JopaTok 1

«lMepenik cyTTeEBMX NMONPaBOK AO MPOTOKOMIB KNiHIYHUX BUMNPOOGYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 38 Big 16.10.25, Ha siki 6y/1n OTpUMaHi NO3UTUBHI BUCHOBKW eKCNepTiB.»

1. IHcpopmauis ana nauieHta i opma iHpopmoBaHoi 3roau, Bepcis Ne5 Big 30 ciuHa 2025 poky,
YKPaiHCbKOI0 MOBOIO [0 NMPOTOKO/Y K/TiHIYHOrO [OCNiMKEeHHS «PaHgomisoBaHe, noggiiHe crine, niayebo-
KOHTPO/IbOBaHe JoCAifpKeHHA ha3un 2 Ans ouiHkn edpeKTMBHOCTI Ta 6e3nekn SAR441344, MOHOKIOHa/TLHOTO
aHTUTINa Ao aHtaroHicta CD40L, y nauieHTiB 3 peunanByouMM PO3CISIHUM CKIepOo30M», KO AO0C/IiAKEHHS
ACT16877, 3 nonpaskoto 04, Bepcis 1 Big 18 nuctonaga 2024 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHoci-ABeHTiC peluepLl e gesenonmaH, dpaHuis)

3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

2. ATecTauift OLiHKN Ha NanepoBOMY HOCIi AN 360py AaHUX 3 METOI €/1IeKTPOHHOT OLiHKU pe3ynbTaTiB
nikyBaHHA (eCOA): «Paper Assessment Attestation for eCOA Data Collection Ukrainian (Ukraine) V1.0
27-Aug-2025», Bepcis 1.0 Big 27 cepnHa 2025 poKy, YKPaiHCbKOIO MOBOKO [0 NPOTOKO/Y K/TiHIYHOrO
JocnipkeHHs «PaHpomisoBaHe, BigkpuTe gocnimkeHHs 1l dpasv gnsa ouiHkM nemoponisymady B SKOCTI
Heoaf toBaHTHOI Tepanii Ta B KOMOIHaUil 3i CTaH4APTHUM JliKyBaHHAM B SIKOCTI af'loBaHTHOI Tepanii npuv
onepabenbHOMY STIOKOPEriOHaIbHO PO3MOBCHAKEHOMY M/IOCKOK/TITUHHOMY paky rosiosu Ta wui llI-IVA ctagii»,
Koa gocnipkeHHs MK-3475-689, 3 iHkoprnopoBaHoto nonpasBkoto 09 Big 29 6epe3Hs 2024 poky; CMOHCOP -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»

3. Martepianu agna nauieHTiB: IHCTPYKUii AnA yyacHuKalocoou, sika 34iMCHI0E gornsag 3a y4YaCHUMKOM
pocnipkeHHs, Bepcia 4.0 Big 01 BepecHA 2025 poKy, YKPAiHCbKOK Ta POCiCbKO MoBaMu; 3MiHa
Micus NpoBeAeHHA KMiHIYHOro BUNPOOYBaHHA [0 MPOTOKOJY KNIHIYHOIO AOCMIMKEHHS «IHTepBeHuiliHe
po3LmnpeHe gocnigxeHHs asn 3 A5 BUBYEHHS AOBroCTPOKOBOI 6€3MeKkn Ta NepeHOCMOCTi TONEGPYTUHIOY
B YUYaCHUKIB i3 peunanByoyuMM PO3CiHM CKNePO30M, NEPBMHHUM MPOrPECYIOUNM PO3CISHUM CK/1ep0o30M abo
BTOPUHHUM MPOrPecyoyuM HepeuuamByouM PO3CIAHUM CKIIepo30M», Ko AochimkeHHA LTS17043, 3
iHKopnoposaHoto nonpaskoto 08, Bepcis 1 Big 27 BepecHs 2024 poky; cnoHcop - Sanofi-Aventis Recherche &
Developpement, France (CaHoi-ABeHTiC Pelwweplt e [leBesionMaH, ®paHuis)

