Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

25.11.2025 No 1788

Inentudikariist CyTTEBOI MOMPaBKU

Onogyena 6porurypa nociigHuka mo npenapaty bakcapocrat (Baxdrostat), Bepcis 7.1 Big 01 sxoBTHS
2025 poxy aHTIIICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 481 Big 20.03.2024;
Ne 1904 Bix 13.11.2024 y penmakii Hakazy MO3 Ykpaiau Ne 1941 Bin 19.11.2024;
Ne 2072 Big 10.12.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PangomizoBaHe, mojBiiiHe ciime qocmiKeHHs (a3 3 Ui OUiHKH e(eKTUBHOCTI, Oe3reku Ta
nepenocumocti bakcapocrtaty B komOiHamii 3 Jlanarnidno3nHoMm y MOpiBHSHHI 3 MOHOTEPAII€l0
Jamnarmihao3uHOM 1010 MPOTrpecyBaHHs XpOHiIUHOI XBopoOu Hupok (XXH) y yuacHukiB i3 XXH
Ta BHCOKHM KpOB’SIHUM TuCKOM», D6972C00003, Bepcis 5.0 Big 20 mrotoro 2025 poky;
«PanniomizoBane, oJIBiiHE cIIiNe, TUTale00 KOHTPOJILOBAHE, KEPOBAHE MOIISIMHE, JTOCHTIKCHHS (ha3u
3 nana ouiHku eQdeKTUBHOCTI, Oe3meku Ta mepeHocuMmocTi bakcapoctary B KoMmOiHarii 3
Janarmnigno3nHoM nopiBHAHO auiie 3 Jlanariigio3uHoM 110,10 HUPKOBUX HACIIIKIB Ta CMEPTHOCTI
BiJl CEpLEBO-CYJMHHHUX 3aXBOPIOBaHb B YYAaCHMKIB 13 XPOHIYHOIO XBOPOOOIO HUPOK 1 BHCOKUM
KpoB’ssHUM THCKOMY», D6972C00002, Bepcis 3.0 Bix 30 kBiTHs 2025 poky;

«PannomizoBane, MoBiiHe ciine, maanedo-KOHTPOILOBAHE, KEPOBAHE MOISIMU TOCHTIKEHHS (ha3u
3 nns ouiHku BIUMBY bakcapocrary B komOiHamii 3 Jlamarmidio3aMHOM TOpIBHSHO JUINE 3
Janarmni103MHOM Ha pU3UK PO3BUTKY BHIIAJKIB BIIEpILE BUSBICHOI CEPLEBOI HEIOCTATHOCTI Ta
CEpLEBO-CYJUHHOI CMEpPTI B YYAaCHUKIB 13 MIJBUIIEHUM pPHU3UKOM PO3BHUTKY CEpIEBOL
HezpocTatHocTi», D6973C00001, Bepcis 2.0 Big 25 nucronana 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

25.11.2025 No 1788

Inentudikariist CyTTEBOI MOMPaBKU

3anmydyeHHs JOAATKOBOIO MICLS IPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:
Ne I1.1.B. BigmoBigaJbHOrO AOCIIIIHUKA
/11 HazBa miciist mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS
1. | mikap ITemxosa O.C.
bnaropiitnnii ®onn Hlnurtans iMmeni Murtpononura Aungpes lentunpkoro Kypii
JIpBiBCHKOI Apxuenmapxii Ykpaincbkoi ['pexo-Kartonmmpkoi LlepkBu, momikimiHiuHE
BiieHHs No2 «lleHTp KIiHIYHUX JTOCHTIDKEHbY, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1397 Bix 08.08.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«PannomizoBane, moBiiiHe ciimne, 0araroreHTpoBe gociimkeHHs ¢as3u Il y mapanenbHux rpynax
JUTSL OLIIHKY €()EKTUBHOCTI JO30BAHOTO IHTAISATOPY OyAECOHIIYy, TIIKOIMIPOHI0 Ta (HopMOTEpOITy
(dbymapaty BiIHOCHO JI030BaHOTO IHTAJIATOPY IUIIKOMIPOHit0 1 popMoTepoiy pymapaTy Ha ceplieBo-
JIET€HEB1 HACHIJKU Yy XBOPUX Ha XpOHIYHE OOCTpyKTHUBHE 3axBopioBaHHA JiereHb (THARROS)»,
D5989C00001, Bepcis 2.0 Bix 28 ciuns 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

