Jonmarok 1

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

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
16.10.2026 Ne 1597

Hasga kiiniuHOrO BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBaHe, TOJBIiiHE cllille, 3 TapajellbHUMU TpyIlaMd, O0araToIeHTPOBE, JBOTPYIIOBE
JOCIIJDKEHHS Il TIOPIBHSAHHS (DapMaKOKIHETUKH, OE3MEYHOCTI Ta IMyHOTEHHOCTI Ipemnapary
Bmab1700 i npenapary Onnuso® micis moBHOi pesekiii Menanomu crazii 1IB/C, crazii 111 a6o
cragii IV», kon pocmimkenns BIO-NIVOLU-103, d¢inansna Bepcis 2.0, ITompaBka 1, Bix
12 6epe3ns 2026 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIJIOPATOPI MEJICIH», Ykpaina

Cnoncop, kpaiHa

biokon bionomkikc FOKei ITiEnCi, Bemmka Bpuranis/Biocon Biologics UK PLC, United
Kingdom

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

Bmab1700 (HiBomyma6, nivolumab, mnporoHoBanuii GioaHamor HiBoiaymaoy); 860005697
KOHIIEHTpAT Juis po3uuHy ans iHdy3iid (24 ma ¢nakon, mo mictuth 240 Mr HiBoIyMaly);
10 mr/mn (mitirpam Ha MiiiTp); Biocon Biologics Limited, India; Fisher Clinical Services GmbH,
Germany

Bianosinanbauii (1) 1oCaigHUK (1)
Ta MicIie (s1) IpOBEACHHS
BUIIPOOYBaHHS B YKpaiHIi;
BiMmoBigagbHa ocoba
OloaHaITHYHOI 1JabopaTopii Ta
6ioaHaniTHUHA 1TabopaTopis B
VYkpaiHi

1) Hoponina M.B.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIZJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEIICIH», Biaun KIIHIYHUX JOCTikeHb MeaunuHoro nentpy, M. Kuis

2) I'punuk P.A.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
ME/IICIH», BigaiieHHsI HOBITHIX TeXHOJIOT1H Meau4Horo neHTpy, M. IBaHo-OpaHKiBChK

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

OnauBo (Onauso®™ 3apeectpoBanuii (y CIIA) Ommuso, Hisomyma6, Opdivo, Opdivo®, (US)-
licensed Opdivo, Nivolumab): BMS-936558; HiBostyMa0; KOHIIEHTpAT JUIsl PO3YUHY JUTsl 1HPY31i
(24 mn ¢pnaxoH, mo mictuth 240 Mr HiBorymaOy); 10 mr/mi (minirpam Ha mininitp); Fisher Clinical
Services GmbH, Germany




MPOJIOBXKEHHS JoaaTka |

JlomomikHi JIiKapchKi 3acoou,
BUPOOHMK Ta KpaiHa /JiKapchKi
3aco0u cynmyTHBOI Teparnii, BUPOOHHUK
Ta KpaiHa / pO3YMHHUKH, BUPOOHUK
Ta KpaiHa / cymyTHI MaTepianu /
ropuauyHa abo ¢izudHa ocoba, ska
JTi€ 3a IOBIPEHICTIO, SIKY HA/IaB
CIIOHCOP a00 3asBHUK Ha BBE3CHHS
JOCTIPKYBAaHUX, JOIMTOMIKHHIX
JKapChKUX 3ac00iB, JIIKApPCHKUX
3ac00iB CYITyTHBOI Teparii,
PO3YMHHUKIB Ta CyMyTHIX
MaTepiajiB

Havanbunk ®apmManeBTHYHOI0 YIPaBJIiHHSA

Oaexcanap I'PINEHKO

(Bniacte im'st [IPI3BIILLE)




Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
16.10.2026 Ne 1597

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure, ogHOrpymnoBe, OararoneHTpoBe maociimkeHHs dazu Il mns omiaku Oe3medHocTi 1
3aCTOCYBaHHA HATUIBHOI CHCTEMH JIOCTaBKM JUIA MiAMIKIPHOTO BBEIEHHS OKpeni3ymaldy B
JIOMAIIIHIX YMOBaX IMaIlieHTaM 13 PO3CISTHUM CKIIEpo30M», Ko aociimkeHHs CN46182, Bepcis 1 Bia
11 rpynus 2025 p.

3asBHUK, KpaiHa

ToBaprCTBO 3 0OMEKEHOI0 BiANOBIAAIbHICTIO «Pom Ykpaina»

CnoHncop, kpaiHa

@.Xoppmann-JIs Pomr JIta, HIseitmapis

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

Oxpenizymab 924 mr/8,4 mn (Ocrelizumab 924 mg/8.4 ml, Oxpenizymad 924 wmr/8,4 mia Ta
riamyponigaza, Ocrelizumab 924 mg/8.4 ml and hyaluronidase, Ocrelizumab SC High
Concentration) (RO4964913/F13-02; SUB121707, 637334-45-3, thuMAb 2H7, PRO70769;
okpemizymad (ocrelizumab)); po3umH s mimmkipHux i ekmid (924 mr/8,4 mm); 110 mr/mo;
Genentech, Inc. USA

Biamosinaneawmii (1) 1ocmiqHuK (v)
Ta MicIie (s1) IpOBEACHHS
BUIIPOOYBaHHS B YKpaiHIi;
BIJIMOBiJaJIbHA 0c00a
OloaHaITHYHOI 1JabopaTopii Ta
6ioaHaniTHUHA 1TabopaTopis B
VYkpaini

1) nikap Iraarenko 1.B.

ITpuBarHe mignpuemctBo «llepria npuBaTHa KiliHIKa», MEINYHUN LIEHTp, M. KuiB

2) n.M.H., ipod. Kans0yc O.1.

VHiBepcuTeTchbka JikapHs JIHIMPOBCHKOrO JEp)KaBHOTO MEIUYHOTO YHIBEPCUTETY, BIAIIEHHS
HeBpoJiorii, JIHIMPOBCHKUN JepKaBHMM MEAWYHUN  YHIBEpCUTET, Kadeapa HEBpOJOrii,
Helpoxipyprii Ta odraismotorii, M. JIHinpo

3) k.m.H. Koctrouenko A.B.

ToBapuctBo 3 oOMexeHow BiamoBiganbHicTIO «Meanunuii Llentp Xenc KoiHik», Bigain
HeBpoJiorii MeAnyHOro KJI1HIYHOTO TOCIIITHUIIBKOTO LIEHTPY, M. BiHHUIA

4) nikap CembonoBa O.B.

ToBapucTBO 3 0OMEKEHOIO BIAMOBIMANBHICTIO «Mennunuit ieHTp «Jlomomora Ilmtocy, Mequaamit
ueHtp, M. Kuis

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa




2 MIPOJIOBXKEHHS 10AaTKa 2

JlomoMi>kHi JIiKapCchKi 3aCO0H,
BUPOOHHUK Ta KpaiHa /IiKapchbKi
3aco0u CymyTHBOI Teparii, BAPOOHHUK
Ta Kpaina / pO3UMHHHUKH, BUPOOHHUK
Ta KpaiHa / cynmyTHI MaTepianu /
opuandHa abo ¢iznyHa ocoda, sKa
JIi€ 33 TOBIPEHICTIO, SIKY HAJIaB
CIIOHCOP a00 3assBHUK Ha BBE3CHHS
JOCTIIKYBaHUX, JOMOMDKHHUX
JKapChKUX 3aCc00iB, JIIKAPCHKUX
3ac001B CyNmyTHBOI Teparii,
PO3YMHHHUKIB Ta CYITyTHIX
MarepiaiiB

Harinsha cuctema noctaBku enFuse™ (enFuse™ On-body delivery system, enFuse'™ OBDS,
enFuse " Vial Transfer System, Injection system), Bupo6uuk: Enable Injections, Inc. 2863 East
Sharon Rd Cincinnati OH 45241, CIIIA

Havanbank @apManeBTHYHOIO YIIPABJIiHHSA Oaexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke nmocmimkyBaHoro Jikapcbkoro 3aco0y SPY001-001 (IMPD-Quality), pemakmis 13.0 Bin
19 cepmus 2026 p.; Hocke mocaimkyBaHoro Jikapchkoro 3aco0y SPY002-091 (IMPD-Quality),
penakmist 7.0 Big 21 cepmas 2026 p.; ocke mociimKyBaHOTO JliKapchbkoro 3acody SPY003-207
(IMPD-Quality), pemakuis 8.0 Bim 19 cepmusi 2026 p.; IlogoekeHHs TepMiHy HPHIATHOCTI
JocTiKyBaHoro Jikapchkoro 3acody SPY001-001, pozuun ans in'exuii, 180 mr/mu (360 mr/2 mn)
(ITpouec A.1) 3 24 no 30 micsuis; [TogoBkeHHS TepMiHYy PUAATHOCTI AOCIIIPKYBAaHOTO JIIKAPCHKOTO
3aco0y SPY003-207, koHueHTpat ans po3uuny uist iHdy3ii, 150 mr/mu (300 mr/2 mi) (Ilpouec A)
3 24 nmo 30 micsaui; [TomoBkeHHST TepMiHYy MPHIATHOCTI JOCTIIKYBAHOTO JIIKAPCHKOTO 3ac0o0y
SPY003-207, po3uun pis iH'exuiit, 180 mr/ma (360 mr/2 mu) (Ilpouec A.1) 3 24 no 30 micsuis
(Crocyetnest: KB SPY123-201: JlomaTok 10 mpoTOKOIy KiliHi4HOTO BHIpoOyBaHHs SPY123-201,
0 ONHCYE KOHKPETHE BTpY4YaHHsS 13 3actocyBaHHsM mpemapaty SPYO001, pemakmis 1.1 Big
30 tpaBus 2025 p.; HoaaTok 10 MpoTOKONy KiiHiyHOTO BunpoOyBanHs SPY123-201, mo omucye
KOHKpETHE BTpYy4YaHHs 13 3acTocyBaHHsIM npenapaty SPY002, penakuis 1.0 Bix 24 yepus 2025 p.;
JlopaTok, 110 onMcye KOHKpETHE BTpy4aHHs 13 3actocyBaHHAM mpenapaTy SPY003, pexgakuis 1.0
Bia 31 x0oBTH: 2025 p.; [logaTok 10 NpOoTOKOITy KiIiHIYHOTro BunpodyBanus SPY 123-201, mo onucye
KOHKpETHE BTpy4YaHHs 13 3acTocyBaHHsIM koMOiHawii SPY 120, pegaxuis 1.0 Bix 21 cepnust 2025 p.;
JlogaTok, 0 onucye KOHKpETHE BTpY4aHHs 13 3acTocyBaHHAM KoMOiHamii SPY 130, penakuis 1.0
Bix 31 xoBTHS 2025 p.; Jlomarok, Mo onucye KOHKPETHE BTPyYaHHs 13 3aCTOCYBaHHSAM KOMOIHAIIT
SPY230, penakuis 1.0 Big 31 >xoBtHsa 2025 p. Ta KB SPY123-202); Jlocke nocCaiaKyBaHOTO
nikapebkoro 3aco0y SPYPBO-102 (IMPD-Quality), ocratouna penaxuis 6.0 Bix 14 cepnus 2026 p.;
[TonoBxeHHs TEpMIHY IPUAATHOCTI AOCIIKYBaHOTO Jiikapchkoro 3acody SPYPBO-102 Ilnanebo,
KOHIIEHTpAT AJis po3uuny s iHdy3iid 3 24 1o 30 micsuiB (Crocyerses: KB SPY123-201: onatox
70 MPOTOKOJYy KiiHIYHOro BumpoOyBanHs SPY123-201, mo omucye KOHKpeTHE BTpYyYaHHS 13
3actocyBanHaM npenapatry SPY001, penakuis 1.1 Bix 30 tpaBus 2025 p.; JonaTok 10 mpoTOKOIy
KiiHiyHOro BumpoOyBaHHs SPY123-201, mo omnucye KOHKpeTHE BTpY4YaHHS 13 3aCTOCYBaHHSIM
npenapary SPY002, penaxuis 1.0 Big 24 yepBHs 2025 p.; loAaTok, 110 ONUCY€e KOHKPETHE




2 IIPOJIOBIKEHHS A0JaTKa 3

BTpYy4YaHHs 13 3actocyBaHHaM npenapary SPY003, pexaxiis 1.0 Bix 31 sxoBtHs 2025 p.; JomaTox
70 TPOTOKOJIy KIiHIYHOTO BHIpoOyBaHHs SPY123-201, mo omnucye KOHKpETHE BTpy4YaHHS i3
3actocyBaHHsIM koMOiHamii SPY 120, penakmis 1.0 Big 21 cepnus 2025 p.; omaTok, mio onmcye
KOHKpETHE BTpY4aHHs i3 3acrocyBaHHAM koMmbOinarii SPY 130, penakuis 1.0 Big 31 sxoBTHA 2025 p.;
Jlonatok, 10 omucy€e KOHKPETHE BTPYUYaHH 13 3acTocyBaHHAM komOinarii SPY?230, penakis 1.0
Bix 31 sxoBTHA 2025 p.)

