Penlon ¢

EU DECLARATION OF CONFORMITY C €

Manufacturer EC Authorized Representative
Penlon Limited, Obelis s.a.
Abingdon Science Park, Bd. Général Wahis 53,
Barton Lane, 1030-Brussels,
Abingdon, OX14 3NB, UK Belgium

Single Registration Number (SRN): GB-MF-000025115 SRN: BE-AR-000000106

This declaration is issued under our sole responsibility of the legal manufacturer.

Product / Trade Name :  Penlon Laryngoscopes

Product Identification : McCoy Laryngoscope Blades, Handles
Premier Fibrelight Blades
Diamond Fibrelight Blades
Premier Conventional Blades
Green system MRI Blades, Handles
Crystal Metal Disposable Blade
Penlon Laryngoscope handle, reusable

Penlon Laryngoscope handle, single-use
(See Appendix A for list of Catalog numbers)

Basic-UDI-DI . Refer Appendix A

Risk Classification & Rule : Class |, Rule5, 13

Conformity Assessment Procedure : Annexl

Intended Use . The laryngoscope is intended for examining and

visualizing a patient’s upper airway whilst facilitating
tracheal intubation.

We hereby declare, the conformity of the above mentioned products with Regulation (EU) 2017/745 of
the European Parliament and of the Council and, if applicable, with any other relevant Union legislation
that provides for the issuing of an EU declaration of conformity.

The products compliance with general safety and performance requirements Annex | of Regulation (EU)
2017/745 and applicable standards are listed in the respective Technical Documentation.

Place and Date of issue: Abingdon, 07 July 2023

Signed by:

A
' uww/ s ,7u—-»}

Daniel Harrison
QARA Manager, PRRC

This declaration will be renewed on any significant change of product, product range, standards and laws.
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Appendix A: Product Identifications