25.11.2025 No 1788

Inentudikariist CyTTEBOI MOMPaBKU

Kaprka yuacHuka xiniHigyHOTO nociimkenas — [Ipotokon AC-055-315, Bepcis yKpaiHCbKOIO MOBOIO
Bix 17.10.2025 p.; KapTtka ydacHuka xmiHiuHOTO mociimkeHHs — [Iporokon AC-055-315, Bepcis
pociiicekoro MoBoro Big 17.10.2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1849 Bix 11.08.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IIpocriekTuBHE, OaraTOLIGHTPOBE, IMOJBIMHE CIINE, 3 TOJBIMHOIO IMITAIli€l0, paHIOMI30BaHE, 3
AKTUBHUM KOHTPOJIEM, B MApaJICTbHUX Ipylax, 3 MOCTIJIOBHAM BKIIIOUEHHSM TPYI, aJanTHBHE,
KOHTPOJIbOBAHE 3a MOJISIMH KJIIHIYHE JOCTIIKEHHS TPeThoi (a3 i MOPiBHAHHS €(PEKTUBHOCTI,
0€3MeYHOCTi Ta MEPEHOCUMOCTI MalliTeHTaHa 75 Mr 3 MariTeHTaHoM 10 Mr y MaIfieHTiB 3 JeTeHEBOIO
apTepiayIbHOIO TIMEePTEH3IE0 3 MOAATBIINM MEPi0AOM BIAKPUTOTO JIIKYBaHHS MALITEHTAHOM 75 MI»,
AC-055-315, 3 nonpaskoto 4, Bepcis 5, Big 04.04.2023 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMANEBTHUKA HBy», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIIEBTHUKA HBy», benbris

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

25.11.2025 No 1788

Inentudikariist CyTTEBOI MOMPaBKU

BriroueHHs 10JaTKOBUX MICLIb TPOBEICHHS KJIHIYHOTO BUTPOOYBAHHS:

No [1.LB. BiIMOBIJAILHOTO JOCIITHAKA
/11 Ha3pa micIisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. | k.m.H., nou. Tapuasceka C.1.
Ob6nacHe KOMyHaJlbHE HEKOMepIliiHE MiANpPHUEMCTBO «YepHiBenpka oONacHa AuTAYA
KJIiHIYHA JIIKapHsS», CIeliaai3oBaHe MeaiaTpuiHe BiaaineHHs, ByKOBUHCEKUN ep:KaBHUIMA
MEJIUYHUHN YHIBEPCUTET, Kadeapa neaiarpii tTa AuTsanx iHGeKiiauX XBopoo, M. YepHiBIii
2. | 3aB. Bin. [lapanmiii Lb.
KomynansHe HekoMepiiiiHe mianpueMcTBo «IBano-®OpaHkiBCchbKa 00IacHa TUTAYa KIiHIYHA
mikapHs [BaHO-®paHKIBCHKOI 00JIACHOI paam», aJeprojioriyHe BimmgineHHs, M. [BaHO-
PpaHKIBCHK

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Bix 16.09.2025

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«baraTtouieHTpoBe, paHIOMI30BaHe, TMOJBIMHE CIile, B TMapaJielbHUX Tpymnax, Iianedo-
KOHTPOJIbOBaHE JTOCITKeHHs (pa3u 3 eeKTHBHOCTI Ta Oe3leKkH Te3enenymady y AiTed BIKOM Bif
5 1o < 12 pokiB 3 TAKKOK HEKOHTpoIboBaHOIO actMoro (HORIZON)», D5180C00016, Bepcis 2.0
Bia 7 nunHs 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden (Actpa3eneka Ab, llIBertis)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
Vkpainu «IIpo 3arBepaKeHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KIHIYHUX
BUINPOOYBAHbBY

