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Indira Gandhi Memorial Hospital
Male’, Republic of Maldives
Biomedical Engineering Department


Technical Specification for Equipment

Technical Specification for Tabletop Pulse Oximeter
1. General Requirements:
· The Pulse Oximeter must be FDA approved and comply with international hospital-grade safety and performance standards.
· The device should be designed for continuous monitoring of oxygen saturation (SpO₂) and pulse rate for adult, paediatric, and neonatal patients.
· The equipment should have a shock-proof design to withstand accidental drops and impacts in a hospital environment.
· The system should be easy to operate, with an intuitive user interface and touchscreen or button controls.
2. Technical Specifications:
· SpO₂ Measurement Range: 0% – 100%
· SpO₂ Accuracy: ±2% (70% – 100%), unspecified below 70%
· Pulse Rate Measurement Range: 20 – 250 bpm
· Pulse Rate Accuracy: ±2 bpm or ±2%, whichever is greater
· Display: High-resolution LED or LCD with waveform (plethysmograph) and numerical values
· Alarms: Audible and visual alarms for high/low SpO₂ and pulse rate, sensor disconnection, and low battery
· Data Storage: Minimum 72 hours of trend data storage with recall feature
· Battery Backup: Minimum 4 hours of continuous operation on a rechargeable battery
· Power Supply: Compatible with 100-240V AC, 50/60Hz
· Connectivity: USB or wireless capability for data transfer and integration with hospital information systems
· Sensor Compatibility: Should support reusable and disposable SpO₂ sensors for adult, paediatric, and neonatal patients
3. Environmental Requirements:
· Operating Temperature: 5°C – 40°C
· Storage Temperature: -20°C – 60°C
· Humidity: 15% – 95% non-condensing
· Shock Resistance: Designed to withstand minor falls and impacts in a hospital setting
4. Accessories:
· Must include the following: 
· One (1) adult reusable SpO₂ sensor
· One (1) paediatric reusable SpO₂ sensor
· One (1) neonatal reusable SpO₂ sensor
· One (1) disposable sensor pack (minimum 10 pieces)
· One (1) power adapter and cable
· One (1) battery pack
· User manual and quick-start guide
5. Vendor Responsibilities:
· Must provide a one-year warranty covering parts and labour.
· Must provide installation and commissioning with an installation report upon completion.
· Must provide technical and user training to hospital staff.
· Must supply one (1) demonstration unit for trial use for a minimum period of seven (7) days.
· [bookmark: _Hlk191567430]Must ensure after-sales support and service availability, including spare parts.
6. Compliance & Certifications:
· FDA Approved
· IEC 60601-1 (Medical Electrical Equipment - Safety)
· ISO 80601-2-61 (Particular requirements for Pulse Oximeters)
· CE Certification (if applicable)

End of Specification
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