Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

HasBa kniHiuHOTO BUNPOOYyBaHHH,
KO/I, BepCisi Ta faTa

«PanoMi30oBaHe, TOABiliHe ciille, 3 Mapase/bHAUMM TpyTamH, OaraTOIIeHTPOBe, ABOTPYIIOBE
JOCTiIKeHHsI /11 TIOPiBHAHHSL (hapMaKOKiHeTHKH, 0e3reyHOCTi Ta iMyHOTeHHOCTi TiperiapaTy
Bmab1700 i npenapaty Onguso® mic/isi MOBHOI pesekijii MesaHomu cragii 11B/C, cragii 111 aGo
crapii IV», kox pocnimkenHss BIO-NIVOLU-103, d¢inanbHa Bepcisi 2.0, IMompaBka 1, Bif
12 6epe3ns 2026 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

biokon Bbionomkikc FOKeii ITiEnCi, Benuka bpuranis/Biocon Biologics UK PLC, United
Kingdom

[Tepetik goC/iIyKyBaHUX JTIKApCbKUAX
3acobiB mikapcbka opma,
[l03yBaHHsI, BUDOOHUK, KpaiHa

Bmab1700 (HiBomymab, nivolumab, mporoHoBanuii 6ioaHasor HiBonymMa0y); 860005697,
KOHLIEHTpAT s po3unHy s iHdys3iit (24 mn dnakon, mo mictute 240 Mr HiBosmymaOy);
10 mr/mn (Mminirpam Ha minizitp); Biocon Biologics Limited, India; Fisher Clinical Services
GmbH, Germany

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

1) Joponina M.B.

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

2) I'pynpik P.A.

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTHO «APEHCIA EKCIIJIOPATOPI
MEZICIH», Biai1eHHsI HOBITHIX T€XHOJIOTiK MeJuYHOro LjeHTpy, M. IBaHO-®PpaHKiBCbK

[Tpenapaty MOpiBHSIHHS, BUDOOHUK
Ta KpaiHa

Onzaueo (Ongueo® 3apeectpoBanuii (y CIIA) Onguso, Hisonyma6, Opdivo, Opdivo®, (US)-
licensed Opdivo, Nivolumab): BMS-936558; HiBo/lymMa0; KOHLIEHTpAT [jisi PO3UMHY A/ iH(Yy3ii
(24 mn ¢nakon, mo Mictute 240 Mr HiBosymaOy); 10 mr/mn (Mimirpam Ha wmininitp); Fisher
Clinical Services GmbH, Germany




TPO/IOB)KEHHs JjoaTka 1

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

HauvanbHuk ®apmarneBTHUHOr0 yrpaB/IiHHSA

Onexkcanap I'PINEHKO

(Bnache im’st TIPI3BUILIE)




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«Bigkpure, omHorpymnoBe, OGaraTtorieHTpoBe nocriimkeHHs (as3u I ans ouinkyd GesmeuHocTi i
3aCTOCYBaHHSI HATiJIbHOI CHUCTEMU JOCTaBKM /I MiJIIKIPHOTO BBeJEHHs OKpeniizymaOy B
JIOMaIIHIX YMOBax TMal[ieHTaM i3 pPO3CisIHUM CKJIepo30M», KoA, pociimkeHHs CN46182, sepcis 1
Big 11 rpyaus 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXXEHOIO Bi/IIIOBia/IbHICTIO «Polll YKpaiHa»

CnoHcop, KpaiHa

®. Xoddmann-J1Is1 Pom Jita, [IBetitiapis

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

Okpenizymab 924 mr/8,4 mn (Ocrelizumab 924 mg/8.4 ml, Okpenizymab 924 wmr/8,4 mn Ta
rianyponiznaza, Ocrelizumab 924 mg/8.4 ml and hyaluronidase, Ocrelizumab SC High
Concentration) (RO4964913/F13-02; SUB121707, 637334-45-3, thuMAb 2H7, PRO707609;
okpestizymab (ocrelizumab)); po3uun ana migmkipaux iH’ekui (924 mr/8,4 mu); 110 mr/mum
Genentech, Inc. USA

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

1) nikap IrHatenko I.B.

ITpuBatHe nignpremMcTBo «Ilepiia nprBaTHa K/iHiKa», MeJUYHNN LieHTp, M. Kuis

2) a.M.H., ipod. Kansoyc O.1.

YHiBepcuTeTCbKa J1iKapHsa [IHIMPOBCBKOrO Aep>XKaBHOr0 MeJUYHOr0 YHIBEPCUTETY, BiAJiJeHHS
HeBposorii, JIHINPOBCbKWIM Jep)KaBHUM MeAWYHUM yHiBepcuTeT, Kadeapa HeBpOJOrii,
Helipoxipyprii Ta odTanbmornorii, M. IHinpo

3) k.M.H. KocTroueHko A.B.

ToBapucTBO 3 0OMe)keHOI BifgmnoBigambHicTIO «Memuunuii Ilentp Xenc KiiHik», Bigmin
HeBPOoJIOTil MeIMUHOro K/IiHIYHOTO JO0C/iJHALIBKOTO LIEHTPY, M. BiHHUIS

4) nikap CemboHoBa O.B.

ToBaprcTBO 3 0OMEXXEeHOI0 BiIoBiAambHiCTIO «Meauunuii 1jeHTp «omomora ITmoc», MeauuHuN
LieHTp, M. KuiB

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

HatinbHa cucrema gocrtaBku 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, CIITIA

Hauvanbauk ®apmaiieBTHYHOr0 yNpaB/IiHHSA Onekcanap I'PIHEHKO

(migruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Hocwe mocnimkyBaHoro mikapcbkoro 3acoby SPY001-001 (IMPD-Quality), pemakuis 13.0 Bifg
19 cepriasa 2026 p.; Hocbe mochimkyBaHoro jgikapcbkoro 3aco0y SPY002-091 (IMPD-Quality),
penakiisi 7.0 Big 21 cepras 2026 p.; Jocke mocsimKyBaHOro mikapcbkoro 3aco6y SPY003-207
(IMPD-Quality), pepaxuisi 8.0 Big 19 cepmusi 2026 p.; IlofoBxkeHHsI TepMiHYy NpPUAATHOCTI
JOCTiIKyBaHOT0 JiKapchbKoro 3acoby SPY001-001, po3uuH s iH'ekuiii, 180 mr/mu (360 mr/2 M)
(ITpouec A.1) 3 24 po 30 wmicsauiB; IlofoB)KeHHsI TepMiHy TPUAATHOCTI [OC/iI)KyBaHOTO
nikapcekoro 3aco0y SPY003-207, KOHIeHTpaT i po3urHy /s iHdys3ii, 150 mr/ma (300 mr/2
ma) ([Ipouec A) 3 24 po 30 wmicsuiB; [logoBKeHHsI TepMiHY TIPUAATHOCTI AOC/iPKYBaHOTO
nikapcekoro 3aco0y SPY003-207, pozunH s iH'ekdiid, 180 mr/mi (360 mr/2 mn) (ITporec A.1) 3
24 npo 30 wicagiB (Crocyerbesi: KB SPY123-201: [logaToK [0 NPOTOKOY KJIiHIUHOTO
BurnpobyBanHs SPY123-201, 1m0 ommcye KOHKpPeTHe BTpPyuYaHHS i3 3aCTOCYBaHHSM TIperapary
SPYO001, pepakuis 1.1 Bix 30 tpaBHs 2025 p.; JoaaTok [0 MPOTOKOTY K/IIHIUHOTO
BurnpobyBanHs SPY123-201, 1m0 ommcye KOHKpPeTHe BTpPyuYaHHS i3 3aCTOCYBaHHSIM TIperapary
SPY002, pemakuis 1.0 Big 24 yepBHs 2025 p.; [lojarok, 110 ONUCY€E KOHKpeTHe BTpPy4YaHHS i3
3actocyBaHHsAM npernapaty SPYO003, pegakuis 1.0 Big 31 >koBTHA 2025 p.; JogaToK [0 IPOTOKOMTY
K/IiHiyHOTO BUMpoOyBaHHs SPY123-201, mo omucye KOHKpeTHe BTPYUYaHHsSI i3 3aCTOCYBaHHSIM
kombiHariii SPY120, pemakuisi 1.0 Big 21 ceprusi 2025 p.; JofaTok, 10 OMUCYE€ KOHKPETHe
BTpYyuaHHd i3 3acTocyBaHHsaM KoMmbOiHaiii SPY 130, pegakuis 1.0 Big 31 >xoBTHsA 2025 p.; JoaaTok,
III0 OMHUCYy€ KOHKPeTHe BTPYyuYaHHs i3 3acTtocyBaHHsM KombiHarii SPY?230, pegakiisi 1.0 Big 31
>koBTHS 2025 p. Ta KB SPY123-202); locke gociimpKyBaHOro Jiikapcbkoro 3acoby SPYPBO-102
(IMPD-Quality), ocratouHa pegakuisi 6.0 Big 14 cepnHsi 2026 p.; ITogoBKeHHS TepMiHY
MIPUJATHOCTI IOC/II/PKYBAaHOTO JliKapcbkoro 3acody SPYPBO-102 TIlnarie6o, KOHIleHTpaT Ajist
po3uuny A iHdysii 3 24 no 30 micsauiB (Ctocyerbes: KB SPY123-201: [JogaTok 40 MPOTOKOTY
K/IiHiyHOTO BUMpoOyBaHHs SPY123-201, mo omucye KOHKpPeTHe BTPYUYaHHsSI i3 3aCTOCYBaHHSIM
npeniapary SPYO001, pepakuisi 1.1 Bixg 30 TpaBHs 2025 p.; JozaTok O MPOTOKOJY KJIiHIUHOTO
BurnpobyBanHsg SPY123-201, 1m0 omucye KOHKpPeTHe BTpPyuaHHs i3 3aCTOCYBaHHsIM IIperapary
SPY002, pemakuist 1.0 Bizx 24 uepBHsa 2025 p.; [JonaTok, 1j0 ONMUCye KOHKPETHe
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BTpPy4YaHHs i3 3actocyBaHHsAM nipernapaty SPYO003, pepakuis 1.0 Big 31 xxoBTHs 2025 p.; HogaTok

[0 TIPOTOKOJTy KiiHiuHOro BurpoOyBaHHs SPY123-201, mo omMcye KOHKpeTHe BTPyuYaHHs i3
3acTocyBaHHsIM KombiHariii SPY 120, pemakiis 1.0 Big 21 cepras 2025 p.; JomaTok, 110 OnMucye
KOHKDEeTHe BTpYYaHHs i3 3acTocyBaHHsM KombiHarljii SPY 130, pemakuist 1.0 Big 31 >xoBTHs 2025
p.; omarok, 110 onucye KOHKpeTHe BTPyUYaHHS i3 3acTocyBaHHSIM KombiHatjii SPY230, pezakiiis
1.0 Big 31 >koBTHsA 2025 p.)

