Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, nozBiiiHe ciine gocaimkeHHs dasu 111 y napanenbHUX rpymnax 3 MeTOIO OL[iHKH
e)eKTUBHOCTI, Ge3reKu Ta TIepeHOCUMOCTi e/IeKOTJIINPOHy sIK MOHOTepartii abo B KoMOiHariii 3
Janarmio3MHOM TIOPiBHSHO 3 T/1aleb0 y AOpOC/IMX MAl[ieHTiB i3 I[yKPOBUM [iabeToM 2 THITY
(Eluminate-1)», koa gocrimpkenss: D7261C00002, Bepcist 1.0 Big 13 6epesHst 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; (AZD5004, ECC5004); Tab/eTku, BKPUTi TUTiIBKOBOO
obosionkoro; 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, P.R. China; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, UNITED KINGDOM;

[Tnaue6o go Enekorninpony (Elecoglipron), (S1apo Tab/ieTKH CKIafa€ThCs 3 MiKPOKPHUCTa/TiuHOT
L[e/IF0JI03U Ta HaTpito creapwidymapar. OOo/OHKA TaO/IeTKU ileHTUYHA [OCTiPKYyBaHOMY
nmikapcbKoMy 3aco0y); TabsieTKu, BKPUTI IUTIBKOBOIO 00ojoHKOO; 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, P.R. China;
ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, UNITED KINGDOM,;

Enekorninpon (Elecoglipron); AZD5004; (AZD5004, ECC5004); TabneTku, BKPUTi TUTIBKOBOIO
o6os10HKO010; Hovione Farmaciencia S.A., Portugal; AstraZeneca AB, Sweden; AstraZeneca AB,
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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, P.R. China; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, UNITED KINGDOM,;

[MTnate6o go Enekorninpony (Elecoglipron), (S1apo TabneTky ckiafaeTbcsi 3 MiKpOKPUCTATIUHOT
LIe/IF0JI03M Ta HaTpito creapwidymapar. OOo/OHKA TaO/eTKU ieHTUYHA [OCTiPKyBaHOMY
nikapceKoMy 3aco0y); TabsieTKH, BKPUTI TUTiBKOBOKO 000/10HKORO; 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, P.R. China;
ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, UNITED KINGDOM;
Enekorninpon (Elecoglipron); AZD5004; (AZD5004, ECC5004); Tab/ieTku, BKPUTi TUTiBKOBOO
o6osoHkoro; 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, P.R. China; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, UNITED KINGDOM;

[Tnate6o go Enexkorninpony (Elecoglipron), (SIapo TabneTky CKiafia€TbCsl 3 MiKPOKPUCTATiUHOT
L[e/IF0JI03U Ta HaTpito creapuiadymapar. OOosoHKAa Tab/eTKH ileHTUYHA [JOCTiPKyBaHOMY
niKapcbKoMy 3aco0y); TabsieTKH, BKPUTI TUTiIBKOBOKO 000/10HKOIO; 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, P.R. China;
ASTRAZENECA UK LIMITED -
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MACCLESFIELD DEVELOPMENT, UNITED KINGDOM,;

Enekorninpon (Elecoglipron); AZD5004; (AZD5004, ECC5004); Tab/ieTku, BKPUTi TUTiBKOBOO
o6osoHkoro; 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, P.R. China; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, UNITED KINGDOM,;

[Tnare6o no Enexkorninpony (Elecoglipron), (S1apo TabneTky CK/iafiae€ThCsl 3 MiKPOKPUCTATiUHOT
L[e/IF0JI03U Ta HaTpito creapuiadymapar. OOosoHKAa Tab/eTKH ileHTUYHA [JOCTiPKyBaHOMY
niKapcbKoMy 3aco0y); TabsieTKH, BKPUTI TUTiIBKOBOKO 000/10HKOIO; 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, P.R. China;
ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, UNITED KINGDOM,;
dopkcira (Forxiga)/danarmidnosun (Dapagliflozin) (ganarnidso3uny nporanzion); TabieTky,
BKDUTI TITIBKOBOIO 000/10HKOI0; 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;
[MTnae6o go ®opkciru (Forxiga)/danarmidnosuny (Dapagliflozin) (sapo TabieTku ckiafaeTbest
3 MOHOTIJpaTy JIaKTO31, MiKPOKPHMCTa/IiuYHOI 1[e/IF0/I03U Ta HATpito creapundymapar. O60/10HKaA
Tab/eTKN iJleHTUYHA JOCTiPKyBaHOMY JiKapCbKOMY 3aco0y); TabieTKd, BKPWTI TUTiBKOBOIO
obosioHkoro; 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;
Confab Laboratories, Inc, Canada
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Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi;
Bi/IMoBila/ibHA 0coba
GioaHaniTuHOI labopatopii Ta
OioaHamiTuHa 1abopaTopis B
YxpaiHi

1) nikap binotkau O.Y.

MeauuHUM LIEHTP TOBapucTBa 3 OOMEKEeHOW BiJIOBiZa/TbHICTIO
niKyBanbHO-TIpodinakTUUHKMN TiApo3Aia, M. Kuis

2) n.M.H., pod. MaHbKOBCbKHUl b.M.

