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Flexicare Medical Limited
EC Declaration of Conformity

This EC Declaration of Conformity has been issued by:

Flexicare Medical Limited
Cynon Valley Business Park, Mountain Ash, CF45 4ER, UK.

Company Registration Number: 2428573

Flexicare Medical Limited declares that the devices listed below meet the provisions of the
European Council Directive 93/42/EEC concerning medical devices as amended by Directive
2007/47/EC.

Conformity assessment route: Annex V
Applicable CE Certificate number: GB19/964678
The Notified Body responsible for conformity assessment is SGS Belgium NV (CE 1639),

Noorderlaan 87, BE-2030 Antwerpen. Belgium.

Flexicare has appointed its Germany based facility as its Authorised Representative within
the European Union, with registered address as follows:

Flexicare Deutschland GmbH,
Ohlenhohnstrasse 34,
53819 Neunkirchen-Seelscheid,
Germany

For and on behalf of Flexicare Medical Limited
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Laryngoscope Blades (Sterile, Single Use)
TF:120b

Intended use: The segment of a laryngoscope (i.e., rigid intubation type) intended to be inserted into the oral cavity to
manipulate the tongue, preventing it from obstructing the oropharynx and enabling a clear view of the trachea for the
insertion of an endotracheal (ET) tube prior to the delivery of inhalation anaesthesia and/or ventilation. It is connected
to the laryngoscope handle and illumination of the airway is provided by a small built-in light bulb or a fibreoptic light.
This device may be curved or straight and of various designs and lengths; it may be hinged/interchanged with the
handle. This is a single-use device.

PRODUCT CLASSIFICATION

PRODUCT CODE GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX

'Yy BriteBlade Pro Fibre Optic Single Use Class I Sterile Laryngoscope Blade,
040-00-04000 Laryngoscope Miller Blade Size 000 (Rule 5) 46828 Single Use

iy BriteBlade Pro Single-Use Fiber Optic Class I Sterile Laryngoscope Blade,
U DA LY Miller 000 (Rule 5) St Single Use

00 BriteBlade Pro Fibre Optic Single Use Class I Sterile Laryngoscope Blade,
040-00-0415 Laryngoscope Miller Blade Size 1.5 (Rule 5) 46828 Single Use

iy BriteBlade Pro Single-Use Fiber Optic Class I Sterile Laryngoscope Blade,
UGl Miller 1.5 (Rule 5) 46828 Single Use

'y BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-0421 Curved Miller Blade Size 2 (Rule 5) 46828 Single Use

oy BriteBlade Pro Single-Use Fiber Optic Class I Sterile Laryngoscope Blade,
GOl Curved Miller 2 (Rule 5) el Single Use

'y BriteBlade Pro Single Use Fibre Optic Polio Class I Sterile Laryngoscope Blade,
040-00-0630 Blade Size 3 (Rule 5) 46828 Single Use

040-00-0630U BriteBlade Pro Slngle-Use Fiber Optic Class I Sterile 46828 Laryngoscope Blade,
Polio 3 (Rule 5) Single Use

00 BriteBlade Pro Single Use Fibre Optic Polio Class I Sterile Laryngoscope Blade,
040-00-0640 Blade Size 4 (Rule 5) 46828 Single Use

040-00-0640U BriteBlade Pro Slngle-Use Fiber Optic Class I Sterile 46828 Laryngoscope Blade,
Polio 4 (Rule 5) Single Use

00 BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-0730 Kessel Blade Size 3 (Rule 5) 46828 Single Use

040-00-0730U BriteBlade Pro Single-Use Fiber Optic Class I Sterile 46828 Laryngoscope Blade,
Kessel 3 (Rule 5) Single Use

'Yy BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-0740 Kessel Blade Size 4 (Rule 5) 46828 Single Use

040-00-0740U BriteBlade Pro Single-Use Fiber Optic Class I Sterile 46828 Laryngoscope Blade,
Kessel 4 (Rule 5) Single Use

00 BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-0810 Seward Blade Size 1 (Rule 5) 46828 Single Use

040-00-0810U BriteBlade Pro Single-Use Fiber Optic Class I Sterile 46828 Laryngoscope Blade,
Seward 1 (Rule 5) Single Use

00 BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-0820 Seward Blade Size 2 (Rule 5) 46828 Single Use

040-00-0820U BriteBlade Pro Single-Use Fiber Optic Class I Sterile 46828 Laryng_oscope Blade,
Seward 2 (Rule 5) Single Use

00 BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1101 Robertshaw Blade Size 0 (Rule 5) 46828 Single Use

L BriteBlade Pro Single-Use Fiber Optic Class I Sterile Laryngoscope Blade,
LA Robertshaw 0 (Rule 5) it Single Use

0. BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1110 Robertshaw Blade Size 1 (Rule 5) 46828 Single Use

AL BriteBlade Pro Single-Use Fiber Optic Class I Sterile Laryngoscope Blade,
e Robertshaw 1 (Rule 5) i Single Use

0. BriteBlade Pro Single Use Fibre Optic Wis- Class I Sterile Laryngoscope Blade,
040-00-1210 Hipple Blade Size 1 (Rule 5) 46828 Single Use

040-00-1210U BriteBlade Pro Smgle-Use Fiber Optic Wis- Class I Sterile 46828 Laryng_oscope Blade,
Hipple 1 (Rule 5) Single Use

00 BriteBlade Pro Single Use Fibre Optic Wis- Class I Sterile Laryngoscope Blade,
040-00-1215 Hipple Blade Size 1.5 (Rule 5) 46828 Single Use

o BriteBlade Pro Single-Use Fiber Optic Wis- Class I Sterile Laryngoscope Blade,
ey Hipple 1.5 (Rule 5) 46828 Single Use

0N BriteBlade Pro Single Use Fibre Optic Wis- Class I Sterile Laryngoscope Blade,
040-00-1220 Hipple Blade Size 2 (Rule 5) 46828 Single Use

040-00-1220U BriteBlade Pro Smgle-Use Fiber Optic Wis- Class [ Sterile 46828 Laryngoscope Blade,
Hipple 2 (Rule 5) Single Use

0. BriteBlade Pro Single Use Fibre Optic Wis- Class I Sterile Laryngoscope Blade,
040-00-1230 Hipple Blade Size 3 (Rule 5) 46828 Single Use
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040-00-1230U BriteBlade Pro Smgle-Use Fiber Optic Wis- Class I Sterile 46828 Laryngoscope Blade,
Hipple 3 (Rule 5) Single Use
0. BriteBlade Pro Single Use Fibre Optic Wis- Class I Sterile Laryngoscope Blade,
040-00-1240 Hipple Blade Size 4 (Rule 5) 46828 Single Use
040-00-1240U BriteBlade Pro Slngle-Use Fiber Optic Wis- Class I Sterile 46828 Laryngoscope Blade,
Hipple 4 (Rule 5) Single Use
0. BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1800 Centreline Miller Blade Size 00 (Rule 5) 46828 Single Use
e BriteBlade Pro Single Use Fiber Optic Class I Sterile Laryngoscope Blade,
U Centerline Miller 00 (Rule 5) St Single Use
0. BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1801 Centreline Miller Blade Size 0 (Rule 5) 46828 Single Use
L BriteBlade Pro Single Use Fiber Optic Class I Sterile Laryngoscope Blade,
G U e Centerline Miller 0 (Rule 5) e Single Use
0. BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1810 Centreline Miller Blade Size 1 (Rule 5) 46828 Single Use
i BriteBlade Pro Single Use Fiber Optic Class I Sterile Laryngoscope Blade,
b o el Centerline Miller 1 (Rule 5) St Single Use
00 BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1820 Centreline Miller Blade Size 2 (Rule 5) 46828 Single Use
i BriteBlade Pro Single Use Fiber Optic Class I Sterile Laryngoscope Blade,
b o Al Centerline Miller 2 (Rule 5) St Single Use
0. BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1830 Centerline Miller Blade Size 3 (Rule 5) 46828 Single Use
L BriteBlade Pro Single Use Fiber Optic Class I Sterile Laryngoscope Blade,
G CEED Centerline Miller Blade Size 3 (Rule 5) el Single Use
0. BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-1840 Centerline Miller Blade Size 3 (Rule 5) 46828 Single Use
L BriteBlade Pro Single Use Fiber Optic Class I Sterile Laryngoscope Blade,
G GER I Centerline Miller Blade Size 4 (Rule 5) el Single Use
Single Use Fibre Optic Blade
) BriteBlade Pro Single Use Fibre Optic Polio Class I Sterile Laryngoscope Blade,
040-673 Blade Size 3 (Rule 5) 46828 Single Use
) BriteBlade Pro Single Use Fibre Optic Polio Class I Sterile Laryngoscope Blade,
040-674 Blade Size 4 (Rule 5) 46828 Single Use
) BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
e Kessel Blade Size 3 (Rule 5) S Single Use
) BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-684 Kessel Blade Size 4 (Rule 5) 46828 Single Use
) BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
et/ Macintosh Blade Size 1 (Rule 5) S Single Use
040-711U BriteBlade Pro Single-Use Fiber Optic Mac Class I Sterile 46828 Laryngoscope Blade,
1 (Rule 5) Single Use
R BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-712 Macintosh Blade Size 2 (Rule 5) 46828 Single Use
040-712U BriteBlade Pro Single-Use Fiber Optic Mac Class I Sterile 46828 Laryngoscope Blade,
2 (Rule 5) Single Use
N BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
il Macintosh Blade Size 3 (Rule 5) i Single Use
040-713U BriteBlade Pro Single-Use Fiber Optic Mac Class I Sterile 46828 Laryngoscope Blade,
3 (Rule 5) Single Use
) BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
Lt Macintosh Blade Size 4 (Rule 5) it Single Use
040-714U BriteBlade Pro Single-Use Fiber Optic Mac Class I Sterile 46828 Laryngoscope Blade,
4 (Rule 5) Single Use
N BriteBlade Pro S/Use Fibre Optic Mac Size Class I Sterile Laryngoscope Blade,
040-714] 4 Blade (Rule 5) i Single Use
R BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-715 Macintosh Blade Size 3.5 (Rule 5) 46828 Single Use
040-715U BriteBlade Pro Single-Use Fiber Optic Mac Class I Sterile 46828 Laryngoscope Blade,
3.5 (Rule 5) Single Use
} BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-716 Macintosh Strong Curve Blade Size 3 (Rule 5) 46828 Single Use
040-716U BriteBlade Pro Single-Use Fiber Optic Mac Class I Sterile 46828 Laryng_oscope Blade,
3 Strong Curve (Rule 5) Single Use
) BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-717 Miller Blade Size 0 (Rule 5) 46828 Single Use
) BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
U LA Miller Blade Size 00 (Rule 5) i Single Use
R BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-720 Miller Blade Size 0 (Rule 5) 46828 Single Use
B Briteblade Pro S/Use Fibre Optic Miller Class I Sterile Laryngoscope Blade,
et/ Size 0 Blade (Rule 5) i Single Use
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040-720N]
040-720NU

040-720U
040-721
040-721U
040-722
040-722]
040-722U0
040-723
040-723U
040-724
040-724U
040-733
040-734
040-741
040-741U
040-742
040-742U0
040-743
040-744
040-751
040-751U
040-752
040-752U
040-753
040-753U
040-754
040-754U
040-760NU
040-760U
040-761
040-761U
040-762
040-762U

