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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 uppfaerslu a lyfjaupplysingum asamt almennum leidbeiningum um hvernig skuli afgreida raesimerki.
Skjalid er haegt ad nalgast hér (adeins a ensku).

Nyr texti sem baeta & vid lyfjaupplysingar er undirstrikadur. Texti sem & ad eyoda er yfirstrikadur-

1. Loperamid — Brugada heilkenni i tengslum vid misnotkun
loperamids (EPITT nr. 19379)

Samantekt a eiginleikum lyfs

4.4. Sérstok varnadarord og varudarreglur vido notkun

[...] Vid ofskémmtun getur undirliggjandi Brugada heilkenni komid i 1jés. [...]

4.9. Ofskdbmmtun

[...] Vidé ofskémmtun getur undirliggjandi Brugada heilkenni komid i ljés.

2. Propylthiouracil — Risk of congenital anomalies (EPITT no
19358)

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

1 Intended publication date. The actual publication date can be checked on the webpage dedicated to PRAC
recommendations on safety signals.
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Summary of product characteristics
4.6. Fertility, pregnancy and lactation

Women of childbearing potential

Women of childbearing potential should be informed about the potential risks of propylthiouracil use
during pregnancy.

Pregnancy

Hyperthyroidism in pregnant women should be adequately treated to prevent serious maternal and

foetal complications.

Propylthiouracil is able to cross the human placenta.

Animal studies are insufficient with respect to reproductive toxicity. Epidemiological studies provide
conflicting results regarding the risk of congenital malformations.

Individual benefit/risk assessment is necessary before treatment with propylthiouracil during
pregnancy. Propylthiouracil should be administered during pregnancy at the lowest effective dose
without additional administration of thyroid hormones. If propylthiouracil is used during pregnancy,

close maternal, foetal and neonatal monitoring is recommended.

Package leaflet
2. What you need to know before you take [Product name]

Pregnancy

The potential of [Product name] to cause harm to an unborn baby is uncertain.

If you are pregnant, think you may be pregnant or are planning to have a baby, tell your doctor
straight away. You may need treatment with [Product name] during pregnancy if the potential benefit
outweighs the potential risk to you and your unborn baby.

3. Rivaroxaban — GALILEO rannsékninni heett fyrr en asetlad
var hja sjuklingum sem fengid hofou gervihjartaloku i
Osaedarlokuskiptum med preedingarteekni (transcatheter
aortic valve replacement (TAVR)) (EPITT nr. 19294)

Samantekt a eiginleikum lyfs
4.4. Sérstok varnadarord og varudarreglur vio notkun
Sjuklingar med gervilokur

Ekki skal nota rivaroxaban sem segavarnandi medferd hja sjuklingum sem hafa nylega gengist undir
O6saedarlokuskipti med praedingarteekni (transcatheter aortic valve replacement (TAVR)). [...]
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4. Secukinumab — Utbreidd skinnflagningsboélga (EPITT nr.
19354)

Samantekt a eiginleikum lyfs

4.8. Aukaverkanir

HUd og undirhid

Mjog sjaldgsefar: Skinnflagningsbdélga 2

2 Tilvik tilkynnt hja sjuklingum sem greindir voru med séra (psoriasis)

Fylgisedill

4. Hugsanlegar aukaverkanir

Mjog sjaldgeefar (geta komid fyrir hja allt ad 1 af hverjum 1.000 einstaklingum):
e [.1]

e raud og flognud had & stéru sveedi likamans sem getur valdid kldda eda sarsauka
(skinnflagningsbélga)

5. Sulfasalazin — Truflandi ahrif a meaelingar med
dihydronicotinamid-adenin dinucleotid / dihydrénicotinamio-
adenin dinudcleotio fosfat (NADH/NADP) svOrunarprofum
(EPITT nr. 19351)

Samantekt a eiginleikum lyfs
4.4. Sérstok varnadarord og varudarreglur vido notkun

L1

Visad er i kafla 4.4 .. Truflandi ahrif & rannséknarstofuproéfanir.

[-1

Truflandi &hrif & rannséknarstofupréfanir

I nokkrum tilkynningum um hugsanleg truflandi ahrif & maelingar, med vékvaskiljun, a
normetaadrenalini i pvagi, hafa sést falskt jakvaedar nidurstédur hja sjuaklingum Gtsettum fyrir
sulfasalazini eda umbrotsefni pess, mesalamini/mesalazini.

Sulfasalazin og umbrotsefni pess geta truflad utfjélublaa Ijésgleypni, sérstaklega vid 340 nm, og geta
truflad sumar rannséknarstofumeelingar sem nota NAD(H) eda NADP(H) til ad meela utfjélublaa
li6sgleypni vid svipada bylgjulengd. Deemi um slikar meelingar geta falid i sér pvagefni, amméniak,
LDH, a-HBDH og glukésa. Hugsanlegt er ad einnig komi fram truflandi ahrif & alanin aminétransferasa
(ALAT), aspartat aminétransferasa (ASAT), védva/heila-kreatinkinasa (CK-MB), glutamat
dehydrogenasa (GLDH), eda tyroxin pegar sulfasalazin er notad i medferd med stérum skdmmtum.
Hafa skal samband vid rannsdknarstofuna, sem sér um meelingar, vardandi upplysingar um pa adferd
sem notud er. Syna skal adgat pegar pessar rannséknanidurstédur eru tulkadar hja sjuklingum sem fa
sulfasalazin. Nidurstédur skulu tulkadar i tengslum vid klinisk atridi.
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4.5. Milliverkanir vid onnur lyf og adrar milliverkanir

[-1

Fylgiseaill
2. Adur en byrjad er ad nota sulfasalazin

Lattu leekninn vita ef pu notar eda hefur nylega notad [Heiti lyfs], eda eitthvad annad lyf sem

inniheldur sulfasalazin, vegna pess ad pau geta haft ahrif & nidurstdédur Ur bléd- eda pvagrannséknum.

6. Temozolomid — Lyfjautbrot asamt fjélgun raudokyrninga og
alteekum einkennum (DRESS) (EPITT nr. 19332)

Samantekt & eiginleikum lyfs

4.8. Aukaverkanir

Tafla yfir aukaverkanir

HG& og undirhud

»T10ni ekki pekkt“: Lyfjautbrot dsamt fjélgun raudkyrninga og alteekum einkennum (DRESS)

7. Topiramat — Adahjupsbdlga (EPITT nr. 19345)

Samantekt a eiginleikum lyfs
4.8. Aukaverkanir
Augu

»Tioni ekki pekkt“: aedahjupsbdlga

Fylgiseasill

4. Hugsanlegar aukaverkanir

Lattu leekninn vita eda leitadu laeknisadstodar strax ef pu faerd eftirtaldar aukaverkanir:
Tioni ekki pekkt (ekki haegt ad asetla tioni ut fra fyrirliggjandi gobgnum):

- Bélga i auga (sedahjupsbdélga) med einkennum svo sem raudum augum, verk, ljésnaemi, tarvotum

augum, ad sja litla depla eda sjén verdur pokukennd
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