Iep>xaBHa ycraHoBa «IHCTUTYT repoHTosorii imeni /].®. YUeborapboBa HarlioHa/mbHOI akajemii
MeIUYHUX HayK YKpaiHW», BiAJi/ BUBYEHHS BiK acoIiloBaHUX Kap/[ioMeTabosiuHux
3aXBOPIOBaHb, Bi/l/li/IeHHs JTiKyBaHHS Ta peabisiTariii KapziomeTaboiuHuX XBOpHUX, M. KuiB

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

KuiBchKa KiliHiYHa /likapHs Ha 3a1i3HUYHOMY TpaHcropTi Ne2 ¢inii «LleHTp 0XopoHH 3710pOB’si»
aKI1[iOHEPHOT'O TOBAPUCTBA «YKPATHChKA 3a/li3HULIs», IEHTP K/IIHIYHUX JOC/TiKeHb, M. KHiB

«EgenbBeiic  Megikc»,

[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa

[JornomixkHi y1ikapchbKi 3aco6wu,
BHUPOOHUK Ta KpaiHa //liKapchKi
3aco0u CymyTHBOI Tepariii, BAPOOHUK
Ta KpaiHa / pO3UYMHHUKH, BUPOOHUK
Ta KpaiHa / CylnyTHi Marepianu /
ropurdHa abo disuuHa ocoba, sKa
Jli€ 3a OBIPEHICTIO, IKY HaZlaB
CIOHCOp a00 3asiBHUK Ha BBE3eHHS
JOCJII/PKYBaHUX, JOTTOMDKHUX
MKapChKUX 3ac00iB, JIiIKapChKUX
3acobiB CymyTHBOI Tepartii,
PO3UMHHUKIB Ta CyMyTHIX
MarepiasiB

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

HavanbHuk ®apmaleBTHUHOr0 ynpaB/liHHSA

Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«baraTouieHTpoBe BiZKpuTe [Jocii/pkeHHsT 2 (da3u B TapaneibHUX Tpynax [Jis OL[iHKU
OesneyHoCTi, (hapMakOKiHETUKA Ta edeKTUBHOCTI mpernapaty ABI-6250 B yuwacHUKIiB 3
XpoHiuHOIO iH(eklieo Bipycy rematuty D», kop gociimkeHHsi ABI-6250-201, opuriHanbHa
Bepcis Bif 18 uepBHs 2026 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

Accemb6yi baiiocaeHcis, THk., CIITA / Assembly Biosciences, Inc., USA

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

ABI-6250 (ABI-6250 HDV; ABI-6250 TABJIETKM (ABI-6250 TABLETS); ABI-6250,
Tab/ieTK, BKPHUTI T1UTiBKOBOIO 060/oHKOI0 (ABI-6250 Film Coated Tablets)); Tabsetku
(30 Tabnerok y tursmdi); 0.25 mr (misirpam); Shanghai STA Pharmaceutical Product Co., Ltd.,
China; Fisher Clinical Services (Suzhou) Co. Ltd., China; Fisher Clinical Services GmbH,
Germany;

ABI-6250 (ABI-6250 HDV; ABI-6250 TABJIETKMN (ABI-6250 TABLETS); ABI-6250,
Tab/eTKW, BKPWUTI TUTIBKOBOKO 0060si0HKOI0 (ABI-6250 Film Coated Tablets)); Tabnerku
(30 Tabsetok y mwrsigi); 0.5 mr (minirpam); Shanghai STA Pharmaceutical Product Co., Ltd.,
China; Fisher Clinical Services (Suzhou) Co. Ltd., China; Fisher Clinical Services GmbH,
Germany;

ABI-6250 (ABI-6250 HDV; ABI-6250 TABJIETKM (ABI-6250 TABLETS); ABI-6250,
Tab/ieTKW, BKPHUTI TMUTiBKOBOIO 060moHKOI0 (ABI-6250 Film Coated Tablets)); Tabsetku
(30 Tabnetok y msmigi); 1 mr (minirpam); Shanghai STA Pharmaceutical Product Co., Ltd.,
China; Fisher Clinical Services (Suzhou) Co. Ltd., China; Fisher Clinical Services GmbH,
Germany

Bignosimanshuii (i) gocaigHuk (1)
Ta MicLe (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi;
BiJmoBigjaibHa ocoba
OioaHamiTuHOI 1aboparopii Ta
GioaHasiTuHa 1abopaTopist B
YkpaiHi

1) JobpsiHCEKA M.A.

TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTHO «APEHCIA EKCITJIOPATOPI
MEJICIH», Bigain KaiHiYHUX JOCaipKeHb MeIUUYHOro LeHTpy, M. Kui

2) TBepmoxui6 JI.E.

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTHO «APEHCIA EKCIIJIOPATOPI
MEZICIH», Biagi1eHHsI HOBITHIX T€XHOJIOTik MeauuHOro LjeHTpy, M. IBaHO-PpaHKiBCbK
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[Tpenapaty MOpiBHSIHHS, BUDOOHUK
Ta KpaiHa

[JornomixkHi ylikapchbKi 3aco6wu,
BUPOOHUK Ta KpaiHa //TiKapchKi
3aco0u CymyTHBOI Tepariii, BApOOHUK
Ta KpaiHa / pO3UMHHUKU, BUPOOHUK
Ta KpaiHa / CylnyTHi Marepianu /
ropuaruHa abo ¢isnuHa ocoba, sika
Jli€ 3a ZIOBIPEHICTIO, Ky HaZlaB
CTIOHCOP abo 3asiBHUK Ha BBe3eHHsI
JOCJII/PKYBaHUX, JOTTOMDKHUX
MKapCchKUX 3aco0iB, JIIKApCHKUX
3acobiB CymnyTHBOI Tepartii,
PO3UMHHUKIB Ta CyMyTHIX
MarepiasiB

Kowmmanisi, sika /i€ 3a /OBipeHiCcTIO, sSIKy Ha/aB CIOHCOp abo 3asBHUK Ha BBE3eHHS
JIOCTi/IKyBaHUX, AOTIOMDKHUX JIiIKADCbKMX 3aco0iB, JliKapchbKuX 3acobiB CyIyTHBOI Tepartii,
PO3UMHHUKIB Ta cyryTHiX maTepiaiB: TOB «Arennis «C.M.O.-YkpaiHa», YkpaiHa

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miggmuc) (Bnacse im’st TIPI3BUIIE)



HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

Ononenutii [TpoTokon kiaiHiuHOTO BUnpobyBanHss MOGO001, 3 iHKOpIIOpoBaHO TOTPaBKOIO 8 Bif
07 cepnas 2026 poky; bpornypa aocmigHuKa [y [JOCTiPKYBaHOTO JIiIKapChKOTO 3acofy
Po3aHosikcizyma0, Bepcist Bif 24 cepriHs 2026 poky

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

Ne 254 Big 08.02.2022

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, To/iBiliHe ciiine, M1aleb0-KOHTPO/ILOBaHe, OAraToOIeHTPOBe JOCTiHKeHHs (ha3u
3 3 MPOJIOBKEHUM BiJIKDUTUM TI€pioZioM JTiKyBaHHSI [jisi OL[iIHKM e(eKTUBHOCTi Ta Oe3meuHOCTi
mpernapary pO3aHOJIKCi3yMab y JOpoC/MX 3 Mi€/liH-0/MirojeH[pOIUTapHUM  TJTiIKOTIPOTeiH
(MOG)-IgG-acouilioBaHuM JeMieiHi3yrounMM 3axBoptoBaHHsM», MOGO01, 3 iHKOPIOpPOBaHOIO
niorpaBkoo 7 Biz 20 6epe3ns 2026 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi biodbhapma EcApEn, besnbrisi / UCB Biopharma SRL, Belgium

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

OnoBneHa Oporypa gocmigHuka 1o mnpernapaty Jlapomposcrat (Laroprovstat, AZDO0780);
JlaporipoBcTaT/Po3yBactatuH (Laroprovstat/Rosuvastatin), Bepcis 5.1 Big 27 nunHs 2026 poky,
AHTTIMCHKOK MOBOIO; 3aTyueHHsl I0/IaTKOBOT'O MiClisl TPOBe/IeHHsT K/TiHIYHOTO BUMPOOYBaHHSI:

Ne [1.I.b. BigmoBifasbHOrO AOC/IIIHUKA

n/m Ha3Ba Miclist TpoBe/ieHHs K/TiHIYHOTO BUITPOOYBAHHS

1. | k.m.H. Meprens T.B.
KomMyHanbHe HekoMepLiliHe TiAnpueMcTBO «Micbka KiiHiyHa JjikapHa Nel IBaHO-
®paHKiBCbKOI MICbKOI pajin», BifliieHHsI crieljiasi30BaHOI KOHCYJIbTaTUBHOI ZOTIOMOTH,
M. IBaHO-®PpaHKiBCBK

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

Ne 1119 Big 13.08.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PangomizoBaHe, nojBitiHe crine gocimkenHs: ®a3u 111 3 dakTopiasibHUM [WU3aliHOM [I7IST OL[IHKH
epekTy  dikcoBaHoi go3u  KombOiHauii  JlapompoBcraTy/Po3yBacTaTvHy ~— TIODiBHSHO 3
JlaporipoBcTatom, Po3yBacTaTHOM Ta Tjlalle00 Ha piBeHb XOJIECTEPUHY JIITIOMIPOTEIHIB HU3bKOI

LIiI/IBHOCTI y TAL{i€HTIB, SIKi paHillle He OTPUMYBA/IU JIiMiJO3HWKYOUY Teparito», D7961C00002,
Bepcis 1.0 Big 16 kBiTHS 2026 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

3BiT mpo pociimkeHHs cTabinbHOCTI OKpesisymaly f/isi BHYTPIllIHbOBeHHUX iHGY3iH, ¢iakoH
(PB018-SS-DP-01) G-RPT-005637, Bepcis 2, mata HabpaHHS uuHHOCTi: 18 cepmus 2026 p.;
[TogoB)KeHHsT TepMiHy TPUAATHOCTI AOCTiPKyBaHOTO JTiKapchKoro 3acody PB018 (okpesnizymab),
KOHI[eHTPAT AJIsi PO3uuHy A/1s iHdy3iit, 30 Mr/mi 3 6 10 12 MicsiiiB

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 1399 Big 23.09.2026

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PanziomizoBaHe, 1MoABiHO Cslire BUIIPOOYBaHHS, IO MPOBOJUTHCS B IMapasiesibHUX Tpyrax i3
MeTor0 TIOpiBHSIHHA (apmakokiHeTuHux (®K), dapmakosuHamiunux (P[I) mnapameTpiB i
6e3meunocTi Giocuminspy PB018 ta OkpeBycy® B y4acHHKIB i3 po3cisHuM ckiaepo3oMm (PC)»,
PB018-01-01, ocrarouna pegaxuis 1.0 Big 22 TpaBHs 2026 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOTO BIATIOBITAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«[Tonbapma bationomxkukc IutepuernHn AI'» [Polpharma Biologics International AG],
[1IBetiiapist

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

Bpomypa gocmiguuka Hemrtabpytunio (MK-1026), Buganas 11 Big 31 mwumHs 2026 poky,
aHTJIificbKOI0 MOBOIO; YKpaiHa, MK-1026-003, Indopmatiist Ta J0KyMeHT npo iHhOpMOBaHY 3roAy
s nanienta koroptd A-H i J, Bepcist 4.01 Big 27 cepriasg 2026 p. yKpaiHCbKOK MOBORO

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

Ne 1966 Big 15.09.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Jocnimkennss 11 ¢asm oninku edektuBHocTi Ta 6Ge3meunHocti MK-1026 y marjieHTiB 3
reMaTo/IOTIYHUMHU  3JIOSIKICHUMM ~ 3axBoproBaHHsamMu», MK-1026-003, 3 iHKOpPIOpOBaHO
nioripaBkoro 09 Biz 21 cepnHs 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 ®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»
09.10.2026 Ne 1534

InenTudikallis CyTTEBOI MOMpPaBKU

OHoBNeHu MPOTOKOJ KiiHiuHoro gociimpkeHHss BV100-010, Bepcis 2.0 Big 07 sunus 2026 poky;
[Hdopmariisi ana nauieHTta i gpopma iHdopMoOBaHOI 3roAu Ha yuyacTh y K/IiHIUHOMY HayKOBOMY

