Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPAKEHHS CYTTEBUX IOIPABOK
01.05.2025 Ne 762

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe BIIKpUTE MOCHIDKEHHS ¢da3u 3 i OMIHKKM ePEKTUBHOCTI Ta OE3MEeYHOCTI
KOMOIHOBaHOI Teparii mpemaparamMu ToOeBiOapT + eneOcipaH B YYaCHHKIB 13 XPOHIYHOIO
iHpexiero, sky Bukiukae BI'D (ECLIPSE 1)», kox gocnimkenns VIR-CHDV-V203, Opurinai,
Bepcis 2.0 Bix 07 nucronana 2024 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJIICIH», Ykpaina

CnoHncop, kpaiHa

Bip Baitorexnono ki, Iak., CIIIA / Vir Biotechnology, Inc., USA

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

To6eBibapt (Tobevibart; VIR-3434) (VIR-3434; WBP2166B; 2645440-65-7; 2166B; WBP2166;
ToOeBiOapT); JliodimizoBanuii mopomok mis po3unHy s iH’ekuid (300 mr y dnakoni ams
oJHOpa3zoBoro 3acrocysanus); 300 mr (mimirpam); Vetter Pharma-Fertigung GmbH & Co. KG,
Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH
& Co. KG, Germany; PPD Development LP, USA; Fisher Clinical Services, Inc., USA,
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services GmbH, Germany;
Fisher Clinical Services GmbH, Germany;

Eneocipan (Elebsiran; VIR-2218) (VIR-2218; ALN-HBV-02; 2648009-53-2 (sodium salt);
2648009-64-5 (free acid); ALN-81890; AD-81890; (A-133656) BDJ; (A-163728; enebcipan);
Po3unn mns iw’ekumidi (0,5 M y ¢umakoni s omHopasoBoro 3actocyBaHHs); 200 mr/mu
(mimirpam/miminitp); Fisher Clinical Services, Inc., USA; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany;
Ajinomoto Althea Inc. (dba Ajinomoto Bio-Pharma Services), USA; PPD Development LP, USA;
Nitto Denko Avecia Inc., USA; Nelson Laboratories, USA

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

1) nikap J{o6psiachka MLA.
TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJJAJIBHICTIO «APEHCIA EKCITJIOPATOPI
MEJICIH», Biiain KJIiHIYHUX J0cTikeHb MeaunuHoro neHtpy, M. Kuis

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa




2 MPOAOBXKEHHS 10jaTKa |

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

Komnanis, sika Jii€ 3a TOBIpEHICTIO, SIKY Ha/laB CIIOHCOP Y 3asBHUK HA BBE3EHHS JIOCIIIKYBaHUX
JKapCchKUX 3ac00iB Ta cymyTHix MaTtepiamiB: TOB «Areniis «C.M.O.-Ykpaina»

B.o. HauanbHuka PapMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPAKEHHS CYTTEBUX IOIPABOK
01.05.2025 Ne 762

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure nocmimxeHHs ¢a3u 1b 3 o1HOPa30BUM MiABUIIEHHSM 03U JJIs OI[IHKH O€3MEeYHOCTI,
nepeHocuMocTi, (papmakokineTuku Ta ¢apmakoauHamiku npemnapary bygzompyryr (TNT119) y
JOpOCMX TIAIlIEHTIB 13 CHUCTEMHUM 4dYepBoHMM BoBuakoMm (CUB)», kox mocmimKeHHS
TNT119-SLE-101, Bepcist Bix 17 ciuns 2025 poky

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIIAJIBHICTIO «Tilli/li FOKPEWH», Ykpaina

CnoHncop, kpaiHa

Climb Bio, Inc., USA (Knaiim6 Bio, Iak., CIIIA)

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

Budoprutug (Bymompytyr) (TNT119, VB119, DI-B4; Budoprutug, TNT119, VB119, DI-B4);
KOHIIGHTpAT sl po3unHy s iHQy3id 10 mr/miu, 50 mr/5S ma B ogHOoMy utakoni; 10 mr/mu;
University of lowa Pharmaceuticals (UIP), USA; Pace Analytical Life Sciences, LLC, USA;
SGS Life Science Services, USA; West Pharmaceutical Services, Inc., USA; Abzena, USA,
Abzena, United Kingdom; Xerimis Inc., USA; Xerimis Ltd., United Kingdom; Xerimis B.V.,
Netherlands

Bianosinanbawmii (1) A0oCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) k.m.H. Martistugyk LT

ToBapucTBO 3 00MEXEHOIO BiAMOBIHANBHICTIO «Menuunuii 1neHtp «Koucumiym Menikam,
KIIIHIKO-KOHCYJIbTaTUBHE BiAAIEHHSI Meau4Horo neHTpy, M. Kuis

2) x.m.H. Meddopxa T.O.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIZJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEICIH», Bigain KIiHIYHUX JOCTIKeHbs MeaudHoro nenTpy, M. Kuis

3) a.M.H., ipod., 3aB. kad. Cwmisia C.1.

