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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. BABOPOHAECTHCA

1.1. Ha migcraBi HaaxomkeHnHs iHopmanii Bix TOB «Acrpa3eneka
Ykpaina» (siuer Big 23.03.2026 Nel153-26) 11010 BusiBJIeHHS B 00iry Ha TepuTOpil
Ykpainu cepii VKRD JikapcbKkoro 3aco0y 3 MapKyBaHHAIM TYpPeLbKOI MOBOIO,
BUI'OTOBJICHOI AJs1 puHKY Typeyuumnu (Tepmin mnpuaatHocti 08-2028), mro
0QiuiiiHO He BBO3MJIACH HA TEPUTOPII0 YKpPaiHH, 3 METO AKTHBHOI NPOTHIIl
NOMIMPEHHIO JIKAPCHKUX 3aC00iB, NIISIXH HAJXOMKEHHSI Ta YMOBH 30epiraHHs
SIKUX HEBiJIOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh IKMX HEMOMKJIUBO, 3 OIJISIAY
Ha Te, 0 TAKA MPOAYKIisl € He0e3MeYHOI0 Ta MOKe HEeCTH NMOTEHUIHY 3arpo3y
JKHUTTI0O Ta 310POB’K0 HAcCeJIeHH — 3a00pPOHSIETHCH peaJtizaiisi, 30epiranHst Ta
3aCTOCYBAHHS JIIKAPCHKOI0 32c00Y:

- Brilinta 90mg, cepii VKRD, Bupoonunrsa Acrpa3enexka Ab, llIBewis,
3 MAPKYBAaHHSAIM TYPelbKOI MOBOK, BUTOTOBJICHOI AJisi pUHKY TypeyunHu, mo
0QiliifHO He BBO3MJIACH HA TEPUTOPIK0 YKpaiHH.

/Poznopsooicenns Hepowcnixcayncou Nel61-001.2/002.0/17-26 6io 26.03.2026/.

1.2. Ha mincrasi Hagxom:kenHs ingopmaunii Bix Ilpeacrasanursa «/leabra
Menikesa npomoymn3 AI'» (siucr Big 27.03.2026 Ne06 - 416) mo10 BusiBJICHHSI B
00iry Ha TepuTopili Ykpainu cepii 1196019 jikapcbkoro 3acody (TepmiH
npuaatHocti 12.2027), mo o@iniiiHo He BBO3WIACh HA TEPUTOPi0 YKpaiHu, 3
METOI0) AKTHBHOI MNPOTH/iII NOIMPEHHI0 JIKAPCHKUX 3ac00iB, NUIAXH
HAJXO/JKEHHSI Ta YMOBM 30epiraHHsi SIKHX HEBiJOMi, BH3HAYHUTH AIKICTH TAa
0e3MeYHICTh SAKHUX HEMOXKJIMBO, 3 OIVISy HA Te, HI0 TAaKa NPOAYKIiSA €
He0e3MeYHO Ta MOKe HeCTH NOTEHIlIiiHYy 3arpo3dy SKUTTI0O Ta 3710pPOB’I0
HaceJleHHsI — 3a00pOHfA€TbCH peadidanisi, 30epiraHHss Ta 3aCTOCYBaHHA
JIKaApChKOro 3ac00y:

el JlepykaBHa CITy»k0a 3 JTiKapChKHX 3ac06iB Ta KOHTPOIIIO 32
~} HapkoTHKaMH Y XMeJIbHUIIBKiH 06acTi
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- XGEVA® 120mg (Denosumab), 1 ¢akoH y kapToHHiii kopooui, cepii
1196019, BupoonunTBa Ammken €spona b.B., Hinepaanau, 3 MapKyBaHHAM
TypelbKOK MOBOIO, 0 0(iliiiHO He BBO3WIACH HA TepuTopio Ykpainu (¢porto
JA0AA€ETHCA).
/Poznopsooicenns Hepowcnixcayncou Nel63-001.2/002.0/17-26 6io 27.03.2026/.

