( GOOD-LITE’

EC Declaration of Conformity
Medical Device Regulation: 2017/745

Manufacturers Name:

Good-Lite Company

Manufacturers Address:

Good-Lite Company
1155 Jansen Farm Drive
Elgin, IL 60123

SRN (Single Registration Number):

US-MF-000008439

Basic UDI-DI

++G211GGVATZM

Authorized Representative Name (if
applicable):

QNET, B.V.
SRN: NL-AR-000002695

Authorized Representative Address
(if applicable):

Kantstraat 19, 5076 NP Haaren,
Post Office Box 10110, 5060 GA Oisterwijk
The Netherlands

Name of the Device (s):

Vision acuity testing and screening tests, sets and
accessories

Product code:

See attached page for a list of devices covered by
this Declaration

Product GMDN

16800 (Vision testing/training chart)

Classification:

Class |

Conformity assessment route:

Class I: EC conformity declaration according to
Annex VIII Rule 1.

This declaration of conformity is issued under the sole responsibility of Good-Lite Company. We hereby
declare that the medical device specified above fulfills the provision of the Regulation (EU) MDR 2017/
745 for medical devices. This declaration is supported by Good-Lite’s Quality Management System,
Technical Documentation, and this Declaration of Conformity.

All supporting documentation is retained at the premises of the manufacturer.

Signature:

Chris Greening
General Manager

Date (dd.mm.yyyy) of Issue

Place of issue: 1155 Jansen Farm Drive
Elgin, IL 60123



Jake Greening


ltem Number

The following devices are covered by this Declaration:

VISION ACCUITY TESTING AND SCREENING TESTS, SETS AND ACCESSORIES
Item Description

102 AAPOS Near Cards

110
120

AAPOS Nurses Near/Distance Vision Kit
AAPOS Vision Screening Kit (LEA SYMBOLS®/ Letters)

122 AAPOS Kit Distance Charts (LEA SYMBOLS®/ Letters)

129
130

AAPOS Vision Screening Kit (HOTV/ Letters)
AAPQS Supplemental Screening Kit

133 AAPOS Near Card

136
200
1000
1007
1008
1009
1010
1050
100000
100500
100600
119000
119010
119410
119420
119660
119680
119690
119700
119740
119760
119780
120000
120001
120002
120003
129001
204000
204001
204003
205000
205001
205002
206000
206001
207000
207001
208000
208075
208076
209000
211000
230001

AAPOS Near Vision Kit

LEA Core Test Set

BIVABA Kit

Warren Text Card

Scanboard

Design Copy (House & Flower)

Design Copy (Clock & DNE)

Eye Dominance Card

VIC Preschool Screening Flip Chart Kit, LEA SYMBOLS®/HOTV
VIC Preschool Screening Wall Chart Kit, LEA SYMBOLS®/HOTV
VIC Preschool Screening Wall Chart Kit, LEA SYMBOLS®/Sloan Letters
Near Point English Contemporary Card

Lebensohn Near Vision Card

Distance Traditional Numbers 20 Ft. (6M) Chart

Distance Tumbling E 20 Ft. (6M) & Astigmatic Dial Chart
Standard Reading Test Card

Near Point Reading Card "Clearing Weather"

Near Point Directional E and Landolt C Card

Near Card "Month of May"

Near Point Continuous Reading Card "The Fourteenth of August..."
Spanish Near Card

Near Point Continuous Reading & Amsler Near Card

Short Handle Green Maddox

Short Handle Red Lens

Short Handle Red Maddox

Short Handle Clear Maddox

AAPOS #129 Distance Charts (HOTV/ Letters)

.3 Neutral Density Occluder

.6 Neutral Density Occluder

.9 Neutral Density Occluder

GL Green Maddox

GL Red Maddox

GL Clear Maddox

GL Green Lens Filter

GL Red Lens Filter

GL Red Maddox & Black Occluder

GL White Maddox & Frosted Occluder

GL Red Lens & Black Occluder

Distance Clinical Vision Acuity 20 Ft. (6M)

Distance Clinical Vision Acuity 20 Ft. (6M)

GL Red Maddox & Red Lens Filter

GL Double Ended Red Maddox, Lines at 45 Degree and Vertical to Center
LEA Hindi™/LEA SYMBOLS® Near Card

