HopaTok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[,0POB’ sl
Ykpainu «I1po npoBeseHHs K/IiHIYHOTO
BUITPOOYBaHHS J1iKapChKOTo 3aco0y Ta
3aTBep/PKeHHS CyTTEBUX MOIMPaBOK»
28.10.2026 Ne 1649

Ha3Ba k/tiHiuHOTO BUMPOOYBaHHS,
KO[J|, BepCid Ta fara

«BaraTouieHTpoBe BigKpuTe AochimkeHHS (a3u 1/2 3i 30i7blIeHHSM 03U Ta 3aCTOCYBaHHSIM
rperiapaTty y paHillle BCTaHOBJIEHiM [03i B PO3IMIMPEHHX KOTOpTaxX JJis OL{iHKK 0e3reuHoCTi,
(hapMakokiHeTHKH, (papMakoJWHaMiKKA Ta TPOTHUITYXJIMHHOI akTUBHOCTI mperapaty CR-001 y
JOPOC/TX YUACHHKIB i3 MiCLIeBOTIOIIMPeHUMH ab0 MeTaCTaTUYHHUMHU COJTITHUMHU Ty X/TMHAMU», KOJ,
pocaimpkenass CR-001-101, Bepcis 1.0, [TonpaBka 2, Big 10 cepriHs 2026 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», Ykpaina

CnoHcop, KpaiHa

Kpecent biodapma, IHK., CIIIA [Crescent Biopharma, Inc., USA]

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB JylikapcbKa hopma,
JI03yBaHHSI, BUPOOHUK, KpaiHa

CR-001 (Anti-PD-1/VEGF bsAb) (CR-001; WBP2818-A); po3uun ans iHdy3iii, 300 mr/dnakoH;
50 mr/mn; WuXi Biologics (Suzhou) Co., Ltd., China; WuXi Biologics (Shanghai) Co., Ltd., China;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services GmbH, Germany; Fisher
Clinical Services UK Ltd., United Kingdom; Fisher Clinical Services GmbH, Germany

Bignosigansnuii (i) gocaigHuk (1)
Ta MicLe (1) NpoBeJieHHs
BUTIPOOYBaHHS B YKpaiHi;
Bi/ITIOBiTa/TbHa 0coba
6ioaHasiTuHOI 1aboparopii Ta
GioaHasiTuHa y1labopaTopist B
YKpaiHi

1) nikap JJopoHina M.B.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Bigzain KaiHiuHUX JocaipKeHb MeIUuHOro eHTpy, M. Kuis

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

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCITJIOPATOPI
ME/JICIH», BiffineHHs HOBITHIX TeXHOIOTiM MeauuHOro LieHTpy, M. IBaHO-PpaHKIBCbK

[TpemnapaTy MOPiBHSHHS, BUPOOHUK
Ta KpaiHa




TPOJOBXKEeHHA fojaTka 1

HonomikHi ylikapceKi 3acobw,
BUPOOHUK Ta KpaiHa //iKapchKi
3acobu CymyTHBOI Tepartii, BAPOOHUK
Ta KpaiHa / pO3UMHHUKU, BUPOOHUK
Ta KpaiHa / CynyTHi Marepianu /
ropuanuHa abo ¢isruHa ocoba, sika
Jli€ 3a OBIPEHICTIO, Ky Ha/laB
crioHcop abo 3asiBHUK Ha BBe3eHHSsI
JOCIIpKYyBaHUX, JOTIOMDKHUX
MKapchKUX 3aco0iB, iKapChKUX
3acobiB CymyTHBOI Tepartii,
PO3UYMHHUKIB Ta CyMyTHIX
MarepiasiB

HauanbHuk ®@apMalreBTUYHOr0 yIIPaB/lIiHHA

Onekcangp I'PINHEHKO

(Bnacke im’st [TPI3BULIE)




HopnaTtok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpotirypa gocsigHuka ro rpenapaty Jdypeanymad (MEDI4736), Bepcis 22 Big 05 cepriast 2026 poky
aHIJIIMCBKOK MOBOM; I1posoBKeHHsT TpHUBAaIOCTI JOC/I/PKeHHS B CBITI Ta B YKpaiHi 3 31 rpygHa
2026 poky gmo 31 rpyans 2027 poky

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1388 Big 08.11.2017

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanzmomiszoBane, Bigkpute, OaratoueHTpoBe gocmimpkeHHs I ¢a3u  dypBamymaby Ta
TpemeniMmymaOy B sSIKOCTi Tiepiiioi /iHii JiKyBaHHS TAI[i€HTIB 3 TMOIIMPEHUM TeIaToLe/o/IIPHUM
pakoMm (HIMALAYA)», D419CC00002, Bepcis 9.0 Big 24 kBiTHs 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoBnenuii [IpoTtokon kiiHiuHoro pocaigxkeHHs DSP-5336-103, IlonpaBka 2 Bix 27 ceprHsi
2026 poky, aHrilcbKo0 MOBOIO; bporirypa gociianvka ans DSP-5336 (EH30OMEHIB), Buganns Ne
9.0 Bix 31 cepmHsi 2026 poKy, aHr/ilCbKOK MOBORO; IH(opMalis A mnaijieHta i Popma
iH(opMOBaHoO{ 3roiv Ha yuacTh Y HAYKOBOMY KJIiHIUHOMY ZI0C/Ti/PKeHHi, 17151 YKpaiHy, Bepcis 2.0 Bif
25 BepecHsi 2026 poky, Ha OCHOBI MaticTep-Bepcii @opmu iHhopmoBaHoi 3roau, Bepcis 4.0 Big 15
BepecHs1 2026 poKy, aHI/IMCBbKOIO Ta yKpaiHCbKOI MOBamH; lneHTHikalliiHa KapTKa yyacHHKa
JocuiykeHHs, Bepcis 2.0 Big 29 BepecHst 2026 poky, aHI/TiMCBKOIO Ta YKpaiHCbKOK MOBaMU

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 772 Big 10.06.2026

HasBa kiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«Bigkpure gocnimkenHsi ¢a3u 1, 1m0 CK/Iafa€eTbcs 3 3 YAaCTHH, 3 METOH OL[iHKM TOTeHLiMHUX
B3aeMozii mpemnapary En3omeni6 (DSP-5336) 3 iHmmMu aiKapchbKUMU 3acobaMu i BU3HAUeHHS
BIVIMBY MOPYIIeHHS (YHKLiI TMeuiHKu cepefHbOr0 CTYyTeHsI TS)KKOCTI Ha (hapMaKOKiHeTHKY,
Oe3meuHicTh i TIepeHOCUMICTh TiperiapaTy EH30MeHiO y AOpPOCIMX MAlliEHTiB 3 OHKOJOTiUHUMH
3aXBOPIHOBAHHSIMM Mi3HiX cTafiii», DSP-5336-103, Bepcis Big 25 nvctomnazaa 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YKpaiHa

CnoHcop, KpaiHa

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

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bpomypa pocnigauka GL-2045, Bepcis 5.0, BepeceHb 2026 poKy, aHI/TiMICbKOIO MOBOO

