DECLARATION OF CONFORMITY

PRODUCT FAMILY: Alt's Assistive Technology Devices

PRODUCTS: Clevy Keyboard*
Clevy Contrast Keyboard*
Clevy Keyguard*
Alt ClearKeys*
Alt ClearKeys Keyguard*

*See appendix | for all versions.

CLASSIFICATION:
Classified as Class | self-declaration devices by applying Rule No. O1 of Annex VIII of the Medical Devices Regulation
(MDR 2017/745).

INTENDED PURPOSE:

This range of Alt's Assistive Technology Devices is Class |, non-sterile and is used when users are unable or
struggling to type with standard computer keyboards. The keyboards are beneficial for adults and children with
visual impairments, motor impairments, and/or developmental disorders.

For each impairment or disorder, specific adjustments have been made, such as fonts, font sizes, colors, and
keycap size. For users with motor impairments, add-ons such as the Keyguard enable hand resting without
accidental keystrokes and help guide the fingers toward the intended keys.

CONFORMITY ASSESSMENT ROUTE:

MDR 2017/745, Annex V — Self Declaration, Annex Il - Generation and Maintenance of this Technical File to
demonstrate compliance with the relevant General Safety & Performance Requirements (GSPR) of MDR 2017/745 -
Annex I.

Alt. Medical B.V. hereby declares that the product has correct packaging and the relevant information and
instructions required for use of the products. All manufacturing activities are subjected to the appropriate
methods of internal quality control and inspection. We declare that the above-mentioned products meet the
provisions of Medical Device Regulation MDR 2017/745 relating to medical devices and is classified in that field as a
Class | non-invasive, non-sterile self-declaration medical device. All supporting documentation is retained at the
premises of the Manufacturer. Alt. Medical B.V's Quality System and Technical Documentation is not subject to
Notified Body surveillance; however, our devices are registered as Class | self-declaration products with Farmatec
(NL).

Target users include:
Young children
Elderly people
People with motor skill difficulties
Visually impaired individuals
People with developmental disorders

NOTIFIED BODY: Not applicable
MANUFACTURER: Alt. Medical B.V.
Wasaweg 3a
9723 JD Groningen
The Netherlands
SRN: NL-MF-000022878