KomyHnanene HexkoMmepiiiiine mianpueMcTBo «TepHomiibChka oOJacHa KIIHIYHA JHKApHSD)
TepHomninbebkoi 0071acHOi paau, peBMATOJOTIUHE BIAIICHHS, TepHOMUIbCHKUNA HaI[lOHAIBHUIN
MeanuHui yHiBepcutetT imeHi .5I. ['opOaueBchkoro MiHicTepcTBa OXOPOHH 3/10pOB's YKpaiHu,
kadenpa BHyTpinIHb0i Menuuau Ne2, M. TepHoninb

4) n.m.H., ipod., 3aB. kad. CraniciaBuyk M.A.

KomyHnanbHe HekomepiiiiHe mianpueMcTBo «BiHHuibKka oOnacHa  KJIIHIYHA  JIIKApHS
iMm. M.I. ITuporoBa BinHuipkoi o0igacHOi paaw», BUCOKOCTELIadi3oBaHUM KiiHIYHMNA Llentp
peBMaroJIorii, ocTeonopo3y Ta OiosoriuHoi Tepanii, BIHHUIIbKUI HAllIOHATIBHUNA METUYHUN




2 IIPOJIOBKEHHS 01aTKa 2

yHiBepcuteT iM. ML.I. [Tuporosa, kadeapa BHyTpintHb01 Meauiuau Nel, M. BiHHUIS

5) n.m.H., mpod., 3aB. kad. [lleBuyk C.B.

VHiBepcUTEeTChbKAa  JIIKapHSI  BIHHUIIBKOTO  HAIIOHAJBLHOTO  MEIMYHOTO  YHIBEPCHTETY
iMm. M.L TIluporoBa, TepameBTHYHE BiJJUICHHS, BIHHMIIBKUI HaI[lOHATBHUA MEIUYHHH
yHiBepcuteT iM. ML.IL. [Tuporosa, kadeapa BHyTpilmHb01 MeauiuHu Ne2, M. BiHHHIISA

6) n.m.H., mpod. Suummn P.1.

KomynanbHe HexoMmepuiiiHe minmpueMcTBo «OOnacHa KiiHIYHA JikapHS [BaHO-PpaHKIBCHKOI
obyacHO1 paaw», peBMATOJIOTiYHE BiAAUICHHS, [BaHO-DpaHKIBCHKUI HaIllOHATBHUN MEIUYHUN
yHiBepcHUTeT, Kadeapa BHYTpimHbOI Memummad Nel, kiiHi4HOI iMyHOJOTii Ta aneproiorii
iM. akanemika €. M. Helika, M. IBaHO-DpaHKIBCHK

[Ipenaparu mopiBHSIHHS, BAPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/mpenapaTu
CYITyTHBOI Tepartii/fopuandaa abo
¢i3udHa 0coba, sKa Ji€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYMyTHIX MaTepiajiB

» JJaboparopni HaboOpH;

* [ndy3iitai Hacocu Ta iHPY3iiHI JTiHIi;
* Min-Max TepMoMeTpH;

* Lentpudyruy;

* [HI11 MaTepiany s AOCTiHKSHHS

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA

Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [IPI3BUILIE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

Jluct-pos’scaenns Big 20 mororo 2025 poky no IlpoTokosry KIIHIYHOTO BHIPOOYBaHHS
TARA-002-101-Ph2, Bepcis 4.0 Big 05 ciuas 2024 poky, aHTIiiCBKOIO MOBOW0; J[locke
JOCIIKyBaHOTO Jikapcbkoro 3aco0y (IMPD) TARA-002 st iHTpaBe3WKaTbHUX IHCTHIIAIIIN,
Bepcis Bin Oepe3ns 2025 poky, aHIMIIIKHCHKOIO MOBOXO; I[IpOMOBXKEHHS TEpMiHY NPHAATHOCTI
JOCITIKYBaHOTO Jtikapchbkoro 3aco0y TARA-002 no 36 micsiiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1223 Big 05.07.2023

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«®aza 2, BIAKpUTE JTOCIHIHKEHHS 3 OLIHKH OE3MeKU Ta MPOTHIIYXJIMHHOT aKTUBHOCTI 1HCTHIISIIIMA
cedoBoro Mixypa npemnapatom TARA-002 y gopociux mamieHTiB i3 M'sI30BO-HEIHBAa3UBHUM PaKOM
CEYOBOr0 MiXypa BHCOKOIo cTymeHs 3noskicHocTi», TARA-002-101-Ph2, Bepcis 4.0 Big 05 ciuns
2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

[Tpotapa Tepam'totike, k. [Protara Therapeutics, Inc.], CIIIA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa gocnigauka Ha mociipkyBaHui Jikapchkuid 3acio NT 201, suganns 24, Bepcia 1.0 Big
14 6epesnst 2025 p., aHTIIHCHKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2370 Bix 29.12.2022 B penakuii nakazy MO3 Vkpainu Ne 13 Bix 04.01.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«I[IpocnexTiBHE, paHAOMi30BaHE, MOJBIHHE CIine, IU1ane00-KOHTPOIbOBaHe, 0araToleHTPOBE
JOCIIKeHHS, SIKE IPOBOANTHCS 3 METOI0 BHBUCHHS e()eKTHBHOCTI Ta Oe3neku npemnapary NT 201
IpH JIIKyBaHHI CIACTUYHOCTI HMXKHIX KIHIIIBOK, CHPUYMHEHOI 1HCYIhTOM a0 TpaBMaTHYHHM
MOUIKO/PKEHHSM MO3KY y JOPOCIHX IAIli€EHTIB, 3 MOJAIBIINM BiIKPUTHM PO3MIMPEHUM HEPiooM
JOCIIKeHHS 3 a00 0€3 KOMOIHOBaHOTO JIIKyBaHHs BEpXHiX KiHIIBok», M602011014, Bepcis 6.0 Big
10 mumas 2023 p. (ITompaska Nel.0, Bepcis 6.0, cnenudiuna s Ykpainu Bepceis 1.0 Bing 18 BepecHs
2023 p.)

