro isuty (C-SSRS), Bepcis 1.0 Bix
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30 ciuns 2026 p. [ADAGIO CNO0O12 0023 0024 0025 Screenshots C-SSRS SLV_ Ukrainian
(UA) V1.0 30Jan26], ykpaincpkoro MoBoto; 3HiMOK ekpany: IIIKAJIA OLIHKU TSAXKKOCTI
CVIIMAY KOJIYMBIMCBKOI'O YHIBEPCUTETY 3 Momenty ocranusoro Bisuty (C-SSRS),
Bepcis 1.0 Bix 28 ciunsa 2026 p. [ADAGIO_CNO012 0023 0024 0025 Screenshots C-SSRS SLV
Russian (UA) V1.0 28Jan26], pociiicbkor0 MOBOK0; 3HIMOK ekpaHy: Jlemorpadiunuii
omutyBanbHHUK, Bepcis 1.0 Bim 30 ciuns 2026 p. [ADAGIO CNO12 0023 0024 0025
Screenshots Demographics Questionnaire Ukrainian (UA) V1.0 30Jan26], ykpaiHCEKOIO MOBOIO;
3HiMOK ekpaHy: Jlemorpadiunmii omwuryBanmbHUK, Bepcis 1.0 Big 28 ciuHA 2026 p.
[ADAGIO CNO12 0023 0024 0025 Screenshots Demographics Questionnaire Russian (UA)
V1.0 28Jan26], pociiicbkoro MOBOIO; 3HIMOK ekpaHy: OnuTyBaibHUK KM iHPOpMAHT TOBOIUTHCS
yaacHuky, Bepcis 1.0 Big 28 ciuas 2026 p. [ADAGIO CNO12 0023 0024 0025
Screenshots_Informant Relationship Ukrainian (UA) V1.0 28Jan26], ykpaiHCBKOIO MOBOIO;
3niMok ekpany: OnutyBanbHUK Kum iHQopMaHT moBoauThes yyacHUKY, Bepcis 1.0 Bix 28 ciuHs
2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots Informant Relationship Russian
(UA) V1.0 28Jan26], pociiicekoro MoBow; 3HiMOK ekpany: MDKHAPOJ/IHA CHUCTEMA
OLIHKW CUMIITOMIB ITPU 3AXBOPIOBAHHX IMEPEJMIXYPOBOI 3AJIO3U, Bepcis 1.0
Bix 30 ciuns 2026 p. [ADAGIO _CNO12 0023 0024 0025 Screenshots IPSS Ukrainian (UA)
V1.0 30Jan26] ykpaiHCcbkOIO MOBOIO; 3HIMOK ekpaHy: KapTka OIIHKH cKapr XBOpOro i3
TO0OPOSIKICHOIO TiMepIniasiero mepeaMixypooi 3aino3u, Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO
CNO012 0023 0024 0025 Screenshots IPSS Russian (UA) V1.0 28Jan26] pociiicbkol0 MOBOIO;
3HiMOK ekpany: Ctucna mkana oniHroBaHHs ncuxiyHoro craHy(MMSE), Bepcis 1.0 Bix 30 ciuns
2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots MMSE Ukrainian (UA) V1.0
30Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy: MiHi-TecT i OIIIHKM ICHXOJIOTIYHOTO CTaHy
(MMSE). Bsegenns., Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO CNO12 0023
0024 0025 Screenshots Russian (UA) V1.0 28Jan26], pociiickkoro MOBOI0; 3HIMOK €KpaHy:
Heiiponicuxiarpuunuii onutyBanbHuk (NPI), Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO
CNO012 0023 0024 0025 Screenshots NPI-10 Ukrainian (UA) V1.0 28Jan26] ykpaiHCbKoOrO
MOBOIO; 3HIMOK ekpany: Heliponcuxiatpuunuii onutyBansHUK (NPI), Bepcis 1.0 Bix 28 civyns
2026 p. [ADAGIO_CNO12 0023 0024 0025 Screenshots NPI-10_Russian (UA) V1.0 28Jan26]
pOCiiicbKOI0 MOBOIO; 3HIMOK ekpaHy: HelporncuxiaTpudHuii ONUTYBaJIbHHUK- BEPCisl s 3aKJIajiB
s mozeit moxusnoro Biky (NPI-NH), Bepcis 1.0 Bix 28 ciunst 2026 p. [ADAGIO
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CNO12 0023 0024 0025 Screenshots NPI-NH Ukrainian (UA) V1.0 28Jan26] ykpaiHCBKOIO
MOBOIO; 3HIMOK eKpaHy: Bmemenns no HeiiporicuxiaTpuyHOrO ONHWTYBaJbHUKA - BEpCis s
nicuxoHeBpoJioriunoro iHTepHary (NPI-NH), Bepcis 1.0 Big 28 ciuas 2026 p. [ADAGIO
CNO12 0023 0024 0025 Screenshots NPI-NH  Russian (UA) V1.0 28Jan26] pocilicbKkor0
MOBOI0; 3HIMOK ekpany: lllkana OWiHKK SKOCTi >KHTTS HpH XBopoOi Asbireiimepa (QOL-AD),
Bepcia 1.0 Bim 30 ciuns 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots QOL-AD
Caregiver Ukrainian (UA) V1.0 30Jan26], ykpaiacpkoro MoBoto; IlIkana OLIHKH SIKOCTI MKHUTTS
npu xBopoOi Agsbireiimepa (QOL-AD), Bepcis 1.0 Bim 28 ciuns 2026 p. [ADAGIO CNO12
0023 0024 0025 Screenshots QOL-AD Caregiver Russian (UA) V1.0 28Jan26], pocilicbKor0
MOBOI0; 3HIMOK ekpany: [lIkana oriHKu sIKOCT1 )KUTTS TP XBOopoOi AsbireriMepa (QoL-AD), Bepcis
1.0 Bix 30 ciuns 2026 p. [ADAGIO_CNO12 0023 0024 0025 Screenshots QOL-AD Ukrainian
(UA) V1.0 30Jan26], ykpaiHCcbkol0 MOBOIO; 3HIMOK ekpany: lllkana OIIHKK SIKOCTi UTTS HpH
xBopoOi Ambnreiimepa (QoL-AD), Bepcis 1.0 Big 28 ciuns 2026 p. [ADAGIO CNO0O12 0023
0024 0025 Screenshots QOL-AD Russian (UA) V1.0 28Jan26], pociiicbkor0 MOBOIO; 3HIMOK
exkpany: ZARIT OIIMTYBAHHA JIIOJVWHU, 1O JOIJIAHAE€ 3A XBOPUM HA
AJIBLITEUMEP HA 27 TIMTAHb (ZCI-AD-27), Bepcia 1.0 Big 30 ciuns 2026 p.
[ADAGIO CNO12 0023 0024 0025 Screenshots ZCI-AD-27 Ukrainian (UA) V1.0 30Jan26],
YKpaiHChbKOI0 MOBOIO; 3HIMOK ekpany: ZARIT OITMTYBAHHSA JIIOAVMHUA, IO JOTJIAJAE 3A
XBOPUM HA AJIBLITEMMEP HA 27 IIUTAHbB (ZCI-AD-27), Bepcist 1.0 Bix 28 ciunst 2026 p.
[ADAGIO_CNO12 0023 0024 0025 Screenshots ZCI-AD-27  Russian (UA) V1.0 28Jan26],
pociiicekoro MoBoro; CN012-0025, dopma iHpopMoBaHOT 3roAu Ha HEOOOB’S3KOBI JI0JATKOBI
TOCJIYTH 13 JIOTiICTUYHOI Ta opraizamiiinoi mizTpumku nauientis (PatientGO®), sxi HamaroThes
kommaniero LmminrBopt, ocrarouna Bepcis V1.0 Bix 13 Oepesnst 2026 p., yKpaiHCBKOI MOBOIO;
CNO012-0025, ®opma iHpopMOBaHOI 3roAu IS 0cOOH, 110 3AIMCHIOE JOTTSNA, HAa HE0OOB’SI3KOBI
JI0IATKOBI MOCIYTH i3 JIOTICTMYHOI Ta OprasizamiiHoi miarpumku nanieHTis (PatientGO®), sxi
Ha/1al0Thesl KoMIaHiero [miHrBopt, octarouna Bepceis V1.0 Big 13 6epesns 2026 p., yKpaiHCHKOIO
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MOBOI0; TlomiThKa 11010 MOI3M0K 1 BIANIKOyBAaHHS BUTPAT JUIA MAIIEHTIB, SKi OEpyTh y4acTh Y
kininigHoMy gocmimkeHHi CN012-0025, ocrarouna Bepcis V1.0 Big 13 Oepesnst 2026 p.,
yKpaiHcbkoro MoBoro; PatientGO — JlimensiliHa yroja 3 KiHIIEBUM KopucTyBadeMm, Bepcis 1.0 Bix
23 uepBus 2020p., ykpaincekoro MoBoro; PatientGO: TloniTuka koHdigeHiiHocTi, Bepcis 4.0 Bifg
06 rpynnst 2024p., Ykpaina, Ykpainceka moBa; PatientGO: [ndopmartiiiauii TucT A1 TaIieHTa,
sepcis 1.0 Bix 01 mumms 2021p., ykpaincbkoro MoBoto; Komis 3actocynky PatientGO®, Bepcis V3.0
Bix 21 mrotoro 2023p., aHrmiiicekoro Ta ykpaincekoro MoBamu; CNO12-0025 dopma miaaTixHHX
PEKBI3WTIB I BiAmIKoayBaHHsS BuUTpaT, Bepcis V1.0 Bim 13 Oepesns 2026 poky, YkpaiHa,
yKpaiHChKOI0 MOBOIO; JIucT mono ruratixaoi kaptku, Bepcist 1.0 Bix 16 motoro 2026, Ykpaina,
AHTJIIMCHKOIO MOBOIO; 3MiHA Ha3BU MICIIb MPOBECHHS KIIIHIYHOTO JTOCIIIIPKEHHS