Signature: Date: 22-09-2025

B. van den Hoff
Operations Lead, Alt. Medical B.V.




APPENDIX |

PRODUCT COLOUR LAYOUT FONT SKU PRODUCT CODE GMDN | BASIC UDI UDI-DI

CLEVY KEYBOARD 3 - TRI-MODE

Clevy Keyboard 3 Multi Australian Lowercase [ 103300 CLKB3-TMMCLO-AU 65837 | 0871883618ALTATDF7 | 08718836181429
Clevy Keyboard 3 Multi Belgian Lowercase | 103299 CLKB3-TMMCLO-BE 65837 [ 0871883618ALTATDF7 | 08718836181412
Clevy Keyboard 3 Multi Croatian Uppercase | 103293 CLKB3-TMMCUP-HR 65837 | 0871883618ALTATDF7 | 08718836181351
Clevy Keyboard 3 Multi Danish Uppercase | 103318 CLKB3SC-TMMCUP-DK 65837 | 0871883618ALTATDF7 | 08718836181603
Clevy Keyboard 3 Multi Danish Both 103317 CLKB3SC-TMMCUPLO-DK 65837 [ 0871883618ALTATDF7 | 08718836181597
Clevy Keyboard 3 Multi Estonian Uppercase [ 103320 CLKB3EE-TMMCUP-EE 65837 | 0871883618ALTATDF7 | 08718836181627
Clevy Keyboard 3 Multi France Uppercase | 103294 CLKB3-TMMCUP-FR 65837 | 0871883618ALTATDF7 | 08718836181368
Clevy Keyboard 3 Multi German Uppercase | 103296 CLKB3-TMMCUP-DE 65837 | 0871883618ALTATDF7 | 08718836181382
Clevy Keyboard 3 Multi Italian Uppercase | 103292 CLKB3-TMMCUP-IT 65837 | 0871883618ALTATDF7 | 08718836181344
Clevy Keyboard 3SC | Multi Norwegian Uppercase [ 103310 CLKB3SC-TMMCUP-NO 65837 | 0871883618ALTATDF7 | 08718836181528
Clevy Keyboard 3SC | Multi Norwegian Both 103311 CLKB3SC-TMMCUPLO-NO 65837 [ 0871883618ALTATDF7 | 08718836181535
Clevy Keyboard 3RU | Multi Russian Cyrillic 103314 CLKB3RU-TMMCCY-RU 65837 | 0871883618ALTATDF7 | 08718836181566
Clevy Keyboard 3 Multi Serbian Cyrillic 103301 CLKB3-TMMCCY-RS 65837 | 0871883618ALTATDF7 | 08718836181436
Clevy Keyboard 3 Multi Spanish Uppercase | 103295 CLKB3-TMMCUP-ES 65837 | 0871883618ALTATDF7 | 08718836181375
Clevy Keyboard 3SC | Multi Swedish Uppercase [ 103309 CLKB3SC-TMMCUP-SE 65837 | 0871883618ALTATDF7 | 08718836181511
Clevy Keyboard 3 Multi UK English Lowercase |[103298 CLKB3-TMMCLO-UK 65837 | 0871883618ALTATDF7 | 08718836181405
Clevy Keyboard 3 Multi UK English Uppercase | 103345 CLKB3-TMMCUP-UK 65837 [ 0871883618ALTATDF7 | 08718836181757
Clevy Keyboard 3 Multi US-int. Lowercase | 103297 CLKB3-TMMCLO-US 65837 [ 0871883618ALTATDF7 | 08718836181399
Clevy Keyboard 3 Multi US-int. Uppercase [ 103291 CLKB3-TMMCUP-US 65837 | 0871883618ALTATDF7 | 08718836181337
Clevy Keyboard 3 Yellow Spanish Uppercase [ 103303 CLKB3-TMYEUP-ES 65837 | 0871883618ALTATDF7 | 08718836181450
Clevy Keyboard 3 Yellow US-int. Uppercase | 103302 CLKB3-TMYEUP-US 65837 [ 0871883618ALTATDF7 | 08718836181443
Clevy Keyboard 3SC | Contrast Danish Uppercase [ 103319 CLKB3SC-TMCOUP-DK 65837 | 0871883618ALTATDF7 | 08718836181610
Clevy Keyboard 3 Contrast German Uppercase [ 103307 CLKB3-TMCOUP-DE 65837 | 0871883618ALTATDF7 | 08718836181498
Clevy Keyboard 3 Contrast Italian Uppercase [ 103306 CLKB3-TMCOUP-IT 65837 | 0871883618ALTATDF7 | 08718836181481
Clevy Keyboard 3SC | Contrast Norwegian Uppercase [ 103313 CLKB3SC-TMCOUP-NO 65837 | 0871883618ALTATDF7 | 08718836181559
Clevy Keyboard 3SC | Contrast Swedish Uppercase | 103312 CLKB3SC-TMCOUP-SE 65837 | 0871883618ALTATDF7 | 08718836181542
Clevy Keyboard 3 Contrast US-int. Uppercase | 103305 CLKB3-TMCOUP-US 65837 | O871883618ALTATDF7 | 08718836181474
Clevy Keyboard 3 Black US-int. & Hebrew | Uppercase | 103304 CLKB3-TMBKUP-USIL 65837 | 0871883618ALTATDF7 | 08718836181467
Clevy Keyboard 3 RJCooper US-int. Uppercase [ 103316 CLKB3RJ-TMRJUP-US 65837 | 0871883618ALTATDF7 | 08718836181580
Clevy Keyboard 3 RJCooper W/o keys Uppercase [ 103315 CLKB3RJ-TMRJ-XX 65837 | O871883618ALTATDF7 | 08718836181573
Clevy Keyboard 3 N/A W/o keys N/A 103290 CLKB3-TM-XX 65837 [ 0871883618ALTATDF7 | 08718836181320
Clevy Keyboard 3SC | N/A W/o keys N/A 103308 CLKB3SC-TM-XX 65837 | 0871883618ALTATDF7 | 08718836181504
PRODUCT ‘ COLOUR ‘ LAYOUT ‘ FONT ‘ SKU ‘ PRODUCT CODE ‘ GMDN ‘ BASIC UDI UDI-DI

