Hopatox 1

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

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

«barartolieHTpOBe, B apasie/lbHUX TpyTax, paH/0Mi30BaHe, MO/[BikiHe cJiire Joc/iKeHHs Ga3u 2 B
YOTUPBOX TPyTiax /yisi OLiHKHM epeKTUBHOCTI Ta Oe3rekn AZD1163 y yuyacHUKIB 3 peBMaToifHUM
apTpuToM Biji TmoMipHOI A0 Bucokoi aktuBHOCTI (LaunchPAD-RA)», kopg mociimkeHHs
D9640C00003, Bepcis 2.0 Big 30 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

[Tepetik AOCTIA)KYBaHUX JIiIKAPCHKUX
3acobiB nikapceKa ¢opma,
[103yBaHHSI, BUPOOHUK, KpaiHa

AZD1163 (AZD1163); AstraZeneca Nijmegen B.V., Netherlands; Medlmmune, LLC, USA;
MEDIMMUNE LTD (PART OF THE ASTRAZENECA GROUP), UNITED KINGDOM;
ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, UNITED KINGDOM;
AstraZeneca AB, Sweden; Fisher Clinical Services UK LTD, United Kingdom; Fisher Clinical
Services, Inc., USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services, Inc.,
USA,; Fisher Clinical Services PTE Ltd, Singapore; ALMAC CLINICAL SERVICES LIMITED,
UNITED KINGDOM; Almac Pharmaceutical Services Pte, Singapore; Almac Clinical Services,
United States;

[Tnare6o no AZD1163, [IpuBaTHe akijioHepHe TOBapuCTBO «@PapmarieBTHyHa ¢ipma «/lapHHUL[s»
(ITpAT «®PapmaueBTriuHa ipma «/lapHuns»), Ykpaina

Bianosigansuuii (i) JocaigHuK (1)
Ta MicLe (1) NpoBefieHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Kypunbuuk 1.B.

MeauuHU 1[eHTP TOBapUCTBa 3 00MeKeHOI0 BiJmoBiganbHICTIO « MequuHMi 1IeHTp «KoHCutiym
Mepikan», KIiHIKO-KOHCY/IbTaTUBHE BifjineHHs, M. Kuis

2) K.M.H. Barie6a M.O.

KomMyHaneHe HeKoMepLjitiHe MignpueMcTBO «MicbKa KiiHiuHa ikapHs Nel IBaHO-®paHKiBCHKOI
MiCbKOT paiu», BififliJieHHs crieljia/li30BaHOi KOHCY/IbTaTUBHOI I0MIOMOTH, M. IBaHO-PpaHKiBCHK 3)
K.M.H. [BaHoBa K.A.

MeguuHuii LIeHTpP TOBapucTBa 3 0OMEXeHOI BiJTIOBi/ja/IbHICTIO
NiKyBanbHO-NIpodiakTUUHKM miApo3zin, M. Kuis

«EpensBeiic  Mefikc»,

[Tpenapaty MoOpiBHSIHHS, BUPOOHUK
Ta KpaiHa




2 MPOJOBXKeHHd AojaTka 1

CynyTHi maTepianu/miperiapat
CYIIyTHBOI Tepartii/fopugudHa abo
¢ismuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB CIIOHCOP YU
3asiBHMK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYyIyTHIX MarTepiasiB

KowmnaHig, sika i€ 3a JOBIpeHICTIO, Ky HaZjaB CIIOHCOP YU 3asiBHUWK Ha BBe3eHHS [OC/IiPKYyBaHUX
nikapceKKX 3acobiB Ta cynyTHiX MaTepianis: TOB «AT'EHLIA «C.M.O.-YKPAITHA»

B.o. Haua/ibHNKa @apMalieBTUYHOT0 yIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopartox 2

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

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

«®aza II, MixnHaposaHe, GaraToOlLleHTPOBe, TIO/BiliHe CJiile, paH/OMi30BaHe, KOHTPO/IbOBaHE
aKTUBHUM TMperapaToM, TpbOXeTarHe MepexpecHe AOC/ipKeHHs1 AJi OL[iHKA TepaneBTUYHOL
eKBIBa/IeHTHOCTI [1030BaHOro aepo3osibHOro iHraastopa CHF5993 3 pmozamu 100/6/12,5 mkr
HFA-152A y nopiBHgHHI 3 1030BaHUM aepo30/1bHUM iHrangropom CHF5993 3 no3amu 100/6/12,5
MKr HFA-134A y naiieHTiB i3 6poHXia/lbHOIO aCTMOIO JIETKOTO Ta C€PeJHLOTO CTYTIEHS TSHPKKOCTI
(mocnimxkennss TRECONY)», kog gocnimkenHss CLI-05993AA9-01, Bepcia 2.0 Big 21 nunHs
2025 poky

3asgBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPATHA»

CrioHCOp, KpaiHa

«K’e3i @apmanenriui C.r1.A», Itasis

[Tepenixk foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapckKa Gopma,
JI03yBaHHSI, BUPOOHUK, KpaiHa

