Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEP/’KEHHS CYTTEBUX IOIPABOK
03.05.2024 Ne766

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PannomizoBane, moaBiitHe ciirne, 6ararorenTpore nociimkenns [ pa3u komoGinamnii MK-1084 3
neMOpoIi3yMadoM MOPIBHSAHO 3 KOMOiHaLi€0 meMOpoai3ymMady 3 mianedo sK JIIKyBaHHS HMepIIol
JHIT 11 YYaCHUKIB 13 METaCTaTMYHUM HEIPIOHOKIITUHHUM pakoM JiereHiB 3 mytariero KRAS
G12C Ta ekcmpeciero PD-L1 TPS >50%p, xom mocmimkenns MK-1084-004, Bepcis 00 Bifg
15 rpynns 2023 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoigansHicTIO «MCJl Ykpainay

CnoHcop, kpaiHa

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

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

MK-1084 (PRD9352351; MK-1084); tadnetku; 25 mr; Changzhou Syn The All Pharmaceutical
Product Co., Ltd., China; Shanghai STA Pharmaceutical Product Co., Ltd., China; Lonza Bend
Inc., USA; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland;
Almac Clinical Services (Ireland) Limited, Ireland; Fisher Clinical Services UK Limited, United
Kingdom; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services, USA,
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;

[Tnane6o 1o MK-1084; tabnerku; 25 mr; (ILlenrono3a MikKpoKpUCTaaiuHa, MOHOTIAPAT JIAKTO3H,
creapat marHiroo); Shanghai STA Pharmaceutical Product Co., Ltd., China; Merck Sharp & Dohme
LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services (Ireland)
Limited, Ireland; Fisher Clinical Services UK Limited, United Kingdom; Almac Clinical Services
Limited, United Kingdom; Almac Clinical Services, USA; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services Inc., USA,;

MK-1084 (PRD9352352; MK-1084); tadnetku; 50 mr; Changzhou Syn The All Pharmaceutical
Product Co., Ltd., China; Shanghai STA Pharmaceutical Product Co., Ltd., China; Lonza Bend
Inc., USA; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland;
Almac Clinical Services (Ireland) Limited, Ireland; Fisher Clinical Services UK Limited, United
Kingdom; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services, USA,
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;

[Tnane6o 1o MK-1084; tabnerku; 50 mr; (Llemron03a MiKpOKpUCTaIiuHa, MOHOTIAPAT JIAKTO3H,
creapar marHito); Shanghai STA Pharmaceutical Product Co., Ltd., China; Merck Sharp & Dohme
LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services (Ireland)
Limited, Ireland; Fisher Clinical Services UK Limited, United Kingdom; Almac Clinical Services




MPOJIOBXKEHHs Joaarka 1

Limited, United Kingdom; Almac Clinical Services, USA; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services Inc., USA

[MTem6pomnizymad, MK-3475 (KITPYJA®, KEYTRUDA®; KITPYJIA; KEYTRUDA); (MK3475;
SCH 900475; MK-3475 (Anti-PD-1); MK-3475 (aPD-1); MK3; 02P106; ORG 307448-0; SCH
900475 (Anti—PD-1); Pembrolizumab; crepunbHuMii pO34YMH Ui BHYTPIIIHBOBEHHUX 1H(]Y3ii;
25 wmr/mn (mimirpam/mininitp); Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Almac Clinical
Services Limited, United Kingdom; Almac Clinical Services, USA; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services Inc., USA; Merck Sharp & Dohme LLC, USA; MSD
International GmbH, Ireland; Merck Sharp & Dohme UK Limited, United Kingdom; MSD
International GmbH, Ireland

Bianosinanbawmii (1) gocaiqHuK (1)
Ta Micue () MPOBEICHHS
BUIIPOOYBaHHs B YKpaiHi

1) 3aB. Big. boiiko B.B.

KomyHnanbHe HexkomepiiiiiHe mianpueMcTBo «lIpuKaprnaTChbKUil KITIHIYHIA OHKOJIOTIYHUN LIEHTP
IBanOo-@paHkiBChKOT 001aCHOT pagu», Xipypriune BiaaineHns Ne2, m. [Bano-dpaHKiBCbK

2) mikap Ickivokm J1.1.

KomyHnanene HekoMmepiiiiiHe mianpueMcTBo «OOnacHUN KIIHIYHUNA OHKOJIOTIYHUN ILIEHTP
KipoBorpaucekoi 061acHOi paan», ximiorepaneBTuaHe BigaiieHHs Nel, M. KponmuBHUIIEKAT

3) 3as. Bix. Ko63es O.1.

Komynaneue mianpuemctBo «PiBHeHChKka oOnacHa kiiHiuHa JikapHs imeHi FOpis CemeHroka»
PiBHeHCBKOT 007acHOT paan, 00JaCHUN LIEHTP KapAioTopakalibHOi Xipyprii, M. PiBHe

4) nikap Jlinerpka O.I1.

KomyHnanbHe HekoMmepuiiiHe miAnpueMcTBO <« KUTOMHMPCHKHIT OONACHMI  OHKOJIOTIYHUHN
nucnancepy Kurtomupcebkoi 001acHOl pajiy, BIAAIICHHS KIIHIYHOT OHKOJOr11, M. XKutomup

5) mupekrop [Tapamonos B.B.

KomyHnanbHe HekomepuiiiHe mianpueMctBo «KiiHIUHMI IIEHTp OHKOJOrii, TremMaToJIorii,
TPAHCIJIAHTOJIOTIT Ta MallaTUBHOI JomoMoru Yepkacbkoi 00jacHOi pafu», BIIIUT KIIHIYHOT
OHKOJIOT1{ (OHKOXIMiOTepaneBTUYHUM), M. Uepkacu

6) mikap I[ligBepOernbka A.B.

ObnacHe KOMyHaJbHE HEKOMEpLiHHE MiANPHEMCTBO «ByKOBHHCHKMI KIIIHIYHMNA OHKOJOTIUHUH
LEHTP», CTPYKTYPHHUH MiIPO3LUT KIITHIYHUX JTOCIIKEHBb, M. UepHiBIIi

7) x.m.H. [Iputynsk C.M.

Komynanene HekomepuiiiHe mnignpueMctBo «Iloainbechkuii perioHanbHUM LIEHTP OHKOJIOTIT
Binaumpkoi obmacHoi paany», TopakalibHe BiAAiIeHHs, M. BIHHUIIS

8) k.M.H., o1 lImapuk f.B.




MPOJIOBXKEHHs Joaarka 1

KomyHnaneHe HexomepiliiHe mianpueMctBo JIbBiBChbKOI obOmacHOi pamu  «JIbBiBChbKUMit
OHKOJIOTIYHUH perioHaNbHUI JIIKyBaJIbHO-I1arHOCTUYHUA IIEHTP», BIUIUICHHsS XiMioTepamnii,
M. JIpBiB

9) 3aB. Bia. Birypo M.C.

ToBapuctBo 3 oOMexeHO BiamoBigambHicTIO «Mpis Men-CepBic», BiIAin KIIHIYHUX
nociikeHb, M. Kpusnii Pir

10) nikap CinenbHikos 1.B.

Komynanbae nignpuemMctBo «BonnHcpka obnacHa KiliHIYHA JiKapHs» BonmHcepkoi o0macHol paau,
00JlacHUH MEIWYHUN LIEHTP OHKOJIOTIi, OHKOJIOTIYHE XiMIOTeparieBTHYHE BiAUICHHS, M. JIyIlbK
11) nikap Kopoas 1O0.1.

KomyHanbHe HekoMepiiliHe MiAnpueMcTBO «JIbBIBChbKE TEpUTOpiajbHE MEAMYHE 00’ €IHAHHS
«bararonpodinbpHa KiIiHIYHA JIIKAPHS IHTEHCHBHUX METOJIB JIIKYBaHHS Ta IIBHIKOT MEIUYHOL
nonomoruy, BigaineHHs Ne 1 LlenTpy Xipyprii Ta OHKOJIOTi{ BiJOKpeMJIEHOro miipo3ainy «JlikapHs
Casaroro Ilanteneiimona», M. JIbBiB

12) nikap ITanko B.B.

ToBapucTBO 3 00MeKEHOI0 BianoBigampHicTIO «Meanunmii ieHtp «MenOdic I'pym», M. Kuis

[TpemapaTu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYITyTHBOI Teparlii/fopuindHa abo
¢b13uvHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3assBHUK Ha BBE3CHHS
JOCITIJIKYBaHUX JIIKApChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

- mabopatopHi HabopH;

- min/max TepmMoMeTpH;

- CKaHepH IS 3UMTYBaHHs ITpUX-KoaiB (Barcode scanners);
- €JIEKTPOHHI I10IEHHUKH JUIS MAI[IEHTIB;

- iHQy30MaTu;

- HEHTPUYTH 3 OXOJIOKEHHSIM;

- IpyKOBaH1 MaTepiajau

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [TIPI3BUILE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEP/’KEHHS CYTTEBUX IOIPABOK
03.05.2024 Ne766

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure 6araTorieHTpoBe aociimpkeHHs ¢aszu /11 3 eckanariiero 1031 1 pO3MUPEHHSAM KOTOPTH
s ouiHku Oesmeku Ta edekruBHOCTI mpenapaty KLS-1 sx MoHoTepamii y marmieHTiB 3i
3JI0SIKICHUMH HOBOYTBOPEHHSIMMY, Ko nociipkeHHs VV022-02, Bepcist 2.2 Big 15 kBitHst 2024 p.

3asiBHUK, KpaiHa

TOB «CI EJI EC FOKPEMHy, Vkpaina

CnoHcop, kpaiHa

Bekrop Birtane JIJIC (Vector Vitale LLC), CIITA

[lepemnik 1OCTiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Gopma,
J03yBaHHs, BUPOOHHUK, KpaiHa

KLS-1 (KLS-1; 84Zinc Aspartate; 64ZnAs: 64L[HHKy acmapariunar; 2,0 mr/kr, 3,0 mr/kr, 3,9 mr/kr,
4,75 mr/xr go 6,5 mr/kr); posuun; 25,64 mr/mi; TOB «®apmariesrrunmii 3aBoja «biodapmay,
VYkpaina;

Harpiro xsiopuz (pozunnnuk); (Harpiro xmopun); po3uns mis iHdysii; 9 mr/mi; TOB «HOpis-
dapm», Ykpaina

Bianosinanbawmii (1) gocaiqHuK (1)
Ta Micue () MPOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) a.m.H., npod. Yemyk B.€.