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUTNIPOOYBaHHS

Ne 608 Biz 12.05.2026;
Ne 1832 Big 02.12.2025;
Ne 1271 Big 11.08.2025;
Ne 1659 Big 03.11.2025;
Ne 458 Biz 03.04.2026;
Ne 458 Big 03.04.2026

HasBa kniHiuHOTO BUNPOOYyBaHHH,
KO/I, BepCisi Ta faTa

«[ocimkeHHs 3 OL[iHKYM 0e3revHOCTi ¥ e()eKTMBHOCTI aHTUTI/I TPUBAJIOI /il B pe>KUMi MOHO- abo
KOMOiHOBaHOI Tepariii TIpM /IOBTOCTPOKOBOMY 3aCTOCYBaHHI B yUYaCHUKIB i3 3amajbHUM
3aXBOPIOBaHHAM KulleyHvKka», SPY 123-202, pepakuis 1.1 Big 29 ciung 2026 p.;

«[Tnatdopmue gocrimkenns 11 dasu 3 oi[iHKu eheKTUBHOCTI 1 6e3MeuHOCTi aHTUTI/T TPUBAMOI il
TIPY 3aCTOCYBaHHI B PeXXUMi MOHO- abo KOMOiHOBaHOi Tepariii 3 TIPUBOAY CepeJHbOTSIKKOrO abo
TSDKKOTO Tepebiry BUpa3KOBOTO KOJIITY B akTuBHiM (opmi», SPY123-201, OcHOBHMIA TPOTOKOJ
KiHiuHoro BumpoOyBanHs SPY123-201, pepakijis 2.0 Big 01 xBitHa 2026 p.; domaTtok 1o
MIPOTOKOJTy KiHiyHOTO BuUMpoOyBaHHs SPY123-201, mio oOmMUCye KOHKpDeTHe BTPYyYaHHS i3
3actocyBaHHSM KombiHamii SPY 120, pegakuis 1.0 Big 21 ceprast 2025 p.;

«[Tnatdopmue gocrimkenns 11 dasu 3 oi[iHKu eheKTUBHOCTI 1 6e3MeuHOCTi aHTUTI/T TPUBAMOI il
TIPY 3aCTOCYBaHHI B PeXXMMi MOHO- abo KOMOiHOBaHOi Tepariii 3 TIPUBOAY CepeJHbOTSIKKOrO abo
TSDKKOTO Tepebiry BUpa3KOBOTO KOJIITY B akTuBHiM (opmi», SPY123-201, OcHOBHMIA TPOTOKOJ
KaiHiuHoro BumpoOyBanHs SPY123-201, pepakijis 2.0 Big 01 xBitHa 2026 p.; domaTtok 1o
MIPOTOKOJTy KiHiyHOTO BuUMpoOyBaHHs SPY123-201, mio oOmMUCye KOHKpDeTHe BTPYyYaHHS i3
3actocyBaHHsAM Ipernapaty SPY001, pepakuis 1.1 Big 30 TpasHsa 2025 p.;

«[Tnardopmue pocmimkenss 1 ¢a3u 3 oiHKK eeKTUBHOCTI 1 6€3MeUHOCTi aHTUTI/T TPUBAJIOL Il
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TIPY 3aCTOCYBaHHi B peXKMMi MOHO- ab0 KOMOiHOBaHOI Tepartii 3 TIPUBO/lY CepPeHBOTSHKKOTO abo
TSDKKOTO TIepe0iry BHpPa3KOBOTO KOJIITY B akTHBHiM ¢opmi», SPY123-201, OCHOBHMIA MPOTOKOJI
KiaiHiuHoro BumpoOyBaHHs SPY123-201, pepakijisi 2.0 Bixg 01 xBitHs 2026 p.; Hdomatok 1o
MPOTOKO/Ty KJIiHiuHOrO BUMpoOyBaHHs SPY123-201, 1m0 oOmMUCye KOHKpeTHe BTPYYaHHS i3
3actocyBaHHsAM npenapaTy SPY002, penakuis 1.0 Big 24 uepBHs 2025 p.;

«[Inardopmue pocnimpkenns II ¢asu 3 oiHkU eeKTUBHOCTI i Ge3neuHoCTi aHTUTi/T TpUBasol il
TIPY 3aCTOCYBaHHI B PEXXMMi MOHO- abo KOMOiHOBaHOI Tepariii 3 TIPUBO/ly CepeHbOTSHKKOro abo
TSDKKOTO TIepe0iry BHpa3KOBOTO KOJIITY B akTHBHiM ¢opmi», SPY123-201, OCHOBHMIA MPOTOKOJI
KiHiuHOTO BUnpoOyBaHHs SPY 123-201, pegakiiis 2.0 Big 01 kBitHs1 2026 p.; JoAaToK, 1[0 OMUCYE
KOHKDeTHe BTpPYyYaHHs i3 3acTocyBaHHsM KombiHaljii SPY 130, pemakuis 1.0 Big 31 >xoBTHs 2025
p.; omarok, 110 onucye KOHKpeTHe BTPyUYaHHS i3 3acTocyBaHHSIM KombiHatjii SPY230, pezakiiis
1.0 Big 31 »xoBTHS 2025 p.;

«[Tnatdopmue gocrimkenns 11 dasu 3 oi[iHKU eheKTUBHOCTI 1 6e3MeuHOCTi aHTUTI/T TPUBAMOI il
TIPY 3aCTOCYBaHHI B PeXXMMi MOHO- abo KOMOiHOBaHOi Tepariii 3 TIPUBOAY CepeJHbOTSIKKOrO abo
TSDKKOTO Tepebiry BUpa3KOBOTO KOJIITY B akTuBHilM (opmi», SPY123-201, OcHOBHMIA TIPOTOKOJ
K/IiHiuHOTrO BUnpoOyBaHHsg SPY123-201, pegakiiis 2.0 Big 01 kBitHs1 2026 p.; [ToAaToK, 1[0 OMUCYE
KOHKDeTHe BTpyuYaHHs i3 3acTocyBaHHaM npenapaty SPY003, pemakuis 1.0 Big 31 >koBTHs 2025 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OEMEXXEHOTO BIATIOBIJIAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«Cmnaep Tepar’woTikc, IHk.» [Spyre Therapeutics, Inc.], CIITA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miggmuc) (Bnacne im’s ITPI3BUIIE)



HonaTok 4

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBezieHHs KTIIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBEepP/)KEHHSI CYyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

[neHTUdikallisi CyTTEBOI MOMpPaBKU

Bpoiitypa AociifgHuKa AOCTiAKyBaHOTO JliKapchbKoro 3aco0y Jlycmareprent (ACE-536/ BMS-
986346), Bumanna 19.0 Big 15 uyepBHs 2026 p., aHrdiicekoro MoBor; ACE-536-MDS-002,
[ndopmariisi asns naijieHta i dopma iHbOpPMOBaHOI 3roAu aHIVIIMCHKOO MOBOIO [/ YKpaiHu,
Bepcist 10.0 Big 13 cepmus 2026 p.; ACE-536-MDS-002, Indopmariisi assa maiiedta i dopma
iHpopMoBaHOI 3rojii yKpaiHCHKOIO MOBOIO /s YKpaiHu, Bepcis 10.0 Bix 13 cepmusi 2026 p.;
3MiHa Ha3BM MiCIlb MPOBE/IEHHS K/IiHIUHOTO BUITPOOYBaHHS:

bYJIO

CTAJIO

nikap Ycenko I'.B.

KomyHanbHuil  3aknaz  «/JHimporneTpoBchKa
Micbka OaraTompodisbHa KiIiHIUHA JTiKapHs
Nod»  JIHirporieTpoBcbKoi  00y1acHOI  pajw,
MiCbKWI TemMaToJ/IOTiUHKM LeHTp, M. [JHinpo

n.dbinoc.H., nikap Ycenko I'.B.

KomyHanbHe HeKOMepLiiiiHe —MiJIpUEMCTBO
«MicsKa KitiHiuyHa ikapHs Ned» [THITIpOBCBHKOL
MICBbKOI pajii, TeMaToJIoOTiuyHe BIiJ/iIeHHS 3
O/0KOM  TpaHCIUIAHTAllii  TeMOIMOeTUYHUX
CTOBOYPOBUX KJIiTHH, M. IHIrpo

nikap Pomanrok H.M.

MukonaiBcbka o6sacHa KiTiHIYHA JTiKapHS
MuKkosaiBcbkoi 007acHOI pajd, BiagineHHs
remartoJiorii, M. Mukonais

nikap Pomanrok H.M.

KoMyHanbHe HeKOMepLiliHe TMiJIIPUEMCTBO
«MuKoaiBcbKa 0OjlacHa KJIiHIUHA JTiKapHSI»
MukonaiBcbkoi 00s1acHOT paju, BiagineHHs
remMaroJiorii, M. MukosaiB

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

Ne 9 Biz; 02.01.2019

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

«Bigkpure, paHzoMizoBaHe gocsimkeHHs Pa3u 3 /15 MOPiBHSAHHS e(heKTUBHOCTI Ta Ge3rmeuHocCTi
niperiapaTy jaycrnarepuent (ACE-536) Ta emoeTuHy anbda Ajs JiKyBaHHSI aHeMii, CTIpUUMHEHOT
MienogucriactTiuHuMu cuazipoMamu (M/IC) 3 ay>ke HHU3bKHM, HU3BKAM a00 TIPOMiXKHUM piBHEM
pusuky 3a IPSS-R, y maijieHTiB, sKi paHillle He OTPUMYBaIU CTUMYJIATOPU epUTPOIIOe3y Ta
NoTpeOyIoTh TiepesMBaHHs eputporuTiB», ACE-536-MDS-002, nornpaeka 6.0 Bix 26 murhs 2024
p.
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3asiBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHORO BIAITOBITAJIBHICTIO «ITilTi/li KOKPEMH», YKpaina
CrioHCOp, KpaiHa Celgene Corporation, USA/ Cenmxen Kopriopeiiiz, CIITA
Hauanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TTIPI3BUILIE)



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa pocimignvka asst riperiapaty Guselkumab/T'ycenbkymab (CNTO1959), Bugansas 19 Bif
28 ceprniHa 2026 poky; Hopatok Nel Bin 24 uepBHsa 2026 poky fo bpoiuypu pocnigHuka [as
nipeniapaTy STELARA® (ustekinumab), Buganns 27 Big 13 motoro 2026 poky

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

Ne 1962 Big 29.10.2018

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHgoMizoBaHe, ToABiliHe ciiile, T1/1alle00-KOHTPObOBAHE Ta 3 AKTUBHUM KOHTDOJIEM,
GaraTorieHTpOBe A0C/iKeHHs (a3u 2/3, 110 MPOBOAUTHCS Y TIapasie/IbHUX IPyTax 3 MeTOH OL[iHKH
ed)eKTUBHOCTI Ta Oe3reuHOCTi rycebKyMaly y marieHTiB i3 xBopoboto KpoHa B akTuBHil (a3i Bij
cepeiHbOrO 10 BaXKKOro cryreHs TshkkocTi», CNTO1959CRD3001, 3 nonpaskoro 5 Bif 12 nurHsa
2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmanieBTika HB, Besbrisi

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

OHoBnieHu# TIPOTOKON KiiHiyHOro gociimkeHHss SRSD107-201, Bepcis 6.0 Big 01 BepecHs
2026 poky; OHoBneHe [lochke mociipkyBaHoro mnpernapatry SRSD107 iw’ekuis, Ilnarebo ao
SRSD107 in’ekuist Ta eHOKcarnapuH, Bepcis 3.0, munens 2026 poky

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

Ne 123 Big 04.02.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«baraTorjeHTpoBe, paHJOMi30BaHe, BIiJJKpHUTe, aKTMBHE KOHTPOJIbOBaHe, CJiife JOC/IiKeHHS 3
OLIiIHKOIO KiHIIEBUX TOYOK JIJisi MOPiBHSAHHSA epeKTHBHOCTI Ta O6e3mekd SRSD107 Ta eHOKcarapuHy
y [JOpPOCJIMX TAL[i€HTIB, $Ki TPOXOJATH IUIAHOBY TI€PBUHHY OJHOCTOPOHHIO TOTAaJIbHY
apTPOIIaCTUKY KOiHHOTO cyriaoba», SRSD107-201, Bepcist 5.2 Bix 18 6epe3nst 2026 poky

3asBHUK, KpaiHa

TOB «®OPTPIA IEBEJIOTIMEHT YKPAIHA»

CrioHCOp, KpaiHa

«Cipiyc TepamnbioTikc, IHK.» [Sirius Therapeutics, Inc.], CIITA

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignvka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xnopupa), Kcanomesnin
(BMS-986519), Tpocniro xnopuzg (BMS-986520), Bepcist 14 Big 04 ceprias 2026 p., aHI/1iMCbKOIO
MoBoro; opatok 01 Bpomypu HocnigHvka Big 03 BepecHs 2026p., mo Bpomypu gociigHuvka:
KarXT, BMS-986510 (Kcanomenin + Tpocnito xnopuj), Kcanomenin (BMS-986519), Tpocnito
xyopug, (BMS-986520), Bepcis 14 Bim 04 cepnHsa 2026 poKy, aHIVIIMCBKOIO MOBOIO;
CNO012-0037_Indopmatis A/ nauieHTa Ta popma iHpopmoBaHoi 3roau, YKpaiHa, Bepcis 2.0 Bij
04 Bepecus 2026 p., yKpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: IToCiOHMK 3i CTpyKTypOBaHOTO
iHTepB’10 3a mIKano fIHra Ajia oLiHKU MaHii, Bepcis 2.0 Bifg 26 ceprHsa 2026p. [BMS246668_
CNO012-0036_0037_0038_YMRS - Since Last Evaluation_Rater Station_Screenshots_Ukrainian
(Ukraine)_v2.0_26_Aug_2026], yKpalHCbKOIO MOBOIO; 3HIMOK ekpaHy: [IlocibHUK  3i
CTPYKTYPOBAHOTO iHTEepPB 0 3a LIKa/ior fHra /a/is OLiHKK MaHii, Bepcis 2.0 Big 26 ceprnns 2026p.
[BMS246668 _CNO012---0036_0037_0038_ YMRS — Past Week Rater Station_Screenshots_
Ukrainian (Ukraine)_v2.0_26_Aug_2026], ykpaiHCbKOI0 MOBOIO

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

Ne 867 Big, 25.06.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«PanziomizoBaHe, mozBiliHe cilinie, T/1alle00-KOHTPOIbOBaHe MOCTiMKeHHsT (a3 3 /s OL[iHKU
edeKTUBHOCTI Ta Oe3meuHocTi 3actocyBaHHsi miperapaty KarXT y mikyBaHHI MaHiakaJbHHX
emi3ofiB nipu 6inossspHomMy po3snazi I Tuny (BALSAM-2)», CN012-0037, rornpaBka 0 IPOTOKOJTY
02 Bix 06 yucromnaza 2025 p.

