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We hereby declare that the technical file of product class 1 complied with the requirement of
the Medical Devices Directives 93/42/eec of June 1993 and 89/686/eec

Applicant Certificate No: CE-9679
Name : NU MED TECHNOLOGIES
Address : A-227, Okhla Industrial Arca, Okhla Phase-1, New Delhi-110020 (India)

Product Name : Manufaetring, Marketing, Development and Sales ol Produets for Pre-natal Care
Product Categories: Fetal Heart Rate Doppler’s, Fetal Monitors, Maternal & Fetal
Monitors with Wired and Wireless Transducer and CTG Guided TENS Therapy for

Labor Pain Management System
Brand Name *  : “numed”

Model o T2FEMMI2 - Feral & Matemal Momior, TIFMI12 - Fetal Momitor
TIFMO8 - Fetal Momtor, TIFDO1 — Fetal Doppler
The Certification body has performed an audit of the above product quality system covering
the design, manufacture and final inspection of the certified product. The quality system has
been assessed, approved and is subject to continuous surveillance according to Directive
93/42/ce of June 1993 Medical Council Directives and 89/686/cec
This certificate is issued under the following conditions:

1. Trapplies only to the quality system maintained in the manufacture of above referenced
models and it does not substitute thedesign or type-examination procedures, iff
requested.

2. The certificate remains valid until the manufacturing conditions orthe quality systems

are changed,
3. The certificate validity is conditioned by positive results or surveillance audits.
The CE mark as shown above canbe used, under the responsibility of the manufacturer, after
completion of an EC Declaration of conformity and compliance with all relevant EC Diree-
tices. The statement is based on a single evalution of one sample each of above mentioned
product. It does not imply an assessment of the whole production.

Date of Certification 08" June 2021

Certificate Expi Iy (subject to the company maintaining its 07" June 2024
system to the required standard)

Authorised Signatory

Validity of this Certification is successful Annual Surveillance audits to be done,
This certificate 1s the property of Brilliant Certtfication & Inspection and shall be returned immediately on
request. The validity of this certificate is contingent upon the condition that the client has understood
mfoi@beicert.couk  www.bcicert.co.uk
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This is to certify that the

Quality Management System For Medical Devices
of

NU MED TECHNOLOGIES

at

A-227, Okhla Industrial Area, Okhla Phase-1, New Delhi
Delhi-110020 (India)

has been independently assessed and is
conform with the requirements of:

ISO 13485:2016

Quality Management System For Medical Devices

For the following scope of activities:

Manufacturing and Trading of Surgical Instrument, Medical Disposables,
Medical Devices & Equipments

Certificate Number: UQ-482133824

Date of Certification 09" August 2020
17 Surveillance Audit Due 08" August 2021
2" Surveillance Audit Due 08" August 2022
Certificate EXpiry (subject to the company maintaining its 08" August 2023
system to the required standard)

Authorised Signatory

Validity of this Certification is successful Annual Surveillance audits to be done.
This certilicate s the property of Brlliant Certification & Inspection and shall be returned immediately
on request, Brilliant Certification & Inspection is Accreditation by UKAT (www.ukaf org uk)
5 Jupiter House Calleva Park, Aldenmaston Reading Berkshire United Kingdom RG7 8NN
mnfoibeicert.couk www.beicert.eo uk



