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Manufacturer

“Shivani Scientific Industries Pvt. Ltd.”
Head Office: 16, Bhola Bhagwan Ind. Estate, |.B. Patel Road, Goregaon (East), Mumbai — 400063,
Maharashtra - India.
Site Address: 26A, Raju Ind. Estate, Penkar Pada Road, Near Dahisar Check Naka, Mira
401104, Mumbai India.

Product
“SEMEN PROCESSING - REAGENT & MEDIA

FOR
Sperm wash Medium & Density Gradient Medium

Complies with the requirements applicable to Directive 98/79/EC of In Vitro Density medical
devices.

This is to certify that the technical documentation as required for the devices has been reviewed
and found to comply with the harmonized and applicable standard requirements.

Any change of the Medical Devices shall be immediately reported to EC INTERNATIONAL
CERTIFICATIONS in order to examine validity of this certificate.

Certificate confirms that the product/equipment complies with the Essential Safety Requirements | %
and Objectives of Mentiuoned Directive / Standard and refers to the sample(s) provided for
testing / Certification. o =

Certificate no: ECIC/IVD/007-16
Certificate Issue Date: October 07, 2016
Certificate Expiry Date: October 06, 2019

Authorizeq Signatory

Date: 07.10.2016 = ‘
The certificate remains the property of EC INTERNATIONAL CERTIFICATIONS and the certificate Validation shall be
ensured through regular surveillance Audits. This must not be copied in Whole or in part without the written permission of
the Managing Director of EC INTERNATIONAL CERTIFICATIONS. Deliberate misuse of the certificate or schedule will
result in cancellation without notification. The product liability rests with the manufacturer or his representative in ¢
accordance with council Directive 85/374/EEC.

Registered at: Office 23, Sagar Plaza, Kasarwadi, Pune, Maharashtra, India. URL: www.ecint.co.in
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