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1027 Big 29.07.2026

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«JlocmipKeHHS 3 TTIOUaTKOBOI OLiHKY Oe3meuHocTi Ta edekTuBHOCTI riperapaty GL-2045 mpwu #oro
OaraTopa3oBOMY 3aCTOCYBaHHi y BWIJISAI TMiJIIKIDHUX iH’€KIi y TaIjieHTiB 3 iMyHHOIO
TPOMOOLMTOIIEHI€I0 B TIOC/IiIOBHUX TPyMax 3 BUKOPHCTaHHSM afIaliTUBHOI CXeMH J03yBaHHSI»,
GL-2045-03, nompaBka 2, I'mo6asbHa Bepcis, Bif 02 mrotoro 2026 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

I'nikuik Iuk., CIIIA/Gliknik Inc., USA

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HJopaTok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3anyyeHHsi 10IaTKOBUX MiCLlb ITPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHSI:

No [1.I.b. BiAgmoOBiaIbLHOrO AOC/IIIHUKA

n/n Ha3Ba Miclist TpoBe/ieHHs KTiHIYHOTO BUTIPOOYBaHHS

1. | nixap bosnrapceka C.B.
ToBapucTBO 3 00MeKeHOIO BiAmOBifanbHiCTIO «MeguuHuii  1jeHTp «[1o6po0byT-
[MonikniHiKa», /iKyBalbHO-/iaTHOCTUUHUNA TIeHTp «/JoOpoOyT», TIeHTp KIiHIYHUX
JociimKeHb, M. KuiB

2. | nikap byraiuyk O.B.
[IpuBaTHe Masie MiANPUEMCTBO, MeAUUHUIN LeHTp «llyabc», TeparneBTUYHE BifAieHHS,
M. BiHanns

3. | nikap IBacekiBa K.IO.
TOBAPUCTBO 3 OEMEXEHOIO BIATIOBIZAJIBHICTIO « MEJ®IJI», m. Kuis

4. | nikap Kipeesa I.JI.
KomyHanbHe HeKomepLiiliHe miAnpruemMcTBO «LleHTpanbHa MicbKa K/iHiuHa jikapHs IBaHo-
@PpaHKIBCBKOI MiCBKOI pasi», TeparieBTUYHE BifziseHHsT Nel, M. IBaHO-®paHKIBCBK

5. | nikap OctpoBceka T.1.
ToBapuctBo 3 obMexxeHO BignosiganbHicTio «HEWPOME/l», MeauuHuii 1ieHTp
«HEVPOME/I», nikyBa/nbHO-TIpOdiIaKTHUHKI Mipo3zin, M. Ykropo

6. | A.M.H., ipod. Ceprienko O.0.

YHiBepcuTeTCbKa JIiKapHsSI [|ep>)KaBHOTO HEKOMepILiiHOro ToBapucTBa «JIbBiBCHKUN
Hal|iOHA/IbHUM MeJINYHUM yHiBepcuTeT iMeHi [lanuna I'aauipKoro», KiiHika BHYTPILIHIX
XBOp0O, TepameBTHUHE BiAjiseHHS Kammycy iMeHi Map’sHa IlaHumiiiiHa, [lepkaBHe
HeKOMepLliliHe TOBAapUCTBO «JIbBIBCbKMM HalliOHAJbHUKA MeJUYHUN YHIBEPCUTET iMeHi
Hanuna I'amuipKoro», Kadeapa eHJoKprUHOJIOTil, M. JIbBiB
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7. | A.M.H., ipod. IleBuyk C.B.

«YHIiBepCUTETCbKA KIIiHIKa» BIHHULBKOrO HaliOHAJIbLHOTO MEJUYHOr0 YHIBEpCUTETY
iMm. ML.I. TInuporoga (J1ikyBa/bHO-HaBYa/IbHO-HAYKOBUI LIeHTp), TeparieBTUUHe Bifl/li/IeHHs
Ne2, BiHHMIIbKWM HalliOHa/IbHUM MeguuHuM yHiBepcuTeT iM. M.I. Tluporoea, kKadezpa

BHYTPIlIHbOI MeguLIMHUA Ne2, M. BiHHULIA

Howmep Ta gata Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBAHHS

Ne 1534 Biz 09.10.2026

Ha3Ba kiHiuHOrO BUMPOOYBaHHS,
KO/, BepCis Ta fara

«PangomizoBaHe, no/BiliHe ciirne pocrigkeHHs a3y Il y napanenbHuX rpynax 3 METOO OLIIHKU
edeKTUBHOCTI, Oe3reKy Ta TIepeHOCHMOCTi eJIeKOTJIIMPOHY K MOHOTeparii abo B KoMOiHariii 3
JanarJiihI03MHOM TIOpPiBHSAHO 3 TUlalebo y [OpOC/IMX TMAlli€HTIB i3 IyKPOBUM [iabeToM 2 THITY
(Eluminate-1)», D7261C00002, Bepcist 1.0 Bix 13 6epe3nst 2026 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

HauvanbHuk ®apmaieBTHUHOr0 ynpaB/iHHSA Onekcangp I'PINHEHKO

(migrmc) (Bnacse im’st TTPI3BUIIE)



HJopaTtok 6

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnopsieHu# NPOTOKO/ KiiHiuHOro BumnpoOyBanHsa CT-P51 3.1, Bepcis 4.0 Big 24 nurHsa 2026 p.;
Bbpoiypa gocnignvka CT-P51 [Pembrolizumab] Bepcis 4.1 Big 09 yepBHs 2026 p., aHT/iliCEKOIO
MoBoto; CT-P51 3.1_Indopmatiist 1715 ratiieHTa Ta opma iHpopMOBaHOI 3rou /151 YKpaiHu, Bepcis
5.1.0 Big 07 cepmnsi 2026 p., ykpaiHcbKoro MoBoto; CT-P51 3.1_ Indopmariis s1s natjienta ta popma
indbopmoBaHOi 3rosu Ha HeoOOB’s3KOBHWM aHasi3 GioMapkepiB, Ayt YKpainu, Bepcis 3.1.0 Bix
10 cepnnst 2026 p., ykpaiHcbkoro MoBor; CT-P51 3.1_ Indopmariisi 111040 BariTHOCTI Ta BariTHOI
rnapTHepku Ta ¢opma iHpopMoBaHOi 3rogu _aas Ykpainu, Bepcig 2.1.0 Big 06 ceprias 2026 p.,
yKpaiHCBKOI MOBOIO; Jlocke mocmimpKyBaHOro mikapcbkoro 3acoby CT-P51 [Pembrolizumab],
Bepcis 6.0 Big 09 yepBHs 2026 p.; [Tog0B)KeHHS TepMiHY NTPUAATHOCTI AOC/III)KYBAaHOT O JIIKAPCHKOT O
3acoby CT-P51 3 24 wicsaniB go 36 wmicsarmiB; 3miHa Ha3BU Micls TIPOBeEHHSI K/TiHIYHOTO
BUTIPOOYBaHHS:

«HauioHanbHUM IHCTUTYT paky», BiAZineHHS
K/IiHIYHOI OHKOuIOril Ne 2 HayKOBO-K/IIHIYHOIO

Biffiny  K/IIHIYHOI ~ OHKOJIOTIl  KJIiHIKM
OHKOreMaToJIorili Ta K/IiHIUHOI OHKOJIOTIi,
M. KuiB

