Honatox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KIIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
23.04.2026 Ne 536

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«BigkpuTe mogoBKeHE JOCTIKEHHS a3y 3 I OI[IHKH JJOBIOCTPOKOBOT 0€3MEYHOCTI ITpenapary
KarXT npu nikyBanHI MaHii a00 MaHii 31 3MIIIIAHUMU 03HAKaMU MIPH OinmoiIspHOMY posinani | Tumy
(BALSAM-3)», xox mochimkenas CN012-0038, monpaBka mo mporokony 02 Bim 25 BepecHs
2025 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

ToBapucTBO 3 He0OMEKEHOI0 BinoBinanbHICTIO bpicTon-Maiiepc CkBi66 Cepgices, Ipnanmis

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

50/20 mr (xkcanomenin/ Tpoctmito xnopun) (KarXT, BMS-986510, PRD12327546, 986510-R999-
029, 1-003871-100, KTX-001, KTX-002, XANOMELINE TARTRATE (BMS-986519-03),
TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520), kcaHomeniH TapTpar, TPOCHIiIO
xJopua); TBepaa kamncyna; 50/20 mr (kcanomenin/ Tpocmito xmopun); Catalent Pharma Solutions,
LLC, CIIA; Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenmukoOpuranisi; Almac Clinical Services Limited, BenukoOpuranis; Almac Clinical Services,
LLC, CIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK Limited,
BenukobOpuranis; Ampac Fine Chemicals LLC, CIIA; Ampac Fine Chemicals LLC, CIIA;
AndersonBrecon Inc. (dba PCI Pharma Services), CILIA;

75/20 mr (kcanomenin/ Tpocmito xnopun) (KarXT, BMS-986510, PRD12327569, 986510-R999-
029, 1-003871-100, KTX-001, KTX-002, XANOMELINE TARTRATE (BMS-986519-03),
TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520), kcanomeniH TapTpaT, TPOCIIIO
XJIOpUA); TBepaa Kamcyna; 75/20 mr (kcanomenis/ Tpocmito xsopun); Catalent Pharma Solutions,
LLC, CIIIA; Bristol Myers Squibb Co., CIIA; Bristol Myers Squibb Pharmaceuticals Limited,
BenukobOpurtanisi; Almac Clinical Services Limited, BenukoOpuranis; Almac Clinical Services,
LLC, CIHIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Limited,
BenuxoOpuranist; Ampac Fine Chemicals LLC, CHIA; Ampac Fine Chemicals LLC, CIIA;
AndersonBrecon Inc. (dba PCI Pharma Services), CIIIA;

100/20 mr (kcanomenin/ Tpocmito xiopun) (KarXT, BMS-986510, PRD12327577, 986510-R999-
029, 1-003871-100, KTX-001, KTX-002, XANOMELINE TARTRATE (BMS-986519-03),
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TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520), kcanoMmeniH TapTpar, TPOCIIiiO
xjopun); TBepaa karcyna; 100/20 mr (kcanomenin/ Tpocrmito xiopun); Catalent Pharma Solutions,
LLC, CIIA; Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
Bemuko6puranis; Almac Clinical Services Limited, BemukoOpuranis; Almac Clinical Services,
LLC, CHIA; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services UK Limited,
BenukoOpuranisi; Ampac Fine Chemicals LLC, CIIA; Ampac Fine Chemicals LLC, CIIIA;
AndersonBrecon Inc. (dba PCI Pharma Services), CIIIA;

125/30 mr (kcanomemnin/ Tpocmiro xiopun) (KarXT, BMS-986510, PRD12327584, 986510-R999-
029, 1-003871-100, KTX-001, KTX-002, XANOMELINE TARTRATE (BMS-986519-03),
TROSPIUM CHLORIDE (BMS-986520-01, BMS-986520), kcaHOMeliH TapTpar, TPOCIIiIO
XJIopun); TBepAa karcyna; 125/30 mr (kcanomenin/ Tpocmito xiopun); Catalent Pharma Solutions,
LLC, CIIA; Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb Pharmaceuticals Limited,
Bemuko6puranis; Almac Clinical Services Limited, BenmukoOpuranis; Almac Clinical Services,
LLC, CIHIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK Limited,
Bemukobpuranis; Ampac Fine Chemicals LLC, CIIIA; Ampac Fine Chemicals LLC, CIIIA;
AndersonBrecon Inc. (dba PCI Pharma Services), CIIIA

Biamosinaneawmii (1) 1ocmiqHuK (¥)
Ta MicIe (s1) IpOBEACHHS
BUIIPOOYBaHHs B YKpaiHi

1) k.M.H. baxxesuy 10.A.

KomyHnanbHe HekomepuiiiHe mianpueMcTBo «KiiHIYHMN 3akiaj 3 HaJaHHS ICUXIaTPUYHOL
nonomoru «IICUXIATPIA» BukonaByoro oprany KuiBcekoi micbkoi pagu (KuiBcbkoi Michkol
JepKaBHOT aaMiHicTpalii), LleHTp NepBHHHOIO NMCUXOTHYHOIO €Mi30[y Ta CyYaCHHX MeETOJIB
nikyBaHHs, M. Kui

2) k.M.H., po(. Cepebpennikona O.A.

KomyHnanbHe HekoMmepliiiiHe mignpueMcTBo «BiHHUIBKA 00JacHa KIiHIYHA MCUXOHEBPOJIOTIUHA
mikapHs iM. akaj. O.l. FOmenka BinHuipkoi o6nacHoi paaw», 3MilIaHe (Y0JIOBiYe Ta >KIHOYE)
BigmieHHs Ne2, M. Binuuiig

3) K.M.H., noueHT Jlennuco €.M.

