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This is to certify that the Quality Management System for Medical Devices of

Ariste Health (Pty) Ltd.

Unit C8, Design Blvd, 2 New Market Rd, Northlands

Deco Park, Northriding, Johannesburg, Gauteng

Has been assessed and found
to satisfy the requirements of

ISO 13485:2016
QUALITY MANAGEMENT SYSTEMS
FOR MEDICAL DEVICES

in respect of

Ariste Health is involved in the medical device distribution and sales in compliance with
regulatory requirements. Ariste Health distributes and sell medical devices relating to pain
management, anesthetics and mental health. Infusion Devices, Radio Frequency, Radiation
Protection, Neuromonitoring, Spinal Needles, Biopsy Needles, Spinal Cord Stimulation,
Transcranial Magnetic Stimulation, Airways - LMA, Nasal Cannula, Anesthetic Masks,
Endotracheal Tubes, Nebulizer Masks, Breathing Circuits, Tracheostomy tubes, HME Filters,
Naso-Flow Nasopharyngeal Airways. All products are listed on the SAHPRA license.

EXCLUDING/NON-APPLICABLE CLAUSES:
Clause 7.3 Design and development
Clause 7.5.3 Installation Activities

This certificate, including the schedule which forms an integral part thereof:
o Isissued without alteration.
Is identified by the applicable registration number.
Is subjected to any condition or limitation contained therein.
Is valid subject to ongoing compliance with certification requirements.
Bears the embossed SACAS seal. In absence of the seal, the certificate and the
schedule shall be invalid.
The certificate stays the property of SACAS.
o SACAS website to be verified ensuring certificate is valid. (www.sacas.co.za)

Registration Number QMSMEDO00044

Effective Date 10 September 2024

Expiry Date 09 September 2027
SACAS SA Date of Original Registration 10 September 2024
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