UL International (UK) Ltd

An affiliate of Underwriters Laboratories Inc.

EC Certificate - Full Quality Assurance System
Approval Certificate

(Annex Il, section 3 of the Directive 93/42/EEC on Medical Devices)

Manufacturer Authorised Representative

nice Neotech Medical Systems Pvt. Ltd Wellkang Ltd t/a Wellkang Tech Consulting
No. 85, Krishna Industrial Estate Suite B,N 29 Harley Street

Vannagaram, Mettukuppam London

Chennai 600 095 W1G 9QR

India United Kingdom

Design and Manufacture of Baby Incubators, Infant Warmers and
Phototherapy units used in the perinatal period

Device Classifications: Class |la and Class Ilb

Series 3000 Baby Incubators, Series 4000 Phototherapy Systems,
Series 5000 & 2000 Infant Warmers

Model/Type : See Attachment 1 and 2

Scope of Certificate:

Device Descriptions:

We hereby declare that an examination of the full quality assurance system has been carried out
following the requirements of the national legislation to which the undersigned is subject,
transposing Annex |l (with the exemption of section 4) of Directive 93/42/EEC on Medical Devices.
We certify that the full quality assurance system conforms with the relevant provisions of the
aforementioned directive.

Certificate issued by:

Certification Manager
For UL International (UK) Ltd
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UL International (UK) Ltd

An affiliate of Underwriters Laboratories Inc.

Attachment 1

The products detailed in the certificate below includes the following:

Product Family
Series 3000 Baby Incubators

Series 4000 Phototherapy Systems

Series 5000 & 2000 Infant Warmers

Certificate issued by:

Model Numbers

nice 3010 H

nice 3010
nice 3030

nice 4000 CFL
nice 4005 CFL
nice 4000 PT
nice 4005 PT
nice 4000 LED

nice 4000 SPOT

nice 5000 RP

nice 5000 R

nice 5000 P

nice 5000
nice 2010 BC

nice 2010 B
nice 2010
nice 2000 B
nice 2000
nice 2000 CFL

Description

Baby Incubator

Baby Incubator
Baby Incubator

Overhead CFL Phototherapy
Undersurface CFL Phototherapy
Overhead FL Phototherapy
Undersurface FL Phototherapy
Overhead LED Phototherapy

Classification

Class llb

Class llb
Class Ilb

Class lla
Class lia
Class lla
Class lla
Class lla

Overhead LED SPOT Phototherapy Class lla

Infant Radiant Warmer (Open Care

Class lib

System) with Resuscitation &

Phototherapy

Infant Radiant Warmer with
Resuscitation

Infant Radiant Warmer with
Phototherapy

Infant Radiant Warmer
Infant Radiant Warmer with Bed &

Cabinet

Infant Radiant Warmer with Bed
Infant Radiant Warmer

Infant Radiant Warmer with Bed
Infant Radiant Warmer

Infant Radiant Warmer with

Class llb

Class llb

Class llb
Class llb

Class Ilb
Class llb
Class Ilb
Class llb
Class Ilb

Undersurface CFL Phototherapy

Certification Manager
For UL International (UK) Ltd

UL International (UK) Ltd
Wonersh House
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Old Portsmouth Road
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UL International (UK) Ltd

An affiliate of Underwriters Laboratories Inc.

Attachment 2

The products detailed in the certificate below includes the following:

Product Family Model Numbers Description Classification
Series 5000 & 2000 Infant Warmers nice 2007 SCFL Infant Radiant Warmer (Servo) with  Class lIb
Undersurface CFL Phototherapy
nice 2007 SPT Infant Radiant Warmer (Servo) with  Class llb
Undersurface Phototherapy
nice 2007 35 Infant Radiant Warmer (Servo) Class llb
stand alone
nice 2007 S Infant Radiant Warmer (Servo) Class llb
nice 2007 SW Infant Radiant Warmer (Servo) Wall Class lib
Mounting
nice 2007 MCFL Infant Radiant Warmer (Manual) Class llb
with Undersurface CFL
Phototherapy
nice 2007 M Infant Radiant Warmer (Manual) Class llb
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