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Recormon 4000 IU - 1U 4000 i
Recormon 5000 IU - 1U 5000 i
Recormon 6000 IU — 1U 6000 i
Recormon 10,000 IU - 1U 10,000 jmi
Recormon 30,000 IU - 1U 30,000 jmi
Epoetin beta
Solution for injection
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e Treatment of anemia associated with chronic renal failure (renal anemia) in
patients on dialysis.

e Treatment of symptomatic renal anemia in patients not yet undergoing dialysis.

¢ Treatment of anaemia in adult patients with solid tumors receiving chemotherapy.

e Treatment of anemia in adult patients with multiple myeloma low grade non-
Hodgkin's lymphoma or chronic lymphocytic leukemia who have a relative
erythropoietin deficiency and are receiving anti-tumor therapy. Deficiency is
defined as an inappropriately low serum erythropoietin level in relation to the
degree of anaemia.

e Increasing the yield of autologous blood from patients in a pre-donation program.
Its use in this indication must be balanced against the reported increased risk of
thromboembolic events. Treatment should only be given to patients with moderate
anemia (Hb 10-13 g/dl (6.21- 8.07 mmol/l) no iron deficiency) if blood conserving
procedures are not available or insufficient when the scheduled major elective
surgery requires a large volume of blood (4 or more units of blood for females or 5
or more units for males).
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:Nan yTnn qon 4.4 Special warnings and precautions for use gwoa

[...]

Severe cutaneous adverse reactions (SCARS) including Stevens-Johnson syndrome
(SJS) and toxic epidermal necrolysis (TEN), which can be life-threatening or fatal,
have been reported in association with epoetin treatment (see section 4.8). More
severe cases have been observed with long-acting epoetins. At the time of
prescription patients should be advised of the signs and symptoms and monitored
closely for skin reactions. If signs and symptoms suggestive of these reactions appear,
Recormon should be withdrawn immediately and an alternative treatment considered.|f
the patient has developed a severe cutaneous skin reaction such as SJS or TEN due
to the use of Recormon, treatment with ESA must not be restarted in this patient at

any time.

:Nan yTnn qon 4.8 Undesirable Effects qwoa

[...]

Severe cutaneous adverse reactions (SCARS) including Stevens-Johnson syndrome
(S8JS) and toxic epidermal necrolysis (TEN), which can be life-threatening or fatal, have
been reported in association with epoetin treatment (see section 4.4)
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Glass Barrel
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Pluner Rod Stopper
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Safety Shield

Needle Cap
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