CHF5993 pMDI 100/6/12.5 mkr [Jo3oBaHuii aepo3osbHMi iHramsarop (JAI) (beknomeTa3oHy
murnportioHat [BDP] 100 mkr + ¢opmoTteposy dymapat [FF] 6 mkr + riikoriponito 6pomiz [GB]
12,5 mkr) uepe3 [JAI 3 nponenenTom rigpodropankasnom (HFA)-152a (CHF5993 pMDI (100)
-152a; BeknomeTta3ony gunporioHat 6e3soauuii (BI1), dymapar dhopmorepony aurigpar (©D),
riikonipoHito 6pomiz (I'B)); Aepo3osb s iHransiii mig Tuckom; BDP 100 pg + FF 6 pg + GB
12.5 pg mkr (mikporpamu) / posa; Chiesi Farmaceutici S.p.A., Itanis; ALMAC CLINICAL
SERVICES LIMITED, United Kingdom; Chiesi Farmaceutici S.p.A., Italy; Chiesi SAS, France;
Chiman srl, Italy; Eurofins Biolab SRL, Italy

BignosiganeHuti (i) gocnifgHuk (1)
Ta MicLe (s1) NpoBe/leHHs
BUIIPOOYBaHHS B YKpaiHi

1) a.m.H., npod. Acanos E.O.

HepxaBHa ycraHoBa «IHctutyT reponrosorii imeni [].®. UeboraproBa HarjioHanbHOI akajemii
MeJMUHUX HayK YKpaiHW», BifJin K/iHIYHOI ¢i3ionorii Ta maTosorii BHYTPILIHIX Opradis,
3arajibHOTepareBTUUHe BijineHHs, M. KuiB

2) K.M.H. [JobpsiHchkuii [1.B.

ToBapucTBo 3 0OMexeHOr BianoBizanbHicTIO «Meanunnii 1ieHTp «APTEC MEIIKYMy,
JIIKYBa/IbHO-/IiarHOCTHUYHE BifZiieHHs, M. KUiB

3) A.M.H., ipod. Pesopos C.B.




2 TPOJOBXKeHH JoaTKa 2

KoMyHanbHe HeKoMepijiliHe TignpueMcTBO «Micbka KjiHiuHa ikapHs Nel IBaHO-®paHKiBCHKOT
MiCBKOI pajiv», BiililJIeHHs CIieLlia/li30BaHOi KOHCY/IbTaTUBHOI 0NIOMOTH, M. IBaHO-PpaHKiBCHK
4) K.M.H. Murosuu B.B.

KomyHanpHe HekoMmepLiHe mifnpuemcTBo «lleHTpasbHa MickKa KiIiHiuHa JiikapHsl IBaHoO-
®paHKiBCbKOI MiCbKOI pagn», TepaneBTuuHe BiagiieHHs Nel, M. IBaHO-®paHKIBCHK

5) A.M.H., ipod. KoHncrantunosuy T.B.

KoMyHanbHe HeKoMepIiiltiHe MiAnpueMcTBO «BiHHMIbKA MicbKa K/liHiuHa fikapHs Nel», KiiHiuHe
My/JbMOHOJIOTIUYHE  BiffineHHs, BiHHULBKWN  Hal[iOHAaBHUM  MeJUUHUWA  yHIBEpCUTET
iMm. MLI. T[Tuporosa, Kadezpa riponeseBTUKYA BHYTPIillIHBOI MeAULIMHU, M. BiHHUIs

6) a.Mm.H., npod. KoBanenko C.B.

OO6siacHe KOMyHa/lbHe HEKOMepIIiliHe TANMpHUeEMCTBO «YUepHiBellbka 00JiacHa K/TiHiUHA JTiKapHs»,
BizilisIeHHs Iy IbMOHOJI0Ti1, M. YepHiBLji

7) nikap KpuBopyuko L.T.

JIikyBa/IbHO-/liarHOCTUUHUN 1]eHTp ToBapucTBa 3 0OMEXeHOH BiAMOBiZambHICTIO «MegquuHul
JiKyBa/ibHO-AiarHocTHuHUM 11eHTp « MEIIOH», nonikniniuHe BigaineHHs, m. [TonTtaBa

8) nikap HoBocrososa HO.€.

KomyHasibHe HeKkoMmepiliiHe mignpueMctBo «Ojecbka obOsiacHa KiliHiuHa JikapHs» OpecbKoi
obmacHoi pajyu, Biffi/ieHHs My/ibMoHOIOTI T, M. Ozieca

9) a.M.H., pod. OcTpoBchbKuii M. M.

KomyHanbHe HekomepljitiHe migrnpueMctBo «LleHTp iHekIjiliHMX 3axBOplOBaHb IBaHO-
®paHKiBCHKOI 00/1aCHOT pazii», My IbMOHOJIOTiuHe BifisieHHs, M. [BaHO-PpaHKiBCBK

10) x.™m.H. [Ipumymiko H.A.

Hep>kaBHa ycTaHOBa «HatlioHanbHUM HayKOBUM LeHTP (TH3iaTpii, My IbMOHOJIOTIT Ta aneprosorii
imeni @.I'. fAHoBcbkoro HarjioHanbHOI akazemii MeJAWUYHUX HAyK YKpaiHW», BiAJileHHS
My IbMOHOJI0Tii, M. KriB

11) p.m.H., ipo@. [[leBuyk C.B.




3 TPOJOBXKeHH JoaTKa 2

«YHiBepcUTETCbKA KJiHiIKa» BIiHHUIBKOrO Hal[iOHAbHOIO MEJWUYHOr0  YHIBEPCUTETY
iMm. M.I. TIuporoBa (/iKyBa/bHO-HaBUa/JbHO-HAYKOBUM LI€HTP), TeparieBTUUHe Bif/li/IeHHs,
BiHHUIbKUM HallioHaMbHUM MeauuHul yHiBepcuteT iM. M.I. [TuporoBa, kadepa BHYTpPillIHBOT
MeuLuHU Ne2, M. BiHHuULIS

12) k.m.H. Cnenuenko H.C.