3asiBHUK, KpaiHa

TOB «BOPJIIBAJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

Mepu @apmacerotikan3 'M6X, Himeuunna (Merz Pharamaceuticals GmbH, Germany)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

Inentudikamiitia KapTKa yJyacHUKa KIIHIYHOTO JTOCIIDKEHHS, IS YKpaiHH YKpaiHChbKOK MOBOIO,
Bepciga 2.0 00 00, 63027956 Bim 05 uepBHsa 2024 poky; 3amydeHHS OOJATKOBUX IperapariB-
nopiBusHHS: KAPBOITJIATUH MEJIAK, koHieHTpat a1 po3unny 1uist iHdy3iit/dpaakon, 10 mr/mr,
600 mr/60 mu; IIEMETPEKCE/I-BICTA COJIFOT, koHIEHTpAT AJisi MPUTOTYBAaHHS PO3YUHY IS
iHGy3ii/paakon, 25 mr/miu, 1000 mr/40 man; FTEMIIMTABIH «EBEBEY, koHLieHTpaT 1715 po34uHy
s iHgys3iit/gnakon, 40 mr/ma, 1000 mr/25 mi; [TAKJIITAKCEJI EBEBE, xonumenTpat ams
po3unny i iHy3ii/paakon, 6 mr/miu, 300 mr/50 mun; HUCIUUIATUH-TEBA, xonuentpar asns
po3umHy s iHQYy3ii/baakon, 1 mr/mi, 100 mr/100 wur; 3amydeHHS BHPOOHWYHMX MIUISHOK,
BIJIMOBIAAILHUX 32 BUITYCK AOJATKOBUX npenapatiB-nopiBHsHH: Medac Gesellschaft fur klinische
Spezialpraparate m.b.H, Germany; Synthon Hispania S.L., Spain; FAREVA Unterach GmbH,
Austria; Pharmachemie B.V., the Netherlands

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

No 662 Big 17.04.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«KEYMAKER-UO01, mignocnimkenus 01E: mapaconbkoBe mocmimkenHs Il ¢ga3u 3 moueproBumu
rpynamMu JOCH)KyBaHUX IIpemapariB 3 ximiorepamiero abo 6e3 Hei y komOiHamii 3
nemMOpoiizymMaboM /sl JIIKyBaHHS YYacCHMKIB 3 BIIEpIIE JIIarHOCTOBaHMM OIEpadesIbHUM
HenpioHokmiTHHHUM pakoM JiereHiB (HJKPJI) cramiii II-11IB (N2)», MK-3475-01E, Bepcis 3
iHKOpnopoBaHoto nonpaskoro 02 Bix 13 mucronanga 2024 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)



Jlonatok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

01.05.2025 Ne 762
InenTudikarist cyTTeBOi MonpaBku | 3MiHa MICIS MPOBEACHHS KJIIHIYHOTO BUIIPOOYBaHHS:
bYJIO CTAJIO
3aB. UeHTpy bynbko T.M. 3aB. BiJl. bynpko T.M.

KomyHnanbHe HekomepiiiiiHe mignpuemMcTBo | KoMmyHalpHE HEKOMEpIiHE — ITiJIPUEMCTBO
KuiBcbkoi obmachoi pagu «KuiBceka obnacHa | KuiBcekoi oOmacHoi paan «KuiBchka oOnacHa
KIIHIYHA  JIKapHS»,  KIIHIYHUM ~ [EeHTp | KJIiHIYHA JIKapHsS», BYy3bKOCIEliadi30BaHE
TeparneBTHYHOro nmpodino, M. Kuis TeparneBTUYHE BiIieHHs, M. KuiB

3anmyuyeHHs JOAATKOBOTO MICLS TPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS

No I1.1.B. BiAMOBIMAIEHOTO AOCITITHUKA
/11 HasBa miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS
1. | 3aB. Big. Pocyn M.B.

KomyHanbHe HekOMepIiiiHE MiIIPUEMCTBO «Y3KIOpOJChKa Michbka OaraTomnpodinbHa
KIIiHIYHA JIKApHs» YXKTOpOJACHKOI MICBbKOI paau, Xipypriune BimmineHHs No2
BiJIOKpeMIIeHOTo mijipo3ainy «KiiHiuHa JikapHs 3 HEBIAKIAJHUX CTaHIB Ta €KCTPEHOI
MEINYHOI JOIOMOTW», JlepKaBHMM BUIIMM HaBUYAJIBHUN 3aKiaj « Y KIOpOACHKHMN
Hal[lOHANBbHUN  yHIBepcuUTeT», Kadeapa XIPypriyHMX JAUCHUIUIIH  (aKyJIbTeTy
MICIS,AUIIIOMHOI OCBITH Ta I0YHIBEPCUTETCHKOT MiATOTOBKH, M. Y3KIOpPOJ