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUTIIPOOYBaHHS

Ne 608 Bix 12.05.2026;
Ne 1832 Bix 02.12.2025;
Ne 1271 Bix 11.08.2025;
Ne 1659 Bix 03.11.2025;
Ne 458 Bin 03.04.2026;
Ne 458 Bin 03.04.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«JlocmimKkeHHs 3 OMIHKU 0e3MeYHOCTI M e()eKTHBHOCTI aHTHTLI TPUBAJIOI il B PEKUMI MOHO- 200
KOMOIHOBaHOI Teparmii MpU JIOBFOCTPOKOBOMY 3aCTOCYBaHHI B YYaCHHUKIB 13 3amajbHUM
3aXBOPIOBaHHAM KuieuHuka», SPY 123-202, pegaxuis 1.1 Big 29 ciuns 2026 p.;

«IInardpopmue nocaimxenns Il ¢as3u 3 ouiHkK ePeKTUBHOCTI i 6E3MEYHOCTI aHTHUTLI TPUBAJIOI Jii
MPU 3aCTOCYBaHHI B PEXUMI MOHO- 200 KOMOIHOBAaHOI Teparlii 3 MPUBOY CEPEIHBbOTSIKKOTO abo
TSDKKOTO Tepeliry BHpPa3KoBOTO KOJITY B akTuUBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
kiiHiyHOro BumpoOyBaHHs SPY123-201, penakuist 2.0 Big 01 xBitHa 2026 p.; Jdomatok no
IPOTOKONIY KiIiHIYHOro BunpoOyBaHHA SPY123-201, mo omnmcye KOHKpeTHE BTpydYaHHS i3
3actocyBaHHsIM KomOiHali SPY 120, penakist 1.0 Big 21 ceprast 2025 p.;

«IInardpopmue nocaimxenns Il ¢gas3u 3 ouiHkK ePeKTUBHOCTI i 6E3MEYHOCTI aHTUTLI TPUBAJIOI Jii
MPU 3aCTOCYBaHHI B PEXUMI MOHO- 200 KOMOIHOBAaHOI Teparlii 3 MPUBOY CEPEIHBbOTSIKKOTO abo
TSDKKOTO Tepeliry BHpPa3KoBOrO KOJITY B akTuBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
kiiHiyHOro BumpoOyBaHHs SPY123-201, penakuist 2.0 Big 01 xBitHa 2026 p.; Jomatox no
MPOTOKONIY KiIiHIYHOrO BunpoOyBaHHa SPY123-201, mo omnmcye KOHKpeTHE BTpydYaHHS i3
3acrocyBaHHAM mpenapaty SPYO001, penakuis 1.1 Big 30 TpaBus 2025 p.;

«IInardopmue nocmimkerus Il ¢asu 3 omiHkK eeKTUBHOCTI i O€3MEYHOCTI AaHTUTLI TPUBAJIOT il




3 MPOJIOBXKEHHS J1oAaTKa 3

MIPU 3aCTOCYBaHHI B pPEKUMI MOHO- a00 KOMOIHOBaHOI Teparrii 3 MPUBOAY CEPEAHBOTSIHKKOTO ab0
TSDKKOTO TIepeliry BHpPa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiYHOTO BHNpoOyBaHHs SPY123-201, pemakmis 2.0 Big 01 kBiths 2026 p.; JlomaTtox a0
MPOTOKONY KiiHiYHOTO BUnpoOyBanHs SPY123-201, mo ommcye KOHKpEeTHE BTpydYaHHS i3
3actocyBaHHsIM npenapaty SPY002, pexakiis 1.0 Bix 24 uepusa 2025 p.;

«IInardpopmue nocuimxenns Il ¢gas3u 3 ouinku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MIPU 3aCTOCYBaHHI B PEXHMI MOHO- a00 KOMOIHOBAaHOI Tepallii 3 MPUBOY CEPEIHBOTIKKOTO abo
TSDKKOTO TIepeliry BHpa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiyHoro BunpoOyBanHs SPY 123-201, penakuis 2.0 Big 01 kBitHs 2026 p.; JomaTok, 1o onucye
KOHKpETHE BTpY4aHHs i3 3acrocyBaHHAM kombOinarii SPY 130, penakuis 1.0 Big 31 sxoBTHS 2025 p.;
JlonaTok, 10 Onucye KOHKPETHE BTPYYaHHS 13 3acTocyBaHHSIM KoMOiHatii SPY230, penakuis 1.0
Bix 31 sxoBTHS 2025 p.;

«ITmardpopmue nocmimrerns Il ¢as3u 3 omiHKK ePeKTUBHOCTI i O€3MEYHOCTI aHTUTLI TPUBAJIOT Jii
P 3aCTOCYBaHHI B PEXHMiI MOHO- 200 KOMOIHOBaHOI Tepallii 3 IPUBOY CEPEIHBOTSKKOTO a00
TSOKKOTO Tepediry BUPa3KOBOTO KOJITY B akTuBHIiN ¢opMmi», SPY123-201, OcHOBHHII TPOTOKOI
KJiHiuHOTO BHUIIpoOYyBaHHs SPY 123-201, penakuis 2.0 Bix 01 kBiTHS 2026 p.; JlomaTok, 0 OMucye
KOHKpETHE BTpYy4aHHs 13 3acTocyBaHHAM npenapaty SPY003, penaxuis 1.0 Big 31 xoBTHS 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBITAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, KpaiHa

«Cnaep Tepam’totike, [ak.» [Spyre Therapeutics, Inc.], CIIIA

Havanbuuk ®dapManeBTHYHOI0 YHPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonaroxk 4

10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo npoBeneHHs KITIHIYHIX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBHUX ITOIPABOK
16.10.2026 Ne 1597

InenTudikaist CyTTEBOI MOMPABKU

Bpomrypa mocmigHuka gociimpKyBaHOTO JTikapcbkoro 3aco0y Jlycmartepuent (ACE-536/ BMS-
986346), Bumanas 19.0 Bim 15 uepBHs 2026 p., anrmiiiicekoro moBow; ACE-536-MDS-002,
Iadopmaris ans manienta i ¢opma iHGOPMOBaHOI 3roAM AHTIINCHKOI0O MOBOIO Al YKpaiHW,
Bepcia 10.0 Big 13 cepmas 2026 p.; ACE-536-MDS-002, Indopmaris ans marmieHTa i1 gopma
iH(opMOBaHOi 3roJM yKpaiHCHKOI MOBOIO st YKpainu, Bepcis 10.0 Bim 13 cepmust 2026 p.;
3MiHa Ha3BU MiCLlb IPOBEICHHI KJIIHIYHOTO BUIIPOOYBaHHS:

bYJIO

CTAJIO

nikap Ycenko I'.B.

Komynanenuit 3aknan  «/{HimporeTrpoBcbka
Micpka OaraTonpo¢iabHa KIiHIYHA JIKapHSI
Nedy,  JIHimpomneTpoBChbKOi  00macHOi  paju,
MICBKHI TeMaTOJIOTIYHHN IEHTP, M. JHITTpo

n.¢inoc.H., mikap Ycenko ['.B.

KomyHanbHe HEKOMEpIliiiHe MiIIPUEMCTBO
«Miceka kiiHiuHa JikapHs Nedy JIHIMPOBCHKOT
MICBKOI pajy, reMaroJIOTiYHe BiJJUICHHS 3
OJIOKOM  TpaHCIUIAHTAIlil  TeMOMOSTUYHUX
CTOBOYPOBUX KJIITHH, M. J[HIIIpo

nikap Pomantox H.M.

MukonaiBcbka oOJacHa KIIHIYHA JIIKapHS
MukomnaiBchbKOi 00MacHOI paau, BIIIUICHHS
reMaroJorii, M. MukoiaisB

nikap Pomantok H.M.

KoMyHanbHe HeEKOMepIliiiHE MiIMPHEMCTBO
«MwukonaiBcbka oOJlacHa KIIHIYHA JIKAPHS
MukonaiBcbkoi 00macHOi pajau, BiIALICHHS
remaroJiorii, M. MukoaiB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Binkpure, pangomizoBane gociimkeHHs Pa3u 3 11 mopiBHAHHA €(PEKTUBHOCTI Ta O€3MEYHOCTI
npenapaty nycnarepuent (ACE-536) ta emoetuny anbda I JTIKyBaHHS aHEeMii, CIIPUYMHEHOT
MienoguciactuayHuMu cuaapomamu (MZIC) 3 ayxe HU3BKHUM, HU3bKUM a00 NMPOMIKHUM PiBHEM
pusuky 3a IPSS-R, y marmieHTiB, fKi paHilie He OTPUMYBalM CTHUMYJISTOPU EPHUTPOIOE3y Ta
noTpeOyroTh nepenuBanHs eputporuTiBy, ACE-536-MDS-002, monpaska 6.0 Bix 26 aunas 2024 p.




2 MPOAOBKEHHS 10JaTKa 4

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIIIIOBIJIAJILHICTIO «ITilTi/li KOKPEH», Ykpaina
CnoHcop, KpaiHa Celgene Corporation, USA/ Cenmxen Kopnopeitmn, CIIA
Havanbuuk ®apManeBTHYHOT0 YIIPABJIiHHS Ouaekcanap '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
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocnigauka mis npenapary Guselkumab/T'ycenbkymad (CNTO1959), Bunanus 19 Bin
28 cepmHs 2026 poky; Hdomatox Nel Bix 24 uepBus 2026 poky mo bpomrypu gocmigHuKa ais
npenapatry STELARA® (ustekinumab), Buganns 27 Bin 13 mororo 2026 poxky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1962 Bix 29.10.2018

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PanymomizoBane, moxBiiiHEe ciine, IUIANE00-KOHTPOJILOBAHE Ta 3 AKTHBHUM KOHTPOJIEM,
0araToleHTpOBe JOCIIKEHHS Ga3u 2/3, 110 MPOBOANUTHCS Y MApaleIbHUX IPyHax 3 METOIO OLIHKA
edeKTUBHOCTI Ta O6e3MeUHOCTI rycenbkyMaly y maiieHTiB i3 xBopoOoro Kpona B akTuBHi# (asi Bij

CepeIHBOrO J0 BaKKOro cryneHs TsokkocTi», CNTO1959CRD3001, 3 monpaBkoro 5 Bix 12 numHs
2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHcop, kpaiHa

Janssen Pharmaceutica NV, Belgium / fluccen @apmanestuxa HB, benbris

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JlomaTok 6

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

OHoBieHUN MpOTOKON KiiHiYHOTO nocmimkeHHs SRSD107-201, Bepcis 6.0 Bim 01 BepecHs
2026 poky; Ouomnene Jlocke pocmimkyBaHoro mpemapaty SRSDI107 in’ekmis, [Tname6o mo
SRSD107 in’exuist Ta eHokcamapuH, Bepcis 3.0, munens 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 123 Bin 04.02.2026

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararoneHTpoBe, paHIOMi30BaHE, BiJKpUTE, AKTUBHE KOHTPOJBHOBAHE, CIIIE JOCHIIKCHHS 3
OLIIHKOIO KiHIIEBUX TOYOK U MOPIBHAHHS e(eKTHBHOCTI Ta Oe3nekn SRSD107 ta eHokcanapuHy y
JOPOCIIHX TALIEHTIB, SIKi IPOXOAATH IUIAHOBY IEPBHHHY OJHOCTOPOHHIO TOTAJIbHY apTPOILUIACTUKY
KosriHHOTO cyriobay, SRSD107-201, Bepcis 5.2 Bix 18 6epesnst 2026 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