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BYNO CTANO
K.M.H. XaByHka M.A. K.M.H. XaByHka M.A.
KomyHanbHe  HekomepuiiHe nignpPUMeMcTBO | TOBapMCTBO 3 OGMEXEHOK BiANOBIfA/ILHICTIO
«JIbBiBCbke TeputopianibHe meguuHe | <HENPO®OKYC», LIeHTP KNiHIYHUX AOCiMKEHD,
06°egHaHHA «KniHiyHa nikapHA nnaHoBOro | M. JIbBiB
NniKyBaHHA, peab6initayii Ta  naniatTMBHOI
Jornomorun», BigoKpemneHuin nigpos3gin «5-a
NikapHsa», HeBpPOJIOriyHe BiafiNneHHs 3
MeAUYHOI0 peadinitauyieto, M. JIbBIiB

4. MopaoBXeHHSA TPUBANOCTI KNiHIYHOro BUNPOoGYyBaHHSA B CBITi Ta B YKpaiHi o 12 nuctonaga 2025 poky
[0 NPOTOKOJY KMIHIYHOTO AocnimKeHHs1 «PaHgomizoBaHe, |l doasu, noggiiiHe crine AoCAigpKEHHS KOMOIHaLLT
TpacTy3ymaby, ximioTepanii Ta neméponisymady y NopiBHAHHI 3 KOMGIHaLie TpacTy3ymaoy, ximioTepanii Ta
nnauebo 4K Tepanii nepwoi iHil y nauieHTisB 3 HER2-NO3WTMBHOIO METaCTaTUYHOI aJeHOKapLUHOMOK
WyHKy abo LWyHKoBO-cTpaBoxigHoro 3'egHanHa (KEYNOTE 811)», kog pocnigkeHHsa MK-3475-811, 3
iHKoprioposaHoto nonpaskoto 09 Big 08 BepecHs 2022 poky; crnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

5. OHoBneHun po3ain 3.2.P Inchopmauis npo nikapcbkuii 3acio (Drug Product Information) Jocbe A/13
MK-3475, Bepcis 08VT8V Big 06 uepBHs 2025 p., aHrNiliCbKO MOBOI; 3a/lyYeHHs1 [04aTKOBOro
AocnigkyBaHOro Jiikapcbkoro 3acoby, uWo O6yae BUKOPUCTAHMIA SIK npenapaTr MOPIBHAHHA:
Kap6onnatun BeHganic (Carboplatin Bendalis), 10 mr/mn, KOHUeHTpaT ANA PO3UYUHY ANA iHQY3in;
3anyueHHsA [,0[ATKOBUMX BUPOOHUKIB AOCiMKyBaHUX Jlikapcbkux 3aco6iB: Bendalis GmbH, Germany,
Keltenring 17, Oberhaching, Bavaria, 82041 Tta Fresenius Kabi Deutschland GmbH, Freseniusstrasse 1,
Friedberg (Hessen), 61169; YkpaiHa, MK-3475-01G, IHchopmaLiisi Ta AOKYyMeHT npo iHchopMoBaHy 3rogy
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ANA nauieHTa, Bepcia 01 Big 05 BepecHA 2025 p., yKpalHCbKOIO MOBOWO; YKpaiHa, MK-3475-01G,
IHcbopMaLia Ta AOKYMEHT nNpo iHhopMoBaHy 3rogy A5 nauieHTa ans fikyBaHHA NicnA nporpecyBaHHA
XxBopo6u, Bepcisa 01 Big 03 BepecHsA 2025 p. yKpaiHCbLKOIO MOBOIO 10 MPOTOKO/Y KAiHIYHOIO AOCNIIKEHHS
«KEYMAKER-UO1 — nigaocnigpkeHHs 01G: napaconbkoBe gocnigkeHHs |l asu 3 noyeprosumm rpynamm ans
BMKOPUCTaHHA O0CAIMKYBaHNX 3ac006iB y KOMOIHALIT 3 nemGposisyMabom i3 gogaBaHHAM XiMioTepanii Ha
OCHOBI N1aTHM abo 6e3 Hel' y paHille HeNikoBaHMX YHaCHMKIB i3 HeApiOHOKMITUHHUM pakoM nereHb IV cTagii»,
Koa gocnigxeHHs MK-3475-01G, sepcisi 00 Big 16 BepecHs 2024 poky; cnoHcop - TOB Mepk LWapn eHg [oym,
CLWA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