BYJIO CTAJIO
sikap Yepuenko K./I. nikap Yepuenko K./I.
[epxaBHe  HeKOMepLliliHe  MiANPUEMCTBO | [lep)kaBHe  HeKOMepLiiiHe  MiJIIPUEMCTBO

«HaujioHanbHulM IHCTUTYT paky», BiAZineHHS
KJIiHIYHOI OHKOJIOTil K/IiHIKM OHKOreMaTOJIOTil
Ta KJIiHiYHOI oHKoJIorii, M. KuiB

Howmep Ta gara Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 2147 Bip 25.12.2024

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«[lopBiliHe ciinie, paHJOMi30BaHe, KOHTPO/IbOBaHe aKTUBHUM TIperiapaToM AoC/ifkeHHs da3u 3,
sIKe TIPOBO/ISAITD Y Tapasie/lbHUX I'PyTiax /sl TOPiBHSIHHS e(eKTUBHOCTI Ta 6e3MeuHOoCTi mperaparis
CT-P51 ta Kitpyza B kom6iHarjii 3 XimioTepari€ro mpernapaTtamyd TJIaTUHH i TIEMETPEKCeOM Y
TMAaIfieHTiB i3 MeTaCTaTUYHUM HETJIOCKOK/TITHHHUM HeZIpiOHOK/TITHHHHUM PaKOM JIeTeHb, sKi paHilie
He oTpuMyBasit JiikyBaHHs», CT-P51 3.1, Bepcis 3.0 Big 30 ciunsg 2026 p.
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3asgBHUK, KpaiHa TOB «Cineoc Xesc YkpaiHa»
CrioHcop, KpaiHa CEJUITPIOH Iuk., Pecniybiika Kopes [Celltrion, Inc., Republic of Korea]
HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Onexkcangp I'PINEHKO

(mignuc) (Bnacne im’st TIPI3BULLIE)



