CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2017/323

CONFIRMED THAT THE PRODUCT MEDICAL DEVICE OF THE CLASS I ACCORDING TO THE COUNCIL
DIRECTIVE 93/42 /EEC AS AMENDED

PRODUCTS:
EXAMINATION GLOVES

MANUFACTURED/EXPORTED BY COMPANY:

MEXPO INTERNATIONAL INC.
2828 Faber Street, Union City, CA 94587, U.S.A

Complies with the applicable essential requirementes of the Council Directive
93/42/EEC on medical devices as amended.

Referring to the intended use, CMC has conducted with successful results the product
examination of the certified product according to the relevant parts of the above
mentioned directive and appropriate harmonized european standards.

Base don audit of the quality management system implemented by the manufacturer,
the CMC confirms a manufacturer’s ability to keep permanently the requested safety
and quality level.

The manufacturer is obligated to assure that all medical devices of the respective
models confrom to the type approved by the certificate. The certificate remains valid
until the manufacturing conditions, the quality system or relevant legistalion are
changed. The validity is conditioned by positive results of periodic surveillance audits.

The product liability rests with the manufacurer or his representative in accordante
with applicable directive and standard, afer fulfilling of the relevant EU legistlation
requirements, the manufacturer shall affix to each medical device, of the above
reference models, the CE marking according to this example:

Issued on: 07/11/2017

www.cmcmedicaldevices.com