BYJIO CTAJIO

aikap ®inwir FO.O. aikap Oinsir FO.O.

KomyHnanene HekomepiiiiHe mignpuemMcTBo | KomyHanmpHe HEKOMEpIiiHE —IMiJIPUEMCTBO

JIbBiBCcbKOi  oOmacHoi  pagu  «JIpBiBCchbKa | JIbBiBChKOi  oOmacHoi  paaum  «JIbBIBChKa

oOiacHa KIJIHIYHA TICHXiaTpUYHA JIKapHS», | o0llacHa KIiHIYHA TICHXIiaTpU4YHA JIKApHS»,

BigmiaeHas Ne25, m. JIbBiB BIJIIIJIEHHS TIEPBUHHOTO [ICUXOTUYHOTO
enizony Ne5, m. JIbBiB

nikap Kocenkosa [.B. nikap Kocenkosa [.B.

KomyHnaneHe HexkoMmepiiiiHe miagnpueMcTBo | KomyHanbHe HEKOMepIIiiiHE MIAIpPUEMCTBO

«Yepkacbka o0OJacHa NCHXIaTpUYHA JIKapHS
Yepracbkoi 001acHOT paiuy, KOHCYJIBTATHBHO-
JTIarHOCTUYHUN MIAPO3ALT O aMOyJIaTOPHOMY
00CITyTOBYBaHHIO ~ HaceleHHs  YepkachKoi
obnacti B CKIaAl MpUIMaIbHOTO BiIALICHHS,
M. Cmisa, Yepkacbka 00J1aCTh

«Yepkacbka o0acHa NCHXiaTpUYHA JIIKapHS
UYepkacbkoi 0071aCHOI pain», KOHCYJIbTaTUBHO-
J1arHOCTUYHUI KabiHeT amMOynaTopHO1
TCUXIATPUYHOI  JOMOMOTH, M. Cwmina,
Yepkacbka 061acTh
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1.M.H. Mopo3 C.M.

