Compounding

ydroxypropy |-beta-cyclodextrin EP11.0

(7*Molar substitution)

Batch no HB250101
S— Chemicals.com.au N date  Jan 06 2025
Expiry Jan 05 2028
Batch size 2040. 23 kg
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Molecular Formula CgHs00s5 (CsHg0), with x = 7MS
CAS Registry Number 94035-02-6
Jun 10 2025
Tests Specifications Results
Appearance White or almost white amorphous or White amorphous
crystalline powder powder
Solubility Freely soluble in water & in propylene glycol Conforms
Identification IR Positive
Appearance of solution The solution is clear and colorless Conforms
Conductivity < 200 ps/cm 66.6 ps/cm
Related substances Impurity A < 1.5% 0.37%
Impurity B (GC) < 2.5% 0. 052%
Sum of impurities other than A (HPLC) < 1.0% 0.11%
Heavy metals < 20 ppm < 20 ppm
Loss on drying < 10. 0% 3. 54%
(120°c, 2hr)
pH 5,07 7.5 6.6
Microbiology Total aerobic microbial count < 1000 cfu/g 10 cfu/g
Total yeasts and molds count <100 cfu/g < 10 cfu/g
Escherichia coli Absent Absent
Salmonel la Absent Absent
Assay 0.4 7 1.5 0.64
(Molar substitution)
Degree of substitution 2.8 ~ 10.5 4.48

Packaging & storage Store at room temperature.

Preserve in tight and light-resistant containers.

Conclusion Material complies with EP11.0
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