KIT

KIT

KIT
KIT

KIT

KIT

KIT
KIT
KIT
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230002
230003
250100
250150
250160
250200
250211
250220
250224
250225
250250
250311
250500
250600
250603
250625
250700
250800
250900
250950
250971
250972
251000
251100
251200
251300
251500
251900
252000
252100

252111

252113
252155
252500
252700
252800
252850
253300
253302
253400
253500
253510
254900
254950
255200
255400
255500
255700
256000
256011
256100
257000

LEA Hindi™/LEA SYMBOLS® Pocket Near Card

LEA Hindi™ Wall Chart

LEA SYMBOLS® 15 Line Folding Chart Set

LEA SYMBOLS® 15 Line Folding Set Black Back

LEA SYMBOLS® 15 Line Folding Chart Set (25% and 100% Spacing)
LEA SYMBOLS® 10 Line Folding Chart Set

LEA SYMBOLS® 10 Line Folding Chart Set

LEA SYMBOLS® 10 Line Wall Chart Set

LEA SYMBOLS®/Tumbling E Chart Set, 4m/5m (Decimal), Foldable
LEA SYMBOLS®/Tumbling E Chart Set, 4m/5m (Decimal), Non-Foldable
LEA SYMBOLS® 10 Line Folding Set Black Back

LEA SYMBOLS® ETDRS Roll Up Chart Set

LEA SYMBOLS®/HOTV Screening Wall Chart Set

LEA SYMBOLS® Single Symbol Book Set

Mask Isolation for Single Book

LEA SYMBOLS® 2.5% Single Symbol Book Set

LEA SYMBOLS® Crowded Book Set

LEA SYMBOLS® Near Card

LEA SYMBOLS® Pocket Card

LEA SYMBOLS® Pocket Card Crowded

SCCO Near Card, LEA SYMBOLS®/ Letters

Pacific University College of Optometry Pocket Near Card LEA SYMBOLS®/ Letters
LEA SYMBOLS®/LEA NUMBERS® Combined Near Card

LEA SYMBOLS® Low Contrast Flipchart Set

LEA SYMBOLS® Low Contrast Flipchart Set

LEA GRATINGS® Acuity Test

LEA SYMBOLS® Domino Cards Set

LEA SYMBOLS®/HOTV VIC Flipchart Set

LEA SYMBOLS® Near Screener Card

Eye Check 20/40 LEA SYMBOLS® Screener Kit

Eye Check 20/50 Screener Kit

Eye Check 20/32 LEA SYMBOLS® Screener Kit

Eye Check Screener Combo Kit

LEA SYMBOLS® Playing Cards

LEA SYMBOLS® Single Presentations Flash Card Set

LEA SYMBOLS®/E Chart Set

LEA SYMBOLS®/C Chart Set

LEA GRATINGS®

Large Pouch for LEA GRATINGS® (4 Pockets)

LEA GRATINGS® Low Contrast Test

HIDING HEIDI® Low Contrast Face Test

HIDING HEIDI® Low Contrast Face (Single Sided) Test

LEA SYMBOLS®/E Low Contrast Chart Set

LEA SYMBOLS®/C Low Contrast Chart Set

VIC LEA SYMBOLS®/Sloan Letters Screening Wall Chart Set
LEA SYMBOLS®/HOTV Pocket Card

LEA SYMBOLS® Crowding Bar Near Screener L/R Eye Book Set
LEA SYMBOLS/LEA NUMBERS® Near Screener BINOCULAR Book Set
LEA SYMBOLS® 10 Line Chart Set

LEA SYMBOLS® 10 Line Chart Set

LEA SYMBOLS® Low Vision 60M & 40M Cards

LEA SYMBOLS® 15 Line Chart Set

KIT
KIT
KIT
KIT
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257500
257700
257900
258000
258500
258501
258502
258600
258700
258800
258900
259200
259225
259400
259500
259510
259520
259522
259600
259700
259900
259999
270211
270400
270500
270900
271000
271100
272100
272300
272400
273100
274000
274100
274400
277700
293000
293300
300304
300305
300306
300307
300413
300500
300501
300533
300540
400410
400450
400500
400900
473000

