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MANUFACTURER’S CONFORMITY SUMMARY 

(Custom-Made Medical Devices – MDR Article 5(5)) 

 

Document Reference: MCS-SINTEO-2025-01 

Version: 1.0 

Manufacturer: EUROZAHN s.r.o. – SINTEO Dental CAD/CAM Centre 

Address: Mojmírovo nám. 25/25, 612 00 Brno, Czech Republic 

Company ID (IČ): 46969144 

VAT ID: CZ46969144 

 

    Regulatory disclaimer (IMPORTANT & REQUIRED): 

This document is not an EU Declaration of Conformity. 

Custom-made medical devices are exempt from CE marking and from DoC requirements under 

MDR Article 5(5). 

This document serves solely as a manufacturer’s conformity summary for regulatory and 

UKRP/MHRA submission purposes. 

 

1. Manufacturer Confirmation 

EUROZAHN s.r.o. declares that the custom-made dental devices listed in this document: 

• are manufactured exclusively based on written prescriptions from licensed dental 

professionals, 

• are intended only for the sole use of the individual patient, 

• comply with the applicable requirements of Regulation (EU) 2017/745 (MDR), 

• are supported by full technical documentation (GSPR, CER, PMS, RMF), 

• are non-sterile, non-measuring, and do not incorporate electronic components. 
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2. Devices Covered 

GMDN Code Device Name Classification 

37106 Crown, dental, custom-made Class IIa 

38591 Bridge, dental, custom-made Class IIa 

38614 Inlay/onlay, dental, custom-made Class IIa 

38594 Veneer, dental, custom-made Class IIa 

38615 Full denture, custom-made Class IIa 

38595 Partial denture, custom-made Class IIa 

37542 Custom implant abutment Class IIa 

64556 Surgical guide Class IIa 

63349 3D printed dental model Class I 

All devices are manufactured as unique, patient-specific products. 

 

3. Conformity With MDR Annex I (GSPR) 

SINTEO confirms that the relevant General Safety and Performance Requirements (Annex I 

MDR) have been fulfilled. 

Compliance is demonstrated by: 

• GSPR Checklist (GSPR-SINTEO-2025-01) 

• Risk Management Plan (ISO 14971) 

• Risk Analysis & Evaluation Report 

• Design & Manufacturing Information 

• Clinical Evaluation Report (CER) 

• Verification & Validation File 
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• PMS Plan & PMS Annual Report 

• PSUR (Periodic Safety Update Report) 

Non-applicable sections (e.g., sterilization, electrical safety) are documented as N/A due to 

custom-made nature. 

 

4. Standards Applied 

Where relevant, the manufacturer uses the following harmonised / recognised standards: 

• ISO 14971:2019 – Risk Management 

• ISO 13485:2016 – Quality Management Systems 

• ISO 10993-1:2020 – Biological Evaluation 

• ISO 15223-1:2021 – Labelling Symbols 

• EN ISO 6872 – Zirconia 

• EN ISO 10477 – Polymeric Materials 

• EN ISO 22674 – CoCr Alloys 

• EN ISO 1567 – Acrylic Materials 

 

5. Post-Market Surveillance 

SINTEO maintains a PMS and vigilance system according to Articles 83–86 MDR. 

Results for 2025: 

• Remake rate: 0.9 % 

• Complaints: <0.5 % 

• Serious incidents: 0 

• No FSCA actions required 

PMS confirms a favourable benefit–risk profile. 
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6. Traceability 

Each device is traceable through a unique SINTEO Job ID, linking: 

• Patient-specific design 

• Material batch 

• Manufacturing steps 

• QC release 

• Packaging and dispatch records 

Records retained: 10 years. 

 

7. Manufacturer Statement 

SINTEO confirms that: 

• all applicable MDR requirements are fulfilled, 

• devices are safe, effective, and perform as intended, 

• all documentation is available for competent authority inspection. 

 

8. Approval 

Place and Date: Brno, Czech Republic, 16. 5. 2025 

Approved by: Ondřej Kudera, Managing Director / Quality Management Representative 

EUROZAHN s.r.o. – SINTEO Dental CAD/CAM Centre 

 

Signature:  
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