Komynanpne HATPHEMCTBO
«JIHInporeTpoBChKa OararomnpodiabHa
KJIiHIYHA JKapHSA 3 HaJaHHS ICUXIaTPUYHOI
nornoMorn»  JIHIMponeTpoBcbkoi — 00acHOT
paan», TICUXOHEBPOJIOTIYHE  BIAIUICHHS
(ncuxocomatuyauit ieHTp) Nel0, m. JIHinpo

1.M.H. Mopo3 C.M.

KomynanbHe  HeKOMepIiifHE  TOBapUCTBO
«JIHimporeTpoBchka OararonpodinpHa
KJIiHIYHA JIKapHA 3 HAJAaHHS ICUX1aTPUYHOI
nornomoru»  JIHIMponeTpoBcbkoi — 00nacHOT
paan», NICUXOHEBPOJIOTIYHE  BiIIUICHHS
(ncuxocomatuynuit 1ieHTp) Nel0, m. J{Hinpo

BKJIFOYEHHS TOJJATKOBOTO MiCIIsl POBEICHHS KJITHIYHOTO BUITPOOYBAHHSI:

n/o

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA
HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | mikap Llpona A.P.

M. JIbBiB

ToBapucTBO 3 0OMEKEHOI BiMOBIAAIBHICTIO «AliKtoMen», Menuunawmii nieHTp IQMED,

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Binkpute mnomoBkeHe pocmiKeHHs 3-i (asu 3 OLIHKKM JOBrOCTPOKOBOI OE3MEYHOCTI Ta
nepeHocumocti npenapatiB KarXT + KarX-EC nis nikyBaHHS aXuTallil OB’ s3aHO1 3 XBOPOOOIO
AnsireiiMepa (ADAGIO-3)», CN012-0025, opuriHaibHUI npoTokou Bij 24 motoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

ToBapucTBo 3 HeoOMekeHO0 BiANOoBiNaIbHICTIO bpicton-Matiepc CkBi06 Cepsices, Ipnanaist

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexcanap 'PINEHKO

(minmc)

(Bnacue im’st ITPI3BUILLE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

[Ipotokon kminiunoro pociimkeHHs [4V-MC-JAJK, Bepcis (b) Bim 09 ciuna 2026 poky,
aHTIIHCHKOI0 MOBOIO; Bepcis (¢) Bix 18 mororo 2026 poky, aHTIIHCEKOI0 MOBOTO; [HpopMarttis s
ydacHuka Ta Popma iHpopmoBaHOi 3roam st YKpainm, Bepcis S5 Big 18 Oepesns 2026 poky
yKpaiHChKOIO Ta aHrmiiicekoro MoBamu (Participant information and Informed Consent Form for
Ukraine, Version 5 dated 18 March 2026); Indopmarnis ta @opma iHPOPMOBAHOI 3roau s
YUYaCHHKIB, SIKi JOCSATIH 18-pidHOrO BiKY IiJl 4ac ydacTi B JOCIHiKEeHHI B YKpaiHi, Bepcis 2 Bif
18 6epesnst 2026 poky ykpaiHChKOIO Ta aHriiicbkoro 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); [ndopmariis qist 6atbkiB yuacHuka ta @opma iHhopMoBaHOT 31011
s Ykpainu, Bepcis 2 Big 18 Oepesns 2026 poky YKpaiHCBKOIO Ta aHIITIHCHKOIO MOBaMH
(Participant’s Parent Information and Informed Consent Form for Ukraine, version 2 dated 18 March
2026); ®opma iHPOpMOBaHOT 3roau I IiTel BikoM Bix 14 1o 18 pokiB mist Ykpainu, Bepcist 3 Bif
18 6epesnst 2026 poky ykpaiHChbKOIO Ta aHTHiicbkor0 MoBamu (Informed Assent Form for children
aged 14-18 for Ukraine, version 3 in English dated 18 March 2026); ®opma iHpopmMoBaHOi 3roau
muist pitedt BikoM Bif 11 1o 14 poki ans Ykpainu, Bepeis 3 Bifg 18 6epe3ns 2026 poky yKpaiHCBKOIO
Ta aHrniicekoro MoBaMu (Informed Assent Form for children aged 11-14 for Ukraine, version 3 in
English dated 18 March 2026); Kommekt marepianiB ais namieHTiB: [TociOHUK 3 AOCTIIKEHHS,
Bepcis 2 Big 25 mororo 2026 poky ykpaincekoro Moo (JAJK Study-Guide Master
v2 25Feb2026 UK-UA); [Tactiopt mocmimkeHHs, Bepcis 2 Bif 25 aotoro 2026 poky YKpaiHCHKOIO
MoBowo (JAJK Passport Master v2 25Feb2026 UK-UA); Hlonennuk BBeneHHs iHCyniHy — 1.1
(in’ekuii 1HcymiHy), Bepcist 1.1 Big 05 Oepesns 2026 poky ykpaiHchkoio Moo (14V-MC-
JAJK Insulin Dosing Diary Manual v1.1 Trans Paper Ukrainian-UA 05Mar2026  #251-
D1691A-EILV); [llonennuk Al 1 HITII — 1.1 (aBTOMaTH30BaHa 1OCTaBKa 1HCYIJIIHY 1 HETIEpepBHA
nimkipHa iHgy3is iHcyminy), Bepcis 1.1 Big 05 6epesns 2026 poky ykpaincbkoro MoBoto (14V-MC-
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JAJK Insulin Dosing Diary AID and CSII vl.1 Trans Paper Ukrainian-UA 05Mar2026 #251-
D1691A-EILV); lllonennuk emizoxiB rinoriikemii—1.1 (moBHa Bepcis) Bepcis 1.1 Bix 05 6epe3ns
2026 ykpaincekoro MoBoio (I4V-MC-JAJK Hypoglycemic Events Diary-1.1 (Full Version)
vl.1 Trans Paper Ukrainian-UA 05Mar2026 #251-D1691A-EILV); OnutyBajJbHHK IIOJI0 CTaHY
3nopoB's, Bepcis 1.0 Big 09 BepecHs 2025 poky ykpaiHChKOO MOBOIO uiss Ykpainu (I4V-MC-
JAJK EQ-5D-Y-5L Paper Self-Complete v1.0 WS Paper Ukrainian-UA 09Sep2025 #251-
D1691A-EILV); Ilocrep «KniHiuHEe HayKoBe AOCTIHKCHHS IS JIIOJEH, y SIKUX HEIIOJaBHO
niarHocTyBanmu miaber 1 Ttumy», Bepcis 2 Bim 27 ciudas 2026 poky YKpaiHCBKOK MOBOIO
(JAJK Poster Master v2 27Jan2026  UK-UA); Indopmaniiinuii Oyxner «KiiHiuHe HayKoBe
JOCIIJKSHHS IS JIFO/IH, Y SIKMX HEeU[OJaBHO JiarHOCTyBaiu aiadetr | Tummy», Bepcis 2 Bix 27 ciuHs
2026 poky ykpaincekoro MoBoro (JAJK Flyer Master v2 27Jan2026 UK-UA); bpourypa «Bam
HEIO/IaBHO TIOCTABHJIM JiarHo3 aiadery 1 Tuimy?», Bepcis 2 Bix 27 ciuns 2026 poky yKpaiHCBKOIO
MmoBoro (JAJK Brochure Master v2 27Jan2026 UK-UA)