Mennyanuid LEHTP TOBAapHCTBA 3 OOMEXEHOI BiINOBiNANbHICTIO «ApeHcis Ekcrutoparopi
Meniciny, BiAmia KIIHIYHAX TOCIIIKEHb, M. KHUiB

2) nikap Komenenko O.41.

Komynansae nianpuemctBo «KpemeHuypkuii o6acHui oHKoI0ruHMH qucnancep [lonraBepkoi
00JacHOI pajauy, cTallioHapHe BiaaiieHHs, M. KpemeHuyk

[TpenapaTy MoOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢biznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y1
3asBHUK Ha BBE3EHHS
JOCTIPKyBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

Havanbunk ®@apmManeBTHYHOr0 YIPaBJIiHHSA

Tapac JSICKOBCbKHUI

(Bnacue im’st [IPI3BUILE)

(mimmc)



Honatox 3

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYxpaiau «IIpo npoBeneHHS KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEPKEHHSI CyTTEBUX MOMPABOK»

03.05.2024 Ne766

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«KniHiyHe JOCHIPKEHHS 3 OIIHKA Ol0CKBIBAJICHTHOCTI JIKAPCHKUX 3aco0iB  «ATporpen»,
TabJIETKH, BKPUTI IUTIBKOBOIO 000J10HKOIO 110 75 mr, BupoOHunTBa [TAT HBL] «bopmariBcbkuii
XD3» Ta «Plavix®»», TabneTKu, BKPUTI IUTIBKOBOI 000JIOHKOIO 110 75 Mr, BupoOHuirrBa «Sanofi
Winthrop Industrie» 3a ywactio 310poBUX H00pOBOIBIIBY, Kou mociimkenHs BHFZ B-2002,
Bepcis 02 Big 22.02.2024 p.

3asiBHUK, KpaiHa

ITAT HBIJ «bopmariBcbkuii XD3», Ykpaina

CnoHcop, kpaiHa

ITAT HBII «bopmarisebkuit XdD3», Ykpaina

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
JI03yBaHHsI, BUPOOHHUK, KpaiHa

Atporpen (Clopidogrel); TabGmeTku, BKpUTI TUIIBKOBOIO OOOJIOHKOIO; OJlHA Ta0JeTKa MIiCTHUTh:
KJIOMiiorpenb y BUTIsAL kionigorpento oicynbdary — 75 mr; [IAT HBL «bopmiariBebkuit XD3»,
Ykpaina

Bianosinanbawmii (1) gocaiqHuK (1)
Ta Micue () MPOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) ron. mikap Aptum b.1.

Mennunnii nentp TOB «Kininika IHHO®AP — Ykpaina [nnoseiitiB @apma Pecepu», UepHiBelpka
0011., HoBocenuupkuii p-H, ¢. bosHu

2) k.6.1. Cabko B.€.

bioananituuna nabopatopist TOB «Kunindapm», KuiBcbka 06i1., M. Ipmine

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

Plavix® (Clopidogrel); TabieTrku, BKpUTI IUTIBKOBOIO OOOJIOHKOI; 1 TabieTka MICTUTH:
kiomigorpero 75 mr (y ¢popwmi rigpocynsdary); SANOFI WINTHROP INDUSTRIE - CARBON

BLANC, France

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢biznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y1
3asBHUK Ha BBE3E€HHS
JOCTIPKyBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

Havanbunk ®@apmManeBTHYHOr0 YIPaBJIiHHSA

Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)



Honatox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYxpaiau «IIpo npoBeneHHS KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEPKEHHSI CyTTEBUX MOMPABOK»

03.05.2024 Ne766

Inentudikaris cyrreBoi nmonpaBku | OHOBJICHUI MPOTOKOJ KIIHIYHOTO BUIPOoOyBaHH:, Bepcis 2.0 Bix 12 ciuns 2024 poky aHTIiHCEKOIO
MoBoI0; [HpopManis npo mociimkeHHs ta Gopma iHGOpMOBaHOI 3roAH, JOKaJIbHA BEpPCisi HOMEP
2.1 nyst Ykpainu ykpaiHChbKOI MOBOIO, AaTa Bepcii 06 6epesnst 2024 poky Ha ocHOBI Macrep Bepcii
Homep 2.0 Bim 17 ciuas 2024 poky; 3amydeHHS TOJATKOBHX MICIb IMPOBEIACHHS KIIHIYHOTO
BUINIPOOYBaHHs; 3alydyeHHs OCIiJHUKA-KOOpIUHATOpa B YKpaiHi — K.M.H., JoueHT CTpuxak
Bacunp BacunboBuy; 3amydeHHs JOJAaTKOBUX MICIb IPOBECHHS KJIHIYHOTO BUITPOOYBaHHS:

Ne [1.Lb. BiAMOBIAaTBHOTO AOCITITHUKA

/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | nixap Honeus O.A.

Meauunuii TEHTp TOBAapUCTBA 3 OOMEXEHOK BiAmoBinanbHICTIO «Menlyn-Kiiniky,
JTIKYBaJIbHO-TIPOQITAaKTHUHUH migpo3aina, M. Kuis

2. 3aB.Bia. Jleryn O.M.

KomynaneHe HekoMmepuiiiHe mianpueMctBo «OOjacHa KiIiHIYHA JikapHs [BaHO-
@pankiBcbkoi obmacHoi panu», LlenTp Hedposorii, aianmizy Ta TpaHCIUIaHTAIl,
BIUTUUIEHHS aMOyJIaTOPHOTO Jiani3y, M. IBaHo-®paHKIBCbK

3. | nikap Menamenko FO.I'.

[IpuBaTHEe Mane miaAnpueMcTBO, Menu4HU HEeHTp «Ilymscy, TepaneBTHYHE BiIiIeHHS,
M. Binaumg

4. | x.m.H. O6eptunceka O.I'.

ToBapuctBo 3 oOMexeHor BignoBijanbHicTI0O «Menuunuit Llentp Xenc Kiiniky,
MeauuHuil KIHIYHUA JOCTIAHULIBKUN LEHTp, BT Kapaioyorii Ta peBMarTolorii,
M. Binnung

5. | A.M.H., npo@. [TenTrok H.O.

KomyHnanbHe HekomepIliiiHe mianprueMcTBO «BiHHUIIbKA MichbKa KiTiHIYHA JikapHS Nely,
KJIiHIYHEe TepaneBThyHe BigAuieHHsS Nel, BIHHMIBKUN HAIIOHATBHUN MEIUIHHI
yHiBepcureT imM. M.L. Iluporoma, kadeapa NponeaeBTUKH BHYTPIIIHBOI MEIUIIMHHU,
M. Binnung

6. | k.m.H. Pomanosa O.M.




MIPOJIOBXKEHHS J0aTKa 4

\ \ ToBapucTBo 3 00MexkeHoo BianosiganpHicTIO «MEADUI/», M. Kuis \

Howmep Ta nata nakazy MO3 nipo Ne 481 Bin 20.03.2024

MIPOBEJICHHS KIIHIYHOTO

BUIPOOYBaHHS

Ha3Ba ximiHiYHOTO BUIIPOOYBaHHS, «PannomizoBaHe, MojABiifHE ciine, aKTUBHO KOHTPOJBOBAHE MOCHIMKCHHS (a3u 3 st OLiHKH

KOJI, BEpCis Ta Jara e(eKTUBHOCTI, Oe3meku Ta mepeHocumocTi bakcapocraty B komOinamii 3 [lanarmiduiosuHom y
MOPIBHIHHI 3 MOHOTEparmi€ero Jlamarmgio3nHoM 010 MPOrpecyBaHHS XPOHIYHOI XBOPOOU HHUPOK
(XXH) y yuyacuukiB i3 XXH Ta BHCOKHUM KpoB’sHHM THCKOM», D6972C00003, Bepcis 1.0 Bix
27 nucronana 2023 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, Kpaina AstraZeneca AB, Sweden

Havanbank ®@apManeBTHYHOIO YIIPABJIiHHSA Tapac JIICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)



Honarok 5

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYxpaiau «IIpo npoBeneHHS KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEPKEHHSI CyTTEBUX MOMPABOK»

03.05.2024 Ne766
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., mpod. A6paramoBuu O.0. I.M.H., mpod. Abparamosuy O.0.
JIbBiBCchKAa  oOmacHa  KJIiHIYHA  JiKapHs, | ToBapHCTBO 3 0OMEXKEHOIO BiJMOBINATBHICTIO
peBMaronioriyde  BigmineHHs, JIpBiBcbkui | «k KAJIMHA. LHEHTP CYYACHOI
HaIllOHAJIbHUH MeAUYHUN yuisepcurer | MEAMIWUHNWY, M. JIbBiB
iMeH1 Jlanmna lamunekoro, Kadeapa
BHYTpimHKO1 MeauiHu Nel, M. JIbBIiB
3MiHa Ha3BU MiCLisl IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipo¢. CtanicnaBuyk M.A. I.M.H., ipod. CtanicnaBuyk M.A.
Binnumnpka  obmacHa — kiiHiuHa — JrikapHS | KoMyHanmpHe HEKOMepuiiiHE —IMiJIpPHEMCTBO
im. M. IluporoBa,  peBmarosoriune | «BiHHuIbKka oOJacHa KJIIHIYHA  JIIKapHS
BIIIJIEHHS, Binaunskuin HanioHansHu# | imedni M.I. IluporoBa BinamIBKOiI 00s1acHOI
MeanuHuii yHiBepcuteT iM. M.I. Iluporosa, | pagu», BHCOKOCIEIIaTi30BaHUN  KIIHIYHUI
kadenpa  BHyTpilIHbOI  MenuuuHu  Nel, | IeHTp ~ peBMaroJIorii,  OCTEONOpo3y  Ta
M. Binaums 010JIOTTYHOT Teparii, Binuuiskuii

HalllOHAJIbHUN MEIUYHUI YHIBEPCUTET

iMm. M.I. Tluporosa, kadenpa BHYTPILIHBOT
meauiuan Nel, M. Binauus

3MiHa BiIMOBIJAIILHOTO JIOCIITHUKA B MICIIi TPOBEJCHHSI KITIHIYHOTO BUIPOOYBaHHS:

bYJIO CTAJIO
K.M.H. JleBuenko B.I". nikap Xoxiona I'.I1.
HepxxaBHa yCTaHOBa «Harmionansuuit | Jlep>xaBHa yCTaHOBa «Harnionansauit
HayKoBUM 1eHTp «lHCTUTYT Kapaioforii, | HAYKOBUM 1LEeHTp «lHCTUTYT Kapaionorii,

