EC Certificate Full Quality Assurance System: Certificate US19/819943546

The management system of

NuMED, Inc.

2880 Main Street, Hopkinton, NY, 12965, United States

has been assessed and cerfified as meeting the requirements of
Directive 93/42/EEC
on medical devices, Annex Il (excluding Section 4)

For the fellowing products

The scope of registration appears on page 2 of this certificate

This certificate is valid from 26 March 2021 until 28 February 2024
and remaing valid subject to satisfactory surveillance audits.
Issue 4. Certified since 05 November 1998

Certification is based on reports numbered WWIMC 09581

Authorised by

Digitally signed by Ostapciuc Alexandr
te: 2022.11.14 15:45:32 EET
Reason: MoldSign Signature
ocation: Moldova

Glebal Medical Devices Head of Notified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
1 +32 {0)3 545-48-48 § +32 (0)3 545-48-49 www.$g5.com
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This dacument is issuad by the Company subject to its General Canditions of
Certifigatian Sarvices, unless ctherwise agreed, accessible at
www.sgs.com/lerms_and_conditipne.hitm. Attantien je drawn to the limitafions of
liabifity, indemnificalion and jurisdThis decument is issued by the Company
subject to its Genaral Cenditions of Certification Services, uniass otharwisa
agreed, acessstble at www.sgs.comitarms;_ and_conditions hira. Attention is
drawn to the fimitattons of liability, indemnification and jurizd



Certificate U519/819943546 continued

NuMED, Inc.

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 4

Detailed scope

Sterile Z-5 Atrioseptostomy Catheters; Sterile Tyshak, Tyshak-X, Tyshak Mini,
Tyshak ll, Tyshak NuCLEUS, Z-Med, Z-Med-X, Z-Med II, Z-Med [I-X,

NuCLEUS-X and COEfficient Percutaneous Transluminal Vaivuioplasty Catheters
and Sterile Mullins-X Ultra High Pressure Dilatation Catheter (PTV); PTA Catheters,
Sterile Percutaneous Transluminal Angioplasty (PTA) catheters;

Sterile PTS and PTS-X Percutaneous Transiuminal Sizing Catheters;

Sterile MULTI-TRACK Angiographic Catheters;

Sterile Bonhoeffer Multi-Track Mitra! Dilatation Kit;

Sterile REBOA Balloon; Sterile Balloon in Balloon {BIB) Stent Placement Catheter;
Sterile Cheatham Platinum (CP) Stent {Covered & Bare);

Sterile Mounted CP Stent & Covered Mounted CP Stent with BIB Delivery System;
Sterile NUuDEL Delivery System, and sterile D'VILL Introducer for Introduction

of balioons, catheters and other diagnostic and interventional devices.

Ciass | Sterile: “Sterility aspects only - Restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions™:
Sterile Tear Duct Catheter

Where the above scope includes class 1l medical device(s), a valid EC Design Examination Ceriificate
according to Annex | (Section 4) is & mandatory requirement for each device in addition fo this ceriificate
to place that device on the market.

This dooument is issued by the Company subject ta its Generai Condilions of Page 20f2
Certification Services, unless othenwise agreed, accessible at
www.5gs.comilerms_and_conditions.him. Altention is drawn te the limilations of
liabiity, indemnificaion and juristThis document is lssied by the Company
subject to its Ganeral Condilians of Certifisalion Servicas, unless afherwise
agread, acoessibls al www sgs.cotnferms_gnd_condiens him. Aftention is
drawn to lhe limitalions of liablity, indemnification and jurisd
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