3asBHUK, KpaiHa

TOB «Cineoc Xejic YKpaiHa»

CrioHCOp, KpaiHa

ToBaprCTBO 3 HEOOMEXKEeHOI0 BimoBifampHicTIO bpicTton-Matiepc CkBi66 Cepsices, Ipianzis

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 8

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ S
Ykpainu «IIpo npoBesieHHs KIIHIYHHUX
BUMPOOYBaHb JTiKapChKUX 3aco0iB Ta
3aTBep/’KeHHS CyTTEBUX ITOIIPABOK»
16.10.2026 Ne 1597

InenTHdikaLlisg CyTTEBOI NONPaBKU

OnHoBneHuii npoTokon KiaiHiuHoro BumnpobyBaHHs CN012-0036 morpaBka o mpotokony 03 Bif
01 TpaBusa 2026 p.; 3HiMOK ekpaHy fojaTtka EmpaticaCare [CareApp-UI-SUI-0000344 Rev 1.0.],
pepakuisi 1.0 Big BepecHs 2023 p. yKpaiHCbKOKH MOBOR; I[HCTpPyKLii i3 3acTOCyBaHHS [Jist
nauieHTiB. [lnardopma MoHiTOpuHry craHy 370poB’ss Empatica [Empatica Health Monitoring
Platform Patient instructions for use Ukrainian | UM-0000335 | Rev 1.0, July 2023], pezaxkiiist 1.0
Bif ymnHsA 2023 p., yKpaiHCbKOIO MoBOIO; Kopotka foBizka Embrance pluse [Empatica SRL, Via
Stendhal 36, 20144, Milano (MI), Italy — QSG-0000442 | Rev1.0, September 2023], pegaxkiiist 1.0
Biz BepecHst 2023 p. yKpaiHCbKOIO MOBO; [T0CiOHMK 3i CTPYKTYpOBAaHOTO iHTEPB’IO 3a IIKAJO0
fAura pnsa ouinku Madii [YMRS_Structured Interview Manual_UKR(UKR)_22Jul2026], Big 22
marHs 2026 p., yKpaiHCBKOI0 MOBORO; [10CiOHMK 3i CTPYKTYpPOBaHOTO iHTEpB’r0 3a IIKajor SIHra
nnst ouinku Manii [YMRS Since Last Evaluation_v1_ukUR_22Jul2026], Big 22 nunus 2026 p.,
yKpaiHChKOI0 MOBOIO; 3HIMOK eKpaHy: I1ociOHMK 3i CTPyKTypOBaHOTO iHTepB’i0 3a IIKasor SIHra
Insi  OLiHKU MaHil cepes mitert 1 migniTkiB, Bepcis 1.0 Big 08 TpaBHa 2026 p.
[BMS246668_CN012---0036_0037_0038_YMRS - Since Last
Evaluation_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO
MoBow; 3HiMOK ekpany: MDKHAPOIHA CHUCTEMA OLIHKNW CHUMIITOMIB IIPU
3AXBOPIOBAHHAX IIEPEJIMIXYPOBOI 3AJIO3U, Bepcia 1.0 Big 08 TpaBHs 2026 p.
[BMS246668 CN012-0036_0037_0038_ IPSS - Past Week_Rater_ Station_Screenshots_Ukrainian
(Ukraine)_v1.0_08_May_2026], ykpaiHCbKOO MOBOI; 3HIMOK eKpaHy: Illkajsia aHOManbHUX
MuMOBiIbHUX pyXiB AIMS, Bepcia BRIEF1.0 Bix 08 tpaBHa 2026 p.
[BMS246668 CN012-0036_0037_0038_AIMS Rater_Station_ Screenshots_Ukrainian
(Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBO; 3HIMOK eKpaHy: HarajsyBaHHsI 1po LLKaty
BAC, Bepcis 1.0 Biz 08 TpaBHs 2026 p. [BMS246668_CN012-0036_ 0037_0038_BAC
Reminder_Rater_Station_Screenshots_ Ukrainian (Ukraine)_v1.0_ 08_May_2026], ykpaiHCbKOO
MOBOMO; 3HIMOK ekpaHy: lIkana oijiHKM akaTu3ii, BUK/IMKaHOI jiKapcbkumu mpernapaTtamu (Ilkana
owuiHku akarusii bapuca, BARS), Bepcis 1.0 Big, 08 tpaBHa 2026 p.
[BMS246668 CN012-0036_0037_0038 BARS Rater_Station_Screenshots_ Ukrainian
(Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOO; 3HIMOK ekpaHy: KopoTke
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OTIUTYBAHHS SIKOCTi >KUTTS TMalieHTiB 3 Oimosisspuum adektuBHMM posnagom (Brief QoL.BD),
Bepcin 1.0 Bigm 08 TpaBHa 2026 p. [BMS246668_CN012-0036_0037_0038_Brief
QoL.BD_Rater_Station_ Screenshots_ Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOO
MOBOIO; 3HIMOK ekpaHy: 3arajbHi K/iHiuHi BpakeHHs mipu OimossipHux po3snagax (CGI-BP) —
MUHY/IMM  TwkKaeHb, Bepcis 1.0 Big 08 TpaBHA 2026 p. [BMS246668_CNO012-
0036_0037_0038_CGI-BP - Past Week_ Rater Station_Screenshots_UKkrainian
(Ukraine)_v1.0_08_May_2026], ykpalHCbKOIO MOBOH; 3HIMOK eKpaHy: 3arajbHi K/iHiuHi
BpakeHHs 1ipu GinosisipHux posnagax (CGI-BP) — 3 MOMeHTY OCTaHHBOTO OL[iHFOBaHHs, Bepcis 1.0
Bi. 08 TpaBHs 2026 p. [BMS246668_CN012-0036_0037_0038_CGI-BP — Since Last
Evaluation_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO
MOBOIO; 3HIMOK expany: IITKAJIA OIIHKU TSDKKOCTI CYIIUIY KOJYMBINCHEKOTO
YHIBEPCUTETY (C-SSRS), Buxiani mani/Bepcis gns ouiHtoBaHHs, Bepcisg 1.0 Big 08 TpaBHs
2026 p. [BMS246668_CN012-0036_0037_0038_C-SSRS BLScr_Rater_Station_ Screenshots_
Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHcbkor0 MoBOw0; 3HiIMOK ekpaHy: LIKAJIA
OLIHKN TSXKKOCTI CYIIMAY KOJMYMBIMCBKOI'O YHIBEPCUTETY (C-SSRS), 3
MOMEHTY OCTaHHbOro Bi3uTy, Bepcig 1.0 Bigz 08 TpaBHs 2026 p. [BMS246668_CNO012-
0036_0037_0038_C-SSRS SLV_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_
2026], ykpalHCbKOO MOBOO; 3HIMOK eKpaHy: 3aBeplleHHsl JIiKyBaHHSl B [ileHb 22 — HaCTYIHUW
Bi3uT, Bepcisi 1.0 Bix 23 mumHa 2026 p. [BMS246668_CN012-0036/0037/0038_REQUIRED —
DAY 22 EOT — Next Visit_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_ 23_Jul_2026],
yKpaiHCbKOI0 MOBOMO; 3HIMOK ekpaHy: [lemorpadiunuii onutyBanbHUK, Bepcis 1.0 Big 08 TpaBHs
2026 p. [BMS246668_CN012-0036_0037_0038_Demographics Questionnaire_Rater_Station_
Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €eKpaHy:
EuroQoL 5-Dimension 5 Level (EQ-5D-5L) — ansi camoctiiiHOro 3arioBHeHHsl, Bepcis 1.0 Bix
08 TpaBHs 2026 p. [BMS246668_CN012-0036_0037_0038_EQ-5D-5L_Rater_Station_
Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOO MOBOI; 3HIMOK eKpaHY:
JoCcTpoKoBe 3aBepllleHHs yuyacTi — BifKIuKaHHA 3rogu, Bepcia 1.0 Big 08 tpaBra 2026 p.
[BMS246668_CNO012-0036_0037_0038_REQUIRED - ET - Withdrawn Consent?_Rater_
Station_Screenshots_Ukrainian (Ukraine) _v1.0_08_May_2026], ykpaiHCbKOX MOBOI; 3HIMOK
expany: MDKHAPOIHA CHMCTEMA OLIHKNM CUMIITOMIB TP 3AXBOPIOBAHHSAX
INIEPEIMIXYPOBOI 3AJIO3U, Bepcia 1.0 Big 02 qepBHﬂ 2026 p. [BMS246668 CNO12-

[aYalatalnaYatalediNaVatale] Thoo Nt NAaitlh Madne Chntlnn Cmmanm e ae s TTlewntnia - ATTlecnia Y -1 N
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Bepcisi 1.0 Bixg 08 TpaBHs 2026 p. [BMS246668_CN012-0036_0037_0038_M.I.N.I. Diagnostic
Conclusions_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOO
MOBOIO; 3HIMOK ekpaHy: [HCTpyKLisi 3 MpOBeJeHHs CTPYKTYpPOBAHOI'O OIUTYBaHHA 3a LIKa/O
owiHku gernpecii Montromepi i Ac6epra (SIGMA), Bepcis 1.0 Bigz 08 TtpaBHa 2026 p.
[BMS246668_ CNO012-0036_0037_0038_MADRS - Past
Week_Rater_Station_Screenshots_Ukrainian (Ukraine)_  v1.0_08_May_2026], ykpaiHCbKOIO
MOBOIO; 3HIMOK ekpaHy: [HCTpyKLisi 3 NpOBeJeHHs CTPYKTYpPOBAHOI'O OIUTYBaHHA 3a LIKa/IO
ouiHku fenpecii MonTtromepi i Acbepra (SIGMA), Bepcist 3 MOMeHTY ocTaHHBOI OL[iHKM (SLE),
Bepcisi 1.0 Big 08 TpaBHsi 2026 p. [BMS246668_ CN012---0036_0037_0038_MADRS -Since
Last Evaluation_Rater_ Station_Screenshots__ Ukrainian (Ukraine)_v1.0_08_May_2026],
YKpalHCBKOI0 MOBOIO; 3HIMOK eKpaHy: 3arajibHe BPa)KeHHs Ialji€eHTa PO TSKKICTh 3aXBOPHOBAHHS
(PGI-S), Bepcis 1.0 Big 08 TpaBHa 2026 p. [BMS246668_CN012-0036_0037_0038_PGI-
S_Rater_Station_Screenshots_Ukrainian (Ukraine)_ v1.0_ 08_May_2026], ykpaiHCbKOIO MOBOIO;
3uiMoK ekpaHy: Illkama CimricoHa-AHryca AJil OL[iHKM eKCTparipaMmigHux TobiuHux edekTiB
(SAS), Bepcis 1.0 Bif 08 TpaBHSI 2026 p. [BMS246668_ CNO12-
0036_0037_0038_SAS_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_ 2026],
yKpaiHChKOI0 MOBOIO; 3HIMOK eKpaHy: I1ociOHMK 3i CTPyKTypOBaHOTO iHTepB’i0 3a IIKasor SIHra
Insi  OLiHKM MaHil cepes mitert 1 migniTkiB, Bepcis 1.0 Big 07 TpaBHa 2026 p.
[BMS246668 CNO012---0036_0037_0038 YMRS — Past Week Rater  Station_ Screenshots_
Ukrainian (Ukraine)_v1.0 07_May_2026], ykpaiHCbKOIO MOBOI; 3HIMOK ekpaHy: Illkana
aHOMaJ/IbHUX MUMOBiIbHUX pyXiB (AIMS), Bepcis 1.0 Big 01 ysunnsa 2026 p. [BMS246668_CN012-
0036/0037/0038_AIMS_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
POCIHMCBKOX0 MOBOMO; 3HIMOK ekpaHy: HaragyBannsa npo 3anoBHeHHs mkand BAC, Bepcis 1.0 Bif
02 numas 2026 p. [BMS246668_CN012-0036/0037/0038_BAC Reminder_Rater_Station_
Screenshots_Russian (Ukraine)_v1.0_02_Jul_2026], pociiicbkoro MoBo0; 3HiMOK ekpaHy: Illkana
ouinki akatusii bapHca (BARS), Bepcis 1.0 Big 01 numnusi 2026 p. [BMS246668_CNO012-
0036/0037/0038_ BARS_Rater_ Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
POCIHMCBKOI0 MOBOIO; 3HIMOK eKpaHy: KOpOTKWil ONMUTYBa/JbHUK [J/1s1 OLIIHKM SIKOCTi >KUTTSI TIpU
6inonsipHomy po3nazi (Brief QoL.BD), Bepcis 1.0 Big 02 mumnas 2026 p. [BMS246668_CNO012-
0036/0037/0038 _  Brief QOL.BD_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_
02_Jul_2026], pociticbkoto MOBOO; 3HIMOK eKpaHy: 3arajbHi K/IiHiUHI BpaKeHHsS — OirmosisipHuiA