Ilpn BusiBJIeHHI 3pa3KiB BKa3aHUX JIKAPCHKHUX 3aC00iB BXKHUTH 3aX01H
100 BUWJIYyYeHHS iX 3 00iry LLISXOM NOBEPHEHHS MOCTAYAJIbHUKY/BUPOOHHUKY
a00 3HUIIIEHHSI.

1.3. Ha migcraBi HaAXOMKEHHS MIKHAPOJHOIO IOBIJOMJIEHHS BiJ
peryasitopuoro oprany Ipaangii NelE/1/2026/01 mono Biakiaumky 3 00iry
HeSIKICHMX JIiIKapcbKuX 3ac00iB, BupoOHunTea Ixul Xeickea Ipaanaia Jimiten
(GE Healthcare Ireland Limited), Ipaanais, y 3B’513Ky 3 BUSIBJICHHSM JPiOHUX
YACTMHOK HA BHYTPINIHIX MOBEPXHSAX MOJINMPOMiJIEHOBUX (PJIAKOHIB, 3 METOI0
AKTHBHOI MPOTH/Il MOIIMPEHHIO JIKAPCHKHUX 3aCc00iB, 3 OIVISIy HA Te, M0 TaKa
NPOAYKIlIA € He0e3MeYHO Ta MOKe HEeCTH 3arpo3y SKUTTI0 Ta 310pPOB 10
HaceJleHHsI — 3a00pOHfA€TbCA peanidanisi, 30epiraHHss Ta 3aCTOCYBaHHA
JiKapchbKHX 32c00iB (mepeik cepiii, 3a3navyennii y lonatky 1):

- OMHIITAK (OMNIPAQUE (Iohexol) 300mg), po3umn ajas iH'ekiii,
300mr itogy/mu; mo 100mu y duiakoni; mo 10 ¢guiakoniB y kapToHHiili kopoOui,
pupoOHnuTBa J:kul Xesackea Ipaannpia Jlimiten (GE Healthcare Ireland
Limited), Ipsianais, peecrpauniiine nocsinuenns NeUA/2688/01/03);

— OMHIITAK (OMNIPAQUE (Iohexol) 350mg), po3uuH amas iH'ekuii,
350mr ioxpy/mi; mo 100ma y ¢aiakoni; mo 10 ¢guiakoHiB y KapTOHHIM KopooOui,
pupoOHuuTBa JIxul Xesackea Ipaanpis Jlimiten (GE Healthcare Ireland
Limited), Ipaanais (peecrpaniiine nociguenns NeUA/2688/01/04);

— BIBUITAK (VISIPAQUE (Iodixanol) 320mg), po3umH st iH’€Kuii,
320mr ioxy/mur; mo 100ma, y ¢guakoni; nmo 10 ¢guiakoHiB y kapToHHIl KopooOi,
pupoOHuuTBa JIxul Xesckea Ipaangis Jlimiten (GE Healthcare Ireland
Limited), Ipaanais (peecTpaniiine nociguenns NeUA/4254/01/02);

— ACCUPAQUE (Iohexol) 300mg, po3umn aas in’exkuiii, mo 100ma y
¢paraxoni Nel0, Bupoonunrsa Ixxul Xenckea Ipnanagis Jlimiten (GE Healthcare
Ireland Limited), Ipniangis;

— ACCUPAQUE (Iohexol) 350mg, po3umH auas iH’ekuiii, mo 100mu y
¢aaxoni Nel0, supoonuursa Ixul Xesckea Ipaanaia Jlimiten (GE Healthcare
Ireland Limited), Ipianais.

/Po3znopsooicenns Jlepocnixcayarcou Nel62-001.2/002.0/17-26 sio 27.03.2026/.