KomynanbHe HekomepiiiiHe mianpueMcTBo «OOnacHa KJIiHIYHA [CUXIaTpUYHA JIIKapHS
KipoBorpancbkoi 00y1acHOT paan», TICHXOHEBPOJIOTIYHE UCIIaHCEpHE BiUIUICHHS, JlOHEBKUN
HaI[lOHAIBHUN MEIUYHUM yHIBepcUTeT, Kadenpa mcuxiaTpii, IcuxoTepamii, HapKojorii Ta
MennyHoi ncuxodorii, cMT. Hose, M. KpornmuBHuIbK1Mit

4) nikap ®insi 10.0.
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Komynanbne Hexkomepiiiine minnpuemctBo JIbBiBchbKkoi oOsacHOi paau «JIbBiBCbka oOacHa
KJIIHIYHA [ICUXIaTpUYHA JIIKapHs», BUIIIJICHHS IEPBUHHOTO IICUXOTHYHOTO emizoxy Ne5, m. JIbBiB
5) n.m.H., po¢. CkpunHikoB A.M.

Komynanene mianpuemctBo «OOmacHUM 3akiajy 3 HaJaHHS [ICUXIATPUYHOI JOMOMOTH
[TonraBchkoi 00acHOT paan», 3 BIAMIICHHS — 3arallbHONICUXiaTpHYHE, YOJI0BiUe, 6 BiIICHHS —
3arajbHOIICUXIaTpU4He, KiHOYe, [lonTaBChKUU AepKaBHUN MEIWYHUI YHIBEpCHUTET, Kadempa
rcuxiaTpii, HapKoJIOTii Ta MenuuHO1 ricuxoJorii, M. [TonraBa

6) mikap Kocenkosa I.B.

Komynanene Hexomepiiiine mianpueMcTBo «Yepkacbka oOjacHa TMcuXiaTpuyHa JIKapHS
Yepkacbkoi 007macHOT paaW», KOHCYJIBTaTHBHO-AIarHOCTHYHHM  KaOiHET amMOyinaTopHOi
ncuxiaTpu4Hoi gonomoru, M. CMmina, Yepkacbka 0071acTh

7) n.m.H. Mopo3 C.M.

KomyHnansHe HekoMepIliiiHe TOBapuCTBO «/J{HimporeTpoBchbka 6araTonpodiibHa KIiHIYHA JTiKapHs
3 HaJlaHHS TICUX1aTPUYHOI TOTIOMOTH» JIHIMPONeTPpOBCHKOi 00JIACHOT pauy, MCUXOHEBPOJIOTIYHE
BiIieHHs (ncuxocoMatuyauii neHTp) NelO, m. J[ninpo

8) 3acimyxenwuii nikap Ykpaiau 3inp0eponar I.M.

Komynanene Hexkomepiiiine mianpueMctBo KuiBcbkoi obnacHoi paau «ObnacHe ncuxiaTpuyHO-
HapKOJIOTIYHE MeAWYHe 00’eIHaHHs», 4osoBiue BigmiaeHHs Nel(O, skxiHoue BimmimeHHs Neo2,
KuiBcrka 00nacth, DacTiBChbKUM paiioH, cMT. [ TeBaxa

9) n.m.H. Onpst €.B.

Komynansne HexomepitiiiHe mianpueMcTBo «OaechbKuil 00TacHU MEAUYHUMN IEHTP MCUXIYHOTO
310poB’s» Oxecbkoi 00JacHOI pajy, BIIOKPEMIIEHUN CTPYKTYpHHUI migpo3nin Ne3, BimaiieHHS
Ne36, Onecrka obsactb, Ofecbkuii p-H., ¢. OnexcanpiBkKa

10) nikap Kaunncoka B.T.

KomyHanebHe HekoMepIliiHE MiANPUEMCTBO «XMEJIbHUIIBKUN OONMacHUN 3akiaj 3 HagaHHS
NICUXIaTPUYHOI ~ JIOMOMOTW»  XMENbHUIIbKOI  oOnacHoi  paau, 1-me  BiAAUIEHHS  Ha
50 nDKOK - 4YONOBIYE, 3arajdbHOICUXIATPUYHE JUIS JOPOCIUX, XMETbHUIIbKa O00JIacTh,
XMenbpHUIIBKUHN p-H, ceno CkapkuHIll, Po3comanceka TepuTopiajibHa rpoMajia

[IpenapaTty MOpPiBHAHHS, BUPOOHUK
Ta KpaiHa
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CymnyTHi MaTepianu/mpenaparu —
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

B.o. HauanbHuka PapMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)
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110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KIIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
23.04.2026 Ne 536

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«/IBoxeramHe Oe3nepepBHE 0AraTOICHTPOBE PaHIOMI30BaHE BiJKPHUTE aIalTUBHE JOCIHIHKEHHS
I/II da3m nmikapebkoro 3acody RO7771950, mo npoHukae yepe3 remaToeHnedaniqamii 6ap’ep,
y TIOpIBHSIHHI 3 TyKaTiHiOOM, oOMaBa B KOMOIiHAIil 3 TpacTy3ymMaOoOM Ta KamenuTaOiHOM, Y
MAII€HTIB 13 paHilIe JIKOBAaHUM HEPE3eKTAaO0CIbHUM MiCIICBOMOMNPEHIM a00 METaCTaTUYHUM
HER2-1103UTHBHUM pakoM MOJIOYHOT 3aJI031 3 METACTa3aMU B ICHTPAIbHY HEPBOBY CHCTEMY a00
0e3 Hux», ko gociipkeHass W046069, sepcis | Bix 06 mucronama 2025 p.

3asBHUK, KpaiHa

ToBaprCTBO 3 0OMEKEHOI0 BiANOBiAAIBbHICTIO «Pom Ykpaina»

CnoHncop, kpaiHa

@.Xodppmann-JIs Pom JIta, HIseitmapis

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHS, BUPOOHHUK, KpaiHa

RO7771950 (Ro 777-1950/F07, RO7771950/F07-01, ZN-A-1041), RO7771950, (3019961-01-1,
2414056-31-6, ZN-A-1041, ZN-A-1041 fumarate, ZN-A-1041 FMA salt, ZN-A-1041-0,
ZNDO081 FMA salt, ZNDO081 fumarate, 127854, ASYM-127854); TaOnerku, BKpHUTI
KHIIIKOBOPO3YUHHOK 000510HKO0; 200 Mr; Delpharm Milano S.r.1., Italy;

Tpacty3ymab (Trastuzumab, I'epuentun®, Herceptin®) RO0452317; nopomiok At KOHIEHTpaTy
JUTsl po3unny s iHQy3ii/dnakon; 150 mr; Genentech, Inc., USA;

Tpacty3zymab (Trastuzumab, I'epuentun®, Herceptin®) RO0452317; po3unH Ui NiAMIKIPHUX
11’ exuiit/dnakon; 600 mr/5 mi; F. Hoffmann-La Roche AG, Switzerland;

Kaneuurta6in (Capecitabine, Capecitabine Accord, Kameuuta6in Axkopn, Xeloda, Kcenona);
Ta0JIETKH, BKPUTI IJTIBKOBOIO 000s10HKO10; 150 Mr; Pharmadox Healthcare Limited, Malta;
Kaneuurtabin (Capecitabine, Capecitabine Accord, Kameuutabin Axkopn, Xeloda, Kcenona);
Ta0JIETKH, BKPUTI IJT1BKOBOIO 000510HKO10; 500 mr; Pharmadox Healthcare Limited, Malta

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) n.m.H., npo¢. KpmkaniBebka A.€.