po3naz (CGI-BP) — 3a MuHymmii TvokeHb, Bepcis 1.0 Big 01 munusa 2026 p. [BMS246668_CNO012-
NNRA/NNR7/NNRR  (C(T-RP _ Pact Wanlk Ratar SQtatinn Srroonchnte Ruiccian (TTkraina) w1 N
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01_Jul_2026], pociiicbkoro MOBOIO; 3HIMOK eKpaHy: 3ara/ibHi K/IiHiUHi BpakeHHs — OirmosisipHuUiA
po3nag (CGI-BP) — 3 MomeHTy mnonepeAHboi ouiHku, Bepcis 1.0 Big 01 gunns 2026 p.
[BMS246668 CNO012-0036/0037/0038_CGI-BP - Since Last
Evaluation_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_ 01_Jul_2026], pociticbkoro
MOBO1; 3HIMOK ekpaHy: lllkasa OLiHKM TsDKKOCTI cyinuay Kosmymbilicekoro yHiBepcutety (C-
SSRS) Buxiani/Ckpuninrosi gani, Bepcisi 1.0 Bif 01 yuras 2026 p.
[BMS246668 CN012-0036/0037/0038_ C-SSRS BLScr_ Rater Station_ Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pociiicbkkoro MoBow; 3HIMOK ekpaHy: Illkana OLIHKH TS)KKOCTI
cyiuuay Komymbiiicbkoro yHiBepcuteTy (C-SSRS) Bepcisi 3 MOMEHTY OCTaHHBOTO Bi3UTY, BepCisi
1.0 Bigz 01 mumusa 2026 p. [BMS246668_CN012-0036/0037/0038_C-SSRS SLV_Rater_
Station_Screenshots_ Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkoto MOBOI0; 3HIMOK eKpaHy:
Hemorpadiunnii onuryBanbHUK, Bepcisi 1.0 Big 01 nunas 2026 p. [BMS246668_CNO012-
0036/0037/0038_Demographics Questionnaire_Rater_Station_Screenshots_ Russian
(Ukraine)_v1.0_ 01_Jul_2026], pocitickkoto MoBOI0; 3HIMOK ekpaHy: OmNuUTyBalbHUK TIPO CTaH
3popoB’ss Euro QoL 5-Dimension 5-Level (EQ-5D-5L) — aJig caMOCTiliHOTO 3ariOBHEHHsI, Bepcisi
1.0 Bigz 01 mumusa 2026 p. [BMS246668_CN012-0036/0037/0038_EQ-5D-5L_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociticbkoro MOBOIO; 3HIMOK eKpaHY:
KapTa o1jiHK1 CKapr XBOporo Ao0pOosiKiCHOIO Timepriia3si€ro repeMixypoBoi 3a/103u, Bepcis 1.0 Bif
01 nmumus 2026 p. [BMS246668_CN012-0036/0037/0038_I-PSS - Past Month_Rater_Station_
Screenshots_Russian (Ukraine)_v1.0_ 01_Jul_2026], pociiickkoto MoBot0; 3HIMOK ekpaHy: Kapta
OL[iHKM CKapr XBOPOTo [J0OpOSIKiCHOIO rimepriiasi€ro mepeAaMixypoBoi 3amo3u, Bepcis 1.0 Bif
01 nmunas 2026 p. [BMS246668_CN012-0036/0037/0038_I-PSS - Past Week_Rater_Station_
Screenshots_ Russian (Ukraine)_v1.0_01_Jul_2026], pocilicbkoro MOBOIO; 3HIMOK eKpaHy:
KopoTkuii ~ MiKHapogHuM  HeWporicuMxiaTpuyHui — onuTyBaibHMK  (Mini  international
neuropsychiatric interview M.I.LN.L.) a1 foc/i/pkeHb MCUXOTUYHUX PO3/aZiiB — 3aK/IFOUEHHSI PO
nmiarHo3, Bepcis 1.0 Big 01 numus 2026 p. [BMS246668_CN012-0036/0037/0038 _M.I.N.I.
Diagnostic  Conclusions_  Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
POCIHMCBKOI0 MOBOIO; 3HIMOK €KpaHy: KepiBHMLITBO IO CTPYKTYPOBaHOMY iHTEpB’I0 /s IKaad
ouiHkn genpecii Montromepi -Acbepr (SIGMA), Bepcis 1.0 Big 01 mumas 2026 p.
[BMS246668_CN012-0036/0037/0038_MADRS - Past
Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_ 01_Jul_2026], pocilickkoro MOBO10;
3HIMOK eKpaHy: KepiBHHLITBO MO CTPYKTYPOBaHOMY IHTEpB’l0 [/l LIKa/Jd OLIHKU Jerpecii
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Last Evaluation_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkoro
MOBOI0; 3HIMOK eKpaHy: 3arajibHa OLjiHKa TsDKKOCTI cuMmnToMiB maijientom (PGI-S), Bepcist 1.0 Big
01 mumas 2026 p. [BMS246668_CN012-0036/0037/0038_PGI-S_Rater_Station_Screenshots_
Russian (Ukraine)_v1.0_01_Jul_2026], pocitickkoto MoBot0; 3HIMOK eKpaHy: [leHb 22 3aKiHUeHHSsI
MiKyBaHHS — HacTynHui BisuT, Bepcis 1.0 Bix 23 gunna 2026 p. [BMS246668_CN012-
0036/0037/0038_REQUIRED — DAY 22 EOT — Next Visit_Rater Station_Screenshots_Russian
(Ukraine)_v1.0_ 23 _Jul_2026], pociiicbkoro MOBOI; 3HIMOK eKpaHy: [lepeziuacHe 3aBeplieHHs
yyacTi B [JOC/Hi/pKeHHI — BigkiukanHs 3roaud, Bepcig 1.0 Big 01 junas 2026 p.
[BMS246668_0036/0037/0038_REQUIRED - ET - Withdrawn Consent?_Rater_Station_
Screenshots_Russian (Ukraine)_ v1.0_01_Jul_2026], pociiicbkoto MoBot0; 3HiMOK ekpaHy: IlIkasa
CimricoHa-AHryca Jijis OI[iHKH eKcTpartipaMiHux 1nobiunux edekTiB (SAS), Ky 3aloBHIOE JTiKap,
Bepcis 1.0 Big 01 ymunus 2026 p. [BMS246668_CN012-0036/0037/0038_SAS_Rater_Station_
Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkoto MoBOI0; 3HIMOK eKpaHy:
KepiBHULITBO 10 MPOBe/IEHHIO CTPYKTYPOBAHOTO OMMTYBAHHS [Jisl OL[iHKM 3a ILIIKajo0r MaHil fHra,
Bepcisn 1.0 Bigx 01 munmHa 2026 p. [BMS246668_CN012-0036/0037/0038_YMRS-Past
Week_Rater_ Station_Screenshots_ Russian (Ukraine)_v1.0_01_Jul_2026], pocilickkoto MOBOI0;
3HIMOK ekpaHy: KepiBHULITBO MO IPOBEJEHHIO CTPYKTYPOBAHOI'O OIUTYBAHHSA [JI1 OLIHKU 3a
mKasow Mmanii fIHra, Bepcis 1.0 Big 01 munus 2026 p. [BMS246668_CN012-0036/0037/0038
_YMRS - Since Last Evaluation_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_
01_Jul_2026], pociiicbkkoro MOBO0; Batl nmocibHuK 11070 MigTPUMKHU 0Cib, siKi 6epyTh yuacTb y
nociimkenHi BALSAM-1, Bepcis 1.0 Big 12 tpaBus 2025 p. [BMS - BALSAM-1 - CN012-0036 -
Care Circle Booklet - 12-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHCbKOrO MOBOO; JIuCT
HarpaB/ieHHs1 Ta iHdopMalliliHa A0BigKa A/ MeJIWYHUX TpaliBHUKIB, Bepcis 1.0 Big 21 TpaBHs
2025 p. [BMS - BALSAM-1 - CN012-0036 - HCP Referral Letter and Fact Sheet - 21-MAY-2025
- Ukrainian (Ukraine) - V1.0], ykpaiHcbKo0 MOBOO; ITOCiOHMK 3 OOTOBOpeHHsI [JOCIi/IKeHHs,
Bepcis 1.0 Bif 09 tpaBns 2025 p. [BMS - BALSAM-1 - CN012-0036 - ICF Discussion
Guide - 09-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHcbkot0 MOBOO; JIUCT i3 BCTYIHORO
indopmauiero npo gocrigxkenHs, Bepcis 1.0 Big 09 tpaBus 2025 p. [BMS - BALSAM-1 - CN012-
0036 - Study Intro Info Sheet - 09-MAY-2025- Ukrainian (Ukraine) - V1.0], ykpaiHCbKO}0 MOBO}0;
[Mocibuuk 3 gocsimkenns, Bepcist 1.0 Big 12 tpaBHs 2025 p. [BMS - BALSAM-1 - CN012-0036 -
UYS Book - 12-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHcbkoto MoBow; Bykner ans
MeJJUYHUX TpaljiBHUKIB, Bepcisi 2.0 Bixg 10 mucromaza 2025 p. [BMS - BALSAM - HCP Study
Trifold - 10-NOV-2025 - Ukrainian (Ukraine) - V2.0], yKpaiHCbKO}0 MOBOO
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Howmep Ta gara Hakasy MO3 npo
TNpOBe/leHHs! KJIIHIYHOT O
BUIIPOOYBaHHS

Ne 867 Big 25.06.2026

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[|, BepCisd Ta jara

«PaHgomi3oBaHe, T0/BiMiHe criime, r1arie60-KOHTPObOBaHe JOC/iKeHH (a3u 3 i OL[iHKK
edexkTuBHOCTI Ta Oe3meuHocTi 3acrocyBaHHs mperapaTy KarXT y sikyBaHHI MaHiakaabHHX
emizoziB npu 6imosisipHomy po3snagi I Tunmy (BALSAM-1)», CN012-0036, romnpaBka /10 TIPOTOKOTY
02 Bix 06 mucromnaza 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xejic YKpaiHa»

CnoHcop, KpaiHa

ToBapucTBO 3 HeOOMeXXeHOI0 BifmoBifanpHicTIO bpicTon-Matiepc CkBib6 Cepsices, Ipianzist

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Onexkcanap I'PINEHKO

(mignuc) (Bnacse im’st TTIPI3BUIIIE)



HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ s
Ykpainu «IIpo npoBeieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