6. OHOBNEeHWii NMPOTOKON K/iHIYHOrO BUNPOGYBaHHA, Bepcia 4 Big 04 kBiTHA 2025 p.; Bpowypa
pocnigHuka ana neptysymady (RO4368451), Bepcia 24 Big ntoTtoro 2025 p.; dopma iHthopmoBaHOi
3rogu, Bepcia 2.0 gna YKpaiHu yKpaiHCbKOK MOBOI Bif, 19 TpaBHA 2025 p. Ha ocHOBi MogenbHOI
thopmu iHcpopmoBaHOi 3rogu ansa pocnipxkeHHa MO29406, Bepcis 3.0 Big 13 TpaBHA 2025 p.;
36iNnblIeHHA NePBUHHOI OLiHKN TPMBAIOCTi KMiHIYHOrO BUNPOGYBaHHA B YKpaiHi 3 6 pokiB g0 10 pokiB;
CnpouweHe gocbe (posgin P.3.1 - RIM-REGQUAL-153611 v1.0) gna AocnigXyBaHOro nikapCcbKoro
3aco6y nepty3ymabs (Mep’eta®, Perjeta®) KOHUEHTPAT A1 PO3UUNHY A1 BHYTPILUHbOBEHHUX iH(Y3iii
(420mr/14mn), 30 wmrimn; CnpouweHe pgocbe (po3gin P.3.1 - RIM-REGQUAL-154688 v1.0) pns
[ocnipKyBaHOro nikapcbkoro 3aco6y Ttpactysymadé (FTEPUEMNTUH®, HERCEPTIN®) nopowok ansa
KOHLIEHTpaTy A1 PO3UMHY AnsA iHdysiii no 150 mr; 3miHa HasBU MicUs NMPOBEeAEHHS KJliHIUHOTO
BUNPOGYBaHHSA A0 NPOTOKOY KAiHIYHOro JocnifxeHHs «baratoueHTpoBe, B OAHil rpyni cXemu fikyBaHHS,
BiAKpUTE NPOAOBXEHe [OCNiMKEHHA MepTy3ymady B pexuMmi MoOHOTepanii abo y komb6iHauii 3 iHwWuMK
NPOTUMYX/IMHHUMU 3acobamMu y MauieHTIB, WO paHille nNpuiiMasn ydyacTb Y BUNPOOYBaHHSX NepTy3ymady,
CMOHCOPOM SKUX BUCTyNasia koMnaHia XodpdpmaH-/la Pow», kon gocnigxeHHs M0O29406, sepcia 3.0 Bif
14 nuctonaga 2019 p.; cnoHcop - ®.XothdmanH-/1a Pow /114, LBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

BYNO CTANO
O.M.H., npody. BoHaapeHko |.M. O.M.H., npody. BoHaapeHko |.M.
KomyHanbHe HekomepuiiHe nignpuemcTBo «Micbka | KOMyHanbHe HEKOMepLUiHe nignpuemcTBo «Micbka
KNiHivHa nikapHa Ned» [HINPOBCLKOI MIiCbKOT pagn, | KiiHiyHa nikapHa Ned» [HINPOBCLKOT MICbKOT paau,
BiggineHHsa ximiotepanii, AepXxaBHuii 3aknag | XimiotepaneBTU4He BigAiNeHHA 3  [OEHHUM
«HinponeTpoBCbKa MepnYHa akagemisi | ctauioHapom, OHinpoBcbKuii AepXxaBHui
MiHicTepcTBa OXOpPOHU 3A0POB’s  YKpaiHu», | Megu4Huii yHiBepcuTeT, Kadieapa OHKoMorii Ta
Kathegpa oOHKoMoOrii Ta MeAuyHOI  pagionorii, | MeauyHol pagionorii, M. JHinpo
M. [JHinpo

