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Certificate of Compliance
Certificate: 80152623 Master Contract: 303299

Project: 80193190 Date Issued: 2024-06-12

Issued to: Seegene, Inc.
Taewon Bldg., 91, Ogeum-ro, Songpa-gu
Seoul, 05548
South Korea

Attention: Jaewoong Chung

The products listed below are eligible to bear the CSA Mark shown with adjacent
indicators 'C' and 'US' for Canada and US or with adjacent indicator 'US' for US

only or without either indicator for Canada only.

PRODUCTS

Class 8721 06 ELECTRICAL LABORATORY EQUIPMENT - Electrical Laboratory Equipment
Class 8721 86 ELECTRICAL LABORATORY EQUIPMENT - Certified to US Standards

 

Plate handler accessory only for Seegene STARlet, Model: AIOS, 
Rated 200-240 V~, 50/60 Hz, 2.4 kVA.

 

Notes: 

1. The above model is detachable cord, Equipment Class I, Pollution Degree 2, Overvoltage Category II.

2. Mode of operation: Continuous

3. Environmental Conditions: Normal: 15 °C to 30 °C, 15-80 % RH, 2 000 m max.
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APPLICABLE REQUIREMENTS

CSA C22.2 No. 61010-1-12, UPD1:2015, UPD2:2016 AMD1:2018 - Safety requirements for electrical equipment for measurement,
control, and laboratory use — Part 1: General requirements...

UL 61010-1 3rd ed (Rev. Nov 21, 2018 - UL Standard for Safety Electrical Equipment For Measurement, Control, and Laboratory
Use; Part 1: General Requirements - Third Edition; Including Revisions through November 21, 2018...

CAN/CSA C22.2 No. 61010-2-101:19(Third Edition) - Safety requirements for electrical equipment for measurement, control and
laboratory use — Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment - Third Edition

UL 61010-2-101, 3rd Edition, Rev July 31, 2019 - UL Standard for Safety Requirements for Electrical Equipment for Measurement,
Control and Laboratory Use – Part 2-101: Particular Requirements for In Vitro Diagnostic (IVD) Medical Equipment - Third Edition

Conditions Of Acceptability

1. Equipment is only to be installed by manufacturer trained personnel.

2. If at any time there is a conflict between the system safety provisions and any relevant local (national or regional) requirements, the
local requirements always take precedence.

3. Equipment is not to be used with flammable liquids.
4. The device (Model: AIOS) is intended for use in other equipment where the suitability of the combination is to be determined in the

end use application. The evaluation scope is the result of certifying only the AIOS Main Unit. However, the test was conducted by
receiving a Monitor, PCR instrument, Plate Sealer and Automatic Pipetting Workstation from the customer. Related equipment are
composed of North American certified products.
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Notes:

Products certified under Class(es) C872106 have been certified under CSA’s ISO/IEC 17065 accreditation
with the Standards Council of Canada (SCC). www.scc.ca 
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Supplement to Certificate of Compliance

Certificate: 80152623 Master Contract: 303299

The products listed, including the latest revision described below,
are eligible to be marked in accordance with the referenced Certificate.

Product Certification History

Project Date Description

80193190 2024-06-12 NRTL update project(#80152623): Changed component, power rating and external enclosure
design, and added components.

80152623 2023-04-26 Plate handler accessory for Seegene STARlet, Model: AIOS.
(C/US) (CAN/CSA C22.2 No. 61010-1-12, UPD1: 2015, UPD2: 2016, AMD1: 2018 ,
CSA C22.2 No. 61010-2-101:2019, UL 61010-1, 3rd edition (2012), AMD1: 2018, UL
61010-2-101 3rd)
(Related Factory ID: 6016290)
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