Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41:“21RZ, UK

has been assessed and certified as' meeting the‘réﬁuirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

The scope of re:gi‘st\ration appears on page 2 of this certificate.
This certificate is valid from 24 May 2021 until 26 November 2023

and remains valid subject to satisfactory surveillance audits.
Issue 8. Certified since 11 January 1995

Certification is based on reports numbered GB/PC 04303

This is a multi-site cemf catlon
( dltlonal site details are listed on the subsequent pag

Authorised by

Global Medical Devices Head of Nouf ed Body

SGS Belglum NV, Notified Body 1639

°--5GS House Noorderlaan 87 2030 Antwerp Belgium
t+32 (0)3545-48-48 f +32 (0)3 5454849 Www. sgs com

LPMD5007 - Cemﬁcatg CE1639 Annex IM N rev. 02

Digitally signed by Durdun Margareta
Date: 2024.03.02 01:35:54 EET
Reason: MoldSlgn Slgnature

This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this documentis unlawfuland 2
offenders may be prosecuted to the fullest extent of the law.



Certificate GB19/964232 continued

Intersurgical Ltd.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 8
Detailed scope

Sterile and Non-Sterile medical devices for respiratory care, in the areas
of airway management, anaesthesia, critical care, oxygen and aerosol therapy:
Sterile and Non-Sterile Anaesthetic Breathing Systems
Aerosol and Oxygen Face Masks
Anaesthetic Face Masks
Sterile Endotracheal Tube Introducer and Sterile Airway Stylets
Sterile and Non-Sterile Breathing Systems
Non-Heated Respiratory Bubble Humidifier
Sterile and Non-Sterile Catheter Mounts
Sterile and Non-Sterile Breathing System Connectors
Sterile and Non-Sterile Respiratory Filters
Breathing System Flexible Tubing
High Concentration Oxygen Face Masks
Sterile and Non-Sterile Heat and Moisture Exchangers
Sterile and Non-Sterile HME Filters
Sterile and Non-Sterile Inspiratory Line Humidification Chambers
Sterile I-gel Supraglottic Airways
Sterile Laryngeal Airways
Gas Sampling/Monitoring Respiratory Tubing
Sterile and Non-Sterile Heated Wire Breathing Systems,
Heated Wires and attachments (electrical adaptor leads)
Electrically Powered Moisture Condenser, Nasal Cannulae
Nebulising System Delivery Sets
Suction and Irrigatiori Oral Care Toothbrush
Oxygen Administration Tubing
Repeated Use Breathing Systems
Breathing Systems Reservoir Bags
Manual Pulmonary Resuscitation Systems
Catborl Dioxide Absorbents
Sterile and Non-Sterile Tracheal Suction Systems
Sterile Endotracheal Tubes
Venturi Valves and Venturi Valve Face Mask Kits
Wall Humidifier Nebuliser
Breathing System Water Traps
CPAP Bi-level Nasal Masks and NIV Face Masks
Pressure Limiting Valves
Peep Valves One Way Directional Valves
Infant Nasal CPAP Breathing System
Oxygen Recovery Kits
Endoscopy Molar Bite Block
Carbon Dioxide Cuvette
Class | sterile: Sterility aspects only - Restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions:
Sterile Guedel Airways
Certificate GB19/964232 continued

This documentis issued by the Company subject o its General Conditions of Page 2'0f3
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any thorized ion, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.




Intersurgical Ltd.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 8
Detailed scope

Additional facilities

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK
Unit 3, Molly Millars Bridge, RG41 2WY, UK

Dray House, Molly Millars Lane, RG41 2PX, UK

Brook House, Molly Millars Bridge,, RG41 2WY, UK

Unit 1, Molly Millars Lane, RG41 2QZ, UK

Circuit House, Pitronnerie Road, Industrial Estate, St Peter Port,
Guernsey, GY1 2RL, UK

UAB Intersurgical Arnioniy g.60, LT-18170 Pabradé, Lithuania
Arnioniy g. 60A, Pabradé, LT-18170, Lithuania

Arnioniy g. 45, Pabradeé, LT-18170, Lithuania

Duksto kelias 84A, Visaginas, LT-31146, Lithuania

This documentis issued by the Company subjecto its General Condtions of Page 3 of 3
Certification Services, unless otherwise agreed, accessible at
www.sgs.comiterms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https://www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.



Corrigendum to Certificate Certificate GB19/964232

Intersurgical Ltd.

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK

Scope

Sterile and Non-Sterile medical devices for respiratory care, in the areas
of airway management, anaesthesia, critical care, oxygen and aerosol
therapy:

Sterile and Non-Sterile Anaesthetic Breathing Systems

Aerosol and Oxygen Face Masks

Anaesthetic Face Masks

Sterile Endotracheal Tube Introducer and Sterile Airway Stylets
Sterile and Non-Sterile Breathing Systems

Non-Heated Respiratory Bubble Humidifier

Sterile and Non-Sterile Catheter Mounts

Sterile and Non-Sterile Breathing System Connectors

Sterile and Non-Sterile Respiratory Filters

Breathing System Flexible Tubing

High Concentration Oxygen Face Masks

Sterile and Non-Sterile Heat and Moisture Exchangers

Sterile and Non-Sterile HME Filters

Sterile and Non-Sterile Inspiratory Line Humidification Chambers
Sterile I-gel Supraglottic Airways

Sterile Laryngeal Airways

Gas Sampling/Monitoring Respiratory Tubing

Sterile and Non-Sterile Heated Wire Breathing Systems,

Heated Wires and attachments (electrical adaptor leads)
Authorised by

Global Medical Devices Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5105 - Corrigendum to Certificate

Page 1 of 2
SGS Belgium NV Certification and Business Enhancement Maatschappelijke Zetel/Siége Social:
Noorderlaan 87 B-2030 Antwerpen/Anvers
t +32 (0)3 545 48 48 f +32 (0)3 545 48 49
Member of the SGS Group

This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.


http://www.be.sgs.com/

Electrically Powered Moisture Condenser, Nasal Cannulae
Nebulising System Delivery Sets

Suction and Irrigation Oral Care Toothbrush

Oxygen Administration Tubing

Repeated Use Breathing Systems

Breathing Systems Reservoir Bags

Manual Pulmonary Resuscitation Systems

Carbon Dioxide Absorbents

Sterile and Non-Sterile Tracheal Suction Systems

Sterile Endotracheal Tubes

Venturi Valves and Venturi Valve Face Mask Kits

Wall Humidifier Nebuliser

Breathing System Water Traps

CPAP Bi-level Nasal Masks and NIV Face Masks

Pressure Limiting Valves

Peep Valves One Way Directional Valves

Infant Nasal CPAP Breathing System

Oxygen Recovery Kits

Endoscopy Molar Bite Block

Carbon Dioxide Cuvette

Class | sterile: Sterility aspects only - Restricted to the aspects of
manufacture

concerned with securing and maintaining sterile conditions:
Sterile Guedel Airways

This corrigendum is only valid together with accompanying 93/42/EEC certificate
issue 8