040-763

040-763U

Briteblade Pro S/Use Fibre Optic Miller
Size 00 Blade

BriteBlade Pro Single-Use Fiber Optic
Miller 00
BriteBlade Pro Single-Use Fiber Optic
Miller 0
BriteBlade Pro Single Use Fibre Optic
Miller Blade Size 1
BriteBlade Pro Single-Use Fiber Optic
Miller 1
BriteBlade Pro Single Use Fibre Optic
Miller Blade Size 2
Briteblade Pro S/Use Fibre Optic Miller
Size 2 Blade
BriteBlade Pro Single-Use Fiber Optic
Miller 2
BriteBlade Pro Single Use Fibre Optic
Miller Blade Size 3
BriteBlade Pro Single-Use Fiber Optic
Miller 3
BriteBlade Pro Single Use Fibre Optic
Miller Blade Size 4
BriteBlade Pro Single-Use Fiber Optic
Miller 4
BriteBlade Pro Single Use Fibre Optic
Flexible McCoy Type Blade Size 3
BriteBlade Pro Single Use Fibre Optic
Flexible McCoy Type Blade Size 4
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Phillips Blade Size 1
BriteBlade Pro Single-Use Fiber Optic
Phillips 1
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Phillips Blade Size 2
BriteBlade Pro Single-Use Fiber Optic
Phillips 2
BriteBlade Pro S/Use Fibre Optic Phillips
Size 3
BriteBlade Pro S/Use Fibre Optic Phillips
Size 4
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Macintosh Blade Size 1
BriteBlade Pro Evo Single-Use Fiber Optic
Mac 1
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Macintosh Blade Size 2
BriteBlade Pro Evo Single-Use Fiber Optic
Mac 2
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Macintosh Blade Size 3
BriteBlade Pro Evo Single-Use Fiber Optic
Mac 1
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Macintosh Blade Size 4
BriteBlade Pro Evo Single-Use Fiber Optic
Mac 2
BriteBlade Pro Evo Single-Use Fiber Optic
Miller 00
BriteBlade Pro Evo Single-Use Fiber Optic
Miller 0
BriteBlade Pro Fiber Optic Single Use
Laryngoscope Miller Blade Size 1
BriteBlade Pro Evo Single-Use Fiber Optic
Miller 1
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Miller Blade Size 2
BriteBlade Pro Evo Single-Use Fiber Optic
Miller 2
BriteBlade Pro Fibre Optic Single Use
Laryngoscope Miller Blade Size 3
BriteBlade Pro Evo Single-Use Fiber Optic
Miller 3
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Class I Sterile
(Rule 5)

Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)

Class I Sterile
(Rule 5)

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

46828

Laryngoscope Blade,
Single Use

Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use
Laryngoscope Blade,
Single Use

Laryngoscope Blade,
Single Use
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} BriteBlade Pro Fibre Optic Single Use Class I Sterile Laryngoscope Blade,
040-764 Laryngoscope Miller Blade Size 4 (Rule 5) 46828 Single Use
) BriteBlade Pro Evo Single-Use Fiber Optic Class I Sterile Laryngoscope Blade,
040-764U Miller 4 (Rule 5) 46828 Single Use
BritePro Fibre Optic Single Use .
040-771 Laryngoscope Handle and Pro Macintosh Class I Sterile 46828 Laryngoscope Blade,
. (Rule 5) Single Use
Blade Size 1
BritePro Fibre Optic Single Use .
040-772 Laryngoscope Handle and Pro Macintosh EElG e 46828 Lawngoscope e
. (Rule 5) Single Use
Blade Size 2
BritePro Fibre Optic Single Use .
040-773 Laryngoscope Handle and Pro Macintosh Class I Sterile 46828 Laryngoscope Blade,
) (Rule 5) Single Use
Blade Size 3
040-774 BritePro Fibre Optic Single Us.e Class I Sterile leraveseae Hk,
Laryngoscope Handle and Pro Macintosh 46828 >
. (Rule 5) Single Use
Blade Size 4
040-775 BritePro Fibre Optic Single Use .
Laryngoscope Handle and Pro Miller Blade Class | Sterile 46828 Laryng.OSC()pe Blade,
Size 0 (Rule 5) Single Use
040-776 BritePro Fibre Optic Single Use .
Laryngoscope Handle and Pro Miller Blade Uees 5Eerlle 46828 Lawngoscope GEn
Size 1 (Rule 5) Single Use
040-777 BritePro Fibre Optic Smgle.Use Class I Sterile Laryngoscope Blade,
Laryngoscope Handle and Pro Miller Blade 46828 ;
Size 2 (Rule 5) Single Use
040-778 BritePro Fibre Optic Smgle. Use Class I Sterile lervesEae ks,
Laryngoscope Handle and Pro Miller Blade 46828 >
Size 3 (Rule 5) Single Use
040-779 BritePro Fibre Optic Smgle'Use Class I Sterile Laryngoscope Blade,
Laryngoscope Handle and Pro Miller Blade 46828 ;
Size 4 (Rule 5) Single Use
oy BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0210 Light Mac Blade Size 1 (Rule 5) 46828 Single Use
00 BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0210U Light Mac Blade Size 1 (Rule 5) 46828 Single Use
e BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
U000 Light Mac Blade Size 2 (Rule 5) S Single Use
'Yy BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0220U Light Mac Blade Size 2 (Rule 5) 46828 Single Use
e BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
=000 Light Macintosh Blade Size 3 (Rule 5) S Single Use
BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0230U Light Mac Blade Size 3 (Rule 5) 46828 Single Use
oy BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0231 Light Mac Blade Size 3 Strong Curve (Rule 5) 46828 Single Use
00 BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0231U Light Mac Blade Size 3 Strong Curve (Rule 5) 46828 Single Use
e BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
BE-ITTEER) Light Mac Blade Size 3.5 (Rule 5) i Single Use
'y BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0235U Light Mac Blade Size 3.5 (Rule 5) 46828 Single Use
oy BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
s Light Mac Blade Size 4 (Rule 5) it Single Use
'y BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0240U Light Mac Blade Size 4 (Rule 5) 46828 Single Use
L BriteBlade Pro Single-Use Fiber Optic Class I Sterile Laryngoscope Blade,
-0t Miller 000 (Rule 5) i Single Use
0. BriteBlade Pro Fibre Optic Single Use Class I Sterile Laryngoscope Blade,
040-00-0415 Laryngoscope Miller Blade Size 1.5 (Rule 5) 46828 Single Use
L BriteBlade Pro Fibre Optic S/Use Class I Sterile Laryngoscope Blade,
-0 Laryngoscope Miller Blade 1.5 (Rule 5) i Single Use
Yy BriteBlade Pro Single Use Fibre Optic Class I Sterile Laryngoscope Blade,
040-00-0421 Curved Miller Blade Size 2 (Rule 5) 46828 Single Use
o BriteBlade Pro S/Use Fibre Optic Curved Class I Sterile Laryngoscope Blade,
DA Miller Size 2 (Rule 5) 46828 Single Use
Yy BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0500 Light Miller Blade Size 00 (Rule 5) 46828 Single Use
L BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
0000 Light Miller Blade Size 00 (Rule 5) i Single Use
0. BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
040-00-0501 Light Miller Blade Size 0 (Rule 5) 46828 Single Use
L BriteBlade Pro Single Use Fibre Optic Side Class I Sterile Laryngoscope Blade,
O--00E0I Light Miller Blade Size 0 (Rule 5) i Single Use
040-00-0510 BriteBlade Pro Single Use Fibre Optic Side Class I Sterile 46828 Laryngoscope Blade,
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Light Miller Blade Size 1 (Rule 5) Single Use
040-00-0510U BrlteBla(i(ieglilrto l\iillrllegieB[lIasgeF;li)zr: g)ptlc Side Cla(sRsl}lgtg)rlle 46828 Larynsgiggg%i flade'
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owooostsy PP e deg e ooz g e
oroooosz0  PrUSETL I R gpuese g e ooz Lo e
040-00-0520U BriteBlaitiegl;rto h/fii;]legll‘eB'iJ;geF;?;ee (2)ptic Side Cla(sfi lhit;:)rile 46828 Larynsgizgg%es flade,
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Laryngoscope (Sterile, Single Use)

TF: 120a
Intended use: A hand-held disposable device intended to be used by anaesthesia/emergency service personnel to
manipulate the tongue, preventing it from obstructing the oropharynx and enabling a clear view of the trachea for the
insertion of an endotracheal (ET) tube prior to the delivery of inhalation anaesthesia and/or ventilation. It has a handle
containing batteries to power its light (a small built-in light bulb or fibreoptic light) for airway illumination, and a curved
or straight blade of various designs and lengths that can be hinged/interchanged or integral. Some types are magnetic
resonance imaging (MRI) compatible. This is a single-use device.

PRODUCT CODE PRODUCT CLASSIFICATION GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX
040-283 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Kessel Blade Size 3 (Rule 5 & 12) laryngoscope, single-use
040-284 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Kessel Blade Size 4 (Rule 5 & 12) laryngoscope, single-use
BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile Laryngoscope Handle,
040-310 Handle (Rule 5 &12) 47806 Single Use
040-331 BritePro Solo Single Use Fibre Optic Laryngoscope Class [ Sterile 62918 Rigid intubation
Handle and Macintosh Blade Size 1 (Rule 5 & 12) laryngoscope, single-use
040-332 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Macintosh Blade Size 2 (Rule 5 &12) laryngoscope, single-use
040-332] BritePro Solo With Pro Mac 2 Gersillsiagls 62918 AT ey
(Rule 5 & 12) laryngoscope, single-use
040-333 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Macintosh Blade Size 3 (Rule 5 & 12) laryngoscope, single-use
040-333] BritePro Solo With Pro Mac 3 Gersillsiagls 62918 AT ey
(Rule 5 & 12) laryngoscope, single-use
040-334 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Macintosh Blade Size 4 (Rule 5 & 12) laryngoscope, single-use
040-334] BritePro Solo With Pro Mac 4 ggfli ISS;‘*;%‘; 62918 lawﬁéﬁ‘g‘ig}‘f:‘;?:g"lz_use
040-335 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Macintosh Blade Size 3.5 (Rule 5 & 12) laryngoscope, single-use
040-336 BritePro Solo Single Use Fibre Optic Laryngoscope Class [ Sterile 62918 Rigid intubation
Handle and Macintosh Strong Curve Blade Size 3 (Rule 5 & 12) laryngoscope, single-use
040-340N BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Miller Blade Size 00 (Rule 5&12) laryngoscope, single-use
040-340 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Miller Blade Size 0 (Rule 5 & 12) laryngoscope, single-use
040-340) BritePro Solo With Pro Miller 0 &E:ff‘e [55;“:‘;‘;‘; 62918 laryﬁéi‘g‘i:::i?:g‘;‘e‘_use
040-341 BritePro Solo Single Use Fibre Optic Laryngoscope Class [ Sterile 62918 Rigid intubation
Handle and Miller Blade Size 1 (Rule 5 & 12) laryngoscope, single-use
040-342 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Miller Blade Size 2 (Rule 5 & 12) laryngoscope, single-use
040-343 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Miller Blade Size 3 (Rule 5 & 12) laryngoscope, single-use
040-344 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Miller Blade Size 4 (Rule 5&12) laryngoscope, single-use
BritePro Solo Single Use Fibre Optic Mini Class I Sterile Laryngoscope Handle,
040-309 Laryngoscope Handle (Rule 12) 47806 Single Use
040-350N BritePro Solo Single Use Fibre Optic Mini Class I Sterile 62918 Rigid intubation
Laryngoscope Handle and Miller Blade Size00 (Rule 5&12) laryngoscope, single-use
040-350 BritePro Solo Single Use Fibre Optic Mini Class [ Sterile 62918 Rigid intubation
Laryngoscope Handle and Miller Blade Size 0 (Rule 5 & 12) laryngoscope, single-use
040-351 BritePro Solo Single Use Fibre Optic Mini Class I Sterile 62918 Rigid intubation
Laryngoscope Handle and Miller Blade Size 1 (Rule 5 & 12) laryngoscope, single-use
040-361 BritePro Fibre Optic Single Use Laryngoscope Class [ Sterile 62918 Rigid intubation
Handle and Pro Phillips Blade Size 1 (Rule 5 & 12) laryngoscope, single-use
040-362 BritePro Fibre Optic Single Use Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Pro Phillips Blade Size 2 (Rule 5 &12) laryngoscope, single-use
BritePro Solo Single-Use Fiber Optic Laryngoscope Class I Sterile Laryngoscope Handle,
e Handle (Rule 5 & 12) A Single Use
BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-331U Blade Mac 1 (Rule 5 &12) 62918 laryngoscope, single-use
BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
Uty Blade Mac 2 (Rule 5 & 12) P laryngoscope, single-use
BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-333U Blade Mac 3 (Rule 5 & 12) 62918 laryngoscope, single-use
BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
e U Blade Mac 4 (Rule 5 & 12) P laryngoscope, single-use
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} BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-335U Blade Mac 3.5 (Rule 5&12) 62918 laryngoscope, single-use
040-336U BritePro Solo Single-Use Fiber Optic Handle and Class [ Sterile 62918 Rigid intubation

