Certificate US06/70274.00

The management system of

Galt Medical Corp. also trading as
Theragenics Costa Rica, LTDA

2220 Merritt Drive,
Garland, TX, 75041, United States

has been assessed and certified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

Forthe following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 02 August 2021 until 07 November 2024

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date.
Issue 10. Certified since 07 November 2006

Multiple certificates have been issued for this scope

The main certificate is numbered US06/70274.00

This is a multi-site certification.

Additional site details are listed on the subsequent page.

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park  Ellesmere Port - Cheshire - CHBES 3EN - UK
t +44 (0)151 350-6666. f +44 (0)151 350-6600  Www.53s.com

21HC 13485 2016 0421 M2
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This document is a Web version of SGS certificate for electronic use
exclusively. It shall only be available by clicking on SGS Certification Mark
which has been posted on Your website. It shall not be printed in anyway.
This document is copyright protected. No content or appearance may be

reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.
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Certificate US06/70274.00, continued

Galt Medical Corp. also trading as
Theragenics Costa Rica, LTDA

1ISO 13485:2016
EN ISO 13485:2016

Issue 10

Detailed scope

Design, manufacture and distribution of sterile and non-sterile
guidewires, introducers, introducer needles, catheters, dilators,
Hemostasis Valves and sterile, non-sterile kits for cardiovascular
and other percutaneous procedures. Manufacture of non-sterile
subassemblies for introducers and dilators.

Distribution of the guidewire manipulators.

Additional facilities

Multitenant #5 Calle 4, Zona Franca Coyol,100 metros al sur de Riteve,
El Coyol, Alajuela, Costa Rica
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This document is a Web version of SGS certificate for electronic use
exclusively. It shall only be available by clicking on SGS Certification Mark
which has been posted on Your website. It shall not be printed in anyway. Page 2 of 2
This document is copyright protected. No content or appearance may be
reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.




Certificate US06/70274.01

The management system of

Galt Medical Corp. also trading as
Theragenics Costa Rica, LTDA

2220 Merritt Drive,
Garland, TX, 75041, United States

has been assessed and cerfified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, manufacture and distribution of sterile and non-sterile
guidewires, introducers, introducer needles, catheters, dilators,
Hemostasis Valves and sterile, non-sterile kits for cardiovascular
and other percutaneous procedures.

Distribution of the guidewire manipulators.

This certificate is valid from 02 August 2021 until 07 November 2024
and remains valid subject to satisfactory surveillance audits.

Recertification audit due a minimum of 60 days before the expiration date
Issue 10, Certified since 07 November 2006

Multiple certificates have been issued for this scope
The main certificate is numbered US06/70274.00
The validity of this certificate depends on the validity of the main certificate.

Authorised by

SGS United Kingdom Ltd

Rossmore Business Park - Ellesmere Port - Cheshire - CHBE53EN LK
t +44 (0)151 350-6666 - f+44 (0)151 350-6600  www.sgs.com

21HC 13485 2016 0421
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This document is a Web version of SGS certificate for electronic use
exclusively. It shall only be available by clicking on SGS Certification Mark
which has been posted on Your website. It shall not be printed in anyway.
This document is copyright protected. No content or appearance may be

reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.
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Certificate US06/70274.02

The management system of

Galt Medical Corp. also trading as
Theragenics Costa Rica, LTDA

Multitenant #5 Calle 4, Zona Franca Coyol, 100 metros al sur de Riteve,
El Coyol, Alajuela, Costa Rica

has been assessed and certified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

For the following activities

Manufacture of non-sterile sub-assemblies for introducers and dilators
for cardiovascular and other percutaneous procedures

This certificate is valid from 07 November 2021 until 07 November 2024

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date
Issue 9. Certified since 07 November 2006

Multiple certificates have been issued for this scope
The main certificate is numbered US06/70274.00
The validity of this certificate depends on the validity of the main certificate.