Komynanene HekomepiiiitHe mianpuemMcTBo «IIpukapnarcbkuil KIHIYHUM OHKOJOTIYHHM IIEHTP
IBano-®pankiBcbKOi 00JaCHOT paany», Xipypriune BiaaiaeHHs Ne3 ropMOHO3aNICKHUX IMyXJIHH Y
KIHOK, IBaHO-DpaHKIBCHKUN HAI[IOHAJBPHUN MEIWYHUI YHIBEpCUTET, Kadeapa OHKOJOTI,
M. IBaHO-DpaHKiBChK
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2) k.M.H., noueHT napuk S1.B.

KomyHnaneHe HekomepiliiHe mianpueMcTtBo JIbBiBCbKOi oOnacHOi pamu  «JIbBIBChKUI
OHKOJIOTIYHMM  PETiOHANbHUN  JIIKYBAJIbHO-TIarHOCTUYHUN  IIGHTP»,  XIMIOTEpaneBTHYHE
BigaiaeHHs, M. JIbBiB

3) mikap ['oteko LIO.

Bimoxpemuienuii minposain «KiiHidHa JTiKapHS 3 HEBIAKIATHUX CTaHIB Ta €KCTPEHOI MEIUYHOT
nornomorun»  KoMyHanmpHOrO  HEKOMEpLIMHOTO  MiANPUEMCTBA  «YXKropoicbKa  MiCbKa
OaraTornpodiIbHA KIIIHIYHA JIKApHSI» YKrOpOJCHKOI MICBKOI pajiv, OHKOJIOTiYHE BiIJIUICHHS,
JlepxaBHUM BUIINI HaBYATbHUN 3aKia]] « Y KrOpOJAChKUN HAlllOHAILHUHN yHIBEpCUTET», Kadeapa
OHKOJNIOTHi Ta pamionorii HaBYAJIHHO-HAYKOBOTO  IHCTUTYTY  MICISIAMIUIOMHOI  OCBITH
Ta JI0yHIBEPCUTETCHKOT MIATOTOBKH, M. Y3KIOpPOJI

4) nikap 3yoxkos O.0O.

HepxaBHa ycranoBa «HamioHanbHMH HAyKOBHM LEHTp Xipyprii Ta TpaHCILIAHTOJOTI]
imeni O.0. IlanimoBa HarioHambHOT akagemii MEIMYHUX HAyK YKpaiHW», BIITIICHHS OHKOJIOTI,
M. KuiB

5) x.m.H. [Tominuyk [1.B.

[IpuBatne mianpuemctBo «llepina mpuBaTHa KIIiHIKa», JIKYyBaJIbHO-MIPOQLIAKTHYHE BiIIICHHS,
M. KuiB

6) nikap ITanko B.B.

ToBapuctso 3 06MexkeH010 BianoBiganbHICTIO «Meanunuit nenTp «MenOdic I'pymy», M. Kuis

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

Tyxkatini0 (Tucatinib, TUKYSA); TtaGneTku, BKpHUTI IUIIBKOBOKO 000JI0HKOW; 50 Mr;
Corden Pharma GmbH, Germany;
Tykartini®6 (Tucatinib, TUKYSA); TabneTku, BKpHUTI TIJIiBKOBOIO 00010HKOIO; 150 wT;
Corden Pharma GmbH, Germany

CynyTHI MaTepianu/npenapaTu
CYITyTHBOI Teparlii/fopuindHa abo
¢bi3udHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JIOCITIJKYBaHUX JIIKApChKUX 3aC001B
Ta CYMyTHIX MaTepiajiB

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Honatox 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina, MK-3475-01J, Iadopmamis Ta MOKyMEHT Mpo iH(GOpPMOBaHYy 3roay s Talli€HTa,
Bepcis 02 Bix 16 Gepesnst 2026 p., ykpaiHChKOIO MOBOIO; Ykpaina, MK-3475-01J, Indopmarist Ta
JIOKYMEHT MPO 1HPOPMOBaHY 3roIy IJIs MaIlieHTa Ha He0OOB I3KOBHIM 0OMEKEHUN CKPUHIHT, BEpCis
01 Big 16 6epe3ns 2026 p., ykpaiHcbko1o MOBOI0O; Ykpaina, MK-3475-01J, Iadopmaris Ta 1OKyMeHT
mpo iHdopmoBaHy 3rofay [Uisl TallieHTa Ha HaJaHHA HEOOOB’S3KOBHX MOCIHYr (KOMIAHIE0
«Greenphirey), Bepcis 00 Big 23 mrotoro 2026 p., yKpaiHCEKOI0 MOBOIO; 3ally4eHHS JIKapChKOTO
3aco0y, 10 BHUKOPUCTOBYEThbCS sK mpemapaT mnopiBHsAHHS KapOommatun Accord (Carboplatin
Accord), 10 mr/mu, KOHUEHTpaT Ais po3uuHy s iHQy3id, 60 wur; 3amydeHHS BUPOOHHKIB
JKAapChKUX 3ac00iB, 110 BUKOPUCTOBYIOTHCS K MpemapaTu nopiBHsHHA: KapOormatun Accord
(Carboplatin Accord) - Accord Healthcare Polska Sp. z 0.0., Ul. Lutomierska 50, Pabianice, 95-200,
Poland; Kap6omnatun Accord (Carboplatin Accord) - Accord Healthcare Single Member S.A.,
64th Km National Road Athens Lamia, Schimatari, 320 09, Greece; Animra (Pemetrexed) — Vianex
S.A., Marathonos Avenue 16 Km, Pallini, 153 51, Greece

