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OMmRON

Certificate

Herewith we, OMRON HEALTHCARE Co., Ltd. certify the blood pressure monitors below are
substantially equivalent to BP765 (HEM-7311-ZSA)* with HEM-RML31 cuff which is clinically

validated employs the same algorithm as the predicate device for determining blood pressure.

® HEM-7270 (HEM-7270-AP)
® HEM-7270 (HEM-7270-IN)

*Hakuo Takahashi, Masamichi Yoshika and Toyohiko Yokoi. Validation of two automatic devices
for the self-measurement of blood pressure according to the ANSI /AA MI/IS 081060-2:2009
guidelines: the Omron BP765 (HEM-7311-ZSA ) and the Omron BP760N (HEM-7320-%). Vascular
Health and Risk Management 2015:11 49-53.

Very Truly Yours,

March, 11, 2019

,ﬁimém ﬂr’onpefﬁa/
L

Kazunobu Itonaga
General Manager
Product Development Department
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