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1469 Bix 21.08.2024

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJI, Bepcis Ta J1aTa

«IlonBiiiHe ciine JOCHIKEHHS B apajelbHUX Ipynax Jjs BUBYCHHS NOPIBHUIbHOT €()eKTUBHOCTI,
6e3nedHocTi Ta imyHoreHHocTi AVT16 11st BHYTpIIIHBOBEHHOTO BBeACHHS 1 npenapaty EHTuBio®
y YOJIOBIKIB 1 XIHOK BikoM Bia 18 10 80 pokiB BKIIOYHO 3 aKTHBHUM BHPA3KOBUM KOJIITOM BiJ
MOMIpHOTO 110 TsDKKOoro crynens», AVT16-GL-CO1, Bepcis 4.0 (mompaBka 3.0) Bim 22 mumHs

2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, kpaiHa

Ansotek Cgicc ATl', lIBeiinapis (Alvotech Swiss AG, Switzerland)

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

[IpoTokoa KJIIHIYHOTO JMOCIIIXEeHHs, nmonpaBka 4, Bepcia 3.1 Big 21 ciuns 2025 p.; CT-P51 1.1
Iadopmarris s namienrta ta popma iHpopMoBaHoi 3roau, Bepcis g Ykpainu 4.1.0 Bix 24 protoro
2025 p. yKpaiHChbKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1397 Big 08.08.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«[ToxBiiiHe ciine, paHIOMi30BaHE, KOHTPOJIbOBAHE aKTHBHUM IIPEIapaToM JOCHiKeHHs dazu 1y
TPHOX MapaJieIbHUX TPYIax sl OMiHKH (PapMaKOKIHETHYHOI MOAIOHOCTI TPhOX JIIKAPCHKUX (OpM
nemOpounizymaly (npenapary CT-P51, mpenapaty Kitpyaa, cxBanenoro B €C, i npenapary Kirpyna,
minenzoBaHoro B CIIIA) B sxocTi aj’roBaHTHOI Teparii y MAali€HTIB i3 MOBHICTIO BUAAJICHOIO
menanomoro crafii [IB, IIC Ta I1I», CT-P51 1.1, nonpaska 3, Bepcis 3.0 Big 30 ceprnst 2024p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

«CEJUITPIOH, Ink.» Pecniy6sika Kopest (CELLTRION, Inc. Republic of Korea)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBieHU# MpoTOKOJ KiIiHIYHOrO BHnpoOyBaHHs MK-2140-003 3 iHKOpPIOPOBAaHOIO MOIPABKOIO
06 Bim 18 mrororo 2025 poky, aHIIiHCHKOK MOBOI; bporrypa mocmignuka Zilovertamab
Vedotin/3unosepramad Benotun (MK-2140), Buganus 10 Big 14 mororo 2025 poky, aHIITIHCHKO0
MoBoto; Ykpaina, MK-2140-003, Indopmartist Ta oOKyMeHT 1po iHGOpMOBaHy 3roay s MaIli€HTa,
Bepcis 01 Big 13 6epesns 2025 p., yKkpaiHCBKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1598 Big 17.09.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararorieHTpoBe, BIAKPUTE, PaHIOMi30BaHE, 3 AKTHBHHM KOHTPOJEM IociikeHHs 2/3 dasu
smwnoBepramady Begotuny (MK-2140) y koMOiHaIii i3 CTaHAAPTHUM JIKyBaHHSM Y TAIIEHTIB 3
permyauByouoro  abo  pedpaktepHoro  aAudy3HOO — B-BENTUMKOKIITHHHOIO  JTIM(OMOIO
(waveLINE-003)», MK-2140-003, 3 inkopriopoBatnoto monpaBkoro 05 Bix 02 sxoBTHs 2024 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganpHIcTIO «MCJl Ykpainay

Cnoncop, kpaiHa

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

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

Inentudikariist CyTTEBOI MOMPaBKU

01.05.2025 Ne 762
3MiHa Ha3BH MiCIsl MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
n.M.H., npod. Kaneoyc O.1. n.M.H., npod. Kansoyc O.1.

BimokpemiieHuil  CTpYKTypHHH  Migpo3Aii | YHiBepcHUTEeTChKa JikapHs JIHIMPOBCHKOTO
«YHiBepcUTeTCbKa JKapHsS» JIHIMPOBCHKOIO | AEP)KAaBHOTO  MEAMYHOI'O  YHIBEPCHUTETY,
JIep>KaBHOTO MEIUYHOT0 YHIBEPCHUTETY, | BIIIUICHHS HEBPOJIOTTi, JIHITTPOBCHKUI
BIJIJTIJICHHS HEBPOJIOTi, JIHInpoBChKHIA | Iep:KaBHUNM MEIUYHUN yHIBEpCUTET, Kadenpa
JepKaBHUN MEIWYHHUU YHIBepCcHTET, Kadenapa | HeBposorii, M. [IHinpo