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1659 Bix 03.11.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«KEYMAKER-UO1 mignocmimxenns 01J: PangomizoBane mapaconbkoBe gocuipkeHHs I ¢azu 3
MOYEProBUMH TpyNHaMH JOCIIPKYBaHUX MpenapariB, JUIsl MEpIIOi JiHIT JIKyBaHHS YYacHMKIB 13
PO3MOBCIOPKEHUM 200 METAaCTaTUYHUM HETUIOCKOKIITHHHUM HEJPiOHOKIITMHHUM PakoM JIeTeHiB
(HAKPJI) 3 myTtamisimu KRAS G12C», MK-3475-01J, Bepcis 00 Big 12 ceprast 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo0 BianoBiganabHicTI0O «MCJI Ykpainay

CnoHcop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s ITIPI3BUILIE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

Onornena Opomypa mociigHuka no mnpemnapary Capynapu6 (Saruparib, AZDS5305), Bepcis 6.0
Bix 15 ciuna 2026 poky, aHMIIIKHCHKOIO MOBOI; OHOBIEHHS po3nauTiB JloCke MOCHIIKYBaHOTO
JiKapchKoro 3aco0y Saruparib (AZD5305), TabieTku, BKPUTI IUTIBKOBOIO 000JI0HKOI0, aHTTIHCHKOIO
MoBOrO: Beryn [locke mocimimkyBaHOTO JiKapchKoro 3aco0y Saruparib (AZD5305), Bepcis 2.0
Bin 16 motoro 2026 poky; P.3 BupoOHHUITBO JOCHIIKYBAaHOTO JIIKAPCHKOTO 3aco0y:
P.3.1 Bupobuuk(u), Bepcis 7.0 Big 02 mrororo 2026 poky; P.5.4 Anami3u cepiid ais T0CIiHKyBaHOTO
nikapcekoro 3aco0y, Bepeis 7.0 Bix 13 mororo 2026 poky; 3amyueHHS AOAATKOBUX BHPOOHUYHX
TUISTHOK JUTsL JTOCIIJPKYBAHOTO JIiKapchkoro 3aco0y Saruparib (AZDS5305), TabneTku, BKpPUTI
mI1iBKOBOIO 000s0HKO0: Wuxi STA Pharmaceutical Co Ltd., No 8 Xinrui Road, Ximwu District,
Wuxi 214028, China; Fisher Clinical Services (Suzhou) Co. Ltd., 1 Qiming Road, Suzhou Industrial
Park, Suzhou City, Jingshu Province, China; OnoBnenns po3ainiB Jlocke 3 TOKITIHIYHUX JaHUX HA
JOCTIKyBaHUH JTiKapchkuii 3aci0 Saruparib (AZDS5305), TabneTku, BKPUTI TUTIBKOBOKO 000JIOHKOTO,
aHrimiicekoro MoBoro: Pozmin 2.6.4 IlucemoBe pestoMe 3 (apMakOKIHETHKH, Bepcis Bij
19 nuctonana 2025 poky; Pozain 2.6.6 IluceMoBe pe3toMe 3 TOKCHUKOJIOTri, Bepcis BiJl 22 Cl4HA
2026 poky; Po3ain 2.6.7 Pe3tome 3 TOkcuKOIIOT1i y BUTIIsiA1 Tabauii, Bepceis Big 22 ciunsa 2026 poky

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1469 Bix 21.08.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«MopynpHa (daza I/Ila, BimkpuTe OaraToleHTPOBE IOCHIIHPKEHHS s OIIHKH O€3MeKH,
MIEPEeHOCUMOCTI, papMaKOKIHETHKH, (papMaKoIMHAMIKU Ta MONEePeaHbOI €(EKTUBHOCTI 3pOCTAIOUNX
103 AZDS5305, sk MoHoTepamii Ta B KOMOiIHAIii 3 NMPOTUIMYXJIUHHUMHU 3ac00aMM y TAIIEHTIB 3
MPOrPECYOYUMH COJIITHUMHU 370siKicHUMU HOBOoyTBOpeHHsMH (PETRA)», D9720C00001, Bepcis
12.0, monpaska 11.0 Bix 16 cepnnst 2024 poky

3asBHHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’s IIPI3BUILIE)



Jonatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

IToci6HuK 13 obroBopeHHs iHpopMoBaHoi 3roau Bixg 31 Oepesns 2026 poky [V02 UKR(uk)02],
yKpalHChbKOI0 MOBOI0; [lociOHuK 13 mocmipkeHHs s mamieHta Bim 31 Oepesns 2026 poky
[V02 UKR(uk)02], ykpaincekoro MoBor; bpomrypa mis marmientiB Bim 05 rpymas 2025 poky
[VO2  UKR(uk)0l], ykpaiHchkor0  MOBOI0; HaB4aHHS  mTaImi€HTIB 3  MIATOTOBKH
kumeynnka Po3kaapoBka animaniiinoro Bimeo Bin 18 rpymus 2023 poky [VO1 UKR(uk)],
YKPaTHCHKOIO Ta aHTIIHCHKOI MoBamHu; JIMCT JOCIITHUKA MOTCHIIIMHOMY YY9aCHUKY JOCIIKCHHSI
Bix 16 rpyans 2025 poky [V02 UKR(uk)01], ykpaincekoro MoBoto; JIucT-HanpaBieHHs Bij Jikaps
Bix 13 ciuns 2026 poxy [V03 UKR(uk)01], ykpaiHCbKOIO MOBOIO; BKIFOUEHHS JOAATKOBUX MICIh
MIPOBEICHHS] BUIPOOYBAHHS:

No [1.I.6. BiIMOBIJAIEHOTO JOCITITHAKA
/11 Ha3Ba micIisg npoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. | 3aB. Bix. binorkau O.Y.

