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Declaration of Conformity 2023-10 Respira Backrest

This Declaration of Conformity is in accordance with the European Standard EN ISO/IEC 17050-1:2010 “Conformity assessment —
supplier’s declaration of conformity”,and is issued under the sole responsibility of Symmetric Designs Ltd.

BASIC UDI-DI: WHEELCHAIR ACCESSORY — 81648488888-7

PRODUCT IDENTIFICATION

Product Name and Intended Purpose

Model Number (and UDI-DI)

Respira Backrest

To support the user when seated in a
wheelchair
Intended Users: Wheelchair users.

See attached Appendix |

Authorized Representative

Telephone/email

MedEnvoy Global B.V.
Prinses Margrietplantsoen 33 — Suite 123
2595 AM The Hague, The Netherlands

+31.70.326.2148 - phone
info@medenvoyglobal.com

CONFORMITY ASSESSMENT

Device classification

Route to compliance

Class 1
Rule 1

Regulation (EU) 2017/745 of The European Parliament and of the Council

Symmetric Designs Ltd. declares: that the products meet the provision of the Regulation (EU) 2017/745 of The European Parliament and
of the Council as transposed in the national laws of the Member States; and that the products meet the following standards:

Standards

Description

EN ISO 14971:2019

Application of Risk Management to Medical Devices

EN ISO 15223-1:2016

Symbols to be used with medical device labels and labelling

EN 62366

Application of Usability Engineering to Medical Devices

EN 1041:2008

Information to be supplied by the Manufacturer of Medical Devices

SIGNATURE: W

COMPANY REPRESENTATIVE: Samuel Hannah

PLACE OF ISSUE: Salt Spring Island, BC, Canada TITLE: CEO

DATE: 2023-11-23

Manufacturer Name and Address: Symmetric Designs Ltd., 125 Knott Place, Salt Spring Island, B.C., V8K 2M4,

Canada

125 Knott Place, Salt Spring Island, BC V8K 2M4 CANADA | t+1.250.537.2177 | f+1.250.537.1998 | e sales@symmetric-designs.com



Appendix |

RBS1210 81648402180 | RBS1216-EXT | 81648402025 | RBD1820 81648402070 | RBC1414-BA | 81648402115
RBS1212 81648402181 | RBS1414-EXT | 81648402026 | RBD2020 81648402071 | RBC1416-BA | 81648402116
RBS1410 81648402182 | RBS1416-EXT | 81648402027 RBC1418-BA | 81648402117
RBS1412 81648402183 | RBS1418-EXT | 81648402028 | RBD1420-EXT | 81648402073 | RBC1614-BA | 81648402118
RBS1610 81648402184 | RBS1614-EXT | 81648402029 | RBD1620-EXT | 81648402074 | RBC1616-BA | 81648402119
RBS1612 81648402185 | RBS1616-EXT | 81648402030 | RBD1820-EXT | 81648402075 | RBC1618-BA | 81648402120
RBS1810 81648402186 | RBS1618-EXT | 81648402031 | RBD2020-EXT | 81648402076 | RBC1814-BA | 81648402121
RBS1812 81648402187 | RBS1814-EXT | 81648402032 RBC1816-BA | 81648402122
RBS2010 81648402188 | RBS1816-EXT | 81648402033 | RBD1420-BA | 81648402078 | RBC1818-BA | 81648402123
RBS2012 81648402189 | RBS1818-EXT | 81648402034 | RBD1620-BA | 81648402079 | RBC2014-BA | 81648402124
RBS1210-EXT | 81648402190 | RBS2014-EXT | 81648402035 | RBD1820-BA | 81648402080 | RBC2016-BA | 81648402125
RBS1212-EXT | 81648402191 | RBS2016-EXT | 81648402036 | RBD2020-BA | 81648402081 | RBC2018-BA | 81648402126
RBS1410-EXT | 81648402192 | RBS2018-EXT | 81648402037 | RBC1214 81648402082 | RBD1214 81648402127
RBS1412-EXT | 81648402193 | RBS1214-BA | 81648402038 | RBC1216 81648402083 | RBD1216 81648402128
RBS1610-EXT | 81648402194 | RBS1216-BA | 81648402039