OHoBnenuii npoTokon KiaiHiuHoro BumpobyBanHs CN012-0037 mompaBka o mpotokony 03 Bif
01 TpaBHs 2026 p.; 3HiMOK ekpaHy gojatka EmpaticaCare [CareApp-UI-SUI-0000344 Rev 1.0.],
pemakyis 1.0 Bix BepecHs 2023 p. yKpaiHCBKOIO MOBOR; IHCTpyKIii i3 3acToCyBaHHSI [j1sl
natjieHTiB. IlnaTgopma MoHiTOpuHry craHy 370poB’ss Empatica [Empatica Health Monitoring
Platform Patient instructions for use Ukrainian | UM-0000335 | Rev 1.0, July 2023], peznakuis 1.0
Bif ymunHs 2023 p., yKpaiHCbKor0 MoBor0; Kopotka moBizka Embrance pluse [Empatica SRL, Via
Stendhal 36, 20144, Milano (MI), Italy — QSG-0000442 | Rev1.0, September 2023], pemakuiist 1.0
BiJ BepecHs 2023 p. yKpaiHChKOIO MOBOIO; ITOCIOHMK 3i CTPYKTYpPOBaHOTO iHTEPB’IO 3a IITKa/I0H)
Slura pna ouinku Madii [YMRS_Structured Interview Manual_UKR(UKR)_22Jul2026], Big 22
nvrHst 2026 p., YKpaiHCBKOH MOBORO; ITOCiOHUK 3i CTPYKTYpPOBaHOTO iHTEpPB’IO 3a IKaso0 SIHra
nnst otinku Madii [YMRS Since Last Evaluation_v1_ukUR_22Jul2026], Big 22 numus 2026 p.,
yKpaiHCbKOI0 MOBOMO; 3HIMOK eKpaHy: [ToCiOHMK 3 i CTPYKTYpOBaHOTO iHTepB’10 3a IiKa/iow SIHra
s OIiHKM MaHil cepen pmitert i migmiTkiB, Bepcis 1.0 Big 08 TpaBHa 2026 p.
[BMS246668_CN012---0036_0037_0038_YMRS - Since Last
Evaluation_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO
MOBO1O; 3HIMOK ekpaHy: MDKHAPO/JHA CHUCTEMA OLIHKN CHUMIITOMIB IIPA
3AXBOPIOBAHHAX IIEPEIMIXYPOBOI 3AJIO3U, Bepcia 1.0 Big 08 TpaBms 2026 p.
[BMS246668_CN012-0036_0037_0038_ IPSS - Past Week_Rater_Station_Screenshots_Ukrainian
(Ukraine)_v1.0_08_May_2026], ykpaiHCbKO0O MOBOI; 3HIMOK ekpaHy: Illkasa aHOMaabHUX
MUMOBL/IbHUX pyxiB AIMS, Bepcis 1.0 Bix 08 TpaBHA 2026 p. [BMS246668_CNO012-
0036_0037_0038_AIMS_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026],
YKpalHCBbKOI0 MOBOIO; 3HIMOK ekpany: Haragysanus npo mkany BAC, Bepcis 1.0 Big 08 tpaBHs
2026 p. [BMS246668_CN012-0036_0037_0038_BAC
Reminder_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOO
MOBOIO; 3HIMOK eKpaHy: Illkasa OLjiHKM akaTu3ii, BUK/IMKaHOI JlikapcbkuMu npernapatamu (Llkana
oliHku akartu3ii BapHca, BARS), Bepcisi 1.0 Big 08 TpaBHs 2026 p. [BMS246668_CNO012-
0036_0037_0038_BARS_ Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_ 2026],
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YKpPalHCbKOIO MOBOIO; 3HIMOK ekpaHy: KopoTke oONMTyBaHHS $IKOCTI JKUTTS TIAL|i€HTIB 3
OimonspuuM adektuBHUM posnazoM (Brief QoL.BD), Bepcis 1.0 Bix 08 TpaBHsa 2026 p.
[BMS246668_CN012-0036_0037_0038_Brief QoL.BD_Rater_Station_Screenshots_Ukrainian
(Ukraine)_v1.0_08_May_ 2026], ykpaiHCbKOWO MOBOI; 3HIMOK eKpaHy: 3araibHi K/iHiuHi
BpakeHHs1 nipu OimosisipHux po3nagax (CGI-BP) — munynuii TxaeHs, Bepcis 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
MOBOI0; 3HIMOK eKpaHy: 3arajbHi K/IiHiuHi BpakeHHs Tipu Oinossipaux posnagax (CGI-BP) — 3
MOMEHTY OCTaHHBOTO OIfiHtoBaHHs, Bepcis 1.0 Bix 08 TpaBHs 2026 p. [BMS246668_CNO12-
0036_0037 0038 CGI-BP — Since Last FEvaluation Rater Station_ Screenshots_Ukrainian
(Ukraine)_v1.0_08_May_2026], ykpaiHcbkoio MoBOw0; 3HiMOK ekpaHy: IIIKAJIA OLIHKU
TSDKKOCTI  CYIIMAY KOJIYMBIMCBKOI'O VYHIBEPCUTETY (C-SSRS), Buxigni
JaHi/Bepcisi ans ouiHroBaHHs, Bepcisi 1.0 Big 08 TtpaBHs 2026 p. [BMS246668_CNO012-
0036_0037_0038_C-SSRS BLScr_Rater Station_Screenshots_Ukrainian (Ukraine)_v1.0_
08_May_2026], ykpaiHcbKolo MmoBoio; 3HiIMOK ekpaHy: IIIKAJIA OLIHKM TAXKOCTI
CYILIMIY KOJYMBIMCHEKOI'O YHIBEPCUTETY (C-SSRS), 3 MOMEHTY OCTaHHBOTO Bi3UTY,
Bepcist 1.0 Big 08 TpaBHs 2026 p. [BMS246668_CN012-0036_0037_0038_C-SSRS SLV_Rater_
Station_ Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOI; 3HIMOK
eKpaHy: 3aBeplleHHs JIiKyBaHHSI B [ileHb 22 — HaCTyNmHUM Bi3WT, Bepcia 1.0 Big 23 mumnHa 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 eKpaHy:
Hemorpadiunuii onutyBanbHUK, Bepcis 1.0 Big 08 TpaBHs 2026 p. [BMS246668_CNO012-
0036_0037_0038_Demographics Questionnaire_Rater_Station_Screenshots_Ukrainian (Ukraine)_
v1.0_08_May_2026], ykpaiHcbkoro MoBO; 3HiMOK ekpaHy: EuroQoL 5-Dimension 5 Level (EQ-
5D-5L) — ans camocTitiHoro 3amoBHeHHs1, Bepcisi 1.0 Big 08 TpaBHs 2026 p. [BMS246668_CNO012-
0036_0037_0038_EQ-5D-5L_Rater_Station_Screenshots_UKkrainian (Ukraine)_v1.0_08_May_
2026], ykpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: [JoCTpOKOBe 3aBepliieHHs y4acTi — BiJKIMKaHHS
sroau, Bepcis 1.0 Big 08 TpaBHs 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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YKpalHCbKOI0 MOBOIO; 3HIMOK ekpaHy: MDKHAPO/JHA CHUCTEMA OLIHKN CUMIITOMIB
TPV 3AXBOPIOBAHHAX IMEPEIMIXYPOBOI 3AJIO3U, Bepcia 1.0 Big 02 uepsua 2026 p.
[BMS246668 CNO012-0036_0037_0038_ IPSS - Past Month Rater Station_Screenshots_
Ukrainian (Ukraine)_v1.0_02_Jun_2026], ykpaiHCbKOIO MOBOI; 3HiMOK ekpaHy: M.LN.L
OIATHOCTUYHI BUCHOBKW, Bepcisi 1.0 Bix 08 TpaBusi 2026 p. [BMS246668_CNO012-
0036_0037_0038_M.LLN.I.  Diagnostic  Conclusions_Rater_Station_Screenshots_  Ukrainian
(Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOO; 3HIMOK eKpaHy: [HCTPYKIIisi 3 TIpOBeZieHHSI
CTPYKTYPOBAHOTO OMUTYBAHHS 3a IIKa/IOK OL[iHKU Aerpecii MoHtromepi i Acbepra (SIGMA),
Bepcis 1.0 Big 08 TpaBHs 2026 p. [BMS246668_CN012-0036_0037_0038_MADRS — Past Week_
Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOIO;
3HIMOK eKpaHy: IHCTpyKLisi 3 MpoBeJeHHsI CTPYKTYPOBAaHOTO OMMTYBaHHS 3a IIKAIOH OLIiHKU
nenpecii Montromepi i Acoepra (SIGMA), Bepcisi 3 MOMeHTY ocTaHHBOI owiHKU (SLE), Bepcis 1.0
Bi 08 TpaBHs 2026 p. [BMS246668_CNO012---0036_0037_0038_MADRS -Since Last
Evaluation_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO
MOBOI0; 3HIMOK eKpaHy: 3arajibHe BPa)KeHHs TMallieHTa Mpo TsDKKICTh 3axBoproBaHHs (PGI-S),
Bepcis 1.0 Big 08 tpaBHsa 2026 p. [BMS246668_CN012-0036_0037_0038_PGI-S_Rater_Station_
Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOIO;3HIMOK eKpaHY:
[Tkama CimricoHa-AHryca Jjisi OL[iHKM eKcTpartipaMigaux nobiunux edekris (SAS), Bepcis 1.0 Big
08 TpaBHs 2026 p. [BMS246668_CNO012-0036_0037_0038_SAS_Rater_Station_Screenshots_
Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: IlociOHUK 3i
CTPYKTYPOBAHOI'O iHTepB’10 3a IIKa/Ioro SIHra /1 OLIiHKM MaHil cepe fiTel i miiTKiB, Bepcis 1.0
Bif 07 TpaBHsa 2026 p. [BMS246668_CNO012---0036_0037_0038_YMRS — Past Week_Rater_
Station_Screenshots_Ukrainian (Ukraine)_v1.0 07_May_2026], ykpaiHCbKOIO MOBOIO; 3HIMOK
ekpaHy: Illkasna aHomanbHHX MUMOBiMBHUX pyXxiB (AIMS), Bepcig 1.0 Big 01 numus 2026 p.
[BMS246668_CN012-0036/0037/0038_AIMS_Rater_ Station_Screenshots_Russian (Ukraine)_
v1.0_01_Jul_2026], pociiicbkoro MOBO; 3HIMOK eKpaHy: HaraZyBaHHs MpO 3ariOBHEHHS IIKaau
BAC, Bepcis 1.0 Big 02 mumas 2026 p. [BMS246668_CN012-0036/0037/0038_BAC Reminder_
Rater_Station_Screenshots_Russian (Ukraine)_v1.0_02_Jul_2026], pociiickkoto MOBOI0; 3HIMOK
ekpany: [lIkasna oninku akatusii bapaca (BARS), Bepcis 1.0 Big 01 sunns 2026 p. [BMS246668_
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CN012-0036/0037/0038_BARS_Rater_Station_Screenshots_Russian  (Ukraine)_ v1.0_01_Jul_
2026], pocilicbkoro MOBOI0;3HIMOK eKpaHy: KOpOTKWM OMUTYBa/JbHUK /ISl OL[iHKK SIKOCTi >KUTTS
npu OGinonsipHomy posnazi  (Brief QoL.BD), Bepcis 1.0 Big 02 saumHs 2026 p.
[BMS246668_CNO012-0036/0037/0038 _Brief = QOL.BD_Rater_Station_Screenshots_Russian
(Ukraine)_v1.0_02_Jul_ 2026], pociiickkoro MOBOO; 3HIMOK eKpaHy: 3arajibHi KJIiHIiUHi Bpa’keHHs
— 6inonsipuuit posnazg (CGI-BP) — 3a munyamii TwkaeHb, Bepcis 1.0 Big 01 mumas 2026 p.
[BMS246668_CN012-0036/0037/0038 _CGI-BP — Past
Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_ 01_Jul_2026], pocilicbkkoro MOBO}O;
3HIMOK eKpaHy: 3arajbHi KiiHiuHi BpakeHHs1 — Oinonsipuuii posnaz (CGI-BP) — 3 mMomeHTy
rornepeAHboi  orfiHku, Bepcia 1.0 Bix 01 mumas 2026 p. [BMS246668_CN012-
0036/0037/0038_CGI-BP — Since Last Evaluation Rater Station_ Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pociiicbkoto MoBOr0; 3HIMOK ekpaHy: Illkasa OLIHKM TSDKKOCTI
cyiuuay konymbiticekoro yHiBepcutety (C-SSRS) Buxiani/CkpuHinrosi gai, Bepcisg 1.0 Big 01
JIUTTHS 2026 p. [BMS246668_CN012-0036/0037/0038_ C-SSRS BLScr_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pocitickkoto MOBOI0; 3HIMOK eKpaHY:
[ITkama OLHKMA TSDKKOCTI cyinuay Komymbilicbkoro yHiBepcutery (C-SSRS) Bepcisi 3 MoMeHTY
ocTtaHHBOrO Bi3uty, Bepcia 1.0 Big 01 mumHsa 2026 p.[BMS246668_CN012-0036/0037/0038_C-
SSRS SLV_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_01_Jul_2026], pociiicbKoro
MOBOIO; 3HIMOK ekpaHy: [lemorpacdiunuii onuryBanbHUK, Bepcig 1.0 Bix 01 saumus 2026 p.
[BMS246668_CN012-0036/0037/0038_Demographics Questionnaire_Rater_Station_Screenshots_
Russian (Ukraine)_v1.0_ 01_Jul_2026], pocitickkoto MOBOIO; 3HIMOK eKpaHy: ONUTyBa/bHUK TPO
ctaH 370poB’ss Euro QoL 5-Dimension 5-Level (EQ-5D-5L) — A/ camoOCTilHOTO 3ariOBHEHHS,
Bepcisn 1.0 Bim 01 mumaa 2026 p. [BMS246668_CN012-0036/0037/0038_EQ-5D-
5L_Rater_Station_ Screenshots_Russian (Ukraine)_v1.0_ 01_Jul_2026], pociiicbkko0 MOBOI0O;
3HiMOK ekpaHy: KapTa OI[iHKM CKapr XBOpOro [JoOpOsIKiCHOIO Tirepriia3iero mepeaMixXypoBoi
3a1034, Bepcis 1.0 Bif 01 mumus 2026 p. [BMS246668_CN012-0036/0037/0038_1-
PSS - Past Month_Rater_Station_ Screenshots_Russian (Ukraine)_ v1.0_01_Jul_2026],
POCiiCbKOI0 MOBOIO; 3HIMOK eKpaHy: KapTa OIL[iHKK CKapr XBOpOTo [0OpOsIKiCHOMO rimnepruiasieto
repeaMixypoBol 3a/103u, Bepcid 1.0 Bif 01 mumHs 2026 p. [BMS246668_CNO012-
0036/0037/0038_I-PSS - Past Week_Rater_Station_ Screenshots_Russian (Ukraine)_v1.0_
01_Jul_2026], pociiicbkoro MOBOIO; 3HIMOK €KpaHy:
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KopoTkuii ~ MiKHapogHMM  HelporicuxiaTpuuHui — omuTyBasbHMK — (Mini  international
neuropsychiatric interview M.I.LN.L.) a1 foc/ipkeHb MCUXOTUYHUX PO3/aZiiB — 3aK/IHOUYEHHS TPO
miarHo3, Bepcis 1.0 Big 01 mumua 2026 p. [BMS246668_CN012-0036/0037/0038_M.I.N.I.
Diagnostic Conclusions_ Rater_Station_Screenshots_Russian (Ukraine)_ v1.0_01_Jul_2026],
POCIHCBKOI0O MOBOO;3HIMOK €KpaHy: KepiBHULITBO MO CTPYKTypOBaHOMY iHTEepB’I0 /i LIKalIu
owinku fenpecii  Montromepi -Ac6epr (SIGMA), Bepcis 1.0 Big 01 mumas 2026 p.
[BMS246668_CN012-0036/0037/0038_ MADRS — Past
Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pocilickkoro MOBOIO;
3HIMOK eKpaHy: KepiBHHLITBO IO CTPYKTYpPOBaHOMY IHTepB’l0 [/ LIKaJd OLIHKU Jerpecii
MownTtromepi -Acbepr (SIGMA) — Bepcis 3 MomMeHTy octaHHBOI oriHku (SLE), Bepcis 1.0 Big 01
mumAs 2026 p. [BMS246668_CN012-0036/0037/0038 _MADRS -  Since Last
Evaluation_Rater Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], POCiMCBHKOIO
MOBOI0; 3HIMOK eKpaHy: 3arajibHa OLjiHKa TsDKKOCTI cuMmnToMiB naijientom (PGI-S), Bepcis 1.0 Big
01 mumas 2026 p. [BMS246668_CNO012-0036/0037/0038_PGI-S_Rater_Station_Screenshots_
Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkkoto MOBot0; 3HIMOK eKpaHy: JleHb 22 3aKiHUeHHs
NiKyBaHHS — HacTymHWM BisuT, Bepcis 1.0 Big 23 nunnHs 2026 p. [BMS246668_CNO012-
0036/0037/0038_REQUIRED — DAY 22 EOT — Next Visit_Rater Station_Screenshots_Russian
(Ukraine)_v1.0_23_Jul_2026], pociiickkoro MoBow0; 3HIMOK ekpaHy: [lepenuacHe 3aBepllieHHS
yuacTi B JOCJi/pKeHHI — BigknukaHHs 3rofu, Bepcisg 1.0 Bix 01 sgumus 2026 p. [BMS246668_
0036/0037/0038_REQUIRED - ET - Withdrawn Consent?_Rater_Station_ Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pociticbkoto mMoBoto; 3HiMok ekpaHy: Illkana CimricoHa-AHryca
JUTsI OLIiIHKY eKcTparipamignux rnobiunux edekri (SAS), siky 3aroBHOe jikap, Bepcis 1.0 Big 01
murHs 2026 p. [BMS246668_CN012-0036/0037/0038_ SAS_Rater_Station_ Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pocilickkoro MOBOw; 3HIMOK eKpaHy: KepiBHULITBO 1O
TPOBeJIeHHIO CTPYKTYPOBAHOT'O OINMTYBAaHHSA [1JIs OLIIHKM 3a L11Ka/0t0 maHii fHra, Bepcis 1.0 Big 01
JIUTTHSA 2026 p. [BMS246668_CN012-0036/0037/0038_YMRS-Past
Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pocilickkoio MOBO}0;
3HIMOK eKpaHy: KepiBHULTBO MO NPOBEeLEHHIO CTPYKTYPOBAaHOI'O OMNMUTYBaHHS JJIs OL{IHKU 3a
mKanow Maii fxra, Bepcis 1.0 Big 01 mumus 2026 p. [BMS246668_CN012-0036/0037/0038
_YMRS - Since Last Evaluation_Rater Station_ Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pocilicbkKoro MOBOO; Baiil mOCiOHUK 1110710
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miATpUMKH 0cib, siKi 6epyTh yuacts y gocmimpkeHHi BALSAM-2, Bepcist 1.0 Big 22 tpaBHst 2025 p.
[BMS - BALSAM-2 - CN012-0037 - Care Circle Booklet - 22-MAY-2025 - Ukrainian (Ukraine) -
V1.0], ykpaiHCbKOIO MOBOO; JIMCT HarpaB/ieHHs1 Ta iHdopMalliliHa JOBifKa A1 MeAUUHUX
TpaljiBHUKIB, Bepcis 1.0 Big 21 TpaBHsa 2025 p. [BMS - BALSAM-2 - CN012-0037 - HCP Referral
Letter and Fact Sheet - 21-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHCbKOIO MOBOI0;
[Moci6HuK 3 obroBopeHHs AocmimpkeHHs1, Bepcis 1.0 Bix 22 tpaBus 2025 p. [BMS - BALSAM-2 -
CNO012-0037 - ICF Discussion Guide - 22-MAY-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHCbKOIO
MOBoO®O; JIucT i3 BcTymHORO iHdopMaliiero mpo gocaimpkeHHs, Bepcis 1.0 Big 22 tpaBus 2025 p.
[BMS - BALSAM-2 - CN012-0037 - Study Intro Info Sheet - 22-MAY-2025- Ukrainian (Ukraine)
- V1.0], ykpaiHcekoro MoBoro; ITocibHuk 3 gocmimkenns, Bepcis 1.0 Big 22 tpaBHs 2025 p. [BMS -
BALSAM-2 - CNO012-0037 - UYS Book - 22-MAY-2025 - Ukrainian (Ukraine) - V1.0],
YKpalHCbKOK MOBOR; Bykier 151 MeguuHUX MpaliBHUKIB, Bepcis 2.0 Big 10 mucronaza 2025 p.
[BMS - BALSAM - HCP Study Trifold - 10-NOV-2025 - Ukrainian (Ukraine) - V2.0],
YKpaiHCbKOK MOBOIO