JOCIIiIKeHH], Mojenb A1 YKpainu, Bepcisa 2.0 Big 10 cepriHsa 2026 poky, yKpaiHCBKOK MOBOIO;

[Hdopmariisi Ta gopma iHopMoOBaHOI 3roAu A/l BariTHOI MapTHEPKM Y4yacHWKA JOCTiZ>KeHHs/

BariTHOI yuaCHUL|l AOC/Ii/pKeHHs, MoZjenb [ YKpaiHu, Bepcida 2.0 Big 23 yumnHa 2026 poky,
KpaiHChKOI0 MOBOIO; 3MiHa Ha3BU MiCIsl TTPOBeIeHHsI K/TiHIUHOTO BUIIPOOYBaHHS:

«KuiBcbka Micbka KiiHiyHa JrikapHa Nel»
BUKOHABYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBchKkoi MicbKoi ZiepkKaBHOI afiMiHicTpariii),
BiZifli/IeHHs1 iIHTEHCHMBHOI Tepariii HeBiAKIaAHUX
ctaHiB, M. KuiB

BYJIO CTAJIO
3aB. BigaineHHsa Apemenko M.O. nikap fIpemenko M.O.
KomyHanbHe HekoMmepLiiliHe mignpueMcTBo | KomyHanbHe HeKoMepLiiliHe —TiATPUEMCTBO

«KuiBcbka Micbka KiiHiyHa JtikapHd Nel»
BUKOHABYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBceKOl MiCBKOI fiepykaBHOI aAMiHicTpariil),
BififizieHHs1  aHecTe3iosiorii 3 MajatamMu
IHTeHCMBHOI Tepamnii, M. KuiB

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

Ne 707 Big 29.05.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«[TpocniekTvBHE, paH/IOMi30BaHe, OaraTolleHTPOBe, aKTUBHO KOHTPO/IbOBaHe [OC/iIKeHHs (a3u
I gnst owinku edeKTUBHOCTI Ta Ge3reyHocti mperapaty BV100 B KombiHallil 3 HU3bKOIO 103010
nofmiMikcuHy By mopiBHSHHI 3 KOJICTMHOM y  KOMOiHamii 3 BHCOKOKW /103010
ammiuyIiHy/cynbbaktaMmy s JiKyBaHHSI [OPOC/MX TIAL[iEHTIB i3 BHYTPIIIHbO/IIKAPHIHOIO
OakTepiasbHOIO TTHEBMOHIEI0 Ta BEHTH/ISTOP-ACOLiOBaHOI 0OakKTepiaJbHOI THEBMOHIELO,

CTIPUUMHEHOI0 PEe3UCTeHTHHUM [0 KapbarieHemiB Komruiekcom Acinetobacter baumannii-
calcoaceticus», BV100-010, Bepcisi 1.0 Big 06 muctomnazga 2025 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa «bioBepcuc EcEiEc» (BioVersys SAS), ®paHiiis

Hauanbauk ®apManeBTUYHOr0 yNpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

3a/yueHHs1 /I0/IaTKOBOi BUpPOOHMYOI finssHkd, a came «Catalent CTS, LLC», CIIA
(micuesnaxomkensst: 10245 Hickman Mills Drive, Kansas City, MO 64137, USA) (BUpOOHHUIITBO
JIOCTiI)KYBaHOTO JTIKapChKOTO 3ac00y, KOHTPOJIb SIKOCTi (XiMiuHWM, hi3uuHuid, MiKpoOionoTiuHmMii),
BUIYCK Cepili AOC/TiKyBaHOTO JliKapchKoro 3aco0y y makyBaHHi in bulk y BiamosigHocTi 10 BrMor
GMP). 3anyueHHs1 JoJaTKOBOI BUPOOHMYOI fiisiHKH, a came «Nuvisan France SARL», ®paHiiis
(mictie3naxomkenHsi: 2400 Route Des Colles, Biot, 06410, France) (mepBuHHe TaKyBaHHS Ta
BTOpHHHE MaKyBaHHA y BiAnosigHocTi A0 BUMOr GMP, imMmopt gocC/ifKyBaHOrO J1iKapCbKOTO
3acoby 70 €BpOMENCHKOTr0 COM3y, OCTAaTOYHWM BUMYCK TapTiki JOC/TiZPKyBaHOTO J1iKapChKOTO
3aco0y A5 KpaiH €BPOMeiCchKOro CO3y Ta KpaiH, 10 He BXOAATh [0 €BPOMENCHKOro COm3y),
30epiraHHs Ta AUCTPUOYILIis ZOCTiKYBAaHOTO JTiKapChbKOro 3aco0y)

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

Ne 230 Big 30.01.2019

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, MofiBiliHe ciiirie, T/1alle00-KOHTPOIbOBaHe, OaraTolleHTPOBe JOC/iKeHHs (a3u
2 pj1s ouiHKM BruBy nperniapaty IMU-838 Ha akTHMBHICTH 3aXBOpPIHOBaHHs, fIKa BUMIPHOETBCSA 3a
pe3y/bTaTaMU MarHiTHO-pe3oHaHCHOT Tomorpadii (MPT), a Takox 6e3reuHicTh i MepeHOCUMICTh Y
MaljieHTiB 3 peLWAMBYIOUMM-DeMiTytouuM po3scissHum ckiaepo3om (PPPC) (EMPhASIS)»,
P2-IMU-838-MS, Bepcis 5.0 Big 4 nunHsg 2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BinoBifanpHicTIO « BEPYM KJITHIKAJI PICEPUY», YKpaiHa

CrioHCOp, KpaiHa

«ImmyHiK Al'», HimeyurHa / Immunic AG, Germany

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (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»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

