PE3IOME IIVIAHY YIIPABJIIHHS PU3UKAMMUA
A JIHKAPCBKOI'O 3ACOBY
AHT'THET® JIbOJSAHUKH 31 CMAKOM M'SATU,
JbOJASIHUKHU 1O 8,75 Mr

(Daypbinpoden)

Ile pestome 1utany ympasininHs pusukamu  (IIYP) s mikapeskoro 3aco0y AHI'THET®
JIBOJAHUKN 31 CMAKOM M’SATH. TIYP neranbHO OMMCye BaXXHMBI PU3UKH, IIOB’s3aHI 13
3actocyBaHHAM Jikapcbkoro 3aco0y AHI'THET® JIBOJAHUKU 31 CMAKOM M’STH, cnocobu
MiHIMI3aIil IIUX PU3HKIB Ta NUISIXH OTPUMAHHS OB I€TalbHOI iIH(QOpMaITii Mpo pU3UKHU 1 He3 sICOBaH1
nuTaHHs (BiacyTHA iHpopMaris) mono Jikapeskoro 3acody AHITHET® JIBOASAHUWKU 31
CMAKOM M’ATH.

Kopotka xapakrepuctuka (SmPC) ta IHCTpyKIlis A MEIUYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y
AHTLHET® JIbOJAHUKN 31 CMAKOM M’ATU Mictarh BaxJMBYy iHGOPMAIIIO I MEAUIHHUX
MpaIiBHUKIB 1 MAIi€EHTIB TPO 3acTocyBaHHs Jikapchkoro 3acodby AHI'TLHET® JIBOAAHUKU 31
CMAKOM M’ATH.

|. Indpopmanis mpo JikapcbKuii 3aci0 Ta MOKA3aHHA 1JIs1 HOT0 32CTOCYBaHHS
KopoTkouyacHe cuMnTOMaTU4yHe MOJIETIIEHHS TOCTPOro 000 B TOPIIl y TOPOCIHX Ta JiTel crapuie 12
POKIB.

. M3UKH, OB ’sA3aHi 3 Ji LKHM M, Ta JiILHICTH, CIPIMOBaHA HAa MiHiMizami
1] Pu3uku, nop’sa3ani 3 JikapcbKHM 3ac000M, Ta CTh, C 0OBaHA Ha 3aniio
PHM3HKIB 200 OTPpMMaHHsA OLIBII JeTAJbLHOI iHpopManii Npo HUX

Hwxue BUKIIaZieHI OCHOBHI PU3UKH, MOB’sI3aHi 13 3acTOCYBaHHIM Jikapcbkoro 3acody AHI'THET®
JIBOJAHUKN 31 CMAKOM M’ATHU, a Takox 3axoad, CIOPSMOBaHI Ha MiHIMIZaIil0 1 OUTbII
JeTalbHE BUBUCHHS PHU3MKIB, TOB’SI3aHUX 13 3aCTOCyBaHHAM Jikapchkoro 3acody AHITHET®
JIbOSIHUKHA 31 CMAKOM M’ATHU.

3axomamMu 3 MiHIMI3aMii i1eHTH(IKOBAHUX PU3HUKIB, MOB’SI3aHUX 13 JIKAPCHKUMHU 3ac00aMHU, MOXKYTh
OoyTu:

e KonkperHa iHdopmarlisi, Taka K MONEPEHKEHHs, 3alM00KHI 3aX0AM Ta peKOMEHJamii 1mo/0
MPaBUILHOTO BUKOPUCTAHHS, IO MICTUTBCA y KOPOTKIM XapaKTePUCTUI/THCTPYKINT st
MEIUYHOTO 3aCTOCYBaHHS, TPU3HAYEHUX JIJIs TIAIlIEHTIB 1 MEIMYHUX TIPAIlIBHUKIB;

e BaxuuBi peKOMEeHAIli1 Ha YIIaKOBIIi JIIKAPCHKOTO 3ac00y;

e Jlo3BOJIEHHI PO3MIp YIAKOBKH — KUTBKICTh JIIKAPCHKOTO 3aCO0y B YHAKOBIII MiAOUPAETHCS TaK,
1100 3a0€31meYnTH Horo MpaBUIIbHE BUKOPUCTAHHS,

e  VYMOBH MpOAaXy JIIKapChKOT0 3acC00y — CIOCIO, Y KU JTIKapChKUi 3aci0 BUIAETHCS MAIIEHTY
(HampwuKkam, 3a perentom abo 0e3 perenTa), MOXKe IOMTOMOTTH 3BECTH JI0 MIHIMyMY, TTOB’s13aH1
13 JIIKApCHKUM 3aCO00M, PHU3HUKH.

VY CyKymHOCTI 11 3aX0/11 SIBIITFOTH COO0I0 pymuHHi 3ax00u 3 MiHIMI3ayii pu3uKie.



JlogaTKoBO A0 BKa3aHHUX 3aX0JliB MPOBOAMTHCS Oe3nepepBHMIA 30ip Ta peryysspHui aHami3 iHdopmarii
mpo moOIYHI peakilii, 3 METOI 3aCTOCYBaHHS HEBIIKJIATHUX 3aXOAIB y pasi morpedu. Taki 3axomau
HA3UBAIOTBCS PYMUHHOIO OIANbHICIIO 3 hapmaKkonanaody.

I1.A TepeJiik BakJMBUX PU3HUKIB I BiACYTHBOI iH(popmanii
He 3acrocoByeTbes.

11.B Pe3ioMe Ba:kIMBUX PU3UKIB

Pe3rome npodJiem 0e3nexu

Baxuusi iieHTH(IKOBaH]I pU3UKU Bincythi
BaxiiiBi MOTEHIIMHI pU3UKH Biacythi
BincyTtHs iHpopmaris Bincythi

I1.C Ilinan micasipeecTpaniiiHol po3po0Kku

II.C.1 Jocaig:keHHs, IKi € yMOBaMH OTPUMAHHS PeECTPALiHOIO MOCBiTYeHHSA
Hemae pocmikeHb, IO € yYMOBaMH OTPHMAaHHSI PEECTPAIHOTO MOCBiAUEHHS a00 KOHKPETHUMHU
3000B’s13aHHAMU 14 Jikapcbkoro 3aco0y AHI'TL.HET® JIbOJJAHUKN 31 CMAKOM M’ATH.

I1.C.2 i gociaigskeHHs B paMKax IJIaHY MicJasipeecTpaniiiHoi po3pooKu
Jst mikapebkoro 3aco0y AHI'LHET® JIBOJAHUKU 31 CMAKOM M’STH, nocmimxeHHS He
BUMAararOThbCA.