CLEVY KEYBOARD 2 - USB

Clevy Keyboard 2 Multi Australian Lowercase | 102918 CLKB2-USBMCLO-AU 65837 [ 0871883618ALTATDF7 | 08718836180279
Clevy Keyboard 2 Multi Belgian Lowercase | 102495 CLKB2-USBMCLO-BE 65837 [ 0871883618ALTATDF7 | 08718836180163
Clevy Keyboard 2 Multi Croatian Uppercase | 102926 CLKB2-USBMCUP-HR 65837 | 0871883618ALTATDF7 | 08718836180446
Clevy Keyboard 2 Multi Danish Uppercase | 102497 CLKB2SC-USBMCUP-DK 65837 | 0871883618ALTATDF7 | 08718836180118
Clevy Keyboard 2 Multi France Uppercase | 102493 CLKB2-USBMCUP-FR 65837 | 0871883618ALTATDF7 | 08718836180385




Clevy Keyboard 2 Multi German Uppercase [ 102496 CLKB2-USBMCUP-DE 65837 | 0871883618ALTATDF7 | 08718836180170
Clevy Keyboard 2 Multi Italion Uppercase | 102490 CLKB2-USBMCUP-IT 65837 [ 0871883618ALTATDF7 | 08718836180286
Clevy Keyboard 2 Multi Norwegian Uppercase | 102499 CLKB2SC-USBMCUP-NO 65837 | 0871883618ALTATDF7 | 08718836180392
Clevy Keyboard 2 Multi Norwegian Both 102543 CLKB2SC-USBMCUPLO-NO | 65837 | 0871883618ALTATDF7 | 08718836180125
Clevy Keyboard 2 Multi Russian Cyrillic 102508 EOL 65837 [ 0871883618ALTATDF7 | 08718836180972
Clevy Keyboard 2 Multi Serbian Cyrillic 103010 CLKB2-USBMCCY-RS 65837 | 0871883618ALTATDF7 | 08718836180408
Clevy Keyboard 2 Multi Spanish Lowercase | 102494 CLKB2-USBMCLO-ES 65837 | 0871883618ALTATDF7 | 08718836180262
Clevy Keyboard 2 Multi Spanish Uppercase [ 103067 CLKB2-USBMCUP-ES 65837 | 0871883618ALTATDF7 | 08718836180705
Clevy Keyboard 2 Multi Swedish Uppercase | 102498 CLKB2SC-USBMCUP-SE 65837 | 0871883618ALTATDF7 | 08718836180460
Clevy Keyboard 2 Multi UK English Lowercase | 102500 CLKB2-USBMCLO-UK 65837 | 0871883618ALTATDF7 | 08718836180606
Clevy Keyboard 2 Multi US-int. Lowercase |[102488 CLKB2-USBMCLO-US 65837 | 0871883618ALTATDF7 | 08718836180019
Clevy Keyboard 2 Multi US-int. Uppercase | 102565 CLKB2-USBMCUP-US 65837 | 0871883618ALTATDF7 | 08718836180293
Clevy Keyboard 2 Yellow Spanish Uppercase [ 103049 CLKB2-USBYEUP-ES 65837 [ 0871883618ALTATDF7 | 08718836180804
Clevy Keyboard 2 Yellow US-int. Lowercase [102782 CLKB2-USBYEUP-US 65837 | 0871883618ALTATDF7 | 08718836180439
Clevy Keyboard 2 Contrast Danish Uppercase | 102870 CLKB2SC-USBCOUP-DK 65837 [ 0871883618ALTATDF7 | 08718836180743
Clevy Keyboard 2 Contrast German Uppercase [ 102569 CLKB2-USBCOUP-DE 65837 | 0871883618ALTATDF7 | 08718836180255
Clevy Keyboard 2 Contrast Italian Uppercase | 102527 CLKB2-USBCOUP-IT 65837 | 0871883618ALTATDF7 | 08718836180453
Clevy Keyboard 2 Contrast Norwegian Uppercase [ 102548 CLKB2SC-USBCOUP-NO 65837 | 0871883618ALTATDF7 | 08718836180132
Clevy Keyboard 2 Contrast Swedish Uppercase [ 102570 CLKB2SC-USBCOUP-SE 65837 | 0871883618ALTATDF7 | 08718836180736
Clevy Keyboard 2 Contrast US-int. Uppercase [ 102526 CLKB2-USBCOUP-US 65837 | 0871883618ALTATDF7 | 08718836180026
Clevy Keyboard 2 N/A W/o keys N/A 102648 CLKB2-USB-XX 65837 | 0871883618ALTATDF7 | 08718836181061
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CLEVY KEYBOARD 2 - WIRELESS RF