HopaTtok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnHoB/leHUH TPOTOKON  KiiHiuHOro BumnpoOyBaHHs  (migmocmimkenus) MK-3475-01J, 3
iHkopriopoBaHoro nomnpasBkor 01 Big 13 smnHa 2026 poky, aHIIIMCBKOK MOBOR; bBpomrypa
nmocmiganka MK-2870/SKB264 (Caruty3ymab TupymoTtekaH), Buganas 8 Big 30 ciunsa 2026 poky,
aHTJIICHKOI0 MOBOIO; Jloche AoCiKyBaHOro JsiikapceKoro 3acody MK-2870, Bepcis 08XMH9 iz
28 ceprHst 2025 poKYy, aHIVIIMCBKOIO MOBOIO; 3aayuyeHHsS AOCTiIKyBaHOTO JIiIKApCHLKOTO 3aco0y
MK-2870/SKB264 (sac-TMT Canury3ymab TtupymoTekaH), 160 mr ta 200 ™Mr, TOpOIIOK
miodimizoBaHui AT BHYTPIlIHbOBeHHUX iH(Y3il/(iakoH; 3amyyeHHS BUPOOHWUMX [IiJITHOK,
BiJMOBija/ILHUX 3a BUPOOHWIITBO, TIAKyBaHHS, TeCTYBaHHS, MapKyBaHHS [IOC/Ii/I)KyYBaHOTO
sikapceKoro 3acoby MK-2870/SKB264 (sac-TMT Cauury3ymab Tupymortekas), 160 mr ta 200 wr,
TIOPOLIOK J1ioQini3oBaHUM /151 BHYTPilIHbOBeHHUX iHPY3ii/aakon: WuXi XDC Co., Ltd., No.11
Xinhuihuan Road, Xinwu District, Wuxi, Jiangsu, 214028, China; WuXi Biologics (Shanghai) Co.,
Ltd., 31 Yiwei Road, Pilot Free Trade Zone, Shanghai 200131, China; Werthenstein BioPharma
GmbH, Industrie Nord 1, 6105 Schachen, Switzerland; Fisher Clinical Services Inc. 7554 Schantz
Road Allentown, PA 18106 USA; Merck Sharp & Dohme LLC, 770 Sumneytown Pike, West Point,
PA 19486, USA; Almac Clinical Services 25 Fretz Road Souderton, PA 18964, USA; Almac Clinical
Services Limited Seagoe Industrial Estate, 9 Charlestown Road, Craigavon, County Armagh, BT63
5PW, United Kingdom; Fisher Clinical Services GmbH Steinbuhlweg 69 4123 Allschwil,
Switzerland; Fisher Clinical Services UK Limited Langhurstwood Road, Horsham, RH12 4QD,
United Kingdom; Merck Sharp & Dohme LLC 126 East Lincoln Ave, Rahway, NJ 07065, USA;
3anyuyeHHsl [IOTIOMI>KHOTO JTiKapChKOTO 3aco0y (Tperapary ajisi yCyHeHHS HeOakaHUX SIBUIII)
HekcameTa3oH mepopanbHuii po3unH, USP (Dexamethasone Oral Solution, USP), 0.5/5 mr/mn,
50 mr/500 m, omosicKyBau /sl pOTOBOI MTOPOKHUHK/(IakoH; 3anyueHHs] BAPOOHUYMX [(i/ISTHOK,
BiJINOBiZJa/IbHUX 3a BUPOOHULITBO, MaKyBaHHS, TECTYBaHHS, MapKyBaHHS OTIOMiXKHOT'0 JIiIKapCbKOTO
3aco0y, nmikapceKoro 3acoly (Tperapary /s yCyHeHHs Heba)kaHuX siBUILY) [lekcameTa3oH
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niepopanbHui po3urH, USP (Dexamethasone Oral Solution, USP), 0.5/5 mr/mn, 50 mr/500 m,
oroJiicKyBau /i1 poToBol nopokHuHu/(psakoH: Hikma Farmaceutica (Portugal) S.A., Estrada Rio
Da Mo No 8 8 A E 8 B, Fervenca, Terrugem Snt, 2705-906, Portugal; Hikma Pharmaceuticals USA
Inc., 2 Esterbrook Lane, Cherry Hill, New Jersey (NJ) 08003, United States (USA); Thymoorgan
Pharmazie GmbH, Germany, Schiffgraben 23, Vienenburg, Goslar, Lower Saxony, 38690,
Germany; 3arpoBaZipKeHHsI 3pa3KiB MapKyBaHHS JOC/TiPKyBaHOTO JIiKapChKoro 3aco0y: Omnuc 3micty
MapKyBaHHS Jlikapcbkoro 3aco0y MK-2870, mopoiok miodisiizoBanuii st BHYTPIIIHbOBEHHUX
iHgys3ii, 1 ¢aakon, Outer Package, Biz 31 cepniast 2026 p., aHI/1iliCbKOIO Ta YKPaiHCbKOK MOBaMU;
Onmc 3micTy MapkyBaHHsS JiKapchkoro 3aco0y MK-2870, mopomiok miodisiizoBanuid asis
BHYTpilIHbOBeHHUX iH(y3ili, Immediate Container, Big 31 cepnHs 2026 p., aHIJIIHCBKOIO Ta
yKpaiHCbKOIO MoBamu; OrMuC 3MiCTy MapKyBaHHSI JiKapchkoro 3acoby MK-2870, moporiok
nioginizoBaHui /1 BHYTPilIHBOBeHHUX iHPY3iH, 1 dakoH, Outer Package, Bif 01 uepsns 2026 p.,
aHTJIICBKOIO Ta YKpaiHCbKOI0 MoBamu; OIMUC 3MiCTy MapKyBaHHS JiKapchKoro 3acody MK-2870,
MOpOLIOK Jio¢ini3oBaHuil /151 BHYTpillIHbOBeHHUX iH(y3ili, Immediate Container, Big 01 yepBHS
2026 p., aHI/IiCBbKOIO Ta yKpaiHChbKOIO MoBamMH; OMMC 3MiCTy MapKyBaHHS JIiIKapChKOTO 3aco0y
MK-2870 200 mr, nopouiok JiodinizoBaHuid /151 BHYTPillHbOBeHHUX iH(Y3il, 1 dakoH, Outer
Package, Big 25 stotoro 2025 p., aHT/IilCbKOIO Ta YKpaiHCBbKOI MOBaMU; OmnuC 3MiCTy MapKyBaHHSs
nikapcbkoro 3acoby MK-2870 200 mr, moporiok JiogirizoBaHui /1711 BHYTPIllIHEOBEHHUX iH(Y3iH,
Immediate Container, Biz 25 yitotoro 2025 p., aHIVIIKCHKOIO Ta YKpPaiHCbKOI MoBamu; Omuc 3MicTy
MapKyBaHHs Jjikapcbkoro 3acoby MK-2870 160 wmr, mnopouiok miodismizoBaHuil  Asst
BHYTpillIHbOBeHHUX iHGY3il, 1 ¢akoH, Outer Package, Big 06 >koBTHs 2025 p., aHI/TiMCBKOIO Ta
yKpaiHCbKOr0 MoBaMu; Omuc 3MicTy MapKyBaHHS JlikapcbKoro 3aco0y MK-2870 160 mr, mopoiok
siodinizoBaHMM A1 BHYTPillIHbOBeHHUX iHGY3il, Immediate Container, Big 06 >xoBTHs 2025 p.,
aHIJIIMCBKOK Ta YKpPalHCBbKOIO MOBaMH; 3arpoBaJpkeHHs 3pasKiB MapKyBaHHS [OIOMDKHOIO
nikapceKoro 3aco0y: Omnuc 3MicTy MapKyBaHHs JlikapcbKoro 3aco0y [lekcamera3oH 0.5 mr B 5 mi,
500 mn1. OnostickyBau AJis1 potoBoi nopoxkHuHH, Outer Package, Biz 12 ceprias 2025 p., aHI/1ilCBKO0
Ta yKpaiHCbKOI MoBamu; Omuc 3MicTy MapKyBaHHS Jlikapcbkoro 3aco0y JlekcametasoH 0.5 Mr B
5 m1, 500 mi1. OnostickyBau Ai/1s1 poToBoi opokHuHH, Outer Package, Big 20 Bepechs 2025 p.,
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aHITiMCBbKOIO Ta yKpaiHChbKOIO MoBamu; YKpaiHa, MK-3475-01J, Indopmariisi Ta JOKyMeHT IIpo
iHopMoBaHy 3rofy AJis naijieHTa, Bepcist 03 Big 27 cepmnsi 2026 p., yKpaiHCbKOIO MOBOIO; YKpaiHa,
MK-3475-01J, Indopmariisi Ta JOKyMeHT po iHhOPMOBaHY 3rofly /i/Is MaljieHTa Ha He0OOB’ I3KOBHUI
obMe)xeHM CKpuHiHT, Bepcis 02 Big 27 cepmHsi 2026 p., YKpaiHCBKOIO MOBOIO; YKpaiHa,
MK-3475-01], Iadopmariiiinuii MMCTOK i AOKyMeHT mpo iHGOpMOBaHy 3rofly Ha MalOyTHE
b6iomeauune mocsimkeHHs, Bepcis 01 Bixm 27 cepmHs 2026 p., yKpailHCHKOI MOBOIO; YKpaiHa,
MK-3475-01J, Indopmalis Ta JOKyMeHT Npo iH(OpMOBaHy 3rofy [/ TallieHTa Ha HaJaHHS
Heo0O0B’s13K0BUX MocayT (KomraHiero «Suvoda»), Bepcist 01 Big 27 ceprnst 2026 p., yKpaiHCHKOIO
MOBOIO; 3ajlyueHHs MarepianiB pya nauieHra: [lekcamerasodn, 0,5 Mr/5 Ml po3uuMH Jjis
nepopasibHOro 3actocyBaHHsi, ®apmakonesi CIIIA (cTepoigHuii omoJlicKyBauy [/si POTOBOI
NOpo>XHMHM). [HCTpyKLil i3 3acTocyBaHHs npenapary, Bepcist 2.0_30 ciuns 2026 p., yKpaiHCBKOO
MOBOMO; Baii mocibHuk 1momo cromatuty_Bepcisi 1_17 >koBTHs 2024 p., YKpaiHCBKOIO MOBOIO;
MK-3475-01J_IIpeameTu A/ yU4aCHUKIB AOCTiIKeHHs_CyMKa Jjs nauieHTa: “9910084164 Study
Carryall Bag - Urban Passage Zippered Tote No Imprint”; MK-3475-01J_IIpeameTu fi/is1 yUaCHUKIB
JOCTi/KeHHs_rpaJlyloBaHUM MipHUI CTaKaHUMK /711 JIKiB i3 pokum ropsiom: “63034932 - Wide
Mouth Graduated Medicine Cup, 1 0z.”

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1659 Biz 03.11.2025

Ha3Ba k/tiHiuHOrO BUMPOOYBaHHS,
KO[|, BepCid Ta fara

«KEYMAKER-UO1 niggocnimkenns 01J: PangomizoBaHe mapacosibkoBe gociigkeHHs 11 da3u 3
I04YeproBUMU IpynaMy [JOCIi)KyBaHUX IIperaparis, /i Iepluoi JIiHil /JiKyBaHHS Y4YaCHUKIB i3
PO3MOBCIO/IKEHUM ab0 MeTacTaTUYHUM HeIIOCKOK/TiTHHHUM HeZpiOHOK/TITHHHHUM PaKOM JieTeHiB
(HOKPJI) 3 myTtauismu KRAS G12C», MK-3475-01J, Bepcisi 00 Big 12 cepriasg 2025 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHOF0 BifmoBigampHiCcTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn esg Joym, CIIIA (Merck Sharp & Dohme LLC), USA

HauanbHuk ®apmaineBTHUHOr0 ynpas/liHHSA Onekcangp 'PINHEHKO

(mmigrmc) (Bnacne im’st TTPI3BULLE)