«Cipiyc TepanstoTikc, [Hk.» [Sirius Therapeutics, Inc.], CILIA

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa mocmimnuka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xmopun), Kcanomenin
(BMS-986519), Tpocmito xnopua (BMS-986520), Bepcist 14 Big 04 ceprast 2026 p., aHTHCHKOO
MoBoto; Jlogatok 01 Bpomypu [docmimnuka Bim 03 BepecHs 2026p., 1o bpomrypu mocmigHuKa:
KarXT, BMS-986510 (Kcanomenin + Tpocmito xmopun), Kcanomenin (BMS-986519), Tpocmiro
xyopun (BMS-986520), Bepcis 14 Bim 04 cepnus 2026 poky, aHIIIHCBKOIO MOBOIO;
CNO012-0037 Indopmaris mist mamieata ta Gopma indhopmoBaHoi 3roau, YKpaina, Bepcis 2.0 Bix
04 BepecHs 2026 p., ykpaiHCBKOIO MOBOIO; 3HIMOK ekpany: [10CiOHHK 31 CTPYKTYpOBaHOTO iHTEPB 1O
3a mKkaioro SHra mns ominku Mamii, Bepcis 2.0 Bim 26 cepmas 2026p. [BMS246668
CNO012-0036 0037 0038 YMRS - Since Last Evaluation Rater Station Screenshots Ukrainian
(Ukraine) v2.0 26 Aug 2026], yKpaiHCBKOI MOBOIO; 3HIMOK ekpaHy: [lociOHWK  3i
CTPYKTYypOBAHOTO 1HTEPB 10 3a IIKaow SHra ams ominku MaHii, Bepcis 2.0 Big 26 ceprus 2026p.
[BMS246668 CN012---0036 0037 0038 YMRS — Past Week Rater Station Screenshots
Ukrainian (Ukraine) v2.0 26 Aug 2026], ykpaiHCbKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 867 Bin 25.06.2026

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, MojBiliHE ciline, TUIANE00-KOHTPOIbOBaHE AOCIKEHHS dazu 3 A OLIHKH
e eKTUBHOCTI Ta 6e31e4HOCTI 3actocyBanHs npenapaty KarXT y qikyBaHHI MaHIaKaJbHUX €I1130/11B
npu 6inonsgpHomy posnaai I tuny (BALSAM-2)», CN012-0037, nonpaBka 10 npoTtokosy 02 Bifg
06 muctomana 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

ToBapucTBO 3 HeoOMEKEHOI0 BiINoBiIANBHICTIO bpicTon-Maiiepc CkBi66 Cepaices, Ipimanis

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHSA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonmatok 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo mpoBeneHHs KITIHIYHAX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta
3aTBEPKEHHS CYTTEBHX ITOTPABOK)
16.10.2026 Ne 1597

InenTudikaist CyTTEBOI MOMPABKU

OnoBnenui mpotokon kiiHiuHOro BunpoOyBanus CN012-0036 mompaBka no mpotokony 03 Bix
01 TpaBus 2026 p.; 3niMok exkpany noaatka EmpaticaCare [CareApp-UI-SUI-0000344 Rev 1.0.],
penakiiis 1.0 Bix BepecHs 2023 p. yKpaiHCBKOIO MOBOYO; [HCTPYKIIii 13 3aCTOCYBaHHS JIsI MAII€HTIB.
[TnaTdhopma MoHiTOpUHTY cTaHy 370poB’st Empatica [Empatica Health Monitoring Platform Patient
instructions for use Ukrainian | UM-0000335 | Rev 1.0, July 2023], pemakuis 1.0 Bix nmumus 2023 p.,
yKpaincbkor MoBo10; Kopotka gosinka Embrance pluse [Empatica SRL, Via Stendhal 36, 20144,
Milano (MI), Italy — QSG-0000442 | Rev1.0, September 2023], pemakmis 1.0 Big Bepecus 2023 p.
YKpaiHChbKOIO MOBOIO; [T0CIOHHK 31 CTPYKTYPOBAHOTO 1HTEPB 10 3a MIKAIO0 SIHTa JIJIs OLIHKH MaHii
[YMRS Structured Interview Manual UKR(UKR) 22Jul2026], Big 22 munas 2026 p.,
YKpaiHChbKOIO MOBOI0; [T0CIOHHK 31 CTPYKTYPOBAHOTO 1HTEPB 10 3a IIKAJOK SIHTa AJIs OLIIHKU MaHil
[YMRS Since Last Evaluation vl ukUR 22Jul2026], Bix 22 numast 2026 p., yKpaiHCHKOI MOBOIO;
3HiMOK ekpany: [TociOHHK 31 CTPYKTYypOBaHOIO IHTEPB 10 3a IIKAJOK SIHTa /Ui OIIHKK MaHii cepes
mitedr 1 migmiTki, Bepcit 1.0 Bim 08 TpaBHs 2026 p. [BMS246668 CNO12---
0036 0037 0038 YMRS - Since Last Evaluation Rater Station Screenshots Ukrainian
(Ukraine) v1.0 08 May 2026], ykpaincbkoio MOBoO10; 3HIMOK ekpany: MDKHAPOJIHA
CUCTEMA OLIHKM CUMIITOMIB IIPM 3AXBOPIOBAHHAX IIEPEIMIXYPOBOI
3AJIO3U, Bepcis 1.0 Bixg 08 tpaBHsa 2026 p. [BMS246668 CN012-0036 0037 0038 IPSS - Past
Week Rater Station Screenshots Ukrainian ~ (Ukraine) v1.0 08 May 2026],  ykpaiHCBKOIO
MOBOO; 3HIMOK ekpaHy: Illkama anomanbHMX MHMOBUIBHUX pyxiB AIMS, Bepcis BRIEF1.0
Bix 08 TpaBHa 2026 p. [BMS246668 CNO012-0036 0037 0038 AIMS  Rater Station
Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHChKOIO MOBOIO; 3HIMOK €KpaHy:
HaragyBanns npo mkany BAC, Bepcis 1.0 Big 08 tpaBusa 2026 p. [BMS246668 CN012-0036
0037 0038 BAC Reminder Rater Station Screenshots Ukrainian (Ukraine) v1.0
08 May 2026], ykpaiHCbKOIO MOBOI; 3HIMOK ekpany: Illkama omiHKM akaTu3ii, BUKIHMKAHOL
mikapcekumu npenapatamu  (Illkanma ominkm akatusii bapuca, BARS), Bepcis 1.0 Bix
08 tpaBHs 2026 p. [BMS246668 CN012-0036 0037 0038 BARS Rater Station Screenshots
Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHChKOIO MOBOIO; 3HIMOK ekpany: KopoTke
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OTMUTYBAHHS SIKOCT1 )KUTTS MAIIEHTIB 3 OinossspHUM adexkTuBHUM po3nanoM (Brief QoL.BD), Bepcis
1.0 Big 08 TpaBus 2026 p. [BMS246668 CNO012-0036 0037 0038 Brief QoL.BD Rater Station
Screenshots  Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy:
3aranpHi KTiHIYHI BpakeHHs npH Oinossipaux posnagax (CGI-BP) — munynuii Trxaens, epcis 1.0
Big 08 tpaBHs 2026 p. [BMS246668 CNO012-0036 0037 0038 CGI-BP — Past Week Rater
Station _Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK
eKpaHy: 3arajibHi KJIiHIYHI BpaykeHHs npu OinossipHux posnagax (CGI-BP) — 3 MoMeHTy ocTaHHBOTO
ouintoBanHs, Bepcis 1.0 Bix 08 TpaBus 2026 p. [BMS246668 CNO012-0036 0037 0038 CGI-BP —
Since Last Evaluation Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May 2026],
yKpaiHCBKOI0O MOBOIO; 3HiMOK ekpady: IIIKAJIA OLIHKU TSKKOCTI CYILIUAY
KOJIVMBIMCHKOT'O YHIBEPCUTETY (C-SSRS), Buxinni nani/Bepcis aiis OLiHIOBaHHS, BEPCis
1.0 Bix 08 TpaBHs 2026 p. [BMS246668 CNO012-0036_0037 0038 C-SSRS BLScr Rater Station
Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHChKOIO MOBOIO; 3HIMOK €KpaHy:
IIIKAJIA OLIIHKU TSDKKOCTI CYIUAY KOJIYMBIMCBEKOI'O YVHIBEPCUTETY (C-SSRS),
3 MOMeHTy ocTaHHbOro Bi3uTy, Bepcis 1.0 Bim 08 TpaBHa 2026 p. [BMS246668 CNO12-
0036 0037 0038 C-SSRS SLV_ Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May
2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy: 3aBepIlIeHHs JIKyBaHHS B ICHb 22 — HACTYITHUH BI3UT,
Bepcia 1.0 Big 23 mumnas 2026 p. [BMS246668 CN012-0036/0037/0038 REQUIRED — DAY 22
EOT — Next Visit Rater Station Screenshots Ukrainian (Ukraine) v1.0 23 Jul 2026],
YKpaiHChbKOI MOBOIO; 3HIMOK ekpany: Jlemorpadiunuil onutyBanbHukK, Bepcis 1.0 Bix 08 TpaBHs
2026 p. [BMS246668 CN012-0036 0037 0038 Demographics Questionnaire Rater Station
Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy:
EuroQoL 5-Dimension 5 Level (EQ-5D-5L) — ans camoctiiiHoro 3amoBHeHHsI, Bepcis 1.0 Bix
08 TtpaBus 2026 p. [BMS246668 CNO012-0036 0037 0038 EQ-5D-5L Rater Station
Screenshots_Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK EKpaHy:
JlocTpokOoBe 3aBepIIeHHsI ydacTi — BiAKJIMKaHHA 3roau, Bepcis 1.0 Big 08 tpaBHs 2026 p.
[BMS246668 CNO012-0036 0037 0038 REQUIRED — ET — Withdrawn Consent? Rater
Station Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHChKOIO MOBOIO; 3HIMOK
exkpany: MDKHAPOJJHA CUCTEMA OLIHKM CUMIITOMIB I1PU 3AXBOPHOBAHHAX
MNEPEJIMIXYPOBOI 3AJIO3U, Bepcis 1.0 Big 02 uwepsus 2026 p. [BMS246668 CNO12-
0036_0037 0038 IPSS - Past Month Rater Station Screenshots Ukrainian (Ukraine) v1.0
02 Jun 2026], ykpaincpkoro MoBot0; 3HIMOK ekpany: M.LN.I. JTATHOCTUYHI BUCHOBKU,
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Bepcis 1.0 Big 08 TpaBus 2026 p. [BMS246668 CNO012-0036 0037 0038 M.L.N.I. Diagnostic
Conclusions_Rater Station_Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCbKOIO
MOBOIO; 3HIMOK eKpaHy: [HCTpyKIisi 3 MpOBEIEHHS CTPYKTYPOBAHOTO OMUTYBAaHHA 3a IIKAJOO
ominku nenpecii Montromepi i Acoepra (SIGMA), Bepcis 1.0 Bix 08 TpaBas 2026 p. [BMS246668
CNO012-0036 0037 0038 MADRS — Past Week Rater Station Screenshots Ukrainian (Ukraine)
v1.0 08 May 2026], ykpaiHCBKOIO MOBOIO; 3HIMOK eKpaHy: [HCTpyKIliE 3 TpPOBEICHHS
CTPYKTYpPOBAHOTO ONUTYBAHHS 3a IIKAJOK OIIHKH aemnpecii Montromepi i Acoepra (SIGMA),
Bepcis 3 MoMeHTY octanHboi OmiHKK (SLE), Bepcis 1.0 Big 08 tpaBHs 2026 p. [BMS246668
CNO012---0036 0037 0038 MADRS —Since Last Evaluation Rater Station Screenshots
Ukrainian (Ukraine) v1.0 08 May 2026], ykpalHChbKOIO MOBOIO; 3HIMOK €KpaHy: 3araibHe
Bpa)XCHHS TallieHTa mpo TKKICTh 3axBoproBanHs (PGI-S), Bepcis 1.0 Bim 08 Tpasus 2026 p.
[BMS246668 CN012-0036 0037 0038 PGI-S Rater Station Screenshots Ukrainian (Ukraine)
v1.0_ 08 May 2026], ykpaincbkoro MOBO0; 3HIMOK ekpany: [lIkana Cimncona-AHryca Jjis OL[iHKA
excTpanipamigaux mobiyanx edextiB (SAS), Bepcis 1.0 Big 08 TpaBus 2026 p. [BMS246668
CNO012-0036 0037 0038 SAS Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May
2026], ykpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: [10CiOHUK 31 CTPYKTYpOBAHOTO IHTEPB IO 32 MIKAJIO0
Sura s omiHKM MaHii cepem mitedd 1 mimmiTkiB, Bepcis 1.0 Bim 07 TtpaBHs 2026 p.
[BMS246668 CN012---0036 0037 0038 YMRS — Past Week Rater Station Screenshots
Ukrainian (Ukraine) v1.0 07 May 2026], ykpaiHCbkol0 MOBOW0; 3HIMOK ekpany: Ilkana
aHOMaJIbHUX MUMOBLIBHUX pyXiB (AIMS), Bepcis 1.0 Big 01 munug 2026 p. [BMS246668 CNO12-
0036/0037/0038 AIMS Rater Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026],
pociiicbkoro MOBOIO; 3HIMOK ekpaHy: HaragyBanus npo 3anoBHeHHs mkanu BAC, Bepcis 1.0 Bix
02 mumas 2026 p. [BMS246668 CNO012-0036/0037/0038 BAC Reminder Rater Station
Screenshots Russian (Ukraine) v1.0 02 Jul 2026], pociiicbkoto MOBOI0; 3HIMOK ekpany: Illkana
ouinku akatusii bapuca (BARS), Bepcis 1.0 Bix 01 smumus 2026 p. [BMS246668 CNOI12-
0036/0037/0038 BARS Rater Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026],
pociiicbkor0 MOBOO; 3HIMOK ekpaHy: KopOoTkuii OmUTYyBaldbHUK Ul OLIHKH SIKOCTI JKMTTS TpPU
oinonsspuomy posnazi (Brief QoL.BD), Bepcist 1.0 Bixg 02 numas 2026 p. [BMS246668 CNO12-
0036/0037/0038  Brief QOL.BD Rater Station Screenshots Russian  (Ukraine) v1.0
02 Jul 2026], pociiicbkkol0o MOBOI0; 3HIMOK €KpaHy: 3arajibHi KJIIHI4YHI BpaK€HHS — OlMOJIApHUI
posnan (CGI-BP) — 3a munynuit Twxxaens, Bepeis 1.0 Bix 01 munus 2026 p. [BMS246668 CNO12-
0036/0037/0038 CGI-BP — Past Week Rater Station Screenshots Russian (Ukraine) v1.0
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01 Jul 2026], pociiicbkot0 MOBOIO; 3HIMOK €KpaHy: 3arajbHi KIIHIYHI BpaKeHHS — OIMOJISIPHUAM
posnax (CGI-BP) — 3 MomenTy nonepeaboi ouinku, sepcist 1.0 Bix 01 mumus 2026 p. [BMS246668
CNO012-0036/0037/0038 CGI-BP — Since Last Evaluation Rater Station Screenshots Russian
(Ukraine) v1.0_ 01 Jul 2026], pociiickkoto MoBOI0; 3HIMOK ekpany: IlIkama OMIHKH TSKKOCTI
cyimuay kosymoOiricekoro yHiBepcuteTy (C-SSRS) Buximni/Ckpuninrosi maxi, Bepcis 1.0 Bifg
01 mumas 2026 p. [BMS246668 CNO012-0036/0037/0038 C-SSRS BLScr Rater Station
Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoro MoBor0; 3HIMOK ekpany: Illkana
OLIIHKHU TSDKKOCTI Cyinmay koiaymboiiicekoro yHiBepcutety (C-SSRS) Bepcist 3 MOMEHTY OCTaHHBOTO
Bizuty, Bepcigs 1.0 Bim Ol mumas 2026 p. [BMS246668 CN012-0036/0037/0038 C-SSRS
SLV_Rater Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkor0 MOBOIO;
3uiMok ekpany: Jlemorpadiunuii onutyBanmbHuK, Bepcis 1.0 Bim 01 mumas 2026 p.
[BMS246668 CN012-0036/0037/0038 Demographics Questionnaire Rater Station Screenshots

