, \ SG SGS United Kingdom Ltd
@ Yarsley International Certification Services

Certificate Number

Q4313

This is to certify that the
Quality Management systems of

Intersurgical Ltd

Wokingham, Guernsey and Lithuania

have been assessed and registered as meeting the
requirements of ISO 9001

The scope of registration is detailed on the Assessment
Schedule bearing this certificate number.

SGS Yarsley International Certification Services

Signed by
11 January 1995 11 January 2001
Criginal registration date Certificate issue date

This certificate remains valid subject to satisfactory

maintenance of the system for 4 years from the above

certificate issue date. @

SGS Yarsley International Certification Services
is a division of SGS United Kingdom Ltd.
Registered in England No. 17193985

Registered Office:

SGS House, 217/221 London Road, U I|(A S

Camberley, Surray GU15 3EY, United Kingdom. M;\%\?gltl.gn\ém
005

Whilst all due care and skill was exercised in carrying out this assessment,
SGS Yarsley ICS accepts respansibility only for proven gross negligence
This is not a legal document and cannot be used as such. The use of the
Accreditation mark shown an this gertificate indicates accreditation in the
respect of those activities covered by that Accreditation Authority. This certificate
is an accredited certificate issued under the accredited scope granted ro
SGS Yarsley ICS by UKAS, Registration No.005. This cenificate remains the
preperty of SG5 Yarsley ICS to whom it must be returned on requast

Member of the SGS Group (Société Générale de Surveillance)
S5GS 9001/1/0101



RSGS

SGS United Kingdom Ltd
Yarsley International Certification Services

ASSESSMENT SCHEDULE

Q4313

Assessment Standard:
Company:

Location:

Product Area Assessed:

Authorised by

ISO 9001:1994

Intersurgical Ltd

Intersurgical Ltd Intersurgical UAB
Crane House Arnioniu 60/28-1
Molly Millars Lane 4710 Pabrade
Wokingham Lithuania
Berkshire

RG11 2RZ

Intersurgical (Guernsey) Ltd
Circuit House

Pitronnerie Road Industrial Estate
St Peter Port

Guernsey

Design and manufacture of single use and reusable
non-sterile products for anaesthesia, critical

care and respiratory care: Anaesthetic breathing
systems and accessories, ventilator breathing
systems, breathing filters, heat and moisture
exchangers, resuscitation systems, catheter mounts
and patient connections, oxygen therapy products,
nebulizers and aerosol therapy products,
accessories and connectors.

ASAG

Director
Issue No: 7
01 February 2001
Page 1 of 1 @
SGS Yarsley International Certification Services is aceredited by the V
following authorities: UKAS
QUALITY
MANAGFMENT
UK - United Kingdom Accreditation Service (UKAS) 005

SGS SCHN0101



N[5 Scs United Kingdom Lid
- Yarsley International Certification Services

Certificate Number
M6635

This is to certify that the
Quality Management systems of

Intersurgical Ltd

Wokingham, Guernsey and Lithuania

have been assessed and registered as meeting the
requirements of EN 46001 and 1SO 13485

The scope of registration is detailed on the Assessment
Schedule bearing this certificate number.

SGS Yarsley international Certification Services

Signed by
11 January 1995 11 January 2001
Criginal registration date Certificate issue date

This certificate remains valid subject to satisfactory

maintenance of the system for 4 years frem the above

certificate issue date. m

SGS Yarsley International Certification Services
is a division of $GS United Kingdom Ltd.
Registered in England No. 1193985

Registered Office:

SGS House, 217/221 London Read, UKAS

Camberley, Surrey GU15 3EY, United Kingdom, .MA%E&%EJ\ENT
005

Whilst all due care and skill was exercised in carrying out this assessment,
5GS Yarsley ICS accepts responsibility only for proven gross negligence.
This is not a legal document and cannot he used as such. The use of the
Accreditation mark shown on this certificate indicates accreditation in the
respect of those activitics covered by that Accreditation Authority. This certiticate
is an accredited certificate issued under the accredited scope granted to
SGS varsley ICS by UKAS, Registration Na. 005. This cettificate remains the
property of §GS$ Yarsley ICS to whom it must be retuined on request.

Member of the SGS Group {Société Générale de Surveillance)
SGS 4600/1/0101



RSGS

SGS United Kingdom Ltd
Yarsley International Certification Services

ASSESSMENT SCHEDULE

M6635

Assessment Standard:
Company:

Location:

Product Area Assessed:

Authorised by

EN 46001: 1996 and ISO 13485b: 1996

Intersurgical Ltd

Intersurgical Ltd Intersurgical UAB
Crane House Arnioniu 60/28-1
Molly Millars Lane 4710 Pabradé
Wokingham Lithuania
Berkshire

RG11 2RZ

Intersurgical {Guernsey} Ltd
Circuit House

Pitronnerie Road Industrial Estate
St Peter Port

Guernsey

Design and manufacture of single use, and reusable
non-sterile products for anaesthesia, critical care

and respiratory care: Anaesthetic breathing systems
and accessories, ventilator breathing systems,
breathing filters, and moisture exchangers,
resuscitation systems, catheter mounts and patient
connections, oxygen therapy products, nebulizers and
aerosol therapy products, accessories and connectors.