KIIIHIYHOI Ta pereHepaTuBHOI MEIUIIMHU IMEH1
akanemika M.J[. Crpaxecka HarmionansHOT

akajgemii MeAMYHUX HayK YKpaiHW», BiIJIIT

KIIIHIYHOI Ta pereHepaTuBHOI MEAUIIMHU IMEH1
akanmemika M.J[. Crpaxecka HarmionamsHOT
akajgemii MeIMYHUX HayK YKpaiHu», BT




MIPOJIOBKEHHS JTOATKA O

HEKOPOHAPHUX XBOPOO ceplis Ta peBMATOJIOTIi, | HEKOPOHAPHUX XBOPOO CepIls Ta peBMATOJIOT I,
M. KuiB M. Kuis

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 403 Bin 04.05.2016

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBane, mojBiiiHe cmine pgochimkeHHs, III  dasu, ama TNOpiBHAHHA mpernapaTry
VYnanauutuni6 (ABT-494) 3 mmane6o Ta 3 agamiMymaOoM, y Malli€HTIB 3 CEPETHBOTIKKOI0 abo
TSOHKKOI0 (DOpMaMK aKTHBHOT'O PEBMATOITHOTO apTPUTY, [0 OTPUMYIOTh CTaOUTbHY Oa3MCHY TEPAITiFo
METOTPEKCAaTOM Ta He JOCSATIN aJeKBaTHOI BiamoBimi Ha Hei», M14-465, 3 iHKOpHOpOBaHUMH
AnMinictpatuBHuME 3MmiHamu 1, 2, 3 14 ta [Tonpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03,
5,6, 7 ta 8 Bin 10 kBiTHS 2023 pOKY

3asBHUK, KpaiHa

«E060BIi biodhapmackrorikans ['m6X», [lIBelinapis

CnoHcop, KpaiHa

AbbVie Inc., USA

Havanbank @apManeBTHYHOIO YIIPABJIiHHSA Tapac JIICKOBCbKHI

(mmimrmc) (Bnacue im’st ITIPI3BUILIE)



JonaTtok 6

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYxpaiau «IIpo npoBeneHHS KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEPKEHHSI CyTTEBUX MOMPABOK»

03.05.2024 No766
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO
K.M.H. AGparamoBu4 Y.O. n.M.H. AbparamoBud Y.O.
JIbBiBCchKAa ~ oOmacHa  KJiHIYHA  JiKapHs, | ToBapuCTBO 3 0OMEXKEHOIO BiAMOBIAAIBHICTIO
peBMaronioriyde  BiggineHHs, JIpBiBcbkui | «k KAJIMHA. LHEHTP CYYACHOI

HaIllOHAJIbHUH MeAUYHUN yuisepcurer | MEAMIWUHNW», M. JIpBiB
imeni  Jlanwmia lagunpKoro, Kadeapa
BHYTpimHKO1 MeauiHu Nel, M. JIbBiB
3MiHa Ha3BU MiCLisl IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipo¢. CtanicnaBuyk M.A. I.M.H., ipod. CtanicnaBuyk M.A.
Binnumnpka  obmacHa — kiiHiuHa — JrikapHS | KoMyHanmpHe HEKOMepuiiiHE —IMiJIpPHEMCTBO
imeni M.I.  TluporoBa, peBmarosoriune | «BiHHuIbKa oOJacHa  KJIIHIYHA  JIIKapHS
BIIIIEHHS, Binaunekui HanioHansHu# | imeHni M.I. IluporoBa BinamIbKOi 006s1acHOT
mennyHui yHiBepcuteT iMeHi M.I. IluporoBa, | pagn», BHCOKOCHENiadi30BaHUN  KIIHIYHUHN
kadenpa  BHyTpilIHbOI  MenuuuHu  Nel, | IeHTp ~ peBMaroJIorii,  OCTEONOpo3y  Ta
M. Binaums 010JIOTTYHOT Teparii, BinHunpkuit
HalllOHAJIbHUN MEIUYHUI YHIBEPCUTET
imeri M.I. IluporoBa, kadenpa BHYTpIlIHBOT
meauiuan Nel, M. Binauus

Howmep ta nata Hakasy MO3 mpo Ne 1468 Bix 21.11.2017
MPOBEJICHHS KIIHIYHOTO

BUIIPOOYBaHHS
Hasga kniniunoro BunpoOyBanHs, | «PangomizoBane, mnojBiiiHe ciine pociipkeHHs, Il ¢asu, 11d NOpIBHAHHSA —mpenapary
KOJ, Bepcis Ta faTa VYnagauntuni6 (ABT-494) 3 nnane6o Ta 3 aganiMmyMaOoM y MAalli€eHTIB 3 aKTUBHUM IICOPIaTUYHUM

apTpUTOM, sIKi MAalOTh B aHaMHe31 HeaJleKBaTHY BiJMOBiAb MPUHANWMHI HAa OJWH HEOIOJOTIYHHIA
XBOpoOo-Moaudikyrounii nporupemarnaanii mpenapat (XMIIPIT) — SELECT — PsA 1», M15-572,
3 IHKOpIIOPOBAaHUMH aJIMiHICTpaTuBHUMHE 3MiHami 1, 2, 3,4, 5, 6 [ans ['onkonry (Kutait)], 71 8 Ta




POJIOBXKEHHS JoaTKa 6

[Monpaskamu 1, 1.01 (mns VHP kpain) 2, 3, 4, 5, 6 Ta 7 (s Bcix kpaid kpim Amonii) Big 30 ciuns
2021 poky

3asiBHUK, KpaiHa «E060Bi biodapmacsiorikan3 'm6X», [lIBeiinapis

CrioHCcOop, KpaiHa AbbVie Inc., USA

HavanbHuk ®apManeBTHYHOT0 YIIPABJIiHHS Tapac JSICKOBCbKHUM

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jonarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPKEHHS CYTTEBUX MOTPABOK»

Inentudikariist CyTTEBOI MOMPaBKU

03.05.2024 No766
BrirtoueHHsI JOAaTKOBOTO MICIIsl IPOBEICHHS KJITHIYHOTO BUITPOOYBaHHS:
No I1.LB. BiAMOBiJAIEHOTO AOCTITHUKA
/11 HazBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | 3aBimyroumii BiTOKpeMJIEHUM CTPYKTypHUM migpo3aisom Llesns C.I1.
ToBapucTBO 3 OOMEXKEHOI BiANMOBINAIBHICTIO «MeIUYHUI LEHTp «AJbTaMeIuKay,
BiJJOKpEMJICHUH CTPYKTYPHHIA IiApo3aii, M. BiHauIs

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne 939 Bix 23.05.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«ROSY-D: [ocmimkeHHs MPOAOBXKEHHS JIIKyBaHHA JUIsl TALI€HTIB, SIKI 3aBEPIIMIIA Y4acTh Y
MOTePeIHHOMY JTOCIIHKEHHI OHKOJIOTIYHOT'O 3aXBOPIOBAHHS 13 3aCTOCYBAaHHSIM JTypBaityMaly i, 3a
OITIHKOXO JIOCIITHAKA, OTPUMAIOTh KJIIHIYHY KOPHUCTH BiJ] IPOAOBKEHHS JTiKyBaHH », D4191C00137,
Bepceid 2.0 Bix 24 cepnus 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHcop, KpaiHa

«Actpa3eneka Aby, llIBemis / AstraZeneca AB, Sweden

Havanbuuk dapManeBTHYHOI0 YIPaBIiHHSA Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [TIPI3BUILE)



JonaTtok 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPKEHHS CYTTEBUX MOTPABOK»

Inentudikariist CyTTEBOI MOMPaBKU

03.05.2024 No766
3MiHa Ha3BH MiCIlb IPOBEICHHS KIIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
n.M.H., mpod. Kpsuok [LA. I.M.H., mpod. Kpsuok [LA.
HamionaneHuii  1HCTHTYT pakKy, HayKoBO- | JlepkaBHe  HEKOMeEpIiiiHE  MiJIpPHUEMCTBO
IOCIIIIHE BIJIIIJIEHHS ximiorepanii | «HauionanbHuii iHCTUTYT paky», KiiiHika
reMo0acTo3iB  Ta aA'TOBAaHTHUX METOJIB | XiMioTeparii Ta OHKoremarouorii, M. Kuis
JIKyBaHHS, BIJJUICHHS OHKOTeMaToJorii 3

CEKTOPOM QI'IOBAHTHUX METOJIB JIKyBaHH,
M. KuiB

3aB. Bijg. Ycenko ['.B.

3aB. BiJ. Ycenko [.B.

reMaToJIOTTYHHH IIeHTp, M. Uepkacu

KomyHnanbHe HekomepiiiiHe mignpuemctBo | KomyHanpHe HekoMepuiiHe —MiJIPUEMCTBO
«Micpka kiiHiuHa Jikapas Nedy» JIHinmpoBcekoi | «Micbka kiniHiuHA JiKapH Nedy JIHITPOBCHKOT
MIiCbKOi  pamu, MIChKHMi TeMaToJIOTIUYHUM | MICBKOT paJu, TEeMaToJIOTiuHe BiAAIIECHHS,
LEHTp, M. [{Hirpo M. JIHITTpO

nikap Horaesa JL.I. nikap Horaesa JLI.

