AMTIVO
CERTIFICATE OF REGISTRATION

The management system of certificate number 264267

Biomerics FMI

1605 Enterprise Street, Athens, TX, 75751, USA

has been assessed and certified as meeting the requirements of:

ISO 13485: 2016

Contract Manufacturing of Urological Products including Balloon Catheters, Stents, Components, and Urological Access Devices;
Balloon Catheters including PTA, Angiography, Aortic, and Components; Drainage Catheters; Diagnostic Catheters Gastrointestinal
Accessories and Insertion Tubing; Extruded and Molded Components; ENT and Access Devices; Packaging from Bulk Non-Sterile to

Sterile Final Packaging

Further clarifications regarding the scope of this certificate and the applicability of requirements may be obtained by consulting the certifier.

AﬁAB Initial certification:Thursday, June 4, 1998

Current cycle start: Tuesday, April 23, 2024

ANSI National Accreditation Board

ACCREDITED Latest issue: Thursday, April 23, 2025
MANAGEMENT SYSTENS EXpII'y date: Thursday, Aprll 22, 2027

Subject to annual assessments.

Certification structure: Multi Site

Authorized by

Mike Tims
Chief Executive Officer

amtivo.us

Certificate issued by Amtivo (USA) Inc.
Certification is conditional on maintaining the required performance standards throughout the certified period of registration.




AMTINVO

Expiry Date: Thursday, April 22, 2027 Certificate Number 264267

Locations covered under certification:

» Biomerics FMI (Overall Certification)
1605 Enterprise Street, Athens, TX, 75751, USA
Contract Manufacturing of Urological Products including Balloon Catheters, Stents, Components,, and
Urological Access Devices; Balloon Catheters including PTA, Angiography, Aortic,and Components;
Drainage Catheters, Diagnostic Catheters; Gastrointestinal Accessories and \nsertion Tubing; Extruded
and Molded Components; ENT and Access Devices, Packaging from Bulk Non-Stevile to Sterile Final
Packaging

* Biomerics FMI
1605 Enterprise Street, Athens, TX, 75751, USA
Location Scope: Balloon Catheter Assembly, Pusher Assembly, ENT Devie Assembly, Parts Crib, QC, Labeling, Packaging,
Boxing, Balloon Blowing and Assembly, Offices, Warehousing
« Biomerics FMI
1700 Enterprise Street, Athens, TX, 75751, USA
Location Scope: Gastrointestinal Device Assembly, Engineering Lab, Offices, Machine Shop
* Biomerics FMI
1702 Enterprise Street, Athens, TX, 75751, USA
Location Scope: Administrative Offices
* Biomerics FMI
1704 Enterprise Street, Athens, TX, 75751, USA
Location Scope: Stent and Urological Device Coating and Assembly, Diagnostic Catheter Coating and Assembly, ENT

Device Assembly, Molding, Extrusion, QC, Labeling, Packaging, Boxing, Warehouse Parts Crib, Receiving-All Received in
Goods come to this location

amtivo.us

Certificate issued by Amtivo (USA) Inc.
Certification is conditional on maintaining the required performance standards throughout the certified period of registration.
Amtivo (USA) Inc, 7502 W. 80th Avenue, STE. 225 Arvada, Colorado 80003-2128, USA.



