A(Zrtfarma

Ef vart verour vid aukaverkun sem tengja ma vio lyf sem Portfarma ehf. er med
markadsleyfi fyrir, vinsamlegast fylla ut medafylgjandi eydublad og senda
upplysingarnar afram til tengilids vegna lyflagatar hja Portfarma ehf, eins fljiott og
audio er.

Keeri heilbrigodisstarfsmadur

Tilkynna ber:

e Allar alvarlegar aukaverkanir

e Allar Oveentar aukaverkanir sem grunur leikur a ao tengist Ivfinu, beedi
alvarlegar og ekki, og ekki eru skradar i samantekt a eiginleikum Iyfs (SPC).

e Allar aukaverkanir, sem ekki teljast algengar samkveemt samantekt a
eiginleikum Iyfs (SPCJ, pegar tidoni peirra virdist aukast eda peer verda
alvarleqgri.

o Allar aukaverkanir peirra lyfia sem serstaklega er verid ad fylgjast med nema
peer sem teljast algengar i samantekt a eiginleikum lyfs (SPC). Petta
eru pau lyf sem hafa verio skemur a markadi en fimm ar, samkveemt
Iyfjalista & heimasiou Lyfjastofnunar.

Upplysingar um tengilid vegna lvflagatar eru eftirfarandi:

Nina Bjork Asbjornsdottir, Local Safety Manager
Portfarma enf.
Borgartuni 26
105 Reykjavik
lceland
Telephone: (+354) 5344030
Mobile Phone: (+354) 822 0038
Fax: (+354) 5340033
Email: nina@portfarma.is




EYDUBLAD FYRIR AUKAVERKANATILKYNNINGU

SUSPECT ADVERSE REACTION REPORT

1. PATIENT
INITIALS

(first, last)

I. REACTION INFORMATION

2. DATE OF BIRTH |2a. AGE | 3. SEX 4-6 REACTION ONSET

Day |Month | Year | Years

7 + 13 DESCRIBE REACTION(S) (including relevant tests/lab data)

[I. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUG(S) (include generic name)

15. DAILY DOSE(S)

16. ROUTE(S) OF ADMINISTRATION

Day | Month Year

Portfarma

CIOMS FORM

8-12 CHECK ALL

APPROPRIATE

TO ADVERSE
REACTION

O PATIENT DIED

O INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

O INVOLVED
PERSISTENT OR
SIGNIFICANT

DISABILITY OR

INCAPACITY

O LIFE

THREATENING

O CONGENITAL

ANOMALY

O OTHER

MEDICALLY
IMPORTANT
CONDITION

20. DID REACTION
ABATE AFTER
STOPPING DRUG?

O YESO NoO

21. DID REACTION
REAPPEAR
AFTER REINTRO-

NA



17. INDICATION(S) FOR USE DUCTION?

O YESO NOO NA
18. THERAPY DATES (from/to) 19. THERAPY DURATION

Ill. CONCOMITANT DRUG(S) AND HISTORY

22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23. OTHER RELEVANT HISTORY (e.g. diagnoses, allergies, pregnancy with last menstrual period, etc.)

IV. MANUFACTURER INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER 26-26a. NAME AND ADRESS OF REPORTER (INCLUDE ZIP
CODE)

ORIGINAL REPORT NO. 24b. MFR CONTROL NO.

24c. DATE RECEIVED 24d. REPORT SOURCE

BY MANUFACTURER O STUDY O LITERATURE

O HEALTH PROFESSIONAL
O REGULATORY AUTHORITY
O OTHER

DATE OF THIS REPORT 25a. REPORT TYPE
O INITIALO FOLLOW-UP



