Honatok 3

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

BKJTIOYEHHS 101aTKOBUX MICIIh MPOBEACHHS BUMPOOYBAHHSI:

No [1.1.b. BiAMOBiZambHOTO AOCIiAHUKA

n/m HasBa micIist mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | mikap 'aceormma B.A.
Memnunnii ieatp ToBapucTBa 3 00MeKeHOIO BianoBinanpHICTIO «Camoracy, M. JIbBIB

2. | k.M.H. ['epacumenko O.M.
MenuuHuil TEHTP TOBApUCTBA 3 OOMEXKCHOIO BIAMOBINAIBHICTIO «MeIUYHUN IIEHTP
«Koucuniym Mepikamy, KIIHIKO-KOHCYJIBTATUBHE BiJIiIeHHs, M. KuiB

3. | n.m.H. T'onoBuenko O.1.
ToBapucTtBo 3 oOMexeHoro BimmoBinanpHiCTIO «Menuuamii Ilentp Xenc Kuminiky,
MenuuHuil KIHIYHAR JOCHITHUIBKUHA IIEHTp, BIUILJI TracTpOEHTEPOJIOrii, TenaTonorii Ta
€HIOKPUHOJIOTIi, M. BiHHUIIS

4. | n.m.H. I'ociogapcekuii .51
ToBapuctBO 3 0OMeXeHOK  BiAmoBiganmpHicTIO «Memuunuii  unentp  «Kitinika
["ociogapchKuX», TepaneBTHYHUHA MiApo3aii, M. TepHomiap

5. | k.M.H. KoBass B.I.
Komynanbne HekomepiiiiiHe mimnpuemMcTBo «Uepkacbka oOmacHa yikapHS YepkacbKoi
001acHOT pauy, MPOKTOJIOTIYHE BiyIiIeHHs, M. Yepkacu

Howmep Ta nara nakazy MO3 npo Ne 641 Bix 16.04.2024

MPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«PannomizoBane, MoJBiliHE ciine, Mmiane00-KOHTPOILOBaHEe, 0araToleHTPOBE JAOCTIKEHHS (azu
Il nons ouinkm edexkTwBHOCTI Ta Oe3mevHOCTI mpemapaty ABX464 omun pas Ha m00y Juist
IHIYKIIIHOI Teparii B Mali€HTIB 3 aKTUBHUM BHUPA3KOBHM KOJITOM BiJl CEPEIHBOTO 0 TSHKKOTO
cryness TshkkocTi», ABX464-105, Bepcis 4.1 Bin 03 mucromanga 2023 poky




2 MIPOJIOBXKEHHS JJ0/1aTKa 3

3asiBHUK, KpaiHa Iinnpuemctro 3 100% inosemuoro inBectumieio «AMK’ FOBIA PJIC Vkpaixay»
Crnoncop, kpaiHa ABIVAX, ®panmis
B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(migmmc) (Bnacue im’s [IPI3BUILIE)



Honatok 4

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

Bpomypa nocnigauka ains Kposanimady (RO7112689), Bepcis 9 Bix tpaBus 2024 p.; Jogatox 1o
dbopmu iHPOPMOBAHOT 3roJM i Yac KPU30BOi CUTYyallii B YKkpaiHi uist qociimpkenas BO42162,
Bepcig 2.0 s Ykpaiau ykpaiHchbKoro MoBOMO Bif 27 BepecHs 2023 p. Ha ocHoBi Mmaiictep-Bepcii
HNonatka 1 mo @I3 mim wac kpu3oBoi cutyamii B Ykpaini, Bepcis 3.0 Big 14 mumas 2023 p.;
IHdopmanilinuii OroNeTeHb sl yYaCHMKIB JOCHiDKeHHs, Bepcis 1 Big 20 muctomama 2023 p.
YKPaiHCBKOK MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Ne 2147 Bin 04.10.2021

Hasga xiiHiuHOTO BUIIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«PangomizoBaHe, BiIKpUTE, KOHTPOJIbOBAHE aKTUBHUM IIpENapaToM, 0araToleHTPOBE TOCIiHKEHHS
¢dazu III gns ominku edekTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBaHHS KpoBasliMaOy B MOPIBHSHHI 3
€KyJIi3yMa0OM Y MaIi€HTIB 13 MapoKCU3MaIBHOIO HiYHOIO Temornobinypieto (ITHT), sixi panimre He
OTPHMYBAJIHY JIIKYBaHHS iHT10iTOpamMu KomIuieMeHTy», BO42162, Bepcis 7 Bin 15 Bepecus 2023 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiAnoBiganpHicTIO «Pomr Ykpainay

CrnioHcop, kpaiHa

@.Xoppmann-JIs Pom JIta, HIseitmapis

B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(mimmc) (Bnacue im’s [IPI3BUILE)