Russian (Ukrame) v1.0_ 01 Jul 2026], pociiicbkkoro MOBOI0; 3HIMOK ekpaHy: ONUTYBaJIbHUK PO
cTaH 3710poB’s  Euro QOL 5-Dimension 5-Level (EQ-5D-5L) — mis caMOCTiifHOTO 3allOBHEHHS,
Bepcia 1.0 Big 01 mumus 2026 p. [BMS246668 CN012-0036/0037/0038 EQ-5D-5L Rater
Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pocilickkor0 MOBO; 3HIMOK €KpaHy:
Kapra ouinku ckapr XBoporo 1o0posKiCHOIO TiNepIuia3iero nepeamixypoBoi 3anosu, Bepcis 1.0 Bia
01 mumas 2026 p. [BMS246668 CNO012-0036/0037/0038 I-PSS - Past Month Rater Station
Screenshots Russian (Ukraine) v1.0_ 01 Jul 2026], pociiicbkoro MoBOI0; 3HIMOK ekpany: Kaprta
OILIIHKM CKapr XBOPOro JOOpOSIKICHOIO TiNepruia3ielo mepeamixypoBoi 3ano3u, Bepcis 1.0 Bix
01 mumusa 2026 p. [BMS246668 CNO012-0036/0037/0038 I-PSS - Past Week Rater Station
Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkor0 MOBOI0O; 3HIMOK €KpaHy:
KopoTtkuii MibkHapoaHuit HelfiporicuxiaTpuyHuii onutyBanbHUK (Mini international neuropsychiatric
interview ML.LN.L.) m1st ocnigkeHb NICUXOTUYHKUX PO3JIa/11B — 3aKJIFOUEHHS Mpo J1arHo3, Bepcis 1.0
Bix 01 mumus 2026 p. [BMS246668 CN012-0036/0037/0038 M.LN.I. Diagnostic Conclusions

Rater Station_Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkkoro MOBOIO; 3HIMOK
€KpaHy: KepiBHHUIITBO 110 CTPYKTYpOBAHOMY IHTEPB’I0 IS IIKAJIM OLIHKH Aenpecii MoHTromepi -
Acbepr (SIGMA), Bepcis 1.0 Bimx 01 jumas 2026 p. [BMS246668 CNO12-
0036/0037/0038 MADRS - Past Week Rater Station Screenshots Russian (Ukraine) v1.0
01 Jul 2026], pocificbkor0 MOBOIO; 3HIMOK €KpaHy: KEPIBHUIITBO MO CTPYKTYpPOBAaHOMY 1HTEPB IO
JUIS KA oliHKM Aernpecii MonTromepi -Actepr (SIGMA) — Bepcist 3 MOMEHTY OCTaHHBOI OLIIHKU
(SLE), Bepcis 1.0 Bix 01 mumast 2026 p. [BMS246668 CNO012-0036/0037/0038 MADRS — Since
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Last Evaluation Rater Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoro
MOBOIO; 3HIMOK €KpaHy: 3araibHa OlliHKa TspKKocTi cumnTomiB narienTom (PGI-S), Bepcis 1.0 Bix
01 mumas 2026 p. [BMS246668 CN012-0036/0037/0038 PGI-S_Rater Station Screenshots
Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoro MOBOIO; 3HIMOK ekpaHny: JleHb 22 3aKkiHYCHHS
JiKyBaHHS — HacTynmHuid Bi3uT, Bepcis 1.0 Bim 23 mumas 2026 p. [BMS246668 CNO12-
0036/0037/0038 REQUIRED — DAY 22 EOT — Next Visit Rater Station Screenshots Russian
(Ukraine) v1.0 23 Jul 2026], pociiicbkor0o MOBOIO; 3HIMOK ekpany: llepemyacHe 3aBeplieHHS
ydacTi B JOCHDKEHHI — BigkiamkaHHs 3rogu, Bepcis 1.0 Bim 01 mumas 2026 p.
[BMS246668 0036/0037/0038 REQUIRED - ET - Withdrawn Consent? Rater Station
Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoro MOBOrO; 3HIMOK ekpany: [llkama
CimricoHa-AHryca ais OLiHKH eKcTpamipaMigHux mooiuHux edektiB (SAS), Ky 3aMoBHIOE JIiKap,
Bepcig 1.0 Big 01 smmas 2026 p. [BMS246668 CN012-0036/0037/0038 SAS Rater Station
Screenshots Russian  (Ukraine) v1.0 01 Jul 2026], pociiicbkoro MOBOI0; 3HIMOK €KpaHy:
KepiBHHIITBO 1O MPOBEICHHIO CTPYKTYPOBAHOT'O ONMUTYBAHHS JUIS OLIHKHM 32 IIKaI00 MaHii SHra,
Bepcid 1.0 Big 01 siunus 2026 p. [BMS246668 CN012-0036/0037/0038 YMRS-Past Week Rater
Station Screenshots  Russian (Ukraine) v1.0 01 Jul 2026], pociiickkoro MOBOO; 3HIMOK €KpaHy:
KepiBHHUIITBO 1O MPOBECHHIO CTPYKTYPOBAHOT'O ONMMUTYBAHHS JUIS OL[IHKHM 3a IIKalI0K MaHii SHra,
Bepcig 1.0 Big 01 ymmas 2026 p. [BMS246668 CN012-0036/0037/0038 YMRS - Since Last
Evaluation Rater Station Screenshots Russian (Ukraine) v1.0_ 01 Jul 2026], pociiicekoro
MOBOIO; Bam nmociOHuK 11040 MIATPUMKHU 0C10, skl O0epyTh y4acTh y gocuijkeHHI BALSAM-1,
Bepcia 1.0 Big 12 tpaBusa 2025 p. [BMS - BALSAM-1 - CN012-0036 - Care Circle Booklet - 12-
MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHcbkoi0 MoOBO; JIMCT HampaBlieHHS Ta
iH(dopMaliiiHa TOBiKa AN MEIWYHHUX MpaliBHUKIB, Bepcis 1.0 Bix 21 tpaBHs 2025 p. [BMS -
BALSAM-1 - CNO012-0036 - HCP Referral Letter and Fact Sheet - 21-MAY-2025 - Ukrainian
(Ukraine) - V1.0], ykpaincpkoro MoBoto; [TociOHuK 3 obroBopeHHs aocmikeHHs, Bepeisa 1.0 Bix
09 tpaBus 2025 p. [BMS - BALSAM-1 - CN012-0036 - ICF Discussion Guide - 09-MAY-2025 -
Ukrainian (Ukraine) - V1.0], ykpaincbkoro MoBorw; JIuct i3 BCcTymHOW iH(OpMaILi€o Mpo
nociikenHs, Bepcist 1.0 Bix 09 tpaBus 2025 p. [BMS - BALSAM-1 - CN012-0036 - Study Intro
Info Sheet - 09-MAY-2025- Ukrainian (Ukraine) - V1.0], ykpaincekoro moBor; [lociOHuk 3
nociikenHs, Bepeis 1.0 Big 12 tpaBust 2025 p. [BMS - BALSAM-1 - CN012-0036 - UYS Book -
12-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHCbKOIO MOBOIO; BykieT ansi MeIuyHux
npaiiBHUKIB, Bepcis 2.0 Big 10 nuctomana 2025 p. [BMS - BALSAM - HCP Study Trifold - 10-
NOV-2025 - Ukrainian (Ukraine) - V2.0], ykpaiHCbKOIO MOBOIO
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Howmep Ta nata Hakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 867 Bin 25.06.2026

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBane, mojaBiliHEe ciine, Iuane00-KOHTPOJbOBAHE MOCHTIKeHHS (a3u 3 IS OIIHKH
epexTUBHOCTI Ta Oe3nevynocTi 3acrocyBanHs npenapaty KarXT y mikyBaHHI MaHiaKaJIbHUX €I1130/11B
npu Oinossspaomy posnazni I tunmy (BALSAM-1)», CN012-0036, nonpaska 10 npotokoiry 02 Bix
06 mucromana 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaiHa

ToBapucTBO 3 He0OMeKeHOI0 BinoBinanbHICTIO bpicTon-Maiiepc CkBi66 Cepgices, Ipnanis

Havanbuuk dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jomatok 9

110 HaKazy MiHiCTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHui poTokon kiiHigHOro BunpoOyBanHs CNO012-0037 mompaBka n0 mpotokony 03 Bifg
01 tpaBus 2026 p.; 3uimMok ekpany nogatka EmpaticaCare [CareApp-UI-SUI-0000344 Rev 1.0.],
penaxiis 1.0 Big BepecHs 2023 p. yKpaiHCHhKOIO MOBOIO; [HCTpYKIIii 13 3aCTOCYBaHHSI JIJIsl TTAI[IEHTIB.
[Tnardopma moHiTOpUHTY cTaHy 310poB’st Empatica [Empatica Health Monitoring Platform Patient
instructions for use Ukrainian | UM-0000335 | Rev 1.0, July 2023], pemaxiis 1.0 Big sumas 2023 p.,
ykpaincpkoro MoBoto; KopoTka nosinka Embrance pluse [Empatica SRL, Via Stendhal 36, 20144,
Milano (MI), Italy — QSG-0000442 | Rev1.0, September 2023], penakiiis 1.0 Big Bepecus 2023 p.
YKpaiHChKOIO MOBOIO; [10CIOHUK 31 CTPYKTYypOBAHOTO iHTEPB 10 3a MIKAJIOIO SIHTa AJIs OLIHKK MaHii
[YMRS Structured Interview Manual UKR(UKR) 22Jul2026], Big 22 naumas 2026 p.,
YKpaiHChKOIO MOBOIO; I10CIOHUK 31 CTPYKTYypOBAHOTO iHTEPB 10 3a MIKAJIOIO SIHTa AJIs OLIHKK MaHii
[YMRS Since Last Evaluation_vl ukUR 22Jul2026], Bix 22 numnus 2026 p., yKpaiHCbKOIO MOBOIO;
3niMOK ekpany: I10ciOHMK 3 1 CTPYKTYpOBaHOTO IHTEPB 10 3a MIKAJIOK0 SIHTa JJIst OI[IHKY MaHii cepen
miteit 1 migmitkiB, Bepcis 1.0 Big 08 TpaBus 2026 p. [BMS246668 CNO12---
0036 0037 0038 YMRS - Since Last Evaluation Rater Station Screenshots Ukrainian
(Ukraine) v1.0 08 May 2026], ykpaiHcbkolo MoBoOw0; 3HIMOK ekpany: MDKHAPOJIHA
CUCTEMA OIIHKM CUMIITOMIB IIPM 3AXBOPIOBAHHAX IIEPEIMIXYPOBOI
3AJIO3U, Bepcis 1.0 Bix 08 TpaBus 2026 p. [BMS246668 CN012-0036_0037 0038 IPSS - Past
Week Rater Station Screenshots Ukrainian ~ (Ukraine) v1.0 08 May 2026],  ykpaiHCbKOIO
MOBOI0O; 3HIMOK eKkpany: Illkana anomansHUX MUMOBLIBHUX pyXiB AIMS, Bepcis 1.0 Bix 08 TpaBHsS
2026 p. [BMS246668 CNO012-0036 0037 0038 AIMS Rater Station Screenshots Ukrainian
(Ukraine) v1.0 08 May 2026], ykpaiHChbKOIO MOBOO; 3HIMOK ekpaHy: HaragyBaHHs mpo miKamy
BAC, Bepcis 1.0 Bim 08 TpaBas 2026 p. [BMS246668 CNO012-0036 0037 0038 BAC
Reminder Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], yxpaiHCbKOIO
MOBOI0; 3HIMOK ekpany: [lIkana omiHku akaTu3ii, BUKIWKaHOI JiKapchkumu mipenaparamu ([kama
ouinku akarusii bapuca, BARS), Bepcia 1.0 Big 08 TpaBus 2026 p. [BMS246668 CNO12-
0036 0037 0038 BARS Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May 2026],
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YKpaiHChKOIO MOBOIO; 3HIMOK eKkpaHy: KopoTke onuTyBaHHS SKOCTI )KUTTS MAIIEHTIB 3 O1NOISIPHUM
adexTuBHUM poznanoM (Brief QoL.BD), Bepcist 1.0 Bix 08 tpaBus 2026 p. [BMS246668 CNO12-
0036 0037 0038 Brief QoL.BD Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May
2026], ykpaiHCBKOIO MOBOIO; 3HIMOK €KpaHy: 3arajibHi KJIIHIYHI BpaXXEHHS TpPH OIMOJIIPHUX
posznanax (CGI-BP) — munynwmii Tvxaens, Bepcis 1.0 Big 08 tpaBas 2026 p. [BMS246668 CNO12-
0036 0037 0038 CGI-BP — Past Week Rater Station Screenshots Ukrainian (Ukraine) v1.0
08 May 2026], ykpaiHCbKOIO MOBOK; 3HIMOK €KpaHy: 3araibHi KJIIHIYHI BpaXCHHS WpH
oinossspaux posznanax (CGI-BP) — 3 MomenTy ocTtanHbOTO OlliHIOBaHHS, Bepcis 1.0 Bix 08 TpaBHs
2026 p. [BMS246668 CN012-0036 0037 0038 CGI-BP — Since Last Evaluation Rater Station
Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHChKOIO MOBOIO; 3HIMOK €KpaHy:
IIIKAJIA OLIIHKU TSDKKOCTI CYILUAY KOJIYMBIMCBEKOI'O YVHIBEPCUTETY (C-SSRS),
Buxigni gani/Bepcist ans omiHtoBanHs, Bepcis 1.0 Bin 08 tpaBus 2026 p. [BMS246668 CNO12-
0036 0037 0038 C-SSRS BLScr Rater Station Screenshots Ukrainian (Ukraine) v1.0
08 May 2026], yxpaiHcbkoro MoBOI0; 3HIMOK ekpany: IIIKAJIA OLIHKM TSAXKKOCTI
CYILMAY KOJTYMBIMChKOI'O VHIBEPCUTETY (C-SSRS), 3 MOMEHTY OCTaHHBOTO Bi3HTY,
Bepcia 1.0 Bix 08 tpaBus 2026 p. [BMS246668 CN012-0036 0037 0038 C-SSRS SLV_ Rater
Station_ Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK
eKpaHy: 3aBeplICHHs JIIKYBaHHS B JIeHb 22 — HACTyNMHUU Bi3uT, Bepcisd 1.0 Bix 23 mumus 2026 p.
[BMS246668 CN012-0036/0037/0038 REQUIRED — DAY 22 EOT — Next Visit Rater Station
Screenshots_Ukrainian (Ukraine) v1.0 23 Jul 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy:
Hemorpadiunuii onutyBanbHUK, Bepcis 1.0 Big 08 TpaBus 2026 p. [BMS246668 CNO12-
0036_0037 0038 Demographics Questionnaire Rater Station Screenshots Ukrainian (Ukraine)
v1.0 08 May 2026], ykpaiHcbko0 MOBO0; 3HIMOK ekpaHy: EuroQoL 5-Dimension 5 Level (EQ-
5D-5L) — nnst camocrtiiiHoro 3anoBHeHHs, Bepeid 1.0 Big 08 tpasus 2026 p. [BMS246668 CNO12-
0036 0037 0038 EQ-5D-5L Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May
2026], ykpaiHCbKOIO MOBOI0; 3HIMOK eKpaHy: J[OCTpOKOBE 3aBepIEHHS y4yacTi — BiAKJIMKAaHHS
sroau, Bepeis 1.0 Big 08 Tpasus 2026 p.[BMS246668 CN012-0036 0037 0038 REQUIRED —ET
— Withdrawn Consent? Rater Station_Screenshots Ukrainian (Ukraine) v1.0 08 May 2026],
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yKpaiHchkor0 MoBo10; 3HIMOK ekpany: MDKHAPO/IHA CHUCTEMA OLIHKM CHUMIITOMIB
[TPU 3AXBOPIOBAHHSX TEPEJIMIXYPOBOI 3AJIO3U, Bepcist 1.0 Big 02 uepsus 2026 p.
[BMS246668 CN012-0036 0037 0038  IPSS - Past Month Rater Station Screenshots
Ukrainian (Ukraine) v1.0 02 Jun 2026], ykpaiHcbkoio MoOBO0; 3HIMOK ekpany: M.LN.L
JIATHOCTHUYHI BUCHOBKMU, Bepcis 1.0 Bim 08 TpaBus 2026 p. [BMS246668 CNO12-
0036 0037 0038 M.LLN.I.  Diagnostic  Conclusions Rater Station Screenshots ~ Ukrainian
(Ukraine) v1.0 08 May 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy: [HCTpyKIisi 3 MPOBEACHHS
CTPYKTYpPOBAaHOTO ONUTYBaHHS 3a IIKAJOK OIIHKH aemnpecii Montromepi 1 Acoepra (SIGMA),
Bepcia 1.0 Bix 08 tpaBus 2026 p. [BMS246668 CN012-0036_0037 0038 MADRS — Past Week
Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCBKOIO MOBOIO;
3HIMOK ekpaHy: [HCTpyKuis 3 TpOBeNeHHS CTPYKTYPOBAHOTO OINMTYBAHHS 3a HIKAJIOK OI[IHKH
nenpecii Montromepi i Acoepra (SIGMA), Bepcia 3 MoMeHTy ocTaHHbOI omlinku (SLE), Bepcis 1.0
Bim 08 TtpaBus 2026 p. [BMS246668 CNO012---0036 0037 0038 MADRS —Since Last
Evaluation Rater Station Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], yxpaiHCbKOIO
MOBOIO; 3HIMOK €KpaHy: 3arajibHe BpaKeHHS IMalli€HTa PO TSKKICTh 3axBoproBanHs (PGI-S), Bepcis
1.0 Bixz 08 TtpaBHa 2026 p. [BMS246668 CNO012-0036 0037 0038 PGI-S Rater Station
Screenshots Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCBKOI MOBOIO;3HIMOK €KpaHy:
kana CimricoHa-AHryca Jiisl OLIHKH eKcTpamipamigHux nodiunux edextiB (SAS), Bepcisa 1.0 Bix
08 TpaBHs 2026 p. [BMS246668 CN012-0036 0037 0038 SAS Rater Station Screenshots
Ukrainian (Ukraine) v1.0 08 May 2026], ykpaiHCbKOO MOBOIO; 3HIMOK ekpaHy: IlociOHUMK 31
CTPYKTYpOBAHOTO IHTEPB 10 3a MIKaNOk0 SIHra A OI[IHKK MaHii cepe] AiTeH 1 miIiTKiB, Bepcist 1.0
Bix 07 TtpaBHs 2026 p. [BMS246668 CNO012---0036 0037 0038 YMRS — Past Week Rater
Station Screenshots Ukrainian (Ukraine) v1.0 07 May 2026], ykpaiHChKOIO MOBOIO; 3HIMOK
ekpany: Illkana aHomanbHUX MUMOBLUIBHHMX pyxiB (AIMS), Bepcis 1.0 Big 01 mumas 2026 p.
[BMS246668 CNO012-0036/0037/0038 AIMS Rater Station Screenshots Russian (Ukraine)
v1.0_01 Jul 2026], pociiicbkkoro MOBOI0; 3HIMOK ekpaHy: HarajyBaHHsS mpo 3alOBHEHHS IIKaJIH
BAC, Bepcis 1.0 Bix 02 mumas 2026 p. [BMS246668 CNO012-0036/0037/0038 BAC Reminder
Rater_Station Screenshots Russian (Ukraine) v1.0 02 Jul 2026], pociiicbkoro MOBOIO; 3HIMOK
expany: [lIkana ouinku akatusii bapaca (BARS), Bepcis 1.0 Big 01 gunns 2026 p. [BMS246668
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CNO012-0036/0037/0038 BARS Rater Station Screenshots Russian (Ukraine)  v1.0 01 Jul
2026], pociiicbkoro MOBOI0;3HIMOK eKkpaHy: KopoTKuii OUTYBaTbHUK TSI OLIIHKU SIKOCT1 KUTTS IPH
6inonsspHomy posnazi (Brief QoL.BD), Bepcis 1.0 Big 02 mumnus 2026 p. [BMS246668 CNO12-
0036/0037/0038 Brief QOL.BD Rater Station Screenshots Russian (Ukraine) v1.0 02 Jul
2026], pocilicbkOI0 MOBOI0; 3HIMOK €KpaHy: 3arajibHi KJIIHIYHI Bpa)XXCHHsS — OIMOJSPHUNA pO3iaj
(CGI-BP) — 3a munymmii twxaenb, Bepcis 1.0 Big 01 mumas 2026 p. [BMS246668 CNO12-
0036/0037/0038 CGI-BP — Past Week Rater Station Screenshots Russian (Ukraine) v1.0
01 Jul 2026], pociiicbkkor0 MOBOIO; 3HIMOK €KpaHy: 3arajibHi KJIiHIYHI BpaXKCHHS — OIMOJSApHUN
poznax (CGI-BP) — 3 momenty mnomepeanpoi ominku, Bepcis 1.0 Big 01 mumus 2026 p.
[BMS246668 CN012-0036/0037/0038 CGI-BP — Since Last Evaluation Rater Station
Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoro MOBOIO; 3HIMOK ekpany: Illkara
OILIIHKHU TSKKOCTI cyinuay komymbiiicekoro yHiBepcuteTy (C-SSRS) Buxinui/CxkpuHiHTOBI JaHi,
Bepcia 1.0 Bix 01 mumas 2026 p. [BMS246668 CN012-0036/0037/0038  C-SSRS BLScr Rater
Station _Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoto MOBOIO; 3HIMOK €KpaHy:
[lkana OmiHKH TSHKKOCTI cyinuay koiymbOiiicekoro yHiBepcutety (C-SSRS) Bepcis 3 MomeHTy
octaHHboro Bi3uTy, Bepcis 1.0 Bix 01 mumus 2026 p.[BMS246668 CNO012-0036/0037/0038 C-
SSRS SLV Rater Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pocilickkoro
MOBOIO; 3HIMOK ekpany: [lemorpadiunuii onutyBanmbHuk, Bepcis 1.0 Bim 01 mumus 2026 p.
[BMS246668 CN012-0036/0037/0038 Demographics Questionnaire Rater Station Screenshots
Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoio MOBOI0; 3HIMOK ekpaHy: ONuUTyBaJIbHUK PO
ctad 370poB’sa Euro QoL 5-Dimension 5-Level (EQ-5D-5L) — ans caMOCTIMHOTO 3armoBHEHHS,
Bepcid 1.0 Bix 01 mumus 2026 p. [BMS246668 CN012-0036/0037/0038 EQ-5D-5L Rater Station
Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoto MOBOI0; 3HIMOK ekpany: Kaprta
OLIIHKM CKapr XBOpPOro J0OpOSKICHOI TilepIuiasiero nepeamixypoBoi 3anos3u, Bepcis 1.0 Big
01 mumas 2026 p. [BMS246668 CNO012-0036/0037/0038 I-PSS - Past Month Rater Station
Screenshots_Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoro MoBOI0; 3HIMOK ekpaHy: Kaprta
OILIIHKM CKapr XBOPOIro JOOpOSIKICHOIO TiNepIuia3ie€lo mepeamixypoBoi 3ano3u, Bepcis 1.0 Bix
01 mumusa 2026 p. [BMS246668 CNO012-0036/0037/0038 I-PSS - Past Week Rater Station
Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiichk0l0 MOBOIO; 3HIMOK €KpaHy:
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KopoTtkwuii MibkHapoaHuit HelfiporicuxiarpuyHuii onutyBanbHUK (Mini international neuropsychiatric
interview M.LN.L.) 11t toCiPKEHb ICHXOTUYHUX PO3JIAIIB — 3aKIIOUEHHS TTPO JiarHo3, Bepcis 1.0
Bix 01 mumus 2026 p. [BMS246668 CNO012-0036/0037/0038 M.IN.I. Diagnostic Conclusions_
Rater Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiickkoro MOBOO;3HIMOK
€KpaHy: KepIBHUIITBO M0 CTPYKTYPOBAHOMY IHTEPB’IO JUJIS IIKAJHU OIIHKH Jemnpecii MoHTromepi -
Acbepr (SIGMA), Bepcis 1.0 Bix 01 mumua 2026 p. [BMS246668 CN012-0036/0037/0038
MADRS — Past Week Rater Station Screenshots Russian (Ukraine) v1.0 01 Jul 2026],
POCIiCbKOI0 MOBOIO; 3HIMOK €KpaHy: KEepPIBHUITBO MO CTPYKTYPOBAHOMY IHTEpB’IO JUIsl IIKAJU
omiaku aenpecii Montromepi -Acbepr (SIGMA) — Bepcist 3 MOMeHTY ocTaHHBOI omiHkH (SLE),
Bepcis 1.0 Bix 01 nmunus 2026 p. [BMS246668 CN012-0036/0037/0038 MADRS — Since Last
Evaluation Rater Station Screenshots Russian  (Ukraine) v1.0 01 Jul 2026],  pociiicbKor0
MOBOI0; 3HIMOK €KpaHy: 3arajbHa OLliHKa TsbKKocTi cumntomiB namieHToM (PGI-S), Bepcis 1.0 Bin
01 mumast 2026 p. [BMS246668 CNO012-0036/0037/0038 PGI-S Rater Station Screenshots
Russian (Ukraine) v1.0 01 Jul 2026], pociiicbkoro MOBOIO; 3HIMOK ekpany: JleHb 22 3aKiHUE€HHS
JTiKyBaHHS — HacTymHuil Bi3uT, Bepcis 1.0 Big 23 mumas 2026 p. [BMS246668 CNO12-
0036/0037/0038 REQUIRED — DAY 22 EOT — Next Visit Rater Station Screenshots Russian
(Ukraine) v1.0 23 Jul 2026], pociiicbkoro MOBOI; 3HIMOK ekpaHy: llepemuacHe 3aBepIICHHS
ydacTi B JOCHIIKEHHI — BigkiaukaHHs 3ronau, Bepcis 1.0 Big 01 nmumus 2026 p. [BMS246668
0036/0037/0038 REQUIRED - ET - Withdrawn Consent? Rater Station  Screenshots Russian
(Ukraine) v1.0 01 Jul 2026], pociiicbkoro MoBoto; 3HiIMOK ekpany: Lllkana Cimricona-AHryca st
OLIIHKH eKCTparipamMiIHUX No014HuX eekTiB (SAS), saxy 3anoBHIoe jgikap, Bepcis 1.0 Bix 01 nunus
2026 p. [BMS246668 CNO012-0036/0037/0038  SAS Rater Station  Screenshots Russian
(Ukraine) v1.0 01 Jul 2026], pociiicbkoro MOBOIO; 3HIMOK eKkpaHy: KepiBHUIITBO 1O TIPOBEICHHIO
CTPYKTYPOBAHOI'O ONTUTYBAHHsI JIs OLIIHKY 3a IIKayoro MaHii Sara, Bepcis 1.0 Big 01 nunus 2026 p.
[BMS246668 CNO012-0036/0037/0038 YMRS-Past  Week Rater Station Screenshots Russian
(Ukraine) v1.0 01 Jul 2026], pociiickkoro MOBOO; 3HIMOK eKpaHy: KepiBHUIITBO 1O MPOBEICHHIO
CTPYKTYypOBaHOT'O OMUTYBaHHS JIJIs OLIHKHU 3a IKayioro MaHii Sura, Bepcis 1.0 Bix 01 nmunuas 2026 p.
[BMS246668 CNO012-0036/0037/0038 YMRS - Since Last Evaluation Rater Station
Screenshots Russian (Ukraine) v1.0 01 Jul 2026], pociiichkoro MOBOI0O; Bar mociOHMK 1110710
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HiATPUMKH 0ci0, AKi 6epyTh y4yacTs y nociimkeHni BALSAM-2, Bepcis 1.0 Big 22 TpaBus 2025 p.
[BMS - BALSAM-2 - CN012-0037 - Care Circle Booklet - 22-MAY-2025 - Ukrainian (Ukraine) -
V1.0], ykpaincpkoro MoOBOw0; JlMcT HampaBieHHs Ta iH(oOpMamiiiHa OOBiIKa Ui MEIUYHHUX
npaniBauKiB, Bepcist 1.0 Bix 21 tpaBus 2025 p. [BMS - BALSAM-2 - CN012-0037 - HCP Referral
Letter and Fact Sheet - 21-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHChKOIO MOBO¥O;
[Toci6HuK 3 o6roBopeHHs aociimkeHHs, Bepcis 1.0 Big 22 tpaBuas 2025 p. [BMS - BALSAM-2 -
CNO012-0037 - ICF Discussion Guide - 22-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaincbKor0
MOBOI0; JIMCT 13 BCTymHOIO iHGOopMaIliero mpo gociikerHs, Bepcis 1.0 Bix 22 tpasus 2025 p. [BMS
- BALSAM-2 - CN012-0037 - Study Intro Info Sheet - 22-MAY-2025- Ukrainian (Ukraine) - V1.0],
yKpaiHcbkoro MoBOI0; IlociOnuk 3 pocmimkeHHs, Bepcis 1.0 Big 22 TpaHs 2025 p. [BMS -
BALSAM-2 - CNO12-0037 - UYS Book - 22-MAY-2025 - Ukrainian (Ukraine) - V1.0],
YKpalHChbKOI MOBOIO; Bykiier ans mMeauunux mpariBHuKiB, Bepcia 2.0 Bix 10 mucronama 2025 p.
[BMS - BALSAM - HCP Study Trifold - 10-NOV-2025 - Ukrainian (Ukraine) - V2.0], ykpaiHCbKOIO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 867 Bin 25.06.2026