HeBpouiorii, M. JIHinmpo

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 614 Bin 01.04.2021

Hasga kniHiyHOTO BUNPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«PannomizoBaHe, MojBiiiHE ciline, TUIaNeb0-KOHTPOIbOBaHE AOCHIKEHHS (da3u 2 A1 OLIHKH
edexTuBHOCTI Ta Oe3nekn SAR441344, moHokIOHaNBHOTO aHTHTUIA M0 aHTaroHicta CD40L, y
NAII€HTIB 3 PEUANBYIOUNM pO3CisHUM ckiepo3om», ACT16877, 3 nonpaBkoro 04, Bepcis 1 Big
18 nmucronana 2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Cano¢i-ABeHTic peliepil ¢ eBeloNMaH,
@paHnitis)

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii po3nin 3.2.P «Jlomarkoswuii mikapebkuit 3acio» Jlocke JIJI3 MK-7902, Bepcis 08S21L4
Bix 12 mororo 2025 p. (imentudikamiiiauit Homep 08RL27), aHTrmiiicbKoI0 MOBOIO; 3airydeHHs
ToMaTKoBUX Jikapchkux 3aco0iB: 5 FU medac, 50 mr/mum, poszumn mis iH'ekiiii, Bendafolin,
10 mr/mi, po3unH st iH'ekmiit (calcium folinate hydrate); 3amyueHHst 1OJaTKOBUX BHPOOHHKIB
oIaTKOBUX Jikapchkux 3aco0iB 5 FU medac Tta Bendafolin: Medac Gesellschaft fuer klinische
Spezialpraeparate mbH, Germany, Theaterstrasse 6, Wedel, Schleswig-Holstein, 22880, Germany;
Bendalis GmbH, Germany, Keltenring 17, Oberhaching, Bavaria, 82041; 3pa3ku mapKyBaHHS
JOCTIKYBAHOTO JIIKapChKOro 3aco0y: S-dmyopoyparmn 50 mr/mn Kit, Vial, Bepcis Bix 14 mororo
2025 poky, aHTTiIChKOIO Ta YKPaiHChKOIO MOBaMH; 3MiHa BiNOBiAaIbHOrO qociignuka B MIIB:

BVYJIO CTAJIO
nikap Ko63eB O.1. nikap bospcrkuii O.0.
Komynanene  migmpuemctBo  «PiBHeHchka | KomyHaneHe — miampuemcTBo — «PiBHEHCBKa
oOrnacHa KJIIHIYHa JiKapHs iMeHi | obnacHa KJIiHIYHA JiKapHs iMeHi

IOpisa Cementoka» PiBHeHCBHKOT 065acHOi pany, | FOpis Cementoka» PiBHEHChKOT 00s1acHOT pay,
OO6nacHui LIEHTp KapAioTOpakaibHOi Xipyprii, | O01acHUi LEHTp KapioTopakaibHOI Xipyprii,
M. PiBHe M. PiBHE

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2072 Bix 10.12.2024

Ha3Ba kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta faTa

«PangomizoBane nociimkenss 11 ¢ha3u mist orinku epeKTHBHOCTI Ta O€3MeYHOCTI TeMOpoizymMaly
(MK-3475) y kom0inarii 3 nenBatuHiOom (E7080/MK-7902) i ximioTepari€r MOpPIiBHSHO 3i
CTaHJApPTHUM JIIKyBaHHSIM B SIKOCTI MEpIIOi JIiHII Tepamii s YYacCHHUKIB 3 METacTaTUYHOIO
KapuuHOMOIo crpaBoxoay», MK-7902-014 (E7080-G000-320), 3 iHKOpIIOPOBAHOIO IOMPABKOIO
08 Big 10 nunus 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, kpaiHa

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

B.o. HauaibHuKa PapMaleBTUYHOTO YIIPABJiHHSA Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MiCIs MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHSL:

BYJIO CTAJIO
n.M.H., npod. Kaneoyc O.1. n.M.H., mpod. Kansoyc O.1.
BimokpemiieHuil  CTpYKTYpHHH  Migpo3Aii | YHIBEpCHUTETChbKA JiKapHS JIHINIPOBCHKOTO
«YHiBepcUTeTCbKa JKapHsA» JIHINPOBCHKOIO | AEPKABHOTO ~ MEAMYHOIO  YHIBEPCUTETY,
JIep>KaBHOTO MEIUYHOTO YHIBEPCHUTETY, | BIIIJICHHS HEBPOJIOTIi, JHIpOBChKHI
BIJIJTIJICHHS HEBPOJIOTTi, JHINpoBChKHIA | Eep>KaBHUNM MEIUYHUN YHIBEpCUTET, Kadeapa
JepKaBHUN MEIWYHHUU YHIBepCHTET, Kadeapa | HeBposorii, M. J{Hinpo
HeBpouiorii, M. JIHinmpo

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 397 Bin 07.03.2024

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta J1aTa

«IHTepBeHIiiiHe po3mupeHe nocaiikeHHs (a3u 3 A7 BUBUEHHSI JOBIOCTPOKOBOI Oe3NeKku Ta
MIEPEHOCUMOCTI TOJIEOPYTHHIOY B YHACHHKIB 13 PEIIUINBYIOUUM PO3CITHUM CKJIEPO30M, IEPBUHHUM
IPOrPECYlOYMM PO3CISIHUM CKJIEpO30M a00 BTOPHMHHUM IPOrPECYIOYMM HEpELMIUBYIOUUM
poscissHuM ckiiepo3om», LTS17043, 3 inkopnopoBanoro nomnpaBkor 08, Bepcis 1 Big 27 BepecHs
2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenTtic Pemrepur e [IeBenonman,
OpaHitis)