Honartok 5

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

BKJTIOYEHHS T01aTKOBUX MICIIb MPOBECHHS BUIPOOYBAHHS:

Ne [1.1.b. BiAMOBiZambHOTO AOCIiAHUKA

n/m HasBa micIist mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | mikap 'aceomma B.A.
Memnunnii ieatp ToBapucTBa 3 00MeKeHOIO BianoBinanpHICTIO «Camoracy, M. JIbBIB

2. | x.M.H. I'epacumenko O.M.
MenuuHuil [EHTpP TOBApUCTBA 3 OOMEKEHOIO BIAMOBITAIBHICTIO «METUYHUN TICHTP
«Koucuniym Mepikamy, KIIHIKO-KOHCYJIBTATUBHE BiJIiIeHHs, M. KuiB

3. | n.m.H. T'onoBuenko O.1.
ToBapucTtBo 3 oOMexeHOw BimmoBiganpHicTIO «Menmuamii Llertp Xemc Kiiniky,
MenuuHuil KIIHIYHANA TOCTIAHUIBKUAN LEHTP, BIUIUT TacTPOSHTEPOIIOrii, TenaTonorii Ta
€HIOKPUHOJIOTIi, M. BiHHUIIS

4. | a.m.H. I'ocnogapebkwii 1.51.
ToBapuctBo 3 oOMexeHOW  BiamoBimanpHicTIO «Memuunmii nentp «Kuinika
["ociogapchKuX», TepaneBTHYHUHA MiApo3aii, M. TepHomiap

5. | k.M.H. KoBans B.I.
KomyHnanbHe HekomepiiiiHe mianpueMcTBo «Yepkacbka obiacHa ikapHs Yepkachbkoi
00J1acHOI pajiy», MPOKTOJIOTIYHE BiIiIeHHs, M. Yepkacu

6. | n.M.H., npo@. IBanos B.II.
KomyHnanbHe HekoMepuiiiHe MianmpueMcTBO «BiHHMIIbKAa MichbKa KIiHIYHA JikapHSI Nely,
KIIHIYHE TepaneBTUYHE BimauieHHs Ne2, BiHHWIBKMI HalliOHAIBHUNA MEIUYHUN
yHiBepcutet iM. ML.I. Iluporosa, kadenpa BHyTpimHb01 Meaumuu Ne3, M. Binauis

7. | mikap Mynera J1.®.
Komynanene mignpueMcTBo «BonuHChka oOnacHa KIIiHIYHA JiKapHS» BoIMHCHKOT
obmacHOi pamu, XipypriuHe BimgiuieHHs (a0JOMiHAIBHOI,  KOJOMPOKTOJOTIYHOI,
SHJIOKpPUHHOI MATOJIOTI{) 3 JIKKaMH IJIACTUYHOI Xipyprii Ta Xipyprii KucTi, M. JIyIpk




2 MPOJOBKEHHS T0JaTKa 5

8. | A.M.H., pod. Baosuuenxo B.I.
Binokpemnienunit  minposmin  «Jlikapas  Cesaroro IlanTeneiiMoHa»  KOMYHaJIbHOTO
HEKOMEpIIiifHOTO mignpueMcTBa «JIBBIBChbKE TepUTOpiaibHE MEOUUHE 00’ €THAHHS
«baratonpodinbHa KIiHIYHA JTIKapHS IHTEHCHMBHMX METOJIB JIIKYBaHHS Ta IIBUIKOI
MeIu4aHO1 Joromoruy, Llentp Teparii, JIbBiBChKHi HAllIOHAIBHUN METUYHUNA YHIBEPCUTET
imeni [lanwna [Nanuiekoro, kadenpa Teparii Nel, MeTnIHOT 1iarHOCTUKH Ta TEMAaTOJIOTII 1
Tpa"cdy3sionorii GakyIbTeTy MCIITUIIOMHOI OCBITH, M. JIBBIB

9. | mikap Bonkos A.O.
Komynanene  miampuemctBo  «Jlikapus  Nel»  JKutomupcbkoi  Michkoi — panw,
KOHCYJIbTaTHBHO-JIIKYBaJIbHE BiyTiieHHs1 «HayKoBO-0CHi THUIBKUI IEHTPY, M. Kutomup

10. | mixap FOpkiB A.€.
KomynanmeHe HekoMepiliiiHe mianpuemMctBo «Ojecbka oONacHa KIIIHIYHA JTIKapHSD»
Opnecbkoi 0071aCHOT pany, MOMKTIHIYHE BiyIieHHs, M. Ofeca

