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KepiBankam cy0’ekTiB rocnogapoBaHHs,
JiKYBAJbHO-NPOQIIAKTHYHHX 3aKJIA/TIB,
sIKi 3aliMal0ThCsl peaJiizanicio
(ToprisJiero), 30epiraHHAM Ta MeIUIHUM
3aCTOCYBAaHHSAM JIIKAPCHKHUX 32c00iB
(3a ciUCKOM)

IHOBIJOMJIEHHSA

1. PAJIBCUDIKALIA

1.1. Ha migcraBi HaAXOMKEHHS MIKHAPOAHOIO IOBIJOMJIEHHS BiJ
peryastopHoro oprany Mexkcuku Ne43/2025 momo BHUSIBJIEHHS B 00iry
dpanbcndikoBaHOrO JIKAPCHLKOro 3aco0y, 3 METOKW AKTHUBHOI MNPOTHAIL
NOMIMPEHHIO JIKAPCHKUX 3aC00iB, HIISIXHM HAJXOMKEHHSI TAa YMOBH 30epiraHHs
SIKUX HEBiOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh SIKMX HEMOMKJIUBO, 3 OIJISIAY
Ha Te, [0 TAKA MPOAYKIisl € He0e3MEeYHOI Ta MOKe HEeCTH NMOTEHUIHY 3arpo3y
JKUTTIO Ta 370POB’I0 HACeJIeHHSI — 3a00pPOHSIETHCA peaJiisailisi, 30epiranisi Ta
3acTocyBaHHA panbcu]PikoBaHOrO JiKapCbKOro 3aco0y:

- Ambisome® (Amphotericin B), 50mg, po3uun s iH’ekuii, amnyaa B
KAPTOHHI KopoOui (TepMiH mpuaaTHocTi — xkoBTeHb 2025, — xoBTeHb 2026),
cepii 026821C, 3 mapkyBannsaMm BupoOHuka Jubilant HollisterStier LLC, Gilead
Sciences, INC.

/Poznopsooicenns Hepocnixcayoucou Ne571-001.1/002.0/17-25 sio 28.08.2025/.

1.2. Ha mnigcraBi HaAXOMKEHHS MIKHAPOJHOIO IOBIJOMJIEHHS Bl
peryasitopuoro oprany Mekcuku Bix 21.08.2025 Ne44/2025 moa0 BUsIBJICHHS B
00iry ¢anbcudikoBaHOro JiKapcbKOro 3acody, 3 MeTOK AKTHBHOI NPOTHAIL
NMOIIMPEHHIO JIIKAPCbKHUX 3aC00iB, IIJIIXM HAJXOJKEHHSI TA YMOBHU 30epiraHHs
SIKUX HEBiOMi, BU3HAYHUTH AKICTH TAa 0€3MEYHICTh IKMX HEMOMKJIUBO, 3 OTJISIY
Ha Te, 0 TAKA MPOAYKILisl € He0e3MEeYHOI0 Ta MOKe HEeCTH NMOTEHUIHY 3arpo3y
JKUTTI0O Ta 310POB’K0 HACeJIeHH — 3a00pPOHSIETBHCH peaJtizaiisi, 30epiraHHst Ta
3acTocyBaHHA (panbcuPikoBaHOrO JiKapCbKOro 3aco0y:

- GLYPRESSIN® 1mg (Terlipressin), po3umn masi in’ekuiii, cepii
S22876AA (ammyaa 3 nio«binisglmggpomKOM, TePpMiH TNPUIATHOCTI —
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yepBenb 2026), cepii TO1287AE (ammyna naasi po3BedeHHsl, S MJI, TepMiH
NPUIATHOCTI — civenb 2027), 3 mapkyBanHsimM BupoOHuka Ferring GmbH.
/Poznopsoocenns [epocnixcayocou Ne572-001.1/002.0/17-25 sio 28.08.2025/.