KomMyHanbHe HeKoMepLjiliHe MirpueMCcTBO «BiHHHMIIbKaA MiCcbKa KJ/liHiuHa jikapHs Nel», KiliHiuHe
TeparneBTUYHe BigjisieHHs Nel, BiHHULIBKUN HalliOHA/IbLHUM MeAUYHUM  yHiBepCUTeT
iM. MLI. [Tuporoga, kadezpa nporeZieBTUKA BHYTPIlLIHBOI MeAULMHU, M. BiHHULS

[TpemnapaTy MOPiBHSHHS, BUPOOHUK
Ta KpaiHa

CHF5993 pMDI (TRIMBOW®) with HFA-134a (CHF5993 pMDI-134a; BeknomeTa3oHy
nqurnportioHat; ['nikomiponito 6pomiz;; @opmoTeposty dymapar gurigpar); Aepo30/b AJis iHrassiii
nig TuckoM; Beclometasone Dipropionate 100pg, Formoterol Fumarate Dihydrate 6pg,
Glycopyrronium Bromide 12.5png mkr (mikporpamu) / go3a; Chiesi Farmaceutici S.p.A., ITanis;
ALMAC CLINICAL SERVICES LIMITED, United Kingdom; Chiesi Farmaceutici S.p.A., Italy;
Chiesi SAS, France; Chiman srl, Italy;

CHF718 pMDI 100 pg with HFA-134a (CHF718 pMDI-134a (100); BeknomeTra3oHy
JauripornioHar); Aepo3oJib /s iHrassigin mig Tuckom; BDP 100 pg mxr (Mikporpamu) / go3a; Chiesi
Farmaceutici S.p.A., Itanigs; ALMAC CLINICAL SERVICES LIMITED, United Kingdom

CynyTHi MaTepianv/npenapaTi
CyNyTHBOI Teparii/fopuguuHa abo
¢i3nuHa ocoba, siKa fi€ 3a
JIOBIPeHICTIO, Ky Ha/ZjaB CIIOHCOP YU
3asBHUK Ha BBe3eHHS
JIOCTTiIKYBaHUX JTIKapChKUX 3aCc00iB
Ta CYINyTHiX MaTepiasiiB

(Placebo) CHF5993 pMDI HFA-152a; Aepo3osb A8 iHrassiin mig Tuckom; Chiesi Farmaceutici
S.p.A., Itanis; ALMAC CLINICAL SERVICES LIMITED, United Kingdom; Chiesi SAS, France;
Chiman srl, Italy; Eurofins Biolab SRL, Italy

B.o. Haua/ibHUKA PapMaLeBTHUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignmc) (Bnacue im’s TTIPI3BULLE)



Hopartok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OmnogiieHe [Joche AOCTiIKYBaHOTO JTikapcbKoro 3acoby trudiiemanimab — Po3zin Quality, Bepcis 4.0
Bij 20 mucronaza 2025 poky; IHdbopmatiis A natienTa i @opma iHdhopMoBaHoi 3roau, Mogens s
Ykpainu, Bepcis 3.0 Big 12 nmucronaza 2025 poky, yKpaiHCbKOIO Ta pOCiiCbKOH MOBaMU

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1553 Biz 06.09.2024

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«PangomizoBaHe, TmoABiliHe ciline, TUIale00-KOHTPOIbOBaHe, MYyJIbTUPErioHa/lbHe —KITiHiuHe
nmocimkenns 111 da3u 3 oljiHKK TopunaniMady Npy MOro 3aCTOCyBaHHI y BUTJIsA/i MOHOTeparii abo y
KombiHariii 3 Tudremanimabom (JS004/TAB004) B TKOCTI KOHCOJTiZALIIMHOT Tepartii y TMarjieHTiB 3
JIOKaJ1i30BaHUM /IPiOHOK/IITUHHUM pakoM JiereHb 0e3 TpOrpecyBaHHsI 3axXxBOPIOBaHHS MiC/Ist
nposefieHol xiMionpoMmenesoi Teparii», JS004-008-11I-SCLC, Bepcid 3.0 Bizg 28 TpaBHs 2024 poky

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«[ITanxait LI3tonbini Batiocaiience3 Ko., Jita.», Kuraii [Shanghai Junshi Biosciences Co., Ltd.,
China]

B.o. HauyaibHNKAa P@apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopatok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bpomypa pocnignuka anss CND261, Bepcist 4.0 Big 12 nuctonaga 2025 poky, aHTI/TiiCbKOIO MOBOIO;
ITocke 3 AKOCTI 10CTiKYBaHOTO JlikapchKoro 3acoby (IMPD) CND261, Bepcist 2.0 Bizg 21 siucTomnazia
2025 poKy, aHTJ/TiiCbKOI MOBOO

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«Bigkpure OaraTorjeHTpoBe AocmimkeHHs1 ¢da3u 1b A oiiHKM 0e3meyHOCTi, MepPeHOCUMOCTI,
(hapMakoKiHeTHKH, (hapMaKOAMHaMiKH, iIMyHOT€HHOCTI i rornepeAHbOi OL[iHKY K/IiHiYHOT aKTUBHOCTI
npeniapatry CND261 y mariiieHTiB i3 Ceporno3suTUBHUM peBMaToifjHuM apTputroM», CND261-101,
Bepcis 4.0 Big 27 cepriasg 2025 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Kanpia TepanbioTike, IHK., CIITA/ Candid Therapeutics, Inc., USA