KomyHnaneHe HexkoMmepiiiiHe miagnpueMcTBo | KomyHanbHe HEKOMepIIiiiHE MIAIpPUEMCTBO
«Yepkacbkuit o0acHUi oHKoJoriyHui | «KiiHIYHMM IeHTp OHKOJIOrii, IeMaToJjorii,
nucriancep Yepkacbkoi  00JacHOT  paawy, | TPAHCIUIAHTOJIOTI] Ta MaJIaTUBHOI JIONIOMOTH
oOmacHuit JiKyBalbHO-AlarHOCTUYHUH | YepkachKoi o0macHol paau», BI1IiI

remMaroyiorii Ta TpaHCIUIaHTalll KICTKOBOTO
MO3KY, M. Yepkacu

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1542 Bix 06.12.2017

Ha3sBa kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«®aza I, panmomizoBaHe, TOABIHHE CIiNe, KOHTPOJBbOBAHE, OaraToOIEHTPOBE MOCIIKEHHS
iriditopa PI3K komanmiciOy 3 BHYTPIIIHPOBEHHHUM IIUIAXOM BBEACHHS B KoMOiHamii i3
CTaHJIaPTHOIO IMYHOXIMIOTEpaMi€lo B MOPIBHSAHHI 3 CTAHJIAPTHOIO IMYHOXIMIOTEpAIII€I0 Y MAIli€HTIB




POJIOBXKEHHS JoaaTKa 8

3 pEMIMBOM 1HI0JCHTHOI HeX0pKKiHChKOT miMpomu (iIHXJT) — CHRONOS-4», BAY 80-6946 /
17833, Bepcis 8.0 3 inTerpoBanoro nonpaskoro 09 Bix 21 6epesns 2023

3asiBHUK, KpaiHa

TOB «baiiepy», Ykpaina

CnoHcop, KpaiHa

baitep AI', Himeuunna

HavanbHuk ®apManeBTHYHOT0 YIIPABJIiHHS Tapac JSICKOBCbKHUI

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

Omnogneni po3ainu Jocke gocmimkyBaHoro jgikapcbkoro 3aco0y LY 3484356 Bin ciuns 2024 poky:
S.2.3 «KonTtpoub matepianiBy, S.3.2 «Jlomimkuy, S.4.2 «AHamiTHYHI MeTOTUKNY, S.4.3 «Bamigamis
AHATITUYHUX MeTOaMK», S.4.4 «Awmamiz cepiit», S.7 «CrabimpHicThy P.3.1 «BupoOHuKNY,
P.5.4 «Amnamizu cepiii (LY3484356 TI1, Tabnerkm)», P.8 «Crabimpnicte (LY3484356 TI,
TaOJETKK)», AaHTJIHCHKOK MOBOK; 3aly4eHHs J0JaTKOBOTO BHPOOHWKA JJOCIHIHKYBAHOTO
mikapchkoro 3aco0y LY3484356, tabneTku, BKpUTI IIIBKOBOIO 0000HKOI0, 200 Mr: «Recipharm
Leganes S.L.U.», Spain

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1326 Big 02.07.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«EMBER-3: PangomizoBane, Binkpute pocmipkeHHs Il ¢a3u s mopiBHSHHS J1iKyBaHHS
npenapatoMm LY3484356 Ta nikyBaHHS EHJOKPUHHOIO Tepalli€l0 3a BHOOPOM JOCHIHUKA Yy
NAII€HTIB 3 MICLIEBO-TIOMIUPEHUM ab0 METACTATUYHUM PaKOM MOJIOYHOI 3aJI03M 3 MO3UTHBHUM
CTaTyCOM pELEeNnTopiB ecTporeHy Ta HeraTuBHUM crarycoM HER2, dxi panime otpumyBanu
eHJIOKpUHHY Tepaniton, J2J-OX-JZLC, Bepcis 1.0 Bix 15 6epes3nst 2021 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrok CAy, llBeitapis

CnoHcop, KpaiHa

Eumi Jlimumi enn Kommani, CHIA / Eli Lilly and Company, USA

Havanbuuk ®dapManeBTHYHOI0 YIPaBIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

Indopmartis qis mamienta 1 Gopma iHGOPMOBaHOT 3roAM Ha y4acTh y HAyKOBOMY KIIIHIYHOMY
nocmimxenni MOGOO01, Bepcis-monens mis Ykpainu, Bepcist 6.1 Bim 02 kBiTHs 2024 poky,
YKpalHChKOIO Ta POCIHCHKOI MOBaMH; BKIIIOUEHHS [10aTKOBOTO MiCIisl TPOBEACHHS KIIIHIYHOTO
BUNIPOOYBaHHSI:

No I1.1.B. BiAmIOBiJaJIBHOTO JOCHITHUKA

/0 HasBa micus nmpoBeieHHs KITHIYHOTO BUIPOOYBaHHS

1. | k.M.H. Manosunska O. A.

Mennunuii 1neHTp «YHiBepcaidbHa KiiHika «OO0epir» ToBapucTBa 3 OOMEKEHOIO
BIIMOB1TaNIbHICTIO «KanuTanm, KIIiHIKO-KOHCYJIbTaTUBHE BiIIeHHs, M. KuiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 254 Big 08.02.2022

Hasga kniHiyHOTO BUNPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«PannomizoBane, mojBiitHe ciine, mianed0-KOHTPOIbOBaHe, OaraToOlEHTPOBE AOCTIIKEHHS da3u 3
3 NPOJOBKEHUM BIAKPUTUM MEPIOJIOM JIKYBaHHS JUISl OL[IHKM €(PEKTUBHOCTI Ta OE3MEYHOCTI
Ipernapary po3aHoJIKCi3ymMad y JOPOCIHX 3 MielliH-odiroaeHapouutapaumM raikonporein (MOG)-
lgG-acomniifoBannM aeMieniHizyounM 3axBoproBanHasaM», MOGO001, 3 iHKOpITOpoOBaHOIO MOTPABKOIO
5 Big 19 nmunus 2023 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHcop, KpaiHa

KOCibi Biodpapma EcApEmn, Bensrist / UCB Biopharma SRL, Belgium

Havanbuuk @apManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPKEHHS CYTTEBUX MOTPABOK»

Inentudikariist CyTTEBOI MOMPaBKU

03.05.2024 No766
3MiHa Ha3BH MiCIsl MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
nikap Horaesa JI.I. nikap Horaesa JI.I.

KomyHnanene HekomepiiiiHe mignpuemMcTBo | KomyHampHe HEKOMEpIHE —ITiIIPUEMCTBO
«Yepkacbkuit obnacHui oHKoyoriyHui | «KIIIHIYHUIM 1EHTP OHKOJIOTii, TeMaToJIorii,
mucnaicep  Yepkachbkol  0oOJiacHOT — pajw», | TPAHCILIAHTOJIOTIT Ta IMaTiaTUBHOI JOIIOMOTH
Ob6nacHuit JIKyBaJlbHO-AlarHOCTUYHUH | UepkachKoi 00acHOT paany», OJI0K reMaToIorii
reMaToJIOTYHUH HeHTp, M. Uepkacu JIOPOCIUX BIJUILTY reMaToJIoril Ta
TpaHCIUIAHTAIli] KICTKOBOIO MO3KY, M. Uepkacu

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2674 Bix 18.11.2020

Hasga kiiHiYHOTO BUNPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«PannomizoBaHe, mojBiiiHE ciine, mianedo-KOHTpoaboBaHe (Ga3u 3 TOCTiKeHHs akanaOpyTUHIOy
y koMOiHamii 3 purykcumMaboMm, nukinopochamizioM, TOKCOPYOIIMHOM, BIHKPUCTUHOM Ta
npenHizonoMm (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-
CHOP) y mnarieHTiB BiIKOM <75 POKIB 13 paHille HEIIKOBaHOK AU(PY3HOI B-BETUKOKIITHHHOO
aiMdomMoro, 110 BHHHKIA 3 KIITHH HerepMiHaibHOro meHtpy», ACE-LY-312 (D8227C00001),
Bepcis 6.0 Bix 22 nucronana 2022 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHSA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

C3441052 TapmoHi3oBaHE JOCHE JIOCIIIKYBAaHOTO JKapchbkoro 3acody 3 skocti (IMPD-Q)
Talazoparib, karcynu, Bepcist Bix 28 motoro 2024 st Ykpaiau aHTIIiCBKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«TALAPRO-3: PAHJOMI3OBAHE, IIOJBIMHE CJIIIE JOCIIKEHHS ®A3HM 3, 1O
[MPOBOJAUTHLCA 3 METOIO TIOPIBHSIHHSI TAJIA3OIIAPUBY B KOMBIHALIL 3
EH3AJIYTAMIJIOM TA TIJIAIIEBO B KOMBIHALIIT 3 EH3AJTYTAMIJIOM Y YOJIOBIKIB 13
METACTATUYHUM TOPMOHOUYTJIUBUM PAKOM IIEPEJMIXYPOBOI 3AJIO3U 3
MVYTAILICK 'EHA DDRy, C3441052, monpaBka 2 10 npoTtokoiy Bijx 13 ymucromnama 2023 p.

3asiBHUK, KpaiHa

[aiizep uk., CIIA

Cnoncop, kpaiHa

[aiizep Iuk., CIIA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPKEHHS CYTTEBUX MOTPABOK»

03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

Bporrypa pociigHuKa Ui JOCHTIIKyBaHOTO Jikapckkoro 3aco0y Cenekcinmar (JNJ-67896049),
BuganHs 19 Bix 06 mrotoro 2024 poky; bpornypa mocmigHuKa JUIsl TOCHTIIKYBAHOTO JTIKAPCHKOTO
3aco0y Martitentan (JNJ-67896062), Bunanus 21 Big 01 rpyanas 2023 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 254 Big 08.02.2022

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IIpocnekTrBHE, BiAKpUTE, IUIATGOPMHE IOCTI/DKCHHS 3 METOK MPOBEICHHS HACTYITHOTO
JIOBFOCTPOKOBOTO CIIOCTEPE)KECHHSI 3a TMAaIlleHTaMH 3 JIETEHEBOIO TilepTeH3i€l0, SKi paHilie
npUiiMany y4acTb y TMEpBICHUX IHTepBeHIiHuX BunpooOysanusax», NOPRODPAPUH3001,
3 monpaBkoro 2 Bix 04 cepmast 2023 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«SAnccen @apmanesruka HB»/ Janssen Pharmaceutica NV, benbrist

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jomatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHUH TPOTOKOJ KIIIHIYHOTO BUIPOOyBaHHsA, Bepcis 7 Bim 15 motoro 2024 p.; dopma
iHpopmoBanoi 3roau, Bepcid 5.0 mia Ykpainu ykpaincbkoro MoBoro Bix 10 Oepesns 2024 p. Ha
OCHOB1 Marcrep-Bepcii Gopmu iHpopmoBaHoi 3roau mis pociimkenas GN41851, Bepcis 7 Big
12 ciuns 2024 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga xiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta aara

