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Manufacturer Name: Stealth Products, LLC. Classification: Class 1,

Address: 104 John Kelly Drive Basic UDI-DI#: 60650900606509900041EL
Burnet, TX 78611 UDI-DI #: 0060650990004 1
United States of America SRN: US-MF-000018367

Date of Declaration: 2/11/2025

Intended purpose: . Intended for medical purposes, sold as an integral part or separately as a replacement part for a Wheelchair, intended to meet the
specific needs of a patient who uses a wheelchair.

Applicable Regulations: EU MDR 2017/745

Standards Applied: ISO 14971, ISO 7176-16, ISO 7176-8, RESNA WC-1 Sect.8, ISO 10993-1, ISO 10993-5, ISO 10993-10, ISO 8191-1, ISO
8191-2, Technical Bulletin CAL117

Conformity Assessment Route: Complies with Annexes IL, IIL, IV, and V of EU MDR 2017/745.

We, Stealth Products, LLC., declare and ensure with sole responsibility, that the below mentioned Medical Device(s) meet the provisions of 2017/745
European Union (EU) Medical Device Regulation of the European Parliament and, if applicable any other relevant Union legislation that provides for

the issuing of an EU Declaration of Conformity.

Product Name GMDN Code Device/Product Code
Lower Extremities 37048 MM

* See page 2 onward for applicable part numbers.

“We explicitly designate Pride Mobility Products Europe BV, De Zwaan 3. 1601 MS Enkhuizen, The Netherlands, to act as our sole
Authorized Representative in the European Union according to the EU 2017/745 Regulations for the above indicated products.”
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Printed Name Signature
Quality and Regulatory Manager 2/11/2025
Title Date
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KPPEDASU
SPLE100
SPLE101
SPLE102
SPLE103
SPLE104
SPLE105
SPLE106
SPLE107
SPLE107-L
SPLE107-R
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SPLE108-L
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SPLE109-R
SPLE110
SPLE110-L
SPLE110-R
SPLE111
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SPLE113
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SPLE129
SPLE130

SPLE131
SPLE132
SPLE133
SPLE134
SPLE135
SPLE136
SPLE137
SPLE138
SPLE139
SPLE143
SPLE162
SPLE163-L
SPLE163L-L
SPLE163L-R
SPLE163M-L
SPLE163M-R
SPLE163-R
SPLE163S-L
SPLE163S-R
SPLE164-L
SPLE164L-L
SPLE164L-R
SPLE164M-L
SPLE164M-R
SPLE164-R
SPLE164S-L
SPLE164S-R
SPLE165-L
SPLE165L-L
SPLE165L-R
SPLE165M-L
SPLE165M-R
SPLE165-R
SPLE165S-L
SPLE1655-R
SPLE166L-L
SPLE166L-R
SPLE166M-L
SPLE166M-R
SPLE166S-L
SPLE166S-R

SPLE167L
SPLE167M

SPLE167S
SPLE168L
SPLE168M
SPLE168S
614388-99-0
614389-99-0
614446-99-0
KN1HW-1 3/8”ASSY
KNADD3
KNADD4
MKN1ADD-TRK-3
MKN1ADD-TRK-4
MKN1ADD-TRK-L3
MKN1ADD-TRK-R3
ST-KN1ADD3-Q
ST-KN1ADD4-Q
ST-KNADD-ES-T-Q
ST-KNES3X10GL-Q
ST-KNES3X10GR-Q
TWBAO00-23
TWBAQO-24
CRE100-05
CRE100-06
CRE100-07
CRE100-08
CRE100-09
CRE100-10
SCRE-200
SCRE-210
SCRE-220
LEMD100
LEMD101
LEMD102
LEMD103
LEMD106
LEMD107
LEMD108
LEMD10S
LEMD110
LEMD112
RLS100-C

RLSHW-1
RLSHW100

RLSHW-1-1/8
RLSHW-1-3/8
RLSHW-SP
RLSP100
RLSP101
RLSPKG100-L
RLSPKG100-R
INDPART2783
INDPART2784
INDPART2785
IFSH4214
ST-IFSH4214-Q
476B52=LK001
476B52=RK001
ST-KN1ADD3M-Q
ST-KN1ADD4AM-Q
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