B.o. HauaibHMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BUILE)



Hopatok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

BK/IIOUeHHsI ZI0JaTKOBOT'O MiClisl TPOBEe/IeHHS K/TiHIYHOTO BUTIPOOYBaHHS:
Ne [1.1.b. BigmoBia/IbHOrO AOC/IIIHUKA
n/n Ha3Ba Miclis 1TpoBe/ieHHs K/TiHIYHOTO BUTTPOOYBaHHS
1. | nikap Ckypenko O.4.
ToBapucTBO 3 00MEXEHOI BiJIOBiIAMBHICTIO «YKpalHCBKUN LIEHTP TOMOTepaIllii»,
MeanuHui LeHTp, BiAgineHHd ximiorepanii, M. KponuBHULIBKUI

Howmep Ta fara Hakasy MO3 1ipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1659 Big 03.11.2025

Has3ga kiHiyHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«KEYMAKER-UO1 niggocnimkennss 01J: PangomizoBaHe mapacosibkoBe gociigkeHHs 11 da3u 3
I04YeproBUMU IpylaMy [JOC/Ii)KyBaHUX IIperaparis, [Jis Ieplioi JIiHil /JiKyBaHHS Y4YaCHUKIB i3
PO3MOBCIO/KEHUM ab0 MEeTaCTaTUYHUM HEeIJIOCKOK/TITHHHUM HeZIpiOHOK/TITHHHHUM PAaKOM JIeTeHiB
(HOKPJI) 3 myTanismu KRAS G12C», MK-3475-01J, Bepcist 00 Big 12 cepnas 2025 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmoBigampHiCTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC), USA

B.o. HauanbHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO

(mizgnmc) (Bnacne im’s TIPI3BUIIE)



Hopatok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa MicClis TTPOBe/IeHHS KTiHIYHOTO BUTIPOOYBaHHSI:

bYJIO CTAJIO
K.M.H. XaByHKa M.f1. K.M.H. XaByHKa M.f1.
KomyHa/ibHe HeKOMepIliiiHe mMignpueMcTBO | ToBapuCTBO 3 0OMEXKEHOI BiJTIOBia/IbHICTHO
«JIbBiBCBKE TepyuTopiajabHe meauure | «<HEMPO®OKYC», M. JIbBiB

00’epHanHs  «KimiHiyHa JTiKapHS TUIAHOBOTO
nmiKyBaHHsI, peabimitanii  Ta  masiaTUBHOI
JIOTIOMOTH»  BiJOKpeMJIEHUM TiApO3Ain, «5-a
JlikapHsi»,  HEBPOJIOTiUHe  BiAJiJieHHd 3
MeJUUHOI0 peabimitarieto, M. JIbBiB

Howmep Ta gara Hakazy MO3 mipo
TpOBe/IeHHs KJIIHIYHOr O
BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta fata

«BATATOLIEHTPOBE PAHIOMI3OBAHE ITOJBIVHE CJIIIE JOC/IDKEHHA ®A3U 111 Y
ITAPAJIEJIBHUX TPYIIAX 3 IIOABIMHMM KOHTPOJIEM IIJIALIIEEO /I OLITHKU
E®EKTNBHOCTI TA BE3ITEUHOCTI OEHEBPYTUHIBY ITOPIBHAHO 3
TEPUDJTYHOMIZIOM Y JOPOCJ/IMX IMALIEHTIB 3 PELHUAVBYHOUMM PO3CISAHUM
CKJIEPO30M», GN41851, Bepcis 8 Big 13 moToro 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiJToBiampHICTIO «PoIil YKpaiHa»

CnoHcop, KpaiHa

@.Xodhdmanu-JIs Por JIta, [Beiiiapis

B.o. HauanbHUKa PapMaLeBTUUHOT0 yNpaB/IiHHSA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa MicClis TTPOBe/IeHHS KTiHIYHOTO BUTIPOOYBaHHSI:

bYJIO CTAJIO
K.M.H. XaByHka M.{1. K.M.H. XaByHKa M.f1.
KomyHa/nbHe HeKOMepIiiiiHe mignpueMcTBO | ToBapuCTBO 3 0OMEXKEHOIO BiJTOBiJa/IbHICTIO
«JIbBIBCBKE TepuTopiajbHe meauure | «<HEMPO®OKYC», M. JIbBiB

00 enHaHHs1 «KniHiyHA JTiKapHS TIIAHOBOTO
nmiKyBaHHsI, peabimiTauii Ta  mamiaTUBHOI
JIOTIOMOTM», BiJJOKpeM/IeHUM TMiJpo3fin «5-a
JlikapHsi», ~ HEBPOJIOTiUHe  BiAdi/IeHHS 3
MeIMYHOIO0 peabisiTariieto, M. JIbBIB

Howmep Ta gara Hakazy MO3 mipo
TpOBe/IeHHs KJIIHIYHOr O
BUTIPOOYBaHHS

Ne 2554 Bizi 09.11.2020

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta fata

«BATATOLIEHTPOBE PAHIOMI3OBAHE ITOABIMHE CJIITIE JOC/IIPKEHHA ®A3U 111 Y
[TAPAJIEJTBHUX TPYIIAX 3 TIOABIMHUM KOHTPOJIEM IUIALIEBO [/ OILIHKM
E®EKTUBHOCTI TA BE3IIEYHOCTI OEHEBPYTUHIBY [TOPIBHAHO 3
OKPEJII3YMABOM Y OOPOCIIUX ITALOIEHTIB 3 IIEPBUHHVM IIPOI'PECYHOUUM
PO3CIAHUM CKJIEPO30M», GN41791, Bepcig 8 Big 13 mortoro 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiJToBiampHICTIO «PoIil YKpaiHa»