Correction Date Correction

Change approved by SGS on
11 January 2022

The client is removing one of their
additional sites Unit 3 Mollay Millars
Bridge, RG41 2WY

Change approved by SGS on
08 November 2022

This client is removing one of their
additional facilities:

Circuit House, Pitronnerie Road,
Industrial Estate, St Peter Port,
Guernsey, GY1 2RL, UK

SGS Belgium NV

Certification and Business Enhancement Maatschappelijke Zetel/Siége Social:

Noorderlaan 87 B-2030 Antwerpen/Anvers
t +32 (0)3 545 48 48 f +32 (0)3 545 48 49

Member of the SGS Group
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Intersurgical Ltd, Crane House, Molly Millars Lane,
Wokingham, Berkshire, RG41 2RZ, UK
T: +44 (0)118 9656 300 F: +44 (0)118 9656 356

info@intersurgical.com www.intersurgical.com

iV EROURGIVAL

Manufacturer's Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices,
in particular with respect to

o the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable
Medical Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD)
(Directive Certificates) and/ort

e the compliance of the devices and us as their manufacturer with the conditions for the
continued placing on the market and putting into service

Manufacturer name Intersurgical Ltd

Crane House, Molly Millars Lane,
. Wokingham, Berkshire, RG41 2RZ United
Manufacturer address and contact details Kingdom

Tel: +44 (0) 118 9656 300
Fax: +44 (0) 118 9656 356

GB-MF-000004798

Single Registration Number (SRN) (if available)

Authorised Representative name (if applicable) UAB Intersurgical

Arnioniy 60, Pabradé, LT-18170, Lithuania
Tel: +370 387 66611
Fax: +370 387 66622

Authorised Representative address and contact details

Single Registration Number (SRN) (if available) LT-AR-000003907

o . . SGS Belgium NV
Notified body name (if applicable) 9 See attached schedule
O

Notified body number (if applicable) 1639 See attached schedule
O

Directive Certificate number(s) GB19/964232

to which this confirmation is made (if applicable)

o See attached schedule

Original expiry date as indicated on the Directive
Certificate prior to the extension of the validity (if

26 November 2023
O See attached schedule

applicable)

End date of extended validity/transition period 31 December 2028
o See attached schedule

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did
not require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and
for which the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.

UK ¢ Ireland ¢ France ¢ Germany ¢ Spain ¢ Portugal ¢ Italy ¢« Benelux ¢« Sweden ¢ Denmark ¢ Lithuania ¢ Russia ¢ Czech Republic

Turkey < South Africa ¢« China ¢ Japan * Taiwan e« Philippines « USA « Canada « Colombia « Australia

Intersurgical Limited Registered in England No. 1488409

Directors S. K. Williams +« H.Bellm ¢« K.Jacob « D.Willams +« M. Hinton « C.Bellm « S.Day <« S.Payne



iR ERSUNGIVAL

We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate (or see attached schedule, if multiple certificates)
the conditions for the legal extension of validity as required in Article 120.2 of the MDR are
met and/or?

o the listed device(s) in the attached schedule and we as their manufacturer are in compliance
with the conditions listed in Article 120.3c of the MDR for continued placing on the market and
putting into service,

namely by fulfilling the following conditions:

» Directive Certificate(s) as listed above or in the attached schedule

o Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017,
was/were valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:
O Expired before 20 March 2023:

O Before the original date of expiry as indicated on the Directive Certificate(s), we and
the notified body have signed written agreement(s) in accordance with Section 4.3,
second subparagraph of Annex VII to this Regulation for the conformity
assessment(s) in respect of the device(s) covered by the expired certificate(s) or in
respect of a device(s) intended to substitute that/those device(s), or

O A Competent Authority has granted a derogation from the applicable conformity
assessment procedure in accordance with Article 59(1) MDR (may be provided upon
request), or

O A Competent Authority has required the manufacturer, in accordance with Article
97(1) MDR, to carry out the applicable conformity assessment procedure (may be
provided upon request)

Choose one of the following statements only if a derogation per Article 59(1) or a
requirement per Article 97(1) has been granted by a Competent Authority:

O Formal application(s) to the notified body in accordance with Section 4.3, first
subparagraph of Annex VII MDR for conformity assessment has/have been made or
will be made/submitted by us to a notified body no later than 26 May 2024 for the
device(s) listed in the attached schedule or its/their substitute(s) and signed written
agreement(s) is/will be in place in accordance with Section 4.3, second subparagraph
of Annex VII MDR before 26 September 2024,

O We do not intent to lodge an application for conformity assessment by 26 May 2024,
therefore the transition period will end on 26 May 2024.

Expired/expires after 20 March 2023:
Choose one applicable statement:

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did
not require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and
for which the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body



¥'  Formal application(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s)
listed in the attached schedule or its/their substitute(s) and signed written
agreement(s) is/will be in place in accordance with Section 4.3, second
subparagraph of Annex VII MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024,
therefore the transition period will end on 26 May 2024.

» Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up
prior to 26 May 2021 and for which the conformity assessment procedure pursuant to this
Regulation requires the involvement of a notified body:

Choose one applicable statement:

O Formal application(s) to the notified body in accordance with Section 4.3, first
subparagraph of Annex VII MDR for conformity assessment has/have been made or will
be made/submitted by us to a notified body no later than 26 May 2024 for the device(s)
listed in the attached schedule or its/their substitutes and signed written agreement(s)
is/will be in place in accordance with Section 4.3, second subparagraph of Annex VII
MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024,
therefore the transition period will end on 26 May 2024.

» Quality Management System (QMS)
Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May
2024.

v A QMS in accordance with Article 10(9) MDR is in place.

O A notified body has issued the attached certificate for the MDR-compliant QMS.

» Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.
e There are no significant changes in the design and intended purpose.

The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.
Signed for and on behalf of the manufacturer:

Full Company Name: Intersurgical Ltd.
Location & Date: Wokingham, 5 October 2023
Signature, Print Name, Title: %

Ivan Seniut

Group Quality and Regulatory Affairs Director
Duly authorised for and on behalf of Intersurgical Ltd

Contact Details (at least email): | 00 370 38766 609
is@intersurgical.co.uk




Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

Identification of the Directive Certificate Original expiry Notified Body Notified Body End date of Substitute
device(s) 2 number(s) date as indicated name and name and extended Device(s)
(e.g., device name, to which this on the Directive number that number where validity / (if applicable)
family/group name confirmation is Certificate (s) issued the the MDR transition
device model or made prior to the Directive application was period
catalogue number) (if applicable) extension of the Certificate lodged/contract
validity (if applicable) signed
(if applicable) (if applicable)

Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium | SGS Belgium NV, | 31 pecember | Not applicable
Anaesthetic Breathing NV, Notified Notified Body 2028
Systems Body 1639 1639
Aerosol and Oxygen GB19/964232 26 November 2023 | SGS Belgium | SGS Belgium NV, | 31 pecember | Not applicable
Face Masks NV, Notified Notified Body 2028

