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FDA Declares | General Wellnessl Devices Exempt From Regulations

Posted 28 July 2016 By Michael Mezher

The US Food and Drug Administration (FDA) on Thursday finalized guidance saying that it does not plan to review
low-risk "general wellness products'™ such as wearable fitness monitors or sleep trackers and will not require
them to comply with premarket and postmarket regulatory requirements.

Under the guidance” such products are exempt as long as they "are intended for only general wellness usel
and present a low risk to the safety of users and other persons."

As in the draft guidance” FDA defines general wellness products to be those with

an intended use thatl s related to maintaining or encouraging a general state of health or a healthy activity
or an intended use that relates to the role of healthy lifestyle with helping to reduce the risk or impact of certain
chronic diseases or conditions and where it is well understood and accepted that healthy lifestyle choices may play
an important role in health outcomes for the disease or condition.

With these definitions FDA has kept in line with its previous guidance on other health and wellness products’
such as mobile medical applications and exercise equipment” where depending on the product®s intended use” it
could fall under FDA regulations.

Under the first category a manufacturer would not be able to make any specific claims about their productsl
ability to impact diseases or conditions. For example” FDA says manufacturers could say their product can be used
to help with weight management but may not claim the product can treat or diagnose obesity.

However” as FDA Law Blog pointed out in their coverage of the draft guidance last year the second category
appears to give manufacturers some leeway to make specific references to diseases or conditions while remaining
outside FDA"s purview

"The significance of this is that the manufacturer may say more about the product than it merely helps achieve
a healthy lifestyle or may help aid inweight loss. It can then link those outcomes to potential benefits with specific
disease states’ implying that the product itself may’ to a certain extent help mitigate or reduce the risk of
those disease states."

In this category’ FDA says manufacturers could say their product is intended "to promote” track and/or
encourage choice(s)” which as part of a healthy lifestyle® may help to reduce the risk of [or may help living
well with] certain chronic diseases and conditions."

For example” FDA says a manufacturer could market a product that promotes physical activity and make the claim

that the product "may help reduce the risk of high blood pressure."
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KDB643646 D01 3 SAR

SAR
Passive body-worn and audio accessories generally do not apply to the head SAR of PTT radios. Head SAR is measured
with the front surface of the radio positioned at 2.5 cm parallel to a flat phantom. A phantom shell thickness of
2 mm is required. When the front of the radio has a contour or non-uniform surface with a variation of 1.0 cm or

more, the average distance of such variations is used to establish the 2.5 cm test separation from the phantom.



4" > 6.0 W/kg, test all required channels for that antenna

57 for the remaining channels that cannot be excluded in (2) and (3), which still require consideration, the

3.5 W/kg exclusion in (1) and 4.0 W/kg exclusion in (2) may be applied recursively with respect to the
highest output power channel among the remaining channels; measure the SAR for the remaining channels that
cannot be excluded

~ 67 if an immediately adjacent channel measured in (3) or a remaining channel measured in (5) is > 6.0 W/kg,

test all required channels for that antenna
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http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2016459-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2016460-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2016461-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2016842-2016%27
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http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2016896.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2016935.6-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2017885-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2017948.4-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2017948.5-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2017948.7-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2018509-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2018737.7-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2018737.9-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2018802.21-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2018802.31-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2019040-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2019355.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2019355.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2019355.3-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2019436.4-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2019749.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020041.25-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020140-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020290-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020341-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020343-2016%27
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http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020408-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020448.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020833.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020833.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2020835-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2022715-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2023724.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2025774.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2031052.7-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2031052.10-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2031897.201-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2031897.201-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032469-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032471-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032472-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032473-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032474-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032475-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032476-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032477-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032478-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032479-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032480-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032481-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032482.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032483.3-2016%27
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http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032484-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032485-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032486-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032487-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032499-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2032500-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2032501-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032502-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032503.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032504-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032505-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032506-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032507-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032508-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032509-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032510-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032511-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032512-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2032513-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032514.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032514.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032514.3-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032514.4-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032514.5-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032515-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032516-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032517-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032518.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2032519.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2032519.2-2016%27
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http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/Z%2032519.3-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032520-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032521-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032522-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032523-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032524.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032524.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032525-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032526-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032527-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032528-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032529-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032530-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032531-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032532-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032533-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032534-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032535-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032536-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032537-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032538.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032538.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032539-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032540-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032541-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032544-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032556.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032556.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032556.3-2016%27
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http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032557.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032557.2-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032558-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032566-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032567-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032620.1-2016%27
http://www.sac.gov.cn/SACSearch/search?channelid=97779&templet=gjcxjg_detail.jsp&searchword=STANDARD_CODE=%27GB/T%2032620.2-2016%27

