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Treatment and prophylaxis of bleeding in patients with haemophilia B (congenital factor IX
deficiency).
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4.4 Special warnings and precautions for use
Cardiovascular events

In patients with existing cardiovascular risk factors, substitution therapy with factor IX may increase
the cardiovascular risk.

Catheter-related complications

If a central venous access device (CVAD) is required, risk of CVAD-related complications including
local infections, bacteraemia and catheter site thrombosis should be considered.

Transmissible agents

...Appropriate vaccination (hepatitis A and B) should be considered for patients in regular/repeated
receipt of human plasma-derived factor IX products.

4.8 Undesirable effects

Summary of the safety profile

Hypersensitivity or allergic reactions (which may include angioedema, burning and stinging at the
infusion site, chills, flushing, generalised urticaria, headache, hives, hypotension, lethargy, nausea,
restlessness, tachycardia, tightness of the chest, tingling, vomiting, wheezing) have been observed
rarely. In some cases, these reactions have progressed to severe anaphylaxis (including shock), and
they have occurred in close temporal association with development of factor IX inhibitors (see
section 4.4). Nephrotic syndrome has been reported following attempted immune tolerance induction
in haemophilia B patients with factor IX inhibitors and a history of allergic reaction.

Patients with haemophilia B may develop neutralising antibodies (inhibitors) to factor IX. If such
inhibitors occur, the condition will manifest itself as an insufficient clinical response. In such cases,
it is recommended that a specialised haemophilia centre be contacted.

N9 "'y 09TIN 17277 N1 NIXMAN TIYN MNXAY NISINNN 1ARKNA DI0N9Y7 Nw) DTIvRa k9N [I7vn
_INISNNN NAXNY? MW 707 .(08-9406472  "70) n"'ya yTnng n1an 01w 7val
https://data.health.gov.il/drugs/index.html#/byDrug

———————————————————————————————————————————————————————————————————————————————————————————————————————————————————————— » www.kamada.com

Head Office 2 Holtzman St., Science Park, P.O. Box 4081, Rehovot, 7670402, Israel | Tel. +972-8-9406472 | Fax. +972-89406473
Plant Kibbutz Beit Kama, M.P Negev 8532500, Israel | Tel. +972-8-9913111 | Fax. +972-8-9912083


http://www.kamada.com/
https://data.health.gov.il/drugs/index.html#/byDrug