25.11.2025 No 1788

InenTudikaist CyTTEBOI MOMPABKU

OHoBieHHH MPOTOKOJN KJIiHIYHOTO BHIpoOyBaHHs, Bepcis 2.0 Bim 15 Bepecus 2025 poky,
aHTIIChKOI0 MOBOIO; IHOpMaris npo mociimkeHHs Ta Gopma iHGOPMOBAHOI 3roAM, JOKaIbHA
Bepcis Homep 2.0 s YKpaiHu yKpaiHChKOI0 MOBOO, J1aTa Bepcii 25 BepecHs 2025 poKy Ha OCHOBI
Macrep Bepcii Homep 2.0 Bix 15 Bepechs 2025 poky; OHoBIeHa OpoIiypa JOCIiTHUKA I10 ITpenapary
AZDO0780, Bepcis 4.1 Bim 13 cepmus 2025 poky, aHrmicbkoro MoBoro; KapTka yudacHHMKa
JOCTiKeHHs, TokanbHa Bepeis 2.0 Bix 25 BepecHs 2025 poky anst YkpaiHu yKpaiHCbKOIO MOBOIO
Ha ocHoBi Mactep Bepcii Homep 2.0 Bim 17 BepecHs 2025 poky; OHoBieHHs po3autiB Jlocke
JOCTIKYBAHOTO  JliKapchbkoro 3aco0y AZDO0780 anrmiiickkoro MoBow: Beryn Jlocke
JOCTIKYBaHOTO Jlikapchkoro 3aco0y AZDO0780, Bepcis 1.0 Bim 02 BepecuHs 2025 poky;
P.3 BupoOHUITBO AOCHIKYBaHOTO Jikapchkoro 3aco0y: P.3.1 BupoOnuk(u), Bepcis 2.0 Bix
28 cepmas 2025 poky; P.3.2 ®opmyna cepii 10cipKyBaHOTO JIKapChKOTo 3aco0y, Bepeis 2.0 Bix
02 Bepecus 2025 poky; P.5.4 Anani3u cepiil Ans qochipKyBaHOTO JTiKapcbkoro 3acoly, Bepcis 2.0
Bix 02 Bepecust 2025 poky; EnekTpoHHUI ONMUTYBaJbHHK: 3BIT 3 €KpaHy - AHKETa IIOJ0 CTaHy
3nopoB’st (EQ-5D-5L), Bepcis 1 Bim 26 yepBHs 2025 poky, mis YKpaiHu YKpaiHCHKOIO MOBOIO;
EnexTpoHHMI ONUTYBaJbHUK: 3BIT 3 €KpaHy - AHKETa 3BOPOTHOIO 3B’SI3KYy U1 YYaCHHUKIB
nocmijpkenHss (SPFQ)-Part-B, Bepcis 1 Bix 26 uepBHa 2025 poky, st YKpaiHU yKpaiHCHKOO
MOBOIO; ENEKTpOHHMI ONUTYBAIBHUK: 3BIT 3 €KpaHy — 3T0/1a 1010 aHKETH 3BOPOTHOTO 3B’ S3KY JJIS
yuacHuKiB nociimkeHHs (SPFQ Consent), Bepcist 1 Bim 26 uepBHsa 2025 poky, misg YKpaiHu
YKpaiHChKOI0 MOBOK. OHOBIIEHE MapKyBaHHS JOCIIIKYBaHOIO JiKapchkoro 3acody AZDO0780
30 mr abo mnane6o, Bepcis Big 08 BepecHst 2025 poky

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 Bix 11.07.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBane, nojBiiiHe ciine, rmiaanedo-koHTpoaboBaHe AociikeHHs 11 ¢a3u B mapanenbHux
rpymnax Jjs OLIHKM BIUIMBY npenapaty AZDO0780 Ha cepiio3Hi MOOIYHI CeplieBO-CYIMHHI SBUINA Y
YYaCHUKIB 3 BCTAHOBJIEHUM aT€pPOCKJIEPOTUYHUM CEPIIEBO-CyAMHHUM 3axBoproBaHHsIM (ACC3) abo
3 BUCOKUM pU3HKOM BUHUKHEHHS mepiroi moaii ACC3y», D7960C00015, sepcis 1.0 Bix 11 kBiTHS
2025 poky




