EC CERTIFICATE

According to Annex |l of the Directive 93/42/EEC on Medical Devices

Full Quality Assurance System

Certificate Number: 2195-MED-381435801

Manufacturer: LOTUS SURGICALS Pvt. Ltd.
Khasra No. 1051 / 1&2, Twin Industrial Estate, Selaqui, Dehradun — 248197,
Uttarakhand, INDIA

Product(s): (1) Sterile Non Absorbable Monofilament Stainless Steel Surgical Sutures
(2) Sterile Non Absorbable Mesh
(3) Sterile Absorbable and Non Absorbable Surgical Sutures
(4) Sterile Partially Absorbable Surgical Mesh

Model(s): Product specifications are stated on the second page.

Reference Report No: MMO0327-P004-R01, MM0327-P004-R02

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex Il (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and
conforms to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex Il, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s).
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W\’ This EC certificate is valid till 2024-05-26.
RAMESH CHANDRA TIWAR:

ADVOCATE & NOTARY
GOVT. OF INDIA
Res. 129, A-Wing, Appli Ekta Hsg. Scc
Nav Pada, Marol Naka, A. K. Road,

Andheri (E), Mumbﬂfgo 059.
Issue Date: 2014-12-24 Rukiye BALKAN
Revision No.: 03 Recertification ' Deputy General Manager
Revision Date: 2019-06-20 A copy of this document / CERTIFICATE

e has been recsrded with the Chamber

- S SADHANA RAJESH
< —  MANAGER

Authorised Signatory

SZUTEST UYGUNLLU ¥ LWEZERLENDIRM S 0,
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 iISTANBUL / TURKIYE

Szutest.com.tr
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