AAG L

Director
Issue No: 9
01 February 2001
Page 1 of 1 @
SGS Yarsley International Certification Services is accredited by the “
following authorities: UKAS
QUALITY
MANAGEMENT
UK - United Kingdom Accreditation Service (UKAS} 005

5G5S SCHA/0101



RSGS

SGS United Kingdom Ltd
Yarsley International Certification Services

Certificate Number

C7676

This is to certify that

Intersurgical Ltd

Wokingham, Guernsey and Lithuania

have been assessed and registered as meeting the
requirements of Directive 93/42/EEC Annex
(excluding Section 4)

The scope of registration is detailed on the Assessment
Schedute bearing this certificate number.

SGS Yarsley International Certification Services
Notified body Number 0120

Signed by
11 January 1995 11 January 2001
Original registration date Certificate issue date

This certificate remains valid subject to satisfactory
maintenance of the system for 4 years from the above
certificate issue date.

SGS Yarsley International Certification Services
is a division of SGS United Kingdom Ltd.
Registered in England No. 1193985

Registered Office:

SGS House, 217/221 London Road,

Camberley, Surrey GU15 3EY, United Kingdom.

Whilst all due care and skill was exercised in carrying aut this assessment,
SGS Yarsley ICS accepts responsibility only for proven gross negligence.
This is not a legal document and cannot be used as such, This certificate remains
the property of SG$ Yarstey ICS to whom it must be returned an reduest

Member of the SGS Group (Société Générale de Surveillance)

SGS CE/1/0101



(@\ SGS SGS United Kingdom Ltd
- Yarsley International Certification Services

ASSESSMENT SCHEDULE
C7676

Assessment Standard: Directive 93/42/EEC Annex ||
(excluding Section 4)

Company: Intersurgical Ltd

Location: Intersurgical Ltd Intersurgical UAB
Crane House Arnioniu 60/28-1
Molly Millars Lane 4710 Pabradé
Wokingham Lithuania
Berks
RG11 2RZ

intersurgical (Guernsey) Ltd
Circuit House

Pitronnerie Road Industrial Estate
St Peter Port

Guernsey

Product Area Assessed: Single use and reusable non-sterile products:
Cirrus nebulizer and Cirrus nebulizer systems;
micro-cirrus nebulizer and micro-cirrus nebulizer
systems; drug nebulizers; catheter mounts and
patient connectors; superset catheter mounts;
micro-mounts; intubation fixation kits; ventilator
breathing systems; breathing systems for
intensive care; heated wire breathing systems;
head box systems. Patient modules; equipment
modules; scavenging systems; breathing system
accessories; water-traps; lung ventilation imaging
systems; peep jars; anaesthetic breathing
systems; soda lime products; closed circle
anaesthetic systems; open anaesthetic systems.

Issue No: 8
01 February 2001

Page 1 of 2

SGS SCH/E/0101



REGS

SGS United Kingdom Ltd
Yarsley International Certification Services

ASSESSMENT SCHEDULE

5G5S SCH/B/0101

C7676

Product Area Assessed:
(cont)

Authorised by

Reservoir bags; anaesthetic face masks;
tracheostomy masks; monitoring lines; CO?
monitoring lines; pressure monitoring lines;
anaesthetic  monitoring  lines  resuscitation
systems; breathing tubes: flextube;
physiotherapy accessories; incentive spirometers;
fixed and swivelling connectors; straight
connectors; elbows; T-pieces; Y-pieces;
mouthpieces; elastomeric connectors; connectors
with monitoring parts; port caps; luer connectors;
respiratory  valves; uni-directional  valves;
connectors with uni-directional valves; adjustable
pressure limiting valves; pressure relief valves;
exhalation valves; oxygen therapy products;
oxygen masks; gas delvery tubing; bubble tubing;
medium concentration oxygen products; nasel
cannulae; fixed concentration venturi products;
variable concentration venturi products;
humidification cups; aerosol therapy products;
aerosol masks; filters; combined filter/heat and
moisture  exchangers; heat and moisture
exchangers.

ASAG

Director
on behalf of SGS Yarsley International Certification
Services as Notified Body 0120

Issue No: 8
01 February 2001

Page 2 of 2