Ha3sBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, mojaBiliHE ciine, Iane00-KOHTPOJbOBAHE MOCHTIKEHHS (a3u 3 IS OIIHKH
epexTHBHOCTI Ta Oe3nevynocTi 3acrocyBanHs npenapaty KarXT y sikyBaHHI MaHiaKaJIbHUX €IT130/11B
npu 6inonsgpHomy posnaai I tuny (BALSAM-2)», CN012-0037, nonpaBka 10 npoTtokony 02 Bifg
06 muctomana 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

Cnoncop, kpaiHa

ToBapucTBO 3 HeoOMEKEHOI0 BiINoB1ANBHICTIO bpicTon-Maiiepc CkBi66 Cepaices, Ipnanis

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [IPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

Jluct-nosicaennst Ned Bin 07 mumas 2026p. no IIporoxony WA40404 Bepcis 6.0 Bix 04 numHs
2024p., aHTIIIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe, paHAOMi30BaHe, MOJBIHHE CIIile, MIane00-KOHTPOIbOBAHE TOCTIKEHHS (a3u
[Ib nnst ouinku eexTUBHOCTI Ta 6e3medHocTi npenapary OxpenizyMad y JOpOCIUX MAalli€HTIB 3
MIEPBUHHO-TIPOTPECYIOYHMM PO3CisTHUM cKiiepo3om», WA40404, Bepcis 6 Bin 04 munas 2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, kpaiHa

@. Xobdmann-JIa Pom JIta, Hsetinapis (F. Hoffmann-La Roche Ltd, Switzerland)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
16.10.2026 Ne 1597

InenTudikariist CyTTeBOI MOMPaBKU

[TonoB>xeHHS TPUBAJIOCTI KIIIHIYHOTO BUMIPOOYBaHHS B YKpaiHi Ta cBiTi 10 20 nuctomnana 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 80 Big 19.01.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, nozasiitHe ciine pocuimxerss I a3 nis ouinku nemOponizymaly MOPIBHSHO 3
tane6o y koMOiHamii 3 a/1'foBaHTHOIO XiMioTeparri€eto 3 a0o 6e3 MpoMeHeBOi Teparii I JTiKyBaHHS
MAI[iEHTOK 3 HEJAaBHO JIalrHOCTOBAHUM PAaKOM CHIIOMETPisl 3 BUCOKMM PU3UKOM IIiCIsl omeparrii 3
nikyBanbHOI0O MeToro (KEYNOTE-B21 / ENGOT-enl1 / GOG-3053)», MK-3475-B21 / ENGOT-
enll / GOG-3053, 3 inkopnopoBaHoro nompaskoio 03 Big 25 cepnus 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Illapn eng Joym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlomaTok 12