Clevy Keyboard 2 Multi Australian Lowercase | 102871 CLKB2-SWMCLO-AU 65837 | O871883618ALTATDF7 | 08718836180897
Clevy Keyboard 2 Multi Belgian Lowercase [ 102819 CLKB2-SWMCLO-BE 65837 | 0871883618ALTATDF7 | 08718836180194
Clevy Keyboard 2 Multi Croatian Uppercase | 102927 CLKB2-SWMCUP-HR 65837 | 0871883618ALTATDF7 | 08718836180903
Clevy Keyboard 2 Multi France Uppercase | 102567 CLKB2-SWMCUP-FR 65837 | 0871883618ALTATDF7 | 08718836180910
Clevy Keyboard 2 Multi German Uppercase | 102564 CLKB2-SWMCUP-DE 65837 | 0871883618ALTATDF7 | 08718836180200
Clevy Keyboard 2 Multi Italy Uppercase | 102563 CLKB2-SWMCUP-IT 65837 [ 0871883618ALTATDF7 | 08718836180835
Clevy Keyboard 2 Multi Russian Cyrillic 102783 CLKB2RU-SWMCCY-RU 65837 [ 0871883618ALTATDF7 | 08718836180378
Clevy Keyboard 2 Multi Serbian Cyrillic 10301 CLKB2-SWMCCY-RS 65837 [ 0871883618ALTATDF7 | 08718836180927
Clevy Keyboard 2 Multi Spanish Lowercase | 102562 CLKB2-SWMCLO-ES 65837 | 0871883618ALTATDF7 | 08718836180934
Clevy Keyboard 2 Multi Spanish Uppercase | 103232 CLKB2-SWMCUP-ES 65837 | 0871883618ALTATDF7 | 08718836180729
Clevy Keyboard 2 Multi UK English Lowercase | 102542 CLKB2-SWMCLO-UK 65837 [ 0871883618ALTATDF7 | 08718836180323
Clevy Keyboard 2 Multi US-int. Lowercase [102547 CLKB2-SWMCLO-US 65837 | 0871883618ALTATDF7 | 08718836180941
Clevy Keyboard 2 Multi US-int. Uppercase | 102549 CLKB2-SWMCUP-US 65837 [ 0871883618ALTATDF7 | 08718836180187
Clevy Keyboard 2 N/A W/o keys N/A 102803 CLKB2-SW-XX 65837 | 0871883618ALTATDF7 | 08718836181085