Howmep Ta nara nakazy MO3 mpo Ne 641 Bix 16.04.2024

MPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«PangomizoBaHe, mojBiliHe ciime, OaratoreHTpoBe agochipkeHHs ¢asu Il ams  ouinkm
JOBIOCTPOKOBOI €(peKTUBHOCTI Ta Oe3neuHocTi npemnapary ABX464 npu 3actocyBaHHi B 1031 25 Mr
a6o 50 Mr oauH pa3 Ha 100y SK MiATPUMYBAJIBHOI Teparii B MAIiEHTIB i3 aKTHBHUM BHPa3KOBUM
KOJIITOM BiJI CEpPeIHBOrO OO0 TSDKKOTO CTyIeHs TsoKkocTi», ABX464-107, Bepcis 4.1 Big
03 nucronana 2023 poky

3asiBHUK, KpaiHa

ITiqnpuemcTto 3 100% iHO3EeMHOIO iIHBECTHITIEIO «AVK’TIOBIA PJIC Vkpaina»

CrnoHcop, kpaiHa

ABIVAX, ®paniis

B.o. Hauanpuuka ®@apmaneBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(migmuc) (Bnacue im’s [IPI3BUILE)



Jonatok 6

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

BKITIOYEHHS T01aTKOBUX MICIIh MPOBEACHHS BUMPOOYBAHHSI:

Ne
/o

[1.1.b. BiAMOBiZambHOTO AOCIiAHUKA
Ha3Ba MICIISI MPOBEACHHS KITIHIYHOTO BUIPOOYBaHHS

I.

I.M.H., ipo@d. IBanos B.I1.

KomyHnanbHe HEekomepliiiHe mianpueMcTBO «BiHHUIBKA MichKa KIiHIYHA JiKapHS Nely,
KIIHIYHE TeparneBTHYHE BiuIUICHHS Ne2, BIHHUIBKHIA HAIIOHATGHUNH MEIUIHHMA
yHiBepcutet iM. M.I. Iluporosa, kadenpa BHyTpimHb01 Meguimuu Ne3, M. Binauis

nikap ynera 1.0.

KomynaneHe mignmpueMcTBO «BolMHChKa o0ONacHa KITHIYHA JTKapHS» BOJMHCHKOI
obmacHOi panmu, XipypriuHe BimguieHHs (aOJOMIHATBHOI, KOJIOIMPOKTOJIOTIYHOT,
€HJIOKPMHHOI MATOJIOT1) 3 JIKKaMH IJIACTUYHOI Xipyprii Ta Xipyprii KucTi, M. JIynpk

I.M.H., ipod. Brosuuenko B.1.

Bimokpemnenunit  migpo3min  «Jlikapus Cesaroro IlanTeneiiMoHa» KOMYHaJIbHOTO
HEKOMEpIIifHOTO miAnpueMcTBa <«JIbBIBChKE TepUTOpiaibHE MeAWYHE 00’ €IHaHHS
«baratonpodinbHa KIiHIYHA JIKapHS 1HTEHCUBHHX METOJIB JIIKyBaHHS Ta IIBHIKOL
MeauaHO1 goromoruy, LlenTp teparrii, JIbBiBChbKHiT HAI[IOHATHHUN METUIHUHN YHIBEPCUTET
imeni [annna [amumnekoro, kadeapa teparmii Nel, MeTUIHOT TIarHOCTUKU Ta T€MATOJNOTI 1
Tpa"cdy3ionorii HakyIbTEeTy MiCIIUIIOMHOI OCBITH, M. JIBBIB

nikap Bonkos A.O.
Komynanene  mimnpuemctBo — «Jlikapas ~ Nel»  JKutomupcekoi  Mickkoi — panw,
KOHCYJIbTaTUBHO-JIIKYBaJIbHE BiTiieHHs1 « HayKoBO-0CHi THUIBKHUI IEHTp», M. JKutomup

mikap FOpkiB A.€.
KomyHnaneHe HekomepiiifHe mignpueMcTtBO «Ojecbka oONacHa KIIHIYHA JTIKapHSDY
Opnecbkoi 0071aCHOT painy, MOMKITiHIYHE BijyIisieHHs, M. Oneca




2 MIPOJIOBXKEHHS J10/1aTKa 6

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Ne 641 Bix 16.04.2024

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«PannomizoBane, MoJBiiiHE ciine, Mmiane00-KOHTPOILOBaHe, 0araToreHTPOBE JAOCTIKEHHS (azu
Il nans ouminkm edekTuBHOCTI Ta Oe3nedHocTi mpemapaty ABX464 omuH pa3 Ha 100y Juis
IHIYKIIIHOI Teparii B Mali€HTIB 3 aKTUBHUM BHUPA3KOBHM KOJITOM BiJl CEPEAHBOTO 0 TSKKOTO
cryness TshkkocTi», ABX464-106, Bepcis 4.1 Bin 03 aucromanga 2023 poky

3asiBHUK, KpaiHa

[TignpuemcTBo 3 100% 1HO3EMHOIO iIHBECTHITIEIO «AVK’IOBIA PJIC Ykpainay

CrnioHcop, kpaiHa

ABIVAX, ®panmis

B.o. Hauanpuuka ®@apmaneBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(migmc) (Bnacue im’s [IPI3BUILE)