RBS1612-EXT | 81648402195 | RBS1414-BA | 81648402040 | RBC1414 81648402085 | RBD1414 81648402130
RBS1810-EXT | 81648402196 | RBS1416-BA | 81648402041 | RBC1416 81648402086 | RBD1416 81648402131
RBS1812-EXT | 81648402197 | RBS1418-BA | 81648402042 | RBC1418 81648402087 | RBD1418 81648402132
RBS2010-EXT | 81648402198 | RBS1614-BA | 81648402043 | RBC1614 81648402088 | RBD1614 81648402133
RBS2012-EXT | 81648402199 | RBS1616-BA | 81648402044 | RBC1616 81648402089 | RBD1616 81648402134
RBS1210-BA | 81648402000 | RBS1618-BA | 81648402045 | RBC1618 81648402090 | RBD1618 81648402135
RBS1212-BA | 81648402001 | RBS1814-BA | 81648402046 | RBC1814 81648402091 | RBD1814 81648402136
RBS1410-BA | 81648402002 | RBS1816-BA | 81648402047 | RBC1816 81648402092 | RBD1816 81648402137
RBS1412-BA | 81648402003 | RBS1818-BA | 81648402048 | RBC1818 81648402093 | RBD1818 81648402138
RBS1610-BA | 81648402004 | RBS2014-BA | 81648402049 | RBC2014 81648402094 | RBD2014 81648402139
RBS1612-BA | 81648402005 | RBS2016-BA | 81648402050 | RBC2016 81648402095 | RBD2016 81648402140
RBS1810-BA | 81648402006 | RBS2018-BA | 81648402051 | RBC2018 81648402096 | RBD2018 81648402141
RBS1812-BA | 81648402007 RBC1214-EXT | 81648402097 | RBD1214-EXT | 81648402142
RBS2010-BA | 81648402008 | RBC1420 81648402053 | RBC1216-EXT | 81648402098 | RBD1216-EXT | 81648402143
RBS2012-BA | 81648402009 | RBC1620 81648402054 RBD1412-EXT | 81648402144
RBS1214 81648402010 | RBC1820 81648402055 | RBC1414-EXT | 81648402100 | RBD1414-EXT | 81648402145
RBS1216 81648402011 | RBC2020 81648402056 | RBC1416-EXT | 81648402101 | RBD1416-EXT | 81648402146
RBS1414 81648402012 RBC1418-EXT | 81648402102 | RBD1418-EXT | 81648402147
RBS1416 81648402013 | RBC1420-EXT | 81648402058 | RBC1614-EXT | 81648402103 | RBD1614-EXT | 81648402148
RBS1418 81648402014 | RBC1620-EXT | 81648402059 | RBC1616-EXT | 81648402104 | RBD1616-EXT | 81648402149
RBS1614 81648402015 | RBC1820-EXT | 81648402060 | RBC1618-EXT | 81648402105 | RBD1618-EXT | 81648402150
RBS1616 81648402016 | RBC2020-EXT | 81648402061 | RBC1814-EXT | 81648402106 | RBD1814-EXT | 81648402151
RBS1618 81648402017 RBC1816-EXT | 81648402107 | RBD1816-EXT | 81648402152
RBS1814 81648402018 | RBC1420-BA | 81648402063 | RBC1818-EXT | 81648402108 | RBD1818-EXT | 81648402153
RBS1816 81648402019 | RBC1620-BA | 81648402064 | RBC2014-EXT | 81648402109 | RBD2014-EXT | 81648402154
RBS1818 81648402020 | RBC1820-BA | 81648402065 | RBC2016-EXT | 81648402110 | RBD2016-EXT | 81648402155
RBS2014 81648402021 | RBC2020-BA | 81648402066 | RBC2018-EXT | 81648402111 | RBD2018-EXT | 81648402156
RBS2016 81648402022 RBC1214-BA | 81648402112 | RBD1214-BA | 81648402157
RBS2018 81648402023 | RBD1420 81648402068 | RBC1216-BA | 81648402113 | RBD1216-BA | 81648402158
RBS1214-EXT | 81648402024 | RBD1620 81648402069
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RBD1414-BA

81648402160

FA STD-L

81648402200

RBCS1210

81648402300

RBCD2014

81648402357

RBD1416-BA

81648402161

FA STD-R

81648402201

RBCS1212

81648402301

RBCD2016

81648402358

RBD1418-BA

81648402162

FA SSTD-L

81648402202

RBCS1410

81648402302

RBCD2018

81648402359

RBD1614-BA

81648402163

FA SSTD-R

81648402203

RBCS1412

81648402303

RBCD2020

81648402360

RBD1616-BA

81648402164

FA EXT-L

81648402204

RBCS1610

81648402304

RBCD1214

81648402343

RBD1618-BA

81648402165

FA EXT-R

81648402205

RBCS1612

81648402305

RBCD1214

81648402343

RBD1814-BA

81648402166

FA SEXT-L

81648402206

RBCS1810

81648402306

RBCD1216

81648402344

RBD1816-BA

81648402167

FA SEXT-R

81648402207

RBCS1812

81648402307

RBCD1414

81648402345

RBD1818-BA

81648402168

BAM-L

81648402208

RBCS2010

81648402308

RBCD1416

81648402346

RBD2014-BA

81648402169

BAM-R

81648402209

RBCS2012

81648402309

RBCD1418

81648402347

RBD2016-BA

81648402170

FA STD-PR

81648402210

RBCC1620

81648402334

RBCD1420

81648402348

RBD2018-BA

81648402171

FA SSTD-PR

81648402212

RBCC1814

81648402335

RBCD1614

81648402349

RBFAN

81648402211

RBCC1214

81648402324

RBCC1816

81648402336

RBCD1616

81648402350

RBCS1214

81648402310

RBCC1216

81648402325

RBCC1818

81648402337

RBCD1618

81648402351

RBCS1216

81648402311

RBCC1220

81648402326

RBCC1820

81648402338

RBCD1620

81648402352

RBCS1414

81648402312

RBCC1414

81648402327

RBCC2014

81648402339

RBCD1814

81648402353

RBCS1416

81648402313

RBCC1416

81648402328

RBCC2016

81648402340

RBCD1816

81648402354

RBCS1418

81648402314

RBCC1418

81648402329

RBCC2018

81648402341

RBCD1818

81648402355

RBCS1614

81648402315

RBCC1420

81648402330

RBCC2020

81648402342

RBCD1820

81648402356

RBCS1616

81648402316

RBCC1614

81648402331

RBCS1618

81648402317

RBCC1616

81648402332

RBCS1814

81648402318

RBCC1618

81648402333

RBCS1816

81648402319

FA EXT-PR

81648402216

RBCS1818

81648402320

FA SEXT-PR

81648402213

RBCS2014

81648402321

BAM-PR

81648402214

RBCS2016

81648402322

RBCS2018

81648402323
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