Blade Mac 3 Strong Curve (Rule 5 & 12) laryngoscope, single-use
BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-340NU Blade Miller 00 (Rule 5 & 12) 62918 laryngoscope, single-use

) BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
e e W Blade Miller 0 (Rule 5 & 12) PRI laryngoscope, single-use

BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-341U Blade Miller 1 (Rule 5&12) 62918 laryngoscope, single-use

) BritePro Solo Single-Use Fiber Optic Handle and Class [ Sterile Rigid intubation
U s A Blade Miller 2 (Rule 5 & 12) AL laryngoscope, single-use

} BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-343U Blade Miller 3 (Rule 5&12) 62918 laryngoscope, single-use

) BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
Uit Blade Miller 4 (Rule 5 & 12) AP E laryngoscope, single-use

B BritePro Solo Mini Single-Use Fiber Optic Class I Sterile Laryngoscope Handle,
040-309U Laryngoscope Handle (Rule 5&12) 47806 Single Use

040-350NU BritePro Solo Fibre Optic Single Use Mini Class I Sterile 62918 Rigid intubation
Laryngoscope Handle and Miller Blade Size 0 (Rule 5 & 12) laryngoscope, single-use

040-350U BritePro Solo Fibre Optic Single Use Mini Class I Sterile 62918 Rigid intubation
Laryngoscope Handle and Miller Blade Size 0 (Rule 5 & 12) laryngoscope, single-use

) BritePro Solo Single-Use Fiber Optic Mini Handle Class I Sterile Rigid intubation
Gt and Blade Miller 1 (Rule 5 & 12) AP E laryngoscope, single-use

) BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-361U Blade Phillips 1 (Rule 5&12) 62918 laryngoscope, single-use

) BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
Gl Blade Phillips 2 (Rule 5 & 12) AP E laryngoscope, single-use

040-365 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Flexible McCoy Type Blade Size 3 (Rule 5 & 12) laryngoscope, single-use

040-366 BritePro Solo Single Use Fibre Optic Laryngoscope Class I Sterile 62918 Rigid intubation
Handle and Flexible McCpy Type Blade Size 4 (Rule 5 & 12) laryngoscope, single-use

040-711HU BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile 62918 Rigid intubation
Mac 1 (Rule 5&12) laryngoscope, single-use

040-712HU BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile 62918 Rigid intubation
Mac 2 (Rule 5 & 12) laryngoscope, single-use

) BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile Rigid intubation
040-713HU Mac 3 (Rule 5 &12) 62918 laryngoscope, single-use

_ BritePro Handle Single-Use Fiber Optic and Blade Class [ Sterile Rigid intubation
el Mac 4 (Rule 5 & 12) A laryngoscope, single-use

) BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile Rigid intubation
040-720HU Miller 00 (Rule 5 & 12) 62918 laryngoscope, single-use

) BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile Rigid intubation
040-720NHU Miller 00 (Rule 5 & 12) 62918 laryngoscope, single-use

. BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile Rigid intubation
040-721HU Miller 1 (Rule 5&12) 62918 laryngoscope, single-use

) BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile Rigid intubation
el Miller 2 (Rule 5 & 12) 62918 laryngoscope, single-use

) BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile Rigid intubation
040-723HU Miller 3 (Rule 5 & 12) 62918 laryngoscope, single-use

) BritePro Handle Single-Use Fiber Optic and Blade Class I Sterile Rigid intubation
e il Miller 4 (Rule 5 & 12) PR laryngoscope, single-use
040-01-0210 BritePro Solo with Pro Side Light Mac Blade Size 1 %1151512 155;‘3;15 62918 1aryrl?é§1i£:2?:go£-use

il BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
e Blade Side Light Mac 1 (Rule 5 & 12) 62918 laryngoscope, single-use
040-01-0220 BritePro Solo with Pro Side Light Mac Blade Size 2 8{32 lss;e?;‘; 62918 lary}'féi‘g‘ig}’;:‘:?;‘g"l‘;_use

il BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
e Blade Side Light Mac 2 (Rule 5 & 12) 62918 laryngoscope, single-use
040-01-0230 BritePro Solo with Pro Side Light Mac Blade Size 3 %ﬁi lss;e;‘;; 62918 lary:éi‘sdc(’)r}’)t:z;’;‘g"lz_use

i BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
sz Blade Side Light Mac 3 (Rule 5 & 12) P laryngoscope, single-use

BritePro Solo with Pro Side Light Mac Blade Size 3 Class I Sterile Rigid intubation
040-01-0231 Strong Curve (Rule 5 & 12) 62918 laryngoscope, single-use

i BritePro Solo Single-Use Fiber Optic Handle and Class I Sterile Rigid intubation
040-01-0231U Blade Side Light Mac 3 Strong Curve (Rule 5 & 12) 62918 laryngoscope, single-use

040-01-0235 BritePro Solo with Pro Side Light Mac Blade Size Class I Sterile 62918 Rigid intubation
3.5 (Rule 5&12) laryngoscope, single-use
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040-01-0630

040-01-0630U

040-01-0640

040-01-0640U

040-01-0730

040-01-0730U

040-01-0740

040-01-0740U

040-01-0810

040-01-0810U

040-01-0820

040-01-0820U

040-02-0110

040-02-0110U

040-02-0120

040-02-0120U

040-02-0130

040-02-0130U

040-02-0131

040-02-0131U0

040-02-0135

040-02-0135U

040-02-0140

040-02-0140U

040-02-0400

040-02-0400U

040-02-0401

040-02-0401U

040-02-0410

040-02-0410U

040-02-0415

040-02-0415U

040-02-0420

040-02-0420U

040-02-0430

040-02-0430U

040-02-0440

BritePro Solo with Pro Polio Blade Size 3

BritePro Solo Single-Use Fiber Optic Handle and
Blade Polio 3

BritePro Solo with Pro Polio Blade Size 4

BritePro Solo Single-Use Fiber Optic Handle and
Blade Polio 4

BritePro Solo with Pro Kessel Blade Size 3

BritePro Solo Single-Use Fiber Optic Handle and
Blade Kessel 3

BritePro Solo with Pro Kessel Blade Size 4

BritePro Solo Single-Use Fiber Optic Handle and
Blade Kessel 4

BritePro Solo with Pro Seward Blade Size 1

BritePro Solo Single-Use Fiber Optic Handle and
Blade Seward 1

BritePro Solo with Pro Seward Blade Size 2

BritePro Solo Single-Use Fiber Optic Handle and
Blade Seward 2

BritePro Solo Mini with Pro Mac Blade Size 1

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Mac 1

BritePro Solo Mini with Pro Mac Blade Size 2

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Mac 2

BritePro Solo Mini with Pro Mac Blade Size 3

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Mac 3
BritePro Solo Mini + BriteBlade Pro Mac Blade Size
3 Strong Curve
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Mac 3 Strong Curve
BritePro Solo Mini + BriteBlade Pro Mac Blade Size
3.5
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Mac 3.5

BritePro Solo Mini with Pro Mac Blade Size 4

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Mac 4

BritePro Solo Mini with Pro Miller Blade Size 00

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Miller 00

BritePro Solo Mini with Pro Miller Blade Size 0

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Miller 0
BritePro Solo Mini with Pro Miller Blade Size Blade
Size 1
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Miller 1

BritePro Solo Mini with Pro Miller Blade Size 1.5
BritePro Solo Mini with Pro Miller Blade Size 1.5

BritePro Solo Mini with Pro Miller Blade Size 2

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Miller 2

BritePro Solo Mini with Pro Miller Blade Size 3

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Miller 3

BritePro Solo Mini with Pro Miller Blade Size 4

SOP 025, Applying the CE Mark
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Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
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040-02-0440U

040-02-0510U

040-02-0630U

040-02-0640U

040-02-0730U

040-02-0740U

040-02-0810U

040-02-0820U

040-03-0130

040-03-0130U

040-03-0140

040-03-0140U

040-03-0630

040-03-0630U

040-03-0640

040-03-0640U

040-01-0240

040-01-0500

040-01-0501

040-01-0510

040-01-0515

040-01-0520

040-01-0530

040-01-0540

040-01-1110

040-02-0210

040-02-0220

040-02-0230

040-02-0231

040-02-0235

040-02-0240

040-02-0310

040-02-0320

040-02-0330

040-02-0340

040-02-0415
040-290

BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Miller 4

BritePro Solo Mini with Pro Side Light Miller Blade
Size 1
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Polio 3
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Polio 4
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Kessel 3
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Kessel 4
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Seward 1
BritePro Solo Single-Use Fiber Optic Mini Handle
and Blade Seward 2
BritePro Solo Single Use Fibre Optic Stubby
Laryngoscope Handle and Macintosh Blade Size 3
BritePro Solo Single Use Fiber Optic Stubby
Laryngoscope Handle and Macintosh Blade Size 3
BritePro Solo Single Use Fibre Optic Stubby
Laryngoscope Handle and Macintosh Blade Size 4
BritePro Solo Single Use Fiber Optic Stubby
Laryngoscope Handle and Macintosh Blade Size 4
BritePro Solo Single Use Fibre Optic Stubby
Laryngoscope Handle and Polio Blade Size 3
BritePro Solo Single Use Fiber Optic Stubby
Laryngoscope Handle and Polio Blade Size 3
BritePro Solo Single Use Fibre Optic Stubby
Laryngoscope Handle and Polio Blade Size 4
BritePro Solo Single Use Fiber Optic Stubby
Laryngoscope Handle and Polio Blade Size 4

