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New safety evaluation of dextrans as pharmaceutical excipients by EMA

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: EMA issued Information for the package leaflet regarding dextrans used as excipients in medicinal products for human
use (Draft) in November 2018. Citing a large number of references, the document comprehensively evaluated the safety of dextran,
and pointed out in particular that vaccines and drugs containing dextran excipients for injection and inhalation should be described in

the package leaflets for new requirements for information on their allergic reactions. This document is described in detail in the

article and is expected to be helpful for the writing and supervision of such drug labeling in our country.
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Table 1 Dextran sodium sulphate (DSS) toxicity after

single administration

7 b PP BAER LDy/(g kg D
DSS(7.5x10%) /N iv 2.12
DSS(2.5x10% /N iv 2.35
DSS(2.5x10% /NER ig 0.473
DSS(2.5x10%) N iv 2.35
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Table 2 Dextran sodium sulphate (DSS) toxicity after repeated administration
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Table 3 Dextran (CAS number: 9004-54-0) toxicity after

single administration
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Table 4 Dextran 40 toxicity after repeated administration
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Table 5 Results of Ames test
B Pk FE/(pg-plate D ARUHEL o R
TA98 100~10 000 T VAR
TA98 100~10 000 KEATS9 B
TA100 100~10 000 v I3 44
TA100 100~10 000 K S9 o 1
TA100 100~10 000 A EUHS9 I 1
TA1535 100~10 000 yn [“ERES
TA1535 100~10 000 K S9 I 1
TA1535 100~10 000 BRI S9 1
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TA1537 100~10 000 KEATS9 B 1
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TA1538 100~10 000 V" 914k
TA1538 100~10 000 K S9 I 1
TA1538 100~10 000 A ERUHS9 I 1
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Table 6 Results of DSS carcinogenicity test
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Table 7 Results of reproductive toxicity test for dextran 70
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