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Note: All records must meet the requirements of Good Writing Practice OIQA-027

Carlisle Medical Technologies (Dongguan) Co., Ltd.

No.2, Qiaolong Road, Xinhu Industrial Park Dengwu Village, Qiaotou Town, Dongguan City, Guangdong, PR China 523533

Carlisle Medical Technologies certifies the product being
provided meets applicable specifications listed above having the
test results and materials listed below and has been
manufactured in accordance with 1SO 13485:2016 Quality
System requirements and FDA current Good Manufacturing
Practices 21CFR Part 820.
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TEST PROCEDURE AND REVISION

Hi-pot FHEHIiA, | 1000VAC/0.25mA

NAME OF TEST SPECIFICATIONS OF TEST *OR*
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Continuity AWK | No open ornoshort.

o Inéufatidn résistance %%%Bﬁ 100Mohm/DCSVOOVVW -
CABLE COMPONENTS MATERIAL SPECIFICATIONS
A A1 AR
Cable | Material PU
Plug | ECG plug, nontoxic PVC 90+/-5 shore A
Block | Material PU 60+/-5 shore A
Housing of connector | Material PVC 90+/-5 shore A
Connector/snapper | Stainless steel
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conveyed in any way or for any purpose without the prior written consent of Carlisle Medical.
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Note: All records must meet the requirements of Good Writing Practice OIQA-027

Carlisle Medical Technologies (Dongguan) Co., Ltd.
No.2, Qiaolong Road, Xinhu Industrial Park Dengwu Village,
Qiaotou Town, Dongguan City,
Guangdong, PR China 523533

Carlisle Medical Technologies certifies the product identified above has been manufactured in
accordance with the following requirements:
Restriction of Hazardous Substances Directive European Union Regulation [check those that apply)
X RoHS 2.0 Directive 2011/65/EU and its amendments (EU)2015/863

Registration, Evaluation, Authorization, and Restriction of Chemicals [check when it applies]
[J REACH European Union Regulation (EC) 1907/2006
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