«BATATOILIEHTPOBE PAHJIOMI3ZOBAHE ITOABIMHE CJIIIE JOCJIKEHHS ®A3U 111 V
IMAPAJIEJIbBHUX TPYIIAX 3 TIOJABIMHUM KOHTPOJIEM IUIALIEBO JJIS OILIIHKH
E®EKTUBHOCTI TA BE3INEYHOCTI OEHEBPYTUHIBY [TOPIBHSAHO 3
TEPUDJIIYHOMIJIOM V NOPOCJIMX TTALUIEHTIB 3 PEHUAVMBYIOUMM PO3CISIHUM
CKJIEPO30M», GN41851, Bepcis 6 Big 08 motoro 2023 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MekeHO010 BiANOBIAANBHICTIO «Pom Ykpaina»

Cnoncop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIeituapis

Havanbunk ®apManeBTHYHOIO YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHUH TPOTOKOJ KIIIHIYHOTO BUIPOOyBaHHsA, Bepcis 7 Bim 15 motoro 2024 p.; dopma
iHpopmoBanoi 3roau, Bepcia 7.0 mia Ykpainu ykpaiHcbkoro MoBoro Bix 11 Oepesns 2024 p. Ha
OCHOBI1 MaiicTep-Bepcii ¢opmu iHpopMoBaHoi 3roam s gociimpkeHHs GN41791, Bepcis 8, Big
12 ciuns 2024 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Ha3ga xiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta aara

«BATATOILIEHTPOBE PAHJIOMI3ZOBAHE ITOABIMHE CJIIIE JOCJIKEHHS ®A3U 111 V
IMAPAJIEJIbBHUX TPYIIAX 3 TIOJABIMHUM KOHTPOJIEM IUIALIEBO JJIS OILIIHKH
E®EKTUBHOCTI TA BE3INEYHOCTI OEHEBPYTUHIBY [TOPIBHSAHO 3
OKPEJII3YMABOM V JOPOCJIMX ITALIEHTIB 3 ITIEPBUHHUM IIPOI'PECYIOUMM
PO3CIAAHUM CKJIEPO30My, GN41791, Bepcis 6 Bix 08 mrororo 2023 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MekeHO010 BiANOBIAANBHICTIO «Pom Ykpaina»

Cnoncop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIeituapis

Havanbunk ®apManeBTHYHOIO YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

BriroueHHs JOJATKOBUX MICLb TPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS:

Ne
/o

I1L.LB. BiAMOBiTAIEHOTO AOCITHUKA
HazBa Miciis mpoBeieHHs KJIIHIYHOTO BUIIPOOYBaHHS

1.

nikap Bacuienko K.O.
MenuyHuii IEHTP TOBApUCTBA 3 OOMEXEHOIO BiamoBiganpHICTIO «EnenpBeiic Memikey,
JTIKYBaJIbHO-TIPOQIAaKTHUHUH migpo3aina, M. Kuis

I.M.H., pod. XKebenp B.M.

KomyHnanbHe HekomepiiiiHe mignpueMcTBo «BiHHMIBKUN 00JacHU  KIHIYHUHA
MEIMYHUN pealduTiTaliifHuii IEHTp BeTepaHiB BIHU Ta pa/iialliifHOTO 3aXUCTy HacEeIeHHS
Binaumpkoi 001acHOT pajwy», KOHCYJIbTaTUBHA MOMIKITIHIKA, BIHHUIIBKUI HAI[lOHATEHUI
Meanunuii yHiBepcutet iM. M.1. ITuporosa, kadeapa BHYTPIIIHbOT METUIIUHU METUIHOTO
dakynprery No2, M. BinauIS

I.M.H., ipod. Inamyxk T.O.

KomynanbHe HekoMmepuiiiHe mianpuemMcTBo «lleHTpanbHa Michbka KJIIHIYHA JIIKapHS»
UYepHiBenbKoi MIiCbKOi paau, TepaneBTuuHe BiaauieHHs Nel, BykoBUHCHKHI Aep kaBHUIN
MEINYHUN YHIBEPCUTET, Kadeapa NponeIeBTUKH BHYTPIIIHIX XBOp0oO, M. YepHiBIi

I.M.H., mpod. CranicnaBuyk M.A.

KomynanbHe HekomepuiiiHe MiANpUEMCTBO «BiHHUIIbKAa oOjacHa KIIIHIYHA JIKapHS
iMm. ML.I. IluporoBa Binauipkoi obnacHoi Paan», ObnacHuil mikyBanbHO-I1arHOCTHUHUN
nynbMoHONOTIuHUN  [leHTp, BiHHMIIBKMN HaIllOHAJTBHUNW MEIUYHHI  YHIBEPCUTET
iMm. MLI. Tluporosa, kadeapa BHyTpinIHb01 MeuIMHU Nel, M. BiHHuLS

3MiHa Ha3BU MICIISl MPOBEACHHS KJIIHIYHOTO BUIIPOOYBaHHS:

bYJIO CTAJIO

K.M.H., noueHT Cuemuenko H.C. K.M.H., goneHt Cuemuenko H.C.

KomynaneHe HexkoMmepiiiiHe mignpueMcTBo | KomyHanbHe HEKOMeEpIIiiiHE MiJIpPUEMCTBO
«Binnumnpka miceka kimiHiyHA JikapHsS Nely, | « BiHHUIIbKAa MichbKa KiiHIYHA JikapHS Nely,
TepaneBTUYHE BiUIIJICHHS, M. BiHHMIIS KJIIHIYHE TepaneBTHYHE BiaauieHHs Nel,

M. Binnung




MIPOJIOBKEHHA JojaTKa 16

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1973 Big 17.11.2023

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PannomizoBaHe, NOJBIiHE ciille, M1ane00-KOHTPOIbOBAHE JOCITIKCHHS B MapANICIbHAX IPyIax
JUTSL OIIHKY €(DeKTHBHOCTI, 0€3MEYHOCTI Ta IEPEHOCHMOCTI JIEKCIIPaAMINEKCOIy IS IEPOPaTHLHOTO
3aCTOCYBAHHS MPOTATOM 52 THXKHIB y HAII€HTIB 3 TSHKKOIO €03uHO(B1IpHOI0 acTMOI0 (EXHALE-2)y,
AR-DEX-22-01, 3 inkopnopoBaHoo nonpaskoro 2, Bix 30 uepBus 2023

3asiBHUK, KpaiHa

TOB «BOPJIABAI/I KJIIHIKAJI TPAUIC YKP»

CnoHncop, kpaiHa

Aperes Teparn'rotike IHk. (Areteia Therapeutics, Inc.), CIITA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

BriroueHHs JOJATKOBUX MICLb TPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS:

Ne
/o

I1L.LB. BiAMOBiTAIEHOTO AOCITHUKA
HazBa Miciis mpoBeieHHs KJIIHIYHOTO BUIIPOOYBaHHS

1.

nikap Bacuienko K.O.
MenuyHuii IEHTP TOBApUCTBA 3 OOMEXEHOIO BiamoBiganpHICTIO «EnenpBeiic Memikey,
JTIKYBaJIbHO-TIPOQIAaKTHUHUH migpo3aina, M. Kuis

I.M.H., pod. XKebenp B.M.

KomyHnanbHe HekomepiiiiiHe mignpueMcTBo «BiHHMIBKHN 0OJTacHWUU  KIIIHIYHUN
MEIMYHUN pealduTiTaliifHuii IEHTp BeTepaHiB BIHU Ta pa/iialliifHOTO 3aXUCTy HacEeIeHHS
Binaumpkoi 001acHOT pajwy», KOHCYJIbTaTUBHA MOMIKITIHIKA, BIHHUIIBKUI HAI[lOHATEHUI
Meanunuii yHiBepcutet iM. M.1. ITuporosa, kadeapa BHYTPIIIHbOT METUIIUHU METUIHOTO
dakynprery No2, M. BinauIS

I.M.H., ipod. Inamyxk T.O.

KomynanbHe HekoMmepuiiiHe mianpuemMcTBo «lleHTpanbHa Michbka KJIIHIYHA JIIKapHS»
UYepHiBenbKoi MIiCbKOi paau, TepaneBTuuHe BiaauieHHs Nel, BykoBUHCHKHI Aep kaBHUIN
MEINYHUN YHIBEPCUTET, Kadeapa NponeIeBTUKH BHYTPIIIHIX XBOp0oO, M. YepHiBIi

I.M.H., mpod. CranicnaBuyk M.A.

KomynanbHe HekomepuiiiHe MiANpUEMCTBO «BiHHUIIbKAa oOjacHa KIIIHIYHA JIKapHS
iMm. ML.I. IluporoBa Binauipkoi obnacHoi Paan», ObnacHuil mikyBanbHO-I1arHOCTHUHUN
nyiabMoHOJOTIYHUN  LleHTp, BIHHMIIBKMN HaIlIOHATBHUN MEIUYHHN YHIBEPCHUTET
iMm. MLI. Tluporosa, kadeapa BHyTpinIHb01 MeuIMHU Nel, M. BiHHuLS

3MiHa Ha3BU MICISl MPOBEACHHS KJIIHIYHOTO BUIIPOOYBaHHS:

bYJIO CTAJIO

K.M.H., noueHT Cuemuenko H.C. K.M.H., goneHt Cuemuenko H.C.

