AmMOpokcoy Tinpoxmopun ITYP Bepcist 4,0 30-uepBHA-2025

Pe3rome miiany ynpapiaiHHSA pU3MKAMM VISl JJIKApPCbKOI0 3ac00y
DOJIABAME/I® TABJIETKHU BIJ KALIJIKO, Taéaerku nmo 30 mr
(MHH: aMGpokcoJty TiIpoXJIopuI)

Ile pestome tmany ynpasiinasa puszukamu (ITYP) mans mikapceekoro 3aco0y ®JIABAME® TABJIETKU
BIJ KAIIJTKO, Tabnetku o 30 mr. B ibomy [TYP netansHo omucaHi BaxIIMBI PU3HUKH JIIKAPCHKOTO 3200y,
croci® 1X MiHIMI3aIli Ta OTpUMaHHS IOAATKOBOI iH(OpMaIlii Mpo PU3WKH Ta HEBU3HAYEHOCTI (BIACYTHS
iHpopMaltis).

B kopoTkiii xapakrepuctuili Jikapcbkoro 3aco0y (SmPC) ta B iHCTPYKIIT IIsi MEAMYHOTO 3aCTOCYBAHHS
nikapcbkoro 3aco0y @JIABAME/JI® TABJIETKU BIJ] KAIIJIHO, Tabnerku mo 30 mr, 3a3Ha4€HO BaXKIUBY
iHpopMalio U1 MEIUYHUX MPALiBHUKIB Ta MAlli€HTIB PO CHOCIO 3aCTOCYBaHHS JIKapChKOT0 3ac00y.

I. Jlikapcbkuii 3acid Ta MeTa 1Oro 3aCTOCYBAHHS
OJIABAME/I® TABJIETKU BIJ] KAIIJIKO, Tabmerku mo 30 Mr, cXBaJeHUN 7151 CEKPETOIITUYHOI Tepartii
IPU TOCTPUX 1 XPOHIYHUX OPOHXOIMYJIBMOHAJIBHUX 3aXBOPIOBAaHHAX (IUB. [HCTPYKIIIO Ui MEAUYHOTO
3aCTOCYBaHHsI JiJIsl MOBHOI iH(opMallii nmpo mokazanHs). Jlikapchbkuid 3acid MICTUTh aMOPOKCOJI SIK 109y
PEUOBHHY 1 3aCTOCOBYETHCS MEPOPATHHO SK PO3UHH JIsI HEPOPATBHOTO 3aCTOCYBAHHS.

II. Pu3nkn, moB'sizaHi i3 3aCTOCYBaHHSIM JiKapcbkoro 3aco0y, Ta 3axoam 3 MiHimisanii a0o
MOJAAJIbIII XapAKTEPUCTUKH PU3HKIB