Honarok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

Inentudikaris cyrreBoi monpaBku | bporrypa mocnigHuKa U AOCHTIKYBaHOTO JTiKapchkoro 3acody Beneroknakc (ABT-199), Bepcis
16 Big 16 ciuns 2024 poky; 3MiHa Ha3BH MICIIsl TPOBEACHHS KIIIHIYHOTO BUTPOOYBaHHSL:
BYJIO CTAJIO
nikap Ycenko I'.B. nikap Ycenko I'.B.
KomynanbHe HekomepiiiiHe mianpuemMcTBo | KomyHanbHe HEKOMEpIliifHE —ITiIIPHUEMCTBO
«Micpka xiriHiuHa JikapHs Ned» JIHinpoBcekoi | «Mickka KimiHiuHA JikapHs Nedy JIHIMPOBCHKOT
MICBKOI paJii, MiCHbKUI reMaTOJOTIYHHIA IIEHTP, | MICBKOi  paau, TeMaTOJOTIYHEe BiJUIIICHHS,
M. JIHimpo M. JIHimpo

Howmep Ta nara nakazy MO3 mpo Ne 1118 Bix 28.06.2022
MPOBEJICHHS KIIHIYHOTO

BUNIPOOYBaHHS

HasBa xminiuHOro BUnpoOyBanHs, | «[IpogoBkeHe AOCHTiKEHHS BEHETOKIIAKCY Y TAIlIEHTIB, SKi 3aBEPIIMIN Y9acTh y MONEPEIHHOMY
KOJI, BEpcis Ta JaTa KJIiHIYHOMY BUIIPOOYBaHHI BeHETOKIakcy», M19-388 , Bepcis 6.0 Big 08 mrotoro 2023 poky
3asiBHUK, KpaiHa E66Bi biogapmacerorikan3 I'm6X, [lBelinapis

CrnioHcop, kpaiHa «E00BI Iuk», CIIIA / AbbVie Inc., USA

B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHSA Ouaexkcanap 'PIHEHKO

(mimmc) (Bnacue im’s [IPI3BUILE)



Honatok 8

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYxpainu «I[Ipo nmpoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKUX 3aCO0IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTudikaist cyTTeBOI MONpPaBKU

Bpomypa gocnmigHMKa AOCHIPKyBaHOTO Jikapcbkoro 3acody RO7197597  (Giredestrant,
GDC-9545), Bepcis 8 Bim 28 TtpaBHs 2024p., aHTmiiicbkolo MOBOI; IloJOBXKEHHS TepMiHy
MPHUIATHOCTI JIOCHIDKYBAHOTO JiKapchkoro 3aco0y [ipemectpant / Giredestrant / GDC-9545
(RO7197597), xancynum tBepai, 30 wmr, mo 36 wicsaniB; OnoBnenuii posain P.1  mocbe
JOCIIKYBaHOTO JiKapchkoro 3aco0y [ipemectpant / Giredestrant / GDC-9545 (RO7197597),
karcynu TBepai, 30 mr, Bepcis 1.0, anrmiiicekoro moBoro; OnHoBienmii posmin P.3.1 nocke
JOCIIKyBaHOTO JiKapchkoro 3aco0y [ipemectpant / Giredestrant / GDC-9545 (RO7197597),
Karncyiu tBepai, 30 mr, Bepcis 3.0 Bix 07 yepBHs 2024 p., aHTIIIHCHKOI0 MOBOIO; OHOBICHHNA PO3ILT
P.4.1 nocwe mocmimkyBaHoro Jikapcekoro 3aco0y [ipemectpant / Giredestrant / GDC-9545
(RO7197597), xancynu tBepai, 30 mr, Bepcis 1.0, anrmiiicbkoro MoBoro; OHOBIeHUH posain P.4.5
JOChE  JTOCTIPKyBaHOTO Jikapchkoro 3aco0y [ipemectpant / Giredestrant / GDC-9545
(RO7197597), xanicynu tBepai, 30 Mr, Bepcis, aHTiiicbKoI0 MOBO0; OHOBIIEHHH po3ain P.7 mocke
JOCIIKyBaHOTO JiKapchkoro 3aco0y [ipemectpant / Giredestrant / GDC-9545 (RO7197597),
karcyau TBepai, 30 mr, Bepcis 1.0, anrmiiicekoro MoBoro; OnoBienwit posnin P.8.1 mocke
JOCIIKYBaHOTO JiKapchkoro 3aco0y [ipemectpant / Giredestrant / GDC-9545 (RO7197597),
Karncyu TBepai, 30 mr, Bepcis 3.0 Big 15 TpaBust 2024 p., aHriiiicbkoro MoBo10; OHOBIIEHUH PO3/Ii
P.8.3 nmocwke mocmimkyBaHoro Iikapcekoro 3aco0y [ipemectpant / Giredestrant / GDC-9545
(RO7197597), kanicynu tBepai, 30 mr, Bepcis 3.0 Bix 15 tpaBus 2024 p., aHTTIiHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Ne 2237 Bin 18.10.2021