7. 3anyyeHHs AOAATKOBOro BUPOGHMKaA JOCIAKYBAHOrO J1iKapCbKOro 3acooy, Lo 6yae BUKOPUCTaHWIA
fIK npenapart nopiBHAHHA Kap6onnaTtuH Kabi (Carboplatin Kabi), 600 mr/60 mn (10 mr/mn), KOHUEeHTpaT
ANA po3uuHy pnsa iHdysiii: Fresenius Kabi Deutschland GmbH, Freseniusstrasse 1, Friedberg
(Hessen), 61169, Germany; YkpaiHa, MK-3475-01E, IHdhopmaLisa Ta fOKYyMeHT npo iHhopMoBaHy 3roay
Ana nauieHta, Bepcia 02 Big 05 BepecHA 2025 p., YKpaiHCbKOKO MOBOI; YKpaiHa, MK-3475-01E,
IHcbopmauia Ta AOKYMEHT Npo iHhopMoBaHy 3roay A8 nauieHTa gns fikyBaHHA Nicnsa nporpecyBaHHA
xBopo6u, Bepcisa 00 Big 08 BepecHA 2025 p., yKpaiHCbKOK MOBOIO 10 NPOTOKO/TY KNiHIYHOIO A0CNiAKEHHS
«KEYMAKER-UO1, nigaocnimkenHs OL1E: napacosibkoBe pocnigkeHHsi Il ¢a3n 3 noyeproymn rpynamu
JocnifpkyBaHux npenaparTis 3 XimioTepanieto abo 6e3 Hel y KombiHaLil 3 neMopoisymadéom A1 NiKyBaHHSA
yyYacHWKIB 3 BriepLle diarHocToBaHMM onepabenbHUM HeapibHOKNITUHHUM pakom nereHis (HOKP/) ctagiii |-
1B (N2)», kog gocnigpxkeHHsa MK-3475-01E, sBepcisa 3 iHkoprnioposaHoto nonpaskoto 03 Big 03 nunHa 2025 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

8. YkpaiHa, MK-1026-003, IndhopmaLis Ta AOKYMEHT npo iHhopMoBaHy 3rofy ANA nauieHTa koroptu A-H
i J, Bepcifa 4.00 Big 12 BepecHsa 2025 p. yKpaiHCbKOIO MOBOI [0 MPOTOKO/Y KNiHIYHOIMO BUMPOOGYBaHHS
«ocnimkeHHs |l ca3n ouiHkM edreKTUBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remaTonoriyHumm
3/105KICHMMIM 3aXBOPIOBaHHAMW», Kog, AocnimkeHHss MK-1026-003, 3 iHkopnopoBaHoto nonpaBkoto 09 Big
21 cepnHAa 2025 poky; crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»