Body 1639 1639
Anaesthetic Face GB19/964232 26 November 2023 | SGS Belgium | SGS Belgium NV, | 31 pecember | Not applicable
Masks NV, Notified Notified Body 2028

Body 1639 1639
Sterile Endotracheal GB19/964232 26 November 2023 | SGS Belgium | SGS Belgium NV, | 31 pecember | Not applicable
Tube Introducer and NV, Notified Notified Body 2028
Sterile Airway Stylets Body 1639 1639
Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium | SGS Belgium NV, | 31 pecember | Not applicable
Breathing Systems NV, Notified Notified Body 2028

Body 1639 1639
Non-Heated GB19/964232 26 November 2023 | SGS Belgium | SGS Belgium NV, | 31 pecember | Not applicable
Respiratory Bubble NV, Notified Notified Body 2028
Humidifier Body 1639 1639
Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium | SGS Belgium NV, | 31 pecember | Not applicable

3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined

above)




Catheter Mounts NV, Notified Notified Body 2028

Body 1639 1639
Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Breathing System NV, Notified Notified Body 2028
Connectors Body 1639 1639
Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Respiratory Filters NV, Notified Notified Body 2028

Body 1639 1639
Breathing System GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Flexible Tubing NV, Notified Notified Body 2028

Body 1639 1639
High Concentration GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Oxygen Face Masks NV, Notified Notified Body 2028

Body 1639 1639
Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Heat and Moisture NV, Notified Notified Body 2028
Exchangers Body 1639 1639
Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
HME Filters NV, Notified Notified Body 2028

Body 1639 1639
Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Inspiratory Line NV, Notified Notified Body 2028
Humidification Body 1639 1639
Chambers
Sterile I-gel GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Supraglottic Airways NV, Notified Notified Body 2028

Body 1639 1639
Sterile Laryngeal GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Airways NV, Notified Notified Body 2028

Body 1639 1639
Gas GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Sampling/Monitoring NV, Notified Notified Body 2028
Respiratory Tubing Body 1639 1639




Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Heated Wire Breathing NV, Notified Notified Body 2028
Systems, Heated Body 1639 1639
Wires and attachments
(electrical adaptor
leads)
Electrically Powered GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Moisture Condenser NV, Notified Notified Body 2028
Body 1639 1639
Nasal Cannulae GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
NV, Notified Notified Body 2028
Body 1639 1639
Nebulising System GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Delivery Sets NV, Notified Notified Body 2028
Body 1639 1639
Suctions and Irrigation | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Oral Care Toothbrush NV, Notified Notified Body 2028
Body 1639 1639
Oxygen Administration | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Tubing NV, Notified Notified Body 2028
Body 1639 1639
Repeated Use GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Breathing Systems NV, Notified Notified Body 2028
Body 1639 1639
Breathing Systems GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Reservoir Bags NV, Notified Notified Body 2028
Body 1639 1639
Manual Pulmonary GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Resuscitation Systems NV, Notified Notified Body 2028
Body 1639 1639
Carbon Dioxide GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Absorbents NV, Notified Notified Body 2028
Body 1639 1639




Sterile and Non-Sterile | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Trachseal Suction NV, Notified Notified Body 2028
Systems Body 1639 1639
Sterile Endotracheal GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Tubes NV, Notified Notified Body 2028
Body 1639 1639
Venturi Valves and GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Venturi Valve Face NV, Notified Notified Body 2028
Mask Kits Body 1639 1639
Wall Humidifier GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Nebuliser NV, Notified Notified Body 2028
Body 1639 1639
Breathing System GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Water Traps NV, Notified Notified Body 2028
Body 1639 1639
CPAP Bi-level Nasal GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Masks and NIV Face NV, Notified Notified Body 2028
Masks Body 1639 1639
Pressure Limiting GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Valves NV, Notified Notified Body 2028
Body 1639 1639
Peep Valves GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
NV, Notified Notified Body 2028
Body 1639 1639
One Way Directional GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Valves NV, Notified Notified Body 2028
Body 1639 1639
Infant Nasal CPAP GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Breathing Systems NV, Notified Notified Body 2028
Body 1639 1639
Oxygen Recovery Kits | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
NV, Notified Notified Body 2028
Body 1639 1639




Endoscopy Molar Bite | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Block NV, Notified Notified Body 2028
Body 1639 1639
Carbon Dioxide GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
Cuvette NV, Notified Notified Body 2028
Body 1639 1639
Sterile Guedel Airways | GB19/964232 26 November 2023 | SGS Belgium SGS Belgium NV, | 31 December Not applicable
NV, Notified Notified Body 2028
Body 1639 1639




Certificate GB95/6635

The management system of

Intersurgical Ltd.

Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom

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 and

non-sterile medical devices for respiratory care,

in the areas of airway management,

anaesthesia, critical care and oxygen and aerosol therapy.

This certificate is valid from 04 December 2023 until 26 November 2026 and remains valid subject to satisfactory surveillance audits.
Issue 35. Certified since 11 January 1995

Certified activities performed by additional sites are listed on subsequent pages.
Last certificate expiry date 26 November 2023
Recertification audit date 27 October 2023

ke U hold

Authorised by
Jonathan Hall
Global Head - Certification Services

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com
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This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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Certificate GB95/6635, continued

Intersurgical Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 35

Sites

Intersurgical Ltd.
Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom

Design and manufacture of sterile and non-sterile medical devices for respiratory care, in the areas of airway management,
anaesthesia, critical care and oxygen and aerosol therapy. Distribution of medical devices for respiratory care.

Intersurgical Ltd.
Unit 3 Molly Millars Bridge RG41 2WY United Kingdom

Design and manufacture of sterile and non-sterile medical devices for respiratory care, in the areas of airway management,
anaesthesia, critical care and oxygen and aerosol therapy. Distribution of medical devices for respiratory care.

Intersurgical Ltd.
Dray House Molly Millars Lane RG41 2PX United Kingdom

Design and manufacture of sterile and non-sterile medical devices for respiratory care, in the areas of airway management,
anaesthesia, critical care and oxygen and aerosol therapy. Distribution of medical devices for respiratory care.

Intersugical Ltd.
Brook House Molly Millars Bridge RG41 2WY United Kingdom

Design and manufacture of sterile and non-sterile medical devices for respiratory care, in the areas of airway management,
anaesthesia, critical care and oxygen and aerosol therapy. Distribution of medical devices for respiratory care.

Intersugical Ltd.
Unit 1 Molly Millars Lane RG41 2QZ United Kingdom

Design and manufacture of sterile and non-sterile medical devices for respiratory care, in the areas of airway management,
anaesthesia, critical care and oxygen and aerosol therapy. Distribution of medical devices for respiratory care.

UKAS

MANAGEMENT
SYSTEMS

0005

This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of # ;
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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Certificate GB95/6635, continued

Intersurgical Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 35
UAB Intersurgical (Site A)
Arnioniy g.60 LT-18170 Pabradé Lithuania

Manufacture of sterile and non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical
devices for respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.
Distribution of medical devices for respiratory care in support of distribution of medical devices for respiratory care.