HopaTtok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bpomypa gocnignuka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xnopup), Kcanomenin
(BMS-986519), Tpocniro xnopug (BMS-986520), Bepcist 14 Bix 04 ceprias 2026 p., aHIVIIKCBKOIO
MoBoro; CN012-0038_Indopmariis aj1s natjieHTa Ta (opma iHpOpMOBaHOI 3ro/id, YKpaiHa, Bepcis
3.0 Big 31 ceprHsi 2026 p., yKpaiHCBKOI MOBOIO; KapTka-iam’sTka y4yacHHKa BHITPOOYBaHHS,
YkpaiHa, Bepcis 1.0 Big 17 numnusa 2026 p., [DOC-712015, Bepcis 4.0], yKpaiHCbKOIO MOBOIO;
[TocibHUK 3i CTPYKTYpOBaHOTO iHTEpB’0 3a ImKasot fHra Ais ouinky madii [YMRS_Structured
Interview Manual_UKR(UKR)_22Jul2026], ykpaiHcbkoro MOBOMO; ITT0CiOHMK 3i CTPYKTypOBaHOTO
iHTepB’10 3a 1miKanoro fura ass ouinku MaHii [YMRS Since Last Evaluation_v1_ukUR_22Jul2026],
YKpaiHCbKOIO MOBOIO; 3HIMOK eKpaHy: [ToCi6HHK 3i CTPYKTypOBaHOTO iHTEpB’10 3a IIKa/iow fIHTa
/st ouiHku Madii, Bepcis 2.0 Bim 26 cepmHs 2026 p. [BMS246668_CN012-0036_0037_
0038_YMRS - Since Last Evaluation_Rater_Station_Screenshots_Ukrainian (Ukraine)_v2.0_
26_Aug_2026], yKpaiHCbKOIO MOBOI0O; 3HIMOK eKpaHy: I10CiOHMK 3i CTPYKTYpOBaHOTO iHTEPB’IO 3a
wKajorw  fAdra ggd ouiHKM @ Madii, Bepcis 2.0 Big 26 cepmua 2026  p.
[BMS246668_CN012---0036_0037_0038_YMRS - Past
Week_Rater_Station_Screenshots_Ukrainian  (Ukraine)_v2.0_ 26_Aug_2026], yKpaiHCbKOIO
MOBOIO; 3HIMOK ekpaHy: Haragysanua npo mkany BAC, Bepcia 1.0 Big 08 tpaBHa 2026 p.
[BMS246668 _CN012-0036_0037_0038 BAC Reminder Rater Station_ Screenshots_Ukrainian
(Ukraine)_v1.0_08_May_2026], yxpaiHCbKOIO MOBOH; 3HIMOK eKpaHy: /[lemorpadiuHuii
onutyBa/ibHUK, Bepcis 1.0 Bigxz 08 TpaBHa 2026 p. [BMS246668_CNO012-0036_
0037_0038_Demographics Questionnaire_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_
08_May_2026], yxkpaiHCbKOIO MOBOI; 3HIMOK eKpaHy: J[JOCTpOKOBe 3aBeplilieHHsSI y4acTi-
BifKMMKaHHA 3road, Bepcis 1.0 Big 08 TtpaBHs 2026 p. [BMS246668_CN012-0036_
0037_0038_REQUIRED - ET - Withdrawn Consent?_Rater_Station_Screenshots_Ukrainian
(Ukraine)_v1.0_08_May_2026], ykpaiHcbkor0 MOBO!0; 3HiMOK ekpany: IIIKAJIA AHOMAJIBHUX
MUMOBIJIBHUX PYXIB (AIMS), Bepcis 1.0 Big 01 munas 2026 p. [BMS246668_CN012-0036/
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0037/0038_AIMS_Rater_Station_Screenshots_Russian(Ukraine)_v1.0_01_Jul_2026],
POCIHCBKOI0 MOBOI; 3HIMOK ekpaHy: HaragysanHs npo 3anoBHeHHs mkanu BAC, Bepcis 1.0 Big 02
JIUIIHA 2026 p. [BMS246668_CN012-0036/0037/0038_BAC Reminder_Rater_
Station_Screenshots_ Russian (Ukraine)_v1.0_02_Jul_2026], pociiicbkoto MOBO0; 3HIMOK eKpaHy:
[Ikana orjinku akatusii bapHca (BARS), Bepcis 1.0 Big 01 sunusa 2026 p. [BMS246668_CN012-
0036/0037/  0038_BARS_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_01_Jul_2026],
POCIHCBKOI0 MOBOIO; 3HIMOK eKpaHy: KopoTKWii ONMUTYBa/JbHUK [i/Is1 OLIIHKM SIKOCTi >KWATTSI TIpU
6imonsipHomy po3nazi (BriefQoL.BD), Bepcisi 1.0 Big 02 sumas 2026 p. [BMS246668_CNO012-
0036/0037/0038_ Brief QOL.BD_Rater_Station_Screenshots_Russian
(Ukraine)_v1.0_02_Jul_2026], pociiicbkoro MOBOIO; 3HIMOK €KpaHy: OIUTYBaJbHHK 3araibHi
K/IiHiuHi BpaykeHHs1 — Oinonsipauii po3nag (CGI-BP) — 3 MomeHTY TiorniepeiHbOI OI[iHKH, Bepcist 1.0
Bifz,. 01 sumHs 2026 p. [BMS246668_CN012-0036/0037/0038_CGI-BP — Since Last
Evaluation_Rater_Station_Screenshots_Russian (Ukraine)_ v1.0_01_Jul_2026], pocilicbkoto
MOBORO; 3HIMOK eKpaHy: ONMUTYBaJbHUK 3arajibHi KTiHiYHI BpaykeHHs1 — binossipanid posnaz (CGI-
BP) — 3a MuHymmii TvxzeHb, Bepcis 1.0 Big 01 aumnHs 2026 p. [BMS246668_CNO012-
0036/0037/0038 _CGI-BP — Past Week_Rater Station_Screenshots_ Russian
(Ukraine)_v1.0_01_Jul_2026], pocitickkoto wmoBow; 3HiMoK ekpaHy: [IKAJIA OLIHKU
TSDKKOCTI CYIUIY KOJIYMBIMCBKOT'O YHIBEPCUTETY (C-SSRS). Bepcis 3 MOMeHTY
oCTaHHBOTO Bi3uTy, Bepcisa 1.0 Big 01 munns 2026 p. [BMS246668_CN012-0036/0037/0038_C-
SSRS SLV_Rater_Station_Screenshots_Russian  (Ukraine)_v1.0_01_Jul_2026], pocilickkoro
MOBOO; 3HIMOK ekpady: IIIKAJIA OLITHKN TSDKKOCTI CYILMAY KOJYMEBIMCBKOT'O
YHIBEPCUTETY (C-SSRS). Buxinni/Ckpuninrosi pgani, Bepcis 1.0 Biz 01 munnas 2026 p.
[BMS246668 _CN012-0036/0037/0038_ C-SSRS BLScr Rater Station_Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pocilicckkoro MOBOI0; 3HIMOK ekpaHy: /[lemorpadiunuii
onutyBa/sibHUK, Bepcigs 1.0 Big 01 sunua 2026 p. [BMS246668_CN012-0036/0037/0038_
Demographics Questionnaire_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
POCiMICBKOI0 MOBOIO; 3HIMOK eKpaHy: ONUTYyBa/IbHUK PO cTaH 370poB’st EuroQoL 5-Dimension 5-
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Level (EQ-5D-5L) — anist camocTiiHoro 3anoBHeHHs1, Bepcisi 1.0 Big 01 mumHs 2026 p. [BMS246668_
CN012-0036/0037/0038_EQ-5D-5L._Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_
2026], pociiicbkoro MoBOI0; 3HIMOK ekpaHy: KapTka OI[iHKM CKapr XBOpPOTO A00pOsiKiCHOIO
rinepriasiero nepegmixypoBoi 3ano3u, Bepcig 1.0 Big 01 sunus 2026 p. [BMS246668_CNO012-
0036/0037/0038_I-PSS - Past Month_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_
2026], pociiicbkkor0 MOBOIO; 3HIMOK eKpaHy: KapTka OL[iHKM CKapr XBOPOTO [J0OpOSIKiCHOO
rinepriasiero mepeamixypoBoi 3ano3u, Bepcisg 1.0 Big 01 nunnas 2026 p. [BMS246668_CNO012-
0036/0037/0038_I-PSS - Past Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_
2026], pociiicbkoro MoBor0; 3HIMOK ekpaHy: M.L.N.I. 3akitoueHHs mpo AiarHos, Bepcis 1.0 Bij
01 munus 2026 p. [BMS246668_CN012-0036/0037/0038 _M.I.N.I. Diagnostic Conclusions_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pocilicbkoto MOBOO; 3HIMOK eKpaHY:
KepiBHUIITBO TI0 CTPYKTYPOBAaHOMY iHTepB’IO [/l LIKaIW OLIiHKW Jerpecii MoHTromepi-Acbepr
(SIGMA), Bepcis 1.0 Big 01 numnusa 2026 p. [BMS246668_CN012-0036/0037/0038_MADRS — Past
Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pocilickkoto MOBOI0;
3HIMOK ekpaHy: KepiBHHULITBO IO CTPYKTYpPOBAaHOMY IHTepPB’l0 [J/is1 LUKaIM OL[IHKK Jenpecil
Mowntromepi-Acbepr (SIGMA), Bepcisi: 3 MoMmeHTy ocTaHHbOI ouiHku (SLE), Bepcis 1.0 Bif
01 nmunas 2026 p. [BMS246668_CN012-0036/0037/0038_MADRS — Since Last Evaluation_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkoro MOBOIO; 3HIMOK eKpaHy:
3arasibHa OLiHKA TsDKKOCTI cumnTomiB naiieHToMm (PGI-S), Bepcis 1.0 Big 01 nunns 2026 p.
[BMS246668 CN012-0036/0037/0038_PGI-S_Rater Station_Screenshots_Russian (Ukraine)_
v1.0_01_Jul_2026], pociiickkoro MoBot0; 3HiMOK ekpaHy: Illkana CimricoHa-AHTyca [/s1 OL[iHKU
eKkcTparipamizHux mobiuaux egekTiB (SAS), siKy 3anoBHio€ jikap, Bepcist 1.0 Big 01 mumas 2026 p.
[BMS246668_CN012-0036/0037/0038_SAS_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_
01_Jul_2026], pociiicbkkoro MoBOI0; 3HIMOK ekpaHy: OnuTyBaibHUK IlepeziBuacHe 3aBepliieHHs
y4acTi y [JOC/i)KeHHi — BifKivKaHHs 3rogu, Bepcisi 1.0 Bixg 01 munHs 2026 p. [BMS246668_
0036/0037/0038_REQUIRED - ET - Withdrawn Consent?_Rater Station_Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pociiicbkoro MOBOw; 3HIMOK eKpaHy: KepiBHULITBO 3 TpoBeAeHHs
CTPYKTYPOBAHOI'O OIMTYBAHHA [/Is1 OL|IHKU I10 1iKasi MaHii fHra, Bepcisa 1.0 Big 01 sunaa 2026 p.
[BMS246668 _CN012-0036/0037/0038_YMRS - Since Last Evaluation Rater Station_
Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkoto MoBOI0; 3HIMOK eKpaHy:
KepiBHHULITBO 3 MpOBe/IeHHsI CTPYKTYPOBAHOI'0 OMUTYBaHHS [|/1s1 OLIIHKM 110 1IKasIi MaHii fIHra, Bepcist
1.0 Big 01 mumus 2026 p. [BMS246668_CN012-0036/0037/0038_YMRS-Past Week_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkoto MOBOIO
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Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUNIPOOYBaHHS

