Certificate IN14/91658

The management system of

MAIS India Medical Devices Pvt. Ltd.

525 P, Sector- 37 Pace City Il, Gurgaon - 122001, Haryana, india

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design and manufacture of sterile & non-sterile disposable medical devices
for Infusion Therapy, Anaesthesia & Respiratory care, Surgery & Wound
Care, Urology & Gastroenterology.

This certificate is valid from 28 March 2019 until 17 July 2020
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 18 March 2020

Issue 2. Certified since 17 July 2014
Digitally signed by larovoi Petru

Date: 2019.11.14 16:28:09 EET
Reason: MoldSign Signature
Location: Moldova

Authorised by m

MANAGEMENT
e SYSTEMS
SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CH85 3EN UK 0005

t +44 (0)151 350-6666 f+44 (0)151 350-6600 www 05 cor
HC SGS 13485 2016 0118
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This document is issusd by the Company subject to its Ganeral Condifions of
Certfication Sesvices accessible at www.sgs.convierms_and_coadilions him,

Altention 15 drawn (0 the fimstations of kabidy, indemnification ang
issues astabiished theren. The authenticity of this document may be veriied at
it /v directory
Any unauthorized ateration, forgery or faisificaton of the content or apperrance
of this document is uniawhil and offenders may be prosecuted  the fufiest
extent of the law




EC Certificate Full Quality Assurance System: Certificate IN18/818843208

The management system of

MAIS India Medical Devices
Pvt. Ltd.

525 P, Sector- 37, Pace City Il, Gurgaon - 122001, Haryana, India

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex |l (excluding Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.
This certificate is valid from 03 January 2018 until 17 July 2022
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 18 March 2020
Issue 1. Certified since 17 July 2014

Certification is based on reports numbered IN/GUR 235605

Authorised by

SGS United Kingdom Ltd, Notified Body 0120
SGS United Kingdom Ltd  Systems & Services Certification
202B Worle Parkway, Weston-super-Mare, BS22 6WA UK

t+44 (0)1934 522917 +44 (0)1934 522137 www.sgs.com
SGS CE 02 0315 M2
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This document is issuad by the Company subject to s General Conditons of

Certification Services access:die at www sgs.comiterms_and_condmions. nem.

Atlention s drawn 1o the limitations of liabilty, it i

issues, estabiished therein. The authenticity of this document may be verified at
sgs. chents-and- products/certfied-Cent-directory

Any unauthorized alteration, forgery of faisiication of the content or
of this & uniawhy ang may be prosecuted © the fullest
; axtent of e law




EC Certificate Full Quality Assurance System: IN18/818843208, continued

MAIS India Medical Devices
Pvt. Ltd.

Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Issue 2

Detailed scope

Infusion Therapy: Sterile I.V. Cannula/ |.V. Catheter (With or Without
Safety Feature), Sterile Stop Cocks (with or without extension tube),
Sterile L.V. Administration Set, Sterile Burette Set, Sterile Extension
tubing / Pressure monitoring tubing, Sterile flow regulator, Sterile
Blood Transfusion set.

Anaesthesia and Respiratory care: Sterile Endotracheal tubes, Sterile
Mucus extractor, Sterile Suction Catheter, Sterile Tracheostomy tube,
Sterile HME (heat and moisture exchanger) filter, Sterile Oxygen mask,
Sterile Twin Oxygen set (Nasal Cannula), Sterile Nebulizer mask,
Sterile Lung Exerciser, Sterile Bain Circuit, Sterile Ventilator Circuit
and Sterile Catheter mount

Surgery & Wound Care: Sterile Yankur suction set and Sterile Chest
drainage catheter

Urology: Sterile Foleys catheter and Sterile Nelaton / Urethral catheter.

Gastroenterology: Sterile Ryle's Tube and Sterile Infant Feeding Tube.

This document & issved by the Company subject 1o its General Conditions of Page 2 of 2
Cenficaion Services accessidle al www 508 ;_and_conditions. htm
Aftention is drawn 1o the of hiabsitty and ju
155085 d therein The y of thes Gocument may be verified at
Tty /www §g5 comvenicertified-chents-and-products/certiied-client-Grectory
Any unauthonzed alleration. forgery or faisificaion of the content or appearance
of this document is uniawful ane offienders may be prosecuted 1o the fullest
eatant of Me Law
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