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The equipment will be used for the drying of pharmaceutical powders and must comply with GMP
requirements, CE conformity, and 21 CFR Part 11 for data integrity and electronic records. Below
are the preliminary technical requirements: Operating temperature range: 30 °C — 65 °C Heating
system: electric heating Product: pharmaceutical powder Batch size / powder load: approx. 130 kg
Application sector: pharmaceutical manufacturing Compliance: GMP, CE, 21 CFR Part 11 Material
of construction: suitable for pharmaceutical use Uniformity and control: high temperature
uniformity and precise process control suitable for validated pharmaceutical processes Control
system: compliant with data integrity requirements (audit trail, user access levels, electronic
records) Kindly include in your quotation: Detailed technical datasheet Compliance documentation
(GMP, CE, 21 CFR Part 11) Control and software specifications Estimated delivery time Installation
and commissioning requirements Validation support (IQ/OQ documentation) Optional features (e.g.
data logging, remote monitoring)
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