Ne 536 Big 23.04.2026

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO/, BepCis Ta fara

«Bigkpure momoBkeHe AOC/TiKeHHsT Ga3u 3 [J1s1 OL[IHKU JOBrOCTPOKOBOI 0e3MeuHOCTi TiperapaTy
KarXT nipu nikyBaHHI MaHii abo MaHii 3i 3mimaHnMu 03Hakamu 1ipu GinosisspHoMy po3nazi I Tumy
(BALSAM-3)», CN012-0038, nonpaBka g0 npoTtokosy 03 Big 13 TpaBHs1 2026 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xejic YKpaiHa»

CrioHCOp, KpaiHa

ToBapHCTBO 3 HEOOMEXKEeHOI0 BimoBiganpHiCTIO BpicTron-Matiepc CkBi6o Cepsices, IpyaHzis

Hauanbauk ®apmaiieBTUHYHOr0 yNpaB/IiHHSA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BULIE)



HopaTtok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnopsieHu#t MpOTOKOM KiiHiuHoro BumpoOyBanHs C-1300-02, Bepcis 2.0 Bim 10 cepriHs
2026 (aHrnikicekoro MoBoto); IHdopmaLiiiHui UCT 714 natiieHTa Ta ¢opMa iHhopMoBaHOi 3roju Ha
y4acTb y K/IiHIiUHOMY [OC/i/PKeHHi Ta [103Bi/1 Ha pO3KPUTTsA MeAuuHOl iHdopmaliii, Ay YKpainu,
Bepcia 2.0 Bix 02 Bepecus 2026, Ha ocHOBI Maicrep-Bepcii ®I3 2.0 Bix 26 cepnHA
2026 (yKpaiHCBbKOIO Ta aHIJIIMCbKO MOBOIO); [Ipo/OB)KeHHsSI TepMiHYy TPUBA/IOCTi KIiHIYHOIrO
BunpoOyBaHHs B YKpaiHi 70 01 uepBHs 2028 poky; 3MiHa Ha3BU MiClil TIPOBeIEHHS K/IiHIYHOTO
BUTIPOOYBaHHS:

bBYJIO CTAJIO
sikap OpinHCcbKa X. M. sikap OpysHCbKa X. M.
KomyHaneHe HekoMepuinHe mnignpueMcTBo | Dinig  «Jlikapua Cssitoro IlaHTeneiimoHa»
«JIbBIBCBKE TepUTOpiabHe MeguuHe | KOMyHabHOTO HEKOMEpPILIIMHOTO TOBapUCTBa
o0’eqHaHHsT  «baraTompodinbHa  KiiHiuHa | «[lepie KkiiiHiuHe TepUTOpiaibHE MeAUUHEe
JiKapHs iHTEeHCHMBHMX METO/iB JIiKyBaHHS Ta | 00’elHaHHA M. JIbBOBa», BiJTi/IeHHS
LIBUKOI MeJUYHOI [OTMOMOIrW», BifJiJieHHS | aHecTe3iosiorii  Ta  iHTeHCUMBHOI  Tepariii,
aHectesiosiorii  Ta  iHTeHCHMBHOiI  Teparii, | M. JIbBIiB
M. JIbBiB

