Declaration of Conformity

This European Declaration of Conformity is issued under the sole responsibility of the manufacturer.
Name of Company Address SRN

ARK Therapeutic Services, Inc. 703 Clemson Road US-MF-000007379
Columbia, SC 29229

Name of Company | Address SRN Phone/email
CS Life Sciences The Black Church IE-AR-000004113 | eurep@cslifesciences.com
Europe Ltd. St. Mary’s Place

Dublin 7

D07 P4AX, Ireland

Product Name Code / Catalog Number
Drinking and Feeding Family See Attached List

Intended Purpose Basic UDI-DI

Straw drinking can be a difficult task for some individuals, as it ++G099DrinkingFeedingSY

requires coordination of the lips, tongue, cheeks, and jaw. All drinking
products focus on increasing suction strength, lip closure, and
drinking coordination, or at least reducing work required to drink,
which allows for normal straw drinking and sipping.

proSpoons and other feeding tools provide just the right amount of
food in the spoon bowl and helps people eat easily. Bumps also
rovide sensory input.

Device Classification Common Specifications / Standards
Class: | Annex IV of MDR Regulation (EU) 2017/745 of the European Parliament
Rule: 5 Annex VIII of MDR Regulation (EU) 2017/745 of the European Parliament

ARK Therapeutic Services, Inc. declares that the above-mentioned products meet the provision of the following
EU legislation:
e Medical Devices Regulation (EU) 2017/745

COMPANY REPRESENTATIVE: Eyan Lowsky TITLE: Vice President
SIGNATURE: EA /fﬁw 4 DATE: ((tof X2

PLACE: ARK Therapeutic Services, Inc.
703 Clemson Road
Columbia, SC 29229




List of Products Covered Under this DoC

ARK'’s Bear Bottle (all options)

ARK'’s Cip-Kup™ (all options)

ARK'’s Sip-Tip® (all options)

ARK's Lip Blok® mouthpieces (all options)

ARK'’s Mustache Straw Topper

ARK'’s Lips Straw Topper

ARK’s Select-Flow Valve

ARK'’s One-Way Straw

ARK'’s Premium One-Way Valve

ARK's Flat Textured Spoons

ARK’s proSpoons

ARK’S Right Bite

ARK’s One-Way Bubble Straw

ARK's Straw Clip

Maroon Spoon™ (Small or Large)

Small Flexi Cups

Medium Flexi Cups

Large Flexi Cups

ARK's Divided Plate