BritePro Solo with Pro Side Light Mac Blade Size 4

BritePro Solo with Pro Side Light Miller Blade Size
BritePro Solo with Pro S(i)c(i)e Light Miller Blade Size
BritePro Solo with Pro Si(()ie Light Miller Blade Size
BritePro Solo with Pro Siiie Light Miller Blade Size
BritePro Solo with Pro Sli;ise Light Miller Blade Size
BritePro Solo with Pro Sifie Light Miller Blade Size
BritePro Solo with Pro Sirb;le Light Miller Blade Size
4

BritePro Solo with Pro Robertshaw Blade Size 1

BritePro Solo Mini with Pro Side Light Mac Blade
Size 1
BritePro Solo Mini with Pro Side Light Mac Blade
Size 2
BritePro Solo Mini with Pro Side Light Mac Blade
Size 3
BritePro Solo Mini with Pro Side Light Mac Blade
Size 3 Strong Curve
BritePro Solo Mini with Pro Side Light Mac Blade
Size 3.5
BritePro Solo Mini with Pro Side Light Mac Blade
Size 4

BritePro Solo Mini with Pro Flexi Mac Blade Size 1
BritePro Solo Mini with Pro Flexi Mac Blade Size 2
BritePro Solo Mini with Pro Flexi Mac Blade Size 3
BritePro Solo Mini with Pro Flexi Mac Blade Size 4

BritePro Solo Mini with Pro Miller Blade Size 1.5
BritePro Solo Fibre Optic Single Use Laryngoscope
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Class I Sterile
(Rule 5 & 12)

Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5&12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918

62918
62918

Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
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Handle and Robertshaw Blade Size Blade Size 0
BritePro Solo Fibre Optic Single Use Laryngoscope

040-291 Handle and Robertshaw Blade Size Blade Size 1

040-363 BritePro Solo Single Use Fibre Optic Laryngoscope
Handle and Phillips Blade Size 4

040-364 BritePro Fibre Optic Single Use Laryngoscope

Handle and Pro Phillips Blade Size 4

SOP 025, Applying the CE Mark
TD 083 Issue No: 1

(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)
Class I Sterile
(Rule 5 & 12)
Class I Sterile
(Rule 5 &12)

62918

62918

62918

laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
Rigid intubation
laryngoscope, single-use
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Laryngoscope (Sterile, Single Use)
TF:120c
Intended use: A hand-held disposable device intended to be used by anaesthesia/emergency service personnel to manipulate the
tongue, preventing it from obstructing the oropharynx and enabling a clear view of the trachea for the insertion of an endotracheal (ET)
tube prior to the delivery of inhalation anaesthesia and/or ventilation. Its Blade contains batteries to power its light (a small built-in
LED) for airway illumination, and a curved or straight blade of various designs and lengths. This is a single-use device.

PRODUCT CODE PRODUCT CLASSIFICATION GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX
BritePro Omni - Standard handle
avopoito  DATOOnAn e byguscpetande G Sl
oaposorioy  PUTOOmISIE Ve ngpe e e St
vorozo O el lammgone s S
oavoporzoy  DHeProOmn e e yngoscopeande (s S
voroso O el apgoone s S
oaposorzy  PUTOOmSE Ve ngpe e e St
aposorzsy OISl S angosope e S oin e
wosors  OmbieEm S e layope - fh e
oavorotsoy  DeeProOmn e e lanygoscopeande (s S
oavoposony BP0 Ol Sl Lanscope ande s S
040-04-0401U BritePro Omni Sir‘ll%,lii}-lUI;?llI:ir(})lngoscope Handle ((:[lza:flz ISS;elii;;: 62918 1ary§;§i:c (i)r;)t;t;?;zg.use
040-04-0410U BritePro Omni Sir\)/\g/litte}-lUl\;?llI;irimgoscope Handle E:[l;:fli ISS;e;i;;: 62918 laryi{;%i:c (i)rrl)t;t;itligolz_use
vosossy OIS e angope e S
040-04-0420 Larynt:)tE:;Z ginéliigﬁﬁﬁfeﬂ;?y'ggfscope Class I Sterile 62918 Rigid intubation
Blade Size 2 (Rule 5&12) laryngoscope, single-use
040004200 e O Btz (Rule 58 12) G918 | iscope,sigle-use
040-04-0430 Larynt:)lstscr));(e) gﬁ“&i’:ﬁfﬁﬁfeﬂ:?y'ggfscope ((:1151512 lss;e;i; 62918 1ary§;§iig;?2?;;2-use
Blade Size 3 !
O e (e s & 12 G918 o single-use
040-04-0440 LaryntS;g;rjz girglglgﬁieheljislfeﬁlll.:ggg:scope Class I Sterile 62918 Rigid intubation
Blade Size 4 (Rule 5&12) laryngoscope, single-use
oavorosou  PFIEPrOOmI e e lanpgcopertane - Case el
oavnaotoy PO oo e s e
oavnaozoy PP Ot ayngoscope e s Sl
oavnaozoy PP O ayngoscope e s Sl
oavonaosoy PP Ol ayngoscope e s Sl
vororss  OmmEd S e lagoope e Sl
oaoszonny PSP O Shgessanaescope fande - e Sl
oanoszorg PSP O Sleseangoscop fande s el
avosaots PSP se Lasesope i s Sl
oavosazg  ePo O e ayngoscope e s Sl
avosaozo POt yngoscopeande G Sl
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0. BritePro Omni Single-Use Laryngoscope Handle Class I Sterile Rigid intubation
040-04-2040 With Miller Ultra 4 (Rule 5&12) 62918 laryngoscope, single-use
VA BritePro Omni Single-Use Laryngoscope Mini Class [ Sterile Rigid intubation
L USRI Handle With Miller Ultra 00 (Rule 5 & 12) AL laryngoscope, single-use
el BritePro Omni Single-Use Laryngoscope Mini Class I Sterile Rigid intubation
040-06-20000 Handle With Miller Ultra 000 (Rule 5 & 12) 62918 laryngoscope, single-use
e BritePro Omni Single-Use Laryngoscope Mini Class I Sterile Rigid intubation
U URe AL Handle With Miller Ultra 0 (Rule 5 & 12) PRI laryngoscope, single-use
el BritePro Omni Single-Use Laryngoscope Mini Class I Sterile Rigid intubation
040-06-2010 Handle With Miller Ultra 1 (Rule 5&12) 62918 laryngoscope, single-use

BritePro Omni - Mini Handle
BritePro Omni Single Use All-in-One Mini . L .
040-06-0110 Laryngoscope Handle and Macintosh Blade Size Class I Sterile 62918 Rigid intubation
1 (Rule 5&12) laryngoscope, single-use
VA BritePro Omni Single-Use Laryngoscope Mini Class [ Sterile Rigid intubation
G- Y Handle with Mac 1 (Rule 5 & 12) AP E laryngoscope, single-use
BritePro Omni Single Use All-in-One Mini Class I Sterile Rigid intubation
040-06-0400 Laryngoscope Handle and Miller Blade Size 00 (Rule 5 & 12) 62918 laryngoscope, single-use
VA BritePro Omni Single-Use Laryngoscope Mini Class I Sterile Rigid intubation
oL Y Handle with Miller 00 (Rule 5 & 12) PR laryngoscope, single-use
BritePro Omni Single Use All-in-One Mini Class I Sterile Rigid intubation
040-06-0401 Laryngoscope Handle and Miller Blade Size 0 (Rule 5 & 12) 62918 laryngoscope, single-use
YA BritePro Omni Single-Use Laryngoscope Mini Class I Sterile Rigid intubation
- Y Handle with Miller 0 (Rule 5 & 12) AP E laryngoscope, single-use
' BritePro Omni Single Use All-in-One Mini Class I Sterile Rigid intubation
040-06-0410 Laryngoscope Handle and Miller Blade Size 1 (Rule 5 &12) 62918 laryngoscope, single-use
VA BritePro Omni Single-Use Laryngoscope Mini Class [ Sterile Rigid intubation
G- 20y Handle with Miller 1 (Rule 5 & 12) AP E laryngoscope, single-use
e, BritePro Omni Single-Use Laryngoscope Mini Class I Sterile Rigid intubation
040-06-2010U Handle With Miller Ultra 1 (Rule 5 & 12) 62918 laryngoscope, single-use
SOP 025, Applying the CE Mark Page 13 of 37
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Video Laryngoscope (Sterile, Single Use)

TF: 120E
Intended use: A hand-held disposable device intended to be used by anaesthesia/emergency service personnel to
manipulate the tongue, preventing it from obstructing the oropharynx and enabling a clear view of the trachea for the
insertion of an endotracheal (ET) tube prior to the delivery of inhalation anaesthesia and/or ventilation. It has a handle
containing batteries to power its light (a small built-in light bulb or fibreoptic light) for airway illumination, and a curved
or straight blade of various designs and lengths that can be hinged/interchanged or integral. Some types are magnetic
resonance imaging (MRI) compatible. This is a single-use device.

PRODUCT CODE PRODUCT CLASSIFICATION GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX

ProVu Single Use Video Laryngoscope Class I Sterile Video intubation
040-08-0130 Handl%) with Mac BladeySife 3 P (Rule 5 & 12) 62763 laryngoscope kit
ProVu Single Use Video Laryngoscope Class [ Sterile Video intubation
040-08-0130U Handle with Mac Blade Size 3 (Rule 5 & 12) 62763 laryngoscope kit
040-08-0140 ProVu Single Use Video Laryngoscope Class I Sterile Video intubation
Handle with Mac Blade Size 4 (Rule 5 & 12) 62763 laryngoscope kit
040-08-0140U ProVu Single Use Video Laryngoscope Class I Sterile Video intubation
Handle with Mac Blade Size 4 (Rule 5 & 12) 62763 laryngoscope kit
040-08-2130 ProVu Single Use Video Laryngoscope Class I Sterile Video intubation
Handle with Hyper Blade Size 3 (Rule 5 & 12) 62763 laryngoscope kit
040-08-2130U ProVu Single Use Video Laryngoscope Class I Sterile Video intubation
Handle with Hyper Blade Size 3 (Rule 5 & 12) 62763 laryngoscope kit
040-08-2140 ProVu Single Use Video Laryngoscope Class I Sterile Video intubation
Handle with Hyper Blade Size 4 (Rule 5 & 12) 62763 laryngoscope kit
040-08-2140U ProVu Single Use Video Laryngoscope Class I Sterile Video intubation
Handle with Hyper Blade Size 4 (Rule 5 & 12) 62763 laryngoscope Kit

SOP 025, Applying the CE Mark Page 14 of 37
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Laryngoscope Handle (Sterile, Single Use)
TF: 120a
Intended use: A hand-held disposable device intended to be connected to a laryngoscope blade to enable a
clear view of the trachea for the insertion of an endotracheal (ET) tube prior to the delivery of inhalation
anaesthesia and/or ventilation. The device contains batteries to power its light (a small LED fibreoptic light).
This is a single-use device.