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBaHe, mojBiliHE ciine, IUianedo-KoHTponboBaHe nociipkeHHs III ¢asum  Tepamii
6apiUTHHIOOM 3 MeTor0 30epexxeHHs (PyHKIIT OeTa-KIITHH y MalieHTiB BikoM BiJ 1 poky a0 < 36
poKiB, sikuM Brepuie naiarHocroBaHo Lykposuil niader 1 tunmy (BARICADE-PRESERVE)y,
14V-MC-JAJK, Bepcis 3 nomnpaskoro (a) Big 20 ceprns 2025 poky

3asiBHUK, KpaiHa

«Eni Jlinm Bocrok CAy, [lIBeiuapis

CnoHcop, kpaiHa

Emi Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)
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10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo npoBeneHHs KITIHIYHIX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
12.05.2026 Ne 608

InenTudikaist CyTTEBOI MOMPABKU

OnHoBieHHH MPOTOKON KiiHIYHOTO BHIpoOyBaHHS CNO012-0024 nHezamackoBaHUN (TUIBKH JUIS
BIIMOBITAJILHUX JOCIITHUKIB), 3 IHKOpIopoBaHoto momnpaBkoro 01 Bix 13 nmucronana 2025 p., KH]]
930238028; Onomnenuii mpotokon kiiHiuHOrO BUmpoOyBanHs CN012-0024, 3 iHKOpHOPOBaHOIO
nonpaBkoro 01 Bix 13 mucronana 2025p., KIH 930240229; CN012-0024 OcnoBHa iHdopmartis ajis
narfienra ta ¢popma iHpopmoBaHoi 3roan, Ykpaina, Bepcis 2.0 Bix 13 mrotoro 2026 p., yKpaiHCEKOIO
MoBow; CN012-0024 Crnpomena Indopmanist m1st manienta ta gopma inpopmMoBaHOi 3roau Ams
nopocnux, Ykpainma, Bepcis 2.0 Bim 13 mororo 2026 p., YKpaiHCEKOI MOBOIO;
CNO012-0024 Indopmamist ans ocoOu, MO 3AiACHIOE TOriasA Ta ¢opma iHGOpPMOBaHOI 3rojwu,
VYkpaina, Bepcis 2.0 Bixm 13 mororo 2026 p., yKpaiHCBKOI MOBOK; JlOChE IOCIIIKYyBaHOTO
mikapcpkoro 3aco0y Monayne 3: kcanomenin/ Tpocmito xiopuna karcyna (KarXT), kxcanomenin
karcyna 3 eHrepaibHuM NOKpUTTIM (KarX-EC), BMS-986510, BMS-986519, Bepcis 4 Bix
01 rpyans 2025 p., anrmiiickkoro MOBOIO; Jloche TOCIIIKYBaHOTO JKapchKOro 3acody Moaynb 3:
[Tname6o gm0 kcanomenin/ Tpocriro ximopuy karcyina (KarXT) Ta [Tname6o 10 kcaHOMEITiH Karcyia
3 eHtepanbHUM NOKpUTTAM (KarX-EC), BMS-986510, BMS-986519, Bepcis 3 Bix 01 rpynHs
2025 p., aHrmiiceko0 MOBOMO; [10/10BKEHHS TEPMIHY IPUIATHOCTI AOCIIIKYBAHOIO JIKaPCHKOTO
3aco0y, KarX-EC, 42 wmr; 56 mr kcanomeniny 3 12 no 18 wmicsaui; IlogoBkeHHs TepMiHy
MPUAATHOCTI TOCIIKYBAaHOTO Jikapcbkoro 3aco0y, KarXT, 14/3 mr; 28/6 mr; 42/9 mr; 56/12 mr
KcaHOMeNiH/TpocHito xiopuay 3 12 no 18 wicsani; IlogoBkeHHs TepMiHYy NPUAATHOCTI
JIOCITIJKYBAHOTO JiKapcbkoro 3acoOy, Ilmame6o mo KarX-EC, 14 wmr; 28 wmr; 42 wmr; 56 wmr
KkcaHoMeniHy 3 12 1o 18 micsuis; IlooBxkeHHs TepMiHy MPUIATHOCTI AOCIIPKYBAaHOT'O JIKapChKOTO
3aco0y, [Tname6o no KarXT, 14/3 mr; 28/6 mr; 42/9 mr; 56/12 Mr KCaHOMENIH/TPOCTIIO XJIOPUIY 3
12 no 18 wmicsuis; 3HiMok ekpany: Illkana ouiHtoBanHs xBopoou Ambureiimepa (ADAS-Cog),
Bepcis 1.0 Bix 30 ciuns 2026 p. [ADAGIO _CNO12 0023 0024 0025  Screenshots ADAS-Cog-
13 Ukrainian (UA) V1.0 30Jan26], ykpaiHcbkol0 MOBOI0; 3HIMOK ekpany: Ilkama
omiHoBaHHS XxBopoOu Aunbureiimepa (ADAS-Cog), Bepcis 1.0 Bim 28 ciuna 2026 p.
[ADAGIO _CNO012 0023 0024 0025 Screenshots ADAS-Cog-13 Russian(UA) V1.0 28Jan26],
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pociiickkor0 MOBOIO; 3HIMOK ekpaHy: lllkana anHomansHUX MUMOBUTBHUX pyXiB AIMS, Bepcis 1.0
Bim 30 ciuns 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots AIMS Ukrainian
(UA) V1.0 30Jan26], ykpaiHncbkoro MOBOMO; 3HIMOK ekpany: lllkana aHoManbHUX MHUMOBUIBHHUX
pyxiB AIMS, Bepcis 1.0 Bix 28 ciuns 2026 p. [ADAGIO_CNO012 0023 0024 0025 Screenshots