LEA SYMBOLS®/HOTV MASS Chart Set

LEA SYMBOLS® Near Card Line/ MASS

LEA SYMBOLS®/"C" Pocket Card

LEA SYMBOLS® Low Vision Chart Set

LEA SYMBOLS® WVU Wall Chart Set

LEA SYMBOLS® WVU Chart ONLY

LEA SYMBOLS®/LEA NUMBERS® PERI Wall Chart
LEA VISION TEST SYSTEM® Starter Kit

LEA SYMBOLS® NEWENCO Book Set

LEA SYMBOLS® Folding Chart MASS Chart Set
LEA SYMBOLS® Near Card MASS

LEA SYMBOLS® 50% Crowding Bar Book Set

LEA SYMBOLS® 50% Crowding Bar Book in 2.5% Contrast
LEA SYMBOLS® 50% Single Crowded Set

LEA SYMBOLS® MASS Flipchart Set

LEA SYMBOLS® / SLOAN Letters MASS Flipchart Set
LEA SYMBOLS® Sight Line Flipbook Set

LEA SYMBOLS® Sight Line Flipbook for 10ft (3M) Screening Kit
LEA SYMBOLS® Single 100% Crowded Set

LEA SYMBOLS®/HOTV MASS Test Set

LEA SYMBOLS® Distance Screener Book Set

LEA NUMBERS®/LEA SYMBOLS® 3M Chart

LEA NUMBERS® ETDRS Roll UP

LEA NUMBERS® Low Contrast Flipchart

LEA NUMBERS® Low Contrast Flipchart

LEA NUMBERS® Near Vision Card

LEA NUMBERS® Pocket Card

LEA NUMBERS® Folding Chart

LEA NUMBERS® Low Vision Chart

LEA NUMBERS® 1 Meter Test

LEA NUMBERS® Low Vision 60M & 40M Cards
LEA NUMBERS®/"C" Pocket Card

LEA NUMBERS® Single Number Book

LEA NUMBERS® 40CM and 60CM Near Card

LEA NUMBERS® 50% Crowded Symbol Book
LEA NUMBERS® Crowding Bars Near Screener L/R Eye Book
30 Point Damato Campimeter

BIVABA Campimeter

Sloan Letter Macula Chart/ZRKDC

Sloan Letter Macula Chart/COHzZV

LEA NUMBERS® Macula Chart

LEA SYMBOLS® Macula Chart

GL Black Eye Patch

LEA SYMBOLS® VIP Screener Set

LEA SYMBOLS® VIP Baseline Book

Crowded LEA SYMBOLS® Disk Card w/Masking Window for 3-year-olds
Crowded LEA SYMBOLS® Disk Card w/Masking Window for 4 and 5-year-olds

GL Phoropter Roto Chart Portuguese & French

GL Phoropter Roto Chart

BR 20/20 Magnetic Chart

BR 20/ 40 Magnetic Chart

GL Red Maddox Metal Ring Orientated horizontal to the handle

KIT
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473000
473100
473200
473400
474200
474300
474400
484800
486200
489200
489300

GL Red Maddox Metal Ring Orientated horizontal to the handle
GL Green Maddox Maddox Metal Ring

GL White Maddox Metal Ring

GL Torsion Tension Test Kit

Distance Clinical Vision Acuity Testing

Near Point cards Set of 3 (2-sided)

Distance Clinical Vision Acuity Testing Chart Set

GL Red, Green & White Maddox Lens Trial Ring Set

LEA SYMBOLS® Box Stick Proportionally Spaced

GL Thorington Card

Adult Thorington Card w/Transilluminator/Penlight Adapter

490100 JLC Funduscopic Grading Card

500090
501200
501300
501400
503200
505200
505400
505900
507100

511113 Sloan Letters ETDRS Roll Up, ETDRS Chart "R" for 13 Feet (4 Meters)

511114
513100
516200
526000
526100
526300
527300
527400
527500
528200
539000
543500
547300
555800
555900
556100
556200
571100
575300
575400
575500
575600
583100
587700
592300
595300
600300
600302
600303
600304
600350

"E" ETDRS Roll Up Chart for 4/5 Meters

GL Red Maddox Trial Ring, Oriented 45 Degree to handle
GL Green Maddox Trial Ring

GL White Maddox Trial Ring

Rosenbaum Near Vision Card

GL Red Maddox, Black Handle, 45 Degree Angled Lines
GL Green Maddox with Lines at 459 to Center of Handle

GL Double Ended Red Maddox (Vertical and Horizontal Orientation)