2

MPOAOBKEHHS 10JaTKa 5

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaibHMKa @apMaleBTHYHOTO YIIPABJIiHHSA

Ounexcanap I'PIHEHKO

(i amc)

(Bniacte im'st [IPI3BIILLE)




Jlomatok 6

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

25.11.2025 No 1788

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka nns Pozanomikcizyma0, Bepcis Bin 24 cepnas 2025 poky; [ndopmaris mis
narfienTa i popma iHpOpMOBaHOT 3r0IM HA yYaCTh Y HAyKOBOMY KiliHiuHOMY focmimkenni MOGOO01,
Bepcis-Mozenb s Ykpainu, Bepcis 7.0 Big 02 sxoBTHS 2025 poKy, YKpaiHCBKOIO Ta POCIHCHKOIO
MOBaMH

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 254 Bin 08.02.2022

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, mojBiitHE ciine, mianedo-KOHTPOILOBaHE, 0araTOIEHTPOBE JOCiKEeHHS dasu 3
3 MPOJOBKEHUM BIAKPUTUM TMEPIOJIOM JIIKyBaHHS ISl OI[IHKKM €(EeKTUBHOCTI Ta OE3MEYHOCTI
mpermapaTy po3aHOJIKCi3ymad y JOpOCIUX 3  MIENIH-OJIITOSHAPOIMTAPHUM  TIIIKOMPOTEiH
(MOG)-IgG-acouiiioBaHuM AeMieniHI3yl0uUM 3axBopioBaHHAM», MOGO01, 3 iHKOPIOPOBaHOIO
nonpaskoro 6 Big 30 BepecHst 2024

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

KOCibi biodapma EcApEmn, Benbrist / UCB Biopharma SRL, Belgium

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
25.11.2025 Ne 1788

Inentudikariist CyTTEBOI MOMPaBKU

Kaptka yuacHuka xiiHiyHOrOo gociimkeHHs — IIporokonm CNTOI1959UCO3001, Bepcis
yKpaincpkoro MoBor0 Bix 17.10.2025 p.; KapTka y4acHUKa KIIHIYHOTO IOCTiKeHHS — [IpoTokomn
CNTO1959UCO3001, Bepcis pociiickkoro MoBoro Big 17.10.2025 p.; 3miHa Ha3BU MicIs
MPOBEICHHS KITIHIYHOTO BUIPOOYBaHHS:

bYJIO CTAJIO
I.M.H., ipo¢. CraniciaBuyk M.A. I.M.H., ipod. CranicinaBuyk M.A.
Binaunbka  oOnacHa  kimiHiuHa — JrikapHs | KomyHanbHe HEKOMepIliiiHe MigIpUeEMCTBO
iMeHi M.L [Tuporosa, OOnacuuii | «Binaumpka oOnacHa  KJIiHIYHA  JTIKapHS
creniajaizoBaHuil kimiHiuHui | iMeHi ML.I. ITuporoBa Binmnunpkoi oGaacHOl
racTPOCHTEPOJIOTIYHUA [EeHTp, BiHHWIBKUH | pagu», OOmacHU# crienianizoBaHUi KIIIHIYHUI
HAI[lOHAJTLHUN MeAUYHUN YHIBEPCUTET | TACTPOCHTEPOJIOTTUHUNM LEeHTp, BiHHUIBbKUI
im. M.I. Iluporoma, kadempa BHYTPIIIHBOI | HAIIOHATBEHUHA MeAUYHUN YHIBEPCUTET
menuuuHu Nel, M. Binnuns iMm. M.I. Tluporosa, kadenpa BHYTPILIHBOT
meauiuan Nel, M. Binauus

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 767 Bin 02.04.2020

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBane, OaraToleHTpOBe, TMOJBIMHE Ciine, MmIane00-KOHTPOJIbOBAHE  KIIIHIUHE
nocmikeHHs 2b / 3 ¢asu B mapanenpHUX rpynax Juisl OLIHKM e(pEeKTHBHOCTI Ta O€3MeYHOCTI
rycenbKymaOy B MTalI€HTIB 13 CEPEIHBOT0 CTYNEHIO TSHKKOCTI Ta TSHDKKUM aKTUBHUM HeclleUup1YHIM
BHpa3zkoBuM KoJiTom», CNTO1959UCO3001, 3 mompaskoto 4 Big 27.08.2024 p.

3asBHHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbrist

CnoHcop, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbrist

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

25.11.2025 No 1788

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MiCIsl MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHS:

BYJIO CTAJIO
nikap CanoBcbka B.B. nikap CanoBcbka B.B.
VYHiBepcUTeTChbka  JTKapHA  BIHHUIBKOTO | « YHIBEpPCUTETChKA  KIIiHIKa»  BiHHUIBKOTO
HAI[IOHAJIBHOTO ~ MEJWYHOTO  YHIBEPCHUTETY | HAIlIOHAILHOTO  MEJAMYHOTO  YHIBEPCUTETY
M. M.L [Tuporosa, amOynatopHo- | im. M.L. IluporoBa (JikyBaJibHO-HABYAJIHHO-
IiarHOCTHYHE BiggineHHs, M. BiHHUIISA HAYKOBHI IIEHTP), aMOyJIaTOPHO-IarHOCTHYHE
BigmimeHus, M. Binanmg

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1187 Bix 29.07.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«®aza II-1Il BumpoOyBaHHS i1 OLIHKM €(QEKTUBHOCTI Ta O€3MeKH MiAMKIPHOI KIacTepHOI
IMyHOTeparii y Hami€eHTiB, 1[0 CTPaXKAAI0Th Ha aJeprito Ha NuwiIok TpaB», SC-3G2A, Bepcis 1.0 Big

31 6epe3ns 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo10 BianoBinanbHicTIO «Dapmakci Kninikan Pucepuy, Ykpaina

Cnoncop, kpaiHa

POKCAJUI Megninin I'm6X, Himequnna / ROXALL Medizin GmbH, Germany

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA

Ouaexcanap I'PIHEHKO

(mmigmic)

(Bnacue im’st ITIPI3BUIIIE)




Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

25.11.2025 No 1788

Inentudikaris cyTTeBoi monpaBky | 3MiHa HA3BU MICL IPOBECHHS KIIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
nikap CanoBcbka B.B. nikap CanoBcbka B.B.
VYHiBepcUTeTChbka  JTiKapHA  BIHHUIBKOTO | «YHIBEPCUTETChKA  KJIIHIKa»  BiHHUIBKOTO
HAI[IOHAJIBHOTO ~ MEJWYHOTO  YHIBEPCUTETY | HAIIOHAILHOTO  MEAWYHOTO  YHIBEPCUTETY
M. M.L [Tuporosa, amOynatopro- | im. M.L. IluporoBa (JikyBaJbHO-HABYAIBHO-
IiarHOCTHYHE BigdineHHs, M. BiHHUIISA HAYKOBHH LIEHTP), aMOyJIaTOPHO-A1arHOCTHYHE
BigmimeHHs, M. BiHHuIs

Howmep ta nata nakazy MO3 mipo Ne 1336 Bix 15.08.2025 y penakii Hakazy MO3 Ykpainu Ne 1433 Big 16.09.2025
MIPOBEJICHHS KJIIHIYHOTO

BHUIPOOYBaHHS

Ha3sBa kniniunoro BunpoOyBanHs, | «®aza II-11I BunpoOyBaHHs 17 OLIHKK €()EeKTUBHOCTI Ta Oe3MeKu CyOiHrBaJIbHOT IMyHOTEpaii y

KOJI, Bepcis Ta jara MAIlI€HTIB, 10 CTPAXKAAIOTh Ha aleprito Ha muiok Tpas», SL-3Q2A, Bepcist 1.0 Big 30 kBiTHS
2025 poky

3asBHUK, KpaiHa ToBapucTBo 3 0OMexeHo010 BianoBinanbHicTIO «Dapmakci Kninikan Pucepuy, Ykpaina

CnoHcop, kpaiHa POKCAJUI Megninin I'm6X, Himequnna / ROXALL Medizin GmbH, Germany

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [IPI3BUILIE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