Howmep Ta gara Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 867 Big 25.06.2026

Ha3Ba k/iHiuHOTO BUTIPOOYBaHHS,
KO/, BepCisi Ta ara

«PanziomizoBaHe, mozBiliHe cilinie, T/1alle00-KOHTPOIbOBaHe JOCTiMKeHHsT (a3 3 /s OL[iHKU
edeKTUBHOCTI Ta Oe3meuHocTi 3actocyBaHHsi Tmiperiapaty KarXT y mikyBaHHi MaHiakaJbHMX
emi3ofiB nipu 6inmossipHoMy po3snazi I Tuy (BALSAM-2)», CN012-0037, rorpaBka 0 IPOTOKOJTY
02 Bif, 06 ynmcromnaza 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YKpaiHa»

CnoHcop, KpaiHa

ToBapHcTBO 3 HeOOMEXKeHO0 BifmoBifanpHicTIO bpicTton-Matiepc CkBi66 Cepsice3s, Ipyanzis

Hauanbauk ®@apmaiieBTHUHOr0 yNpaBJ/liHHSA Onekcanap I'PIHEHKO

(migrmc) (Bnacue im’s TTIPI3BBUILIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

JIuct-nosicHenHss Ned Big 07 nwunna 2026p. go IIpotokony WA40404 Bepcis 6.0 Bix 04 nunHs
2024p., aHIJIiICBKOI MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1896 Big 27.08.2019

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«baraTolieHTpOBe, paH0Mi30BaHe, TIO/BiliHe Cilire, Myiareb0-KOHTPObOBaHe AOCTiKeHHs (a3u
[IIb anst oniHKK edeKTUBHOCTI Ta Ge3reuyHocTi rpernapaty OkpenizyMab y JOpOC/IMX MAlli€HTIB 3
TePBUHHO-TIPOrPECYOUMM PO3CistHUM cKyiepo3oMm», WA40404, Bepcis 6 Big 04 svnHs 2024 p.

3asBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIATIOBIJTATIBHICTIO «[Tilli/li FOKPEMH», Ykpaina

CrioHCOp, KpaiHa

@. Xoddmann-JIa Pom Jita, HIsetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

[TogoB)KeHHsT TPUBAIOCTI K/iHiUHOrO BUMpPOOYyBaHHSI B YKpaiHi Ta cBiTi g0 20 miucroraza 2026
POKY

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 80 Big 19.01.2021

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PanzomisoBane, nogiiiHe crine pocstimpkenHs 111 ¢a3u asis oiiHky meM6postisymaly TopiBHSIHO
3 manebo y kKoMbOiHallii 3 a/'toBaHTHOIO XimioTepamieto 3 abo 06e3 mpomMeHeBoi Teparii zist
JIIKYBaHHs TALIIEHTOK 3 HeJaBHO /iarHOCTOBAHMM PakOM eHJIOMeTpis 3 BUCOKWM PHU3UKOM IIiC/Is
onepauii 3 gikyBasbHOIO MeTor (KEYNOTE-B21 / ENGOT-en11 / GOG-3053)», MK-3475-B21 /
ENGOT-en11 / GOG-3053, 3 iHKopnopoBaHot0 norpaBkoro 03 Bif 25 ceprHst 2022 poKy

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

OHoBNeHUI NPOTOKO/ KiiHiuHOTO AociimkeHHss EFC18325, 3 mompaBkoro 03, Bepcis 1 Bif
10 cepriHs 2026 poky; Bpoiitypa goc/iiHUKa st AOCTiI)KyBaHOTO JiKapChKOTO 3aco0y AyBakiTyr
(SAR447189/TEV-48574), Buganns 10 Bix 10 ceprias 2026 poky

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

Ne 54 Big 15.01.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«bararorieHTpoBe MiXKHApOJHe paH/IOMi30BaHe TIOABIHHO cjlime TUIAIEe00-KOHTPOJ/IbOBAHEe
nocrimkenns 11 ¢a3u 3 o1iHKu eeKTUBHOCTI Ta Ge3meyHoCTi iHAYKIiHOI Tepartii yBakKiTyrom B
YUaCHHUKIB i3 cepeIHbOTSHKKAM ab0 TsHKKUM TiepebiroM BHPa3KOBOTO KOJITY B aKTHBHIM (opmi»,
EFC18325, 3 nonpaBkoro 02, Bepcis 1 Bifg 13 ciung 2026 poky

3asBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenTic Pemiepin e [leBesnonmas,
DpaHLis)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Bpouypa gocnignuka s KarXT (BMS-986510), Bepcisi 14 Big 04 cepniasi 2026 p., aHT/IilCBKOO
MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1467 Big 02.10.2026

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«BigkpuTe posimpeHe AOCTiIKeHHS [/ OLIIHKM JJOBIOCTPOKOBOI 0e3reKH Ta IepeHOCHMMOCTI
3acrocyBanHsi Tmiperiapaty KarXT y manieHTiB i3 TmCHX030M, TIOB’s3aHUM i3 XBOPOOOIO
Anbireiivepa (ADEPT-3)», KAR-033 (CN012-0028), Bepcis 7.0 Bix 04 uepBHs 2026 poky

3asBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIATIOBIJTATIBHICTIO «[Tilli/li FOKPEMH», Ykpaina

CnoHcop, KpaiHa

«Kapyna Tepamnbtotikc, Ink.» (Karuna Therapeutics, Inc.), CIIA migpo3zin kKomraHii
«bpicron-Maiiepc CkBib6 Kommani» (Bristol-Myers Squibb Company), USA

Hauanbauk ®apManeBTUYHOr0 ypaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

MK-2870-055_bpomypa nauienta_ EMEA_ykpaiHcekoro MoBoro_UKR_Bep. 00.1_26 uepBHs
2026 p.; MK-2870-055_ITocibHuk 100 Bi3uTiB /1 maijieHTa ['pyrna A_yKpaiHCHKOIO
moBoro_UKR_gep. 00.1_26 uepsHs 2026 p.; MK-2870-055_ITociOHUK 11[0/10 Bi3WUTiB /1/1s1 TAIfieHTa
I'pyna bB_ykpaincekoro moBowo_UKR_Bep. 00.1_26 uepBHsi 2026 p.; Pe3zepBHa BeOBepcis
e/IeKTPOHHOT'O 1110/leHHHKa/onuTyBanbHrKa maijienTta (TrialMax Web), Bepcisi 3 Big 28 numnHs
2025 p., yKpaiHCBKOIO MOBOK; BK/IIOUeHHd [0JaTKOBOrO MICLsl TIPOBeJEeHHsSI KI/IIHIYHOTO
BUITPOOYBaHHS:

Ne [1.I.b. BigmoBifasbHOrO AOC/IIIHUKA
n/m Ha3Ba Miclis TpoBe/ieHHs K/TiHIYHOTO BUITPOOYBAHHS

1. | bopuc B.1O.

YHiBepcuTeTchka J/iKapHs [lepKaBHOTO HEKOMEpLIIMHOrO TOBapuCTBa «JIbBIBCHKUM
Hal[iOHa/IbHUM MeJUYHUW yHiBepcuTeT iMeHi /lanuna ["anuipkoro», KiiHika ronoBu Ta
1IYi, TpaBMaToJIOTii, peKOHCTPYKTMBHOI Xipyprii, YpoJsioriune BiazgiieHHs Nel kammycy
iMeHi Map’sHa ITanuninHa, HepxaBHe HeKoMepLliliHe TOBapUCTBO
«JIpBIBCBKMM HalliOHalbHUM MeJWUHWK YHiBepcuteT iMeHi /[laHwna I'anuipKoro»,

Kadeapa ypoJiorii GpakyabTeTy MiC/asiAUIIIIOMHOI OCBiTH, M. JIbBIB

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1399 Big 23.09.2026

Has3Ba kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«docnimkenns 111 dasu g1 ouwiHKKM cauyTy3yMaby THpyMoTeKaHy B KoMOiHaLjii 3 mifmkipHum
BBeZIeHHsIM 1ieMbpoutizymady 3 Geparianyponiznasoro ambda (MK-3475A) sk iHAYKUiHHOI Tepartii 3
MOJa/bIIOK MICLIeBOI0 XIMIOIIPOMEHeBOX0 Tepalli€rd Ta KOHCOaiAyrouoro Tepariero MK-3475A
TOPiBHAHO 3 MICLIEBOIO XIMiONIPOMEHEeBOK Tepami€r B YYaCHUKIB i3 M’S130BO-IHBa3sMBHUM DakOM
CeuoBOro Mixypa, siki obpamu 30epe>keHHs ceuoBoro Mixypa», MK-2870-055, Bepcis 00 Bix
26 yepBHs 2026 p.
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MPOJOBXKeHHH fojaTtka 14

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®@apmaiieBTHYHOr0 yrpaB/IiHHSA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Omnosnenutii [TpoTokon kaiHiuHoro gocnigxenus BJT-778-301, Bepcis 6 Big 21 cepriHs 2026 poky,
aHTJIificbkol0 MOBOMO; IHdopMarljifiHuii McToK ydyacHuKa/PopmMa 3rofiv, OCHOBHe [JOC/IiKEeHHs,
Bepcisg 5.0 Bim 10 BepecHsi 2026 poky, Ans YKpaiHM, Ha OCHOBi ry06anbHOI MakcTep-Bepcil
Indopmaritinoro sucrtka yuacHuka/®Popmu 3rogu, Bepcis 6 Big 27 cepnHs 2026 poky,
aHTJIiIICHKOI0 Ta YKPaiHCHbKOK MOBaMU

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

Ne 854 Big 22.05.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«['nobanbHe, paHzOMi30BaHe, BifKpUTe, OaraToleHTPOBe AOC/i/KeHHs dasu 2b/3, 1m0 orijiHoe
BJT-778 y nopiBHsHHI i3 BiJK/Ia/|leHOK Tepariie€r /i JiKyBaHHS XPOHIUHOro renatuty [lenbra
(AZURE-1)», BJT-778-301, Bepcis 5 Big 30 kBiTHs 2026 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

bmomkeli TepanstoTikc, IHK., CIIIA / Bluejay Therapeutics, Inc., USA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa gociignvka Zilovertamab Vedotin/3unosepramab Begotun (MK-2140), Buganas 12 Bif
18 cepriHsi 2026 poKy, aHT/TiMCHKOIO MOBOI; YKpaiHa, MK-2140-003, Indopmaiiisi Ta JOKyMeHT
ripo iHdbopMoBaHy 3roay AJs natjienta, Bepcist 03 Bizg 09 BepecHs 2026., yKpaiHCbKOI0 MOBOIO

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

Ne 1598 Big 17.09.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«baraTolieHTpOBe, BiJIKpUTe, paHOMi30BaHe, 3 AKTUBHUM KOHTpOJIEM [OC/i/pkeHHs 2/3 da3u
sunoBepramaby BegotuHy (MK-2140) y kom6iHallii i3 cTaHZAPTHUM JTiKyBaHHSIM y TIAI[iEHTIB 3
peLyArBYIOUOI0 abo pedpakTepHOo0 Aubdy3HOW B-BenMKokmiTHHHOK diMdomoro (waveLINE-
003)», MK-2140-003, 3 iHkopriopoBaHo0 niorpaBkoto 09 Biz 18 uepBHsi 2026 poky

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 17

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

OHoBneHUI MPOTOKOJ KiiHiuHOro mochigkeHHs D9481C00001, Bepcis 9.0 Big 30 uepBHs
2026 poKy aHr/iicbKOI0 MOBOI; 3MiHa Ha3BU KJ/iHiuHOro BUIpoOyBaHHS 3 «Bigkpute
JOCTiKeHHsT i1 oLiHKK Oe3reuyHocti Ta edekrtuBHocti LIIIH y miTeit 3 rimepkamieMieto» Ha
«Bigkpure mociipkeHHs A/ OL[iHKA Oe3meuHOCTi Ta e(eKTUBHOCTI LIMK/IOCWIIKATy LIUPKOHII0
Hatpito (LILIH) y giteit 3 rinmepkaniemieto»; KapTka maijieHTa AUTSYOTO BiKy 3 KOHTAKTHOMO
iHndopmatiieto, Bepcis 3.0 Big 18 ceprias 2026 p. aHrnilicbkoro MoBoro; KapTka narjieHTa JUTsSuoro
BiKYy 3 KOHTaKTHOIO iHpopMaliieto, Bepcis 3.0 Big 18 ceprinsi 2026 p. ykpaiHcbkor MoBOr0; KapTka
maifieHTa [JUTSYOro BiKy 3 KOHTAakTHOIO iHQopmaiiieto, Bepcis 3.0 Big 18 cepmus 2026 p.
pociiiceKor MoBow; JIUCT 0 TefiaTpa, Bepcis 6.0 Big 25 cepriaa 2026 p. aHr/iCbKOIO MOBOIO;
Jluct o mepiaTtpa, Bepcisi 6.0 Big 25 cepnHsi 2026 p. aHrilcbKow MOBORO; [lepeknazseHo Ha
YKpaiHCbKY MOBY [/l YKpaiHU 10 BepecHst 2026 p.; OHoBeHa [Hdopmariis npo
JocnimkenHs: Ta @opma 3rosu Ans 6aTbKiB, oKanbHa Bepcisi Homep 13.0. [laTa nokanbHOI Bepcii
07 cepriasi 2026 p. aHI/IIKNCHKOK MOBOIO 151 YKpaiHu; OHoBsieHa [Hdopmaliisi 1po Joc/iiyKeHHs
ta ®opma 3roau Ay OaTbKiB, JoKanbHa Bepcis Homep 13.0. [lata sokanbHOi Bepcii 07 ceprHs
2026 p. aHriMCbKOIO MOBO AJis1 YKpaiHu. [lepekiajieHO Ha yKpaiHCbKY MOBY A/si YKpaiHu 17
cepriHs 2026 p.; OHoBeHa THdbopmatiis ripo gocsimpkeHHs Ta @opma 3rou A/s 6aThKiB, T0Ka/IbHa
Bepcist HoMmep 13.0. [aTa nokanbHOI Bepcii 07 cepmHsi 2026 p. aHTJIiICBKOI0 MOBOIO [/ YKpalHH.
[Tepek/iafieHo Ha pOCificbKy MOBY /st YKpainu 17 cepriHsi 2026 p.; OHoBnieHa [HdopMariisi ripo
JIOCJIi/DKeHHsI B TeliaTpuyHii nony/suii 1 dopma 3roau s yyacHukKiB 6-10 pokiB, J0KaabHa
Bepcis HoMmep 6.0. [laTa j10KanbHOI Bepcil 07 cepnias 2026 p. aHI/IiHCHKOI0 MOBOIO
J71s1 Ykpainy; OHoBnieHa [HopMaliisi mpo foc/ipkeHHs B NefjiaTpUuHii nonynsuii i dopma 3roau
[ yuacHUKIB 6-10 pokiB, yiokanbHa Bepcist Homep 6.0. [lata nokansHOI Bepcii 07 ceprns 2026 p.
aHTJIiICBbKOI MOBOIO 7151 YKpaiHu; [lepeknasieHo Ha yKpailHCbKY MOBY [/s1 YKpaiHu 17 cepriHsi
2026 p.; OHosneHa IHdopMallis Mpo AoCTiAKeHHsS B MeiaTpuuHiit nonysiii # dopma 3roau Ass
y4acHUKIB 6-10 pokiB, sokanbHa Bepcis HoMep 6.0. [ata sokaneHOI Bepcii 07 cepnns 2026 p.
aHTJIIKCbKOK MOBOIO 151 YKpainu; [lepekiazieHo Ha