CnoHcop, KpaiHa

@.Xodhdmanu-JIs Por JIta, [Beiiiapis

B.o. HauanbHUKa PapMaLeBTUUHOT0 yNpaB/IiHHSA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bpomrypa Jocnigavka Hopaitponin® (ComaTtporiiH)- AedildT ropMOHY POCTY Yy AiTel Ta JOpOCIUX,
BUJIaHHA 5, iHanbHa Bepcis 1.0 Big 13 muctonaza 2025 poKy, aHT/TiMCbKOI MOBOIO

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1265 Big 05.06.2019

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

«docnimpkenHs: 3 migbopy 03U [ OL[iHKM eeKTHBHOCTI i Oe3MmeKku 3acTOCyBaHHs TMperiapaTy
ComamnanuraH (somapacitan) ofiMH pa3 Ha TWXK/eHb Yy TOPIiBHSHHI 3 3aCTOCYBaHHSIM IperapaTy
Hopgitponin® (Norditropin®) ofuH pa3 Ha ieHb Y iiTel i3 3aTPUMKOI0 POCTY, 1110 Oy/I1 HapoyKeHi
MaJIMMU /151 TeCTaliMHOro BiKy Ta He Ha3[0rHaIMu y 3pOCTi [0 BiKy 2 pokM Ta crapiie», NN8640-
4245, dbinanbHa Bepcist 12.0 Big 21 6epesnsi 2024 p.

3asgBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

B.o. HauaibHMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BUILE)



Hopartok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

306inbIlIeHHsT TePMiHY MPUAATHOCTI JOC/iPKyBaHOTO JTikapchkoro 3acoby Capyrapub (Saruparib,
AZD5305) 5 mr 3 54 micsriB go 60 micsiiiB; 36inbleHHs TepMiHY MPUAATHOCTI AOCTiPKYBaHOTO
JiKapceKoro 3acoby Capymapu6 (Saruparib, AZD5305) 20 mr 3 54 wmicaniB go 60 Micsilis;
OHoBeHHs1 po3iiiB [Iocke AOCTiKyBaHOTO JliKapchbKoro 3acoby Saruparib (AZD5305), TabeTkw,
BKPUTI TIJTIBKOBOIO 000/IOHKOIO, aHTJIiCbKOI0 MOBOIO: Betyr [Iocke JoC/TipKyBaHOTO JTiKapChKOTO
3aco0y Saruparib (AZD5305), Bepcis 1.0 Big 04 mmcromaga 2025 poky; P.8 CrabimpHicTh
JikapceKoro 3acoby: P.8.1A Pe3tome miozo ctabisibHOCTI Jslikapcbkoro 3aco0y, Bepcisi 13.0 Bif
27 >xoBTHs1 2025 poky; P.8.1B BucHOBOK 1110710 cTabiibHOCTI TiKapchbKoro 3acoby, Bepcis 13.0 Bizg 27
»koBTHs 2025 poky; P.8.3 [ani miogo crabimpHOCTI JlikapchKoro 3aco0y, Bepcis 13.0 Bix
27 xoBTHS 2025 poky; OHOB/IeHa Gporiypa JOC/TifHHKa T10 Tiperapary Tpacty3ymab fepyKcTeKaH
(Trastuzumab deruxtecan (T-DXd)), Bepcist 12.0 Bizg 16 >koBTHs1 2025 POKY aHI/TiMiCbKOIO MOBOIO

Howmep Ta fatra Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1469 Big 21.08.2024

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«MopgyneHa ¢aza I/lla, BigkpuTe 06araTolleHTPOBe MAOCTIPKEHHS /i1 OI[iHKM Oe3reKwy,
NepeHOCUMOCTI, papMaKOKiHeTHKH, (hapMaKoJMHaMIK1 Ta NornepeAHb0i e()eKTUBHOCTI 3pOCTal0unX
no3 AZD5305, sk MoHOTepariii Ta B KOMOiHaIlii 3 MPOTUITYX/IMHHUMU 3ac00aMu y TAL{i€HTIB 3
MPOrpecyrourMH COMIAHUMU 3710sKicHUMU HOBOyTBOpeHHsiMU (PETRA)», D9720C00001, Bepcis
12.0, monpaska 11.0 Big 16 cepnns 2024 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopartoxk 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Hocbe mocnimkyBaHoro mikapcbkoro 3aco0y SPY001-001 (IMPD-Quality), pemakiiss 10.0 Big
24 mucronaga 2025 p.; [Tocke AocmipKyBaHoro jiikapcbkoro 3acody SPYPBO-101 (IMPD-Quality),
ocratouHa pegakiiis 5.0 Big 25 muctonaza 2025 p.; [1ocke AOCTiIKYBaHOTO JIIKAPCHKOTO 3aco0y
SPYPBO-102 (IMPD-Quality), ocrarouna pepakiiis 5.0 Big 25 nuctomnaza 2025 p.; [TogoskeHHs
TepPMiHy MPUAATHOCTI JOC/i/PKyBaHOTO JiKapchkoro 3acoby SPY001-001, po3uuH aAsisi iH’ €Ki,
180 mr/mn (360 mr / 2 mi) 3 18 o 24 micsuis; [TogoBKeHHs1 TepMiHY TPUAATHOCTI AOC/iPKYBaHOTO
sikapceKoro 3acoby SPYPBO-101 Placebo, po3uun ayist i’ ekiiiti 3 18 mo 24 micsiiis; I[TogoBxeHHS
TepMiHy TIPUATHOCTI JOCiPKyBaHOTO Jiikapchbkoro 3acoby SPYPBO-102 Placebo, koHueHTpar
JI7Ist IPUTOTYBaHHS PO3UMHY AJis iHQYy3ili 3 18 10 24 micsiiB