UAB Intersurgical
Arnioniy g. 60A Pabradé LT-18170 Lithuania

Manufacture of sterile and non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical
devices for respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.
Distribution of medical devices for respiratory care in support of distribution of medical devices for respiratory care.

UAB Intersurgical
Arnioniy g. 45 Pabradé LT-18170 Lithuania

Manufacture of sterile and non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical
devices for respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.
Distribution of medical devices for respiratory care in support of distribution of medical devices for respiratory care.

UAB Intersurgical
Duksto kelias 84A Visaginas LT-31146 Lithuania

Manufacture of non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical devices for
respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.
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This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of ¥
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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Certificat CE Sistem complet de asigurare a calitatii: Certificat GB19/964232

Sistemul de management al

Intersurgical Ltd.

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ,
Regatul Unit

fost evaluat si certificat ca indeplinind cerintele

Directivei 93/42/CEE

privind dispozitivele medicale, Anexa Il (cu exceptia Sectiunii 4)
Pentru urmatoarele produse

Obiectul acestei inregistrari apare pe pagina 2 a acestui certificat.

Prezentul certificat este valabil in perioada joi, 24 mai 2021 - sdmbata, 26
noiembrie 2023 si raméne valabil sub rezerva unor audituri de supraveghere
satisfacatoare.

Versiunea 8. Data certificarii: 11 ianuarie 1995

Certificarea se bazeaza pe rapoartele numerotate GB/PC 04303

Aceasta este o certificare pentru mai multe unitati.
Detalii suplimentare privind unitatile se gasesc pe pagina urmatoare.

Autorizat de

g

Director Global al Organismului Notificat pentru Dispozitive Medicale

SGS Belgium NV, Organism notificat 1639

SGS House Noorderlaan 87 2030 Antwerp Belgia

t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com.
LPMD5007 - Certificat CE1639 Anexa I1-4.EN rev. 02
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Prezentul document este emis de Companie sub rezerva Conditiilor generale privind
serviciile de certificare, cu exceptia cazului in care se convine altfel, accesibile la

WWW.SQ! 5_and_ iti htm. Se atrage atentia asupra aspectelor de

limitare a ra ii, de agubire si de jurisdictie stabilite in acestea. Autenticitatea

prezentului document poate fi verificata la adresa https://www.sgs.com/en/certified-
clients-and-| tified-client-directory. Orice i

sau falsificare a continutului sau a aspectului prezentului document este ilegalé, iar
contravenientii pot fi urmariti penal in temeiul legii.
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Certificat GB19/964232 (continuare)

Intersurgical Ltd.
Directiva 93/42/CEE

privind dispozitivele medicale, Anexa Il (exclusiv sectiunea 4)

Versiunea 8

Sfera de aplicare detaliata

Dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii, in
domeniul managementului cailor respiratorii, anesteziei, terapiei intensive, terapiei cu
oxigen si aerosoli:

Sisteme de respiratie anestezice, sterile si nesterile

Masti faciale pentru aerosoli si oxigen

Masti faciale pentru anestezie

Introductor (bougie) steril pentru tub endotraheal si stilete sterile pentru caile respiratorii
Sisteme de respiratie, sterile si nesterile

Barbotor/umidificator neincalzit

Suporturi pentru cateter, sterile si nesterile

Conectori sisteme de respiratie, sterili si nesterili

Filtre respiratorii, sterile si nesterile

Tubulatura flexibild sistem de respiratie

Masti faciale pentru oxigen cu concentratie ridicata

Schimbatoare de caldura si umiditate, sterile si nesterile

Filtre HME, sterile si nesterile

Linie inspiratie, sterila si nesterila Camere de umidificare

I-gel pentru caile respiratorii supraglotice, steril

Masti laringiene, sterile

Tubulatura pentru caile respiratorii esantionare/monitorizare a gazelor
Sisteme de respiratie cu fir incalzit, sterile si nesterile

Fire Tncalzite si accesorii (cabluri adaptoare electrice)

Condensator de umiditate electric, Canule nazale

Seturi de administrare pentru sistem de nebulizare

Periuta de dinti pentru ingrijire orala, aspiratie si irigare

Tubulatura administrare oxigen

Sisteme de respiratie pentru utilizare repetata

Pungi rezervor pentru sisteme de respiratie

Sisteme manuale de resuscitare pulmonara

Absorbanti dioxid de carbon

Sisteme aspiratie traheala, sterile si nesterile

Tuburi endotraheale, sterile

Tuburi (valve) Venturi si kituri de masti faciale cu tuburi (valve) Venturi
Umidificator nebulizator de perete

Decantoare (separatoare) de apa sistem de respiratie

Masti nazale CPAP cu doua niveluri si masti faciale NIV

Supape limitatoare de presiune

Supape Peep unidirectionale

Sistem de respiratie nazala CPAP, pentru nou-nascuti

Kituri recuperare oxiden

Bloc de muscatura endoscopie

Cuveta dioxid carbon

Dispozitive medicale sterile din clasa I: Doar aspecte de sterilitate - Restrictionat la
aspectele de fabricatie care privesc asigurarea si mentinerea conditiilor sterile:
Pipe Guedel, sterile

Certificat GB19/964232 (continuare)

Prezentul document este emis de Companie sub rezerva Conditiilor generale privind Pagina 2 din 3
serviciile de certificare, cu exceptia cazului in care se convine altfel, disponibile la
www.sgs.com/terms_and_conditions.htm. Se atrage atentia asupra aspectelor de
limitare a raspunderii, de despagubire si de jurisdictie stabilite in acestea. Autenticitatea
prezentului document poate fi verificata la adresa https://www.sgs.com/en/certified-
clients-and-pi ifi lient-directory. Orice ifi neautorizata,
contrafacere sau falsificare a continutului sau a aspectului prezentului document este
ilegald, iar contravenientii pot fi urmériti penal in temeiul legii.
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Intersurgical Ltd.
Directiva 93/42/CEE

privind dispozitivele medicale, Anexa Il (cu exceptia Sectiunii 4)
Versiunea 8

Sfera de aplicare detaliata

Unitati suplimentare

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, Regatul Unit
Unit 3, Molly Millars Bridge, RG41 2WY, Regatul Unit

Dray House, Molly Millars Lane, RG41 2P X, Regatul Unit

Brook House, Molly Millars Bridge, RG41 2WY, Regatul Unit

Unit 1, Molly Millars Lane, RG41 2QZ, Regatul Unit

Circuit House, Pitronnerie Road, Industrial Estate, St Peter Port, Guernsey, GY1
2RL, Regatul Unit

UAB Intersurgical Arnioniu g.60, LT-18170 Pabrade, Lituania
Arnioniu g. 60A, Pabrade, LT-18170, Lituania

Arnionin g. 45, Pabrade, LT-18170, Lituania

Duksto kelias 84A, Visaginas, LT-31146, Lituania

Subsemnata, GRECU SIMONA-OANA,

Pagina 3 din 3

Prezentul document este emis de Companie sub rezerva Conditiilor generale privind
serviciile de certificare, cu exceptia cazului in care se convine altfel, accesibile la
www.sgs.com/terms_and_conditions.htm. Se atrage atentia asupra aspectelor de
limitare a raspunderii, de despagubire si de jurisdictie stabilite in acestea. Autenticitatea
prezentului document poate fi verificata la adresa https://www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Orice modificare neautorizata, contrafacere
sau falsificare a continutului sau a aspectului prezentului document este ilegala, iar
contravenientii pot fi urmariti penal Tn temeiul legii.
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Rectificare la Certificat Certificat GB19/964232

Intersurgical Ltd.