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHuit mpoTokos KiiHiyHOTrO AociimkeHHs EFC18325, 3 mompaBkorwo 03, Bepcis 1 Bifg

10 cepmast 2026 poky; Bporrypa gociigHuKa i TOCIIIKYBAHOTO JIIKAPCHKOTO 3aC00y JAYyBaKiTyT
(SAR447189/TEV-48574), Bumanns 10 Bix 10 cepmast 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 54 Big 15.01.2026

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«baratorieHTpoBe MDKHApPOJHE paHIOMI30BaHE IMOJBIHHO CliNe IJane00-KOHTPOJIbOBaHE
nocmimxenns 111 ¢a3u 3 oniHKu ePeKTHBHOCTI Ta Oe3MeYHOCT] IHAYKIIHHOI Teparii AyBaKkiTyroM B
YYaCHUKIB 13 CEPETHBOTSDKKUM a00 TSHKKHM MepediroM BUPA3KOBOTO KOJITY B aKTHUBHIN (opMi»,
EFC18325, 3 mompaskoto 02, Bepcis 1 Bix 13 ciunst 2026 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenTic Pemepur e JleBenonman,
@paHnitis)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatox 13

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocmigauka mus KarXT (BMS-986510), Bepcis 14 Big 04 cepras 2026 p., aHTIHCHKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1467 Bix 02.10.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpute po3mUpeHe TOCTiIKEHHS IS OI[IHKK JOBIOCTPOKOBOI OE3MEKH Ta MEePEHOCHMOCTI
3acrocyBanHs npenapaty KarXT y naimieHTiB i3 ICUX030M, OB’ sI3aHUM i3 XBOpOOOIO AJIbIIreiimepa
(ADEPT-3)», KAR-033 (CN012-0028), Bepcis 7.0 Bix 04 uepBHs 2026 poky

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHncop, kpaiHa

«Kapyna Tepanbtotike, Inuk.» (Karuna Therapeutics, Inc.), CIIA mnigpo3ain kommaHii
«bpicron-Maiiepc CkBi0 Kommani» (Bristol-Myers Squibb Company), USA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 14

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

MK-2870-055 Bbpomypa mamienta EMEA ykpaiacekoro moBoro UKR Bep. 00.1 26 uyepBHS
2026 p.; MK-2870-055 Ilociommk miomo B3WTIB st mamienta [pyma A yKpaiHCBKOIO
MoBoro UKR Bep. 00.1 26 gepBus 2026 p.; MK-2870-055 ITociOGHUK 1110710 BI3UTIB IS TAIlI€EHTA
I'pyna b _yxpaincekoro Mooro UKR Bep. 00.1 26 uepsust 2026 p.; PesepBra BeOBepcis
€JIEKTPOHHOIO IIOACHHMUKa/onuTyBanbHuka mnanieHTa (TrialMax Web), Bepcis 3 Bim 28 numns

2025 p., yKpalHCHKOIO MOBOIO; BKIIOYCHHS IOJAaTKOBOTO MICISl TIPOBEACHHS KIIIHIYHOTO
BUIIPOOYBaHHS:

No I1.1.B. BiAMOBIMAIEHOTO JOCTITHUKA
/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS
1. | bopuc B.1O.

VYHiBepcuTerchbka JikapHsa Jlep)kaBHOTO HEKOMEpIIHHOTro ToBapucTBa «JIbBIBCHKUI
HaI[lOHAJILHUH MenudHui yHiBepcuTeT iMeHi lanmna [amumbkoro», KiiHika rojoBu Ta
Mi, TpaBMaToJIOrii, peKOHCTPYKTUBHOI Xipyprii, Yposoriune BimguieHHs Nel xammycy
IMeHi1 Map’sina [Tanunmmuna, HepxaBHe HEKOMepIIiitHe TOBAPUCTBO
«JIpBiBCHKUMH HallIOHAILHUN METUYHUN YHIBepcuTeT iMeH1 Jlanuna [anumbkoroy», kadeapa
ypoJiorii pakynabTETy MiCIASIUIIIIOMHOL OCBITH, M. JIBBIB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1399 Bix 23.09.2026

Ha3Ba kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta faTa

«Hocnimkenns Il ¢a3u ang ouwiHkM canuTy3ymaldy TUPYMOTEKaHy B KOMOIHAMIi 3 MiJUIKIPHUM
BBEJICHHAM NeMOpodtizymaly 3 Oeparianyponinaszoro anbda (MK-3475A) sk iHayKuidHOi Tepamii 3
MOJAIBIIIOI0 MICIIEBOIO XIMIOITPOMEHEBOIO TEpaIi€l0 Ta KOHCOJIIyrouor Tepamicro MK-3475A
MOPIBHSAHO 3 MICIIEBOIO XIMIOIIPOMEHEBOIO TEpaNi€l0 B YYAaCHUKIB i3 M’SI30BO-1HBa3UBHUM DPAKOM

CEYOBOr0 Mixypa, sKi oOpamu 30epekeHHss cedoBoro Mmixypa», MK-2870-055, Bepcis 00 Bix
26 yepBHs 2026 p.
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3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoBiganpHicTIO «MCJl Ykpainay

CnoHcop, KkpaiHa

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

Havanbauk apManeBTHYHOT0 YIIPABJIiHHS

Ouaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenuii [Iporokon kiiHiuHOTO Mociimkenus BJT-778-301, Bepcis 6 Bixg 21 cepmas 2026 poky,
aHIITHCHKOI0 MOBOIO; [H(pOpManiiHuil nTucToKk yuacHuka/dopma 3rou, OCHOBHE JOCIiIKEHHS,
Bepcig 5.0 Bim 10 BepecHs 2026 poky, mis YkpaiHM, Ha OCHOBI Tj100aabHOI MarcTep-Bepcii

Iadopmariitnoro nmucTka yaacHuka/®opmu 3roau, Bepcist 6 Bing 27 ceprns 2026 poky, aHTIIIHCHKOO
Ta YKPaiHCHKOIO MOBaMHU

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 854 Bix 22.05.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepCis Ta gara

«I'nmobanpHe, paHI0Mi30BaHe, BIAKPUTE, OaraToleHTpoBe NociipkeHHs (ha3u 2b/3, mo oninroe BJT-

778 y TOpiBHSHHI 13 BIIKIAJCHOIO TEpaIi€r0 Uil JIKYyBaHHS XPOHIYHOTO rematuty Jlembra
(AZURE-1)», BJT-778-301, Bepcis 5 Bix 30 kBiTHs 2026 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

bmromxkeit Tepanwtotike, [Hk., CIIIA / Bluejay Therapeutics, Inc., USA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jlomatok 16

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka Zilovertamab Vedotin/3umoBepramad Benotun (MK-2140), Bumgannas 12 Bin
18 cepmiast 2026 poky, aHrTiHCbKOI0 MOBOIO; YKpaina, MK-2140-003, Indopmariis Ta JOKyMEHT PO
iHopmoBany 3romy ais namienta, Bepcis 03 Big 09 Bepechst 2026., yKpaiHCHKOO MOBOO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1598 Big 17.09.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararorieHTpoBe, BIAKPUTE, PaHIOMi30BaHE, 3 AKTHBHHM KOHTPOJEM HIociipkeHHs 2/3 dasu
smwnoBepramady Begotuny (MK-2140) y koMOiHaIii i3 CTaHAAPTHUM JIKyBaHHSM Y TAIIEHTIB 3
penuanByouo0 abo pedpaktepHoro nudy3Hor B-penukokniTuHHOW0 siMpomoro (waveLINE-
003)», MK-2140-003, 3 inkoprnopoBanoto nonpaskoio 09 Bix 18 uepsus 2026 poxy

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

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

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 17

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBieHUN NpPOTOKON KIiHIYHOTO gociimkerHs D9481C00001, Bepcis 9.0 Bim 30 uyepBHS
2026 poky aHITiCbKOI0 MOBOIO; 3MiHa Ha3BH KJIIHIYHOT'O BUITPOOYBaHHs 3 «BigkpuTe q0CiiHKeHHs
Uit oliHKM Oe3nevHocti Ta edekruBHocTi IIIIH y miteit 3 rimepkamieMmiero» Ha «Bimkpure
JOCIIJIKSHHS [Tl OLIIHKK O€3MeYHOCTI Ta €PEeKTUBHOCTI IUKIIOCHITIKAaTy mupKoHito Hatpiro (L[L[H)
y IiTell 3 rinepkanieMieo»; KapTka mamieHTa AUTSYOro BiKy 3 KOHTaKTHOIO iH(oOpMalli€ro, Bepcis
3.0 Bix 18 cepmus 2026 p. aHrmildchKo0 MOBOIO; KapTka mamieHTa AUTSYOTO BiKYy 3 KOHTAKTHOIO
iH(popmariero, Bepcis 3.0 Bix 18 cepmus 2026 p. ykpaiHChKOI0 MOBOIO; KapTka marieHTa AUTI40ro
BIKY 3 KOHTaKTHOO iH(opmariieto, Bepcist 3.0 Bix 18 ceprast 2026 p. pociiicbkoro MOBOO; JIUCT 110
niexiatpa, Bepeis 6.0 Big 25 cepras 2026 p. aHrIilicbkor0 MOBORO; JIMCT 110 memiarpa, Bepcis 6.0 Bix
25 cepmusa 2026 p. aHrmiiceko0 MOBOMW; IlepekianeHo Ha YKpalHCBKY MOBY sl YKpaiHH
10 Bepecus 2026 p.; OnoBinena Indopmanis npo nocmimxenus ta @opma 3roau Ans OaThKIB,
nokanbHa Bepcis Homep 13.0. [lara nokansHoi Bepeii 07 cepmast 2026 p. aHTIIHCHEKOI0 MOBOO IS
VYkpainu; OHoBnena [Hdopmaris npo nocmipkeHns Ta @opma 3roau it 6aThbKiB, JJOKallbHA BepCist
Homep 13.0. Jlara nokambHoi Bepcii 07 cepmus 2026 p. aHMIMCHKOIO MOBOKO JUIsl YKpaiHU.
IlepexnaneHo Ha ykpaiHCbKy MOBY Uit Ykpainu 17 cepnnst 2026 p.; OHoBiena Indopmaris npo
nociiakeHHs Ta @opma 3roau Uit 0aThKiB, JIoKanbHa Bepcis Homep 13.0. Jlata mokanbHOI Bepcil
07 cepnust 2026 p. aHrmiiicbkor0 MoBOIO Uil Ykpainu. IlepeknaneHo Ha pociiicbky MOBY Uist
VYkpainu 17 cepnnst 2026 p.; OHoiieHa [Hdopmariis npo AOCHIIKEHHS B Ie1aTPUYHIN MOMyJIsLii i
®opma 3roau s ydyacHukiB 6-10 pokiB, yokanbHa Bepciss Homep 6.0. Jlata nokanbHOi Bepcii
07 cepnnst 2026 p. aHrmicekor0 MOBOIO /Uil YKpainu; OHoBieHa [Hdopmariis mpo J0CHiKeHHS B
neflaTpuyHii nmomymsauii i @opma 3roam Ui yuyacHUKiB 6-10 pokiB, JIokanbHa Bepcis Homep 6.0.
Hara nokanbpHOi Bepcii 07 cepnust 2026 p. anrmiiicbkoro MoBoro aisi Ykpainu; [lepexiiageHo Ha
yKpaiHChbKy MOBY i Ykpainu 17 cepnHs 2026 p.; OHonena [Hdopmaris npo JochipkeHHS B
neaiarpuyHii nomyssii i ®opma 3roau a1 yuyacHUKiB 6-10 pokiB, nokanbHa Bepcis Homep 6.0.
Jata nokanbHoi Bepcii 07 ceprias 2026 p. aHTTCHKOI0 MOBOIO [71s1 YKpainu; [lepexmaneno Ha




