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Textinn i pessu skjali fyrir lyfjaupplysingar er Gtdrattur ar skjali sem nefnist “PRAC radleggingar vegna
raesimerkja (PRAC recommendations on signals)” en i pvi skjali er heildartexti med radleggingum PRAC
um uppfeerslu a lyfjaupplysingum asamt almennum leidbeiningum um hvernig skuli afgreida raesimerki.
Skjalid er haegt ad nalgast hér (adeins a ensku).

Nyr texti sem baeta a vid lyfjaupplysingar er undirstrikadur. Texti sem a ad eyda er yfirstrikadur.

1. Bisfosfonot (alendronic acid; alendronic acid,
colecalciferol; clodronic acid; etidronic acid; ibandronic;
neridronic acid; pamidronic acid; risedronic acid; tiludronic
acid; zoledronic acid) — beindrep i hlust? (EPITT nr. 18256)

Samantekt & eiginleikum lyfs
Kafli 4.4

Skyrt hefur verid fra beindrepi i hlust? vid notkun bisfosfénata, einkum i tengslum vid langtima
medferd. Hugsanlegir dheettupeettir fyrir beindrepi i hlust? eru medal annars notkun stera og
krabbameinslyfjamedferd og/eda stadbundnir dhasettupaettir svo sem syking eda averki. Hafa skal i

huga hugsanlegt beindrep? i hlust? hja sjuklingum sem nota bisfosfonot og fa einkenni fra eyra p.m.t.

langvinnar sykingar i eyra.

Kafli 4.8

Koma orsjaldan fyrir: Beindrep i hlust? (aukaverkanir tengdar lyfjaflokki bisfosfénata).

! Please see footnotes for corrections implemented on 14 December 2016.

2 Lytra eyra“ was replaced by ,hlust* (proper Icelandic term) on 14 December 2016.
3 Typo corrected on 14 December 2016.
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Fylgisedill
Kafli 4, Hugsanlegar aukaverkanir

Koma drsjaldan fyrir

e Hafdu samband vid leekninn ef pu feerd verk i eyra, Gtferd Ur eyra og/eda sykingu i eyra. betta
geeti verid merki um beinskemmd i eyranu.

2. Leflunomide — Pulmonary hypertension (EPITT no 18221)

Samantekt & eiginleikum lyfs

Kafli 4.4 — Sérstok varnadarord og varudarreglur vid notkun

Ondunarfaeri

Skyrt hefur verid fra millivefslungnasjukdémi sem og mjog sjaldgeefum tilvikum um lungnahaprysting
medan & medferd med leflindmidi stendur (sja kafla 4.8). Hja sjuklingum med ségu um
millivefslungnasjukdém er aukin haetta & ad pessir sjukdémargsinr komi fram.
Millivefslungnasjukdémur, sem getur komid skyndilega fram medan & medéferd stendur, er hugsanlega
lifshaettulegur. Astaeda getur verid til ad hsetta medferd og rannsaka sjukling nanar eftir pvi sem vid &,
ef einkenni fra lungum eins og hdésti og andnaud koma fram.

Kafli 4.8 - Aukaverkanir

Ondunarfaeri, brjosthol og midmaeti

[...]

Tioni ekki pekkt: Lungnahaprystingur

Fylgisedill

Kafli 4, Hugsanlegar aukaverkanir
Lattu leekninn vita strax ef pu feero:
[---]

hdésta eda 6ndunarerfidleika, par sem pad getur verid visbending um lungnabélgukvilla
(millivefslungnasjukdém_eda lungnahaprysting).

[...]

Adrar aukaverkanir svo sem nyrnabilun, laeekkud pvagsyrupéttni i blédi, lungnahaprystingur, 6frjésemi
karlmanna [...]geta einnig komid fram en tidni pessara aukaverkana er ekki pekkt
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3. Thioctic acid — Insulin autoimmune syndrome (EPITT no
18406)

"No product with an Icelandic marketing authorisation falls under this PRAC recommendation.
Therefore the text has not been translated into Icelandic /Ekkert lyf med islenskt markadsleyfi fellur
undir pessa akvoroun PRAC. Textarnir hafa pvi ekki verid pyddir a islensku."

Summary of Products Characteristics
Section 4.4 - Special warnings and precautions for use:

Cases of Insulin Autoimmune Syndrome (1AS) have been reported during treatment with thioctic acid.
Patients with human leukocyte antigen genotype such as HLA-DRB1*04:06 and HLA-DRB1*04:03
alleles, are more susceptible to develop IAS when treated with thioctic acid. HLA-DRB1*04:03 allele

(susceptibility to IAS odds ratio: 1.6) is especially found in Caucasians, with a higher prevalence in
southern than in northern Europe and HLA-DRB1*04:06 allele (susceptibility to IAS odds ratio: 56.6) is
especially found in Japanese and Korean patients.

IAS should be considered in the differential diagnosis of spontaneous hypoglycaemia in patients using

thioctic acid (see section 4.8).

Section 4.8 - Undesirable effects:
Immune system disorders

Frequency unknown: insulin autoimmune syndrome (see section 4.4)

Package Leaflet
Section 2. What you need to know before you <take> <use> X:

Patients with a certain human leukocyte antigen genotype (which is more frequent in Japanese and
Korean patients, but is also found in Caucasians) are more prone to development of insulin
autoimmune syndrome (disorder of the blood glucose regulating hormones with pronounced lowering

of blood sugar levels) when treated with thioctic acid.

Section 4. Possible side effects:

Frequency unknown: Disorder of the blood glucose regulating hormones with pronounced lowering of
blood sugar levels (insulin autoimmune syndrome).

4. Trabectedin — Haraedalekaheilkenni (EPITT nr. 18115)

Samantekt a eiginleikum lyfs
Kafli 4.8 - Aukaverkanir

Tioni ,sjaldgeefar”: Tilvik um hugsanlegt hareedalekaheilkenni hafa komid fram vid notkun trabectedins.
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