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 512 Big 16.04.2026

Ha3Ba k/tiHiuHOr0O BUMPOOYBaHHS,
KO[|, BepCisd Ta fara

«®a3a 2 aJanTHBHOTO PaHOMi30BaHOrO TI1alle00-KOHTPOIBOBAHOTO [OC/Ii/PKEHHS TIperapary
agenT-797 + craHAapT JiKyBaHHS TIOPiBHSHO 3 Twianeb0 + CTaHAapT JIKyBaHHS TPH TDKKIN
MTHEeBMOHIT 3 TOMipHOI0 ab0 TSKKOIO TOCTPOIO TiMOKCeMiuHO0 AuXanbHOI0 HepocTaTHicTIO (I'TIH)
3a ryobansHUMK Kputepisimu ['P/IC», C-1300-02, Bepcis 1.0 Bia 15 ciuns 2026

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

MiNK Therapeutics, Inc. (Mink Tepar’toTikc, [Hk.), CIITA

HauanbHuk ®apmaineBTUUHOr0 ynpas/liHHSA Onekcangp 'PINHEHKO




(miznmc) (Bnache im’st TIPI3BUILIE)



Hopatok 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Omnosnienuit Ilporokon KmiHiuHoro BuripoOyBaHHsS XPF-008-201, Bepcisi 9.0 Bixm 31 sjumHs
2026 poKy, aHIJIIMCBKOK MOBOIO; AnMiHicTpaTuBHMM /UCT Ne 2, Bif 28 cepriHsa 2026 poky, mo
[Tporokony kminiuHoro pocmimkenHss XPF-008-201, Bepcis 9.0 Big 31 sunusa 2026 poky,
aHryificbkoro MoBoto; [ogarok 1, Bepcis 1.0 Big 17 ymumus 2026 poky Ao 3aransHoi Opormrypu
nJocnigavka AsetrykanHep (XEN1101), Bepcisi 9.0 Big 07 ciunsi 2026 poky, aHT/1iliCBKOK MOBOLO;
Hoparok 2, Bepcis 1.2 Big 22 BepecHst 2026 poky fio 3araibHoi OporypH Aoc/tiHuKa A3eTyKaaHep
(XEN1101), Bepcist 9.0 Big 07 ciuns 2026 poky, aHTr/1ilicbKOI0 MOBOO; [H(opMaliis Aj1s naijieHTa Ta
dopma iHpopmoBaHOi 3roau, A Ykpainu, Bepcisi 8.0 Bix 02 BepecHs 2026 poky, Ha OCHOBI
Mmarictep IT1PI3, Bepcisi 10.0 Big 07 cepnHsi 2026 poKy, aHIIIMCHKOI Ta YKpPaiHCHKOK MOBaMU;
Hopatok fo [Hpopmawii A narienta Ta @opmu iHpopMoBaHoi 3rofy, A/ YKpainu, Bepcis 8.0 Biz
02 BepecHss 2026 poky, Ha ocHoBi Mmaiictep IT1PI3, Bepcis 10.0 Big 07 cepriHs 2026 poky,
aHIJIIMCBKOK Ta yKpaiHCbKO MoBamy; ocnimkenHst XPF-008-201 IlogenHuk f1s peectpanil
eriienTUYHUX HamafiB, Bepcig 5.0, aHI/IIMCBKOIO Ta YKpaiHCbKOK MoBamH; IIpo/ioB)KeHHs
TPUBAJIOCTI JOC/II)KeHHs B YKpaiHi Ta y CBiTi 0 9 pokiB 5 MicALliB

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zarta

«PanyiomizoBaHe, mo/BiliHe-cine, raie60-KOHTPOIbOBaHe, OaraToLleHTPOBe AOC/iPKeHHS AJist
OLIiHKM Oe3mekH, MmepeHOCHMMOCTi Ta edekTHBHOCTI mpernapaTy XEN1101 B sKOCTi mOmOMiKHOT
Tepartii npu erisienicii 3 ¢pokanbHUM [1e0F0TOM, 3 BiJKPHUTOIO TIOJ0BXKeHOo!0 (a3oro», XPF-008-201,
Bepcis 9.0 Big 31 munHg 2026 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YKpaiHa

CnoHcop, KpaiHa

Kcenon ®apmac'torikans k., Kanazga/ Xenon Pharmaceuticals Inc., Canada

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIE)



Hopatok 11

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OmnogiieHe [Jocbe [0CITIHKYBAHOTO JIiKapchKoro 3acody MK-2870, Bepcis 097B7S Big 02 BepecHs
2026 p., aHrniMceKOr MOBOMO; [1of0BKeHHST TepMiHy MPUAATHOCTI JOC/I/PKYBaHOIO JIIKAPCBKOTO
3acoby MK-2870, mopomiok miodisnizoBaHuii A1 BHYTPIIIHbOBeHHUX iHDY3ik g0 48 MmicsLis;
3pa3oK MapKyBaHHs JIiKapchbKOro 3aco0y IlemeTpekces, KOHLIEHTpAT [/ PO3UMHY Jjist iHDYy3ii,
Outer Package, Bin 17 BepecHs 2026 poKy, aHIVIIMCHKOIO Ta YKpaiHCbKOK MOBaMH; 3pa30K
MapKyBaHHsI JIikapcbKoro 3aco0y IlemeTpekces, KOHL|EHTpAT Jj1s1 PO34rHY /s iHGy3ii, Immediate
Container, Biz 17 BepecHst 2026 poky, aHI'/TiMICBKOIO Ta YKpaiHCbKOI0 MOBaMU

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 662 Big 17.04.2025

HasBa kiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«KEYMAKER-UO01, niggocnimkennss 01E: napaconbkoBe fgociimpkenHs I ¢da3u 3 moueproBumu
rpyramMu JOCTipKyBaHUX TiperapariB 3 ximiorepamiero abo 6e3 Hei y KombiHalii 3
nemMOpoisymaboM [ TIKyBaHHSI YYaCHUKIB 3 BIIepIile /iarHOCTOBAaHWUM oOriepabebHUM
He/pibHOKMiTHHHUM pakoMm JiereHiB (HAKPJI) cragiin II-11IB  (N2)», MK-3475-01E, 3
IHKOpIiopoBaHo0 mnornpaBkor 04 Bix 02 ymnHs 2026 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifgmnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

KapTka yuacHuka KjiHiuHoro goctimkeHHs: — [Ipotokon 42756493BLC3001, Bepcisi yKpaiHCbKOIO
MoBorO Bix 18.09.2026 p.; Kaprtka yuyacHMKa KJIHIYHOTO JociifpkeHHA — IIpoTokon
42756493BLC3001, Bepcis pociiicbkkoro MoBoro Bif 18.09.2026 p.; [IpomoB)keHHs TepMiHy
TIpoBeieHHs1 KiliHiuHOoTo BUNpoOyBaHHs 10 31.12.2027 p. B YkpaiHi Ta cBiTi