KomynaneHe HexkoMmepiiiiHe mianpueMctBo | KomyHanbHe HEKOMepIIiiiHE MigIpUEMCTBO
«Binnumpka miceka kimiHiyHA JikapHsS Nely, | « BiHHUIIbKAa MichbKa KiiHIYHA JikapHS Nely,
TepaneBTUYHE BiUIIJICHHS, M. BiHHAIISI KJIIHIYHE TepaneBTHYHE BiauieHHs Nel,

M. Binnung




MPOJIOBXKEHHsI oaaTka 17

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1973 Big 17.11.2023

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PannomizoBaHe, NOJBIiHE ciille, M1ane00-KOHTPOIbOBAHE JOCITIKCHHS B MapaJIeIbHUX TPyIax
JUTSL OIIIHKY €(DeKTHUBHOCTI, 0€3MEYHOCTI Ta MEPEHOCUMOCTI JIEKCIIPAMINIEKCOIy ISl IEPOPATHLHOTO
3aCTOCYBaHHS NPOTAroM 24 THXKHIB y MAalieHTiB 3 co3uHodimpHO0 actMoro (EXHALE-4)y,
AR-DEX-22-03, monpaBka 3 Bin 25 ceprns 2023 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAI/I KJIIHIKAJI TPAUIC YKP»

CnoHncop, kpaiHa

Aperes Teparn'rotike IHk. (Areteia Therapeutics, Inc.), CIITA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnenuii mpotokon kiaiHigyHOro mociimkenns CL3-95005-006, d¢inanpHa Bepcis 7 Bifg
27 mucromaga 2023, 3 IHKOPIOPOBAHOIO HECYTTEBOIO mompaBkoro Nell, Big 27 nucromana
2023 poky; OHOBIICHA aAMIHICTpAaTHBHA YaCTHHA MPOTOKOITY KiiHIuyHOTO nociimkenas CL3-95005-
006, Bepcis 15 Big 16 mororo 2024 poky; 3miHa aapecu Croncopa mociimkenHs (IHcTuTyT
mikHapoaaux gociimkenb «CEPB’€» (Institut de Recherches Internationales Servier (1.R.1.S.)),
®panuis) Ha HOBY: 22, route 128 — 91190 Gif sur Yvette (France); OHOBIICHE HOCHE JOCIIIKYBaHOTO
JKapChbKOTo 3aco0y - maHi mpo skictb S 95005 Bim ciuns 2024 poky; €Bporeicbka KOpOTKa
XapakTepucTruka Jikapcbkoro 3aco0y (SmPC) Lonsurf® Bing 26 mumas 2023 poxky; [TomoBxeHHS
TpuBaJIOCTi KiiHiuHOTO BUpoOyBanHs CL3-95005-006 B Ykpaini g0 31 rpyaus 2024 poky

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1465 Big 08.08.2018

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane, Bigkpure kiaiHiuHe gocnimpkeHHs I gasu tpudnypuanny/tunipanuty (S 95005)
y koMOiHaii 3 6eBanu3ymMaboM y MOpPIBHSAHHI 10 KanenuTadiny y koMmOiHanii 3 6eBanuzymadbom y
nepuri JiHii JiKyBaHHS MAI[i€HTIB 3 METACTaTMYHUM KOJIOPEKTAJIbHUM paKoOM, sKi HE €
KaHauaaTamu Juis inTeHcuBHOI Tepamii (mociimkenHas SOLSTICE)», CL3-95005-006, dinamsHa
Bepcid 5 Bix 12 xoBTHA 2022, 3 i1HKOPHIOPOBAHOI CYTTEBOIO morpaBkoro Ne 5, Bijg 12 KoBTHsS
2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHoo BianosiganbHicTiO «KIIP Ykpaina»

Cnoncop, kpaiHa

[nctutyT MikHapoauux mocmimkedb «CEPB’€» (Institut de Recherches Internationales Servier
(LR.LS.)), ®pantis

Havanbuuk @apManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jonatok 19

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPKEHHS CYTTEBUX MOTPABOK»

03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

[adopmariitnuii mucTok 1 popma iHGOpMOBaHOI 3rou, octaTouHa penakiis 10.0 st Ykpainu Big
12 6epe3ns 2024 p., ocTaTOUHMI TIEpEKIIa]] 3 aHTIIIHCHKOI MOBH Ha YKPAiHCBKY MOBY BiJl 25 Gepe3Hs
2024 p., ocTaToyHUH NEpeKIaa 3 aHTIIHCbKOT MOBHM Ha pOCIChKY MOBY Bin 25 6epe3ns 2024 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 838 Bix 10.12.2015

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkpure, OGaratoneHTpoBe, PO3IIUpPEHE IOCTIHKEHHS (a3u 3 A BUBUCHHS NEPOPAIBHOTO
3actocyBanHa RPC1063 B sikocTi Tepamii y Mami€eHTiB 3 NOMIpHHM a00 TSHKKUM BHPA3KOBUM
koJiitom», RPC01-3102, pemakitis 10.0 Bix 10 ceprus 2022 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBITAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHncop, kpaiHa

«Cenmken Inrepuemnin I, Capm» (Celgene International 11, Sarl) («CIC Ily), lseiinapis

Havanbuuk dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jlomatok 20

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

InenTudikariist CyTTeBOI MOMPaBKU

[TogoBxeHHS TPUBAIOCTI KJIIHIYHOTO BUMPOOYyBaHHsS B YKpaiHi 1o 10 smmcronana 2027 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1586 Bix 29.07.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PanjomizoBaHe, MOJABIMHE ClIile, IJIaNe00-KOHTPOIbOBaHE, OaraTOIEHTPOBE IOCHTIKeHHsS 3b
¢da3u 3 METOr OLIHKK e(EeKTUBHOCTI Ta OE3MEYHOCTI MiIMIKIPHOTO BBEIEHHS TycelbKyMaly aus
3MEHILIEHHS O3HaK 1 CUMOTOMIB Ta CIOBLIBHEHHSI PEHTICHOJIOTIYHOI MpOrpecii y Malli€HTiB 3
aKTUBHUM TicopiaTnaauM apTputom», CNTO1959PSA3004, monpaska 2 Big 04 tpaBHs 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmanesruka HB, benbris

Havanbunk ®@apManeBTHYHOIO YIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



JomaTok 21

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

331-10-236 Vkpaina Indopmaniitauii muct i popma iHGOpMOBaHOT 3TOM YIaCHUKA JOCIIIKEHHS,
SIKOMY BUITOBHIOETHCS 18 pOKiB mij yac y4acti B nociimkeHHi_Bepcig 9.1.0 Bix 29 mororo 2024 p.,
yKkpaiHncbkoro MoBoro; 331-10-236 Vkpaina Iadopmariss mns 6arbkiB 1 dopma iHPOPMOBAHOI
sroau_Bepcist 9.1.0 Bix 29 mrotoro 2024 p., yKpaiHCHBKOK MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1465 Bix 08.08.2018

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«/loBrorpuBane OaraTOLEHTPOBE BIIKPUTE JOCHIDKEHHS JJIs OIIHKK OE3MEeYHOCTI Ta
MEPEHOCUMOCTI 3MIHHUX /103 OPEKCIINPa30y SK MiATPUMYIOUOT0 JTIKyBaHHS Y MiATITKIB (BikoM 13—
17 pokiB) 3 mu3odpenieoy, 331-10-236, Bepcis 6.0 3 nonpaskoro 5 Bix 04 cepras 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Omuyka ®apmachrOTiKI
Hesenonment ena Komepcimizeiy, [ak.», CI11A)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [TIPI3BUILE)



JlomaTtok 22

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocminnuka Paminernar (APD811), Bepcis 13 Big 12 ciuas 2024 poky, aHTIIHCHKOIO
MOBOI0; Jlocke moCTiKyBaHOTO JliKapchkoro 3aco0y Paninenar, Bepcis Big 09 mortoro 2024 poky,
AHTJIIICHKOIO0 MOBOIO; BKJIFOUCHHS JI0IATKOBOT BUPOOHUYOT AUTHHHMIT, BIIITOBIIAIBHOT 32 TECTYBaHHS
CTablIBbHOCTI, BTOPHHHE MTaKyBaHHs Ta MapkyBaHHs [[JI3 Paninenar (APD811) ta mranie6o: United
Therapeutics Corporation, USA; 3MiHa Ha3BU MICIIsl IPOBEJICHHS BUIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Bacunsesa JILL K.M.H. Bacunbesa JILI1.
Komynanbshe nianpueMcTBo | KomyHanbhe HiAPHEMCTBO
«JIHIIpOTIeTPOBChKMIM  OOJIACHWM  KITIHIYHUK | «/[HIMpONeTpOBChKHUIA OOJIACHUM — KJITIHIYHHUI
HEHTp  Kapaioyiorii  Ta  KapAioxXipyprii» | HeHTp J1arHOCTHKHU Ta JTIKyBaHHS»
JIHITpONETPOBCHKOT obnacHo1 pagu», | JIHIMponeTpoBChKOI obnacHo1 paan,
BIJUTUTCHHS Kapjioiorii, [lep)kaBHUi 3akmaj | BiIIUICHHS Kapai0JIorii, JIHITPOBCHKHI
«/lHimporeTpoBcbka ~ MeIWYHA  akajeMis | AepKaBHUM MeIWYHHH yHiBepcHuTeT, kKademnpa
MiHicTepcTBa OXOpPOHHU 3JI0pOB’sl YKpaiHW», | BHYTPIIIHBOI MeAUIMHU 3, M. J[Hinpo
Kadeapa BHYTPILIHbOI MeTUIMHHU 3, M. JIHIIIpO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 636 Bix 22.03.2019

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«ADVANCE OUTCOMES nocnimkeHHs epeKTUBHOCTI Ta O€3MEYHOCTI palliHenary, clipsiMOBaHe
Ha TOJIIUICHHS pe3yJbTaTiB JIIKYBAHHS MAlI€HTIB 13 JIETEHEBOIO apTepiaJIbHOIO TINEPTEH31€I0,
ROR-PH-301 (APD811-301), 3 iHKOpIIOpOoBaHOI MONpaBKoio 5 Bix 14 rpynas 2022 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inoszemuoro inBectuiicro «AVMK’FOBIA PJIC Ykpainay

CnoHcop, KpaiHa

«tOnaiiten Tepan’rorikc Kopropeiimmy (United Therapeutics Corporation), United States

Havanbuunk ®@apmManeBTUHYHOI0 YIPaBJIiHHSA

Tapac JSICKOBCbKHUI

(mimmc)

(Bnacue im’st [IPI3BUILE)




Jomatox 23

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenutii [Ipotokon kiminigHOTO BUnipoOyBanus XPF-008-201, Bepcis 7.0 Bix 23 ciuns 2024 poky,
aHIICcbKOI0 MOBOMO; IH(opMmaris s namienta Ta @opma iHpopMoBaHOi 3roau, s YKpaiHy,
Bepcis 5.0 Bix 08 6epesns 2024 poky, Ha ocHoBi mMaiicTep ITIDI3, Bepcis Bix 05 6epe3ns 2024 poky,
aHIITMCHKOI0 Ta yKpaiHChbKor MoBamu; Jlomarok mo Iudopmanii mms mamienta ta Popmu
iHhopmoBanoi 3roau, ans Ykpainu, Bepcis 5.0 Big 08 Gepesns 2024 poky, Ha OCHOBI MaiicTep
ITIDI3, Bepcis Bix 05 6epesnst 2024 poky, aHTIIIHCHKOIO Ta YKpaiHChKOIO MoBamu;, ®opmMa 103BOITy
Ha BHUKOPHCTaHHS Ta PO3KPUTTS NEPCOHANBHOI iH(popMaIli Ui OTpUMaHHS MOCIYT i3 HpAMOi
JIOCTaBKH/3a00py JOCIIKYBAHOTO JIIKAPCHKOTO 3aco0y i ManepoBOro IIOJACHHUKA JUISl peecTpariii
enuUIeNTUYHNX HamafiB, Ans Ykpainu, Bepcis 1.0 Bim 21 Gepe3ns 2024 poky, aHIITIHCHKOIO Ta
yKpaiHCchKOI0 MOoBamHu; [IpooBKeHHsI TepMiHY NMPOBEIACHHS KIIHIYHOTO BUMPOOYBaHHS B YKpaiHi
Ta B yCiX KpaiHax, JIe TPOBOJUTHCS KIIIHIYHE BUIIPOOYBaHHS 0 7 POKIB Ta 6 MiCSIIiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1924 Bix 21.08.2020