ToBapuctBo 3 0OMEXeHOI BiamoBifanpHicTIO «EnenbBeiic Memike», cremianizoBaHe
racTpOEHTEPOJIOTIYHE BiIITIEHHSI MeauuHoro 1eHTpy, M. Kuis
2. | k.m.H. Tomamkesuy I'.I.

KomynanbHe HekoMepIiiiiHe mignpueMcTBO «BiHHUIbKA MicbKa KiiHIUHA JikapHS Nely,
KIIiHIYHEe TepaneBTUYHe BiagineHHs Nel, BiHHUIBKUN HAIlOHATBPHUN MEIUYHUN
yHiBepcuter iM. M.I. IluporoBa, kadenapa mnponeAeBTHUKHM BHYTPIIIHbOI MEAUIMHH,

M. Binauis
3. | mikap lleBuykx B.M.
ITpuBatHe HiANPUEMCTBO IIpUBaTHA BUPOOHMYA ¢bipma «ALHHYCY,

JlikyBanbHO-A1arHOCTUYHUHN IEHTP, M. KponuBHULIbKUI

4. | k.M.H. Onanenunk C.M.
ToBapucTBO 3 OOMEXKEHOIO  BIJMOBINATBHICTIO  «3akaprarcbka EHAOKTIHIKAY,

Mennunuii nenTp « EHIOKIIHIKY, M. YKTOpO
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I.M.H. bysHoBCbKUH P.B.

ToBapucTBO 3 00MEKEHOI0 BIJIITOBIJAJIBHICTIO «Mennuanii HEHTP
«1o6pobyTt-Tlonikminika», JlikyBanpbHO -  JmiarHOCTHUYHMKA  weHTp  «/loOpolyT»,
I{eHTp KIIHIYHUX AOCTIIKEeHb, M. K1iB

K.M.H. KoBans B.I.
Komynanene HekoMmepiiiiHe mianpueMcTBo «Yepkacbka obnacHa jikapHs Yepkachbkoi
0071aCcHOI paJiny, MPOKTOJIOTIYHE BiiIeHHs, M. Yepkacu

I.M.H., ipod. [Tonsucekuit LIO.

ObnacHe KOMyHaJbHE HEKOMepIliiiHe mianpueMcTBo «YepHiBenpka oOiacHa KiIiHIYHA
JiKapHsS», BIAAUICHHS MPOKTOJNOri, ByKOBUHCHKUI Nep>KaBHUNW MEIUYHUN YHIBEPCUTET
MO?3 Vkpainu, kadeapa xipyprii Nel, m. UepHisii

nikap bess T.I.
ToBapucTBO 3 00Me)eHO0 BimnoBinanbHicTIO «LleHTp peabimiTamii Ta 370pOB'S CIUHH
«BinHOBIEHHS», TepaleBTUYHE BiUIICHHS, M. JKutomup

nupexkrop Jonens 1.

ToBapuctBo 3 oOMexeHOw BiAmoBinanbHicTIO «Menbya-Kminik», CnemianizoBane
racTpPOEHTEPOJIOTIYHE BIAUIEHHS JIKYBaJIbHO-IPOPUIAKTUYHOTO HiApo3auty MeanyHoro
LHeHTpy, M. Kui

10.

nikap Kupuuenko O.B.

KuiBcbka KiiHIYHA JIIKapHS Ha 3ali3HUYHOMY TpaHcropTi Ne2 ¢inii «IlenTp oxoponu
3I0POB’s» aKIIOHEPHOTO TOBApUCTBA «YKpaiHChbKa 3ami3Hulsy, LleHTp KiIiHIYHUX
Jocaimkenb, M. Kuis

11.

3aB. Big. Uynpuna JI1.O.
ToBapucTBO 3 OOMEXEHOI BiAMOBiAANBHICTIO «lIeHTp ciMeWHOT METUIIMHH TUTIOCH,
MenuuHuil IEHTp, crieniagi3oBaHe racTpOSHTEPOJIOTiuHe BiAUIeHHs, M. Kuis

12.

K.M.H. babanina M.1O.

KomyHnanphe HiAPHEMCTBO «ITonTaBchka oOnacHa KJIiHIYHA JiKapHS
iM. M.B. CxriocoBcrkoro [lonraBchkoi 001acHOT pajar», raCTpOCHTEPOJIOTTYHHUH TIEHT),
M. ITosrraBa
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13.

I.M.H., mpod. Pexis O.1.

ObnacHe KOMyHaJbHE HEKOMepIiiiHe mianmpueMcTBo «YepHiBenpka oOnacHa KiiHIYHA
JIKapHs», TacTPOCHTEPOJIOTIYHE BiJIiJICHHS, DYKOBHHCHKUI Jep)KaBHUM MEIMYHHUI
YHIBEpCHUTET, Kadepa BHYTPIIIHbOI MeAUIKMHHU, M. YepHiBIi

14.

k.M.H. Ky3pMminceka O.b.
ObnacHe KOMyHalbHE HEKOMEpIliiiHEe MiANpueMCTBO «YepHiBeUbKa JIKApHSI MIBUAKOT
MEJIUYHOI IOMOMOTH», TACTPOSHTEPOJIOTIYHE BIICHHS, M. YepHiBIIi

15.

I.M.H., ipo¢. CtanicimaBuyk M.A.

KomyHnaneHe HekomepliiiHe MignpueMcTBO «BiHHUIIbKAa oONacHa KIIiHIYHA JKapHS
iMm. MLI. ITuporosa Binaumpkoi o0macHoi pagny», OOMacHUN CrieiaTi30BaHI KITIHIYHUN
racTPOCHTEPOJIOTIYHUI [EHTP, BIHHWIBKHWIA HAI[IOHAJIBHUNA MEIUYHUN YHIBEPCUTET
iMm. MLI. Iluporosa, kadeapa BHyTpintHb01 Meauimau Nel, M. Binaus

16.

3aB. Big. Pimxko S1.0.

KomyHanmsHe HEKOMepIiiHEe MiAIPUEMCTBO «3aKaprarchka oOJlacHA KIIIHIYHA JIKapHS
iMeHi AHnpis HoBaka» 3akapmarchkoi 001acHOT paju, TaCTPOSHTEPOJIOTIUHE BiIUICHHS,
M. YKropona

17.