Product Name Cat No. | Product Description Basic UDI-DI GMDN
50464 McCoy Size 1 Blade, Seward style (I1SO ‘Red’ type)
50465 McCoy Size 1 Blade, Seward style (ISO ‘Red’ type) with Penlight
Handle
50466 McCoy Size 2 Blade, Seward style (ISO ‘Red’ type)
50467 McCoy Size 2 Blade, Seward style (ISO ‘Red’ type) with Standard
Handle
50468 McCoy Size 3 Blade, Macintosh style (ISO ‘Red’ type)
50469 McCoy Size 3 Blade, MaclIntosh style (ISO ‘Red’ type) with
Standard Handle
50470 McCoy Size 4 Blade, Macintosh style (ISO ‘Red’ type)
50471 McCoy Size 4 Blade, MaclIntosh style (ISO ‘Red’ type) with
Standard Handle
50454 McCoy Size 1 Blade, Seward style (Conventional, Hook-on
Fitting) in a Case
50455 McCoy Size 1 Blade, Seward style (Conventional, Hook-on
Fitting) with Handle in a Case
McCoy Laryngoscope 5051977LAR-FXBLVQ. | 46829
Blades 50456 McCoy Size 2 Blade, Seward style (Conventional, Hook-on
Fitting) in a Case
50457 McCoy Size 2 Blade, Seward style (Conventional, Hook-on
Fitting) with Handle in a Case
50418 McCoy Size 3 Blade, MaclIntosh style (Conventional, Hook-on
Fitting) in a case
50419 McCoy Size 3 Blade, Macintosh style (Conventional, Hook-on
Fitting) with handle in a case
50427 McCoy Size 4 Blade, MaclIntosh style (Conventional, Hook-on
Fitting) in a case
50428 McCoy Size 4 Blade, MaclIntosh style (Conventional, Hook-on
Fitting) with Handle in a case
50657 ISO Green Type McCoy Size 3 Macintosh style Blade
50658 ISO Green Type McCoy Size 3 Macintosh style Blade + Handle
50659 ISO Green Type McCoy Size 4 Macintosh style Blade
50660 ISO Green Type McCoy Size 4 Macintosh style Blade + Handle
50383 ISO ‘Red’ System Premier Seward Fibrelight Blade size 1
50384 ISO ‘Red’ System Premier Macintosh Fibrelight Blade size 4
50381 ISO ‘Red’ System Premier Macintosh Fibrelight Blade size 3
50396 ISO ‘Red’ System Premier Macintosh Fibrelight Blade size 2
50395 ISO ‘Red’ System Premier Macintosh Fibrelight Blade size 1
ier Fibreli 50392 ISO ‘Red’ System Premier Macintosh Fibrelight Set
Premier Fibrelight 5051977LAR-RUBLXV 46827
Blades 50388 ISO ‘Red’ System Premier Miller Fibrelight Blade size 0 = N
50389 ISO ‘Red’ System Premier Miller Fibrelight Blade size 1
50386 ISO ‘Red’ System Premier Miller Fibrelight Blade size 2
50387 ISO ‘Red’ System Premier Miller Fibrelight Blade size 3
50415 ISO ‘Red’ System Premier Robertshaw Fibrelight Blade size 0
50416 ISO ‘Red’ System Premier Robertshaw Fibrelight Blade size 1
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Product Name Cat No. | Product Description Basic UDI-DI GMDN
50524 ISO ‘Green’ System Diamond Fibrelight Blade, Macintosh size 0
50530 ISO ‘Green’ System Diamond Fibrelight Blade, Macintosh size 1
50531 ISO ‘Green’ System Diamond Fibrelight Blade, Macintosh size 2
50532 ISO ‘Green’ System Diamond Fibrelight Blade, Macintosh size 3
50533 ISO ‘Green’ System Diamond Fibrelight Blade, Macintosh size 4
50528 ISO ‘Green’ System Diamond Fibrelight Blade, Macintosh size 5
50529 ISO ‘Green’ System Diamond Fibrelight Blade, Miller size 00
50534 ISO ‘Green’ System Diamond Fibrelight Blade, Miller size O
iamond Fibrelich 50535 ISO ‘Green’ System Diamond Fibrelight Blade, Miller size 1
glades Preent 50536 ISO ‘Green’ System Diamond Fibrelight Blade, Miller size 2 SOS1977LAR-RUBLXY #6827
50537 ISO ‘Green’ System Diamond Fibrelight Blade, Miller size 3
5010595 | ISO ‘Green’ System Diamond Fibrelight Blade, Miller size 4
50538 ISO ‘Green’ System Diamond Fibrelight Blade, Seward size 1
50539 ISO ‘Green’ System Diamond Fibrelight Blade, Seward size 2
50540 ISO ‘Green’ System Diamond Fibrelight Blade, Robertshaw size 0
50541 ISO ‘Green’ System Diamond Fibrelight Blade, Robertshaw size 1
50375 ISO ‘Green’ System Diamond Fibrelight Blade Set #1
50376 ISO ‘Green’ System Diamond Fibrelight Blade Set #2
5010013 | ISO ‘Green’ System MRI Macintosh size O Blade
5010014 | ISO ‘Green’ System MRI Macintosh size 1 Blade
5010015 | ISO ‘Green’ System MRI Macintosh size 2 Blade
5010016 | ISO ‘Green’ System MRI Macintosh size 3 Blade
5010017 | ISO ‘Green’ System MRI Macintosh size 4 Blade
5010018 | ISO ‘Green’ System MRI Macintosh size 5 Blade
5010019 | ISO ‘Green’ System MRI Miller size 00 Blade
5010020 | ISO ‘Green’ System MRI Miller size O Blade
5010021 | ISO ‘Green’ System MRI Miller size 1 Blade
5010022 | ISO ‘Green’ System MRI Miller size 2 Blade
(Bs;:;:ssyStem M 5010023 | ISO ‘Green’ System MRI Miller size 3 Blade 5051977LAR-MRIRUBLIA .
5010012 | ISO ‘Green’ System MRI Miller size 4 Blade
5010024 | ISO ‘Green’ System MRI Robertshaw size 0 Blade
5010025 | ISO ‘Green’ System MRI Robertshaw size 1 Blade
5010026 | ISO ‘Green’ System MRI Seward size 1 Blade
5010027 | ISO ‘Green’ System MRI Seward size 2 Blade
5010030 | ISO ‘Green’ System MRI McCoy Size 3 Blade
5010031 | ISO ‘Green’ System MRI McCoy Size 3 Blade + Handle
5010032 | ISO ‘Green’ System MRI McCoy Size 4 Blade
5010033 | ISO ‘Green’ System MRI McCoy Size 4 Blade + Handle
52113 Premier Conventional Seward Blade Size 2
52114 Premier Conventional Seward Blade Size 1
52115 Premier Conventional Macintosh Blade Size 4
52116 Premier Conventional Macintosh Blade Size 3 s
Premier Conventional 52117 Premier Conventional Macintosh Blade Size 2
Blades 52118 Premier Conventional Macintosh Blade Size 1 2031977LAR-RUBLXV #6827
52119 Premier Conventional Macintosh Blade Size 3- L/hand
52146 Premier Conventional Macintosh Blade Size 3- Polio
52132 Premier Conventional Robertshaw Blade Size 0
52133 Premier Conventional Robertshaw Blade Size 1
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Product Name Cat No. | Product Description Basic UDI-DI GMDN
52422 Premier Conventional Wisconsin Blade Size 2
52423 Premier Conventional Wisconsin Blade Size 1
52424 Premier Conventional Wisconsin Blade Size 0
52427 Premier Conventional Miller Blade Size 3
52428 Premier Conventional Miller Blade Size 2
52429 Premier Conventional Miller Blade Size 1
52430 Premier Conventional Miller Blade Size 0