AIMS Russian (UA) V1.0 28Jan26], pociiicbkkor0 MOBOW0; 3HIMOK ekpany: I[llkama omiHku
akatusii bapuca (BARS), Bepcis 1.0 Big 30 ciuns 2026 p. [ADAGIO _CNO12 0023 0024 0025

Screenshots BARS Ukrainian (UA) V1.0 30Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy:
[xama ominku akaru3ii bapuca (BARS), Bepcis 1.0 Bim 28 ciuas 2026 p. [ADAGIO
CNO12 0023 0024 0025 Screenshots BARS ~ Russian (UA) V1.0 28Jan26], pociiicbKOr0O
MOBOIO; 3HIMOK ekpaHy: OnHUTyBaJbHUK 0coOH, sika 37iiicHioe morisa, Bepcis 1.0 Big 28 ciuHs
2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots Caregiver Questionnaire _Ukrainian
(UA) V1.0 28Jan26], ykpaiHCbKOIO MOBOI0O; 3HIMOK ekpaHy: OnUTyBaJIbHUK 0COOH, KA 3/1HCHIOE
norysin, Bepeis 1.0 Bim 28 ciuns 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots
Caregiver Questionnaire Russian (UA) V1.0 28Jan26], pociiickkoi0 MOBOI; 3HIMOK €KpaHy:
[lkana 3aragpbHOTO KJIIHIYHOTO BpPaKEHHS IMPO TOKKicTh 3axBoproBaHHs (CGI-S) Bepcis 1.0 Big
30 ciyas 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots CGI-S Ukrainian(UA)
V1.0 _30Jan26], ykpaiHcbKOI0 MOBOO; 3HIMOK ekpany: LlIkana 3araqbHOrO KIIIHIYHOTO Bpa)KEHHS
npo TsoKKicTh 3axBoproBanHs (CGI-S) Bepcist 1.0 Big 28 ciyns 2026 p. [ADAGIO _CNO12 0023

0024 0025 Screenshots CGI-S  Russian (UA) V1.0 28Jan26], pociiicbKOI0O MOBOIO; 3HiMOK
ekpany: OnuryBanbHuk Koren-Mancdinga ans oninku 30ymxenHs (CMAI), Bepcis 1.0 Bin
28 ciuynsa 2026 p. [ADAGIO_CNO12 0023 0024 0025 Screenshots CMAI Ukrainian(UA)
V1.0 28Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: OnuryBanbHuK Koren-Mancoinna ans
ouinku 30ymxeHHs (CMAI), Bepcis 1.0 Bim 28 ciuns 2026 p. [ADAGIO_CNO12 0023
0024 0025 Screenshots CMAI  Russian (UA) V1.0 28Jan26], pociiicbkkol0 MOBOI0O; 3HIMOK
expany: IIIKAJIA OIIIHKU TSDKKOCTI CYILIUJY KOJYMEBIMCHKOI'O VHIBEPCUTETY.
Buxigni nanni/Bepcis mns omintoBanHs (C-SSRS), Bepcis 1.0 Bim 30 ciuns 2026 p.
[ADAGIO _CNO12 0023 0024 0025 Screenshots C-SSRS BLSC_Ukrainian ~ (UA)_V1.0_