2 MPOJOBXKeHHs AojaTka 17

pociticekky MoBYy s YKpainu 17 cepriasa 2026 p.; OHoBneHa [HdopMallisi mpo AoC/TiyKeHHST B
nefiiaTpyuyuHii nonysnsauii 1 dopma 3rou A/ ydyacHUKiB BikoMm 10-12 pokiB, /ioKanbHa BepCis
Homep 6.0. Zlata nokanbHOi Bepcii 07 cepmHsi 2026 p. aHIVIIKMCBKOWO MOBOK /i1 YKpaiHU;
Onosnena IHdopMalis mpo pochifkeHHs B mefiaTpuuHiii nomyssuii ¥ dopma 3rogu s
YYaCHHUKIB BiKOM 10-12 pokis, nokanbHa Bepcis HoMmep 6.0. [laTta ysiokanbHOI Bepcii 07
cepriHs 2026 p. aHIMilCbKOIO MOBOK /s YKpaiHu; IlepeksafeHO Ha yKpaiHCbKY MOBY JJist
Yxpaiau 17 ceprnns 2026 p.; OHoBneHa IHdopmatliist TIpo JocC/TipKeHHs B TefiaTpUUHIM TTOMyIsiii
11 dopma 3roiu JJisl yUYaCHUKIB BiKOM 10-12 pokiB, /sioKasbHa Bepcist Homep 6.0. laTta
nokanbHOi Bepcii 07 ceprnHs 2026 p. aHrmiMicbKoro MOBOW A5 YKpainu; [lepeksiajieHo Ha
pocilicbky MoBY Ans YKpainu 17 cepriHsi 2026 p.; OHoBneHa IHdopMallis npo JoC/iZyKeHHSI B
nefiaTpuuHiv monyssitii ¥ dopma 3roAu /i HEMOBHOJIITHIX yYacHUWKIB Bikom 12-14 pokiB,
JoKasibHa Bepcist HoMep 7.0. [Jata nokaabHOI Bepcii 07 cepriHs 2026 p. aHTiMCBKOIO
MOBOIO 51 YKpainu; OnHossieHa IHdopmaliisi mpo AociifkeHHs B mefiaTpUuHiii momnynsiii i
@dopmMa 3roiu /11 HEIOBHOJIITHIX YUaCHHUKIB BikoM 12-14 pokiB, JioKaabHa Bepcist Homep 7.0. [lata
nokanbHOi Bepcii 07 ceprnHs 2026 p. aHrmiMicbKor0 MOBOKW A5 YKpainu; [lepeksiajeHo Ha
yKpaiHCbKy MOBY A/si YKpainu 17 cepriHs 2026 p.; OHoBneHa IHdopmallis Tpo JoC/i/pKeHHST B
nefiaTpuuHiv monyssitii ¥ dopma 3roAu A/ HEMOBHOJIITHIX yYacHUWKIB Bikom 12-14 pokiB,
JI0Ka/ibHa Bepcist HoMep 7.0. laTa siokanbHOI Bepcii 07 ceprnHs 2026 p. aHTTiMCHKOIO
MOBOM0 A1 YKpainu; IlepeknazieHo Ha pOCiCbKY MOBY A/l YKpaiHu 17 cepnHs
2026 p.; OHoBneHa [HdopMallis Mpo AOCHifKeHHs B MefjiaTpUuHil nony/suii i dopma 3roau Asst
HEIIOBHOJIITHIX yyaCcHUKIB BiKoM 14-17 pokiB, sioKa/ibHa Bepcisg HoMep 7.0. [laTa jioKaabHOI Bepcii
07 ceprius 2026 p. aHT/1iiCbKOIO MOBOIO /1711 YKpaiHu; OHoB/eHa [Hdopmatliisi po AocaipKeHHs B
nefiaTpyUuHiv nomnyasuii 1 dopma 3rofu /s HEMOBHOJIITHIX YUaCHUKIB BiKOM 14-17
POKiB, oKanbHa Bepcisi Homep 7.0. [1aTa nokanbHOI Bepcii 07 cepriasg 2026 p. aHI/TiMCbKOIO MOBOIO
I YKpainy; IlepekiazfieHo Ha yKpalHCBKY MOBY i1 YKpaiHu 17 cepriHa 2026 p.; OHoBiieHa
[Hdopmatiisi Ipo Joc/ifykeHHs1 B mefiaTpuuHili momy/snii ¥ ®opma 3rofu sl HEMOBHOJITHIX
y4acHUKIB BIKOM 14-17 pokiB, j0KasbHa Bepciss HoMep 7.0. [lata siokaneHOI Bepcii 07 cepriHs
2026 p. aHr/iicbkor MOBOIO /s Ykpainu; [lepeknafieHO Ha pOCiMCBKY MOBY [Jis YKpaiHU
17 ceprius 2026 p.




3 MPOJOBXKeHHs AojaTka 17

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

Ne 1804 Big 15.08.2019

Ha3Ba k/iHiuHOTO BUTIPOOYBaHHS,
KO/}, BepCisi Ta fara

«Bigkpure pmocnmipkeHHs 1 OWiHKM  Oe3meuHocTi Ta edektuBHOCcTi LIH y miteir 3
rinepkaniemiero», D9481C00001, Bepcis 8.0 Big 14 nmucromnaga 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

Actpa3eneka AB, IlIBewis

HauanbHuk ®apManeBTHYHOT0 ypaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITIPI3BULLE)



Honatok 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

3pa3Ku MapKyBaHHsS JOCTiPKyBaHOTO JiiKapcbkoro 3acoby Frexalimab 1200 mr/8 mn po3umHy
(150 mr/mm) abo miaue6o, po3unH Ayisi iHQY3ili, BHYTPIlIHS yrakoBKa, Bepcis 2.0 Bix 29 KBiTHs
2026 poky (YKpaiHCbKOIO MOBO0); 3pa3KM MapKyBaHHS [IOCJIiZ)KyBaHOTO JIiIKAapCHKOTO 3aco0y
Frexalimab 1200 mr/8 ma po3suuny (150 mr/mi) abo matie6o, po3uuH AJisi iHQy3iii, 30BHiLIHS
ynakoBka, Bepcis 2.0 Bix 29 kBiTHs 2026 poky (yKpaiHCbKOIO MOBOIO); 3pa3ku MapKyBaHHS
JocmimKyBaHoro jikapcekoro 3aco6y Frexalimab 1200 mr/8 ma po3uuny (150 Mr/mi), po3uuH st
iHdys3iii, BHyTpilIHA yrnakoBka, Bepcis 3.0 Big 05 TpaBHsi 2026 poky (yKpalHCHKOIO MOBOIO);
3pa3Ku MapKyBaHHs J0C/TiPKyBaHOT0 JTikapchbKoro 3acoby Frexalimab 1200 mr/8 ma po3uuny (150
Mr/mi), po3udH s iHQy3il, 30BHilHS yrakoBka, Bepcis 2.0 Big 05 TpaBHs 2026 poky
(YkpaiHcbKorO MOBOIO); IH(opMmarjisi a5 naijiedta Ta ¢popma indpopmoBaHoi 3rogu, SAR441344-
EFC17504-FREVIVA, Bepcias No5 Big 22 wuepeHa 2026 poky (Ha ocaosi OCHOBHOI
IHOOPMALIII ITPO JOCJ/IIKEHHSA TA ®OPMU IHOOPMOBAHOI 3I'O/IM Bepcii 6 Big 22
TpaBHs 2026 p.), YKpaiHCBbKOWO Ta pOCIHCbKOWO MoBamu; Marepianu [/s TMalli€HTIB:
[HdopmariitiHuii ucT «JIucT-nojsiKa HalMM yJyaCHUKaM K/IIHIYHOTO JOC/IiIKeHHS
FREVIVA», Bepcis 1 Big 27 moToro 2026 poKy, yKpaiHCbKOIO Ta POCiMCHKOIO
MoBamH; JlofaHHS [0JaTKOBOI (pOpMH IOC/iZPKYBAaHOTO JiKapchKoro 3acoby ®pekcasnimab -
po3uvH Aas iHdy3iid; lofaHHS [0[aTKOBOrO WIISXY BBeJEHHS JOC/i[KyBaHOTO JiKapCbKOTro
3aco0y ®pekcaniMabd — miJIiKipHe BBeIeHHS

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

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

Ha3Ba k/iHiuHOr0 BUNPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe To/BiliHe cJtinie JOC/ipKeHHsT Ga3u 3 A1 TOpiBHSAHHS e)eKTUBHOCTI Ta Oe3reKku
¢dpekcanimaby (SAR441344) 3 nauebo y AOPOCIUX YYACHUKIB 3 HepeLUMBYIOUMM BTOPHUHHO-
MPOrpecyrounM po3cisiHuM ckinepo3om», EFC17504, 3 nomnpaBkoro 06, Bepcis 1 Bixg 08 ceprnHs
2025 poky




2 MPOJOBXKeHHs fojaTka 18

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

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

Hauvanbauk ®apmaiieBTHYHOr0 yrpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Martepianu ass yuacHuKiB gociaimkeHHsi: Medidata «Actpa3eHeka» [AstraZeneca] D3466C00003
KopoTkuii JOBiJKOBUM MOCIOHWK /jIi yuyaCHMKA / OCOOM, IO 37iMCHIOE JOTVIsAZ 3a YYaCHUKOM,
Bepciga 1.0 Big 26 cepnHsi 2026 poky (ykpaiHCBKOO MOBOK); D3466C00003 CxkpiHmoTu
3actocyHKy myMedidata App IloseHHUK 3acTOCyBaHHS AOC/Ti)KyBaHOTO rperapary, Bepcis 1.0
Bifz, 11 cepnHs 2026 poky (ykpaiHCbKOH MOBOW); D3466C00003 CkpiHimota BebBepcii
myMedidata IIlogeHHMK 3acToCyBaHHsI [JOC/i/)KyBaHOro mpernaparty, Bepcis 1.0 Big 11 ceprHs
2026 poky (yKpaiHCbKOK MOBOIO)

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

Ne 1467 Big 02.10.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«baraTolieHTpOBe, paHZiOMi30BaHe, BiKpuTe AocmimKeHHs (a3u [ As oiHku (hapMaKOKiHeTUKH,
dapMakosvHamiku Ta  Oe3meuHocTi  aHidbponymaby Tpu  MWoro  miAmkipHomy  abo
BHYTPIIIIHLOBEHHOMY BBeJ/IeHHI yyaCHHUKaM i3 CUCTeMHUM 4YepBOHUM BoBuakoM», D3466C00003,
Bepcis 1.0 Big 27 kBiTHS 2026 poky

3asBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden (Actpa3eHeka Ab, IlIBerris)

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
16.10.2026 Ne 1597

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignvka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xnopupa), Kcanomesnin
(BMS-986519), Tpocniro xnopuzg (BMS-986520), Bepcist 14 Big 04 ceprias 2026 p., aHI/1iMCbKOIO
MoBoro; opatok 01 Bpomypu HocnigHvka Big 03 BepecHs 2026p., mo Bpomypu gociigHuvka:
KarXT, BMS-986510 (Kcanomenin + Tpocnito xnopuj), Kcanomenin (BMS-986519), Tpocnito
xyopug, (BMS-986520), Bepcis 14 Bim 04 cepnHsa 2026 poKy, aHIVIIMCBKOIO MOBOIO;
CNO012-0036_Iudopmariis s narjieHTa Ta ¢dopMa iHbopMoBaHoi 3roau, YKpaiHa, Bepcis 2.0 Bif
04 Bepecus 2026 p., yKpaiHCbKOIO MOBOIO; 3HIMOK ekpaHy: IToCiOHMK 3i CTpyKTypOBaHOTO
iHTepB’t0 3a wWKajnow fHra pana ouiHKA Madil, Bepcig 2.0 Big 26 cepriHa 2026p.
[BMS246668_CN012-0036_0037_0038_YMRS - Since Last
Evaluation_Rater_Station_Screenshots_Ukrainian (Ukraine)_v2.0_26_Aug_2026], ykpaiHCbKOIO
MOBOI0; 3HIMOK ekpaHy: ITociOHMK 3i CTPYKTypOBaHOrO iHTEpB’I0 3a IIKa/oK SIHra /sl OLiHKU
MaHii, Bepcis 2.0 Big 26 cepriaa 2026p. [BMS246668_CN012---0036_0037_0038_YMRS — Past
Week_Rater_Station_Screenshots_  Ukrainian (Ukraine)_v2.0_26_Aug 2026], yKpaiHCbKOIO
MOBOIO

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

Ne 867 Big 25.06.2026

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, 10/BiMiHe cJiime, T/1arieb60-KOHTPOJIbOBaHe [OC/i/KeHHS (a3u 3 i OL[iHKH
edekTuBHOCTI Ta Oe3meuHocTi 3actocyBaHHs mnpernapaTy KarXT y sikyBaHHI MaHiakaabHHX
eri3ofiB nipu 6inmossipHomy po3snazi I Tuy (BALSAM-1)», CN012-0036, rorpaBka 0 IPOTOKOJTY
02 Bif 06 yiucromnazga 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YKpaiHa»

CnoHcop, KpaiHa

ToBapuCTBO 3 HeOOMEXXeHO0 BifmoBifanpHicTIO bpicTon-Matiepc CkBio6 Cepsices, Ipsanzis

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