BaxmBi pu3MKHM JIKapChKOTO 3aco0y pa3oM 13 3axoJaMH MO0 MiHIMi3alil TakMX PU3UKIB Ta
3aMpONOHOBAaHUMHU  JIOCTIKEHHS, IO JIOMOMOXKYTh JI3HATHCS OLIbIIE MpPO PHU3UKH, TIOB’S3aHl 3
OJIABAME/I® TABJIETKHU BIJI KAIIIJTIO, Tabnerku mo 30 mMr, HaBeIeHI HUXKYE.
3axonu 3 MiHIMi3aIlii BUSBICHUX PU3UKIB JIJIS JIIKAPCHKOTO 3aC00Y BKIIOYAIOTh:
* OcobmuBy 1H(MOpMaIlito, HAMPUKIA TOMEPEHKEHHS, 3am00DKHI 3aX0/IM Ta TOPaIU MIOA0 MPABHIBHOTO
3aCTOCYBaHHA B IHCTPYKLIi A1 MEJMYHOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3aC00Y / KOPOTKIN XapaKTepHCTHUIIL
JIKapChKOTO 3ac00y apecoBaHi MaIi€eHTaM 1 MeTUIYHUM TpaIliBHUKAM;
* BaxnmBi nopaau Ha MapKyBaHHI YIIaKOBKH JIIKAPCHKOTO 3ac00y;
* Po3mip ymakoBkW, HampuKIaA: KUIbKICTh TaOJETOK B YIAKOBIIl BHOpaHO TaKUM YHWHOM, 100
rapaHTyBaTH, 110 JIiKKA OyAyTh BUKOPHCTaHI IPABHIBHO;
» IlpaBoBuii cTaTyc JIKapchKOTro 3aco0y — KaTeropist BiAMYCKY JIIKapChKOT0 3aco0y MamieHTy (HampuKia,
3 abo 0e3 perienTa) MOXe JOTOMOI'TH MiHIMI3yBaTH HOTr0 pU3HKH.
i 3ax0u pa3oM CTaHOBIIATH PYMUHHI 3aX00U 3 MIHIMI3ayii pu3uUKia.
Kpim nux 3axonis, iHdopmaris npo moOiuHi peakuii 6e3mepepBHO 30MPAETHCS Ta PETYISPHO aHATI3Y€EThCS
JUIsL TOTO, 100 HETraHO BXXHUTH HEOOXiMHUX 3axoiiB. LI 3axomm CTaHOBIATH PYMUHHY OiSIbHICMb 3
gapmaronaznaoy.
ILA. Ilepesik Ba:kIMBHUX PU3HKIB Ta BIACYTHBHOI iH(popmamii
Baxuusi pusuku sgikapeskoro 3acody ®JIABAME/I® TABJIETKU BIJ KAIIIO, tabnetku no 30 mr, 1e
PH3HKH, IO MOTPEOYIOTh CHEIiaJbHUX 3aXOJiB 3 YNPABIIHHS PU3WKAMH 3 METOIO IMOJAJBIIOTO BUBUYCHHS
a0o MiHiMi3alil pU3MKYy, A OE3MEeYHOro 3aCTOCYBaHHA JIKapchKoro 3aco0y. BakimBi pu3MKM MOXYTb
OyTH po3IliHeHi, K ineHTu(dikoBaHi a00 MoTeHIilHI. [neHTrdIKOBaHI pU3UKH — II€ MPOOJIEMH, IS SKUX
HasBHI JOCTaTHI JOKa3M iX 3B’S3KY 13 3acToCyBaHHAM Jikapcbkoro 3acody ®JIABAME/I® TABJIETKU
BIJI KAIUIKO, Tta6merku mo 30 wmr. IloTeHmidiHi pu3uku — 11 TpoOieMH, s SKUX 3B’S30K 13
3aCTOCYBAaHHSIM JIAHOTO JIIKAPCHKOTO 3aC00y € MOKIIMBUM Ha OCHOBI HAassBHHUX JaHUX, OJIHAK IIeH 3B’SI30K IIE
HE € JOBeIeHHMM 1 moTpeOye momaybiioi OIiHKU. BiacyTHs iHdopmariis — me iHbopmariis 3 Oe3mexu
JKapchKOro 3aco0y, sika Hapasi He BUBYEHA 1 Ky MOTPiOHO 310paTH (HANpHKIAJ, JOBIOTPUBAIMNA MpUHOM
JIIKapChKOTO 3aCc00Y).

[lepenik BasKJIMBHX PU3MKIB Ta BiACyTHBOI iHpopMamii

Baxusi inentudikosani pusukn | Bigcyrni

Baxxnusi noreHuiiiHi pusuxu Biacythi

Bincyrus indopmanis BincytHi
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II.B. Pe3roMe BaxJMBUX PU3UKIB

BaxiuBi ineHTudikoBaHi pu3NKH
BincyTni

Ba:xkniuBi noreHuiiini pusuKku
Biacythi

Bincyrus ingopmanis
BincyTas

I1.C I1lnan nicasipeecTpaniiiHOro pO3BUTKY

II.C.1 Jocaig:keHHs, IKi € yYMOBaMH OTPUMAHHS Pe€CTPALiHOIO NMOCBiTYeHHSA

BincyTHi mocnmipkeHHs, sIKI € yMOBaMHU JJIsi OTPUMAaHHS PEECTPAIifHOr0 MOCBiMYEHHS a00 crenuiyHIM
3000B’s13aHHAM JTiKapchkoro 3aco0y ®JIABAME/I® TABJIETKU BIJ| KAIJIKO, tabnerku o 30 mr.

I1.C.2 Inmi qocainzkeHHs1 y IJIaHi MicasApPeecTPaliiiHOr0 PpO3BUTKY

Hocnimkenns ais gikapebkoro 3acody ®JIABAMEJI® TABJIETKU BIJI KAITIO, tabnerku mo 30 Mr He
MOTPiOHi.
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