K.M.H., 3aB. Big. bamunekuii B.B.
KomyHanpHe HekoMmepliliHE MIANPUEMCTBO  «XMeEJIbHHUIIbKA OOJIaCHA  JIIKapHS»
XMeJIbHUIBKOT 00J1aCHOT pajin, MPOKTOJIOTIYHE BiIIJICHHsI, M. XMEIbHUIIbKUI

18.

nikap bapanenko B.M.
ToBapucTBo 3 OOMEXKEHOI BiAMOBigaNbHICTIO «KamuTam», KIIHIKO-KOHCYJIbTaTUBHE
BiIUIeHHS MeauuHoro eHTpy «YHiBepcanbHa KiiHika «O6epiry, M. Kuis

19.

I.M.H., pod. 3axapam F0.M.
TOBAPUCTBO 3 OBMEXEHOIO BIAIMOBIIAJIBHICTIO
«APEHCIA EKCITJIOPATOPI MEJIICIH», Bigail KIIHIYHHX JOCHTIKEHb MeETudHOro

neHTpy, M. Kuis

20.

I.M.H., mpod. Bnouuenko B.1.

VHiBepcuTeTChKa JIKapHS JepKaBHOTO HEKOMEpLIHHOro mignpueMcTBa «JIbBiBChKUI
HaI[lOHAJIbHUI Menu4yHUil yHiBepcuTeT iMeHl [lanwia ["anunpkoro», KiiHiKa BHYTPIIIHIX
XBOPOO, TEPaNEeBTUUHE BiJ/IIJICHHA KaMIrycy iMeHi IBana Orienka,
HepxaBHEe HEKOMeEpIIiiiHE MANPUEMCTBO «JIbBIBCBKUII HAIIOHATLHUM ~ METUIHUI
yHiBepcuteT iMeHi [lanuna ["anunpkoroy», kadenpa tepamnii Nel, MeAMYHOT 11arHOCTUKH Ta
remMaroJiorii 1 TpaHcdysioorii GakyabTeTy HiCISIIUIIIOMHOI OCBITH, M. JIbBIB
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21. | 3aB. Bia. 300piBchkuil .M.

YHIBepCUTETChKA JIKApHS JIePKaBHOTO HEKOMEPIIMHOTO MignpueMcTBa «JIbBIBCHKUI
HalllOHAJTLHUN MeIuyHuK yHiBepcuTeT iMmeHi Jlanwia [anuipkoro», KIiHIKa Xipyprii,
xipypriude BijisieHHst Nel kamnycy imeHi Map’sna [lanunmuna, M. JIbBiB

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 458 Bin 03.04.2026

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe TOJBIHE cliNe IIane00-KOHTPOIBOBAHE JOCHIKEHHS (asu 2b i OLIHKH
e(heKTUBHOCTI, 6€3MEYHOCTI, (hapMaKOKIHETUKH Ta (apMakoanHaMiku o0eda3iMOy B MAIIEHTIB 13
xBopo0Oo10 Kpona B akTtuBHIN (ha3i BiJ CEpeAHBOTO IO BAXKKOTO CTYMCHS TsDKKOCTI», ABX464-202,
Bepcis 4.1 Bix 21 nmucronaga 2025 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

ABIVAX, ®paniis

B.o. HauaibHuka @apMaleBTUYHOTO YIIPABJIIHHS Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

3anmyyeHHs HOBHX MICIb IPOBEACHHSI KJIIHIYHOTO BUIPOOYBaHHS:

No
n/m

[1.LB. BiIMOBIJAILHOTO JOCIITHAKA
Ha3pa micIisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1.

nikap Huzpkomramnka O.I1.
ToBapuCTBO 3 OOMEXKECHOW BiAMOBiAaIbHICTIO «Menuunuii neHTp «Camroremy,
Menuunuii ieHTp, JIikyBanbHO-AIarHOCTHYHUH BiIiI, M. BiHHHIS

nikap IBanimun O.b.
ToBapuctBo 3  obmexeHow  BimmoBigaibHicTIO  «[[POCACTPO  KJIIHIKAY,
JlikyBaJIbHO-IIarHOCTUYHUHN Tiapo3ai, M. JIbBIB

k.M.H. bependyc B.41.
ToBapucTBO 3 o0OMexeHOw BignmoBiganbHicTIO «KimiHiko-JliarnocTuunmii  LleHTpY,
Menu4Hui IEHTP, BIJIIICHHS KIIHIYHUX JOCIIPKEeHb, M. IBaHO-PpaHKiBChK

JI.M.H., mpo¢. CranicinaBuyk M.A.

KomyHnanpHe HekoMmepiliiiHe MiAnpHeEMCTBO «BiHHMIIbKAa OOJacHa KJHIYHA JIKapHS
iMm. MLL. ITuporoBa BinHuubkoi o0nacHoi paany», ObmacHU cnenianizoBaHUN KIIHIYHUHA
racTpOEHTEPOJIOTIYHUI 1eHTp, BIHHMIBKMI HalIOHAIBHUA MEIUYHUNA YHIBEPCUTET
iMm. MLI. Iuporosa, kadeapa BHyTpilIHb01 MeuIMHU Nel, M. BinHums

nikap bess T.I.
ToBapucTBO 3 00MekeHO BianoBianbHicTIO «LleHTp peabimiTamii Ta 370pOB'S CHIUHU
«BigHOBIEHHS», TepanleBTUYHE BiAaIeHHs, M. J)Kutomup

n.M.H. 'omosuenko O.1.