LEA SYMBOLS® Pocket Box Stick Linear Spaced

Sloan Letters ETDRS Roll UP Chart "1" for 13 feet (4 meters)
LEA NUMBERS® Low Vision Book Set (Left-Side Binding)
GL 49 Pinhole & Red Maddox 45 Degree Occluder

GL Red Lens in Trial Ring

GL Green Lens Trial Ring

GL White Maddox Trial Ring with Saw Kerf

LEA NUMBERS Low Vision Book Set (Top Binding)

LEA SYMBOLS® Low Vision Book Set (Left-Side Binding)
LEA SYMBOLS® Low Vision Book Set (Top Binding)

GL Red Maddox and 17 Pinhole Occluder

Pediatric Thorington Card w/Transilluminator/Penlight Adapter
GL Red Maddox & Single Pinhole Occluder

Spanish Contemporary Near Vision Card

GL LED Adult Thorington Card w/Push Button

GL LED Pediatric Thorington Card w/Push Button

GL Red Maddox Trial Ring with Saw Kerf

GL Green Maddox Trial Ring with Saw Kerf

Graded Reading Book

LEA NUMBERS® Low Vision Book (Left-Side Binding)
LEA NUMBERS® Low Vision Book (Top Binding)

LEA SYMBOLS® Low Vision Book (Left Side Binding)

LEA SYMBOLS® Low Vision Book (Top Binding)

GL Red Maddox & Frosted Occluder

Adult Contrast Reading Test

Spanish Graded Reading Book

GL Green Maddox & Frosted Occluder

HOTV NEWENCO Book Set

MASS. HOTV Folding Chart Set for 10 feet (3 meters)
MASS. HOTV Non-Folding Chart Set for 10 feet (3 meters)
MASSTEST HOTV Flipchart Set

HOTV Book 50% Crowding

KIT
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606000
607300
607400
607500
607600
608200
609100
610800
623300
623800
623900
658100
658200
658300

658500 Spanish Near Vision & Reading Card, Combination High and 10% Contrast
Portuguese Near Vision & Reading Card, Combination High and 10% Contrast
French Near Vision & Reading Card, Combination High and 10% Contrast

658600
658700
673900
682300
682400
684600
684700
688400
696800
697400
711500
724000
725000
726000
726002
727000
728000
729000

729011
729067

729111
731000
733000
734000
735000
736000
737000
739000
740000
744000
744444
745000
746000
747000
748000
749000
755000

GL White Red Maddox 4" Filter

GL White 4" Green Maddox Filter

GL White Clear Maddox 4" Filter

GL Low Vision Chart Holder, Floor Stand

GL Low Vision Chart Holder, Table Top Stand
GL White 4" Red Filter

GL White 4" Occluder Set

GL Pediatric Near Low Contrast Test

GL Clear Maddox & Black Occluder

GL White Maddox & Single Pinhole Occluder
GL Green Maddox & Single Pinhole Occluder
Spanish Near Vision & Reading Card
Portuguese Near Vision & Reading Card
French Near Vision & Reading Card

Distance Snellen Letter Chart

FAA Near Card

GL Red & Frosted Lens Fllter
English Near Vision & Reading Card

English Near Vision & Reading Card , Full Black and 10% Contrast. ETDRS type Letters and Continuous Reading Test.

GL Red Maddox & Red Lens Filter
GL Green Maddox & Black Occluder

Patch Cat & Mr. Frog Flashing Lights w/Mini Occluder (Magnetic)

Spanish Low Vision Card Continuous Text

Dr. Good's Reading Card

GL Sloan Letter Near Card

GL HOTV Near Card with Mask

Mask for GL HOTV Near Card

Fonda-Anderson Reading Card

"E" and Landolt "C" Near Vision Card

GL Sloan Letter Near Vision Card

C & "E" 70cm Near Card

Letter ETDRS Near Card for 40/67 cm Testing Distances
GL Sloan Letter 70cm Near Card

GL HOTV Near Card w/Cord

HOTV & Sloan Letters Pocket Sized Near Vision Card (40cm)
HOTV Pocket Sized Near Vision Card

Sloan Letter ETDRS Folding Chart

Sloan Letter Low Contrast Flip Chart

Sloan Letter Low Contrast Flip Chart

Sloan Letter Near Vision Card for 30 cm Testing

Mass. HOTV/Sloan Letter Near Card

GL Sloan Letter Pocket Near Card

French Sloan Letter Pocket

GL Spanish Sloan Letter Pocket

LEA SYMBOLS®/Sloan Letter Near Card MASS

English & Spanish Continuous Text Pocket Near Card
Vietnamese Continuous Text Near Card