9. Jocbe pocnimpKysBaHOro nikapcbkoro 3aco6y SPY001-001 (IMPD-Quality), pepakuia 7.0 Big
29 cepnHAa 2025 p.; Jocbe AocnimKyBaHOro nikapcbkoro 3aco6y SPYPBO-101 (IMPD-Quality),
ocTtatouHa pegakuisa 4.0 Big 29 cepnHAa 2025 p.; Aocbe pocnigKyBaHOro niKapCbKoOro 3aco6y
SPYPBO-102 (IMPD-Quality), octaTouHa pegakuis 4.0 Big 29 cepnHsa 2025 p.; MoAoBXeHHSA TEPMiHY
NpUAaTHOCTI JOCIAKYBAHOrO Jlikapcbkoro 3aco6y SPY001-001, po3uuH gnsa iH’ekuiid, 180 mrimn (360
Mmr /2 mn) 3 12 po 18 micsauis; MNoAOBXEHHA TEPMiHY NPUAATHOCTI AOCAIAKYBAHOIO J1iKapCbKOro
3acoby SPYPBO-101 Placebo go SPY001-001 180 mr/mn (360 mr / 2 M), po3umrH AN iH’eKuin 3 12 go 18
MmicAuiB; MopoBXEHHA TepMiHy NPUAATHOCTI AOCAIAKYBaHOro Jsikapcbkoro 3aco6y SPYPBO-102
Placebo go SPY001-001 150 mr/mn (300 Mr / 2 mn), KOHUEHTpPAT ANA NMPUrOoTYBaHHA PO3YUHY ANS
iHpy3iid 3 12 o 18 micAwiB 40 NPOTOKOY KAiHIYHOro AocnigxeHHs «MnatdgopmMHe gocnigpkeHHs |l dhasm 3
OUiHKN eeKTUBHOCTI i 6e3ne4yHOCTi aHTMTIN TpuBanol Aii Mpu 3acToCyBaHHI B PEeXUMi MOHO- abo
KOMbiHOBaHOI Tepanii 3 NPMBOAY CepefHbOTSXKKOTO abo TSXKOro nepebiry BMPasKoBOro KOMITY B aKTUBHIN
dopmi», Kop pocnimpkeHHs SPY123-201, OCHOBHMII NPOTOKOA KAiHIYHOro BuNpobyBaHHA SPY123-201,
pepakuia 1.1 Bif, 25 kBiTHA 2025 p.; oaaTok A0 NPpOTOKONY K/iHIYHOro BunpobysaHHa SPY123-201, wo
OMMCY€E KOHKPETHE BTPYYaHHs i3 3acTocyBaHHAM npenapaty SPY001, pepakuis 1.0 Big 14 6epesns 2025 p.;
cnoHcop - «Cnaep Tepan'loTike, IHK.» [Spyre Therapeutics, Inc.], CLLUA

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

10. Bpouwypa pgocnigHuka Masopukcacop (X4P-001), Bepcia 13.0 Big 18 nunHa 2025 poky,
aHrnificbKo MOBOID; 3rofa Ha yuyacTb Y KniHIYHOMY gocnigkeHHi, Bepcia 3.1 Big 11 cepnHa 2025 p.
YKpalHCbKOI0 MOBOIO; 3rofa 6aTbKiB Ha yyacTb AUTUHM Y KNiHIYHOMY pocnigkeHHi, Bepcia 3.1 Big
11 cepnHAa 2025 p. ykpaiHCbKOIO MOBO10; IHhopMaLia Ta hopma iHPOpMOBaHOI 3roAn HENOBHONITHLOT
ANTUHU BiKoM 14-17 pokiB, Bepcis 3.2 Big 10 BepecHA 2025 p. yKkpalHCbKOIO MOBOIO; Popma A03BOMY Ha
3apaxyBaHHSA KOWTIB HA paxyHOK, Bepcis 5.0 Big 22 cepnHs 2025 p. yKpaiHCbKOKO MOBOIO; 36iNbLUEeHHS
Ki/IbKOCTi OCi0, WO 6epyTb y4yacTb Y KMiHIYUHOMY BUNPOGYBaHHi, A0 20 0ci6G [0 NMPOTOKOAY KiHIYHOIO
JocnipkeHHs «PaHgomizoBaHe, MOABiHe chine, nnaueb0-kOHTPoiboBaHe, H6araToLeHTPOBE AOCAILKEHHS
MaBopukcacopy dasm Il cepeq yyacHUKIB 3 BPOMHKEHUMU Ta HABYTMMW NEPBUHHUMWU @yTOIMYHHUMU Ta
iAioNaTMYHNMKN XPOHIYHUMMW HEWTPONEHIYHMMM po3nagamu, WO CTPaXKA4aTb Ha peunanByodi Ta/abo cepiio3Hi
iHdheKUiT», koa aocnigxeHHs X4P-001-110, sepcis 3.0 Big 10 ntotoro 2025 p.; cnoHcop - X4 Pharmaceduticals,
Inc., USA / Ikc4 dapmacbloTikana, IHk., CLUA