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, Regatul Unit

Domeniu de aplicare

Dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii,
in domeniul managementului cailor respiratorii, anesteziei, terapiei intensive,
terapiei cu oxigen si aerosoli:

Sisteme de respiratie anestezice, sterile si nesterile

Masti faciale pentru aerosoli si oxigen

Masti faciale pentru anestezie

Introductor (bougie) steril pentru tub endotraheal si stilete sterile pentru caile
respiratorii

Sisteme de respiratie, sterile si nesterile

Barbotor/umidificator neincalzit, steril

Suporturi pentru cateter, sterile si nesterile

Conectori sisteme de respiratie, sterili si nesterili

Filtre respiratie, sterile si nesterile

Tubulatura flexibila sistem de respiratie

Masti faciale pentru oxigen cu concentratie ridicata

Schimbatoare de caldura si umiditate, sterile si nesterile

Filtre HME, sterile si nesterile

Linie inspiratie, sterila si nesterila Camere de umidificare

I-gel pentru caile respiratorii supraglotice, steril

Masti laringiene, sterile

Tubulatura pentru caile respiratorii esantionare/monitorizare a gazelor
Sisteme de respiratie cu fir incalzit, sterile si nesterile,

Fire incalzite si accesorii (cabluri adaptoare electrice)
Autorizat de

Manager de certificare globala a dispozitivelor medicale

SGS Belgium NV, Organism notificat 1639

SGS House Noorderlaan 87 2030 Antwerp Belgia
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5105 - Rectificare la Certificat

Pagina 1 din 2
SGS Belgium NV Certificare si consolidarea activitatii Maatschappelijke Zetel/Sediul social:
Noorderlaan 87 B-2030 Antwerpen/Anvers
t +32 (0)3 545 48 48 f +32 (0)3 545 48 49

Membré a SGS Group

Prezentul document este emis de Companie sub rezerva Conditiilor generale
privind serviciile de certificare, cu exceptia cazului in care se convine altfel,
accesibile la www.sgs.com/terms_and_conditions.htm. Se atrage atentia asupra
aspectelor de limitare a raspunderii, de despagubire si de jurisdictie stabilite in
acestea. Autenticitatea prezentului document poate fi verificata la adresa

https:/lwww.sgs.com/en/certified-clients-and-products/certified-client-directory .
Orice modificare neautorizata, contrafacere sau falsificare a continutului sau a
aspectului prezentului document este ilegald, iar contravenientii pot fi urmariti
penal in temeiul legii.
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Condensator de umiditate electric, canule nazale

Seturi de administrare pentru sistem de nebulizare

Periuta de dinti pentru ingrijire orala, aspiratie si irigare

Tubulatura administrare oxigen

Sisteme de respiratie pentru utilizare repetata

Pungi rezervor pentru sisteme de respiratie

Baloane manuale pentru sisteme de resuscitare pulmonara
Absorbanti dioxid de carbon

Sisteme aspiratie traheala, sterile si nesterile

Tuburi endotraheale, sterile

Tuburi (valve) Venturi si kituri de masti faciale cu tuburi (valve) Venturi
Umidificator nebulizator de perete

Decantoare (separatoare) sistem de respiratie

Masti nazale CPAP cu doua niveluri si masti faciale NIV

Supape limitatoare de presiune

Supape Peep unidirectionale

Sistem de respiratie nazala CPAP, pentru nou-nascuti

Kituri recuperare oxigen

Bloc de muscatura endoscopie

Cuveta dioxid carbon

Dispozitive medicale sterile din clasa I: Doar aspecte de sterilitate - Restrictionat
la aspectele de fabricatie care privesc asigurarea si mentinerea conditiilor
sterile:

Pipe Guedel, sterile

Aceasta rectificare este valabila doar impreuna cu Certificatul 93/42/CEE insotitor,

versiunea 8

Data corectiei Corectie
Modificare aprobata de catre SGS la Clientul elimina una dintre unitatile

11 ianuarie 2022 suplimentare

Unit 3 Mollay Millars Bridge, RG41 2WY]

Modificare aprobata de catre SGS la Clientul elimina una dintre unitatile
8 noiembrie 2022 suplimentare:

Circuit House, Pitronnerie Road,
Industrial Estate, St Peter Port,
Guernsey, GY1 2RL, Regatul Unit

SGS Belgium NV Certificare si consolidarea activitatii Maatschappelijke Zetel/Sediul social:
Noorderlaan 87 B-2030 Antwerpen/Anvers
t +32 (0)3 545 48 48 f +32 (0)3 545 48 49

Membré a SGS Group
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Certificat GB95/6635

Sistemul de management al

Intersurgical Ltd.

Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ Regatul Unit
a fost evaluat si certificat ca indeplinind cerintele

ISO 13485:2016

EN ISO 13485:2016

pentru urméatoarele activitati:

Proiectarea si fabricarea de dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul managementului
céilor respiratorii, anesteziei, terapiei intensive, terapiei cu oxigen si aerosoli.

Prezentul certificat este valabil in perioada 4 decembrie 2023 - 26 noiembrie 2026 si rdmane valabil sub rezerva unor audituri de supraveghere
satisfacatoare.

Versiunea 35. Data certificarii: 11 ianuarie 1995

Activitdtile certificate desfasurate de unitéti suplimentare sunt enumerate in paginile urméatoare.
Data de expirare a ultimului certificat 26 noiembrie 2023
Data auditului de recertificare 27 octombrie 2023

ok, U il

Autorizat de
Jonathan Hall
Director global - Servicii de certificare

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com
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autor si orice modificare, contrafacere sau falsificare neautorizata a continutului sau aspectului acestui document este iIegaIé.
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Certificat GB95/6635, continuare

Intersurgical Ltd.

ISO 13485:2016
EN ISO 13485:2016

Versiunea 35

Unitati

Intersurgical Ltd.
Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ Regatul Unit

Proiectarea si fabricarea de dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul
managementului cailor respiratorii, anesteziei, terapiei intensive, terapiei cu oxigen si aerosoli. Distributia de dispozitive
medicale pentru ingrijirea afectiunilor respiratori.

Intersurgical Ltd.
Unit 3 Molly Millars Bridge RG41 2WY Regatul Unit

Proiectarea si fabricarea de dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul
managementului cailor respiratorii, anesteziei, terapiei intensive, terapiei cu oxigen si aerosoli. Distributia de dispozitive
medicale pentru ingrijirea afectiunilor respiratorii.

