UL International (UK) Ltd

An affiliate of Underwriters Laboratories Inc.

EC Certificate - Full Quality Assurance System
Approval Certificate

(Annex I, sections 3 & 4 of the Directive 93/42/EEC on Medical Devices)

Manufacturer Authorised Representative
Percussionaire Corporation Percussionaire Belgium

1655 Glengary Bay Rd 1820 Perk

P.O. Box 817 Breemstraat 21

Sandpoint, ID 83864 Belguim

US.A

Scope of Certificate: Design and Manufacture of Pneumatically powered Intensive Care

Ventilators, Intrapulmonary Percussionators and Transport Ventilators
Device Classifications: Class IIb

Device Descriptions: Intensive Care Ventilators, Intrapulmonary Percussionators and
Transport Ventilators

Model/Type : Please refer to Attachment 1-3

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 Il 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: &Sﬁw '

Certification Manager
For UL International (UK) Ltd

UL International (UK) Ltd Certificate no: 506

Wonersh House - o )

The Guildway Original certificate: 19 February 2007

Old Portsmouth Road Current certificate: 20 February 2007

Guildford, Surrey GU3 1LR Certificate expiry: 19 February 2010
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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:

Products
INTRAPULMONARY PERCUSSIONATORS:
Product Name Part Serial Number

Number
IPV-1 FO0001 IPV1970063 to IPV10114 (1-6-2006)
IPV-1C F00001-C IPVC2002001 to IPVC0687 (12-29-2006)
IPV-1S F00001-S IP1S2000001 to IP1S20000107 (7-14-2005)
IPV-2 F00002 IPV2970020 TO 1P220020009 (1-5-2004)
IPV-2B F00002-B IP2B2002001 to IP2B20020056 (1/23/2004)
IPV-2C F00002-C IPV2C0100 to [IPV2C0170 (11-20-2006)
IPV-2CU F00002-CU IPV2CUO0100 to IPV2CUO0101 (7/06-2005)
IMPULSATOR F00012 IMP1980001 IMP10487 (12-28-2006)
IMPULSATOR 220 F00012-1 IMP2980001 IM220020008 (9-13-2006)
SPANKER F00014 SPA98001 to SPA0005 (7/16/2006)
ACUTE CARE F00019 MSPA940038 ACR0151 (11-20-2006)
RESPIRATOR
(Mini-Spanker)
UNIVERSAL F00038 UB2003001 UB0212(12-19-2006)
BRONCHOTRON

Certificate issued by: &Sﬁw -

Certification Manager
For UL International (UK) Ltd

Class lIb
Class lIb
Class lIb
Class lIb
Class lIb
Class lIb
Class lIb
Class lIb
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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:

Products

INTENSIVE CARE VENTILATORS:

Product Name
VDR-4

VDR-4

VDR-4A

VDR-3C

VDR-3

BRONCHOTRON

SIMPLEX UNIVERSAL

OSCILLATRON
OSCILLATRON

Certificate issued by:

UL International (UK) Ltd

Wonersh House
The Guildway
Old Portsmouth Road

Part Number
F00008

F00008-1

FO0008-A

F00035

F00011-1

F00034

F00036-3

F00022

Serial Number

VDR4970002 to VDR-40116
None made as of 02-11-2004

VDR40104 to VDR40136 (12/20/2006)

VDR4A0100 to VDR4A0102
None made as of 11-04-2005

VDR3C98002 to VDR3C2003001
None made as of 11-19-2003

VDR3100003 to VDR310010
None made as of 07-23-1999

BR0O9800001 to BRO0159 (01-06-2006)

OSCS0100 to OSCS0108
None made as of 08-08-2005

IPV4900000 to OSC96001
None made as of 10-13-1998

AN

Certification Manager
For UL International (UK) Ltd

Certificate no: 506

Original certificate:
Current certificate:

Guildford, Surrey GU3 1LR

United Kingdom
+44 (0)1483 302130
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UL International (UK) Ltd

An affiliate of Underwriters Laboratories Inc.

Attachment 3

The products detailed in the certificate below includes the following:

Products

TRANSPORT VENTILATORS:

Product Name
TXP

TXP-2

TXP-2D

MTXP

MTXP-2
DUOTRON

UTXP
OSCILLATRON-2B

OSCILLATRON-
SERVO
BRONCHOTRON

UNIVERSAL

BRONCHOTRON
INFANT
BRONCHOTRON
INFANT

Part Number
F00013

F00031
F00029-1
F00018
F00021
F00029
FOO013A
F00036-1
F00036-2

F00038
F00042

F00042-1

Certificate issued by:

UL International (UK) Ltd

Wonersh House
The Guildway

Old Portsmouth Road

Serial Number
TXP980001 to TXP0125 (9-8-2006)

TXP2970019 to TX220030003 (5-21-2003)
TX2D2002001 to TX2D20020035 (3-4-2002)
None made as of 10-13-98

MTXP298030 to MTXP2980018 (5-22-2002)
DUO0980001 to DUO0011 (3/3/2006)
U199700123 to UT120010004 (5/11/2001)
0S2B2002001 to 0S2B200220044 (2/2/2004)
OSCSERV0100 to OSC0222 (8-28-06)

UB/BRO-10100 to UB0212 (12-19-2006)
BRO-10100 to BRO-10203 (11-30-2006)

BRO 0115 to BRO-10199 (12-19-2006)

N

Certification Manager
For UL International (UK) Ltd

Original certificate:

Guildford, Surrey GU3 1LR

United Kingdom

+44 (0)1483 302130

Certificate no:

Current certificate:

Class lIb
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