Ilpn BusIBJIeHHI 3pa3KiB BKa3aHMX JIKAPCHKHX 3aC00iB BIKUTH 3aX01H
IOA0 BWIy4YeHHs IX 3 00iry HLISIXOM 3HHMIIEHHS 200 TNOBEPHEHHH
MOCTAYAJIbLHUKY.

2. HEBAPEECTPOBAHI

2.1. Ha miacraBi HaaXOMKEHHSI MIXKHAPOJAHOIO TMOBIIOMJICHHSI Bij
peryasitopHoro oprany Mekcuku Bix 21.08.2025 Ne45/2025 moao BusiBJIeHHS B
00iry cepii B-4G-31 He3apeecTPOBAHOI0 JIIKAPCHKOI0 3aC00y, 3 METOI0 AKTUBHOI
NPOTU/Il MOMIHUPEHHIO JIKAPCHLKHUX 3aC00iB, NIISIXM HAAXOMKEHHSI Ta YMOBH
30epiraHHsi SIKMX HeBIIOMi, BH3HAYMTH HAKICTH Ta O0€3MeYHICTh SJKHX
HEMOKJIUBO, 3 OTJISIIY HA Te, [0 TAKa NMPOAYKUIA € HeOe3MeYHO Ta MOKe HeCTH
NMOTEeHIiIHHY 3arpo3y KHUTTI0O Ta 310POB’I0 HAaCeJeHHS — 3a00pPOHSETHCS
peaJizamisi, 30epiraHHf Ta 3aCTOCYBAHHSI HE3aPEECTPOBAHUX JIKAPCbKHUX
3ac00iB:

— Alacramyn® Polyvalent antivenom immunoglobulin F(ab’)2 fragments,
1,8 mg, po3umH s iH'eKwid, (IaKkoH B KapTOHHIH KopoOui (TepMiH
npuaaTHocti — 4epBenb 2026), cepii B-4G-31, 3 mMapKyBaHHAM BHPOOHUKA
Laboratorios Silanes, S.A. de C.V.

/Po3znopsooicenns Jlepocnixcayarcou Ne573-001.1/002.0/17-25 sio 28.08.2025/.

IIpu BusIBJIeHHI 3pa3KiB BKAa3aHOI0 JIKAPCHKOIr0 3ac00y B:KUTH 3aX01U
010 BHWJIYYeHHs iX 3 00iry NILIAXOM 3HHUIIEHHS 200 NOBEPHEHHS
NOCTAYAJILHUKY.

Ilpy HACTymHMX TMOCTAaBKAaX BKUTH 3aX0Ad IIOAO0 3amo0iraHHs
NPUAOAHHIO, 3aCTOCYBAaHHI0 Ta peaJi3amii JikapcbKUX 3ac00iB, HaBeJleHUX B
NMOBiIOMJICHHI.

Pe3yabTaTH ompamioBaHHA NOBiIOMJIEHHSI HAJAaTH NHCHBMOBO [0
JepxaBHOI Ciayk0M 3 JIKaAPpCHLKHUX 3aCO0IB Ta KOHTPOJIIO 32 HAPKOTHKAMHM Y
XMeabHULBbKIA o0saacTi (29016 M. XmeabHuubkuii, JIbBiBcbke moce,10/1) mxo
05.09.2025p. 3 BiANOBIIHMMH JOKYMeHTaMH. BianmoBigajbHICTh 32 BUKOHAHHS
PO3NOPSIZKeHb MOKJIAJAECTHCH HA KePIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

HeBuxkonanns posnopsaxeHns J[lepxxaBHoi ciay:k0M TsrHe 3a co0010
BIANOBIAAJIBbHICTD 3riJIHO 3 YUHHUM 3AKOHOJAABCTBOM Y KpPaiHH.

HavanbHuUK ci1y:k0n Irop MIVITHYYK

I'anna TAJIAITYYK 66-01-07