25.11.2025 No 1788

Inentudikariist CyTTEBOI MOMPaBKU

OHoBIeHUH TTPOTOKOJ KiIiHIYHOTO BUTIpoOyBaHHA MK-6482-012, 3 IHKOPIIOPOBAHOIO MOIPABKOIO
08 Bim 24 cepnus 2025 poky, aHIIIHCHKOI MOBOIO; YkpaiHa, MK-6482-012, ITndopmanis Tta
JTOKYMEHT Ipo iHpopMoBaHy 3roy ajs namieHnta, Bepcis 4.04 Big 09 sxoBTHst 2025 p. yKpaiHCHKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga xiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure, panmomizoBane mociuimpkeras I ¢a3u mns ominkm eekTHBHOCTI Ta O€3MEYHOCTI
nemOponizymady (MK-3475) y xombinanii 3 Oemytudanom (MK-6482) Ta neHBaTMHIOOM
(MK-7902), abo MK-1308A y xomOiHamii 3 jeHBaTHHIOOM MOpPIBHSHO 3 TeMOpoiizymaboMm i
JICHBATUHIOOM B SIKOCTI MEpIIOi JiHii Teparnii A/ yYaCHUKIB 3 PO3MOBCIOIKEHOIO CBITIOKIITUHHOIO
HUPKOBO-KJIITUHHOIO KapuuHomow», MK-6482-012, 3 iHkopnopoBaHoro mnompaBkoo 07 Bifg
25 gyepBHa 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpainay

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)
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Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii Ilporokon xmiHiuyHOro nocmimkeHHs NAPISTAR 1-01, rmo6ampHa Bepcis 3.0 Bifg
22 BepecHs 2025 poky, aHTTiHCHKOI0 MOBOI0; DopMa iH(OPMOBaHOT 3r0/IM YYaCHUKA JOCIIKEHHS
Ta J03BUI HAa BHKOPUCTAHHS 1 PO3TOJIONICHHS 3aXWIeHoi MeAu4Hoi iHdopmMarii, Bepcis 3.0 Bix
08 sxoBTH: 2025 poky ans Ykpainu, Ha ocHOBI Maiictep-Bepcii @opmu iHhOpMOBaHOT 3r01, BepCis
4.0 Bix 22 BepecHs 2025 poky, aHTTIHCHKOIO Ta YKpaiHChKOI MoBamu; PopMa iHPOPMOBAHOI 3r0 1
JUIST ydacHWKa mpeckpuHinry, Bepcis 1.0 Bim 08 xostHs 2025 poky st YKpaiHu, Ha OCHOBI
Maiictep-Bepcii @opmu iH(GOpMOBaHOI 3roau [Uisl y4yaCHHKa MpecKpUHiHTY, Bepcis 2.0 Bix
22 BepecHs 2025 poky, aHTTIHCHKOIO Ta YKPATHCHKOI0 MOBaMHU

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 854 Bin 22.05.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«bararonieHTpoBe, 3 MEPIIMM 3aCTOCYBAHHSM Mpenapary y JoauHu gociimkeHHs I/Ila ¢asum 3
MIIBUIICHHSIM Ta ONTUMI3Alli€l0 JO3yBaHHSA [UIsl OLIHKK OE3MeYHOCTi, MEePEeHOCHUMOCTI,
(hapMakoKiHETHKH Ta €(EeKTUBHOCTI KOH'roraTy aHTuTina no NaPi2b 3 mikapcbkuM 3acobom
TUB-040 y namuieHTiB 3 pe3UCTEHTHUM JI0 IpenapaTiB MmiIaTUHU pakoM sieuHukiB (PTIPS) Bucokoro
CTyNmeHs  3JOSKICHOCTI  ab0  penuauByIOUYO/pedpakTepHOI0  aJCHOKApPIMHOMOK  —
HeapioHokmiTHHHUM pakoMm nerenb (HIAKPJI) (NAPISTAR 1-01)», NAPISTAR 1-01, rno6ansHa
Bepcis 3.0 Bix 22 BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

TyOynic I'm6X, Himeuunna / Tubulis GmbH, Germany

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmuc) (Bnacue im’s ITIPI3BUILE)



