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• Medical Device Regulation 2017/745/EU

• ISO 14971:2019 Medical devices – Application of

risk management to medical devices

• EN 62304:2006 + Cor.:2008 + A1:2015 Medical 

device software – Software life-cycle processes

• IEC 62366-1:2015 + AC:2015 Medical devices

• IEC 82304-1 Health software

CERTIFICATE ISO 13485:2016

Qualified Hard- and Software Development
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SOFTWARE FOR AND AS MEDICAL DEVICE

Bild 5.7 Anwendungsbereiche internationaler Software-Standards, in: Entwicklung und Herstellung medizinischer Software: Normen in der Medizintechnik (VDE-Schriftenreihe -Normen verständlich Bd. 171), S. 191
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1. Proof of concept

2. Design and Development

• Privacy by design

• Security by design

3. Prototyping and Testing

4. Consulting and realization certification

• ISO 13485

• EU – Medical Device Regulation 

WHAT WE ARE OFFERING
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Internet of medical Things

SHOWCASE: SCIPHARM

Mobile Access Home Mobile Access Pro

remote device control and
monitoring
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SHOWCASE: SCIMEDES PUMP REMOTE CONTROL PLATFORM
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1. More comfort through Remote Control

Physician can read and program the

implantable and external devices at anytime

and anyplace

2. Enhancement through Remote Patient 

Monitoring

Capturing of other health related parameters

through mHealth devices & self report

3. Improvement of therapy quality

Reliable and continuous patient & device

monitoring

CLOUD SOLUTION
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4. Increased safety

Fast notification and response in emergency

situations

5. Increased user friendliness

Simplified display and more efficient operation

6. Data protection

Secure transmission and storage of patient data

CLOUD SOLUTION
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