Hasga xiiHiuHOTO BUNIpOOYyBaHHH,
KOJI, BEpCis Ta jaTa

«PangomizoBaHe, BimkpuTe, OaratoneHTpoBe gochimkeHHs ¢as3u Il 3 ouiHku epeKTHBHOCTI Ta
0e3MeYHOCTi a/’TOBAaHTHOI Tepamii TipelecTpaHTOM MOpPIBHAHO 3 a1 FOBAHTHOIO EHJIOKPHUHHOIO
MOHOTEpami€l0o 3a BHOOPOM JiKaps B TAILI€HTIB 3  €CTPOreH-pPEelenTOP-MO3UTHBHUM,
HER2-HeraTHBHIM pakoM MOJIOUHO{ 3aJI03M Ha paHHil ctanii»n, GO42784, Bepcis 5 Bix 25 ceprHs
2023 p.




2 MIPOJIOBXKEHHS JTo1aTKa §

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEWHy, Ykpaina

CrnioHcop, kpaiHa

@. Xopdpmann-Jls Pomr JItn, [seiinapis (F. Hoffman-La Roche Ltd., Switzerland)

B.o. Hauanpuuka @apmManeBTHYHOTO yNIPaBJIiHHSA Ouaexkcanap 'PIHEHKO

(mimmc) (Bnacue im’s [IPI3BUILE)



Honatok 9

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

Bpomypa nocnigauka (6iniMeTini0), Bepcis 2.0 Bix TpaBHs 2024 p., aHrmiicbKoI0 MOBOIO; bpornypa
nociigauka (eakopadenio), Bepcis 2.0 Bix TpaBHs 2024 p., aHTTIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Ne 833 Bix 28.04.2021

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«PangomizoBaHe moJBiliHE ciine JociiHKeHHs Ga3u 3 eHkopadeHiOy Ta 6iHIMeTiHIOY B MO€THAHHI
3 IeMOpoJizyMadoM y MOPIBHSIHHI JI0 TUTae0o0 B MOETHAHHI 3 TeMOpoJizyMaboM y TAIliEHTIB 13
METaCTaTHYHOKO 200 HEOTepaOeTbHOIO MiCIIEBO IMONIMPEHOI0 METAHOMOK0, TIO3UTHBHOIO JI0 MYTAIIii
BRAF V600E/K», C4221016, octarouna Bepcist nporokody, [Tonmpaska 5 Big 09 xoBTHs 2023 poky,

3asiBHUK, KpaiHa

[aiizep [uk., CIIA

CrnioHcop, kpaiHa

[aiizep Iuk., CIIA

B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(migmc) (Bnacue im’st [IPI3BUILIE)



Honatok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKaPCHKHUX 3aCO0IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

VYxpaina, MK-1084-001, Iadopmariis Ta 1oKyMeHT nipo iH(GOpMOBaHY 3rofy JUis MAalli€HTa, BepCis
01 Bix 18 numus 2024 p., ykpaincekoro MoBoro; MK-1084-001, Illogennuk peectpariii npuiiomy
npenapary MK-1084 mms Ykpaiau, Bepcis 1.0 Big 10 mumas 2024 poky; po3ain P. DRUG
PRODUCT-APPROVED MARKETED PRODUCT J[ocbe IJI3 (mpemapary mOpiBHSHHS)
ERBITUX, Bepcist 08MFO0J Bix 16 numus 2024 poky, aHTIIIHCHKOI0 MOBOIO; 3a7Ty4YeHHSI BUPOOHUUHNX
TUJISTHOK, BIAMOBIAAIbHUX 32 MEpernaKkyBaHHs Ta MapKyBaHHS KOMEPLIHHOTO JIKapChKOTO 3aco0y
ERBITUX: Werthenstein BioPharma GmbH, Industrie Nord 1, Schachen LU, 6105, Switzerland;
Merck Sharp & Dohme LLC, 770 Sumneytown Pike, West Point, PA 19486-8000, United States;
Fisher Clinical Services Inc., 7554 Schantz Road, Allentown, PA 18106, USA; Fisher Clinical
Services GmbH, Steinbuhlweg 69, Allschwil, 4123, Switzerland; Fisher Clinical Services UK
Limited, Langhurstwood Road, Horsham, RH12 4QD, United Kingdom; Almac Clinical Services
LLC, 25 Fretz Road, Souderton, PA 18964, USA; Almac Clinical Services Limited, Seagoe
Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United Kingdom; Almac Clinical
Services (Ireland) Limited, Finnabair Industrial Estate, Dundalk, A91 P9KD, Ireland