PRODUCT CODE PRODUCT CLASSIFICATION GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX

040-03-0000 BritePro Solo Single Use Fibre Class [ Sterile 47806 Laryngoscope Handle,
Optic Stubby Handle (Rule 5 & 12) Single Use

040-03-0000U BritePro Solo Stubby Handle Class I Sterile 47806 Laryngoscope Handle,
(Rule 5 &12) Single Use

040-791 BritePro Fibre Optic Single Use Class [ Sterile 47806 Laryngoscope Handle,
Laryngoscope Handle (Rule 5 & 12) Single Use

040-791U BritePro Handle Single-Use Fiber Class [ Sterile 47806 Laryngoscope Handle,
Optic (Rule 5 & 12) Single Use

SOP 025, Applying the CE Mark Page 15 of 37

TD 083 Issue No: 1



/=

EC Declaration of Conformity Jlexicare

TOTAL QUALITY - TOTAL CARE

BritePro Solo Evo Laryngoscope (Sterile, Single Use)
TF: 120a

Intended use: The segment of a laryngoscope (i.e., rigid intubation type) intended to be inserted into the oral
cavity to manipulate the tongue, preventing it from obstructing the oropharynx and enabling a clear view of the
trachea for the insertion of an endotracheal (ET) tube prior to the delivery of inhalation anaesthesia and/or
ventilation. It is connected to the laryngoscope handle and illumination of the airway is provided by a small
built-in light bulb or a fibreoptic light. This device may be curved or straight and of various designs and lengths;
it may be hinged/interchanged with the handle. This is a single-use device.

PRODUCT CLASSIFICATION
PRODUCT CODE GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX
B BritePro Solo with EVO Blade Class I Sterile Rigid intubation laryngoscope,
040-311IT MAC 1 Laryngoscope (Rule 5) 62918 single-use
040-312IT BritePro Solo with EVO Blade Class I Sterile 62918 Rigid mtube.ntlon laryngoscope,
MAC 2 Laryngoscope (Rule 5) single-use
) BritePro Solo with EVO Blade Class [ Sterile Rigid intubation laryngoscope,
040-313IT MAC 3 Laryngoscope (Rule 5) 62918 single-use
) BritePro Solo with EVO Blade Class [ Sterile Rigid intubation laryngoscope,
et MAC 4 Laryngoscope (Rule 5) AL single-use
040-3211T Brltel?ro Solo with EVO Blade Class [ Sterile 62918 Rigid mtub;j\tlon laryngoscope,
Miller 1 Laryngoscope (Rule 5) single-use
SOP 025, Applying the CE Mark Page 16 of 37
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BritePro Solo Evo Laryngoscope (sterile)

TF: 120a
Intended use: A hand-held disposable device intended to be used by anaesthesia/emergency service personnel to
manipulate the tongue, preventing it from obstructing the oropharynx and enabling a clear view of the trachea for the
insertion of an endotracheal (ET) tube prior to the delivery of inhalation anaesthesia and/or ventilation. It has a handle
containing batteries to power its light (a small built-in light bulb or fibreoptic light) for airway illumination, and a curved
or straight blade of various designs and lengths that can be hinged/interchanged or integral. Some types are magnetic
resonance imaging (MRI) compatible. This is a single-use device.

PRODUCT CLASSIFICATION
PRODUCT CODE GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX
B BritePro Solo Single Use Fibre Optic Class I Sterile Laryngoscope Handle,
040-310 Laryngoscope Handle (Rule 5) 47806 Single Use
040-310AU BritePro Solo Evo Single-Use Fiber Optic Class I Sterile 47806 Laryng9sc0pe Handle,
Laryngoscope Handle (Rule 5) Single Use
040-311 BritePro Solo with EVO Blade MAC 1 Class I Sterile 62918 Rigid mtuba.\tlon
Laryngoscope (Rule 5) laryngoscope, single-use
) BritePro Solo Evo Single-Use Fiber Optic Class [ Sterile Rigid intubation
G- Handle and Blade Mac 1 (Rule 5) AP E laryngoscope, single-use
040-312 BritePro Solo with EVO Blade MAC 2 Class I Sterile 62918 Rigid mtuballtlon
Laryngoscope (Rule 5) laryngoscope, single-use
BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
U ety Handle and Blade Mac 2 (Rule 5) PR laryngoscope, single-use
040-313 BritePro Solo with EVO Blade MAC 3 Class I Sterile 62918 Rigid mtubz.mon
Laryngoscope (Rule 5) laryngoscope, single-use
BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
040-313U Handle and Blade Mac 3 (Rule 5) 62918 laryngoscope, single-use
040-314 BritePro Solo with EVO Blade MAC 4 Class I Sterile 62918 Rigid mtub:?\tlon
Laryngoscope (Rule 5) laryngoscope, single-use
) BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
Ut Handle and Blade Mac 4 (Rule 5) &1L laryngoscope, single-use
) BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
040-320NU Handle and Blade Miller 00 (Rule 5) 62918 laryngoscope, single-use
B BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
040-320U Handle and Blade Miller 0 (Rule 5) 62918 laryngoscope, single-use
040-321 BritePro Solo with EVO Blade Miller 1 Class I Sterile 62918 Rigid mtub:f\tlon
Laryngoscope (Rule 5) laryngoscope, single-use
B BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
040-321U Handle and Blade Miller 1 (Rule 5) 62918 laryngoscope, single-use
040-322 BritePro Solo with EVO Blade Miller 2 Class I Sterile 62918 Rigid mtub:?\tlon
Laryngoscope (Rule 5) laryngoscope, single-use
) BritePro Solo Evo Single-Use Fiber Optic Class [ Sterile Rigid intubation
Uit Handle and Blade Miller 2 (Rule 5) &1L laryngoscope, single-use
040-323 BritePro Solo with EVO Blade Miller 3 Class I Sterile 62918 Rigid mtubz?\tlon
Laryngoscope (Rule 5) laryngoscope, single-use
B BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
el Handle and Blade Miller 3 (Rule 5) 62918 laryngoscope, single-use
040-324 BritePro Solo with EVO Blade Miller 4 Class I Sterile 62918 Rigid mtubz.mon
Laryngoscope (Rule 5) laryngoscope, single-use
B BritePro Solo Evo Single-Use Fiber Optic Class I Sterile Rigid intubation
i Handle and Blade Miller 4 (Rule 5) 62918 laryngoscope, single-use
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Guedel Airways (Sterile, Single Use)

TF: 30a

Intended use: A curved metal or plastic tube inserted through the mouth to facilitate airway patency for gas

exchange or suctioning. The device prevents the tongue from obstructing airflow. This is a single-use device.

PRODUCT CODE
038-93-890
038-93-900
038-92-902
038-92-900
038-91-910

038-91-910 INA
038-91-910GR
038-91-920
038-91-920 INA
038-91-920GR
038-91-930
038-91-930 INA
038-91-930GR
038-91-940
038-91-940 INA
038-91-940GR
038-91-945
038-91-950
038-93-890U
038-93-900U
038-93-900 INA
038-92-902U
038-92-902 INA
038-92-900U
038-92-900 INA
038-92-900GR
038-91-910U
038-91-920U
038-91-930U
038-91-940U
038-91-945U

038-91-950U

PRODUCT
DESCRIPTION

Guedel Airway Length 3cm Size 0000
Guedel Airway Length 4cm Size 000
Guedel Airway Length 5cm Size 00
Guedel Airway Length 6¢m Size 0
Guedel AirwaytLength 7cm Size 1
Guedel Airway Length 7cm Size 1
Guedel Airway Length 7cm Size 1
Guedel Airway Length 8cm Size 2
Guedel Airway Length 8cm Size 2
Guedel Airway Length 8cm Size 2
Guedel AirwaytLength 9cm Size 3
Guedel Airway Length 9cm Size 3
Guedel AirwaytLength 9cm Size 3
Guedel Airway Length 10cm Size 4
Guedel Airway Length 10cm Size 4
Guedel Airway Length 10cm Size 4
Guedel Airway Length 11 cm Size 5
Guedel Airway Length 12cm Size 6
Guedel Airway Length 3cm Size 0000
Guedel Airway Length 4cm Size 000
Guedel Airway Length 4cm Size 000
Guedel Airway Length 5cm Size 00
Guedel Airway Length 5cm Size 00
Guedel Airway Length 6¢cm Size 0
Guedel Airway Length 6¢cm Size 0
Guedel Airway Length 6¢m Size 0
Guedel Airway Length 7cm Size 1
Guedel Airway Length 8cm Size 2
Guedel Airway Length 9cm Size 3
Guedel Airway Length 10cm Size 4
Guedel Airway Length 11 cm Size 5

Guedel Airway Length 12cm Size 6

SOP 025, Applying the CE Mark
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CLASSIFICATION
UNDER ANNEX IX

Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)
Class I Sterile
(Rule 5)

GMDN
CODE

42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424
42424

42424

GMDN TERM

Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
Oropharyngeal airway,
single-use
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038-91-000U Guedel Airway Length 4cm Size 000 Sterile Class I Sterile 42424 Oropha.ryngeal alrway,
(Rule 5) single-use

e Guedel Airway Length 5cm Size 00 with Class [ Sterile Oropharyngeal airway,
e Blue Bite Block (Rule 5) e single-use

01, Guedel Airway Length 6cm Size 0 with Class I Sterile Oropharyngeal airway,
038-91-011U Black Bite Block (Rule 5) 42424 single-use

e Guedel Airway Length 7cm Size 1 with Class I Sterile Oropharyngeal airway,
LRty White Bite Block Ste (Rule 5) s single-use

1. Guedel Airway Length 7cm Size 1 with Class I Sterile Oropharyngeal airway,
038-91-100U White Bite Block (Rule 5) 42424 single-use

038-91-200U Guedel Airway Length 8cm Size 2 with Class [ Sterile 42424 Oropha.ryngeal airway,
Green Bite Block (Rule 5) single-use

038-91-300U Guedel Airway Length 9cm Size 3 with Class [ Sterile 42424 Oropha.ryngeal airway,
Orange Bite Block (Rule 5) single-use

oYl Guedel Airway Length 10cm Size 4 with Class [ Sterile Oropharyngeal airway,
Ut (0 Red Bite Block (Rule 5) ks Snlelse
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Nasopharyngeal Airway (Sterile, Single Use)
TF: 114
Intended use: A rubber or plastic tube that extends into the pharynx from either naris to maintain airway patency.

The proximal end of the device may have an integral 22 mm connector for oxygen delivery. This is a single-use device.

PRODUCT CODE PRODUCT CLASSIFICATION GMDN GMDN TERM
DESCRIPTION UNDER ANNEX IX CODE
messan NN el
S T A s i N,
wososs LT, s
T i i e
mossans L, el o N e
O e
mossass i, ey
O e iz Nt
sosons NNty e
S e
Rt S N
T S s
v e 1 e
TN o e N
L v A s
oSS i, et i N,
TSI e
L e it e i N,
03BISO0BINA e 8 Omin 54 Fr Rules) 42422 NP e
S e i Nt
033-95-009 ey 1D Size o 36 r Rules) 42422 Nasophenypeee
dmosoom el g P e
033-95-0450 Alrway 1D Size 45w 33 r Rules) 42422 Nasopha e
T i o s S et
mwosassy N, e
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cossame A, S iz Moo,
038-95-065U AI;I:;Z;E‘If; giiioéf?ifﬁfzggaér Cla(slslilztse; te 42422 Nasoph;;ggfsl:imay.
I v e i i Moo,
wossy Nl i pum el
wssamen SN, e R
038-95-085U AI?;?/Z}SIEII% SNiezxzoggi\;r};nggaér Cla(s;dlztse;'ile 42422 Nasophsa;;)érlleg_filasleairway,
038-95-009U Allﬁgfzalfg ?éi"éfgfnrﬁ?? galil‘r Cla(sriilztse)r te 42422 NaSOPh;i'nryng_iasleaimay'
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Williams Airway - Oropharyngeal Airway (Sterile, Single Use)
TF: 30c
Intended use: A curved metal or plastic tube inserted through the mouth to facilitate airway patency for gas exchange or

suctioning. The device prevents the tongue from obstructing airflow. This is a single-use device.

