JIEPXKABHA CJTIYKBA YKPAIHU 3 JIIKAPCHKUX 3ACOBIB
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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. PAJIBCHUDIKALIA

1.1. Ha migncraBi HaAXOM:KeHHSI MiKHAPOJAHOI0 TNOBIIOMJIEHHSI BiJ
peryasitTopHoro oprany Mekcuku Nel13/2026 mono BusiBjieHHs: cepiii PS6KX44,
PS6LP14, PS61.LA48, NS6KA87, NZF5M68, NZF6W04, NZF6W03, NZF5T46,
NZF5T47, NZF6W29, NZF5N9S ¢anbcudikoBaHoro Jikapcbkoro 3acoody, 3
METOK) AKTHBHOI MNPOTHAII NOIIMPEHHI0 JIKApCbKUX 3ac00iB, HLISAXH
HAJAXOIKEHHSI Ta YMOBM 30epiraHHsi fIKMX HEBilOMi, BH3HAYUTH HAKICTh Ta
0e3MeYHiCTh SIKHUX HEMOMXJIHBO, 3 OIVISIIy HAa Te, 10 TakKa MNPOAYKUIIA €
He0e3MeYHO Ta MOXKe€ HeCTH 3arpo3y KHMTTI0 Ta 310POB I0 HACEJEHHS —
3a00pOHAETBCHA peaJizallisi, 30epiraHHs Ta 3acTOCyBaHHA (aJbCU(PIKOBAHOTO
JIKaApCHKOro 3ac00y:

- VICTOZA® (Liraglutide), po3umn mas iH'ekuiii, y mnonepeIHbo
HanoBHeHil mmpuu-py4ni, cepiii PS6KX44, PS6L.P14, PS61.LA48, NS6KAS87,
NZF5M68, NZF6 W04, NZF6 W03, NZF5T46, NZF5T47, NZF6W29, NZF5N9S 3
MapKyBaHHsIM BUpoOHuKa Novo Nordisk A/S.

/Po3znopsoacenns Jlepocnixcayacou Nel11-001.3/002.0/17-26 gio 27.02.2026/.

IIpn BusiBIeHHI 3pa3KiB BKa3aHOIO JIKapCbKOro 3aco0y BKMTH 3aX01H
010 BHWJIYYeHHs IX 3 00iry NILIAXOM 3HHUIIEHHS 200 NOBEPHEHHS
NOCTAYAJIbHUKY/BUPOOHHUKY.

2. 3ABOPOHACTHCA

2.1. Ha nmigcraBi HaaXOAKeHHST  MDKHAPOJAHOIO  TOBiIOMJIEHHA
Big peryiasitopHoro oprany Ilentveanii NePT/1/2026/03/01 wmogo Biak/iuky
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3 00iry cepiit 295610A, 341780A snikapcbkoro 3aco0y, mo oginiiiHo He BBO3UBCS
HA TEPUTOPiI0 YKPAiHHU, y 3B’A3KY 3 BUSIBJICHHAM BUAMMHUX YACTOK y (pJ1akoHi, 3
METOI0 AKTHUBHOI MPOTH/il MOIIMPEHHIO JIKAPCHKHUX 3aC00iB, 3 OIJISIAY HA Te, 10
TaKa NMPOAYKUIA € HeOe3MeYHOI0 Ta MOKe HECTH 3arpo3y KHUTTI0O Ta 30POB 10
HaceJleHHsI — 3a00pOHA€TbCA peani3anisi, 30epiraHHss Ta 3aCTOCYBaHHA
JIKapChKOro 3aco0y:

- LERGONIX (Bilastine) 6mg/ml, kpanii o4ni, po3uun Smi y ¢uiakoni,
cepiii 295610A, 341780A, Bupoonnurea FAMAR HEALTH CARE SERVICES
MADRID S.A.U., Icnanisi, mo odiniiiHo He BBO3UBCS HA TEPUTOPiI0 YKpaiHU.

/Po3znopsocenns Jlepocnixenyarcou Nel 14-001.3/002.0/17-26 gio 02.03.2026/.

2.2. Ha nmiacraBi HaAXOMXKEHHS MIKHAPOAHUX MOBIAOMJIEHb Bil
peryasaTopHoro oprany Icmamii NeNeES/I11/2025/06/01, ES/11/2026/01/01 momo
BiAKIMKY 3 00iry cepi 322950C, 323560A, 331400A, 331410A, 332070A,
332080A, 332440C, 284720A, 284720B, 286360A, 286370A, 286400A, 2956108,
312530A, 312540A, 313190A, 322210A, 322320A, 342600B, 342601B, 342910A
JIKApCHhKOro 3aco0y, mo odgimiiiHO He BBO3UBCA HAa TEPUTOPiK YKpaiHu, y
3B’AI3KY 3 BUSIBJICHHSIM BHAHUMHX YACTOK y (PJIaKOHI, 3 METOK aKTHBHOI NPOTHIl
NOIIUPEHHI0 JIKAPChbKUX 3ac00iB, 3 OrJsAAy Ha Te, 0 TAKA MNPOAYKULIA €
He0e3MeYHO Ta MOXKe HeCTH 3arpo3y KHMTTI0 Ta 310POB 0 HACEJEHHS —
3a00pOHAETHCA peaJiizanis, 30epiraHHs Ta 3aCTOCYBAHHS JIKAPCHKOI0 3ac00Yy:

- BILAXTEN (BILASTINE) 6mg/ml, kpamiai o4Hi, po3umH Smia y
¢poraxoni, cepiii 322950C, 323560A, 331400A, 331410A, 332070A, 332080A,
332440C 284720A, 284720B, 286360A, 286370A, 286400A, 295610B, 312530A,
312540A, 313190A, 322210A, 322320A, 342600B, 342601B, 342910A,
BupoOHunTBa FAMAR HEALTH CARE SERVICES MADRID S.A.U., Icnanis,
10 oiuiiiHO He BBO3UBCS HA TEPUTOPiI0 YKpaiHH.

/Posznopsioacenns Jlepocnixcayarcou Nel12-001.3/002.0/17-26 sio 02.03.2026/.

Ilpn BusIBJIeHHI 3pa3KiB BKAa3aHUX JIKAPCHKHUX 3aC00iB BXKUTH 3aX01H
010 BHJYYEHHs iX 3 00iry HLISIXOM TOBEPHEHHS TOCTAYAJbLHHUKY 200

SHUIIICHHA.

YBAT'A!

1. [epxiikciay:k0a BHOCHMTHL YTOYHEHHS |y 4YeTBepTHid  a0d3an
posnopsizkenas:  Bix  12.06.2025  Ne375-001.1/002.0/17-25 (IloBizomJieHHs1
JepxaBHOI cayx0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJII 32 HAPKOTHKAMH Y
XmeabHuUbKiA ob0aacti Nel124-01.1/02/05.23-25 Bin 13.06.2025), npo 3a00poHy
peadnizauii, 30epiraHHs Ta 3aCTOCYBAHHS I'OTOBHX JIIKAPCHLKHUX 3aC00iB, 1110 0yJIH
BHUIOTOBJICHI 3 BHKOPHCTAHHAM AKTHBHHMX (papMaleBTUYHHMX iHIPeXi€HTIB
(Cefixime), MOPOIIOK (cyocTanuis), BUPOOHHUIITBA «HEKTAP
JAVM®CAEHCEC JIIMITEI», Innis, a came:
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3aMicTh «Y pa3i BUSIBJCHHS 3a3HAYEHHMX Cepill mpenapary, BKMTH 3aX0AH
010 BWJIYYEHHsI iX 3 00iry HIIJISIXOM NOMIllleHHS B KAPAHTHH, MPO IO
NMOBIiIOMUTH  TepuTOpiaJibHUIL  opran  JlepaIaikcay:;kOm 3a  micuem
PO3TalllyBaAHHS

clIig yuTaTu «Y pa3i BUSABJICHHSI 3a3HAYEHHUX cepiil mpemapary, B:KUTH
3aX0Au IIOAO0 BHJIYYEHHSI iX 3 00Iry HUISIXOM 3HHUINEHHS a00 TMOBEPHEHHS
NMOCTAYAJIbHUKY/BUPOOHMKY, NP0 10 MOBIJOMUTH TEPUTOPIaJIbHUH OpPraH
Jepsiikciay:k0M 3a MicleM po3TalryBaHH.

IIpy HACTymHMX MOCTABKAX BKUTH 3aX0Ad I1HOAO0 3amo0iraHHs
npuI0aHHI0, 3aCTOCYBAHHIO Ta peaJizauii JikKapcbKHUX 3ac00iB, HaBelIeHUX B
MOBIJIOMJIEHHI.

Pe3yabTraTtH ompaunioBaHHA NOBIJOMJICHHSI HAJAaTH INHCbBMOBO [0
JdepkaBHOI Ccayk0u 3 JIKAPCHKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH Y
XmeabHuUbKin o0gacti (29016 m. XmeabHuubkni, JIbBiBcbke moce,10/1) xo
11.03.2026p. 3 BigxmoBiZHHUMH JOKYMeHTaAaMH. BigmoBigajdbHicTh 32 BHKOHAHHSA
PO3NOPSA/IKeHb MOKJIAJAETHCA HA KEPIBHUKIB Cy0’€KTIB rocnoaproBaHHs.

HeBukonanns posnopsaxeHnsa J[lepxaBHoi ciay:kO0Mm TsArHe 3a co0010
BiAMOBIAQJBHICTH 3riJIHO 3 YUHHUM 3aKOHOJAABCTBOM YKpaiHM.

HavajabHuK ciry:RO0N Irop MIVITHYYK

I'anna TAJIAITYYK 66-01-07



