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CERTIFICATE
N o. QVC I cE I tv D I 2023-24 I 2L2

Confirmed that the product ln Vitro Diagnostic Medical Devices - according to the EU Regulation IVDR

20t71746:

HaemurEx - Clinical Chemistry Analyser
(ClassA-LowRiskl

Manufactured by company:

AROGYAM MEDISOFT SOLUTION PVT. tTD.

ROOM NO-21, UN|T- 806, WORK NESTS, 8rH FLOOR, TOWER- 2, GODREJ WATERSIDE, DP-s, SEC-

v, SALT LAKE, KOLKATA -700091, WEST BENGAL

Complies with the applicable essential requirements of the EU Regulation IVDR 20171746 on ln Vitro
Diagnostic Medical Devices.

Referring to the intended use, QVC has conducted
certified product according to the relevant parts

harmonized European standards.

Based on an audit of the quality management system implemented by the manufacturer, the QVC confirms

a manufacture/s ability to keep permanently the requested safety and quality level.

The manufacturer is obligated to assure that all in vitro diagnostic medical devices of the respective models

conform to the type approved by this certificate. The certificate remains valid until the manufacturing

conditions, the quality system or relevant legislation are changed. The validity is conditioned by positive

results of periodic surveillance audits.

The product liability rests with the manufacturer or his representative in accordance with applicable

Regulations and Standards, after fulfillingthe relevant EU legislation requirements, the manufacturer shall

affix to each medical device, of the above-referenced models, the CE-marking according to this example:

with successful results the type-examination of the
of the above-mentioned directive and appropriate
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not be copied in full or in part without written permission from QVC Certification Services Pvt Ltd. Deliberate misuse of the certificate will lead to cancellation without