OHoBeHuii TIPOTOKO/ KiiHiuHOro BurpoOyBaHHs CN012-0025 3 iHKOPIIOPOBaHOK MOMPAaBKOIO
02 Bix 03 uepBHs 2026 p., aHriilicbkkoro MoBow; bpomypa gociignavka: KarXT, BMS-986510
(Kcanomenin + Tpocmito xnopuz), Kcanomenin (BMS-986519), Tpocmito xmopus (BMS-986520),
Bepcisi 14 Big 04 cepriasi 2026 p., aHrmiicbkoro MoBor; CN012-0025 OcHoBHa iHdopMariisi Ajis
raijieHta Ta (opma iHdopmoBaHOl 3roau, YKpaiHa, Bepcis 3.0 Bim 25 ceprHa 2026 p.,
yKpaiHcbKor0 MoBor; CN012-0025 CripoirieHa IHdopmariisi s narjieHTa Ta popma iHpopmoBaHoi
3rofu il opocaux, YKpaiHa, Bepcisi 3.0 Big 25 cepriaa 2026p., ykpaiHCbKOO MoBor; CNO12-
0025 Indopmariis ans ocobu, 10 3AiMcHIOE Aornsy Ta gopma iHdopMoBaHOI 3roAd, YKpaiHa,
Bepcig 3.0 Big 01 munHs 2026 p., ykpaiHCbkoro MoBor; CNO012-0025 IIlogeHHUK yuyaCHMKa
pnocrimkensss | BMS-986510 ta BMS-986519 | Bepcis 3 Big 13 cepriusi 2026p., yKpaiHCHKOIO
MOBOI0; [ITkana 3araabHOrO K/IiHIYHOTO BPayKeHHs TIPO TSHKKICTh 3aXBOPHOBAaHHS
(CGI-S), Bepcis 1 Bif, 24 yepBHs 2026p.[ADAGIO_CNO012_0023_0024_0025_CGI-S
(at this time)_Ukrainian (UA)_V.1_24Jun2026], ykpaiHcbkoio MoBorw; Illkana 3araabHOTO
KJIIHIYHOTO Bpa)KeHHS PO TsKKICTh 3axBoptoBaHHs (CGI-S) ana Ykpainu Bepcid 1 Bif 24 yepBHA
2026 p. [ADAGIO_CNO012_0023_0024_0025_CGI-S (at this time)_Russian
(UA)_V.1_24Jun2026], pociiicbkkoto MoBoro; Illkama 3aranbHOr0 K/IiHIYHOTO BpakeHHsI TIPO
TSDKKICTh 3aXBOPHOBAHHS (CGI-S), Bepcisi 1 Big 24 uepBHs 2026p.
[ADAGIO_CNO012_0023_0024_0025_CGI-S (past 7 days)_Ukrainian (UA)_V.1_24Jun2026],
yKpaiHCbKOH0 MOBOMO; IlIKana 3arajbHOr0 KJIIHIYHOIO Bpa)keHHs PO TSKKICTb 3aXBOPHOBaHHS
(CGI-S) pns Yxpainu Bepcis 1 Big 24 uepBHsa 2026 p. [ADAGIO_CNO012_0023_0024_0025_CGI-
S (past 7 days)_Russian (UA)_V.1_24Jun2026], pocilickkoro moBoro; Illkana 3arajbHOro
KJ/IIHIYHOTO Bpa)kKeHHs IPO TSPKKICTb 3aXBOPIHOBAHHS (CGI-S), Bepcis 1 Big 24 uepBHS
2026p. [ADAGIO_CNO012_0023_0024_0025_CGI-S (past 14 days)_Ukrainian
(UA)_V.1_24Jun2026], ykpaiHcbKoio MoBoro; Illkama 3arajibHOTO K/IiHiUHOTO BpakeHHs TIpPO
TSDKKiCTh 3axBoproBaHHs (CGI-S) nns Ykpainu Bepcis 1 Bij 24 uepBHsi 2026 p.
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[ADAGIO_CNO012_0023_0024_0025_CGI-S (past 14 days)_Russian (UA)_V.1_24Jun2026],
POCiHCbKOI0 MOBOIO; 3HIMOK eKpaHy: Illkasa 3aranbHOTrO K/IiHiUHOTO Bpa)KeHHsI TPO TSDKKiCThb
3axBoptoBaHHs (CGI-S) Bepcis 1.0 Big 11 cepmnusi 2026 p. [ADAGIO_CNO012_0023_
0024_0025_Screenshots_CGI-S — At this time_Ukrainian(UA)_V1.0_11Aug26], ykpaiHCbKOIO
MOBOIO; 3HIMOK ekpaHy: IlIkasa 3arajbHOr0 K/IiHIYHOIO BpakeHHS IPO TSKKICTb 3aXBOPHOBaHHS
(CGI-S) Bepcis 1.0 Big 13 cepnas 2026 p. [ADAGIO_CNO012_0023_0024_0025_
Screenshots_ CGI-S — At This Time_Russian(UA)_V1.0_13Aug26], pociiickkol0 MOBO}O;
3HiMOK ekpaHy: IlIkasia 3arajJibHOTO K/IiHiUHOTO Bpa)KeHHsI MPO TsDKKiCTb 3axBoproBaHHs (CGI-S)
Bepcis 1.0 Big 11 ceprast 2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_CGI-S — Past
7 Days_Ukrainian(UA)_V1.0_11Aug26], yxpaiHcbkor0 MmoBoOr0; 3HiMOK ekpaHy: Illkana
3arajibHOrO KJIiHIUHOTO BPa)KeHHs PO TsOKKiCTh 3axBoproBaHHs (CGI-S) Bepcist 1.0 Big 13 ceprins
2026 p. [ADAGIO_CNO012_0023_0024_0025_Screenshots_ CGI-S — Past 7 Days_Russian(UA)_
V1.0_13Aug26], pociiicbkkoro MoBOI0; 3HiMOK ekpaHy: Illkasa 3arajbHOTO KJIiHIYHOTO Bpa)kKeHHs
npo TsDKKicTh 3axBoproBaHHs1 (CGI-S) Bepcisi 1.0 Bixg 11 ceprias 2026 p. [ADAGIO_CNO12_
0023_0024_0025_Screenshots_CGI-S — Past 14 Days_Ukrainian(UA)_V1.0_ 11Aug26],
YKpaiHCbKOK MOBOR; 3HIMOK ekpaHy: IlIkana 3arajbHOro K/IiHIYHOTO BpaKeHHsI NP0 TSDKKICThb
3axBoptoBaHHs (CGI-S) Bepcis 1.0 Big 13 ceprnusi 2026 p. [ADAGIO_CNO012_0023_
0024_0025_Screenshots_CGI-S — Past 14 Days_Russian(UA)_V1.0_13Aug26], pocilicbkoro
MOBOO; 30i/bIlIeHHsT Ki/IbKOCTiI TALi€HTIB, 3a7y4eHWX y KiiHiuHe BUNpOOyBaHHS B YKpaiHi,
3i 60 1o 100 ocib