IIpn BUsIBJIeHHI 3pa3KiB BKAa3aHMX JIKAPCHLKHUX 3aC00iB BXKUTH 3aX01U
010 BHJIYYeHHsl iX 3 00Iry HLISIXOM TOBEPHEHHS NOCTAYAJbHUKY 200

SHUIIICHHA.
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2. TUMYACOBO 3ABOPOHACTHCAH

2.1. Ha miacraBi HaaxoaKeHHsI TepMiHOBHUX NoBigomieHb Bix 25.03.2026
NeNe189.01.2/03.0/06.11-26, 190.01.2/03.0/06.11-26, 191.01.2/03.0/06.11-26,
193.01.2/03.0/06.11-26, 194.01.2/03.0/06.11-26, 195.01.2/03.0/06.11-26,
196.01.2/03.0/06.11-26, 197.01.2/03.0/06.11-26, 198.01.2/03.0/06.11-26 Ta
HEraTUBHMX BHUCHOBKIB IPO SIKICTL BBE3€HOI0 B YKpaiHy JIKapCcbKOro 3acody
Bix 23.03.2026 NeNe790/26/10, 789/26/10, 791/26/10, 795/26/10, 797/26/10,
793/26/10, 794/26/10, 792/26/10, 796/26/10 [dep:kaBHOI ciayx0M 3 JIKapCbKHX
3ac00iB Ta KOHTpPOJK 3a HapkoTukamu Yy KwuiBcbkiid o0Jacti 1moao
HEBIANMOBIAHOCTI BHMOraM MeTOAIB KOHTPOJII0O SKOCTI 32 IOKA3HHUKOM
«MapkyBaHHs»» (Ha3Ba JiKapcbkoro 3aco0y mpudrom bpaiisi HaHeceHa 3
noMuiakow) s cepiii ' E254585, E254584, E254586, E25459S5, E254597,
E254588, E254594, E254587, E254596 aikapcbkoro 3aco0y — THM4YacoBO
3a00pOHSIETHLCA peaJtizanisa Ta 3aCTOCYBAHHS JIKAPCHKOIo 3ac00y:

- JTABHUH, Ta0JjieTku, BKPUTiI ILUIIBKOBOK 000JIOHKOI, M0 Smr; mo 10
TabJeTok y OJjicrepi, mo 3 Ogicrepm B KapTOHHIiil KopoOui, cepiii E254585,
E254584, E254586, E254595, E254597, E254588, E254594, E254587, E254596,
pupooHunTBa I'erepo Jla6c Jlimiten, Ingis (peecrpamiiiHe mnocBiguYeHHsI
NeUA/17410/01/01).

/Poznopsoicenns [epocnixcayxcou Nel60-001.2/002.0/17-26 6io 26.03.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOI0 JIKApPCbKOIo 3ac00y B/KHUTH 3aX0IH
1[0/10 BUJIYYEeHHS IX 3 00iry LUIsIXOM MOMIILIEHHSI B KADAHTHH.

Ilpu HacCTymHHMX TOCTABKAX BXUTH 3aX0Ad HIOAO0 3ano0iraHHs
NnpuI0aHHI0, 3aCTOCYBAHHI0O Ta peaJizanii JikapcbKHUX 3ac00iB, HaBeJIeHUX B
MOBiTOMJICHHI.

Pe3yabTaTH ONpaunioOBaHHST TOBIJOMJIEHHST HAaAATH MNHCBMOBO /10
Jep:xaBHOI cay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJII 32 HAPKOTHKAMH Y
XMeabHULBbKIH o0aacTti (29016 M. XMmeabHuubkuii, JIbBiBchbke mioce,10/1) go
06.04.2026p. 3 BinmoBiAHMMHM JOKYMeHTaMH. BiamoBigajbHicTh 3a BUKOHAHHS
PO3NOPA/IKEeHb MOKJIAJAETHCA HA KEPIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

HeBuxkonanns posnopsikeHns /[lepaxaBHol ciay:k0M TsrHe 3a co0010
BIANOBIAAJBbHICTD 3ri/IHO 3 YUHHUM 3AKOHOJAABCTBOM Y KPaiHH.

HavanbHuKk ciry:R0n Irop MIVITHYYK

I'anna TAJIAITYYK 66-01-07
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