Intersurgical Ltd.

Dray House Molly Millars Lane RG41 2PX Regatul Unit

Proiectarea si fabricarea de dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul
managementului cailor respiratorii, anesteziei, terapiei intensive, terapiei cu oxigen si aerosoli. Distributia de dispozitive
medicale pentru ingrijirea afectiunilor respiratorii.

Intersurgical Ltd.

Brook House Molly Millars Bridge RG41 2WY Regatul Unit

Proiectarea si fabricarea de dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul
managementului cailor respiratorii, anesteziei, terapiei intensive, terapiei cu oxigen si aerosoli. Distributia de dispozitive
medicale pentru ingrijirea afectiunilor respiratori.

Intersurgical Ltd.

Unit 1 Molly Millars Lane RG41 2QZ Regatul Unit

Proiectarea si fabricarea de dispozitive medicale sterile si nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul
managementului cilor respiratorii, anesteziei, terapiei intensive, terapiei cu oxigen si aerosoli. Distributia de dispozitive
medicale pentru ingrijirea afectiunilor respiratorii.
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si va fi consideratd ca fiind o copie. Prezentul document este emis de Companie sub rezerva Conditiilor generale privind serviciile de certificare ale SGS, disponibile la on
Termeni si conditii | SGS. Se atrage atentia asupra aspectelor de limitare a raspunderii, de despagubire si de jurisdictie stabilite in acestea. Prezentul document este protejat
de drepturile de autor si orice modificare, contrafacere sau falsificare neautorizatd a continutului sau aspectului acestui document este ilegala.
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Certificat GB95/6635, continuare

Intersurgical Ltd.

ISO 13485:2016
EN ISO 13485:2016

Versiunea 35

UAB Intersurgical (Unitatea A)
Arnioniy g.60 LT-18170 Pabradé Lituania

Fabricarea de dispozitive medicale sterile si nesterile, asigurand proiectarea si fabricarea de dispozitive medicale sterile si
nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul managementului cilor respiratorii, anesteziei, terapiei intensive,
terapiei cu oxigen si aerosoli. Distributia de dispozitive medicale pentru ingrijirea afectiunilor respiratorii, asigurand distributia
de dispozitive medicale pentru ingrijirea afectiunilor respiratorii.

UAB Intersurgical

Arnioniy g. 60A Pabradé LT-18170 Lituania

Fabricarea de dispozitive medicale sterile si nesterile, asigurand proiectarea si fabricarea de dispozitive medicale sterile si
nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul managementului cilor respiratorii, anesteziei, terapiei intensive,
terapiei cu oxigen si aerosoli. Distributia de dispozitive medicale pentru ingrijirea afectiunilor respiratorii, asigurand distributia
de dispozitive medicale pentru ingrijirea afectiunilor respiratorii.

UAB Intersurgical

Arnioniy g. 45 Pabradé LT-18170 Lituania

Fabricarea de dispozitive medicale sterile si nesterile, asigurand proiectarea si fabricarea de dispozitive medicale sterile i
nesterile pentru ingrijirea afectiunilor respiratorii, in domeniul managementului cilor respiratorii, anesteziei, terapiei intensive,
terapiei cu oxigen si aerosoli. Distributia de dispozitive medicale pentru ingrijirea afectiunilor respiratorii, asigurand distributia
de dispozitive medicale pentru ingrijirea afectiunilor respiratorii.

UAB Intersurgical

Duksto kelias 84A Visaginas LT-31146 Lituania

Fabricarea de dispozitive medicale nesterile, asigurand proiectarea si fabricarea de dispozitive medicale sterile si nesterile
pentru ingrijirea afectiunilor respiratorii, in domeniul managementului cailor respiratorii, anesteziei, terapiei intensive, terapiei cu
oxigen si aerosoli.
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Subsemnata, GRECU SIMONA-OANA, traducator autorizat de Ministerul Justifiei cu nr. 12906,
prezentei traduceri cu textul actului in copie in limba engleza care a fost tradus de mine.
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Intersurgical Ltd, Crane House, Molly Millars Lane,
Wokingham, Berkshire, RG41 2RZ, UK

‘E EON T: +44 (0)118 9656 300 F: +44 (0)118 9656 356

Quality, innovation and choice info@intersurgical.com www.intersurgical.com

Declaratia producatorului

in legaturd cu Regulamentul (UE) 2023/607 de modificare a Regulamentelor (UE) 2017/745 si (UE)
2017/746 in ceea ce priveste dispozitiile tranzitorii pentru anumite dispozitive medicale si pentru anumite
dispozitive medicale pentru diagnostic in vitro, in special cu privire la

e valabilitatea certificatelor emise in temeiul Directivei 90/385/CEE a Consiliului privind dispozitivele
medicale implantabile active (AIMDD) sau al Directivei 93/42/CEE a Consiliului privind dispozitivele
medicale (MDD) (certificate eliberate Tn conformitate cu directiva) si/sau®

e conformitatea dispozitivelor si a noastra, in calitate de producator al acestora, cu conditiile pentru
continuarea introducerii pe piaté si punerea in functiune a acestora

Numele producatorului Intersurgical Ltd

Crane House, Molly Millars Lane,

. N . ) Wokingham, Berkshire, RG41 2RZ Regatul
Adresa si informatiile de contact ale producatorului Unit

Tel: +44 (0) 118 9656 300
Fax: +44 (0) 118 9656 356

Numar unic de inregistrare (SRN) (daca este cazul) GB-MF-000004798

Numele reprezentantului autorizat (daca este cazul) UAB Intersurgical

Arnioniy 60, Pabradé, LT-18170, Lituania
Tel: +370 387 66611
Fax: +370 387 66622

Adresa si informatiile de contact ale reprezentantului
autorizat

Numar unic de inregistrare (SRN) (daca este cazul) LT-AR-000003907

. R < SGS Belgium NV
Numele organismului notificat (daca este cazul) g .
o Consultati tabelul atasat

. . C . 1639
Numarul organismului notificat (daca este cazul) Consultati tabelul atasat
[m]

Numarul/numerele Certificatelor eliberate in conformitate GB19/964232

cu directiva pentru care se emite aceasta confirmare (daca o Consultati tabelul atasat
este cazul)

Data de expirare initiala, astfel cum este indicata pe 26.11.2023

certificatul eliberat in conformitate cu directiva 0 Consultati tabelul atasat

fnainte de prelungirea valabilitatii (daca este cazul)

31.12.2028
Data de sféarsit a perioadei de valabilitate

prelungite/perioadei de tranzitie o Consultafi tabelul atasat

1 Prima conditie nu se aplica in cazul dispozitivelor pentru care procedura de evaluare a conformitatii in temeiul MDD nu a
necesitat implicarea unui organism notificat pentru care declaratia de conformitate a fost intocmita inainte de 26 mai 2021 si
pentru care procedura de evaluare a conformitatii in temeiul acestui Regulament necesita implicarea unui organism notificat.

