Certificate of
Compliance

Factual Assessments - Global Certifications

This is to certify that the technical documentation for the product:

I) -40°C PlasmaGuard (-45°C to -25°C), II) -80°C Arctic Freezer (-85°C to -65°C),
IIT) +22°C ThromboGuard (+20°C to +24°C), IV) +4°C HaemoGuard (+2°C to +6°C),
V) +37°C FastTherm, VI) +4°C CryoQuick, VII) HaemoCollect, VIII) HaemoLibra,
IX) PlasPress, X) Temptrack, XI) Mobistat, XII) HaemoSeal.

Manufactured by:

Wheecon Instruments Private Limited

Head Office: No.7, Seventh Street, Gopalapuram, Chennai - 600 086 (Tamil Nadu), India.
Tiny Shed No. 72, TS No. 123, SIDCO Industrial Estate Ekkathuthangal, Guindy,
Chennai - 600032 (Tamil Nadu), India.

Complies with the requirements (technical documentation including inspection & test results) of
Medical Devices Directive 93/42/EEC Hence manufacturer's declaration of conformity
according to above regulation is accepted. Wheecon Instruments Private Limited can place the
CE marking as per laid down regulations on the products mentioned above.

Certificaat Nummer / Certificate No. : RSBV-2401-7063

Datum Van Publicatie / Date of Issue : 04/01/2024 KQ

Ist Annual surveillance audit due on : 03/01/2025 @%\ <
IInd Annual surveillance audit due on : 03/01/2026 i
Vervaldatum / Date of Expiry : 03/01/2027 Director (Certification)
Royal Stancert B.V. oy,

Feitelijke Beoordelingen - Wereldwijde Beoordelingen

Regd. Office - Joop Geesinkweg 701, 1114 AB Amsterdam. The Netherlands.
(KvK-Nummer 71431802 / RSIN 858713159 - Rechtsvorm - Besloten Vennootschap).

This certificate remains the property of Royal Stancert B.V. and must be returned
whenever demanded. The validity of this certificate can be verified at
http://www.royalstancert.org. Royal Stancert B.V. is an independent system,
product and personal assessment body accredited by Global Euro Accreditation 247063
Centre, Georgia. (GCIN - 654). Email: info@royalstancert.org PAC-GEAC-1506-299