PRODUCT COLOUR LAYOUT FONT SKU PRODUCT CODE GMDN [ BASIC UDI UDI-DI

CLEVY KEYBOARD 2 - BLUETOOTH

Clevy Keyboard 2 Multi Australian Lowercase | 102951 CLKB2-BTMCLO-AU 65837 | 0871883618ALTATDF7 | 08718836180484
Clevy Keyboard 2 Multi Belgian Lowercase | 102954 CLKB2-BTMCLO-BE 65837 [ 0871883618ALTATDF7 | 08718836180491
Clevy Keyboard 2 Multi Croatian Uppercase | 102926 CLKB2-USBMCUP-HR 65837 | 0871883618ALTATDF7 | 08718836180569
Clevy Keyboard 2 Multi Danish Uppercase | 102497 CLKB2SC-USBMCUP-DK 65837 | 0871883618ALTATDF7 | 08718836180873
Clevy Keyboard 2 Multi France Uppercase | 102949 CLKB2-BTMCUP-FR 65837 | 0871883618ALTATDF7 | 08718836180507
Clevy Keyboard 2 Multi German Uppercase | 102939 CLKB2-BTMCUP-DE 65837 | 0871883618ALTATDF7 | 08718836180514
Clevy Keyboard 2 Multi Italy Uppercase | 102948 CLKB2-BTMCUP-IT 65837 | 0871883618ALTATDF7 | 08718836180521
Clevy Keyboard 2 Multi Norwegian Uppercase | 103035 CLKB2SC-BTMCUP-NO 65837 | 0871883618ALTATDF7 | 08718836180637
Clevy Keyboard 2 Multi Norwegian Both 103036 CLKB2SC-BTMCUPLO-NO 65837 [ 0871883618ALTATDF7 | 08718836180811
Clevy Keyboard 2 Multi Serbian Cyrillic 103012 CLKB2-BTMCCY-RS 65837 | 0871883618ALTATDF7 | 08718836180576
Clevy Keyboard 2 Multi Spanish Lowercase [ 102950 CLKB2-BTYELO-ES 65837 | 0871883618ALTATDF7 | 08718836180538
Clevy Keyboard 2 Multi Spanish Uppercase [ 103068 CLKB2-BTMCUP-ES 65837 | 0871883618ALTATDF7 | 08718836180712
Clevy Keyboard 2 Multi Swedish Uppercase [ 103037 CLKB2SC-BTMCUP-SE 65837 [ 0871883618ALTATDF7 | 08718836180651
Clevy Keyboard 2 Multi UK English Lowercase |[102947 CLKB2-BTMCLO-UK 65837 | 0871883618ALTATDF7 | 08718836180316
Clevy Keyboard 2 Multi US-int. Lowercase [102917 CLKB2-BTMCLO-US 65837 | 0871883618ALTATDF7 | 08718836180477
Clevy Keyboard 2 Multi US-int. Uppercase [ 102953 CLKB2-BTMCUP-US 65837 | 0871883618ALTATDF7 | 08718836180545
Clevy Keyboard 2 Yellow US-int. Uppercase [ 103022 CLKB2-BTYELO-ES 65837 | 0871883618ALTATDF7 | 08718836180552
Clevy Keyboard 2 Contrast Danish Uppercase | 103041 CLKB2SC-BTCOUP-DK 65837 | 0871883618ALTATDF7 | 08718836180767
Clevy Keyboard 2 Contrast German Uppercase | 102988 CLKB2-BTCOUP-DE 65837 | 0871883618ALTATDF7 | 08718836180965
Clevy Keyboard 2 Contrast Italian Uppercase | 102987 CLKB2-BTCOUP-IT 65837 | O871883618ALTATDF7 | 08718836180590
Clevy Keyboard 2 Contrast Norwegian Uppercase [ 103039 CLKB2SC-BTCOUP-NO 65837 | 0871883618ALTATDF7 | 08718836180781
Clevy Keyboard 2 Contrast Swedish Uppercase [ 103040 CLKB2SC-BTCOUP-SE 65837 | 0871883618ALTATDF7 | 08718836180774
Clevy Keyboard 2 Contrast US-int. Uppercase [ 102986 CLKB2-BTCOUP-US 65837 | 0871883618ALTATDF7 | 08718836180583
Clevy Keyboard 2 N/A W/o keys N/A 102916 CLKB2-BT-XX 65837 [ 0871883618ALTATDF7 | 08718836181078
PRODUCT COLOUR SKU PRODUCT CODE GMDN | BASIC UDI UDI-DI

CLEVY KEYGUARD

Clevy Keyguard 2 Transparent 102177 CLKG2-TR 43126 | 0871883618ALTATDF7 | 08718836180033
Clevy Keyguard 3 Transparent 103285 CLKG3-TR 43126 | 0871883618ALTATDF7 | 08718836181658
Clevy Keyguard 3SC | Transparent 103286 CLKG3SC-TR 43126 | 0871883618ALTATDF7 | 08718836181665
gé’f]"g d’fﬁé’%" rd2 Transparent 102560 | CLKG2SC-TR 43126 | 0871883618ALTATDF7 | 08718836180750
8f\yg’rKey9U°rd 2for. | trgnsparent 102695 | CLKG3CO-TR 43126 | 0871883618ALTATDF7 | 08718836180248
PRODUCT COLOUR LAYOUT FONT SKU PRODUCT CODE GMDN [ BASIC UDI UDI-DI

ALT CLEARKEYS KEYBOARD

ClearKeys Keyboard | Yellow-Black [ US-int. Uppercase | 103109 ALTCKI1-USBBKYEUPANSI-US | 65837 | 0871883618ALTATDF7 | 08718836181023
ClearKeys Keyboard | Yellow-Black | Belgian Uppercase | 103110 ALTCKI1-USBBKYEUPISO-BE | 65837 | 0871883618ALTATDF7 | 08718836181030
ClearKeys Keyboard | Yellow-Black | Spanish Uppercase | 103111 ALTCKI1-USBBKYEUPISO-ES | 65837 | 0871883618ALTATDF7 | 08718836181047




PRODUCT COLOUR LAYOUT SKU GMDN | BASIC UDI UDI-DI

ALT CLEARKEYS KEYGUARD

ClearKeys Keyguard | Black 7-enter 103148 ALTCKKGI-BKYE-ISO 43126 | 0871883618ALTATDF7 | 08718836181108
ClearKeys Keyguard | Black Flat-enter 103149 ALTCKKG1-BKYE-ANSI 43126 | 0871883618ALTATDF7 | 0871883618115