UK « Ireland * France ¢ Germany < Spain ¢ Portugal ° Italy * Benelux ¢« Sweden * Denmark ¢ Lithuania ¢ Russia ¢ Czech Republic
Turkey « South Africa * China + Japan e+ Taiwan <« Philippines « USA + Canada + Colombia + Australia

Intersurgical Limited Registered in England No. 1488409
Directors S. K. Williams « H.Bellm ¢ K.Jacob « D.Wiliams « M.Hinton « C.Bellm « S.Day e« S.Payne



Quality, innovation and choice

Subscrisa, in calitate de producator, declaram pe propria raspundere:

e pentru Certificatul eliberat in conformitate cu directiva mentionat mai sus (sau consultati tabelul
atasat, pentru cazul in care exista mai multe certificate) sunt indeplinite conditiile pentru prelungirea
legala a valabilitatii, astfel cum se prevede la articolul 120.2 din MDR si/sau?

e dispozitivele enumerate in lista din tabelul atasat, iar noi, in calitate de producator al acestora,
respectdm conditiile enumerate la articolul 120.3c din MDR pentru continuarea introducerii pe piata
si punerea in functiune,

si anume prin indeplinirea urmétoarelor conditii:

» Certificatele eliberate Tn conformitate cu directiva sunt enumerate mai sus sau in tabelul atasat

e Certificatele eliberate in conformitate cu directiva care acopera dispozitivele enumerate au fost
emise dupa 25 mai 2017, au fost valabile la 26 mai 2021 si nu au fost retrase ulterior.

Alegeti declaratiile aplicabile:
O A expirat Tnainte de 20 martie 2023:

O Tnainte de data initiala de expirare indicata pe Certificatele eliberate in conformitate cu
directiva, subscrisa si organismul notificat am semnat un acord scris in conformitate cu
punctul 4.3 al doilea subalineat din anexa VIl la acest Regulament pentru evaluarile de
conformitate cu privire la dispozitivele care fac obiectul certificatelor expirate sau cu privire
la dispozitivele destinate sa le inlocuiasca pe acestea; sau

O O autoritate competenta a acordat o derogare de la procedura de evaluare a conformitatii
aplicabila in conformitate cu articolul 59 alineatul (1) din MDR (poate fi furnizata la cerere);
sau

O O autoritate competenta a solicitat producatorului, in conformitate cu articolul 97 alineatul
(1) din MDR, sa efectueze procedura de evaluare a conformitatii aplicabila (poate fi furnizat
la cerere).

Alegeti una dintre urméatoarele afirmatii numai daca o derogare in temeiul articolului 59 alineatul
(1) sau o cerinta in temeiul articolului 97 alineatul (1) a fost acordat de céire o autoritate
competenta:

O Solicitarile oficiale adresate organismului notificat in conformitate cu sectiunea 4.3 primul
subalineat din anexa VII la MDR pentru evaluarea conformittii au fost sau vor fi
depuse/prezentate de noi unui organism notificat pana la 26 mai 2024 pentru dispozitivele
enumerate in tabelul atasat sau pentru inlocuitorii acestora, iar acordurile scrise semnate
sunt sau vor fi in vigoare in conformitate cu sectiunea 4.3 al doilea subalineat din anexa
VIl la MDR Tnainte de 26 septembrie 2024.

O Nuintentionam sa depunem o cerere de evaluare a conformitatii pana la 26 mai 2024, prin
urmare, perioada de tranzitie se va incheia la 26 mai 2024.

A expirat/expira dupa 20 martie 2023:
Alegetli o declaratie aplicabila:

2 Prima conditie nu se aplica in cazul dispozitivelor pentru care procedura de evaluare a conformitatii in temeiul MDD nu a
necesitat implicarea unui organism notificat pentru care declaratia de conformitate a fost intocmita fnainte de 26 mai 2021 si
pentru care procedura de evaluare a conformitatii in temeiul acestui Regulament necesita implicarea unui organism notificat
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v Solicitarile oficiale adresate organismului notificat in conformitate cu sectiunea 4.3 primul
subalineat din anexa VII la MDR pentru evaluarea conformitatii au fost sau vor fi
depuse/prezentate de noi unui organism notificat pana la 26 mai 2024 pentru dispozitivele
enumerate in tabelul atasat sau pentru inlocuitorii acestora, iar acordurile scrise semnate
sunt sau vor fi in vigoare in conformitate cu sectiunea 4.3 al doilea subalineat din anexa
VIl la MDR Tnainte de 26 septembrie 2024.

O Nuintentionam s& depunem o cerere de evaluare a conformitatii pana la 26 mai 2024, prin
urmare, perioada de tranzitie se va incheia la 26 mai 2024.

» Dispozitive supraclasificate

Tn cazul dispozitivelor pentru care procedura de evaluare a conformitatii in temeiul MDD nu a necesitat
implicarea unui organism notificat pentru care declaratia de conformitate a fost intocmita Thainte de 26
mai 2021 si pentru care procedura de evaluare a conformitatii in temeiul acestui Regulament necesita
implicarea unui organism notificat:

Alegeti o declaratie aplicabila:

O Solicitarile oficiale adresate organismului notificat in conformitate cu sectiunea 4.3 primul
subalineat din anexa VIl la MDR pentru evaluarea conformitati au fost sau vor fi
depuse/prezentate de noi unui organism notificat pana la 26 mai 2024 pentru dispozitivele
enumerate in tabelul atasat sau pentru inlocuitorii acestora, iar acordurile scrise semnate sunt
sau vor fi in vigoare in conformitate cu sectiunea 4.3 al doilea subalineat din anexa VIl la MDR
Tnainte de 26 septembrie 2024.

O Nu intentiondm sa depunem o cerere de evaluare a conformitatii pana la 26 mai 2024, prin
urmare, perioada de tranzitie se va incheia la 26 mai 2024.

> Sistemul de management al calitatii (SMC)
Alegeti o declaratie aplicabila:

O Un SMC in conformitate cu articolul 10 alineatul (9) din MDR va fi pus in aplicare pana cel
tarziu la 26 mai 2024.

v" Un SMC n conformitate cu articolul 10 alineatul (9) din MDR este in vigoare.

O Un organism notificat a emis certificatul atasat pentru SMC conform cu MDR.

> Dispozitivele sunt enumerate in tabelul atasat

e Dispozitivele continua sa fie conforme cu AIMDD sau MDD.
« Nu exista modificari semnificative in ceea ce priveste proiectarea si scopul propus.

Dispozitivele nu prezinta un risc inacceptabil pentru sanatatea sau siguranta pacientilor, a utilizatorilor sau
a altor persoane, sau pentru alte aspecte ale protectiei sanatatii publice.
Semnat pentru si in numele producatorului:

Numele complet al societatii: Intersurgical Ltd.
Locul si data: Wokingham, 5 octombrie 2023
Semnatura, numele in litere de
tipar, functia:
Ivan Seniut

Director Grupul pentru calitate si afaceri de reglementare
Autorizat in mod corespunzator pentru si pe seama Intersurgical Ltd.

