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Pe3ome miiany ynpapiaiHHA pU3MKAMM VISl JJIKApPCbKOI0 3ac00y
OJIABAME/I® PO3YUH BIJl KALIJIIO, po3unH opaabHuii, 15 Mr/5 ma
(MHH: aMGpokcoJty TiIpoXJIopuI)
Ile pestome rnany ymnpasninas pusukamu (ITYP) mns mikapebkoro 3aco0y @JIABAMEJI® PO3UMH BIJI
KAIJTKO, po3unH opanbhumid, 15 mr/5 mu. B nbomy [TYP neransHO onmucaHi BayIMBI pU3HUKH JIIKAPCHKOTO
3aco0y, cmoci06 iX MiHiMi3alii Ta OTpUMaHHS JOJATKOBOi iH(popMalii Mpo PHU3MKH Ta HEBU3HAUEHOCTI
(BincyTHs 1HDOpMAaILis).
B xoportkiii xapakrepuctuii Jikapcbkoro 3acody (SmPC) ta B iHCTPYKIIl /UIi MEJUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3aco0y ®JIABAMEJI® PO3YMH BIJ KAIJIIO, po3unn opanbHui, 15 Mr/5 M, 3a3Ha4eHO
BOXIUBY 1H(OpMAIIO Il MEIWYHUX TMPAIIBHUKIB Ta MAI[iEHTIB MPO CIOCIO 3aCTOCYBaHHS JIKapChKOTO
3aco0y.
I. Jlikapcbkmii 3aci0 Ta MeTa 0r0 3aCTOCYBaHHA
OJIABAME/I® PO3YHMH BIJl KAIIJIIO, po3unn opanbHu, 15 Mr/5 M, cXBaJIeHHI AJ1 CEKPETOMITUYHOT
Tepamii MpU TOCTPUX 1 XPOHIYHUX OPOHXOMYJIBMOHAJBHUX 3aXBOPIOBAHHAX (IUB. IHCTpyKmito s
MEIUYHOTO 3aCTOCYBaHHS JUIsl MOBHOI iH(OpMaIii mpo mokazaHHs). Jlikapchkuii 3acid MICTUTh aMOPOKCOJ
AK 109y PEYOBUHY 1 3aCTOCOBYETHCS IEPOPAILHO SIK PO3UUH IS IEPOPATBHOTO 3aCTOCYBAHHS.
II. Pusuku, noB'si3aHi i3 3acTOCYyBaHHSIM JIIKAPCHKOro 3aco0y, Ta 3axoad 3 MiHiMizamii a0o
NOAAJIbIII XaPAKTePUCTHKH PU3HKIB
BaxnuBi pu3ukm JikapchbKoro 3aco0y pa3oM 13 3axoJaMH IMOJAO MiHIMI3aIlli TaKuX pPU3HKIB Ta
3allPpONOHOBAHUMH  JTOCTI/KEHHS, IO JIOMOMOXYTh [i3HaTHCA OUIbIleé PO PpHU3UKH, MOB’SA3aHI 3
OJIABAME/I® PO3UYNH BIJ] KAIIJIKO, po3unH opanbHU#, 15 Mr/5 M1, HaBeZieHI HUXKYE.
3axoau 3 MiHIMI3aIlii BUSBICHUX PU3UKIB JIJIS JIIKAPCHKOTO 3aC00Y BKIIOYAIOTh:
* OcobnuBy iH(pOpMAaIlito, HAMPUKIA TOMEPEHKEHHS, 3am00DKHI 3aX0/IM Ta TOPAIU MIOA0 MPAaBHIBHOTO
3aCTOCYBaHHA B IHCTPYKLIi JJI1 MEMYHOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3aC00Y / KOPOTKIN XapaKTepHCTHUII
TKapChKOTO 3ac00y apecoBaHi MaIi€eHTaM 1 METUYHUM TPAIliBHUKAM;
* BaxnuBi mopaau Ha MapKyBaHHI yIaKOBKH JIIKAPCHKOTO 3ac00y;
* Po3mip ynakoBKHM, HAmpUKIaA: KUIBKICT TaOJNETOK B YMAKOBII BHOpPaHO TaKUM YHHOM, MI00
rapaHTyBaTH, 10 JIIKK OyyTh BUKOPUCTaH1 IPABUIIHHO;
 IlIpaBoBuii cTaryc JMKapCchKOTo 3ac00y — KaTeropist BilMycKy JIIKapChbKOTro 3aco0y MaIlieHTy (HampHuKiIa,
3 ab0 63 perenTa) MOXe JOMOMOTTH MiHIMI3yBaTH HOTO PU3HKH.
L1i 3ax0/11 pa3oM CTAaHOBIISATh PYMUHHI 3aX00U 3 MIHIMI3ayii pU3UKI6.
Kpim mux 3axomis, iHdopmartis mpo moOidHi peakilii 6e3mepepBHO 30MPAETHCS Ta PETYJISIPHO aHATI3YETHCS
Ui TOro, 100 HeraHO BXHUTH HEoOXiMHMX 3axoniB. Lli 3axoam CTaHOBIATH pymuuHy OiLIbHICMb 3
¢apmarxonaensoy.
I1.A. TlepeJik BasKJIMBUX PU3NKIB Ta BiACYTHBOI iHpopmamii
Baxxnusi pusuku nikapebkoro 3acody @JIABAME]JI® PO3UYNH BIJI KALJIKO, po3uun opansuuid, 15 Mr/5
MJI, 1€ PU3UKH, L0 MOTPEOYIOTh CHEUiaJbHUX 3aXOJiB 3 YNPaBIiHHSA PHU3UKAMH 3 METOI0 MOJAJIBIIOrO
BUBYCHHS a00 MiHIMI3aIll pU3UKY, JJIsl O0E3MEYHOr0 3aCTOCYBaHHS JIKapChKOro 3acoly. BakmuBi pusnku
MOXYTbh OyTH pO3IliHEHI, AK i7leHTu(ikoBaH1 a00 MoTeHUiiHI. [neHTudikoBani pu3uku — 1e npodeMu, Al
SIKMX HasBHI JOCTATHI JIOKa3| iX 3B’A3KY 13 3aCTOCYBaHHAM Jikapcbkoro 3acody ®JIABAME/I® PO3UNH
BII KAILUTHO, po3uun opanbhuii, 15 mr/5 miu. IloTeHniiiHi pU3uKH — 1€ TPOOJIEMH, Ui SKUX 3B’SI30K 13
3aCTOCYBAaHHSAM JIAHOTO JIIKAPCHKOTO 3aC00y € MOXKJIMBUM Ha OCHOBI HasiBHUX JaHUX, OJIHAK LIeH 3B’SI30K II1e
HE € JIOBEJCHHM 1 MOTpedye momanbinoi OuiHKW. BincyTHs iHopmanis — me iHdopmaris 3 Oe3nexu
JKapChKOTO 3ac00y, sika Hapasl He BUBYCHA 1 Ky MOTPIOHO 310paTv (HampUKIaa, JOBTOTPUBAIHI MPUHOM
JKapChKOro 3aco0y).

