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The following items for safety confirmation during product 
development have been checked and judged to be marketable.

1

The product complies with relevant standards and, if necessary, guides, 
existing scientific knowledge and research, and so on.｛e.g., standards in 
the destination (if no standard is available, relevant international standard), 
toys or medical standards｝

OK

Applicable standards:
EN 55032:2015+A1:2020
EN 55035:2017+A11:2020
EN IEC 61000-3-2:2019+ A1:2021
EN 61000-3-3:2013+A1:2019+A2:2021
EN 62479:2010
EN 62368-1:2014 + A11:2017
ETSI EN 303 340 V1.2.1
ETSI EN 303 372-2 V1.2.1
ETSI EN 300 440 V2.2.1
ETSI EN 301 489-1 V2.2.3
ETSI EN 301 489-3 V2.3.2
ETSI EN 301 489-17 V3.2.4
ETSI EN 300 328 V2.2.2
ETSI EN 301 893 V2.1.1
EN 50663:2017
EN 50665:2017
EN 50564:2011
EN IEC 62311:2020
Commission Delegated Regulation (EU) 2021/340
Commission Regulation (EU) 2021/341
Commission Regulation (EU) 2019/2021
Commission Delegated Regulation (EU) 
2019/2013
Regulation (EC) 1907/2006
Regulation POP (EC) 2019/1021
GS specification AfPS GS 2019:01 PAK
BS 1363-1: 2016+ A1:2018
ETSI EN 303 645

3

There are any non-conforming items in No. 2, it is confirmed that such risks 
are considered to be acceptable by the PSPTA method or other methods. -

2

There are not any items of non-conformity in the assessment for known 
risks (confirmation of conformity with "Company-wide Safety Engineering 
standards).

NO

No Items Judge Remarks
Items for known risks. Check if…

not exist

risks of harm to diverse users (children, elderly, disabled, pregnant, etc) 
;

【Reference】Examples of guide words:
falling down,falling over/objects getting stuck to ears, nose, etc/
bumping into something/drowning/cut,stab/
pinch,caught in something/bite,sting/burn

not exist

Items for unknown risks. Check if…

its design, features, composition, packaging, instructions for assembly 
and use and maintenance that differ from convention models; not exist

2)

the impact of gender differences on health and safety
 (e.g., differences of gender/physical size/muscle strength, etc.); not exist

pottencially be placed in the mouth, sucked or ingested by consumers, 
especially by children, where a product resembles foodstuff or is likely 
to be confused with foodstuff due to its appearance, packaging, or 
characteristics and so on;

not exist

potential for use or touch by children although the product neither 
designed nor intended for use by children, but is interest to use because 
of its design, packaging or characteristics;

not exist

the impact of the evolving, learning and predictive functionalities (like AI 
capabilities), if any;

not exist

others; not exist

4

6)

7)

3)

4)

5)

There are not any new or reasonably foreseeable risks, other than No. 2, related 
to…

1)

the effect on other products, where it is reasonably foreseeable that the 
product will be used with other products, including the interconnection 
of those products;



Items for unknown risks. Check if…

8

When required by the nature, the product have the appropriate 
cybersecurity features necessary to protect the product (against external 
influences, including malicious third parties, where such an influence might 
have an impact on the safety of the product, including the possible loss of 
interconnection)

OK

9

The evidences (including 6) related to the confirmation of conformity to 
safety technical standards and risk assessment is documented, stored, and 
readily available when requested. (It can also be stored as document data). OK

7
Necessary cautions and warnings are property indicated. (including 
adequacy of indication of suitable ages for children) OK

5
There are risks related to No.4 and they are comfirmed to be acceptable by 
PSPTA method or other methods. -

6
There is no risks related to No.4 and there also documentation to judge 
so.(e.g., risk assessment chart, minutes, etc.) ○




