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Idelvion 250 IU (159-29-35013)

Idelvion 500 1U (159-30-35014)

Idelvion 1000 IU (159-31-35015)

Idelvion 2000 IU (159-32-35016)

Powder and solvent for solution for injection

Active ingredient: !7'yo nIn

albutrepenonacog alfa
YINAD A'TINAA non |'71aY

Treatment and prophylaxis of bleeding in patients with haemophilia B (congenital
factor IX deficiency).

2023 ' pTIV [1M7TR 'wONY X9N7T [17vn D VTN nwpan n'ya 2110 78 OX '0 NNan
JINMAN TIWN NN 9 7y

AINXA YATIN - NONNN DINND [IDTY NYY1 DN 0'9'WO0 D'IXN IT NYTINA

A8O79 INXIN 172 NI0N 10INY VORL VOV (YIAX] |NION §OINY VOV

JINNNN DY1INN DY'RY 0'O011 DIDTY DM D17V
[N NIXNAN TIWN INRAY NISNNN NARNT7 INK72YN XY NIRNAN Twn? Nwa XoN7 |17yn

: DY 7w27 N9 T 7Y 09TIN 17A77
CSL BEHRING LTD., 16 Abba Hillel Road, Ramat-Gan, 5250608

,N271]
NN NNz L,0n170 Npan

:N91NY? [17V2 D™MP'vN 0DTYN

4.8 Undesirable effects

[.]

Tabulated list of adverse reactions

[..]

Frequencies have been evaluated according to the following convention: very common
(>1/10); common (>1/100 to <1/10); uncommon (>1/1,000 to <1/100); rare (>1/10,000 to
<1/1,000); very rare (<1/10,000), not known (cannot be estimated from the available data).
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Within each frequency grouping, adverse reactions are presented in order of decreasing

Seriousness.

MedDRA Standard Adverse reactions Frequency per patient
System Organ Class
Blood and lymphatic FIX inhibition/Inhibitor Not known
disorders development
General disorders and Injection site reactions Common
administration site
conditions
Nervous system disorders Headache Common

Dizziness YneemmonCommon
Immune system disorders Hypersensitivity YncommonCommon
Skin and subcutaneous Rash YneommonCommon
tissue disorders Eczema Uncommon