Ilepesik BaXKJIMBUX PU3NKIB Ta BiICyTHBOI iH(opmanii

Bakiusi inentudikopani pusuku | BigcyTHi

BazkiuBi noreHuiiini pu3nkn BincytHi

BincyrHs indopmanist Bincyrhi

II.B. Pe3rome BaxJIMBUX PU3UKIB

Baxusi ineHTH(IKOBaHI pU3HKH
Biacythi
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Ba:xkniuBi noreHuiiini pusuKku
Biacythi

Bincyrus ingopmanis
BincyTas

I1.C Ilnan nicasipeecTpaniiiHOro poO3BUTKY

II.C.1 Jocaig:keHHs, IKi € yYMOBaMH OTPUMAHHS Pe€CTPANiHHOIO MOCBiTUYeHHSA

BincyTHi mocnmipkeHHs, sIKI € yMOBaMHU JJIsi OTPUMAaHHS PEECTPAIifHOrO MOCBIMYEHHS a00 crenuiyHIM
3000B’s13aHHAM Jlikapchkoro 3aco0y @JIABAME/JI® PO3UMH BIJ KALJIIO, po3uun opansHuUi, 15 Mr/5
M.

IL.C.2 Inmi mocaiaskeHHs y IUIaHI micjasipeecTpauiiiHOro po3BUTKY

Hocmimxenus ais gikapebkoro 3acody @JIABAME/I® PO3UMH BIJ KAILJIIO, po3uun opanpHuUi, 15
MI/5 MIT He TOTpPiOHi.
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