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, MojBiiiHe-cCIiNe, MIale00-KOHTPOIbOBaHE, 0AraTOIEHTPOBE JOCHIDKEHHS s
OLIIHKK Oe3mneku, nepeHocumocti Ta edextuBHocTi npenapaty XEN1101 B gxocTi 1OMOMIXKHOL
Tepamii npu eninencii 3 GokanbHUM 1e0I0TOM, 3 BIIKPUTOIO MOJ0BKEHOI0 (azoro», XPF-008-201,
Bepcis 6.0 Bix 05 cepnust 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Kcenon ®apmac'torikans Iuk., Kanana/ Xenon Pharmaceuticals Inc., Canada

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 24

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke mocmimxkyBaHoro Jiikapcebkoro 3acody (IMPD) CT-P53 (Oxkpenizymab), Bepcis 3.0,
aHIITIHCHKOI0 MOBOIO; IIpoIoBXKEHHS TepMiHYy MPUAATHOCTI JOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00y
CT-P53 no 24 wmicsaniB, CnpomieHuil TeKCT 3pa3ka MapkyBaHHs, Bepcis 1.0 Bim 11 Oepesns
2024 poky, aHTTICHKOIO Ta YKPaTHCHKOI0 MOBaMU; 301IbIIEHHS KIJIBKOCTI MaIieHTiB B YKpaini 3 80
1o 110 ocid

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2080 Big 07.12.2023

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«®a3za 1/3, moxBiiiHe ciine, paHAOMI30BaHe, 3 aKTUBHUM KOHTPOJEM, Y IMapalieIbHUX TpyIax
JOCIHIJKCHHS U TIOPIBHSHHA €(peKTUBHOCTI, (papMaKOKiHETHKH, (apMaKOJAWHAMIKK Ta Oe3MeKH
npenapaty CT-P53 i1 mpenapaty OkpeByC y Mali€HTIB 3 PELHUIUBYIOYO-PEMITYIOUUM PO3CISTHUM
ckiepozom», CT-P53 3.1, Bepcist 2.2 Bix 29 rpyanst 2023 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

CEJUITPIOH, Ink., Pecriy6mnikxa Kopest (IliBnenna Kopest) / CELLTRION, Inc., Republic of Korea
(South Korea)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jomatox 25

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

3pa3ok 300pakeHHs Ha ekpaHi enekTpoHHoro npuctporo mkaimu FACIT lkama sromu (BapianT 4)
(FACIT- Fatigue) 6.0.0, mara apyky 08 mrotoro 2024 poky, YKpaiHCBKOIO MOBOIO; 3pa3oK
300pakeHHSI HAa €KpaHl EJNIEKTPOHHOIO NPUCTPOI0 AHKETH MJis OLIHKH SIKOCTI KHUTTS IpH
3amanpHOMYy 3axBoproBaHHI kumieunuky (IBDQ) 6.0.0, mata npyky 08 mororo 2024 poky,
YKpaTHChKOIO MOBOIO; 3pa30K 300pakeHHsI Ha €KpaHi eJeKTPOHHOTO MPUCTPOI0 AHKETH LI0I0 CTaHy
3nopoB’st (EQ-5D-5L) 6.0.0, mata napyky 08 mrortoro 2024 poky, YKpaiHCBKOI MOBOIO;
3pa3ok 300pa’keHHsI Ha €KpaHl eNeKTPOHHOro mpuctporo OnuTyBaldbHHKA 3 Mpale3gaTHOCTI Ta
MOTIPIICHHS TOBCSKACHHOI MisTbHOCTI: BUpa3koBuil koiit, v2.3 (WPAIL:UC), 6.0.0 Bepcis 2, nara
npyky 08 mrotoro 2024 poky, yKpaiHCBKOIO MOBOO; 3pa30K MAPKYBaHHS €JIEKTPOHHOIO MPUCTPOO
Tablet, Samsung T-505, Bepcis 1.0 Bix 02 kBiTHs 2024 poKy

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 641 Bin 16.04.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, MojBIWHE clIile, MIaned0-KOHTPOIbOBaHe, 0AraToIEHTPOBE JOCTIKEHHS (a3u
I nns ouinku edekTuBHOCTI Ta Oe3mevHocTi npenapaTty ABX464 oaun pa3 Ha 100y Ui
IHAYKIIMHOI Tepanii B MalliEHTIB 3 aKTUBHUM BHPA3KOBUM KOJIITOM BiJl CEPEIHBOTO JI0 TSIKKOTO
crynesst TshkkocTi», ABX464-106, Bepcis 4.1 Big 03 aucronana 2023 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

ABIVAX, ®paniis

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(i gumc) (Bnacue im’st [IPI3BUILE)



Jlomatok 26

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

3MiHAa KOHTPAKTHOI JOCTIAHUIILKOI OpraHizallii, BiJIMOBiIaJbHOI 3a MPOBEACHHS KJIIHIYHOTO
BUIIPOOyBaHHs B YKpaiHi (3asBHUKA) 3 Kommadii [linnpuemctBo 3 100% iHO3eMHOIO 1HBECTHIII€IO
«AUK’IOBIA PJIC VYkpaina» na kommanito TOBAPUCTBO 3 OBMEXEHOIO
BIZIITOBIJTAJIBHICTIO «I1I EC ATI-YKPATHA»

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2204 Bix 26.12.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«14-TrKHEBE pPaHAOMI30BaHE IOJBIMHE CIiNe MOCTIKEHHS ONTHMaibHOI a03u (asu 2b s
BHU3HAUCHHS (apMaKOKIHETUKH, epEKTUBHOCTI, Oe3meku Ta nepeHocumocti TEV-48574 y nopocnux
MAIIEHTIB 13 BUPa3KOBUM KOITOM abo XBOpoOor KpoHa Bif cepeHBOro A0 TSHKKOTO CTYICHS
(RELIEVE UCCD)», TV48574-IMM-20036, 3 nmonpaskoto 03, pexakuis 01 (JP 03) (ES 01), Bix
15 cepnng 2023 poky

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIOBIJTAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, KpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., CIITA

Havanbuuk dapManeBTHYHOI0 YIPaBIiHHSA Tapac JSICKOBCbKHUI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jlomatok 27

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

3pa3ok 300pakeHHs Ha ekpaHi enekTpoHHoro npuctporo mkaimu FACIT lkama sromu (BapianT 4)
(FACIT- Fatigue) 7.0.0, mara apyky 05 miotoro 2024 poky, yKpaiHCbKOIO MOBOIO; 3pa3ok
300pakeHHSI HAa €KpaHl EJNIEKTPOHHOIO NPUCTPOI0 AHKETH MJis OLIHKH SIKOCTI KHUTTS IpH
3ananbHOMY 3axBoproBaHHI kumiednuky (IBDQ) 7.0.0, mara apyky 08 Oepesns 2024 poky,
YKpaiHChKO MOBOIO; 3pa30K 300pakKeHHsI Ha eKpaHi eJIeKTPOHHOTO MPUCTPOI0 AHKETH 1010 CTaHy
3nopoB’s (EQ-5D-5L) 7.0.0, nata apyky 05 mtororo 2024 poky, yKpaiHCbKOIO MOBOIO; 3pa3ok
300paK€HHS Ha €KpaHi eeKTPOHHOTO MPUCTPor0 ONUTyBaNbHUKA 3 TPaIe3JaTHOCTI Ta MOTipIIEHHS
MOBCAK/ACHHOI isUTBbHOCTI: BHpaskoBuil komit, v2.3 (WPALUC), 7.0.0 Bepcis 2, mara apyky
05 mrotoro 2024 poxy, yKpaiHCHbKOK MOBOIO; 3pa30K MapKyBaHHs €JIeKTPOHHOTo npuctporo Tablet,
Samsung T-505, Bepcist 1.0 Big 02 kBiTHS 2024 poKy

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 641 Bin 16.04.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, MoJBIWHE cClIile, MIae00-KOHTPOIbOBaHe, 0AraToOIEHTPOBE JOCTIKEHHS (a3u
I nns ouinku edekTuBHOCTI Ta Oe3mevHocTi npenapaTty ABX464 oaun pa3 Ha 100y Ui
IHAYKIIMHOI Tepanii B MalliEHTIB 3 aKTUBHUM BHPA3KOBUM KOJIITOM BiJl CEPEIHBOTO JI0 TSIKKOTO
crynesst TshkkocTi», ABX464-105, Bepcis 4.1 Big 03 aucronana 2023 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

ABIVAX, ®paniis

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(i gumc) (Bnacue im’st [IPI3BUILE)



JlomaTtok 28

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

3pa3ok 300pakeHHs Ha ekpaHi enekTpoHHoro npuctporo mkaimu FACIT lkama sromu (BapianT 4)
(FACIT- Fatigue) 6.0.0, mara apyky 08 miotoro 2024 poky, yKpaiHCbKOIO MOBOIO; 3pa3ok
300pakeHHSI HAa €KpaHl EJNIEKTPOHHOIO NPUCTPOI0 AHKETH MJis OLIHKH SIKOCTI KHUTTS IpH
3ananbHOMY 3axBoproBaHHI kumeuHuky (IBDQ) 6.0.0, mata npyky 08 mrororo 2024 poky,
YKpaiHChKO MOBOIO; 3pa30K 300pakKeHHsI Ha eKpaHi eJIeKTPOHHOTO MPUCTPOI0 AHKETH 1010 CTaHy
3nopoB’s (EQ-5D-5L) 6.0.0, nata apyky 08 mtororo 2024 poky, yKpaiHCbKOIO MOBOIO; 3pa3ok
300paK€HHS Ha €KpaHi eeKTPOHHOTO MPUCTPor0 ONUTyBaNbHUKA 3 TPaIe3JaTHOCTI Ta MOTipIIEHHS
MOBCAK/ACHHOI isUTbHOCTI: BHpaskoBuil komit, v2.3 (WPALUC), 6.0.0 Bepcis 2, mara apyky
08 mmrotoro 2024 poky, yKpaiHCHKOK MOBOIO; 3pa30K MapKyBaHHs €JIeKTPOHHOTo npuctporo Tablet,
Samsung T-505, Bepcist 1.0 Big 02 kBiTHS 2024 poKy