Howmep Ta fata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1271 Big 11.08.2025;
Ne 1832 Big 02.12.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«[Tnatdopmue pocmimxenns 11 ¢as3u 3 oriHky eeKTUBHOCTI i Oe3MeuHOCTi aHTUTI/T TpUBaIol Aii
TIIpY 3aCTOCYBaHHI B peXrMi MOHO- abo KoM6iHOBaHOI Tepamii 3 MPUBOAY CepefHbOTSHKKOro abo
TSDKKOTO Tepebiry BUpa3KOBOTO KOJITY B akKTUBHiM dopmi», SPY123-201, OcHOBHMIA MPOTOKOJ
KiHiuHoro BunpoOyBaHHsi SPY123-201, pepakuis 1.2 Big 04 uepHs 2025 p.; [JomaTok g0
MPOTOKO/Ty KJiHiuHOrO BHrpoOyBanHsi SPY123-201, mjo ommcye KOHKpeTHe BTPYYaHHS i3
3actocyBaHHaM Tiperiapaty SPY001, pegakuis 1.1 Big 30 TpaBns 2025 p.;

«[Tnatdopmue pocmimxenns 11 ¢as3u 3 oriHky eeKTUBHOCTI i Oe3MeuHOCTi aHTUTI/T TpUBaIol Aii
TIIpY 3aCTOCYBaHHI B peXrMi MOHO- abo KoM6iHOBaHOI Tepamii 3 MPUBOAY CepefHbOTSHKKOro abo
TSDKKOTO Tepebiry BUpa3KOBOTO KOJITY B akKTUBHiM dopmi», SPY123-201, OcHOBHMIA MPOTOKOJ
KiiHiuHoro BunpoOyBaHHsi SPY123-201, pepakiis 1.2 Big 04 uepHs 2025 p.; HomgaTok 0
MPOTOKO/Ty KJiHiuHOrO BHrpoOyBanHs SPY123-201, mjo ommucye KOHKpeTHe BTPYYaHHS i3
3actocyBaHHsAM KoMOiHariil SPY 120, peaakiiist 1.0 Big 21 cepriast 2025 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBIJAJIBHICTIO «I1I EC AI1-YKPATHA»

CnoHcop, KpaiHa

«Crniaep Tepan’toTikc, IHK.» [Spyre Therapeutics, Inc.], CIIIA

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopatok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

[TooBXeHHs TePMiHY TTPOBe/IeHHS KTiHIYHOTO BUTIPOOyBaHHs B YKpaiHi 10 31 rpyaus 2026 p.

Howmep Ta fatra Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1962 Big 29.10.2018

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«[TpocriekTiBHe 0araTorieHTPOBEe BiJKpUTe HeNopiBHs/IbHe aAocmimkeHHs 11 da3u 3 meroro
BHBUEHHs1 0e3reKku, MepeHOCMMOCTi Ta ()apMaKOKiHeTUKH CeJIeKCUIary B [iTell 3 JiereHeBOHO
aprepianbHOIO rineprensieto», AC-065A203, Bepcis 9 Bif 11 mrororo 2025 p.

3asiBHUK, KpaiHa

ToBapuCTBO 3 0OMeKeHO0 BifnosiganeHicTI0 «AJTFOCEHT YKPATHA»

CnoHcop, KpaiHa

Axtenion @apmacetoTikanc JIta., Isetijapis (Actelion Pharmaceuticals Ltd, Switzerland)

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopartox 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

[HdopmariitiHuii mMcToK i hopma 3roau A/s MasoiTHIX fAiTel Bikom Bijg 10 g0 12 pokiB, Bepcis
2.0UKR(uk)1.0 Biz 12 rpyans 2025 poky, nepeksiazi yKpaiHCbKOI MOBOIO Bifi 17 rpyHs 2025 poky;
[HdopmariitiHuit mMcToK i opma 3roau A/ MasoiTHIX AiTel BikoMm Bij 12 g0 14 pokiB, Bepcis
2.0UKR(uk)1.0 Biz 12 rpyans 2025 poky, nepeksiazi yKpaiHCbKO MOBOIO Bifi 17 rpyHs 2025 poky;
[HdopmaliitiHui MCTOK i dhopma 3roJu HENmOBHOJIITHBOIO Tialji€EHTa AJis AiTed BikoM Bijg 14 mo
18 pokiB, Bepcis 2.0UKR(uk)1.0 Big 12 rpyans 2025 poky, nepeksas, yKpaiHCbKOK MOBOIO Bif
17 rpyans 2025 poky; [Hdopmaliitinuii mucTok i dopma iHhOpMOBaHOI 3roiu /1Jisl yUaCHUKIB, SKUM
BUroBHu0csi 18 pokiB mif yac gocmimkenHs, Bepcisg 2.0UKR(uk)1.0 Big 12 rpygus 2025 poky,
repeksiaji yKpaiHCbKOHO MoBOw Bif 17 rpyaHs 2025 poky; IHdopmariiiiHuii nuctok i dbopma
inbopmoBaHoi 3romu OatekiB, Bepcis 2.0UKR(uk)1.0 Big 12 rpymust 2025 poky, mnepeksaj
yKpaiHCbKOIO MOBOIO Bif 17 rpyans 2025 poky; Po3kajpyBaHHSI aHiMalliiHOTO Bifieo, sike
JIeMOHCTPYIOTh ITiC/Is OTPUMAaHHsS 3rogu Ha ydvacTtb y gociifkeHHi FENerationsl, Bepcia V01
UKR(uk) Big 11 BepecHsi 2025 poKy, yKpaiHCbKOIO MOBOI; KBecT Ha Temy [AOC/i/pKeHHs
FENerations1 (po3kazipyBaHHsI My/IbTUMeZiIHOTO iHTepakTUBHOTO MoAys), Bepcis V01 UKR(uk)
Biz 14 nucronazga 2025 poKy, YKpaiHCbKOK MOBOH)