3asaBHuK - HOBOTEK KNIHIKAM PICbOY (KIMP) NIMITEA, Kinp

11. 3miHa BignoBiganbLHOro AociigHMKA [0 MPOTOKONY K/IIHIYHOrO [OCNiMKeHHA «PaHAoMmi3oBaHe,
noagiiHe cnine, niauebo-KOHTPOIbOBaHe AOCIKEHHSA dha3u 2b, Lo NPOBOANTLCA Y NapasieNbHNX rpynax 3
MeTOI0 OLiHKMN ethpeKTMBHOCTI Ta 6e3neyHocTi BepekiTyry (UPB-101) B y4acHVKIB i3 XPOHIYHUM O6CTPYKTUBHUM
3axBoploBaHHAM fiereHb (XO3J1) noMipHOro abo TAXKOro CTyneHs», kog gocnimpkeHHs UPB-CP-06, sepcis 1.0
Big, 29 ciuHA 2025 poky; cnoHcop - Upstream Bio, Inc., USA/AncTtpim bio, IHk., CLUA

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTANO
O.M.H., npod. Aemuyk A.B. nikap fkumeHko I.B.
MpuBaTHe Masie nignpuMeMCTBO, MeanyHuin ueHTp | MpruBaTHe Mane NignNpueMcTBO, MeauyHWiA UEeHTp
«[lynbc», TepaneBTUYHE BigAiNEHHSA, M. BiHHMUA «[ynbC», TepaneBTUYHE BiaAiNEeHHs, M. BiHH1US

12. 3miHa MicuA npoBeAeHHA KiHIYHOro BUMPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO AOCNIAKEHHS
«PaHpomizoBaHe, noggiiHe cnine pocnigpkeHHs, |l das3u, gns nopiBHAHHA npenapaTy YnagauWuTUHIO
(ABT-494) 3 nnaue6o Ta 3 agaslimymMadbom, y nauieHTiB 3 cepeHbOTSKKOI0 abo TSXKKOH hopMammy akTMBHOIo
peBMaTOiAHOIO apTpuTy, WO OTPUMYIOTb CTabinbHy 6asvcHy Tepanito MeTOTpekcaToM Ta He [OCArv
afleKkBaTHOI BiANOBiAi Ha Hel», KoA focnimkeHHA M14-465, 3 iHkoprniopoBaHMy AgMiHICTpaTUBHUMK 3MiHaMu
1, 2, 3i 4 Ta Nonpaskamu 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;
crnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachktoTikana TM6X», LLseliLapis

BYNO CTAO
nikap Bacuneup B.B. nikap Bacuneup B.B.
JNlikyBa/IbHO-AiarHOCTUUYHMIA LLIeHTP TOBapucTBa 3 | JlikyBaJIbHO-AiarHOCTUUHMIA LeHTPp ToBapucTBa
06MEXEHOI0 BignoBiganbHicTIO «Qlim | 3 oGMexeHOow BignoBiganbHicTIO «MeauuHwuii
MeaULUHNY, amGynaTtopHo-nonik/iHiuHe | gim  «Opgpekc», amOyslaTOpPHO-NOJiKNiHiUHe
BiaggineHHs, M. Ofeca BiaggineHHs Nel, m. Ofeca




