3EC International a.s., Hranicna 18, 821 05 Bratislava, Slovakia
SKTC-113 and Notified Body No. 2265

EC CERTIFICATE

No. 2011-MDD-021

issued in compliance wirh the Council Directive 83/42/EEC as amended 2007/47/EC,
which is implemented by the Slovak Govemnment Decree No. 582/2008 (Collection of Laws),
certifies that the medical devices of Class lib,

SYRINGE PUMP
Plenum - ASPIRE Syringe Micro Infusion System,
Plenum - Zion Syringe Micro Infusion System,
Plenum - Zion Plus Syringe Micro Infusion System
Registered trade mark; Plenumtek®

manufactured by company

Plenum Tech Pvt. Ltd.

‘Riddhi-Siddhi’, Plot No. 141, Shilpa Co. Hsg. Society,Opp. Lane to Ajanta Marbles,
Manishnagar, Somalwada, Nagpur-440015, Maharashtra
INDIA

are manufactured under conditions fulfiliing the quslity system requirements of Annex Il, Section 3.2,
of rhe Directive93/42/EEC as amended2007/47/EC.

The Notified Body No. 2265 has performed an audit of the above device quality system. The full quality
assurance system has been assessed,approved and is subject to continuous surveillance accordingto
Annexll, Sections 3.3,and 5,0f the Directive 93/42/EEC as amended 2007/47/EC. The dstailed description of
the system, requirements and measures applied by the manufacturer are presented in the Final protocol
No0.32/2016 that is enclosed to this certificate.

This certificate is issued under the following conditions:

it applies only to the quality system maintained in the manufacture of the above referenced modeis of medical device and it
does not substitute the design or type- examination procedures , if requested. The certificate remains valid until the
manufacturing conditions or the quality system are changed but until the July 6th, 2021 at the latest. The certificate
validity is conditional upon positive results of regular surveillance audits. After fulfilling the relevant EU legisfation
requirements,the manufacturer shall affix to each medical device of the above referenced models, the CE marking followed
by the number of the Notified Body.

‘\Q\'\ﬁed b"o‘J,

At.Bratislava, on July 7ih, 2016 Dr. Katarina Srdosova

nsibie to act on behalf of NB 2265
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