30Jan26], pralHCBKOIO MOBOI0; 3HiMOK ekpany: LIIKAJIA OLIHKU TSKKOCTI CYIUOY
KOJIYMBIMCBKOI'O YHIBEPCUTETY. Buxinni/Cxpuninrosi nauui, (C-SSRS), Bepcist 1.0 Bin
28 ciunst 2026 p. [ADAGIO_CNO012 0023 0024 0025 Screenshots C-SSRS BLSC Russian
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(UA) V1.0 28Jan26], pociiicekkoro mMoBoro; 3HiMOK ekpany: HIKAJIA OIIHKW TSAXKOCTI
CYIUY KOJIYMBIMCHKOI'O YHIBEPCUTETY 3 momenty ocranHporo Bizuty (C-SSRS),
Bepcigs 1.0 Bim 30 ciuna 2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots C-SSRS
SLV_Ukrainian (UA) V1.0 30Jan26], ykpaincekoro MoBoto; 3aiMok ekpany: [IIKAJIA OIIHKHA
TSDKKOCTI CYIUY KOJYMBIMCHKOI'O YHIBEPCUTETY 3 MOMEHTY OCTAHHBOTO Bi3HTY
(C-SSRYS), Bepcis 1.0 Bix 28 ciunst 2026 p. [ADAGIO _CNO12 0023 0024 0025 Screenshots C-
SSRS SLV_ Russian (UA) V1.0 28Jan26], pociiicbkoro MOBOIO; 3HIMOK eKpaHy: AHKeTa KIIHIYHOT
Bayijanii mamieHTiB s BkiIrodeHHS B nmociimkeHHs (Clinical Validation Inventory for Study
Admission, C-VISA), Bepcizs 1.0 Bim 30 ciuas 2026 p. [ADAGIO CNO12 0023 0024
0025_Screenshots C-VISA Ukrainian (UA) V1.0 30Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK
eKkpaHy: AHKeTa KJIiHIYHOI Bajijamii mamieHTiB st BKiIodeHHs B nociimpkenHs (C-VISA), Bepcis
1.0 Bixg 28 ciuna 2026 p. [ADAGIO CNOI12 0023 0024 0025 Screenshots C-VISA Russian
(UA) V1.0 28Jan26], pocilickkor0 MOBO; 3HIMOK ekpaHy: JlemorpadiuHuii OmNMTYyBaJbHUK,
Bepeid 1.0 Bix 30 ciuns 2026 p. [ADAGIO CNO012 0023 0024 0025 Screenshots Demographics
Questionnaire  Ukrainian (UA) V1.0 30Jan26], ykpaiHCBKOIO MOBOK; 3HIMOK EKpaHy:
Hemorpadiunuil onutyBanbHUK, Bepeid 1.0 Bix 28 ciunsg 2026 p. [ADAGIO _CNO12 0023 0024
0025 Screenshots Demographics Questionnaire  Russian (UA) V1.0 28Jan26], pocilicbKkor0
MOBOIO; 3HIMOK ekpaHy: OnuryBasibHUK Kum iHQOpMaHT NOBOAMUTHCS y4yacHHKY, Bepcist 1.0 Bifg
28 ciuna 2026 p. [ADAGIO _CNO12 0023 0024 0025 Screenshots Informant Relationship
Ukrainian (UA) V1.0 28Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: OnuryBaibHUK Kum
1H(hOpMaHT JOBOAUTHCS yuyacHHKY, Bepcid 1.0 Bimg 28 ciung 2026 p. [ADAGIO CNO12 0023
0024 _0025_Screenshots Informant Relationship_ Russian (UA) V1.0 28Jan26], pociiicbkoro
MoBoto; 3HiMok ekpany: MDKHAPOJHA CUCTEMA OLIHKM CHMIITOMIB I1PU
3AXBOPIOBAHHSIX ITIEPEAMIXYPOBOI 3AJI03U, Bepcis 1.0 Bix 30 ciuns 2026 p. [ADAGIO
CNO012 0023 0024 0025 Screenshots IPSS Ukrainian (UA) V1.0 30Jan26] ykpaiHCbKOIO
MOBOIO; 3HIMOK ekpaHy: KapTa OIlIHKM ckapr XBOpOro i3 J0OpOSKICHOIO TiNepruia3iero
nepeamixypoBoi 3aiosu, Bepcis 1.0 Bix 28 ciuns 2026 p. [ADAGIO CNO012 0023 0024 0025
Screenshots IPSS  Russian (UA) V1.0 28Jan26] pociiicbkoro MOBOI0; 3HIMOK ekpany: Ctucia
mikana ouiHioBaHHS mncuxiyHoro crany(MMSE), Bepcist 1.0 Bixg 30 ciuns 2026 p. [ADAGIO
CNO012 0023 0024 0025 Screenshots MMSE Ukrainian (UA) V1.0 30Jan26], ykpaiHCbKOIO
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MOBOIO; 3HIMOK eKpaHy: MiHi-TecT aJis OlliHKH TicuxoJioriunoro crany (MMSE), Beeaennsi., Bepcis
1.0 Bix 28 ciuns 2026 p. [ADAGIO_CNO12 0023 0024 0025 Screenshots Russian (UA) V1.0
28Jan26], pociiichkor0 MOBOIO; 3HIMOK ekpany: Heipornicuxiatpuuannii onutyBasibHUK (NPI), Bepcis
1.0 Big 28 ciuns 2026 p. [ADAGIO _CNO12 0023 0024 0025 Screenshots NPI-10 Ukrainian
(UA) V1.0 28Jan26] ykpaiHChKOIO MOBOIO; 3HIMOK ekpaHy: HeliporicuxiaTpuaHuii OMUTYBaJIbHUK
(NPI), Bepcis 1.0 Bix 28 ciuns 2026 p. [ADAGIO_CNO012 0023 0024 0025 Screenshots NPI-10
Russian (UA) V1.0 28Jan26] pociiicekoro MOBOI0; 3HIMOK ekpany: Heliponcuxiatpuanuit
OTMTYBAJIBHUK- BePCis I 3aKiaiB s aroaei moxwmioro Biky (NPI-NH), Bepcis 1.0 Bix 28 ciuns
2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots NPI-NH  Ukrainian (UA) V1.0
28Jan26] ykpaiHCbKOIO MOBOI; 3HIMOK eKkpaHy: Bsemenns no HeiiponcuxiaTpuuHoro
ONUTYBAJILHHUKA - BepCis s icuxoHeBpooriunoro iHrepuary (NPI-NH), Bepcis 1.0 Bix 28 ciuns
2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots NPI-NH  Russian (UA) V1.0
28Jan26] pociiicbkot0o MOBOIO; 3HIMOK ekpany: lllkama OLIHKKM SKOCTI XHUTTS TpPH XBOpOOi
Ansireiimepa (QOL-AD), Bepcis 1.0 Bix 30 ciuns 2026 p. [ADAGIO_CNO012 0023 0024 0025
Screenshots QOL-AD Caregiver Ukrainian (UA) V1.0 30Jan26], ykpaincekoro MoBoro; Illkaa
OILIIHKH SIKOCT1 XUTTS mpu XxBopoOi Anbureitmepa (QOL-AD), Bepcis 1.0 Big 28 ciuns 2026 p.
[ADAGIO CNO012 0023 0024 0025 Screenshots QOL-AD Caregiver Russian (UA) V1.0
28Jan26], pociiicbkor0 MOBOIO; 3HIMOK ekpany: lllkama OIIHKH SIKOCTI XUTTS MPU XBOPOO1
Anpureiimepa (QoL-AD), Bepcist 1.0 Big 30 ciuns 2026 p. [ADAGIO _CNO012 0023 0024 0025
Screenshots QOL-AD Ukrainian (UA) V1.0 30Jan26], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy:
[kana OIIHKK AKOCTI XUTTS npu XBopoO1 Anbureiimepa (QoL-AD), Bepcis 1.0 Bix 28 ciuns
2026 p. [ADAGIO CNO12 0023 0024 0025 Screenshots QOL-AD  Russian (UA) V1.0
28Jan26], pociiicekoro MoBoro; 3HIMOK ekpany: ZARIT OIIMTYBAHHA JIFOJWHU, IO
JIOTJISJTAE 3A XBOPHMM HA AJIBLITEMMEP HA 27 IINTAHB (ZCI-AD-27), Bepcist 1.0 Bin
30 ciunas 2026 p. [ADAGIO_CNO012_ 0023 0024 0025 Screenshots ZCI-AD-27 Ukrainian (UA)
V1.0 30Jan26], ykpaincekoro MoBo1o; 3HIMOK ekpaHy: ZARIT OIIMTYBAHHS JIIOAWHU, 1110
JIOTJIAJIAE 3A XBOPHMM HA AJIBLITEMMEP HA 27 IIMTAHB (ZCI-AD-27), Bepcist 1.0 Bix
28 ciyns 2026 p. [ADAGIO _CNO12 0023 0024 0025 Screenshots ZCI-AD-27 Russian (UA)
V1.0 28Jan26], pociiickkoro moBor; CN012-0024, dopma inhopmoBaHOT 3roiu Ha HEOOOB I3KOBI
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JTIOJAaTKOBI IMOCIYTH 13 JIOTICTUYHOI Ta OpraHi3aIliiHOl MIATPUMKH TAIiEHTIB (PatientGO®), SIK1
HA/Ial0ThCsl KoMnanieto [mminrBopt, ocratouna Bepeis V1.0 Bix 13 Gepesns 2026 p., yKpaiHCBKOIO
MoBoro; CNO012-0024, dopma iHdopMOBaHOI 3roau isg OCOOH, IO 3IIHCHIOE JOTJIsA, Ha
HEOOOB’SI3KOBI JIOJIATKOBI MOCIYTH 13 JIOTICTHYHOI Ta OpraHi3amiiHoi MiATPUMKH Talli€HTIB
(PatientGO®), sixi HamaThCs KoMmaHi€cro ImmiHTBOPT, ocTarouHa Bepcis V1.0 Big 13 Gepesns

