
STATEMENT
Towhom it may concern,
Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607 amending
Regulations (EU)2017/745 and (EU) 2017/746 as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices.

Our company has confirmed the following in accordance with the regulation EU
2023/607，
 The expiration date of our company's CE certificate (please see ANNEX I) is

2023-05-01, which will expire after the effective date of Regulation EU
2023/607 on March 2023. and

 We has made a formal application to TUV SUD under Section 4.3, first
subparagraph of Annex VIl of MDR, which has been confirmed by the Agency.
(Please see Annex II)

 The devices covered by the formal application and the written agreement
mentioned above are identified in annex III.

 The above NB will continue to monitor and audit products covered by the
MDD certificate in accordance with regulatory requirements.

In accordance with all applicable provisions set out in Regulation EU 2023/607,
we have satisfied the relevant requirements for the automatic renewal of the
certificate validity of MDD and therefore we believe that the conformity of the
products contained in the annexes to this Declaration can be satisfied on an
ongoing basis.

Shenzhen JCR Medical Technology Limited Company
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过期证书作为附件I
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申请确认函作为附件II
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产品清单作为附件III





























Code Description

JIBPT-01-YP Regular disposable pressure transducers, Single-
channel,Abbott type

JIBPT-01-UT Regular disposable pressure transducers, Single-
channel,Utah type

JIBPT-01-EDW Regular disposable pressure transducers, Single-
channel,Edward type

JIBPT-01-MD Regular disposable pressure transducers, Single-
channel,Medex type

JIBPT-01-BD Regular disposable pressure transducers, Single-
channel,BD type

JIBPT-01-BL Regular disposable pressure transducers, Single-
channel,Bbraun type

JIBPT-01-PVB Regular disposable pressure transducers, Single-
channel,PVB type

JIBPT-01-USB Regular disposable pressure transducers, Single-
channel,USB type

JIBPT-01-MR Regular disposable pressure transducers, Single-
channel,Mindray type

JIBPT-E-01-YP E&type disposable pressure transducers, Single-
channel,Abbott type

JIBPT-E-01-UT E&type disposable pressure transducers, Single-
channel,Utah type

JIBPT-E-01-EDW E&type disposable pressure transducers, Single-
channel,Edward type

JIBPT-E-01-MD E&type disposable pressure transducers, Single-
channel,Medex type

JIBPT-E-01-BD E&type disposable pressure transducers, Single-
channel,BD type

JIBPT-E-01-BL E&type disposable pressure transducers, Single-
channel,Bbraun type

JIBPT-E-01-PVB E&type disposable pressure transducers, Single-
channel,PVB type

JIBPT-E-01-USB E&type disposable pressure transducers, Single-
channel,USB type

JIBPT-E-01-MR E&type disposable pressure transducers, Single-
channel,Mindray type