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Ne 1397 Bin 08.08.2024

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«Binkpure, OararorneHTpoBe gochipkeHHs | ¢a3sum mis omiHkM Oe3nekd, MepeHOCHMOCTI,
dapmakokineTnku Ta edekruBHOCTI MK-1084 sik MOHOTEpaITii Ta K YaCTHHH Pi3HUX KOMOIHAIIIH
JIKyBaHHA Yy TAILi€HTIB i3 PO3MOBCIOPKEHUMH COJITHUMU MyXinHamu 3 myTaiiiero KRAS G12Cy,
MK-1084-001, Bepcis 3 inkopnopoBanoro nonpaskoto 10 Big 16 kBitHs 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH0r0 BianoBinanpHICTIO «MCJI Yipainay

CrnioHcop, kpaiHa

TOB Mepk llapn ean Hoym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHSA Ouaexkcanap 'PIHEHKO

(migmc) (Bnacue im’s [IPI3BUILE)



Honatok 11

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKaPCHKHUX 3aCO0IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

Bbpomypa pocmigauka Pomimioctum (AMG 531), Bumanns 18.1 Big 26 wepBHsi 2024 poky,
AHIJIIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 2487 Bin 17.12.2019

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«PROCLAIM: PannomizoBane, miane00-KOHTPOIbOBaHE, MOABIHHO ciine focipkeHHs 3 ¢asu s
OLIIHKKA POMIIUIOCTUMY TP JIIKYBaHHI BHKJIMKAHOI XiIMIOTEpari€ro TPOMOOIUTONEHI] Y MaIli€HTiB,
SKUM TIPOBOJIATH XiMiOTEpaIito I JIIKyBaHHS HEeIPiOHOKIITHHHOTO paKy JereHb, PaKy sIEYHHUKIB
abo paxky MoJo4Hoi 3anmo3u», 20170770, Bepcis 9.0 iHKOpnopoBaHuil mompaBkoro § Bix 29 MUIHS
2021 poky

3asiBHUK, KpaiHa

ITiqnpuemcTto 3 100% 1HO3EMHOIO 1IHBECTHITIEIO «AVK’TOBIA PJIC Vkpaina»

Crnoncop, kpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

B.o. Hauanpuuka ®@apmaneBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(migmuc) (Bnacue im’s [IPI3BUILIE)



Honatok 12

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

Jluct-po3’sicuennst Binm 27 uepBHS 2024 poky 1o IIpoTokony KITiHIYHOTO BHIIPOOYBaHHS
BJT-778-001, Bepcis 3.0, mompaska 2, Big 22 mrotoro 2024 poky, aHTTIHCHKOI0 MOBOO; 30UTBIIICHHS
TEePMiHY MPHUIATHOCTI JOCIIKYBAaHOTO JIiKapchkoro 3acody BJT-778 (BLW-001) mo 30 micsiiB

Howmep Ta nara nakazy MO3 npo
MIPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 742 Bin 17.04.2023

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«®a3za 1/2a, paHmomi3oBaHe, IUIAIEOO-KOHTPOJBOBAHE JIOCHIHKCHHS JUISl OI[IHKKA Oe3IeKH,
MEePEeHOCUMOCTI, (hapMaKOKIHETUKH Ta MPOTHBIPYCHOI akTUBHOCTI npenapary BJT-778 y 3mopoBux
J0OpOBOJIBIIIB Ta MALIE€HTIB 13 XPOHIYHOIO iH(EKITIEIO BipycCy renaTuty B, BKIIIOYarOuu MalieHTiB i3
XpoHiuHOO iH(pekuiero Bipycy rematuty Dy», BJT-778-001, Bepcis 3.0, monpaska 2, Bix 22 10TOT0
2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEJICIH», Ykpaina

CrnioHcop, kpaiHa

bmomxkeit Tepanetorike, [nk. [Bluejay Therapeutics, Inc.], CIIIA

B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHSA Ouaexkcanap 'PIHEHKO

(mimmc) (Bnacue im’s [IPI3BUILE)



Honatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKaPCHKHUX 3aCO0IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