B.o. HavaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA

Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonmatok 12

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo mpoBeneHHs KITIHIYHAX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK
01.05.2025 Ne 762

InenTudikariist CyTTEBOI MOMPaBKU

OnoBneHu# nMpoTokoy KiIiHiYHOro BUulipoOyBanus MK-7684A-006 3 iHKOPIIOPOBaHOIO TIOMPABKOIO
04 Big 07 motoro 2025 poky, aHIIIIHCHKOI MOBOI; bpomrypa mocnignuka MK-7684/MK-7684A
(Vibostolimab), Bumanns 14 Big 28 ciuas 2025 poky, aHTIIHCBKO MOBOIO;, YKpaiHa,
MK-7684A-006, Indopmariis Ta ZOKyMEHT Mpo iH(HOPMOBaHY 3roAy Ui MAIliEHTa MIOAO 3MiH y
JOCITIJDKEHH] JUIsl TAIl€HTIB, SIKI 3HAXOAAThCA Ha JikyBaHHI, Bepcis 00 Bim 21 Gepesns 2025 p.

KpalHChKOIO MOBOIO; 3MiHa BiANOBIAATbHUX AociigHuKiB B MIIB:

FOpis Cementoka» PiBHeHCHKOT 001acHOT paau,
o0nacHU LEHTp KapAioTopakaibHOi Xipyprii,
M. PiBHe

BYJIO CTAJIO
nikap Ko63eB O.1. nikap bospcekuii O.0.
Komynanene  migmpuemctBo  «PiBHeHchka | KomyHanmeHe — miampuemcTBOo — «PiBHEHCBKa
obyacHa KJIIHIYHA JiKapHS iMeHi | o0acHa KJIIHIYHA JKapHS iMeHi

Opis Cementoka» PiBHEHCHKOT 00J1acHOT paiu,
o0JacHU LEHTP KapAioTopakaldbHOI Xipyprii,
M. PiBHe

‘ aikap [Imura O.IO.‘

Mennunuii 1eHTp «YHiBepcasbHa KIIiHIKA
«O0epir»  ToBapucTBa 3  OOMEXKEHOIO
BIJIIIOBIJAJIBHICTIO «Kamurany, KJIIHIKO-
KOHCYJIbTaTHUBHE BijiijieHHs, M. KuiB

nikap benikoBa A.M.

Mennuanii 1eHTp «YHiBepcaldbHa KIIHIKA
«O0epir»  TOBapuCTBA 3  OOMEXKEHOIO
BIIIOB1JAJILHICTIO «Kammrany, KJIIHIKO-
KOHCYJIbTaTHUBHE BiJAlJIeHHd, M. KuiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 475 Bin 13.03.2022

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«Bigkpure nocmimxenns Il ¢asu MK-7684A (xomOiHauis mnpemnapariB BibocroniMaly Ta
nemMOpoizymady) y KOMOiHAIil 3 KOHKYPEHTHOIO XIMIOIIPOMEHEBOIO TEpami€lo Ta MOAAIBIIO
Tepamnieto npernapatoM MK-7684A mopiBHSHO 3 MPOBEACHHSIM KOHKYPEHTHOI XiMiOIpPOMEHEBOT
Tepamii 3 TOJAJBUIMM BBEIEHHSAM JypBalymMaldy y TAI[€eHTIB 3 Hepe3eKTaOelIbHUM
MICIIEBOTIONIMPEHUM HeapiOHOKTITHHHUM pakoM JsereHiB (HJPJI) III craxii» (KEYVIBE-006),
MK-7684A-006, 3 inkopnopoBaHoto norpaskoro 01 Big 15 BepecHst 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHoto BianosiganpHicTIO «MCJl Ykpainay

CnoHcop, kpaiHa

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

B.o. HayanbHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa mocmimanka TULISOKIBART (MK-7240), Buganus 7 Big 11 motoro 2025 poky,
aHTIiichKoI0 MOBOIO; Ykpaina, MK-7240-001 — [ocnimkenns 1, [Hpopmarliis Ta TOKyMEHT Mmpo
iHpopmoBany 3roay aisa mamienta, Bepeis 1.02 Big 19 6epezns 2025 p., YKpaiHCBKOIO MOBOIO;
VYxpaina, MK-7240-001 — docmimkenns 2, [apopmartist Ta TOKyMEHT Mpo iHHOPMOBaHY 3roay AJIs
namienta, Bepcis 1.02 Bix 19 6epesns 2025 p., ykpaiHCbKOO MOBOO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 216 Bix 07.02.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IIporpama panjaoMi30BaHUX, MOABIHHUX CIIIHUX, IJIAIE00-KOHTPOIbOBAaHUX AocimkeHs 11 dazu
Ui OIiHKHY epekTUBHOCTI Ta O6e3nekn MK-7240 B y4acHUKIB i3 cepeIHbO-TSDKKHM BHPA3KOBUM

KoJiToOM B akTuBHIN dopmi»n, MK-7240-001, 3 inkopnopoBanoto nomnpaBkoto 04 Big 04 rpyaHs
2024 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganpHIcTIO «MCJl Ykpainay

Cnoncop, kpaiHa

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

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Honatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

