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EC Declaration of Conformity 
 
Issued in accordance with the EU Medical Device Regulation 2017/745 relating to medical devices. 

Manufacturer:  Sinapi Biomedical (Pty) Ltd, ARC Infruitec North Campus, Lelie Road, Stellenbosch, 
7600, South Africa 

Manufacturer SRN: ZA-MF-000012126 

EU representative: mdi-Europa GmbH, Langenhagener Street 71, D-30855, Hannover-Langenhagen.  

Authorised Representative SRN:  DE-AR-000006218 

Notified body:  SGS Belgium NV, SGS House Noorderlaan 87 2030 Antwerp, Belgium 

Product Name: Sterile Single-use Chest Drain 

Product Description: The Sinapi Chest Drain is a sterile disposable drain device connected to a sterile 
catheter that is used to drain and store fluids away from the thoracic space. 

Products:  Sinapi Chest Drain 

(XL1000, XL1000S, XL1000+, XL1000SC, XL200, XL200S, XL200SC, XL2000S, 
XL2000SD, XSD200, XS50, XS50+) 

Components:  Drainage bag (D001)  

Shoulder sling (SS001) 

Sinapi Chest Drain Stand (SCDS, SCDSD, SCDSDP) 

Accessories:  Connectors (Y001M, Y001L, Y001-NV, Y001-NVM, Y001-NVL, CON021, CON022) 

Classification and rule:  Class I Sterile product in accordance with rule 1 (Annex VIII of EU 2017/745) 

GMDN code:   63652 (Thoracic suction collection container) 

Basic UDI-DI:   60099003867SCDW5 

Applied Directives:   REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE 
COUNCIL of 5 April 2017 

Conformity assessment: Annex IX of Medical Devices Directive Regulation 2017/745 

Exclusions:  None 

Non applications:  7.5.3   Installation Activities 
 7.5.4   Servicing Activities 

 7.5.9.2   Particular Requirements for Implantable Medical Devices 
 
Applied Harmonized standards:   ISO13485:2016+A11:2021, BS EN ISO 20417:2021, EN ISO 10993-

7:2008+A1:2022, ISO 11135: 2014+A1:2019, EN ISO 11138-2:2017, EN ISO 11607-1:2020, EN ISO 11607-
2:2020, EN ISO 11737-1: 2018+A1:2021, EN ISO11737-2:2019, EN ISO 13485:2016, EN ISO 14937:2009, 
EN ISO 14971:2019+A11:2021, EN ISO 15986:2011, ISO 15223-1:2021, ISO 20416:2020. 

 

Number, date of issue of CE certificate:  Issue 1. Certified since 02 February 2023. 
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Sinapi Biomedical (Pty) Ltd herewith declares that the above-mentioned device meets all applicable 
provisions, and fulfils the essential requirements of the EC Medical Device Regulation 2017/745. 
The device, Sinapi Chest Drain, is safe under prescribed and reasonably foreseeable conditions of 
storage and use. No animal products, medicinal substances or human blood derivatives utilized in 
products. 

 
Sinapi Biomedical (Pty) Ltd has instituted and keeps up to date a systematic procedure to review 
experience gained from devices in the post-production phase and to implement appropriate means 
for any necessary corrective actions. The company undertakes to notify through its Authorized 
Representative in EU member state the Competent Authority on any malfunction or deterioration in 
the product characteristics, performance, or inadequacy in the instruction for use which might lead to 
death or serious damage in the patient’s health as well as on technical or medical reason leading to 
systematic recall of the product by the manufacturer. 

 

This declaration of conformity is issued under full responsibility of Sinapi Biomedical (Pty) Ltd. 
 

 
 

 
 

D.C. de Villiers 

MANAGING DIRECTOR 

 
Signed at STELLENBOSCH on 06 February 2023, Stellenbosch, South Africa    Rev 00 
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