Howmep Ta fata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1187 Big 29.07.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«Bigkpure #ociipKeHHs 3 OJJHi€I0 TPYIO0 /1 OLIIHKU (papMaKOKiHeTHKH, (apMaKoJuHaMiuHUX
edekTiB, 6e3rMeyHoCTi Ta TepeHOCUMOCTi (heHeOpyTHHIOY y AiTel Ta MiAJITKIB 3 pelUIUBYIOUMM
po3scissHUM ckiepo3oM», CN45847, Bepcid 1 Big 10 arororo 2025 poky

3asiBHUK, KpaiHa

ITinnpuemctro 3 100% iHozemHol0 iHBecTuiiero «AMK’TOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, IlIBeiiijapis

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopartok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bpotiypa mocmigHyKa AJist AOC/TiKyBaHOTO JIIKapChKOro 3aco0y YmnazauutuHio (ABT-494), Bepcis
16 Biz 06 xoBTHA 2025 poKy

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018;
Ne 490 Big 05.05.2017;
Ne 403 Big 04.05.2016

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

«bararorieHTpoBe, paHJOMi30BaHe, TO/BiiiHe cilire, T1aLe60-KOHTPOIbOBaHe JOBrOCTPOKOBE
TIPO/IOB)KEeHe [TOCTi/PKeHHs TiATPUMYIOYOol Tepariii [ BUBUeHHsI e()eKTUBHOCTI Ta Oe3reuHoCTi
YnapauutrHioy (ABT-494) y natiieHTiB 3 xBopoboto KpoHa, siki 3aBepiiim gocsimpkeHHs M14-431
un M14-433», M14-430, 3 iHKOpriopoBaHUMU AMiHICTpaTUBHUMU 3MiHaMmu 5,6 1 7 1 [lonpaBkamu
1,2,3,4,5,6,7,7.01, 7.02, 7.04, 8, 8.01, 9 Ta 10 Bix 11 6epe3nst 2024 poky; «baraToiieHTpoBe,
TpuBase nozoBxeHe gocsimkerHs 111 dha3u 3 omiHku 6e31MeyHOCTi Ta e(heKTUBHOCTI Y TaJaliuTHHIOY
(ABT-494) y nmaijieHTiB 3 BHpa3KOBUM KojliToM», M14-533, 3 iHKOpPIIOpOBaHUMU
ApmiHicTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (Tinbku asist Kanagu), 9, 101 11 (tineku asis [oseigi) Ta
[MonpaBkamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tinbku gnst Himeuunnn), 7.03 (tinbku a5 Kopei) Ta 8,
8.02 (tinbku s €C) i 9 Big 10 mrororo 2025 poky;

«Panzomi3oBaHe, TiozBiliHe ciine pgochimkeHHs, III  ¢asu, A1 TOPIBHAHHS Tipernapary
YnagarutuHi6 (ABT-494) 3 muiaie6o Ta 3 asaniMymaboM, y MaljieHTiB 3 CcepeIHbOTSHKKOI abo
TSDKKOIO (pOpMaMU aKkTUBHOT'O PEBMAaTOi/JHOT'0 apTPUTY, 1110 OTPUMYIOTh CTabi/ibHY 6a3ucHY Tepartito
MeTOTPeKCaTOM Ta He JOCAI/IM aZJeKBaTHOI BiAmnoBifi Ha Hei», M14-465, 3 iHKOpPIIOpOBaHMMU
ApminictpatuBHrMmu 3MiHamu 1, 2; 3 i 4 ta [TonpaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5,
6, 7 Ta 8 Big 10 kBiTHA 2023 poKy

3asiBHUK, KpaiHa

«E66Bi Biodapmacerotikansz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa Ha3BM MiClis TTPOBe/IeHHS] BUTIPOOYBaHHSI:
bYJIO CTAJIO
3aB. Bifl. YceHKo I'.B. 3aB. Bif. YceHko I'.B.
KomyHaneHe HekoMepliliHe TignpuemMcTBo | KoMyHanbHe HeKOMepljiliHe —TiIIPUEMCTBO
«MicbKa KiiHiuHa JyiikapHs Ned» [THINpoBCBHKOI | «MicbKa KiiHiuHa sikapHs Ned» JIHITPOBCHKOT
MICBKOI pajd, TreMaroJIOTiyHe BiJJiIeHHs, | MICbKOI pajud, reMaroJioriyHe BiJJiJleHHs 3
M. [Hinpo 0/JIOKOM  TpaHCIUIAaHTALlii  T'eMOIOeTUYHHUX
cTOBOYpOBHUX K/IiTHH, M. [IHITIpo