13. ®dopma iHcpopMoOBaHOI 3roau, aganToBaHa ANs KpaiHW Bepcis ans YkpaiHu, Homep 9.0 Big
12 BepecHs 2025 poKy Ha ocHOBiI Maiictep-Bepcii PI3 9.0 Big 12 BepecHA 2025 poKy, aHI/IIACLKOIO Ta
yKpaiHCcbKoo MoBamu; JoaaTtok fo ®opmu iHhopmoBaHoi 3rogu, agantToBaHoil ANA KpaiHu Bepcia ans
YKpaiHu, Homep 9.0 12 BepecHs 2025 poky Ha OCHOBI MavicTep-Bepcii P13 9.0 Big 12 BepecHs 2025 poky,
aHrnificbKol Ta yKpaiHCbKO MoBamu; Bpolwlypa gocnigHuka gns npenapary AGipatepoHy aueTar
JNJ-212082 ZYTIGA (abiraterone acetate), Bepcis 19, Big 21 TpaBHA 2025 poKy, aHI/iiCbKOKO MOBOIO;
CnpoujeHe fOCbE [OCNIAKYBAHOIO flikapcbKoro 3aco6y Hipanapu6 (Niraparib) 100 mr TaGneTKu BKpUTI
060/10HKOM, Big 09 BepecHs 2025 poKy, aHrNificbKol MOBOIO; MoAoOBXEHHA TepMiHy NpuaaTHOCTI
AocnigkyBaHoro slikapcbkoro 3aco6y Hipanapié 100 Mr, Ta6/1eTOK, BKPUTUX M/1iIBKOBOIO 0GO0MOHKOIO,
Ao 60 micauis; NpoaoBXeHHA TepMiHy NpoBefeHHs KNiHiYHOro BUnpo6yBaHHA 67652000PCR1001 B
ycix KpaiHax, Ae NpoBOAUTBLCA KAiHiUHe BUMPOOYBaHHA Ta B YKpaiHi Ao 05 pokiB 08 micAuiB [0
NPOTOKONY KiHIYHOrO [oc/imKeHHs «Bigkpute, paHOoMi3oBaHe [OCNIMKEHHA AN OUiHKW  BifHOCHOT
6iogoctynHocTi (BA) i 6ioeksiBaneHTHOCTI (BE) npenapartiB y Burnisgi KombiHauii i3 dpikcoBaHow go3oro (Ko )
Hipanapu6y nwc abipatepoHy auetaT (AA) y MOPIBHAHHI 3 Hipanapubom i AA, WO Mpu3HayalTbCs
O[lHOYaCHO Yy BUIMA4I MOHOMpenaparis, y YOJI0BIKIB 3 pakoM nepeamixypoBoi 3a/1031», KoL, AOC/iAKEeHHS
67652000PCR1001, Bepcis MNMonpaska 4, Big 02 TpaBHA 2024 poky; cnoHcop - AHcceH dapmaueBTuka HB
/Janssen Pharmaceutica NV, Benbris

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

14. bpowypa Ansa pocnigHuka 3 npenapaty Hipanapu6, pepgakuia 17 Big 20 4yepBHAa 2025 p.;
IHbopMmauia ana nauyieHta Ta chopma iHPOpMOBaHOI 3rogu Ha yyacTb Yy AOCHifKEeHHi, ocTaToyHa
pepakuifa 10.0 gna YkpaiHu Big 08 BepecHA 2025 p., ocTaTOuHWUI Nepeknag 3 aHrMiicbKoi MOBU Ha
YKpalHCbKy MoBY Bif, 19 BepecHs 2025 p. [0 NPOTOKO/Y KIIHIYHOrO AochifpkeHHa «PaHaomizoBaHe
noABiiHO cniine nnaueb0-KOHTPOsIbOBaHe GaraToUeHTPOBE AOC/IMKEHHA 3 ha3n 3 OUiHKM MiATPUMYKYOT
Tepanii HipanapmMoGom y NaLieHTOK i3 MOLWMPEHNM PaKOM SIEYHMKIB, Y SIKMX BYN0 3apeecTpoBaHo BifnoBiab Ha
Tepanito nepLwlol ANiHii i3 3acToCyBaHHAM XiMioTepaneBTUYHMX MNpenapaTiB Ha OCHOBI NAaTUHW», KO[,
pocnigpkeHHss PR-30-5017-C, pepakuis 9.0 3 MonpaBkoto 08 Big 22 ciuHa 2024 p.; cnoHcop - «TECAPO
IHkopnopelitea», CLUA

3asBHIK - TOBAPUCTBO 3 OEMEXXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»