2 MPOJIOBXKEHHA Joaarka 17

pociiicbkky MoBY miisg Ykpainu 17 cepmus 2026 p.; Onoiena Indopmarist mpo AOCTIKEHHS B
neaiaTpuaHii nonyssmii 1 @opma 3roau s ydacHuKiB Bikom 10-12 pokiB, JIokajibHa BEpCist HOMEP
6.0. Jlata nokaneHO1 Bepcii 07 cepmus 2026 p. aHTIiHCHEKOIO MOBOIO uis Ykpainu; OHOBIIEHA
[Hdopmartis mpo AOCTIHKEHHS B TeAlaTpUuHIA momysaiii 1 dopmMa 3roau il YYaCHHUKIB BIKOM
10-12 pokis, nokansHa Bepcist Homep 6.0. Jlata nokansnoi Bepcii 07 ceprst 2026 p. aHMITIHCHKOO
MOBoIO U151 YKpainu; [lepeknaaeno Ha ykpaiHCbKy MOBY 11 YKkpainu 17 cepning 2026 p.; OHoBiieHa
[adopmartis mpo HocmiKeHHs B nemiaTpuuHiil momymsmii 1 dopma 3roau A yYacHHKIB BIKOM
10-12 pokiB, jokanbHa Bepcis Homep 6.0. [laTta nokanpHoi Bepcii 07 ceprHs 2026 p. aHTTIHCHKOIO
MoBOIO Ji1s YKpainu; [lepexnaneno Ha pociiicbky MOBY aist Ykpaiau 17 ceprias 2026 p.; OHOoBiIeHA
[ndopmariis mpo nochHipKeHHS B meaiaTpuyuHii momynsanii i dopma 3rofau A HEMOBHOJMITHIX
yJacHHKIB BikoM 12-14 pokiB, nokanbHa Bepcis Homep 7.0. Jlata mokampHOi Bepcii 07 ceprHs
2026 p. anrmiiicekoro MoOBOw Ans Ykpainu; OuHoBineHa IHdopmariis npo TOCTIPKEHHS B
nemiaTpuyHii momyssimii W dopma 3roaM IS HENOBHOJITHIX YYacHHKIB BikoM 12-14 pokis,
nokanpHa Bepcis Homep 7.0. Jlata mokansHOi Bepcii 07 ceprmas 2026 p. aHTIIHCEKOK MOBOO IS
Vkpainu; IlepexiianeHo Ha ykpaiHcbky MoOBY Juist Ykpainu 17 cepnus 2026 p.; OnHoBieHa
[ndopmariis mpo nochipkeHHA B meaiaTpuuHii momynsuii i dopma 3roau A HEMOBHOMITHIX
yJacHHKIB BikoM 12-14 pokiB, nokanbHa Bepcis Homep 7.0. Jlata mokampHOI Bepcii 07 ceprHs
2026 p. anrmiiicbkor0 MoBOIO ans Ykpainu; IlepexnaneHo Ha pociicbKy MOBY Uil YKpaiHH
17 cepnns 2026 p.; OHoBnena [ndgopmariis mpo n1ocnipkeHHs B neaiaTpuuHii nomyssuii i ®opma
3roJy JJsl HEMOBHONITHIX YYacHHUKIB BikoM 14-17 pokiB, yokanbHa Bepcis Homep 7.0. Jlata
nokanbHOi Bepcii 07 ceprust 2026 p. aHIIHCbKOI0 MOBOIO /Ui YKpainu; OHoBiieHa [Hdopmartist mpo
JOCHIJKeHHsT B meaiaTpuyHii momynauii # dopma 3rofu Juisi HEMOBHOJITHIX YYaCHHKIB BIKOM
14-17 pokis, nokansHa Bepcis Homep 7.0. [lata mokansHoi Bepcii 07 ceprias 2026 p. aHTIIHCHKOIO
MoBoto i1 YKpainu; [lepexnaneno Ha ykpaiHcbKy MOBY 17151 Ykpainu 17 cepnnst 2026 p.; OHoBieHa
[ndopmariis mpo IOCHiPKeHHS B NeAiaTpuyuHii momynsanii i dopma 3roau A HEMOBHOMITHIX
y4JacHUKIB BikoM 14-17 pokiB, JokansHa Bepcis Homep 7.0. Jlata moxanpHOi Bepcii 07 ceprHs
2026 p. anrmiicbkoro MoBolo ans Ykpainu; llepexnaneHo Ha pocilicbKy MOBY Uil YKpaiHH
17 cepnnst 2026 p.
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1804 Big 15.08.2019

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcisi Ta aara

«Bigkpure [OCHIDKEHHS I OIIHKM Oe3meyHocti Ta edekruBHocTi I[IIH y mitedt 3
rinepkainiemieo», D9481C00001, Bepcis 8.0 Bix 14 nucronama 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHncop, kpaiHa

Actpa3eneka Ab, IlIBeris

Havanbuuk dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

3pa3ku MapKyBaHHS JOCIIIKYBaHOTO JiKapchbkoro 3aco0y Frexalimab 1200 mr/8 mi po3uuny
(150 mr/mi) abo rurane6o, po3unH it iH(QY3id, BHYTpilIHS ynakoBka, Bepcis 2.0 Bix 29 kBiTHs
2026 poky (yKpaiHCBKOIO MOBOI0); 3pa3Kd MapKyBaHHS IOCIIKYBAaHOTO JIIKAPCHKOTO 3acoly
Frexalimab 1200 mr/8 mu pozunny (150 mr/mun) abo miane6o, po3unH A iHQY3ild, 30BHIIIHS
ynakoBka, Bepcist 2.0 Big 29 xBitHa 2026 poky (YKpaiHCHKOI MOBOIO); 3pa3Ku MapKyBaHHS
JOCITIIKYBaHOTO JTiKapchkoro 3aco0y Frexalimab 1200 mr/8 mi po3unny (150 mr/mit), po3unH ams
(Y31, BHYTpilIHA ynakoBka, Bepcis 3.0 Bix 05 tpaBusa 2026 poky (yKpaiHCHKOK MOBOIO); 3pa3Ku
MapKyBaHHS JOCIIKYBaHOTO JiKapchkoro 3aco0y Frexalimab 1200 mr/8 mi po3uuny (150 mr/min),
po3uMH I iHQY31i, 30BHINIHSA ymakoBka, Bepcis 2.0 Bixm 05 tpaBus 2026 poky (yKpaiHCHKOIO
MoBOI0); IH(popmarmis mams mamienta Ta ¢opma indopmoBanoi 3rogu, SAR441344-EFC17504-
FREVIVA, Bepcis Ne5 Bing 22 uepsus 2026 poky (na ocaosi OCHOBHOI IHOOPMALIIL ITPO
JIOCJIIJDKEHHS TA ®OPMU IHOGOPMOBAHOI 3IOJIU Bepcii 6 Big 22 Tpasusa 2026 p.),
YKpaiHCBKOIO Ta pOCIHCBKOIO MOBaMM; Marepianu Juig mamnieHTiB: [HpopmaumiiHui sucT
«Jluct-moasika HaMmMM y4acHUKaM kJiHiuHOTO nociipkennss FREVIVAy, sepcist 1 Big 27 nrotoro
2026 poky, YKpaiHChKOIO Ta pociiicbkoro MoBamu; JloaHHs 10AaTKOBOI (hOpPMHU TOCIIIKYBaHOTO
JIKapchKOTo 3aco0y dpekcanimad - po3unH yist iHDy3ii; JJogaHHs 70JaTKOBOTO MIJISIXY BBEICHHS
JIOCITIJIPKYBAHOT'O JIiIKapchbKoro 3aco0y dpekcanimMal — miAMKipHEe BBEACHHS

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1904 Bin 13.11.2024 y penakuii Hakazy MO3 Vkpaiau Ne 1941 Big 19.11.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PangomizoBaHe mojBiiiHe ciine AocnipkeHHs (a3u 3 11 MOpiBHAHHS e(EeKTUBHOCTI Ta Oe3MeKH
dpekcanimaldy (SAR441344) 3 mnanebo y JOPOCIMX YYACHUKIB 3 HEPEIUIAMBYIOUYUM BTOPUHHO-
MporpecyrdnM po3cisHuM ckiepozom», EFC17504, 3 mompaskoro 06, Bepcis 1 Bim 08 ceprHs
2025 poky




2 MPOJIOBXKEHHA JoaaTka 18

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

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

Havanbauk ®apManeBTHYHOT0 YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 19

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

Marepianu s yuacHukiB gociimpkeras: Medidata «Actpa3eneka» [AstraZeneca] D3466C00003
KopoTkwuii 10BiAKOBHI MOCIOHUK U151 y9acHHUKa / 000U, 10 31HCHIOE TOTIIA 32 Y4aCHUKOM, BEPCis
1.0 Bim 26 cepnas 2026 poxy (ykpaiHcbkoro MoBorw); D3466C00003 CkpiHIIOTH 3aCTOCYHKY
myMedidata App LLlogenHuk 3acTOCyBaHHS JOCIIIKYBaHOTO npenapary, sepcis 1.0 Bix 11 cepras
2026 poky (ykpaincekoro MoBor); D3466C00003 Ckpinmotu Be6Bepcii myMedidata IllonenHuk

3aCTOCYBaHHS JOCHTiDKyBaHOTO Tiperapary, Bepcis 1.0 Bix 11 cepmast 2026 poky (YyKpaiHCBKOIO
MOBOIO)

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1467 Bix 02.10.2026

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«baratoneHTpoBe, paHI0Mi30BaHe, BIAKPHUTE MOCHiKeHHs (a3 | 1 ominku (papMaKoOKIHETHKH,
¢apmakonuHaMiku Ta  Oe3meyHocTi  aHippoiaymaldy mpu  Horo  miamkipHoMy  abo

BHYTpPIIIHPOBEHHOMY BBEJICHHI YYaCHUKaM 13 CUCTEMHHMM YEpBOHMM BoBYakoM», D3466C00003,
Bepcis 1.0 Big 27 kBiTHs 2026 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden (Actpa3eneka Ab, llBerris)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)




Jlomatok 20

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
16.10.2026 Ne 1597

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa mocmimnuka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xmopun), Kcanomenin
(BMS-986519), Tpocmito ximopua (BMS-986520), Bepcist 14 Big 04 ceprast 2026 p., aHTHCHKOO
MoBoto; Jlogatok 01 Bpomypu [docmimnuka Bim 03 BepecHs 2026p., 1o bpomrypu mocmigHuKa:
KarXT, BMS-986510 (Kcanomenin + Tpocmito xmopun), Kcanomenia (BMS-986519), Tpocmiro
xyopun (BMS-986520), Bepcis 14 Bim 04 cepnus 2026 poky, aHITIHCBKOIO MOBOIO;
CNO012-0036 Indopmaris mist mamieata ta popma indhopmoBaHoi 3roau, YKpaina, Bepcis 2.0 Bix
04 BepecHs 2026 p., ykpaiHCBKOIO MOBOIO; 3HIMOK ekpany: [10CiOHHK 31 CTPYKTYpOBaHOTO iHTEPB 1O
3a mkanor SlHra ams omiHkM Mawii, Bepcis 2.0 Big 26 cepmus 2026p. [BMS246668 CNO12-
0036 0037 0038 YMRS - Since Last Evaluation Rater Station Screenshots Ukrainian
(Ukraine) v2.0 26 Aug 2026], ykpaiHCBKOI MOBOIO; 3HIMOK ekpaHy: IlociOHWK  3i
CTPYKTYypOBAHOTO 1HTEPB 10 3a IIKaow SHra ams ominku MaHii, Bepcis 2.0 Big 26 ceprus 2026p.
[BMS246668 CN012---0036 0037 0038 YMRS — Past Week Rater Station Screenshots
Ukrainian (Ukraine) v2.0 26 Aug 2026], ykpaiHCbKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 867 Bin 25.06.2026

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, MojBiiiHE clline, TUIaNE00-KOHTPOIbOBaHE AOCHKEHHS da3u 3 1A OLIHKH
e eKTUBHOCTI Ta 6e31e4HOCTI 3actocyBanHs npenapaty KarXT y qikyBaHHI MaHIaKaJbHUX €I1130/11B
npu 6inonsgpHomy posnaai I tuny (BALSAM-1)», CN012-0036, nonpaBka 10 npotokony 02 Bifg
06 muctomana 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

ToBapucTBO 3 HeoOMEKEHOI0 BiINoBiIANBHICTIO bpicTon-Maiiepc CkBi66 Cepaices, Ipimanis

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHSA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



