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Declaration of Conformity

With regard to the European Medical Device Regulation 2017/745,

North American Rescue, LLC

35 Tedwall Court
Greer, SC 29650

USA

SRN: US-MF-000007626

declares we are solely responsible for ensuring the below listed devices are labelled per
EN I1SO 15223-1:2021 and manufactured in accordance with EN ISO 13485:2016/

A11:2021.

Devices:

60-0001-EU
60-0002-EU
60-0008
60-0014-EU
60-0027
60-0028
60-0029-EU
60-0033
60-0034
60-0035
60-0036
60-0041-EU
60-0063-EU
60-0070
60-0077
60-0081
60-0082

Intended Use

Raven® 90C Litter

Talon® Il 90C Litter

Adjustable IV Pole

Litter Stand, (Set of 2) - 33" Standard
Talon Backrest

NATO/STANAG Litter

OSL Litter Stands (Set of 3)
Raven STANAG 2040 Litter
Talon STANAG 2040 Litter
Raven STANAG 3204 Litter
Talon STANAG 3204 Litter
Wheeled Litter Carrier

Wheeled Litter Carrier w/ case
Talon STANAG-2040/3204 Litter
STANAG 2040 Single Fold Litter
Raven STANAG Litter

Talon STANAG Litter

The devices are intended to be used for casualty extraction.
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Device part number, variants, and UDI-DI

0842209100000000000TD0693

Reference _ Description UDI-DI Accessories
All devices are
individually sold

60-0001-EU Raven® 90C 00842209109869

60-0002-EU Talon® Il 90C 00842209109876

60-0008 Adjustable IV Pole 00842209115013

60-0014-EU Litter Stand, (Set of 2) 33" Standard 00842209115020

60-0027 Talon Backrest 00842209115044

60-0028 NATO/STANAG Litter 00842209115051

60-0029-EU OSL Litter Stands (Set of 3) 00842209115068

60-0033 Raven STANAG 2040 00842209115075

60-0034 Talon STANAG 2040 00842209115082

60-0035 Raven STANAG 3204 00842209115099

60-0036 Talon STANAG 3204 00842209115105

60-0041-EU Wheeled Litter Carrier 00842209114702

60-0063-EU Wheeled Litter Carrier w/ case 10842209114709

60-0070 Talon STANAG-2040/3204 00842209115112

60-0077 STANAG 2040 Single Fold 00842209115129

60-0081 Raven STANAG 00842209115136

60-0082 Talon STANAG 00842209115143

are classified per rule 1 of Annex VIII of the Medical Device Regulation (EU) 2017/745, as

Class | devices in accordance with all applicable provisions of the REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL concerning
medical devices.

Fulfills the general safety and performance requirements of 2017/745 with the following
standards applied:

EN ISO 10993-1:2018 Biological evaluation of medical devices -- Part 1, 5, 10

18 and 23
Medical devices - Quality management systems -
Requirements for regulatory purposes
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EN ISO 14971:2019 Medical devices - Application of risk management to medical
devices

EN ISO 15223-1:2021 Medical devices. Symbols to be used with medical device
labels, labelling and information to be supplied-General
requirements

With regard to 2017/745, the conformity procedure referenced to in Annex IX has been
followed. These devices are exempt from 89/686/EEC and 2006/42/EC.

The product labelling carries a CE Mark.

The Authorized Representative is mdi Europa Langenhagener Str. 71 D-30855 Hannover-
Langenhagen Germany.
SRN: DE-AR-000006218

The EMDN Code is V08050103.
The GMDN Code is 13818, 36069, and 46148

This Declaration of Conformity was issued at North American Rescue, LLC, 35 Tedwall
Court, Greer SC 29650, USA.

T

Signed this: 15t day of December 2022

William Slevin
Director, QA/RA
North American Rescue, LLC

N
'fﬁ \Ejrqpa GmbH
| kangenhpgener Str. 7
i
ax +4 3908 95 39 ((°
mdi Europa

CE-Marking Experts for Medical Devices

( aufechapen. f8. ] duaars 2003
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