EC Certificate Full Quality Assurance System: Certificate US19/819943408

. The management system of

Excelsior Medical LLC

1933 Heck Avenue 07753 Neptune, United States

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

This certificate is valid from 31 October 2019 until 03 April 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 08 May 2007.

And first certified by SGS Belgium on 31 October 2019

This is a multi-site certification.
Additional site details are listed on subsequent pages

Certification is based on Feports numbered WW/MC 214405
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Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com
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Certificate US19/819943408 continued

Excelsior Medical LLC
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4).

Issue 1

Detailed scope

Sterile 0.9% Saline Fiush Syringe for IV lines. Sterile Luer Access Valve Cap
Sets (including prefilled saline syringe) for IV Lines.

Additional facilities

1919 Heck Avenue, Neptune, NJ, 07753, United States

~ 1923 Heck Avenue, Neptune, NJ, 07753, United States
: 1930 Heck Avenue, Neptune, NJ, 07753, United States
317 Fairfield Road, Freehold, NJ, 07728, United States
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