ToBapuctBo 3 oOMexeHOI0 BigmoBiganpHicTIO «Meauunuii Llentp Xenc Kiiniky,
BIIJIIJT TaCTPOCHTEPOJIOTIl, TemaToyiorii Ta EHAOKPUHOJOTIT MemuyHOro KIHIYHOTO
JIOCIITHUIIBKOTO IIEHTPY, M. BiHHUII




2 MPOAOBKEHHS J10J1aTKa 6

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 215 Bin 19.02.2026

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«OCHOBHHI  NPOTOKOJ  PAaHIOMI30BAaHOTO  KOHTPOJIbOBAHOTO  KIIIHIYHOTO  BUIPOOYBaHHS
KUTbKOX  (papMakoJIOTIYHUX  TpemapaTiB y  JOpPOCIMX  YYacHHKIB 3  MeTaboJivYHO-
acoIliOBAaHOI)  CTEATOTHYHOI  XBOPOOOIO  TMEYIHKHM, SIKI MalTh MiABUIIEHUH  PHU3UK
PO3BUTKY TSDKKMX HECHpUSATIMBUX HachiakiB 3 Ooky mneuinku (SYNERGY-Outcomes).
InrepBenuiitnuit gogatok N1T-MC-TZ01/N1T-MC-MALO: Tip3enatia y Teparii Naii€eHTiB 3
MACXII Bucokoro pmsuky. IaTepBenmiiitanii gomarok NIT-MC-RTO1/N1T-MC-MALO:
Peratpytun y tepamii mamientiB 3 MACXII Bucokoro pusuky», N1T-MC-MALO Bepcis 3
nornpaBkoro (a) Big 22 BepecHs 2025 poky, 3 inTepBeHmiianME nogatkamMu N1T-MC-TZ01/N1T-
MC-MALO, Bepcis 3 nomnpaBkoro (a) Big 22 BepecHs 2025 poky, ta N1T-MC-RTO1/NIT-MC-
MALO, Bepcis 3 monpakoio (a) Big 22 BepecHs 2025 poky

3asBHUK, KpaiHa

«Emi Jlinm Bocrok CAy, IlIBelinapis

CnoHcop, kpaiHa

Emi Jlinmi enn Kommnani, CIIA / Eli Lilly and Company, USA

B.o. HauanbHuka @apMaleBTUYHOT0 YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiAMOBLIAIILHOTO IOCIIIHUKA; 3MiHA Ha3BU MICIsl MPOBEACHHS KJIIHIYHOTO BUNIPOOYBaHHS:
BYJIO CTAJIO

K.M.H. Octanenko 10.B. nikap ITanko B.B.

JlepxaBHE ~ HEKOMEpIiiiHE  MANPUEMCTBO | JlepkaBHE  HEKOMEpIIMHE  ITiIMPHEMCTBO

«HamionanbHuil 1HCTUTYT paky», BifauieHHS | «HamioHanbHUN 1HCTHUTYT paKy», KIiHIKa

MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii, | OHKOTeMaToNorii Ta KIIHIYHOI OHKOJIOTII,

IHTEepBEHIIHOI pasgiosorii, M. Kuis BiAiIeHHS KIiHIYHOT oHKoJIorii, M. KuiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 80 Bix 19.01.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«PangomizoBaHe, MojBiiiHE ciine, 1uiane0o-KoHTpodaboBaHe nociimkeHHs I ¢a3u mns omiHkm
nemOponizymady (MK-3475) y moennanHi 3 CymyTHHOIO XIMIOITPOMEHEBOIO TE€PATTIEI0 3 TTOAATBITUM
BBEJICHHAM IeMOpoiizymaly 3 onamapubom (MK-7339) ab6o Ge3 HbOro y MHOpPIBHSHHI JIMIIE 3
CYyMyTHBOIO XIMIOTIDOMEHEBOIO TEpami€l0 B YYaCHUKIB 3 HEMIOJABHO J1arHOCTOBAHUM
JIOKaNi30BaHUM JIPIOHOKIITUHHUM pakoMm JereHiB (JIAPJI)», MK-7339-013, 3 iHKOpmOpoOBaHOIO
nonpaBkoro 05 Big 04 kBiTHs 2024 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganpHIcTIO «MCJl Ykpainay

CnoHcop, kpaiHa

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

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

3pa3ky 30BHINIHBOTO Ta BHYTPIIIHHOIO MAapKyBaHHS JOCHIDKYBAHOTO JIKapChKOTO 3aco0y
Kap6omnarun, 10 mr/mi, 60 M1, KOHIIEHTpAT [Tl po3uuHy Jutst iHGY3ii/dhaakon, Outer Package Ta
Immediate container Bim 13 xoBTHS 2025 p., aHIJIIHACBKOI Ta YKpaiHCHKOIO MOBOIO;
3pa3ku 30BHIIIHBOTO Ta BHYTPIIIHBOTO MAapKyBaHHS JOCHTIKYBAHOTO JIKApCHKOTO 3aco0y
[Temetpekcen, 500 mr, mopomok mioini3oBaHUN Ui BHYTpPIIIHBOBEHHUX 1H(DY3ii / QuakoH,
Outer Package Ta Immediate container Bim 13 >xoBTHs 2025 p., aHTTIICEKOI0 Ta YKpPaiHCHKOIO
MOBOI0; 3pa3KH 30BHIIIHBOTO Ta BHYTPIIIHEOTO MapKyBaHHS JOCIIPKYBAHOTO JIIKAPCHKOTO 3ac00y
Kap6ormnatun, 10 mr/mi, 60 M1, KOHIIGHTpAT U po3uuHy Ui iH(Y3ii/paakon, Outer Package Ta
Immediate container Bix 06 yepBHs 2024 p., aHTIIIHCHKOIO Ta YKPATHCHKOK MOBOKO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Nel23 Big 04.02.2026

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane, monpiiiHe ciine apocmimxeHHs III ¢asu ag'toBantHOi Tepamii MK-1084 B
KOMOIHaIIi1 3 MiAMKIPHUM BBEJCHHSIM reMOpoiizymady Ta 6eparianyponigazu anbda (MK-3475A)
MOPIBHSHO 3 a/1'FOBAHTHOIO Teparniero mianedo y komoOinanii 3 MK-3475A y ydacHHKIB 13 TOBHICTIO
pe3ekToBaHuM HepiOHOKTITUHHUM pakoM JiereHis (HJPJI) cranii ITA-IIIB (N2) 3 mytaniero KRAS
G12C nicns oTpuMaHHs He0aJl FOBAaHTHOI Teparii meMOpoIi3yMaboM y MO€AHAaHH1 3 XIMIOTepai€eto
a6o ax’roBantHOI ximioTtepanii (KANDLELIT-013)», MK-1084-013, Bepcis 00 Bix 03 nucronaaa
2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganpHIcTIO «MCJl Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)
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10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