Jloche mociimkyBaHoro Jikapcbkoro 3aco0y [excnpaminekcon (IMPD), Bepcis 8.0 Bix 21 nroToro
2025 p., aHTIiHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2199 Bix 30.12.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure, TpuBaiue, mogoBxkeHe nociimkeHHs ¢asu 111, 11t oniHku JOBroTpUBaIOi OE3MEYHOCTI
Ta TEPEHOCHMOCTI JEKCHpPaMINeKCOlNy Yy TMAali€HTIB 3 THKKOI €03WHO(UIBHOI0 acTMOIO
(EXHALE-5)», AR-DEX-22-04, Bepcist 3.0, nonpaska 2, Bij 28 sxoBTHs 2024 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBANJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa

Apetes Tepan’rorike Iuk., CIITA (Areteia Therapeutics, Inc., USA)

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii [Ipotokon kmiHiyHOro BuUnpoOyBanHs SGR-1505-101, Bepcis 13.0 Bim 17 Gepesns
2025 poky, aHrmiicbkor0 MoBOw; Kaptka yuacHuka mocnimkenns, SGR-1505-101, Bepcis 4 Bin
17 6epesnst 2025, aHTTIHCHKOIO Ta YKPaiHCHKOK MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1844 Bin 04.11.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«®A3A 1, BIIKPUTE, BATATOLIEHTPOBE JIOCJI/DKEHHS 3 ECKAJIALIICIO JIO3U JUTS
OLIIHKU IIPEIIAPATY SGR-1505 ITPM MOI'O 3ACTOCYBAHHI K MOHOTEPAIII V
MNAOIEHTIB 31 3JIOAKICHUMM HOBOYTBOPEHHAMMU 31 3PUIMX B-KJIITHUH»,
SGR-1505-101, Bepcis 11.0 Big 13 rpyanas 2024 poxy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

HIpwsoainrep, Iuk., CIIIA [Schrodinger, Inc., USA]

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Honatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

01.05.2025 Ne 762

InenTudikariist CyTTeBOI MOMPaBKU

[TonoB)xeHHS TPUBAIOCTI KJIIHIYHOTO BUMPOOYBaHHS B YKpaiHi Ta cBiti 10 31 TpaBHs 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 80 Big 19.01.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, nozasiitHe ciine pocuimxerss I a3 nis ouinku nemOponizymaly MOPIBHSHO 3
tane6o y koMOiHamii 3 a/1'foBaHTHOIO XiMioTeparri€eto 3 a0o 6e3 MpoMeHeBOi Teparii I JTiKyBaHHS
MAI[iEHTOK 3 HEJAaBHO JIalrHOCTOBAHUM PAaKOM CHIIOMETPisl 3 BUCOKMM PU3UKOM IIiCIsl omeparrii 3
nikyBasibHOI MeToro (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-
enll / GOG-3053, 3 inkoprmopoBaHoro nmonpaBkoro 03 Bix 25 cepmas 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)



Honatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

01.05.2025 Ne 762
InenTudikaris cyTTeBoi monpaBky | 3MiHa Ha3BU MICLS IPOBEJACHHS BUIPOOYBaHHS:
BYJIO CTAJIO
nikap Anekceepa J1.3. nikap Anekceesa J1.3.
KomyHnaneHe HekomepiiiiHe mignpuemcTtBo | KomyHanmpHe HEKOMEpIiiiHE —MiJIPUEMCTBO
«OnekcanapiBchKa KIIIHIYHA mikapHs | «CBaTo-MuxaiifiiBcbka  KJIiHIYHA  JIIKapHsS

M. Kunesa» BukonaBuoro oprany KwuiBcbkoi
Micbkoi pamu (KuiBchbkoi MichKOi JepikaBHOT
ajMiHicTparii), BiJIIJICHHS rOCTpUX
KOpOHAapHHX CcTaHiB, M. KuiB

M. KueBa» BukoHaBdoro oprany KwuiBcbkoi
Micbkoi pamu (KuiBchkoi MiCBKOi Jep)kaBHOT
aZMiHiCcTparii), BiJUIIJICHHS rOCTPUX
KOpOHApHMX cTaHiB, M. KuiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 767 Bin 02.04.2020

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«IlogBiiine crirne, paHaOMi30BaHe, IMIae00-KOHTPOIbOBAHE, 0araTOIEHTPOBE MOCHIIHKEHHS IS
OLIIHKH BIUTUBY €BOJIOKyMaOy Ha cepilo3H1 ceplieBO-CyIMHHI YCKIAAHEHHS Y MalliEHTIB 3 BUCOKUM
PU3UKOM PO3BUTKY CEPIIEBO-CYJIMHHUX 3aXBOPIOBaHb 0€3 MOMEpPeAHbO MEPEHECEHOTro 1H(ApKTy
Miokapja abo iHCynbTy», 20170625, iHKOpIOpOBaHUI OHOBJIEHOIO TOMPABKOIO 6, Bix 12 yepBHs

2023 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«AmxkeH [HK.» (Amgen Inc.), CIIIA

B.o. HayabHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(migmmc)

(Bnacue im’st [TIPI3BULLLE)