Authorised by m
MANAGEMENT
SYSTEMS
SGS United Kingdom Ltd
Rossmore Business Park - Ellesmere. Port - Cheshire - CHE5 3EN - UK 0005
t +44 (0)151 350-6666  f +44 (0)151 350-6600 - www.sqs.com
21HG 13485 20160421
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This document is a Web version of SGS certificate for electronic use
exclusively. It shall only be available by clicking on SGS Certification Mark
which has been posted on Your website. It shall not be printed in anyway.
This document is copyright protected. No content or appearance may be

reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.




Certificate Number US19/819943298

The management system of

Galt Medical Corp.
also trading as
Theragenics Costa Rica, LTDA

2220 Meritt Drive, Garland, TX, 75041, United States

Facility idenfification number : F002875

has been audited against the criteria stated below and found to conform to those criteria for the scope
contained in this certificate

MDSAP (ISO 13485:2016)

Australia:

Therapeutic Goods (Medical Devices} Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) — Full
Quality Assurance Procedure [including design]

Brazil:

RDC ANVISA r. 16/2013 / RDC ANVISA n. 23/2012 RDC ANVISA n. 67/2008

Canada:

Medical Devices Regulations — Part 1 SOR 98/282

United States:

21 CFR820/21 CFR 803 /21 CFR 806/ 21 CFR 807 — Subparis Ato D

For the following activities and devices

See second page for the scope.

The certificate is valid from

Effective Date: 2021-11-08 until Expiry Date: 2024-11-07
and remains valid subject to satisfactory surveiilance audits.
Re certification audit due before 2024-09-14

Issue 2. Certified since 2019-08-05

Authorised by L Henderson
Business Manager

0&/’ OuSern

SGS United Kingdom Ltd

Rossmare Business Park, Efesmere Port, Cheshire, CH65 3EN,UK

t +44 (0)151 3506666 www.sgs.com

SGS United Kingdom Ltd is an MDSAP authorized auditing organization

MDSAP M2

Pagetof2

This document is issued by the Company subject to its General Conditicns of
Cerlification Servicas accessible at www.sgs.comferms_and_conditions him.
Alention is draw lo the limitations of fiabskty, indemnification and jurisdictional
issues astablished therain. The aulhenlicity of this document may be verified at
hiip:#www .sgs.com/enfsartified-gients-and-produnisieerdified-client-direstory.
Any unauthorized zlteration, forgery or falsifeation of the conlenl o appearance
ofthis document is unlawiul and offenders may be prossouted to lhe fillest
extenl of the law.

DSAP
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Certificate Number US19/819943298, continued

The management system of

Galt Medical Corp.
also trading as
Theragenics Costa Rica, LTDA

MDSAP (ISO 13485:2016)

fssue 2
Detaited scope

Design, manufacture and distribution of sterile and non-sterile
guide-wires, introducers, introducer needles,

catheters, dilators and sterile kits for cardiovascular

and other percutaneous procedures.

Distribution of the guidewire manipulators.

Adgitional facilities

Theragenics Costa Rica, LTDA
Multitenant #5.Calie 4, Zona Franca Coyol,190 metros al sur de Riteve,
El Coyol, Alajuela, Costa Rica

Dun & Bradstreet D-U-N-S identification number ; FO02874

Site specific scope:
Manufacture of non-sterile sub-assemblies for introducers and dilators
for cardiovascular and other percutaneous procedures.

M

CEWVICH SHNGEE ALUTIT PROGRAM

This docurnent is isstied by the Company subject to its General Cenditions of
Certification Services accessible af www.sgs.comierms_and_condilions him,
Adtenlion is drawn to the fimitalions of liabiity, indemnification and jurisdictional

issuies established therain. Tha auttsnlicily of this documant may be vetified at Page2oi2
hlip:Hwrww.sgs.com/entcartified-tients-and-productsivertfiad-client-directicy.
Any unauthorized altaralion, forgary or falsification of the conlent or appearance
of this document Is unlawful and offenders may ba proseeuted to the fullest
extent of the kaw.
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