English & French Continuous Text Pocket Near Card
Sloan Letter NECO Near Pocket Card, 100% and 10% Contrast
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755001
755002
755005
756000
756010
756100
756200
756900
757800
757801
757900
758300
758700
759000
759100
759200
759300
777000
777001
777115
777500
779000
779100
779200
779400
800004
800701
800713
800714
800718
800720
800721
800722
800723
800724
800726
800729
800733
800735
800737
800738
800739
800740
800741
800742
925400
925800
925900
926000
926100
926400
1007S

LEA NUMBERS®/LEA SYMBOLS® NECO Near Visual Acuity Card MASS Test
WU Near Card

SCCO Letter Near Card

Runge Sloan Letter Pocket Card

Runge HOTV Pocket Card

Runge LEA NUMBERS® Pocket Card

Runge LEA SYMBOLS® Pocket Card

Runge Low Vision Near Card

Portuguese Near Reading Chart for 16"(40 cm) Testing
Odom-Robin Near Vision Card

Portuguese Near Reading Chart for 16"(40 cm) Testing
Sloan Letter/"C" Pocket Card

Landolt "C" Near Pocket Card

3 Near VA Tests in 1 LEA NUMBERS®/LEA SYMBOLS®/Sloan Letters
4 Near VA Tests in 1 LEA NUMBERS®/LEA SYMBOLS®/Sloan Letters/"C"
60cm Spanish/ETDRS Near Card

60cm English Reading/ETDRS Near Card

GL German Continuous Text Near

GL English Continuous Text Near

Spanish Low Vision Continuous Reading Near Card
EMAG Chart

8 Position Landolt "C" Near Vision Card

8 Position Landolt "C" Pocket Near Card

8 Position Landolt "C" Folding Chart (25% and 100% Spacing)
8 Position Landolt "C" Wall Chart for 10 Feet (3 Meters)
HOTV Crowded Test Set with 10' Chart #800726

LEA NUMBERS® Trans. Chart 20'

Sloan Letter Linear Chart 10'

E Linear Spaced Chart 10'

Sloan Letters & Astigmatic Wheel Chart

Scrambled Sloan Letter 10'

LEA SYMBOLS® Proportional Distance Chart 10'

LEA SYMBOLS® Proportional Distance Chart Set 10'

LEA SYMBOLS® Trans. Chart 20'

LEA SYMBOLS® Test Set 20'

HOTV Crowded Distance Chart for 10'

"E" Linear Spaced Chart 20'

Sloan Letter Linear Chart for 20

Sloan Letter Proportional 10'

LEA NUMBERS® Proportional Spaced Distance Chart for 10'
Sloan Letter Proportionally Spaced Distance Chart - 13'
Sloan Letter Reverse Chart, 20 Ft

Sloan Letter Proportional 20'

Sloan Letter 20/400 Chart

Sloan Letter Reverse 20/400, 20 Ft

Near Acuity Sloan Letter Card for Testing at 40 cm(16")
GL Pocket "Game" Card

GL Number Pocket Card

"Game & Number" Pocket

'The Bee Stings' Continuous Text Near Card /Adults
'My Bird Sings' Continuous Text Near Card for Children
Spanish Warren Text Card
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208078KB Richmond Clinical Acuity Test
208078RB Richmond Clinical Acuity Test
208078VB Richmond Clinical Acuity Test
2509500IC OIC LEA SYMBOLS® Near Card
250970ICO ICO Near Card LEA SYMBOLS®/ Letters
7440000IC OIC Letter Near Card
C100 LEA NUMBERS® Chart Colombia
C101 LEA SYMBOLS® Chart Colombia, Set with Response Panel and Flash Cards
C102 Sloan Letter Chart Colombia
C103 Astigmatic Dial Chart Colombia
LINDAKIT LEA Starter Kit
PERIKIT PERI Vision Screening Kit with LEA SYMBOLS®/LEA NUMBERS®
SV1001 SV Synsprove -Low Vision Reading Card, Norsk
SV1002 SV Synsprove - Low Vision Readign Card, Sor Samisk
SV1003 SV Synsprove - Low Vision Reading Card, Nord Samisk
SV1004 SV Synsprove - Low Vision Reading Card, Lule Samisk

KIT
KIT
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