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1207 Big 25.06.2018

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«docnimpkenns 3 gas3u 1715 oLiHKY epadiTiHiOy y nmopiBHsHHI 3 BiHd1yHIHOM ab0 A01[eTaKceoM uu
nemMOpoTisayMaboM y TAI[ieHTiB 3 TIOMIMPEHO YpPOTeslia/lbHOK KapIMHOMOK Ta OKPEeMHMU
reHeTUYHUMM abepailjisMu pelienTopiB ¢akropy pocty (ibpobnacriB», 42756493BLC3001, 3
nioripaBkoro 6 Bizx 20.01.2023 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», benbrig

CnoHcop, KpaiHa

Auccen ®apmarieBtrka HB, benbris

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTok 13

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnHoBJieHUH MIPOTOKO/ KiiHiuHOrO BUMNpobyBaHHs MK-7339-013, 3 iHKOPITOPOBaHOIO TIOMPaBKOIO
07 Big 01 BepecHst 2026 poKy, aHIIIKCHKOI0 MOBOKO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 80 Big 19.01.2021

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PaHgomi3oBaHe, nozBiiiHe ciire, Tiarie00-KOHTpoLOBaHe AocuimkeHHs 111 da3u Anas oifiHKK
nembposizymaby (MK-3475) y moeiHaHHi 3 CyTTyTHBOO XiMiOTIPOMEHEBOIO TePATTi€r0 3 MOAA/bIINAM
BBeJIeHHsIM eMOpoJtizymaby 3 osanapubom (MK-7339) abo 6e3 HbOro y TOpPIBHSIHHI /ile 3
CyIyTHBOIO  XiMIOIIDOMEHeBOK) Tepari€rd B yYaCHUKIB 3 HelU|0JaBHO [iarHOCTOBAHUM
JIOKaj1i30BaHUM /IpiOHOKMITUHHUM pakoMm JereHiB (JIAPJI)», MK-7339-013, 3 iHKOpPIiOpoBaHOMO
nonpasBkoro 06 Big 25 mrotoro 2026 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifgmnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 14

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

BK/ItOUeHHs I0AaTKOBUX MiCIlb IPOBe/IeHHs K/iHiYHOT0 BUNIPOOYBaHHS:

No [1.I.b. BiAgmoBiaIbHOTO AOC/IiIHUKA
/o Ha3Ba Miclist TpoBe/ieHHs KTiHIYHOTO BUTIPOOYBaHHS

1. | Ocuncekuit [.C.
KomyHanbHe HeKoMepLiiiiHe MirnpueMcTBO « KUTBCbKUIM MiCbKUM KIiHIUHMI OHKOOTiYHUH
LIeHTP» BMKOHaBYOro opraHy KwuiBcbkoi Micbkoi pagu (KuiBcbkoi MiCbKOI Jep>kaBHOI
aZMiHicTpariil), xiMioTeparneBTHUHe BifgiseHHs Ne3 (3 /Ii)KKaMy [JeHHOTO TiepeOyBaHHs),
M. KuiB
2. | K.M.H., goueHT lInapuk fA.B.
KomyHa/nbHe HeKoMepIiiiiHe MiAnpueMcTBO JIbBiBCbKOI 06acHOi pagy «JIbBiBCHKHM
OHKOJIOTIYHUI perioHaibHUM JiKyBa/lbHO-[iarHOCTUUHWIM LIEHTP», XiMioTepareBTUUHe
BifzineHHs, M. JIbBiB

Howmep Ta fara Hakazy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 iz 11.07.2025 y pepaxuii Hakasy MO3 Ykpainu Ne 1271 Bizg 11.08.2025

Has3ga kiHiyHOTO BUTIPOOYBaHHH,
KO[|, BepCis Ta fara

«PaHgomi3oBaHe, BifkpuTe, OararorjeHTpoBe KiiHiuHe pociimkeHHss III dasu g OLMiHKK
Oe3neunocti Ta edexkruBHocTi MK-1084, nerykcumadby Ta cxemu mFOLFOX6 mopiBHsHO 3i
cxemoro mFOLFOX6 3 nomaBanHsaM beBaiju3ymady abo 6e3 HbOro B IKOCTi MepIoi JIiHiT Tepartii asist
YUYaCHUKIB 3 JIOKAJIbHO PO3IOBCIO/PKEHUM HeoriepabesibHUM ab0 MeTacTaTUYHUM KOJIOPEKTaTbHUM
pakom 3 myTauiero KRAS G12C (gocnimkenns KANDLELIT-012)», MK-1084-012, 3
IHKOpIiopoBaHoto rorpaskoro 04 Bif 27 xBiTHA 2026 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmoBigampHiCTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn enp oym, CIIA (Merck Sharp & Dohme LLC, USA)

HauanbHuk ®apManeBTHUHOT0 yIpaB/IiHHS Onekcangp I'PIHEHKO

(miznmc) (Bnacne im’s TIPI3BUIIE)



HopaTtok 15

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
28.10.2026 Ne 1649

Inentudikaiiist cyrreBoi nonpaBku | [Ipotokon gocnimkenHs 2024-SCIg-BP, Bepcis 1.2 Big 15.09.2026; bpormypa pocnigauka 1J13
2024-SClg-BP 20%, Bepcis 1.2 Big 03.09.2026; 3mina Ha3su MIIB:
BYJIO CTAJIO
K.M.H. CtenanoBcbkuii FO.C. K.M.H. Ctenanoscbkuit FO.C.
KomyHasneHe HernpuOyTKoBe mignpueMcTBo | KomyHambHe HernpuOyTKOBe — MiJITIPUEMCTBO
«KuiBCbKa MiCbKa AuTsAvYa KJIiHiYHa JiikapHs | «KHMiBCbKa MiCbKa [uTA4Ya KIIiHIYHA JiKapHsS
Nely, BigmineHHs neniatpii, M. Kuis Nelw, BigmineHHs negiatpii Ne2, M. KuiB

Howmep Ta gatra Hakazy MO3 mipo Ne 1433 Biz 16.09.2025 y pemakuii Hakazy MO3 Ykpainu Ne 1695 Big 08.11.2025
NIpOBe/leHHs KJIIHIYHOTO

BUTIPOOYBaHHS

Has3Ba kniniuHoro BUnpoOyBaHHs, | «Bigkpure, GaraTolleHTpOBe, AOCHTiPKeHHS TepeHOCUMOCTi, Ge3rmeuHocTi Ta (hapMaKOKiHETHKH

KO/I, BepCisi Ta fjaTa sikapcekoro 3acoby BP-SCIG 20% (IMyHOr/moOymiH MHOAWMHA HOPMa/IbHUN [JIs TIALIKipHOTO
BBeJieHHs1), BUpoOHMIITBAa TOB «BIOD®APMA TIJIA3BMA» 3 MoAabIIow OIiHKOI e(heKTUBHOCTI
TIpY TPUBAJIOMY 3aCTOCYBaHHI Y Malli€eHTIB 3 MepBUHHUM iMyHozedituTom (TT11)», 2024-SCIg-BP,
Bepcig 1.1 Big 05.09.2025 p.

3asiBHUK, KpaiHa TOB «BIO®APMA I1JTA3SMA», YkpaiHa

CrnioHcop, KpaiHa TOB «BIOD®APMA IIJTA3SMA», Ykpaina

Hauanbauk ®apManeBTHUHOT0 yIpaB/IiHHS Onekcangp I'PIHEHKO

(mmigrmc) (Bnacse im’st TTPI3BULIE)