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs K/IIHIYHOT O
BUTIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«Bigkpure momoBXKeHe AoCiKeHHS 3-1 ¢da3u 3 OIfiHKM [JOBTOCTPOKOBOI 6e3rneyHocTi Ta
riepeHocumocTi miperapaTiB KarXT + KarX-EC s /likyBaHHs aXuTallii 1TOB’s13aHOI 3 XBOPOOOI0
Anbureiivepa (ADAGIO-3)», CN012-0025, 3 iHkopriopoBaHor0 nornpaBkoto 01 Big 07 nucronaza
2025 p.

3asBHUK, KpaiHa

TOB «Cineoc Xejic YkpaiHa»

CrioHCOp, KpaiHa

ToBapHCTBO 3 HEOOMEXKEeHOI0 BimoBifampHicTIO bpicTon-Matiepc CkBi66 Cepsices, Ipianzis

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(migruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignvka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xnopupa), Kcanomesnin
(BMS-986519), Tpocnito xnopug (BMS-986520), Bepcisi 14 Bix 04 ceprias 2026 p., aHI/IiKCbKOO
MoBoto; Jlogatok 01 Bpowmypu HocnigHuka Bifg 03 BepecHsi 2026p. mo bpouiypu mociaigHuka:
KarXT, BMS-986510 (Kcanomenin + Tpocnito xnopuj), Kcanomenin (BMS-986519), Tpocnito
xyopug, (BMS-986520), Bepcis 14 Bim 04 cepnHsa 2026 poKy, aHIVIIMCBKOIO MOBOIO;
CNO012-0046_Iundopmariis s narjieHTa Ta ¢dopMa iHbopMoBaHoi 3roau, YKpaiHa, Bepcis 3.0 Bif
31 ceprias 2026 p., yKpaiHCbKOIO MOBOIO; KapTka-mam’siTka ydacHWKa BUTIPOOyBaHHs, YKpaiHa,
Bepcist 1.0 Big 17 aumus 2026 p., [DOC-712015, Bepcisi 4.0], ykpaiHCbKOO MOBOFO; IToCciOHUK 3i
CTPYKTYpOBaHOT0 iHTepB’l0 3a IiKanow fAHra ans ouiHku Manii [YMRS_Structured Interview
Manual_UKR(UKR)_22Jul2026], ykpaiHcbKot0 MOBO0O; [TOCiOHMK 3i CTPYKTypOBAaHOTO iHTEpPB’10
3a mKanow fxra ans oninku Madii [YMRS Since Last Evaluation_v1_ukUR_22Jul2026],
YKpalHCbKOIO MOBOIO; 3HIMOK ekpaHy: HaragyBanusa mnpo wmkany BAC, Bepcis 1.0 Big
01 kBitHg 2026 p. [BMS247226_CN012-0046_BACReminder_Rater_Station_Screenshots_
Ukrainian(Ukraine)_v1.0_01_Apr_2026], YKPaiHCHKOIO MOBOIO; 3HIMOK eKpaHy:
Hemorpadiunuii onuryBanbHuK, Bepcis 1.0 Big 01 «ksitHa 2026 p. [BMS247226_
CNO012-0046_Demographics  Questionnaire_Rater_Station_Screenshots_Ukrainian  (Ukraine)_
v1.0_01_Apr_2026], ykpaiHCbKOIO MOBOIO; 3HIMOK eKpaHy: 3aBepllieHHs JliKyBaHHs, ZieHb 36 —
HacTyrnHui Bi3uT, Bepcisg 1.0 Big 01 kBiTHa 2026 p. [BMS247226_CN012-0046_REQUIRED -
Day 36 EOT — Next Visit?_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_01_Apr_2026],
YKpPalHCBKOI0 MOBOIO; 3HIMOK ekpaHy: [loCTpOKOBe 3aBepllleHHs y4yacTi- BIJK/IUKaHHS 3T0[H,
Bepcisi 1.0 Big 01 kBiTHs 2026 p. [BMS247226_CN012-0046_REQUIRED — ET — Withdrawn
Consent?_ Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_01_Apr_2026], ykpaiHCbKOIO
MoBoORO; 3HiMOK ekpany: [ITKAJIA AHOMAJIBHUX MUMOBIJIBHUX PYXIB (AIMS), Bepcis
1.0 Bifg 26 uepBHa 2026 p. [BMS247226_CNO012-
0046_AIMS_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_26_Jun_2026], pociticbkoto
MOBOI0O; 3HIMOK ekpaHy: HaragyBaHHs 11po
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3arioBHeHHs1 1mkKanu BAC, Bepcis 1.0 Big 26 wuwepBHs 2026 p. [BMS247226_
CNO012-0046_BACReminder_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_26_Jun_2026],
pocilicbkor0 MOBORO; 3HIMOK ekpany: Illkana ouinku akatusii bapaca (BARS), Bepcia 1.0 Big
26 uepBHa 2026 p. [BMS247226_CN012-0046_BARS_Rater_Station_Screenshots_Russian
(Ukraine)_v1.0_26_Jun_2026], pociiicbkoto MOBOI; 3HIMOK eKpaHy: KOpOTKuii ONMuTyBa/lbHUK
JUIsl OLIIHKU $IKOCTi XWUTTS TIpu GinosisipHomy po3snazi (BriefQoL.BD), Bepcisi 1.0 Bix 26 uepBHS
2026 p. [BMS247226_CN012-0046_Brief QOL.BD_Rater_Station_Screenshots_Russian
(Ukraine)_v1.0_ 26_Jun_2026], pociiicbkol0 MOBOI; 3HIMOK €KpaHy: OMUTYBaJbHUK 3araibHi
KJIiHiuHi BpakeHHs1 — Oirmonsipuuii po3nag (CGI-BP) — 3a munHymmi TwkaeHb, Bepcisi 1.0 Big 26
YyepBHs 2026 p- [BMS247226_CN012-0046_CGI-BP — Past
Week_Rater_Station_Screenshots_Russian (Ukraine)_ v1.0_26_Jun_2026], pociiickkoro MOBOIO;
3HIMOK eKpaHy: OMMTYBa/JbHUK 3arajibHi K/IiHiUHI BpakeHHs — Oimonsipauii posnaz (CGI-BP) — 3
MOMEHTY TornepeiHboi OLiHKW, Bepcis 1.0 Bif 26 uyepBHs 2026 p.
[BMS247226_CNO012-0046_CGI-BP - Since Last Evaluation_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_26_Jun_2026], pocilickkoro MOBO0; 3HIMOK eKpaHY:
IMKAJIA OLIIHKM TSKKOCTI CYIIMOY KOJIYMBIMCBKOI'O YHIBEPCUTETY (C-
SSRS). Buxigni/CkpuHinrosi gaxi, Bepcisi 1.0 Big 26 uepBHsi 2026 p. [ BMS247226_CNO012-
0046_ C-SSRS BLScr_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_26_Jun_2026],
pOCilicbKOI0  MOBOK; 3HiIMOK ekpany: IIIKAJIA OLIHKM TSDKKOCTI CYIOMOY
KOJIYMBIVICBKOI'O YHIBEPCUTETY (C-SSRS). Bepcis 3 MOMeHTy OCTaHHbOrO Bi3uTy,
Bepcisi 1.0 Bix 26 uyepBHs 2026 p. [BMS247226_CNO012-0046_ C-SSRS
SLV_Rater_Station_Screenshots_Russian (Ukraine) _v1.0_26_Jun_2026], pociiicbkol0 MOBOIO;
3HiMOK ekpaHy: [lemorpacdiuHuii omnuTyBanbHUK, Bepcig 1.0 Big 26 uyepBHa 2026 p.
[BMS247226_CN012-0046_Demographics Questionnaire_Rater_  Station_Screenshots_Russian
(Ukraine)_v1.0_26_Jun_2026], pociiicbkoro MOBOI; 3HIMOK eKpaHy: OMNMUTyBaJbHUK MPO CTaH
3popoB’ss EuroQoLl. 5-Dimension 5-Level (EQ-5D-5L) — A camMOCTiliHOTO 3arlOBHEHHSI, BepCis
1.0 BiJ| 26 YyepBHS 2026 p. [BMS247226_CN012-0046_EQ-5D-5L_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_26_Jun_2026], pociiicbkoto MOBOI0; 3HIMOK eKpaHY:
KapTka OI[iHKK CKapr XBOpOTO /00pOsIKiCHOO Tirepriiasi€ro mepeAMixypoBoi 3ano3u, Bepcis 1.0
Bif 26 YepBHS 2026 p. [BMS247226_CNO012-0046_I-PSS - Past
Month_Rater Station_Screenshots_
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Russian (Ukraine)_v1.0_26_Jun_2026], pociiicbkoto MOBOwO; 3HIMOK eKpaHy: KapTka oOLiiHKH
CKapr XBOporo J00pOsIKiCHOW Tirepruiasi€ro repeamixypoBoi 3ai03u, Bepcisg 1.0 Big 26 uepBHs
2026 p. [BMS247226_CNO012-0046_I-PSS - Past Week_Rater_Station_Screenshots_Russian
(Ukraine) _v1.0_ 26_Jun_2026], pociiicbkkoto MoBot0; 3HiMOK ekpaHy: M.I.N.I. 3ak/itoueHHs1 TIpO
niarHo3, Bepcis 1.0 Big 26 uepBHsi 2026 p. [BMS247226_CN012-0046_M.L.N.I. Diagnostic
Conclusions_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_26_Jun_2026], pociiicbkoro
MOBOIO; 3HIMOK eKpaHy: KepiBHULITBO 10 CTPYKTYPOBaHOMY iHTePB’t0 [/l LKA/ OLIHKM Jernpecii
MownTtromepi-Acoepr (SIGMA), Bepcis 1.0 Bim 26 uepBHa 2026 p. [BMS247226_CNO012-
0046_MADRS — Past Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_26_Jun_2026],
POCIHMCBKOI0 MOBOR; 3HIMOK eKpaHy: KepiBHMILITBO IO CTPYKTypOBaHOMY IHTepB’I0 /ISl IIKaId
owiHku genpecii MonTtromepi-Acoepr (SIGMA), Bepcisi: 3 MOMeHTy OcTaHHBOI OIfiHKH (SLE),
Bepcis 1.0 Big 26 wuepBHs 2026 p. [BMS247226_CN012-0046_MADRS - Since Last
Evaluation_Rater_Station_Screenshots_Russian ~ (Ukraine)_v1.0_26_Jun_2026], pociticbkoto
MOBOI0O; 3HIMOK eKpaHy: 3arajibHa OLliHKa TsDKKOCTI cumnToMiB natieHtom (PGI-S), Bepcis 1.0 Big
26 uepBHs 2026 p. [BMS247226_CNO012-0046_PGI-S_Rater_Station_Screenshots_Russian
(Ukraine)_v1.0_26_Jun_2026], pociiickkoto MoBow; 3HiMOK ekpaHy: Illkama [eHb 36,
3aBepllleHHs1 JIiKyBaHHSI — HAacTynHWd Bi3uT, Bepcisi 1.0 Big 26 wuepBHa 2026 p.
[BMS247226_CNO012-0046_REQUIRED - Day 36 EOT - Next Visit?
_Rater_Station_Screenshots_Russian (Ukraine)_ v1.0_26_Jun_2026], pociiickKoro MOBOO; 3HIMOK
ekpaHy: OnuryBanbHUK [lepesBuacHe 3aBeplleHHSI yuyacCTi y JOCTIIKeHHI — BiK/IMKAaHHS 3TOJH,
Bepcisi 1.0 Big 26 yepBHs 2026 p. [BMS247226_CN012-0046_REQUIRED - ET - Withdrawn
Consent?_Rater_Station_Screenshots_  Russian  (Ukraine)_v1.0_26_Jun_2026], pocilicbkoro
MoBo10; 3HIMOK ekpaHy: Illkama CimricoHa-AHryca [jis OL[iHKM eKCTparipaMiHUX ToOiuHuX
edekxTiB (SAS), siky 3anoBHO€ jikap, Bepcis 1.0 Big 26 yepBHs 2026 p. [BMS247226_CNO012-
0046_SAS_Rater_Station_Screenshots_Russian ~ (Ukraine)_v1.0_26_Jun_2026],  pociticbkoto
MOBOI0O; 3HIMOK eKpaHy: KepiBHULITBO 3 MpOBeJeHHs CTPYKTYPOBAHOI'O OMMUTYBAHHS [/Is1 OL[iHKU
rno mkani manii fHra, Bepcis 1.0 Big 26 uepBHsi 2026 p. [BMS247226_CN012-0046_YMRS -
Since Last Evaluation_Rater_Station_Screenshots_Russian ~ (Ukraine)_v1.0_26_Jun_2026],
POCIHCbKOI0 MOBOHO; 3HIMOK ekpaHy: KepiBHHIITBO 3 NIPOBeJieHHS] CTPYKTYPOBAHOI'O OMUTYBaHHS
JU1s OL[iHKM 1o Kaii MaHii fHra, Bepcisi 1.0 Bifg 26 uyepBHs 2026 p. [BMS247226_CNO012-
0046_YMRS-Past Week_Rater_Station_Screenshots_Russian (Ukraine)_ v1.0_26_Jun_2026],
POCIMCBKOI MOBOIO
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Howmep ta gara Hakazy MO3 mipo Ne 512 Big 16.04.2026