2026 p., yKpaiHCHKOIO MOBOIO; 3MiHAa HAa3BHU MICIIh MPOBEACHHS KIIIHIYHOTO JTOCIIPKCHHS:

«Yepkacbka oOJacHa TCHXiaTpUYHA JIKapHS
Yepkacbkoi 0071aCHOT pajin», KOHCYJIbTaTUBHO-

bYJIO CTAJIO

aikap @inbr FO.0. nikap @iner FO.0.

KomyHnanbHe HekoMmepiiiiiHe mignpueMcTBo | KoMmyHallbHE HEKOMEpIIHE —IMiJIPUEMCTBO

JIbBiBChKOI  oOmacHOi pamm  «JIpBiBchka | JIbBiBChKOi  oOmacHoi  pamm  «JIbBiBChKa

obacHa KIIIHIYHA TICHXIaTpU4yHA JIKapHA», | o0jlacHAa KIIIHIYHA T[CHXIaTpU4Ha JIKapHS»,

Bigmimenus Ne 25, M. JIpBiB BiJUTIJIEHHS TIEPBUHHOTO IICUXOTUYHOTO
enizony Ne5, m. JIbBiB

nikap Kocenkosa [.B. nikap Kocenkosa [.B.

KomyHnaibHe HekoMmepiiiiiHe mignpueMcTBo | KoMmyHallbHE HEKOMEpIIHE —MiJIPUEMCTBO

«Yepkacbka OONacHAa TCHXiaTpUYHA JIKapHS
Yepkacbkoi 0071aCHOT pajin», KOHCYJIbTaTUBHO-

(ncuxocomatnuHuit ieHTp) Nel0, m. JTHinpo

JIarHOCTUYHUHN TIAPO3IUT M0 aMOyJIaTOPHOMY | A1arHOCTHYHUMA Ka0iHeT amMOyJ1aTopHOi
00CIIlyroByBaHHIO  HaceleHHs  Yepkacbkoi | nmcuxiaTpuuHoi  jgomomoru, M.  Cwmina,
oOnacti B CKJIaJl NpUManbHOro BiJAUIEHHS, | Yepkacbka 00iacTb

M. Cmina, Yepkacbka 06JacThb

n.M.H. Mopo3 C.M. 1.M.H. Mopo3z C.M.

