Certificate Number US19/81841364
The quality management system of

Opti Medical Systems, Inc.
235 Hembree Park Drive, Roswell, GA, 30076 United States

Facility identification number : F003086

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

MDSAP(ISO 13485: 2016)

Therapeutic Goods (Medical Devicas) Regulations, 2002; Schedule 3 Part 1 (excluding Part 1 6) FuII
Quality Assurance Procedure [inchading dalgn]

RDC ANVISA n. 16/20137 RDC ANVISA 0. 23/2012 / RDC ANVISA n. 67/2000
Canada:

Medical Devices Regulations —Part 1 SOR 98/262

Japan:

MHLW Ministerlal Ordinance 169, Article 4 to Articie 88 / PMD Act

United States:

21 CFR 820/ 21 CFR 803/ 21 CFR 806/ 21 CFR 807 - Subparts A to D

For the following activities and devices

Deslgn, development, manufacturing (including contract manufacturing),
servicing and distribution of in-vitro diagnostic devices, test kits, reagents,
analyzers and software used in diagnosis and management of blood anaiytes,
blood components, blood gases, coagulation, clinical chemistry,

and infectious disease.

This certificate is valid from

Effective Date: 2022-01-24 until Expiry Date: 2025-01-23
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 2024-12-06

Issue 2. Certified since 2019-01-24

Authorised by LHenderson
Business Manager

; wde

$GS United Kingdom Lbd
Rossmore Business Park, Eliesmere Port ,Cheshire, CHES 3EN,UK
t-+44 (D151 3506666 www.sgs.com

SGS United Kingdom Ltd ks an MDSAP authorised auditing organization
SGS MDSAP 1116
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This d i# issuad by the Company subjac 1o its General Conditions of
Conrtificabion Sdmesaoomm & www.sgs.comAarms_and_condilions.him.
Abention i deawn Lo the limilations of Kabikly, indemeibcation and juristheBonal
issues d thersin. The asuthenticily of this & i may be vedfied at
htip:Jiwvew 505 ML_-"—*-—-' ducisbertifiad-chent-dreciory.
Any horized altecation, forgery or falsi ofhommuwm
of this d is unlawfl and offenders may be d b the kflest

axianl of the law.