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 641 Bin 16.04.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, TMOjBIHE ciine, OaraTouneHTpoBe nocuipkeHHs dasu Il gas  ominku
JIOBFOCTPOKOBOI e(peKTUBHOCTI Ta Oe3neuHocTi npenapary ABX464 npu 3actocyBaHHi B 1031 25 Mr
a6o 50 mr oauH pa3 Ha 100y SK NIATPUMYBAIbHOI Tepallii B MAlI€HTIB 13 aKTUBHUM BHPA3KOBUM
KOJITOM BiJI CEpPeJHbOr0 OO0 TSHKKOIO CTyINeHs TsbKkocTi», ABX464-107, Bepcis 4.1 Big
03 nucronana 2023 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

ABIVAX, ®panitis

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 29

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

InenTudikariist CyTTeBOI MOMPaBKU

Onognena Opornrypa gociigauka st neprysymady (RO4368451), Bepcisa 23 Big motoro 2024 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1403 Big 14.06.2019

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararoneHTpoBe, B OJHIM Tpymi CXeMH JIKyBaHHS, BIJKPUTE IPOAOBXKEHE JIOCITIKESHHS
nepTy3yMady B pexuMi MoHOTeparii a00 y KoMOiHaIil 3 iHIIUMHU MPOTUITYXJIMHHUMH 3ac00aMu y
MAII€HTIB, [0 paHille MpUIMalyd y4acTh Y BUIPOOYBAHHAX IMEpPTy3yMaldy, CIIOHCOPOM SIKUX
Buctynana xommatiss Xoddman-Jla Pomr»y, MO29406, Bepcis 3.0 Bin 14 mmcromama 2019 p.;
«PannomizoBane, OaraToleHTpOBe, MOJBiliHe-cIine, I1ane00-KOHTPOJIbOBAHE OCHIIKEHHS, Yy
SKOMY TIOPIBHIOIOTBCS XIMIOTEpallis IUIIOC TpacTy3ymal IUIoc Iuianebo Ta XimioTeparis ILTIOC
TpacTy3ymad IUIIoC mepTy3ymad, 1o MPU3HAYAOTHCS Y SKOCTI aJ’ FOBAaHTHOI Teparlii y MaIli€eHTiB 3
ornepadbenbHUM HER2-no3utuBHuM IIEPBUHHIM pakoM MOJIOYHOT 3aJI031Y,
BIG 4-11/BO25126/TOC4939¢, Bepcis E Bin 30 Bepecus 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKEHOI0 BiANOBiAaIbHICTIO «Pormn Ykpainay

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Powr Jita, [seiuapis

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 30

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX MOIPABOK»
03.05.2024 Ne766

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBieHu# MpoTokoJ KiiHIYHOTO BHUIpoOyBanHs BJT-778-001, Bepcis 3.0, mompaBka 2, Bifg
22 mortoro 2024 poky, aHTIIIHCHKOIO MOBOW; [H(opmanis s ydacHuka aociimkeHHs /Dopma
iHdopmosanoi 3roau, OcHoBHe nociimkenns — Koropra E 1 Koropra F, nns Ykpainu, Bepcis 4.0
Bix 09 xBiTHS 2024 poky, Ha ocHOBI Maiictep-Bepcii IY /@13, OcuoBue nocnimkenns, Koropra E
1 koropta F, Bepcis 4.0 Big 23 motoro 2024 poky, aHIUIIKHCHKOIO Ta YKPaiHCHKOI MOBAaMH;
Indopmaris ans ydgacHuka gociipkenas /Popma iHpopmoBaHoi 3roau, OCHOBHE JOCTIIKEHHS —
Koropta G, s Ykpainu, Bepcis 1.0 Bix 09 kBiTHs 2024 poky, Ha ocHOBI Maiictep-Bepcii [V [I/®DI3,
OcnoBue nocmimkenns, Koropra G, Bepcis 1.0 Big 23 miotoro 2024 poxy, aHTIIHCBKOIO Ta
yKpaiHcbKoro MoBamu; Jlonatok no [ndopmarii muist yuacHuka nociimpkenns /Oopmu iHpopmoBaHoi
srogu, OcHoBHe pocnimpkeHHs —Koropra G, mis Ykpainu, Bepcis 1.0 Big 09 kBitHs 2024 poky,
aHIIMCHKOIO Ta YKpaiHChKOIO0 MOBaMU; BKIIIOUEHHS JIIKapChbKOTro 3aco0y, 1110 BAKOPUCTOBY€ETHCS 5K
npenapar nopiBasaH OPDIVO (OPDIVO®, nivolumab, Nivolumab, niBomyma6, HiBomymao,
OITIMBO ) 10 mr/mi, KOHUEHTpAT A po3uuHy Ui iHQY3iH, 4 ma mpenapary mictuth 40 mr
HIBOJIyMaly, JUIsl BHYTPIIIHBOBEHHOIO BBeAECHHs; KopoTka XapakTepHucTHKa JIIKapChbKOro 3acoly
OPDIVO (OITAMBO, nivolumab, HiBoryma6) 10 Mr/mi1, KOHIIEHTpAT AJIs PO3UHHY JUIs iHDY3iid, 1110
MICTUTh IHCTPYKIIIIO 3 3aCTOCYBaHHS, aHIJIIHCHKOIO MOBOIO; BKITIOUeHHS! BUpOOHUYOT IISHKU JUIsS
mikapcekoro 3acodby OPDIVO (OPDIVO®, nivolumab, Nivolumab, niBoxymab, HiBomyma0,
OITAMBO) 10 mr/mi, KOHUEHTpPAT ISl pO3YUHY JUIsl 1H(Y31H, 111 BHYTPIIIHBOBEHHOTO BBEICHHSI -
Swords Laboratories Unlimited Company trading as Bristol-Myers Squibb Cruiserath Biologics,
Cruiserath Road, Mulhuddart, Dublin 15, D15 H6EF, Ipnanais; Tekct 3pa3ka MapKyBaHHs JUIs
NepBUHHOI ((J1aKOH) 1 BTOPUHHOI (KapTOHHA KOpOOKa) yHakoBKH s Jiikapcbkoro 3acooy OPDIVO
(OIIAMBO, nivolumab, Nivolumab, niBoaymab, HiBomymal) 10 Mr/mi, KOHIEHTpAT JUIsl PO3UUHY
g 1Hpy3ii, 4 mMa npenapaty MictuTh 40 Mr HiBoimymaly, Ui BHYTPIIIHBOBEHHOI'O BBEJICHHS,
Bepcid 1.0 Bix 05 Oepesns 2024 poky, aHIITIHCHKOIO Ta YKPaiHChKOIO MOBaMH

Howmep Ta nara nakazy MO3 mpo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 742 Big 17.04.2023

Ha3sBa kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcisi Ta gara

«®aza 1/2a, panmomizoBaHe, IUIANE00-KOHTPOILOBAHE JMOCTIHKCHHS I OINIHKH O€3MeKH,
NEePEHOCUMOCTI, (hapMaKOKIHETHKH Ta MPOTHBIPYCHOT akTUBHOCTI npenapary BJT-778 y 3mopoBux




npoaoBxeHHs goaatka 30

JOOPOBOJIBIIIB Ta MALIE€HTIB 13 XPOHIYHOIO 1H(EKIi€0 BipyCy TenaTuTy B, BKIIOYa0uu Mami€eHTiB i3
XpOHIYHOIO 1H(eKIIier Bipycy renatuty D», BJT-778-001, Bepcis 2.0, monpaska 1, Big 19 xoBTHS
2023 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa

bmomkeit TepanbroTike, [HK. [Bluejay Therapeutics, Inc.], CIIIA

Havanbank ®@apManeBTHYHOI0 YIPaBJIiHHSA Tapac JIICKOBChKHI

(i armc) (Bnacue im’st IIPI3BUILIE)



Homarox 31

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEP/’KEHHS CYTTEBUX IOIPABOK
03.05.2024 Ne766

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure nmocmimkeHHs (apMaKOKIHETHKH JTiKapchkoro 3aco0y Ilporednaszia®, xparmi,
BupobuuutBa TOB «HBK «EKO®APM», Vkpaina 3a ydwacti 340pOBHX JTOOPOBOJBIIIBY,
ko pociimkenHss PRT-PR-01.1, Bepcist npotokony 2.0 Bix 07.03.2024

3asiBHUK, KpaiHa

TOB «HBK «<EKO®APM», Ykpaina

CnoHcop, kpaiHa

TOB «HBK «EKOD®APM», Ykpaina

[lepemnik 1OCTiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

[Iporednazin® (PnaBanoigm pinkoro excrpakty llporednaszix i3 TpaBu llyukum nepHucToi
(HerbaDeschampsia caespitosa L)1:1; Ilporedna3ia®); kpamti; 20 mi; (puaaBanoinis 0,32 y
nepepaxyHKy Ha pyTHH, kapOoHoBux kuciotr 0,30 y mepepaxyHKy Ha SIOIY4YHY KHCIOTY);
TOB «HBK «EKOD®APM», Ykpaina

Biamosinaneamii (1) 1ocmiqHuK (v)
Ta Micie (51) IpoBeICHHS
BUNIPOOYBaHHs B YKpaiHi

1) rou. mikap Aptum B.1.

Meauunuit uentp TOB «Kninika ITHHO®AP - Vkpaina InnoselitiB ®apma Pecepuy,
YepniBenpka 0611., HoBocenumpbkuii paiion, c. bosau

2) k.6.1. Cabko B.€.

bioananituuna nadopatopiss TOB «KIITHOAPM», M. Ipnine

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CynyTHI MaTepianu/npenapaTu
CYITyTHBOI Teparlii/fopuindHa abo
¢biznyHa oco0a, sika Ji€ 3a
JIOBIPEHICTIO, IKY HAJIaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCTIKYBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

Havanbunk ®apmManeBTUHYHOI0 YIPaBJIiHHSA

Tapac JSICKOBCbKHUI

(Bnacue im’st [IPI3BUILE)

(mimmc)