Crystal Metal
Disposable Blade

50645 Crystal Metal Disposable Blade (Box of 20)- Macintosh size 5
50646 Crystal Metal Disposable Blade (Box of 20)- Macintosh size 1
50647 Crystal Metal Disposable Blade (Box of 20)- Miller size 00
50648 Crystal Metal Disposable Blade (Box of 20)- Miller size 4
50673 Crystal Metal Disposable Blade (Box of 20)- Macintosh size 2

50674 Crystal Metal Disposable Blade (Box of 20)- Macintosh size 3 SUalszilAR=sUBLA 46828
50675 Crystal Metal Disposable Blade (Box of 20)- Macintosh size 4
50676 Crystal Metal Disposable Blade (Box of 20)- Miller size 0
50677 Crystal Metal Disposable Blade (Box of 20)- Miller size 1
50678 Crystal Metal Disposable Blade (Box of 20)- Miller size 2
50679 Crystal Metal Disposable Blade (Box of 20)- Miller size 3

5010010 | Green System MRI Standard Handle

52087 Premier Conventional Stubby Handle

52089 Premier Conventional Standard Handle

52145 Premier Conventional Penlight Handle
Penlon Laryngoscope 50377 Premier Fibrelight ISO ‘Red’ type Stubby handle T -
handle, reusable 50378 Premier Fibrelight ISO ‘Red’ type Penlight handle

50380/2 | Premier Fibrelight ISO ‘Red’ type Standard handle

50525 Diamond Fibrelight ISO ‘Green’ type Standard handle

50526 Diamond Fibrelight ISO ‘Green’ type Penlight handle

50527 Diamond Fibrelight ISO ‘Green’ type Stubby handle
Penlon Laryngoscope .

50652 Crystal Metal Disposable Handle (Box of 20) 5051977LAR-SUHLYN 47806

handle, single-use

Accessories
Cat No. Product Description
5007625 ISO ‘Green’ System Laryngoscope bulbs — LED bulb, pack of 5
50542 ISO ‘Green’ System Laryngoscope bulbs — Xenon bulb, pack of 5
5007624 ISO ‘Red’ System Laryngoscope bulbs — LED bulb, pack of 5
55094 ISO ‘Red’ System Laryngoscope bulbs — Xenon bulb, pack of 5
Premier Conventional Laryngoscope bulbs (all conventional blades — except Miller and Wisconsin blades sizes 0 and 1) —
55091
Xenon bulb, pack of 5
Premier Conventional Laryngoscope bulbs (for Conventional blades — Miller and Wisconsin blades sizes 0 and 1 only) —
55092
Xenon bulb, pack of 5
50437 Presentation Case (for any handle and 2, 3 or 4 blades)
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