OnoBieHn MPOTOKON KiIiHIYHOTO BUpoOyBanHs MK-1026-003 3 iHKOPIIOpPOBaHOIO MOMPABKOO
08 Bim 16 TpaBHs 2024 poOKy, aHTIIKHCHKOIO MOBOK; 3OITBIICHHS KUTBKOCTI JTOCTIKYBaHUX
(pangoMizoBaHuX MarlieHTiB) B cBiTi 3 450 mo 490 oci6; Ykpaina, MK-1026-003, Tadopmariist Ta
JOKYMEHT Tpo iH(opmoBaHy 3roay s mamieHta koroptd A-H i J, Bepcis 3.00 Bix 12 gepBHS
2024 p. ykpaincbkoro MoBoOro; IllomeHHHMK HIOAEHHOI peecTpallii mpuiioMy Mpemapary, Bepcis
1.0 08 1.0, ykpaincekoro moBoro; JlomaBanHs Jikapcekoro 3aco0y MK-1026 (HemTabpyTuHio),
TaOJETKH, BKPUTI IUTIBKOBOIO OOOJIOHKOIO 1O 45 Mr i 65 Mmr, Ui mepopajibHOTO 3aCTOCYBaHHS
(FMF2); OnoBnennii posain S.7 STABILITY Tta monmana wactura P. FILM COATED TABLET
(FMF2) [locke mocmimkyBaHoro Jikapcbkoro 3aco0y MK-1026, Bepcii 08L80D Bix 22 TpaBHS
2024 poxy, SUMMARY OF CHANGES, Bepcis 08KXCX Big 22 TpaBust 2024 poky; 3pa3ok
MapKyBaHHS JIOCIIKyBaHOTO Jikapchkoro 3acoby MK-1026 Bottle, Bepcis 2.0 Bix 25 yepBHS
2024p., aHTTIICHKOIO Ta YKPATHCHKOI MOBaMU; 3aTyueHHS JOJATKOBUX BUPOOHHUUX JUISTHOK JUIS
BUpOOHUIITBA Jikapchkoro 3acoby MK-1026 (HemtaOpyTuHi0), TabIeTKH, BKPHUTI OOOJIOHKOIO,
45 mr Tta 65 mr: Patheon France, 40 Boulevard de Champaret, Bourgoin Jallieu, 38 300, France;
Merck Sharp & Dohme LLC, 770 Sumneytown Pike, West Point, PA 19486, USA; Merck Sharp &
Dohme LLC, 126 E Lincoln Avenue Rahway, NJ 07065, USA; Fisher Clinical Services Inc., 7554
Schantz Road, Allentown, PA 18106, USA; Fisher Clinical Services GmbH, Steinbuhlweg 69, 4123
Allschwil, Switzerland; Fisher Clinical Services UK Limited, Langhurstwood Road, Horsham,
RH12 4QD, United Kingdom; Werthenstein BioPharma GmbH, Industrie Nord 1, 6105 Schachen,
Switzerland; Almac Clinical Services, 25 Fretz Road, Souderton, PA,18964,USA; Almac Clinical
Services Limited, Seagoe Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United
Kingdom; Almac Clinical Services (Ireland) Limited, Finnabair Industrial Estate, Dundalk, A91
P9KD, Ireland; SGS Life Science Services, 616 Heathrow Drive, Lincolnshire, IL 60069, USA;
Sharp Clinical Services, Inc., 2400 Baglyos Circle, Bethlehem, PA 18020, USA




2 MPOJIOBKEHHS AojaTka 13

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUNIPOOYBaHHS

Ne 1966 Big 15.09.2021

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«Jocmimkenns Il ¢a3m ominkm edexTuBHOCTI Ta Oesmeuynocti MK-1026 y mnamieHTiB 3
reMaToJIOTYHUMH 3JIOSIKICHUMU 3aXBOproBaHHAMIM», MK-1026-003, 3 iHKOPIIOPOBAHOO MOMTPABKOIO
07 Bix 04 ciuns 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHor0 BignoBinanpHICTIO «MCJ] Yipaina»

CrnioHcop, kpaiHa

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

B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHSA Ouaexkcanap 'PIHEHKO

(mimmc) (Bnacue im’s [IPI3BUILE)



Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYxpainu «I[Ipo nmpoBeneHHs KITHIYHAX
BUIIPOOYBaHb JIIKapPCHKHUX 3aCO0IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTudikarist cyTTeBOI MONPaBKU