Honatox 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

01.05.2025 Ne 762
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO
nikap Ko63es O.1. nikap Ko6zes O.1.
Komynanene  mignmpuemctBo  «PiBHeHchka | KomyHaneHe mimnpuemctBo — «PiBHEHCHKHMI
obyacHa KJIIHIYHA JiKapHs iMeHi | oOacHU MPOTUITYXJIMHHUN HEHTP»

IOpis Cementoka» PiBHEeHCHKOT 00J1acHOT pay,
O6unacHuil IEHTp KapaioTopakaibHOI Xipyprii,
M. PiBHe

PiBHeHCBKOI 00MacHOi paaw, abaoMiHAIbHE
BigminenHs, M. PiBHe

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1904 Bix 13.11.2024 y penakuii Hakazy MO3 Vkpainu Ne 1941 Bix 19.11.2024

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«Binkpure, paHaoMi30BaHe, aKTUBHO KOHTPOJIbOBaHE, OAraToOIeHTPOBE NOCTIKeHHS 3 (a3u st
OLIHKM e(QeKTHBHOCTI Ta Oe3leKku mnepopaibHOro BBeAeHHs BAY 2927088 y mnopiBHSHHI 3i
CTaHJIaPTHUM JIIKyBaHHSM Y SIKOCTI Tepamii mepuioi JiHil y Nali€eHTiB 3 MICIEBO-NIOMIUPEHUM a0o
MeTacTaTUYHUM HeipiOHOKIITUHHUM pakoM jJereHb (NSCLC) 3 HER2-akTuBytounMH MyTaIisiMm,
BAY 2927088 /22615, Bepcist 1.0 Big 04 6epesnst 2024 p.

3asiBHUK, KpaiHa

TOB «baiiepy», Ykpaina

CnoHcop, kpaiHa

baiiep AI', HimeuunHna

B.o. HavaabHnKa PapManeBTHYHOIO YIIPABJIIHHSA

Ouaexcanap I'PIHEHKO

(migmuc)

(Bnacue im’st [IPI3BUILE)




Jlomatok 19

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
01.05.2025 Ne 762

Inentudikariist CyTTEBOI MOMPaBKU

OHoOBJIEHUH TPOTOKOJ KIIIHIYHOTO oCikeHHs, Bepeist Ne 2 Bix 11.03.2025; OnoBnenuii CuHomncuc
MPOTOKOIY KIIHIYHOTO AocmijpkeHHs, Bepcis Ne 2 Big 11.03.2025; Onomnena InguBimyaibHa
peectpamiiina ¢opma, Bepcis mpotokomy Ne 2 Big 11.03.2025; Indopmaris mis y4acHUKa
nociipkeHHs 1 popma indopmoanoi 3roau, Bepcist Ne 3 Bin 11.03.2025; Ononenwnii Lllogenank
namieHTa, Bepeis mpotokomy Ne 2 Big 11.03.2025; OnoBieHmit 3pa30Kk MapKyBaHHS TOCI1)KYBaHOTO
nikapcekoro 3aco0y CO007/I-mnane6o, Bepcis mpotokomy Ne 2 Bix 11.03.2025; 3mina Ha3BU MicIs
MIPOBEICHHS KIIHIYHOTO BUIPOOYBAHHS:

BVYJIO CTAJIO
I.M.H., ipod. Ilepuesa H.O. I.M.H., ipod. ITepuesa H.O.
BimokpemiieHuil  CTpYKTYpHHH  Migpo3Aii | YHIBEpCHUTETChbKA JiKapHS JIHIMPOBCHKOTO
«YHIBepcUTETCbKa KIIIHIKa» JIHIMPOBCHKOIO | AEPKAaBHOTO ~ MEAMYHOIO  YHIBEPCUTETY,
JIep’KaBHOTO MEJUYHOT0 YHIBEpCHUTETY, | BIIJIUICHHS €HIOKpUHOJOrii, JIHIMpOBCHKUN
BIJIJICHHS E€HJIOKpUHOJOrii, JIHIMPOBCHKUH | Aep)KaBHUI METUYHUI yHIBepcuTeT, Kadeapa
Jep’KaBHUN MEAMYHUN YHIBEpCUTET, Kadeapa | eHIOKpUHOJIOTIT, M. JIHIIpo
eHJIOKpUHoJIOorii, M. JIHIpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 399 Bix 05.03.2025

Hasga kniHiyHOTO BUNPOOYBaHHH,
KOJ, BepcCis Ta faTa

«bararonieHTpoBe, NOJBINHE CcIlile, paHAOMI30BaHe, IUIAIEC00-KOHTPOIBOBAHE JIOCIIIXKEHHS
edekTUBHOCTI Ta mepeHocumocTi mpemapaty CO007/I, tabmetku mo 1 ta 2 Mr, BUpOOHHMIITBA
TAB «IHTEPXIM» (Ykpaina), y maiieHTiB 3 00JbOBOIO ia0eTHYHOIO MOJiHEeHpomaTieoy,
IC- C007/T — DN/2, Bepcist mpotokony Ne 1 Big 01.11.2024

3asiBHUK, KpaiHa

ToBapuctBo 3 1o1aTK0BOIO BianoBigaabHicTIO «IHTEPXIM», Ykpaina

CrnoHcop, kpaiHa

ToBapucTBo 3 1ogaTkoBOIO BianoBiganbHicTIO «IHTEPXIM», Ykpaina

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



