~_— ~ Advanced Excipients for Solid Dosage Forms

SUGLETS

Sugar spheres

CORES FOR CONTROLLED-RELEASE FORMULATIONS

Product data sheet

Definition

“Sugar spheres contain not more than 92 per cemtuorose, calculated on the dried basis.
remainder consists of maize starch.” AccordindhBuropean Pharmacopoeia.

Possibility to analyze the Sugar spheres accoritige Ph. Eur., USP/NF and JP.

Produced in accordance with the cGMP.

Chemical specifications

Loss on drying £ 4.00 %
Sulphated ash £0.20 %
Heavy metals £5 ppm
Sucrose content X%
Specific rotation _<61°
O.V.L Absent

Physical properties

True density * 1.550 — 1.590 g/eém * varywith the particle size
Surface area (BET) * > 0.100 m#/g

Carr index <10 %

Flow time <10 sfor 100 g

Microbiological specifications

Total aerobic bacteria count £ 100/g
Salmonella Absent/1g
Escherichia coli Absent/1g
Moulds £ 100/g

General information

Packaging: 50 kg cardboard drums, tightly closath polyethylene liner.
Storage conditions: in original sealed drums, guted from humidity, at a temperature between 15
and 30°C.

Shelf life: 3 years guaranteed.

Samples kept for 5 years and records availablé fears.

The

Certificate of analysis and Material Safety Datee& attached to each delivery.




SUGLETS

Sugar spheres

Applications

Used as cores to be coated in the manufacture ofydpharmaceutical forms (capsules), especially
for controlled-release formulations.

The smaller sizes can be used in direct compressiafter blending with a very slight quantity of
lubricant (0.12%-0.25%).
Suglet$ coated or not, observed by SEM:

Suglets without coating

SURFACE MORPHOLOGY OF SUGLETS

Suglets after layering

This textural analysis indicates that the masterspraying of a drug solution onto spherical and magiepersed
carrier led to a homogeneous layered sugar sphespyation.

Particle size specifications

Particle size analyzed by laser diffraction sholes gymmetrical character of the distribution. Thgle
modal profile, associated with the low standardiat&ns, revealed a very homogeneous population of
sugar spheres.

250/ 355 400 / 600 600 / 850 850 /1000 1000 0140
355/425 425 /500 600/ 710 850/1180 1180 0140
355/500 500 /600 710/ 850 900/1120 1400 0170
400 / 500 500/ 710 710/1000 1000/ 1180

ALL INTERMEDIATE SUGLETS® SIZES ARE AVAILABLE ON REQUEST .
Specific size can be realized according to the casher need.
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