KomyHnanbhe nianpueMctBo | KomyHanbHe — HeKoMepliiiiHE  TOBapUCTBO
«JlHimponeTpoBCchKa OararonpodinpHa | «J{HITpomeTpoBChKa OararompodiipHa
KJIiHIYHA JKapHsA 3 HAQJaHHS ICUXIaTPUYHOI | KIIHIYHA JIKapHSA 3 HaJaHHSA MCUXIaTPUYHOT
noromoru»  JlHimponeTpoBchkoi  00sacHOi | momoMoru»  JIHIpomeTpoBCcbkoi  00J1acHOT
pann», MICUXOHEBPOJIOTTUHE BIJIIJICHHS | pajin», MICUXOHEBPOJIOTIYHE BIJUIJICHHS

(ncuxocomatnunuii neHTp) NelO, m. JIximpo
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BxroueHHs 10JaTKOBOTO Miclisl POBEICHHS KJITHIYHOTO BUITPOOYBAHHS:
Ne I1.1.B. BigmoBigaabpHOrO JOCIIIHUKA
/11 HazBa miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS
1. | mikap Llpona A.P.
ToBapHrCTBO 3 OOMEKECHOIO BIAIMOBITANBHICTIO «Ailkomeny, Meauunnii nientp IQMED,
M. JIpBiB

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BHUIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyomizoBaHe, TOJNBIHHO-CIIINE, IUTAE00-KOHTPOIBOBAHE JOCHIDKeHHS 3-1  da3m, 1o
MIPOBOAMTHCS y MapayieIbHUX Ipynax 3 BUBYCHHs eheKTUBHOCTI Ta Oe3neynocTi npenaparis KarXT
+ KarX-EC nmns mikyBaHHS axuTamii 1moB’si3aHOi 3 XBOpoOoio Admbmreiimepa (ADAGIO-2)y,
CNO012-0024, opurinanpHuii mpotoko Bix 21 motoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaiHa

ToBapucTBO 3 He0OMEKEHOI0 BinoBinanbHICTIO bpicTon-Maiiepc CkBio6 Cepgices, Ipnanmis

B.o. HauanbHuKka @apMaleBTUYHOTO YIIPABJIIHHS Ouexkcanap 'PIHEHKO

(mimmuc) (Bnacue im’st ITIPI3BUIIIE)



Honatok 20

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
12.05.2026 Ne 608

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii po3ain P. ADDITIONAL DRUG PRODUCTS Jlocke m0CiiIKyBaHOTO JIIKApCHKOTO
3aco0y MK-1084, Bepcis 092DP2 Big 04 mrotoro 2026 p., aHINIINACHKOI0 MOBOIO; 3aiTyueHHS
JOJJATKOBUX JIIKAPChKUX 3ac001B, 110 BUKOPUCTOBYIOThCS K IMpenapaTu nopiBHaHHS: 5-FU medac
(5-Dropypanmi, S-iryopoypanmi, S-Fluorouracil) po3unn mns in’exuiit, 50 mr/mi; Calciumfolinat-
GRY® (Kaneuito dominar, calcium folinate), posunn s im’exuii, 100 mr/10 mi; 3amydeHHs
BHUPOOHHMKIB JIIKapChKUX 3ac00iB, 110 BUKOPUCTOBYIOTHCA SIK penapatu nopiBHsHHEL: 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; 3pa3ok MapKyBaHHS JIIKapChKOTO 3aco0y S-¢uryopoypariu,
50 mr/mn, 10mn po3umH ans iH’ekuiit/¢guakon, Outer Package, Bim 16 Bepecus 2025 poky,
AHTITIMCHKOIO Ta YKPATHCHKOI0 MOBaMU; 3pa30K MapKyBaHH:I JIKapChKOTo 3ac00y S-¢uryopoyparmi,
50 wmr/mi, 10mn pozumH Uit iH’ekuiif, Immediate Container, Bin 16 BepecHs 2025 poky,
AHTJIIMCHKOI0 Ta YKPAiHCHKOIO MOBaMH; 3pa30K MapKyBaHHs JiKapcbkoro 3aco0y beparuzymao,
KOHIIGHTpAT Uil po3uMHy ais iHQys3iit/guakon, Outer Package, Big 17 motoro 2026 poky,
AHTJIIMCHKOIO Ta YKPAiHCHKOIO MOBaMH; 3pa30K MapKyBaHHs JiKapcbkoro 3aco0y beparmzymao,
KOHIIGHTpaT Ui po3uuHy s iHQy3id, Immediate Container, Bigx 17 mrortoro 2026 poky,
AHTIIMCHKOIO Ta YKPATHCHKOI0 MOBaMH; 3pa30K MapKyBaHHs JiIkapchbkoro 3aco0y Kaneiiro ¢orinar,
po3uun miua i ekmiit/daakon, Outer Package, Big 30 ciuas 2026 poky, aHTIIMCHKOIO Ta
YKpaiHChKOIO MOBaMHM; 3pa30K MapKyBaHHs Jikapchkoro 3acoOy Kanbuito ¢omiHat, po3unH JUIs
11’ ek, Immediate Container, Big 30 ciung 2026 poky, aHIUIIHCHKOIO Ta YKPaiHChKOIO MOBaMH;
ArTecrarllis OLIHKM Ha [TaliepoBOMY HOCI{ 1715 300py AaHUX 3 METOIO €JIEKTPOHHOT OI[IHKH Pe3yJIbTaTiB
nikyBanHs (eCOA), Bepcis 1.0 Bix 27 cepnnst 2025 poky, yKpaiHCHKOIO MOBOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 Bix 11.07.2025 y penakuii Hakazy MO3 Vkpainu Ne 1271 Big 11.08.2025
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Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, BigkpuTe, OaraTolleHTpoBe KiiHIUHE mociimpkenHs Il ¢dasm ans ouiHkm
oesreunocti Ta edexruBHocTi MK-1084, merykcumadby Tta cxemu mFOLFOX6 mopiBHsSHO 31
cxemoro mFOLFOX6 3 noxgaBannsMm OeBaru3ymady abo 6e3 HbOTO B SIKOCTI MEpIIOi JIiHiT Tepamii
JUIs  YYacCHUKIB 3 JIOKaJbHO PO3MOBCIOJUKCHUM HeorepabenbHUM a00 MeTacTaTHYHUM
KojopekTtanbauM pakoM 3 wmytamielo  KRAS G12C  (mochimkxennss KANDLELIT-012)y,
MK-1084-012, 3 inkopriopoBanoto nornpaskoto 02 Big 07 nmucromana 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo0 BianoBiganpHicTIO «MC/I Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Illapn ena Joym, CIIHA (Merck Sharp & Dohme LLC, USA)

B.o. HauyanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



