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Restoration and maintenance of circulating blood volume where volume deficiency has been :nwixn n'ninn
demonstrated and use of a colloid is appropriate.

D"N'Y 1752 .( AXIN 172 - NIRP'NNA ; DITRA-NO0IN , AINXA -NNnNN) 4.8 'R1i7n NIYo9IN 9'voa X957 |17V nNnNn 0" 'y ninn
.NNNN D1'RY 0'O00

4.8 Undesirable effects

Tabulated listsummary of adverse reactions:

The table presented below is according to the MedDRA system organ classification (SOC) and Preferred Term (PT)
Level (PH.

Frequencies have been evaluated according to the following convention: very common (=1/10); common (21/100 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)

The table represents the safety profile of Albiomin 20% (200 g/l) based on post-marketing experience. Since the
reporting of adverse reactions is voluntary and the number of treated patients is unknown, an exact frequency cannot
be estimated.

MedDRA System Organ Class Adverse reactions Reaction (MedDRA Frequency
(SOC) Preferred-Term)

Anaphylactic shock, anaphylactic reaction,

Immune system disorders o Not known

bronchospasm, hypersensitivity
Cardiac disorders Tachycardia Not known

Flushing Rare
Vascular disorders .

Shock, hypotension Not known
Gastrointestinal disorders Nausea

Not known

Skin and subcutaneous tissue Flushing, Yticaria urticaria, pruritus, erythema, Rare
disorders rash Not known
General disorders and Chills, Pyrexia pyrexia, application site
administration site conditions extravasation Not known
Investigations Oxygen saturation decreased Not known
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