PRODUCT CLASSIFICATION GMDN
PRODUCT CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX CODE
038-90-909 Williams Airway Length 9cm Class I Sterile 42424 Oropharyngeal airway,
(Rule 5) single-use
Jass I Steril, i
038-90-910 Williams Airway Length 10cm Class I Sterile 42424 Oropharyngeal airway,
(Rule 5) single-use
Class [ Steril i
038-90-909U Williams Airway, Length 9 cm ass 1 >tertie 42424 Oropharyngeal airway,
(Rule 5) single-use
Class [ Steril i
038-90-910U Williams Airway, Length 10 cm ass I Stertie 42424 O ETTIER BT
(Rule 5) single-use
SOP 025, Applying the CE Mark Page 22 of 37
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Nasopharyngeal Airway (Sterile, Single Use)
TF: 114
Intended use: A rubber or plastic tube that extends into the pharynx from either naris to maintain airway patency.

The proximal end of the device may have an integral 22 mm connector for oxygen delivery. This is a single-use device.

PRODUCT PRODUCT CLASSIFICATION GMDN GMDN TERM
CODE DESCRIPTION UNDER ANNEX IX CODE
NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-004C Airway ID Size 4.0mm 20 Fr (Rule 5) haaz2 single-use
— NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-045C Airway ID Size 4.5mm 22 Fr (Rule 5) ez sLicleuse
ot NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-005C Airway ID Size 5.0mm 24 Fr (Rule 5) 124z single-use
NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
LEE SR IERL Airway ID Size 5.5mm 26 Fr (Rule 5) fadzz single-use
o NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-006C Airway ID Size 6.0mm 28Fr (Rule 5) a4z single-use
NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
LB B IR Airway ID Size 6.5mm 28 Fr (Rule 5) hadzz single-use
oc. NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-007¢ Airway ID Size 7.0mm 30 Fr (Rule 5) a4z single-use
NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
LEE SR I Airway ID Size 7.5mm 32 Fr (Rule 5) hadzz single-use
oc. NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-008C Airway ID Size 8.0mm 34 Fr (Rule 5) a4z single-use
o NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-085¢ Airway ID Size 8.5mm 36 Fr (Rule 5) a4z single-use
o NasoClear Nasopharyngeal Class I Sterile Nasopharyngeal airway,
038-95-009¢ Airway ID Size 9.0mm 38 Fr (Rule 5) ez single-use
Class I Steril i
038-95-004CU NasoClear size 4 1D 4.0mm ass [ otertie 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-045CU NasoClear size 4.5 ID 4.5mm ass | Stertle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-005CU NasoClear size 5 1D 5.0mm ass | stertle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-055CU NasoClear size 5.5 ID 5.5mm assoterfle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-006CU NasoClear size 6 ID 6.0mm ass | oterfle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-065CU NasoClear size 6.5 ID 6.5mm ass | Stertle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-007CU NasoClear size 7 ID 7.0mm ass I stertie 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-075CU NasoClear size 7.5 ID 7.5mm ass I oterfle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-008CU NasoClear size 8 ID 8.0mm ass | stertle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-085CU NasoClear size 8.5 ID 8.5mm ass | Sterlle 42422 Nasopharyngeal airway,
(Rule 5) single-use
Class I Steril i
038-95-009CU NasoClear size 9 ID 9.0mm ass | stertie 42422 Nasopharyngeal airway,
(Rule 5) single-use
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Stylet - Tracheal Intubation Aid (Sterile, Single Use)
TF: 109
Intended use: A sterile, long, stiffening wire/rod designed for insertion within the lumen of an artificial airway tube
(e.g., endotracheal tube, bronchial tube) to stiffen and/or maintain the shape of the tube to facilitate introduction
(intubation). It is designed to be slightly shorter than the tube to avoid damage to the airway during passage and is
withdrawn after intubation has been completed. This is a single-use device.

PRODUCT CODE D[‘E:)Sl::(l)l?l:l’JT(':l'I(‘)N S;ﬁ%ﬁ:ﬂ;ﬁgggg{ GMDN CODE GMDN TERM
038-967-022 Stylet (Srerile) OD 2. 2mm (6CH) e 37469 syt snglense
038-967-040 Stylet Qfggﬁﬂg cﬁzng)ﬁz]tmcm Clafﬁilit%r e 87469 ?t;lefiusﬂlg?‘l/;i
038-967-050 Stylet %esﬁiﬁ)l (ignsé?xirS]ElSCH) cm;;&lztse; te 37469 fétlﬁclﬂlgimi
ooz S b T D e smgloee
038.967-150 S 0mm, Extra Long, Adult e 7469 {ller smglouse

sy S 00 22mm cas1 e Arteday
038-967-040U Stylet %‘;ﬂf& ‘{En‘;f’g‘;‘;‘é“c“) Cla(sRslilztSe;" e 37469 ?t;tllet?lsﬁl;?ﬁ;
038-967-050U Stylet Ef;‘;ﬂfg (ﬁf)’nsg'f’;‘;‘ﬂlﬁlsc“’ Cla(sliilitg)r e 37469 ?t;tllef;us?llgzvfsi
038-967-140U Sty]%gii?;lgg fé?lrglgéilztcm Cla(sﬁélztg fe 37469 :\t;tltef?lsilg?ﬁsi
038-967-150U SW‘;ggfff;lf‘gig‘j f(;?f;‘,“ggiff“) Cla(sliilit;)r e 37469 f&ﬁiﬁmﬁ
038-967-022] T CARDIATRIC- STERILE e 7469 o sigleasee
038-967-050] Intubating Sty:};%ts?nD m5.0mm (15Ch) Cla(s;dlztg)rile 37469 ;‘\t;'ilefi’cl;:l;?";asi
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Bougies - Tracheal Intubation Aid (Sterile, Single Use)

TF: 108
Intended use: A sterile, long, stiffening wire/rod designed for insertion within the lumen of an artificial airway tube

(e.g., endotracheal tube, bronchial tube) to stiffen and/or maintain the shape of the tube to facilitate introduction
(intubation). It is designed to be slightly shorter than the tube to avoid damage to the airway during passage and is
withdrawn after intubation has been completed. This is a single-use device.

PRODUCT CLASSIFICATION

PRODUCT CODE DESCRIPTION UNDER ANNEX IX GMDNCODE — GMDN TERM
038-968-033 P ol 700mm Sterie SR B2 e, singlecsse
omsisosy Dol imiseronsomn e e )
e cis e B e
0389680500 P St Cules) 029 roduer snglenme
maisory  Doemieros s cis e B
sisosy Dot somm cis e T e
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Suction Tubing (Sterile)
TF: 003
Intended use: A length of flexible non-invasive tube, typically made of synthetic polymer material(s), intended to
connect a suction catheter to a collection bottle/canister, a collection canister/bottle to a regulator/suction pump, or to
connect a series of collection bottles/canisters to increase the total capacity within a suction system. The device may be
provided in rolls from which required lengths are cut, or in predetermined lengths with built-in connectors. This is a
single-use device.

PRODUCT CODE PRODUCT CLASSIFICATION GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX
RN e o S/t
L e o7 ten/iton
e e o Sucton/mtr
e T to St /mator
St T 27 e o7 e/t
RS i s Sucton/itr
Bt e S e e o St mtor
1030-6 Suction Tube 3m with F/F Class I Sterile 16779 Suction/irrigation
Connector 6mm ID Sterile (Rule 1) tubing, single-use
A i o St/
bk T to St /maton
St T 2 e s e/t
e T to St /mator
AR e tor St mator
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Drainable Bags (Sterile)
TF: 19b
Intended use: A sterile flexible plastic pouch designed to connect to a urinary catheter or a urinary condom catheter

to collect discharged urine from a patient; it is designed with an opening for urine drainage. The device is not directly
attached to the patient. This is a single-use device.

PRODUCT CODE PRODUCT CLASSIFICATION GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX

00-1200 F4 2L Drainable Bag with T-Tap Class I Sterile 58921 Non-wearable urine
(Rule I) collection bag, open-ended

00-1201 F4 2L Drainable Bag with Lever Tap Class I Sterile 58921 Non-wearable urine
(Rule I) collection bag, open-ended

00-1201U0 F4 2L Drainable Bag with Lever Tap Class I Sterile 58921 Non-wearable urine
(Rule I) collection bag, open-ended

00-1202LEDUT F4 2L Drainable Bag with T-Tap Non Class I Sterile 58921 Non-wearable urine
Sterile (Huikeshoven) (Rule I) collection bag, open-ended

00-1204 F4 2L Drainable Bag with T-Tap Class I Sterile 58921 Non-wearable urine
(Rule I) collection bag, open-ended

00-1204H F4 2L Drainable Bag with T-Tap Class I Sterile 58921 Non-wearable urine
Sterile (Rule I) collection bag, open-ended

00-1204L F4 2L Drainable Bag with Lever Tap Class I Sterile 58921 Non-wearable urine
(Rule I) collection bag, open-ended

00-1204LC F4 2L Drainable Bag with Clamp Class I Sterile 58921 Non-wearable urine
Sterile (Rule I) collection bag, open-ended

00-1205 F4 2L Drainable Bag with T-Tap with Class I Sterile 58921 Non-wearable urine
Bedhangers (Rule I) collection bag, open-ended

00-1205U F4 2L Drainable Bag with T-Tap with Class I Sterile 58921 Non-wearable urine
Bedhangers (Rule I) collection bag, open-ended

00-1207L F4 2L Drainable Bag with Side Lever Class I Sterile 58921 Non-wearable urine
Tap and Pouch Tap Storage (Rule I) collection bag, open-ended

00-1208U Post Operative 2L Drainable Bag with Class I Sterile 58921 Non-wearable urine
Drip Chamber and Hanger (Rule I) collection bag, open-ended

00-1350M Mermaid Medical Drainage Bag 350ml Class I Sterile 58921 Non-wearable urine
(Rule I) collection bag, open-ended
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Leg Bags (Sterile)
TF: 19a
Intended use: A sterile flexible plastic pouch designed to connect to a urinary catheter or a urinary condom catheter
and to be strapped to the leg of a patient to collect discharged urine; it is designed with an opening for urine drainage.
Also known as a leg bag, it is worn on the body to facilitate patient mobility. This is a single-use device.