OnoBnenuid mpotokon kiiHiuHOro BumnpoOyBanHs ANBO030-203, ITonpaska 4 (Bepcis 5.0) Big
3 tpaBus 2024 p.; IlosicHroBanbHa 3anucka Big 13 uepBHA 2024 p. 10 MPOTOKONY KIIHIYHOTO
BunpoOyBanHss ANB030-203, ITorpaBka 4 (Bepcist 5.0) Bin 3 tpaBus 2024 p.; OnoBnena bpomrypa
nociigauka Pocuinmimab (ANBO030), Bepcis 5.0 Bim 8 miororo 2024 p.; Onomiena bpomrypa
nociigauka Pocuinimabd (ANBO030), Bepcis 6.0 Big 29 mororo 2024 p.; OnoBnena bpomrypa
nociigauka PocuHimimab (ANBO030), Bepcis 7.0 Bim 11 kBitHs 2024 p.; OnoBinene Jlocke
JOCIIKYBaHOTO JTiKapcbkoro 3acody PocHimimad (ANB030) (Moaym Skicts, JlokmiHiuHI naHi,
Kniniuni pani), Bepcis 3.0 Bim 19 xBitHS 2024 p.; [lomoBkeHHS TepMiHY MPHIATHOCTI
JOCITIPKYBAHOTO JiKapchkoro 3aco0y Pocuinimad (ANB030), 100 mr/mi, cTepuiibHUN PO3YHH IS
MIIIKIPHAX 1H €KIIN Ta BianoBigHOTO miarne6o 1o 60 micsmis; Joxatku 1o Jlocke 0CTiKyBaHOTO
nikapceekoro 3acody Pocuinimad (ANBO030), Bepcist 3.0 Bix 19 xBitHs 2024 p.; [ndopmamniiinuit
JUCTOK TamieHTa Ta Gopma iHPopmoBaHoi 3roam, Ykpaina, Bepcis 2.0 Big 06 uwepsus 2024 p.,
yKpaincpkoro MoOBO; IlociOHuk mnst yuacHmka pochimkeHHs ANB030-203 (ANB030-203
Participant Study Guide), VIUKRO1 ykpaincekoto Moot Bixg 30 mumcromama 2023 p.;
Jlucr-3anporieHHs naiienTa Ha ydacTb y gociuipkenHi ANB030-203 (ANBO030-203 Patient Invite
Letter), VIUKROI, yxpaincekoro moBoro Bin 30 mucromama 2023 p.; Bpomrypa mocmimpkeHHs
ANBO030-203 (ANB030-203 Study Brochure), VIUKRO1, ykpaincskoro moBoto Bija 30 nmcromana
2023 p.; [Moctep mocnimxenns ANB030-203 (ANB030-203 Study Poster), VIUKRO1, ykpaiHcbkor0
MoBoto Bif 30 mucromana 2023 p.; 3MiHa Ha3BU 3asBHHUKA KIIIHIYHOTO BUIIPOOyBaHHs 3 ToBapucTBa
3 obmexeHoro BiamoBinanbHicTi0O «Mb KBect» Ha ToBapucTBO 3 0OMEXEHOIO BiIIOBITAIBHICTIO
«AJIFOCEHT VKPATHA»

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 2204 Bin 26.12.2023

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, BEpcis Ta jaTa

«PannomizoBane mojBiiiHEe ciine Mane00-KOHTPOIBOBAaHE JOCTIDKEHHS ¢a3u 2 s OLIHKH
eeKTUBHOCTI Ta OE€3MEeKH 3aCTOCYBaHHS POCHUTIMAa0y B TMAlli€HTIB i3 PEeBMATOIMHUM apTPUTOM
MOMIpHOTO # TsbKkKoro cryneHs», ANB030-203, TTonpaska 2 (Bepcist 3.0) Bin 13 Bepecus 2023 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MexkeH0I0 BinnosinansHicTio «AJJIOCEHT YKPATHA»

CrnioHcop, kpaiHa

Amnantuchio, [ak., CIIIA (AnaptysBio, Inc., USA)

B.o. Hauanpuuka ®@apmManeBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(migmc) (Bnacue im’s [IPI3BUILIE)



Honarok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITHIYHIX
BUIIPOOYBaHb JIIKapPCHKUX 3aC00IB Ta
3aTBEPUKECHHS CYTTEBUX ITOMPABOKY

21.08.2024 Ne 1469

InenTHdikamist cyTTEBOI MONPaBKU

Onosiiena Iudopmarmist ams 3H0poBOro 1oOpoBONBIS Ta iH(GOpMOBaHA 3rofa 370POBOTO
JI0OpOBOJBIA HA y4yacTh y KIIHIYHOMY JociiukenHi, Bepeis 2.0 Big 19.07.2024 p., ykpaiHCbKOIO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 1268 Bin 19.07.2024

Hasga xiiHiuHOTO BUNIPOOYBaHHH,
KOJI, Bepcis Ta jaTa

«KniniuHe 10CmipKeHHs 3 OLIHKKA 010€KBIBaJICHTHOCTI JIIKapChKUX 3ac00iB MeThopMiH, TabIETKH,
BKpHUTI IUIiBKOBOIO 000oHKOI0 10 500 mr (AT «KuiBmenmpemnapar», Ykpaina) ta ['moxodax,
TabJeTKH, BKPUTI TUTIBKOBOIO 00010HKOIO 1o 500 mMr (Mepk, CJI, Icmanisi) 3a yuyacti 370pOBHX
n00poBoIbLiB micyst npuiomy ki», ARMETS00, Bepcist: 1.0 Big 15.01.2024 p.

3asiBHUK, KpaiHa

TOB «APTEPIYM JITl», Ykpaina

Crnoncop, kpaiHa

AT «KuiBMennpenapar», Ykpaina

B.o. Hauanpuuka ®@apmaneBTHYHOIO yNIPaBJIiHHS Ouaexkcanap 'PIHEHKO

(migmuc) (Bnacue im’s [IPI3BUILIE)