Detalii de contact (cel putin e- 00 370 38766 609
mail): is@intersurgical.co.uk
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Tabel dispozitive

Declaratia producatorului de mai sus este valabild pentru urmatoarele dispozitive:

Identificarea Numarul/numerele Data de expirare Numele si Numele si Data de sfarsit | Dispozitive
dispozitivelor? Certificatelor initiala, astfel numarul numarul a perioadei de | inlocuitoare
(de exemplu, eliberate n cum este indicata organismului organismului valabilitate (daca este
numele conformitate cu pe Certificatul notificat care notificat la care prelungite/peri | cazul)
dispozitivului, directiva eliberat in a emis a fost depusa oadei de
numele _ pentru care se emite | conformitate cu Certificatul solicitarea tranzitie
:f]‘g]c;gi:/lgru‘)u'u" aceasta confirmare directiva Tnainte eliberat in MDR/semnat
dispozitivului sau (daca este cazul) de prelungirea conformitate contractul
numarul de valabilitatii cu directiva (daca este cazul)
catalog) (daca este cazul) (daca este

cazul)
Steril si nesteril GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
Sisteme de respiratie NV, Organism Organism 2028
anestezice Notificat 1639 notificat 1639
Masti faciale pentru GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
aerosoli si oxigen NV, Organism Organism 2028

Notificat 1639 notificat 1639
Masti faciale pentru GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
anestezie NV, Organism Organism notificat | 2028

Notificat 1639 1639
Introductor (bougie) steril] GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
pentru tub endotraheal si NV, Organism Organism 2028
stilete sterile pentru caile Notificat 1639 | notificat 1639
respiratorii
Sisteme de respiratie, GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
sterile si nesterile NV, Organism Organism 2028

Notificat 1639 notificat 1639
Barbotor/umidificator GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
neincalzit NV, Organism Organism 2028

Notificat 1639 notificat 1639
Steril si nesteril GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica

3 pentru dispozitivele cu certificate AIMDD/MDD, identificarea ar trebui sa fie cea din certificat si numai daca certificatul are un domeniu de aplicare generic,
acesta ar trebui sa fie cel definit mai sus)




Suporturi pentru cateter NV, Organism Organism notificat | 2028

Notificat 1639 1639
Steril si nesteril GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
Conectori sisteme de NV, Organism Organism 2028
respiratie Notificat 1639 notificat 1639
Filtre respiratorii, sterile | GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
si nesterile NV, Organism Organism 2028

Notificat 1639 notificat 1639
Tubulatura flexibila GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
sistem de respiratie NV, Organism Organism notificat | 2028

Notificat 1639 1639
Masti faciale pentru GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
oxigen cu concentratie NV, Organism Organism 2028
ridicata Notificat 1639 notificat 1639
Steril si nesteril GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
Schimbatoare de caldura NV, Organism Organism 2028
si umiditate Notificat 1639 notificat 1639
Filtre HME, sterile si GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
nesterile NV, Organism Organism 2028

Notificat 1639 notificat 1639
Linie inspiratie, sterila GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, 31 decembrie Nu se aplica
si nesterila Camere NV, Organism Organism notificat | 2028
de umidificare notificat 1639 1639
I-gel pentru céile GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, 31 decembrie Nu se aplica
respiratorii NV, Organism Organism notificat | 2028
supraglotice, steril Notificat 1639 1639
Masti laringiene, GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, 31 decembrie Nu se aplica
sterile NV, Organism Organism 2028

Notificat 1639 notificat 1639
Tubulatura GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
pentru caile respiratorii NV, Organism Organism 2028

esantionare/monitorizare
a gazelor

Notificat 1639

notificat 1639




Sisteme de respiratie GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
cu fir incalzit, sterile si NV, Organism Organism notificat | 2028
nesterile, Cabluri si_ notificat 1639 1639
accesorii incalzite
(cabluri adaptoare
electrice)
Condensator de GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
umiditate electric NV, Organism Organism 2028
Notificat 1639 notificat 1639
Canule nazale GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
NV, Organism Organism notificat | 2028
Notificat 1639 1639
Seturi de administrare GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
pentru sistem de NV, Organism Organism notificat | 2028
nebulizare Notificat 1639 1639
Periuta de dinti pentru GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
ingrijire orala, aspiratie NV, Organism Organism notificat | 2028
siirigare Notificat 1639 1639
Tubulatura administrare | GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, 31 decembrie Nu se aplica
oxigen NV, Organism Organism notificat | 2028
Notificat 1639 1639
Sisteme de respiratie GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
pentru utilizare NV, Organism Organism notificat | 2028
repetata Notificat 1639 1639
Pungi rezervor pentru GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, 31 decembrie Nu se aplica
sisteme de respiratie NV, Organism Organism notificat | 2028
Notificat 1639 1639
Sisteme manuale de GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
resuscitare pulmonara NV, Organism Organism notificat | 2028
Notificat 1639 1639
Absorbanti dioxid de GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
carbon NV, Organism Organism 2028

Notificat 1639

notificat 1639




Sisteme aspiratie GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
traheal3, sterile si NV, Organism Organism notificat | 2028
nesterile Notificat 1639 1639
Tuburi endotraheale, GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
sterile NV, Organism Organism notificat | 2028
Notificat 1639 1639
Tuburi (valve) Venturi si | GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
kituri de masti faciale cu NV, Organism Organism notificat | 2028
tuburi (valve) Venturi Notificat 1639 1639
Umidificator GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
nebulizator de NV, Organism Organism 2028
perete Notificat 1639 notificat 1639
Decantoare GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
(separatoare) sistem NV, Organism Organism notificat | 2028
de respiratie Notificat 1639 1639
Masti nazale CPAP cu GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
doua niveluri si NV, Organism Organism notificat | 2028
masti faciale NIV Notificat 1639 1639
Supape limitatoare de GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
presiune NV, Organism Organism notificat | 2028
Notificat 1639 1639
Valve PEEP GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, 31 decembrie Nu se aplica
NV, Organism Organism notificat | 2028
Notificat 1639 1639
Supape GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, 31 decembrie Nu se aplica
unidirectionale NV, Organism Organism notificat | 2028
Notificat 1639 1639
Sisteme de respiratie GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
nazala CPAP, pentru NV, Organism Organism 2028
nou-nascuti Notificat 1639 notificat 1639
Kituri recuperare oxigen | GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
NV, Organism Organism 2028

Notificat 1639

notificat 1639




Bloc de muscatura, GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
endoscopie NV, Organism Organism notificat | 2028
Notificat 1639 1639
Cuveta dioxid GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
carbon NV, Organism Organism notificat | 2028
Notificat 1639 1639
Pipe Guedel, sterile GB19/964232 26.11.2023 SGS Belgium SGS Belgium NV, | 31 decembrie Nu se aplica
NV, Organism Organism notificat | 2028
Notificat 1639 1639

Subsemnata, GRECU SIMONA-OANA, traducator autorizat de Ministerul Justitiei cu nr. 1290 /

prezentei traduceri cu textul actului in copie in limba engleza care a fost tradus de mine.
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