Howmep Ta fara Hakazy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Has3ga kiHiyHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«docnimxennsi 3 ouinkd nipenapaTy Imertenbctat (GRN163L) y sikyBaHHI 3a/ieXHHUX Bif
TpaHcdy3iii mauieHTiB 3 MienogucruiacthuHuM - cuHapoMoMm  (MJIC) 3 «HU3BKUM»  abo
«TIPOMIKHUM-1» CTyTieHeM PU3HKY 3a Iikasor IPSS, 3 nporpecyBanHsam abo BiZicyTHICTIO BiATIOBizi
Ha Tepalrlilo epuTporoe3-cTuMymorounmu areitamu (ECA)», 63935937MDS3001, 3 nonpaskoro 8
Bif 30 ymucronaza 2022 poky

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

I'epon KopnopeiimH, CIIIA / Geron Corporation, USA

B.o. HauaibHHKa PapMaLeBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BUIIE)



Hopartok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bbpoiypa gocnigauka MK-2870/SKB264 (Cauury3ymab THpyMOTeKaH), BUJaHHs 7 Bifj 16 >KOBTHS
2025 poky, aHrfiiickkoro MoBOw; YkpaiHa, MK-3475-01E, Indopmaijisi Ta AOKyMeHT IIpO
inpopmoBaHy 3roay A naijieHTa, Bepcisi 03 Big 05 rpyans 2025 p., ykpaiHCBKOI MOBOIO;
306ibIlIeHHsT  3al/IAaHOBAHOI  KiTBKOCTI Cy0’€KTiB /IOC/Ii/PKEHHS /711 BKJIFOUEHHSI y KITiHIUHe
BUTIPOOYBaHHS B YKpaiHi 3 37 g0 70 ocib

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 662 Big 17.04.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«KEYMAKER-UO01, niggocnimkennss 01E: nmapacosibkoBe fgociimkenss I da3u 3 moueproBumu
TpynaMM JOCTi)KyBaHUX TIperapariB 3 Xximiorepamiero abo 06e3 Hei y KombiHamii 3
neMOposisymaboM /s JTiKyBaHHS YYaCHUKIB 3 BIIeplle [iarHOCTOBAaHWM orepabenbHUM
HeApiOHOKMITUHHUM pakoM JiereHiB (HAKPJI) cragivi II-IIIB (N2)», MK-3475-01E, Bepcis 3
iHKopriopoBaHoto nornpaskoro 03 Bifg 03 munuHga 2025 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopartok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 51

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnuTyBa/IbHUK [171s1 OLIiHKM cTaHy 310poB’ st (HAQ-DI Stanford University) Big 20 cepriasi 2025 poky
aHTJIificbKOr MOBOIO; OMUTYBa/bHUK i OLiHKK cTaHy 310poB’si (HAQ-DI Stanford University)
Bim 09 >xoBTHS 2025 pOKy yKpaiHCbKOK MOBOH; ONUTYyBa/JIbHMK 3arajibHa OL[iHKa, HajaHa
nanjienToM (Bepcist SLE), Bepcis 2.0 Bif 27 cepris 2025 poKy aHIVIIHCBKO0 MOBOI0; ONUTYBaIbHUK
3aranbHa OlLfiHKa, HafiaHa mnaijieHToM (Bepcis SLE), Bepcisi 2.0 Big 09 >xkoBTHs 2025 poky
YKpaiHCbKOI0 MOBO; OnUTyBa/lbHUK 3arajbHa OLjiHKa narieHTom aktuBHOCTI PA (PtGA), Bepcis
1.0 Big 21 cepriHsa 2025 poky aHTJ/IilCbKOK MOBOI; OMUTyBa/bHUK 3arajibHa OLiHKA TMallieHTOM
aktrBHOCTI PA (PtGA), Bepcis 1.0 Big 09 >koBTHA 2025 poky yKpaiHCbKOHO MOBOR; Kaptka-
rnam’siTka yyaCHUKa Joc/iKeHHs, Bepcis 2.0 Big 20 muctomnaga 2025 poky aHI/IiHCbKOI MOBOIO;
Kaptka-nmam’saTka yvyacHuka pociifkeHHsi, Bepcisg 2.0 Bixg 17 rpyzaus 2025 pokKy yKpaiHCBKORO
MOBOIO

Howmep Ta fatra Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«Bigkpute gocmimkenns [ ¢a3u s ouiHKK 0e3revHoCTi, epeHOCMMOCTi, (JapMaKOKiHETHKH Ta
(apmMakoMHaMiK{ TIperapaTy CypoBaTaMir Mic/si BBeJeHHS OJHOPa30BOi 3pOCTaruoi 03U Ta
TIOCTYTIOBOTO 30i/bIIIeHHS 103U, PU3HAYEHO1 JOPOC/IUM YYaCHUKAM 3 PeBMaTOITHUM apTPUTOM abo
CHUCTeMHUM YepBOHUM BoBUakom», D740AC00001, Bepcis 1.0 Bix 04 yepBHsi 2025 poKy

3asgBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

«Actpa3eHeka Ab» [AstraZeneca AB], [1IBeljis

B.o. HauaibHNKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