PRODUCT CLASSIFICATION
PRODUCT CODE GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX
Flexicare Range
500ml Leg Bag, Short Tube, Hospital Class I Sterile Wearable urine collection
LO-AL0EL Pack - Sterile (Rule 1) SR bag, open-ended
R 500ml Leg Bag, Long Tube, Hospital Class I Sterile Wearable urine collection
00-2503L Pack - Sterile (Rule 1) 58923 bag, open-ended
350ml Leg Bag, Short Tube, Class I Sterile Wearable urine collection
Uk Community Pack - Sterile (Rule 1) St bag, open-ended
. Class [ Sterile Wearable urine collection
00-1352H Leg Bag 350ml Short Tube Sterile (Rule 1) 58923 bag, open-ended
_ 350ml Leg Bag, Long Tube, Community Class [ Sterile Wearable urine collection
Ui Pack - Sterile (Rule 1) S bag, open-ended
00-2352U Leg Bag 350ml Long Tube with Fabric Class [ Sterile 58923 Wearable urine collection
Backing (Rule 1) bag, open-ended
. Class I Sterile Wearable urine collection
00-2352H Leg Bag 350ml Long Tube Sterile (Rule 1) 58923 i, et
500ml Leg Bag, Short Tube, Class I Sterile Wearable urine collection
00-1502 Community Pack - Sterile (Rule 1) 58923 bag, open-ended
. 500ml Leg Bag, Long Tube, Community Class I Sterile Wearable urine collection
o202 Pack - Sterile (Rule 1) S bag, open-ended
00-2502U Leg Bag 500ml Long Tube with Fabric Class I Sterile 58923 Wearable urine collection
Backing (Rule 1) bag, open-ended
. Class [ Sterile Wearable urine collection
00-2502H Leg Bag 500ml Long Tube Sterile (Rule 1) 58923 e ———
00-3502 500ml Leg Bag, Extra Long Adjustable Class [ Sterile 58923 Wearable urine collection
Tube, Community Pack - Sterile (Rule 1) bag, open-ended
) Leg Bag 500ml Extra Long Adjustable Class [ Sterile Wearable urine collection
Al Tube with Fabric Backing (Rule 1) e bag, open-ended
B Leg Bag 750ml Extra Long Adjustable Class I Sterile Wearable urine collection
00-3752U Tube with Fabric Backing (Rule 1) 58923 bag, open-ended
750ml Leg Bag, Short Tube, Class I Sterile Wearable urine collection
Uokr Community Pack - Sterile (Rule 1) Sl bag, open-ended
00-1752U Leg Bag 750ml ShorF Tube with Fabric Class I Sterile 58923 Wearable urine collection
Backing (Rule 1) bag, open-ended
. Class [ Sterile Wearable urine collection
00-1752H Leg Bag 750ml Short Tube Sterile (Rule 1) 58923 e ———
00-1752HNS Leg Bag 750ml Short Tube Sterile Class I Sterile 58923 Wearable urine collection
(Rule 1) bag, open-ended
_ 750ml Leg Bag, Long Tube, Community Class I Sterile Wearable urine collection
o7 Pack - Sterile (Rule 1) SRS bag, open-ended
. Class I Sterile Wearable urine collection
00-2752H Leg Bag 750ml Long Tube Sterile (Rule 1) 58923 bag, open-ended
500ml Leg Bag, Short Tube, . . .
00-1502G oty ek o Letss Class I Sterile 58923 Wearable urine collection
. (Rule 1) bag, open-ended
Gloves - Sterile
. Class I Sterile Wearable urine collection
00-1502H Leg Bag 500ml Short Tube Sterile (Rule 1) 58923 bag, open-ended
00-2502G 500ml Leg Bag, Long Tube, Community Class I Sterile 58923 Wearable urine collection
Pack with Non latex Gloves - Sterile (Rule 1) bag, open-ended
Discreet Range
00-5352 350ml Discreet Leg Bag, Short Tube, Class I Sterile 58923 Wearable urine collection
Community Pack - Sterile (Rule 1) bag, open-ended
00-6352 350ml Discreet Leg Bag, Long Tube, Class I Sterile 58923 Wearable urine collection
Community Pack - Sterile (Rule 1) bag, open-ended
00-5502 500ml Discreet Leg Bag, Short Tube, Class I Sterile 58923 Wearable urine collection
Community Pack - Sterile (Rule 1) bag, open-ended
) Discreet Leg Bag 500ml Short Tube Class [ Sterile Wearable urine collection
00-5502U with Fabric Backing (Rule 1) 58923 bag, open-ended
00-5503 Discreet Leg Bag 500ml Short Tube Class [ Sterile 58923 Wearable urine collection
without Fabric Backing Sterile (Rule 1) bag, open-ended
500ml Discreet Leg Bag, Long Tube, Class I Sterile Wearable urine collection
00-6502 . : 58923
Community Pack - Sterile (Rule 1) bag, open-ended
00-6503 Discreet Leg Bag 500ml Long Tube Class I Sterile 58923 Wearable urine collection
without Fabric Backing Sterile (Rule 1) bag, open-ended
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500ml Discreet Leg Bag, Extra Long

00-6504 Adjustable Tube, Community Pack - Class I Sterile 58923 Wearable urine collection
Sterile (Rule 1) bag, open-ended
00-6504U Discreet Leg Bag 500ml Extra Long Class [ Sterile 58923 Wearable urine collection
Adjustable Tube with Fabric Backing (Rule 1) bag, open-ended
00-5752 750ml Discreet Leg Bag, Short Tube, Class I Sterile 58923 Wearable urine collection
Community Pack - Sterile (Rule 1) bag, open-ended
00-6752 750ml Discreet Leg Bag, Long Tube, Class I Sterile 58923 Wearable urine collection
Community Pack - Sterile (Rule 1) bag, open-ended
00-6752U Discreet Leg Bag 750ml Extra Long Class I Sterile 58923 Wearable urine collection
Adjustable Tube with Fabric Backing (Rule 1) bag, open-ended
500ml Discreet Leg Bag, Short Tube, . . .
00-5502G i Paa ot a Mo e Class I Sterile 58923 Wearable urine collection
. (Rule 1) bag, open-ended
Gloves - Sterile
500ml Discreet Leg Bag, Long Tube, . . .
00-6502G Community Pack with Non latex Gloves Class I Sterile 58923 Wearable urine collection
. (Rule 1) bag, open-ended
- Sterile
Kits
. . . Wearable urine collection
00-0045 vlv(iltthA2]2(r;ilnLag:1edl\ilih;(ﬁ)angﬂﬂs(;lrg:t'P}a:lckl){e Class I Sterile 58923 bag, open-ended
Leo Ba (Rule 1) 58921 Open-ended, Non-Wearable,
g Urine Collection Bag Sterile
. . . Wearable urine collection
00-0046 e Zdefih;ggiF Long 2?1%12 AEEBlnd Rgls LELH ORI Oy
Loe Ba g (Rule 1) 58921 Open-ended, Non-Wearable,
& bag Urine Collection Bag Sterile
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Non-Drainable Bags (Sterile)
TF: 19b
Intended use: A sterile flexible plastic pouch designed to connect to a urinary catheter to collect discharged urine

from a patient; it is not designed with an opening for urine drainage. The device is not directly attached to the patient
and is disposed of when full. This is a single-use device.

PRODUCT CLASSIFICATION
PRODUCT CODE DESCRIPTION UNDER ANNEX IX GMDN CODE GMDN TERM
F2 Hospital Pack - 2L Nondrainable, Class I Sterile Non-wearable urine collection
00-2202 Non-return Valve, Sterile (Rule 1) 58917 bag, closed-ended
F2 2Ltr Non-Drainable Urine Bag Class I Sterile Non-wearable urine collection
(08 1% Sterile (Rule 1) Sy bag, closed-ended
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Vaginal Speculum (Sterile, Single Use)
TF: 27
Intended use: A hand-held manual instrument intended to dilate the vagina after insertion, typically for visual
examination of the vaginal canal and cervix and/or to perform a gynaecological procedure. It typically consists of two
long blades, joined at a handle at one end, that are inserted into the vagina in a horizontal position and then opened to
form an angle, or it is a soft-material device inflated after insertion that allows viewing and access through a central
channel. It is typically made entirely of plastic materials or has removable blades made of plastic. This is a single-use

device.
PRODUCT CLASSIFICATION

PRODUCT CODE DESCRIPTION UNDER ANNEX IX GMDN CODE GMDN TERM
0300 PuraSpec Small with Lock Class I Sterile 37468 Vaginal speculum,

(Rule 5) single-use
0301 PuraSpec Medium with Lock Gzl 37468 vegiellapeaimn,

(Rule 5) single-use
. Class I Sterile Vaginal speculum,

C0302 PuraSpec Large with Lock (Rule 5) 37468 single-use
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Classic - Intermittent Urinary Catheters (Sterile)
TF:117a

Intended use: A sterile, flexible tube intended to be inserted one-time through the urethra to the urinary bladder, by
the patient/user or a healthcare provider, to provide urine drainage, typically for an individual who is physiologically
incapable of voiding. It is typically made of polyvinyl chloride (PVC), and may be coated with a lubricating substance
(e.g., acquires a smooth and mucous surface when brought in contact with water). The distal end can have various tip
designs [e.g., open-ended, rounded with a side-hole(s)], and the proximal end typically connects to a urine collection
container. This is a single-use device.

