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EC Certificate - Fu Qua ity Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01530
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Ohio

44060

USA

In respect of:

The design and manufacture of sterile processing equipment, infection prevention systems
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on the basis of our e he quality assurance system under the requirements of Council Directive
93/42/EEC, Annex 11 on 4. The quality assurance system meets the requirements of the directive. For
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By Royal Charter

EC Certificate Fu Qua ity Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No CE 01530
Date: 2019-01-04
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5960 Heisley Road

Mentor

Ohio

44060

USA
Subcontractor: Service(s) supplied
Corporation STERIS Canada Manufacture

(also operating as STERIS Canada ULC)

Québec
G1C 8A3
Canada

STERIS Corporation Manufacture
6100 Heisley Road

Mentor

Ohio

44060

USA

STERIS Corporation Design

St. Louis Operations Manufacture
7501 Page Ave

St.Louis

Missouri

63133

USA
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EC Certificate - Ful Qua |ty Assurance System
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L|st of Slgnlflcant Subcontractors

“Certificate No: CE 0153 0
Date: 2019-01-04
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By Royal Charter

EC Certificate - Fu |l Qua ity Assurance System
Certificate History

Certificate No: CE 01530
Date: 2019-01-04

5960 Heisley Road
Mentor

Ohio

44060

USA

Reference .
Number Action

~— a2 £ T Oo oL A e Ty

e EinlawsA se cianificant ,

.making excellence a habit’
Page 2 of 2

it ar g D ocues g Jansnstaicd warugn dhe e s
A m:,' Smanuactueed £, a thed part o behall ot y

Tivs seraiicate woas ssned lecdzing i, and s Bouned By e corelnans 30 e montine,

= E'-:“ - o L e I T-Cak o SR




USA

11 August 2023

Notified Body Confirmation Letter
Reference: EU2023-607/671105







application) '

Enspire 3000 Cleaning &
Liquid Chemical Sterilant
Processing System

V-PRO s2 & V-PRO max 2
Low Temperature
Processing System

manufacturer and verified
at the pre-application
stage)

Class lla

Class lla

|dent|f|cat|on of the
corresponding
MDD/AIMDD device

SYSTEM 1 Express Sterile
Processing System

Not Applicable

g

devices under MDR

- application, and the NB

Identification

EC certificate # 01530
Expiry date 2023-07-10
NB # 2797

# 01530
Expiry date 2023-07-10
NB # 2797

Vaprox HC Sterilant

Reliance HLD High Level
Disinfectant (for use in
Reliance EPS Endoscope
Processing System)

AMSCO 600 Steam

Qtarilizar

Class lla

Class llb — non implantable

Class lla

Not Applicable

Not Applicable

Not Applicable

EC certificate # 01530
Expiry date 2023-07-10
NB # 2797

EC certificate # 01530
Expiry date 2023-07-10

NB #2797 SUSTAINABLE
DEVELOPMENT

EC certificate #01530
Explry date 2023-07-10
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Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:
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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

! 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
4 d bodv.
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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
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Expired/expires after 20 March 2023:
Choose one applicable statement:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VIl MDR for conformity assessment has/have been made or will be
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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 VIl MDR before 26
September 2024.
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Schedule of Devices