[IpoTokon kiHigyHOTO MociikeHHs, Bepcis 3.0 Bix 24 motoro 2026 p.; UPB-CP-05 Indopmartis
Ui manieHTa ta ¢opma iHpopMoBaHoi 3roau YkpaiHa Bepcis 3.1.0 Bim 05 Gepesns 2026 p.
YKpaiHCbKOIO MOBOIO; bpomrypa mns marienta g Ykpaiau, Bepcis 1.0 Big 20 rpymus 2024 p.
[UPB-CP-05_patient brochure UKR v1.0 20Dec2024 UKR], ykpaincpkoio MoBoio; IlociOHuK
3 BI3UTIB JOCHIDKEHHSA s YKpainu, Bepcis 2.0 Bim 02 oxoBtHa 2025 p.
[UPB-CP-05_study visit guide UKR v2.0 020ct2025 UKR], ykpaincekoro MoBoro; Jlucr
MPUBITAHHS ISl YYaCHUKIB JOCHIDKeHHA ansg Ykpainu, Bepcis 1.0 Bim 20 rpymus 2024 p.
[UPB-CP-05_welcome letter UKR v1.0 20Dec2024 UKR], ykpaiHCBKOO MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1723 Big 14.11.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«/loBrocTpokoBe po3mupeHe AOCIIIKEHHS sl BUBYCHHS €()eKTUBHOCTI Ta O€3MEYHOCTI IpenapaTy
Bepekityr (UPB-101) y gopociux y4yacHMKIB 3 Ba)KKOIO aCTMOIO, SIKI 3aBEPIIMIIN JTOCIIIKEHHS
VALIANT», UPB-CP-05, Bepcis 2.0 rmo6ansHa nonpaka 1 Big 15 cepriasg 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

Anctpim bio, Ink., CIIIA [Upstream Bio, Inc., USA]

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.04.2026 Ne 536

InenTudikariist CyTTeBOI MOMPaBKU

301bIIEHHS KUTBKOCTI YYaCHUKIB JTOCIIKEHHS B YKpaini 3 15 mo 25

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1844 Bix 04.11.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«[IpocnekTrBHE, OaraTolEeHTPOBE, paHJAOMI30BaHEe, IOJBIMHE CIiNe, IUIane00-KOHTPOIbOBAHE
JNOCTIDKEHHST 3 TapajellbHuMu Tpymamu (a3u 3 uisi OIiHKA e(EKTUBHOCTI Ta OE3IEYHOCTI
BHYTPIIIHFOBEHHOT'O BBEJCHHsS KOHIEHTpatry iHridoitopa Cl-ectepazu (C1 INH), Buainenoro 3
JTIOACHKOT TUTa3MH, B YYacHHKIB 13 Bpo/keHoro HemoctarHicTio CI-INH mms mikyBaHHsS Ta
JonponenypHoi MpodiIaKTUKKA TOCTPUX HAMaiB CHAJKOBOTO AHTIOHEBPOTUYHOTO HAOPSIKY»,
CONE-02, Bepcist 6.0 Big 02 gumas 2025 poky

3asiBHUK, KpaiHa

TOB «IlIpem’ep Pecepu Ykpaina»

Cnoncop, kpaiHa

«Okradapma  @apmanestuka  I[Ipoaykrionclec  m.6.X»  (Octapharma  Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

Po3z’scaroBanbamic uct Bim Cmoncopa Bim 03 Oepesns 2026 poky mo IIporokony KiiHIYHOTO
BurnipoOyBanus LFD200A11, ITompaska 2, Bepcia 3.0 Big 17 rpyaus 2025 poky, aHINTIHCBKOIO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Nel23 Big 04.02.2026

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, mojaBiliHEe ciine gociimpkeHHs ¢aszu la/lb, 3 miamne0o-KOHTPOJIEM 1 aKTHBHUM
KOHTPOJIEM, 3 OJHOKPAaTHUM 1 OaraToKpaTHHUM 3aCTOCYBaHHSM JIOCHIXKYBAaHOTO Ipemnapary y
3pOCTAIOUUX J103aX ]ISl MOPIBHSUIBHOI OIIIHKKA O€3MEeYHOCTI, MEPEHOCHMOCTI, (hapMaKOKIHETHKH 1
¢bapmakoaunamiku npenapary LFD-200 y mopocnux y4acHUKIB, SKi € 3OPOBHUMH ocobamu abo
MaloTh PEeBMATOITHUI apTPUT BiJ] CEPEIHBOBAXKKOTO 10 BAYKKOTO CTymeHs TsukkocTiy, LFD200A11,
[Tonpaska 2, Bepcis 3.0 Big 17 rpyans 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Jligopai Immynotepan'totikc, IHk., CIIIA [Lifordi Immunotherapeutics, Inc.], USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
23.04.2026 Ne 536

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocnigauka: Bepcis 5.0 Big 11 6epe3ns 2024 poky, aHTIIIHCHKOI MOBOO; 3MiHa KITBKOCTI
CyO’€KTIB AOCTIKEHHS B YKpaiHi — 301UIbIIEHHS KITbKOCTI MalieHTiB Juist YKpainu 3 50 go 70

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2012 Bix 03.12.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«MixHapogHe 0araToOIeHTPOBE, paHIOMIi30BaHe, MOJBIHHE ciine, MIane00-KOHTPOIbOBAHE
JOCTiKeHHsT Oe3neku Ta e(EeKTUBHOCTI aHTUKOPOHABIPYCHOTO TiMEpIMyHHOTO iMYHOTJIOOYIiHY
NpHU BHYTPIIIHHOBEHHOMY 3aCTOCYBaHHI y JOPOCIUX aMOYyJIaTOPHHX MAIlIEHTIB HA PaHHIX CTaisx
COVID-19y», INSIGHT 012, Bepcis 3.0 Big 08 6epe3nst 2023 poky

3asBHUK, KpaiHa

ToBapucTtBo 3 00MexkeH010 BianoBiganpHIicTIO «Dapmakci-Ykpaina»

CnoHncop, kpaiHa

VYuiBepcuter Minnecoru, CIIIA / The University of Minnesota, UMN, USA

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