PRODUCT PRODUCT CLASSIFICATION GMDN GMDN TERM
CODE DESCRIPTION UNDER ANNEX IX CODE
Male Plain Intermittent Catheter - Straight tip
—. Male Plain Interggtfg(t: IEllatheter Straight Cla(s;élztse)rlle 45603 urg&%ﬁgg&:{;‘gﬁfger
03-52012 Male Plain lnter'rll‘rilgtle;(t: IEllatheter Straight Cla(sl;ilzt;)rile 45603 urz'icﬁifi";fafﬁ:;tzz‘:}?;er
03-52014 Male Plain Inter'r;;gtf;lé ﬁatheter Straight Cla(sl:lilztse;‘ile 45603 uriﬁfﬁjﬁ;ﬁ;ﬁgﬂ?&er
03-52016 Male Plain Inter'rl'{;gtleg(t: gatheter Straight Cla(sl:lilgtg)rile 45603 urz'icﬁflael-;farirﬁ::etg?}?;er
. Male Plain Intergi;tleg(t: gatheter Straight Cla(sgdlgtse;‘ile 45603 urgiﬁflel'gif;g:;itgg?;er
03-52020 Male Plain lnter;r;gt;ag(t: gatheter Straight Cla(s;élitse)rile 45603 urgiﬁf:jgﬁiggetiﬁ}?;er
Male Plain Intermittent Catheter - Coudé tip ] i - . .
03-52210 Male Plain lnte’;r;l;tltgrcltl-[ Catheter Coudé Cla(s;élitse)nle 45603 uriﬁi‘i"ggﬁi;l;etiz%’;er
0352212 Male Plain Inte;r;lljtltgrétl-l Catheter Coudé Cla(s};ilztse;"ile 45603 uriiﬁ%;?ji?ﬁ:;tg?}?;er
03-52214 Male Plain lnte;r;l;tltirétl_l Catheter Coudé Cla(sl:lilgtse)rile 45603 urgiﬁf;?-s;iarirg:;etzii}?;er
0550216 Male Plain Inte;r;lljtltzrétl-l Catheter Coudé Cla(s};ilztse;"ile 45603 uriiﬁ%;?ji?ﬁ:;tg?}?;er
03-52218 Male Plain lnte'li*lin;tltgl(l;t}[ Catheter Coudé Cla(s;ilgtg)rile 45603 urgiﬁiflf';ifﬁi:;itgttiﬁ’;er
T —_—, Male Plain Inte;ril:)itztgrétH Catheter Coudé Cla(s;élztse)rile 45603 uriﬁ%ﬁj&ﬁ:;tzzfcf;er
Female Plain Intermittent Catheter - Straight Tip
. Female Plsatlrr;1 llgﬁl:rr?;t;%r: Catheter Cla(s;élztse)nle 45603 uriﬁ%ﬁj}iﬂ:;tgif;er
0351010 Female Pslsrigi;rﬁtte';?;i;tgg; Catheter Cla(sl:lilgtse)rile 45603 urgiﬁf:{ 's;iafifii:;tl;i?}?;er
03551012 Female Pslsigi;rﬁtte;;giit;gg Catheter Cla(s;lilgtse;ile 45603 uriﬁi?;iﬁ:;ﬁﬂ?;er
03-51014 Female Psl;i;li;rﬁtteﬁgi;tzglt{ Catheter Cla(s;lilgtse)rile 45603 urgiﬁ%;?;iﬁ:;tg?}(:;er
Paediatric Plain Intermittent Catheter - Straight Tip
03-50006 Paediatric g:?:i)g]}it?i;mst(tj;m Catheter Cla(sg:lztse)rlle 45603 urztggli-ggarﬁi:ésetzzttf;er
. Paediatric gtl?:i]glhntt;g;nété;nt Catheter Cla(sglilztse)rile 45603 uriﬁi?;iﬁ::etgttr;er
03-50010 Paediatricszlz;iirg);?%;rr;igtggt Catheter Cla(sg:lztse)rile 45603 urzigilj-ggarir:j:;setzztti}?;er
Male Lubricated Intermittent Catheter - Straight Tip
03-62010 Male Lubrlcatggcllll\i[etcia;c)}éi’lcer ST + Water Cla(s;lilgtse)rlle 45603 uriﬁ%ﬁ'ﬁi‘ﬁ:;tg%);er
I Male Lubricat(sagcllz[etci%\;lée;;cer ST + Water Cla(s;lilitse;"ile 45603 uriﬁ%:?;irinr::;tg?}?;er
03-62014 Male Lubricatggclkl)\:itc;\;-}g;cer ST + Water Cla(s;lilitse)rile 45603 urziﬁ%;i-gfarﬁ;l:etgtti}?;er
I — Male LubricatggCI}]]\:IEthgéicer ST + Water Cla(s;dlztse)rile 45603 uriﬁfﬁg}iﬁ;&?ﬁiﬁ;ﬂ
03-62018 Male Lubricatggclkl)\:[stcilgée;er ST + Water Cla(s;lilztse)rile 45603 urziﬁil:lg-;;iarirﬁg:etzaattf;er
I —_— Male Lubricatggcllll\ilatczas}ézcer ST + Water Cla(s;lilztse)rile 45603 uriﬁfﬁgiﬁg:etzn?}?;er
Male Lubricated Intermittent Catheter - Coudé tip
., Male Lubrlcategda Ll\l/lle(éag(l:lﬁter CT + Water Cla(s}:lilgtse)rlle 45603 uri’iﬁi‘;-;rda?r::;tg?}?;er
03-62210 Male Lubricatggcllll\/i tCla\;c)}(lje;:Icer CT + Water Cla(s;lihsetse)rile 45603 urziﬁ%;giﬁ;;tﬁfger
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I — Male Lubricatgtaicllllvé t(:;;léeger CT + Water Cla(s]:lilztse;ile 45603 ur:iﬁi?-;iﬁ:;?ﬁiﬂ?;er
03-62214 Male Lubricatg;icllll\/‘l3 t(:;;lée;[cer CT + Water Cla(s;lilstse)rile 45603 uriﬁ%ﬁj&ﬁ;’:etzz?}?;er
— Male Lubricatfs,‘gcllll\/(la t(lfgéel:er CT + Water Cla(s}:dlgtse)rile 45603 uriiﬁi?-;i‘ﬁ:é?iifger
03-62218 Male Lubricatg;lcllll\/(la t(li\g(lzei;cer CT + Water Cla(s;élztse)rile 45603 urcse'icﬁii-;irﬁliggt?atti}?;er
I —_— Male Lubricatfs,‘gcllll\/(la t(l;(t]}éc:er CT + Water Cla(s}:dlgtse)rile 45603 uriiﬁi?-;i‘ﬁ:ésetzz‘t?f;er
Female Lubricated Intermittent Catheter - Straight Tip
03-61008 Female LubrlcatseadC lIll\(:lt(é‘.;z:tgeter ST + Water Cla(s]:lilztse;ﬂe 45603 urz'iﬁzf:-;ixri[g::etgtt]}?;er
03-61010 Female Lubricast:ghli\il fgé}:ter ST + Water Cla(sl:lilzt;)rile 45603 uri’iﬁ%ﬁl?iﬁ?é?ii?l?;er
I — Female Lubricast:;ihlé\il f;él;eter ST + Water Cla(s;lilgtse)rile 45603 urgilﬁi(;‘;iﬁ:;?:;?}?;er
03-61014 Female Lubricastaeccihli\il f:g}l{eter ST + Water Cla(s;élztse)rile 45603 urgiﬁ%;?-;gﬁ:;tztti}?;er
Paediatric Lubricated Intermittent Catheter - Straight Tip
03-60006 Paedlatrlc&\;k;zlrcg:ii ;2/16((2:a]1_]theter ST + Cla(s;élztse)rlle 45603 uriﬁ%ﬁg&ﬁ:;tzzttﬁ);er
03-60008 paediatric‘k;}:;gcg;iiélt\/lsgﬁheter o Cla(s;lilztg)rile LB urziﬁgiﬁ_gg?::;cgif;er
03-60010 PaediatricWL::)er;%a;tce};ielth/{ (()Zé\;heter ST + Cla(sl:lilztse;"ile 45603 uriﬁﬂ?jﬂ;ﬁ::;gﬁi’;er
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Meatal Dilators (Sterile, Single Use)
TF: 116

Intended use: Meatal Dilators are intended for use on adult and paediatric individuals who have strictures/narrowing
of the meatus, which include meatal stenosis and meatal strictures near the opening of the wurethra.
Strictures /narrowing of the meatus can lead to a poor stream of urine or spraying when passing urine, difficulty in
passing urine and having to strain or taking a long time to empty the bladder. Meatal Dilators are intended to dilate the
opening of the urethra to allow the patient to pass urine naturally or subsequently use a catheter. Meatal Dilators may
be used in hospital and home environments. The device is intended to be used by trained users. Meatal Dilators are to
be used for a maximum of 5 minutes and are single use. Once the device is removed it should be disposed of. Flexicare’s
Meatal Dilators are intended for use in adult and paediatric individuals who have strictures or narrowing of the meatus
or urethra.

PRODUCT PRODUCT CLASSIFICATION GMDN GMDN TERM
CODE DESCRIPTION UNDER ANNEX IX CODE
Meatal Dilator - Standard Tip
WyCath Hydrophilic Meatal Dilator Class I Sterile q g
WCMO08 Standard Tip 11cm 08Ch (Rule 5) 64677 Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile . .
4677 -
WCM10 Standard Tip Tlem 10Ch (Rule 5) 646 Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile q g
WCM12 Standard Tip 1lcm 12Ch (Rule 5) 64677 Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile ) X
64677 R
WCM14 Standard Tip 1lcm 14Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile X X
4677 -
WCM16 Standard Tip 1lcm 16Ch (Rule 5) 646 Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile : ;
4677 -
WCM18 Standard Tip 11cm 18Ch (Rule 5) 646 Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator
. Class I Sterile . .
WCMMO1 Standard Tip 1lcm 12Ch 14Ch 16Ch (Rule 5) 64677 Urethral dilator, single-use
(Mix Box)
Meatal Dilator - Tapered Tip
WyCath Hydrophilic Meatal Dilator Class I Sterile X i
WMTO6 64677 -
Tapered Tip 1lcm O6Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile i .
WMTO8 64677 -
Tapered Tip Tlcm 08Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile . .
WMT10 64677 -
Tapered Tip 1lem 10Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile . .
WMT12 4677 -
Tapered Tip 1lcm 12Ch (Rule 5) 646 Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile . .
WMT14 64677 g
Tapered Tip 1lem 14Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile . .
WMT16 64677 -
Tapered Tip 1lom 16Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile . .
WMT18 64677 -
Tapered Tip 1lem 18Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator Class I Sterile X .
WMT20 64677 -
Tapered Tip 1lcm 20Ch (Rule 5) Urethral dilator, single-use
WyCath Hydrophilic Meatal Dilator
’ Class I Sterile . .
WMTMO1 Tapered Tip 11lcm 12Ch 14Ch 16Ch (Rule 5) 64677 Urethral dilator, single-use
(Mix Box)
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Post-Operative Bag (Sterile)
TF: 19b
Intended use: A sterile flexible plastic pouch designed to connect to a urinary catheter or a urinary condom catheter

to collect discharged urine from a patient; it is designed with an opening for urine drainage. The device is not directly
attached to the patient. This is a single-use device.

PRODUCT PRODUCT CLASSIFICATION
CODE DESCRIPTION UNDER ANNEX IX RRCORE N a
2L Post-Operative Drainage Bag . .
00-1208 with Drip Chamber and Hanger Clas; IIStf“le 58921 HN"’."Wiarab'e urine ded
Sterile (Rule 1) collection bag, open-ende
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Urinary Catheter Valve (Sterile)
TF: 118
Intended use: A general-purpose valve that is used to regulate the direction of a liquid or a gas flow. It is typically

constructed of a durable material, e.g., plastic and/or metal, and may be used for a variety of general-purpose uses.
This is a single-use device.

PRODUCT CLASSIFICATION
PRODUCT CODE DESCRIPTION UNDER ANNEX IX GMDN CODE GMDN TERM
00-0060 EZ-Flow Catheter Valve Cla(s}iélitf)r ile 35375 Stopcock
00-0060U EZ-Flow Catheter Valve Cla(s];:lzti:)r 10 35375 Stopcock
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Urimeter - Urine Collection Device (Sterile, Single Use)
TF: 40
Intended use: A non-electrical device that is used to measure the volume or flow of urine from a patient, either

during the course of normal urination or while the patient is catheterized. The device may include a drip chamber to
reduce the risk of retrograde bacterial contamination of the bladder. This device is a single-use device.

PRODUCT CLASSIFICATION
PRODUCT CODE GMDN CODE GMDN TERM
DESCRIPTION UNDER ANNEX IX
00-1225 Urimeter 500ml Measuring Chamber, Class I Sterile Measuring 32072 Urine flowmeter,
2000ml Collection Bag, 1000mm Tubing (Rule 1) single-use
00-1225U Urimeter 500ml Measuring Chamber, Class I Sterile Measuring 32072 Urine flowmeter,
2000ml Collection Bag, 1000mm Tubing (Rule 1) single-use
00-1227 UriMeter 1.5m Inlet Tube Sterile Class I Sterile Measuring 32072 Urine flowmeter,
(Rule 1) single-use
00-1227U Urimeter 500ml Measuring Chamber, Class I Sterile Measuring 32072 Urine flowmeter,
2000ml Collection Bag, 1500mm Tubing (Rule 1) single-use
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