15. /lucTt nNpo BHeceHHs 3MiH Big 11 BepecHA 2025 poky ao lNpotokony MB-108, Bepcia 9 Big
04 cepnHA 2025 poKy, aHrNificbKOKO MOBOK [0 MPOTOKONY KAIHIYHOrO JocnigkeHHs «OnopHe,
GaraToueHTpoBe, paHAOMi30BaHe, MoggiiHe crine, niaueb0-KOHTPO/bOBaHe AOC/imKeHHA guasn 2/3 3
aganTMBHUM AM3aiHOM /19 MOPIBHSAHHSA L-aHHaMILUHY ANs iH'eKUil y KOMBiHaL,i 3 iH'eKLisMM LuTapabiHy Ta
nnaue6o B KOMOIHaLIT 3 iH'eKLissMM LUMTapabiHy B SKOCTI Tepanii gpyroi AiHii 4ns iHAyKuii pemicii y gopocnunx
nauieHTiB 3 pedpakTepHUM/PeLMAMBYIOHMM TOCTPUM MIENOIZHMM NEeiKO30M», Kog pocnimkeHHs MB-108,
Bepcia 9 Big 04 cepnHa 2025 poky; cnoHcop - MonekyniH biotex, IHk. (MBI), CLUA / Moleculin Biotech, Inc.
(MBI), USA

3anBHVK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

16. 3miHa Ha3BU MicuA NpoBeAeHHs KMNiHIYHOro BUNPOGYBaHHA [0 NPOTOKOJY KNiHIYHOIo BUNPO6yBaHHSA
«ocnimpkeHHsa BnavBy npenapaty Tip3enaTig B MOPIBHAHHI 3 npenapaTtom AynarnyTng Ha po3BUTOK 3HAUHUX
HeCnpuAT/IMBMX CEPLLEBO-CYAMHHMX NOAiN ¥ NauieHTIB 3 LyKpoBuM aiabeTtom 2 Trny (SURPASS-CVOT)», ko4
pocnipkeHHsa I8F-MC-GPGN, 3 iHkopnoposaHoto nonpaskoto (f) Big 16 kBiTHA 2024 poky; cnoHcop - Eni Ninni
eHg Komnani, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

BYNO CTANO
K.M.H. [Nepepsa J/1.A. K.M.H. MNepepsa J1.A.
KomyHanbHe HekomepuiliHe nignpuemcTeo | KOMyHanbHe  HeKoMepuiiiHe  nigNPUEMCTBO
«Micbka KNiHiYHA nikapHsa Ne2 | «Micbka KniHiuHa nikapHa Nel3» XapKiBCbKOI

imeHi npocp. O.0. LlanimoBa» XapKiBCbKOI | MiCbKOI paau, eHOO0KPUHOMOrIYHE BigaineHHA Ha
MiCbKOI pagu, BigaineHHA eHpoKpuHonoril, | 70 nixok (3a agpecoto npocn. NepoiB XapkoBa,
M. XapkiB 197), m. XapkiB

17. 3miHa BignoBigasibHOro AocnigHUKa y MicLi NnpoBeAeHHs KNiHIYHOro BUNPoGyBaHHA [0 MPOTOKOY
KIiHIYHOTO  JocnimpkeHHs «PaHgomizoBaHe, noABiliHe chine, 6araToueHTpoBe KiHIYHE  [OCAIMKEHHS
hapmakokiHeTMYHOI ekBiBasIeHTHOCTI npenapaty QL2107 (noTeHujiiHWiA 6ioaHanor npenapaty Kitpyga®) Ta



npenapaTty KiTpyga® (nemb6ponizymab) npu 3acTocyBaHHi B AKOCTi af'loBaHTHOI Tepanii, Wo NpoBOAUTLCA 3
METOK AeMOHCTpaUii hapMakoKiHETUYHOI MOAIGHOCTI y NauieHTiB Micnsa pe3ekuil HegpiGHOKNITUHHOIO paky
nereHiB», Kog pgocnimkeHHs QL2107-102, Bepcia 1.0 Big 03 6GepesHs 2025 p.; cnoHcop - «Kginy
dapwmacstoTikan Ko, /1ta.», Kutaii (Qilu Pharmaceutical Co., Ltd., China)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
nikap Mauxko B.B. K.M.H. OcTtaneHko H0.B.
ToBapuCcTBO 3 OOMEXEHOKW  BigNoBiga/IbHICTIO | TOBAPUCTBO 3 OOMEXEHOK  BiAnoBiAasIbHICTIO
«MeanyHwuii ueHTp «MeaOdic Mpyn», M. KniB «Meanynwnii ueHTp «MeaOdic Mpyn», M. KniB