MPOBeJeHHS K/TIHIYHOTO

BUMNPOOYBaHHS

Hasga kiiHiuHOTO BUTIPOOYBaHHS, «PaHgomi3oBaHe, 1o/BikMiHe cJiime, T/1arie00-KOHTPO/IbOBaHe [OC/ipKeHH (a3u 3 [y OLliHKH

KO/, BepCis Ta fara edeKTUBHOCTI Ta Oe3reuHocTi 3acTtocyBaHHs niperniapaty KarXT B SIKOCTi /10[jaTKOBOI Tepariii mpu
MiKyBaHHi MaHil 3i 3MilllaHUMH O03HaKamMu abo 0e3 HUX B yuaCHUKIB i3 OirosispHuM po3nazom I
THITy, SIKi TIPUHAMAIOTh TIperapaTy JIiTifo, Bajblpoat abo samMoTpumkuH», CN012-0046, mompaBka
Jlo npotokosy 02 Bizg 04 TpaBHs 2026 p.

3asBHUK, KpaiHa TOB «Cineoc Xesc YkpaiHa»

CrioHCop, KpaiHa ToBapHCTBO 3 HEOOMEXKEHOI0 BimoBifanpHicTIO bpicTton-Matiepc CkBio6 Cepsices, Ipianzis

Hauvanbank ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TTPI3BUIIIE)




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
09.10.2026 Ne 1534

InenTudikallis CyTTeBOI MONpaBKU

Onognena bpouypa gocnignavka 1713 BP-SCIG 20%, Bepcis 1.2 Big 31.07.2026

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

Ne 1433 Biz 16.09.2025 y penakuii Hakazy MO3 Ykpainu Ne 1695 Biz 08.11.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«Bigkpute, GaraTorieHTpOBe, AOC/i/KeHHs MepPeHOCHMMOCTi, Oe3meuHocTi Ta (hapMaKOKiHETUKU
nikapcekoro 3acody BP-SCIG 20% (ImyHorsioOysiiH HOAWHA HOPManbHUW [Jisl IiJIIKipHOTO
BBeJieHHs1), BUpoOHMIITBAa TOB «BIOD®APMA TIJTA3BMA» 3 M0o/a/bIIo OLIIHKOK e(peKTUBHOCTI
TIpYU TPUBAJIOMY 3aCTOCYBaHHi y MallieHTiB 3 mepBUHHKUM iMyHoedinuTom (ITI1)», 2024-SCIg-BP,
Bepcid 1.1 Bizg 05.09.2025 p.

3asiBHUK, KpaiHa

TOB «bBIO®APMA IIJTA3SMA», YKpaina

CnoHcop, KpaiHa

TOB «BIODAPMA TIVIA3BMA», YKpaiHa

Hauanbauk ®apManeBTUYHOr0 ypaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



