Declaration, including the attached schedule, should be printed on form as used for a Declaration of Conformity
per manufacturer's QMS (e.g. manufacturer’s letterhead)

Digitally signed by Cobzari-Turcan Rodica
Date: 2025.07.24 12:56:34 EEST

Manufacturer’s Declaration:ason: Moldsign Signature

Location: Moldova
MOLDOVA EUROPEANA |

in relation to 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, in particular with respect
to

e the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive Certificates)
and/or’

o the compliance of the devices and us as their manufacturer with the conditions for the continued placing
on the market and putting into service

Woujiang City Shenlong Medical Health Product Co., Ltd.
Manufacturer name

Gangzi Cun, Shenta, Lili Town, Wujiang District, Suzhou, 215213 Jiangsu, China.
Manufacturer address and contact details

Single Registration Number (SRN) (if CN-MF-000017191
available)
Authorised Representative name (if applicable) Caretechion GmbH
Authorised Representative address and contact details Niederrheinstr. 71

40474 Dusseldorf, Germany
Single Registration Number (SRN) (if available) DE-AR-000005946

Notified by name ([rappileabie) TUV Rheinland LGA Products GmbH

Notified body number (if applicable) 0197

Directive Certificate number(s)

to which this confirmation is made (if applicable) B0 8fi.06R63 GO

Disposable Acupuncture needles
Disposable Press needles

1 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity
assessment procedure pursuant to this Regulation requires the involvement of a notified body.
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Declaration, including the attached schedule, should be printed on form as used for a Declaration of Conformity
per manufacturer's QMS (e.g. manufacturer’s letterhead)

Original expiry date as indicated on the Directive Certificate prior to
the extension of the validity (if applicable)

2024-01-17

End date of extended validity/transition period

2028-12-31

We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the conditions
for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

e the listed device(s) in the attached schedule and we as their manufacturer are in compliance with the
conditions listed in Article 120.3c of the MDR for continued placing on the market and putting into service,

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

» Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were valid on
26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:

O Expired before 20 March 2023:

m’ VBefore the original date of expiry as indicated on the Directive Certificate(s), we and the notified

O

O

body have signed written agreement(s) in accordance with Section 4.3, second subparagraph of
Annex VII to this Regulation for the conformity assessment(s) in respect of the device(s) covered
by the expired certificate(s) or in respect of a device(s) intended to substitute that/those device(s),
or

A Competent Authority has granted a derogation from the applicable conformity assessment
procedure in accordance with Article 59(1) MDR (may be provided upon request), or

A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR, to
carry out the applicable conformity assessment procedure (may be provided upon request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement per
Article 97(1) has been granted by a Competent Authority:

Q/ \Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of

Annex VII MDR for conformity assessment has/have been made or will be made/submitted by us
to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule or
its/their substitute(s) and signed written agreement(s) is/will be in place in accordance with Section
4.3, second subparagraph of Annex VII MDR before 26 September 2024.

We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024.

B The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity
assessment procedure pursuant to this Regulation requires the involvement of a notified body
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Declaration, including the attached schedule, should be printed on form as used for a Declaration of Conformity
per manufacturer's QMS (e.g. manufacturer’s letterhead)

O Expired/expires after 20 March 2023:
Choose one applicable statement:

VFormal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VIl MDR for conformity assessment has/have been made or will be made/submitted by us
to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule or
its/their substitute(s) and signed written agreement(s) is/will be in place in accordance with Section
4.3, second subparagraph of Annex VII MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024.

» Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and
for which the conformity assessment procedure pursuant to this Regulation requires the involvement of a
notified body:

Choose one applicable statement:

@/ VFormal application(s) to the notified body in accordance with Section 4.3, first subparagraph of Annex
VIl MDR for conformity assessment has/have been made or will be made/submitted by us to a notified
body no later than 26 May 2024 for the device(s) listed in the attached schedule or its/their substitutes
and signed written agreement(s) is/will be in place in accordance with Section 4.3, second
subparagraph of Annex VII MDR before 26 September 2024.

00 We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024.

> Quality Management System (QMS)

Choose one applicable statement:

VA QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
O A QMS in accordance with Article 10(9) MDR is in place.
O A notified body has issued the attached certificate for the MDR-compliant QMS.

> Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other persons,
or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:
Full Company Name  Waujiang City Sheplong Medical'Health Product Co., Ltd.
Location & Date  Suzhou,2023/08/15

Signature, Print Name, 7’% T

TitleContact Details (at least email)15301559223/1539028832@qq.com

Page 3 of 4



¥ Jo y abed

(anoqe

pauyap se aq pjnoys )i 9dods susuab e sey ajeoyad sy} i Ajuo pue ‘ejedyIad 8y} Ul Se 8q PINoys uolesylusp! sy} (s)sieoyiad aaW/AdNIV Yim SeoIAep 1o}

L6L0/HqWD L610/HqWD
S}0Npoid vOT | sidonpold vo1
puejuiayy puejuiayy 1000 S3|paau ssaid
/ 1£-21-8202 ANL ADL L1-10-zoz | 6989€109 aa a|qesodsiq
L6L0/HqQWID L610/HQWO
s]oNpoid VO | SIInNpoid VOl s9|pasu
puejuiayy puejuiayy 1000 ainjoundnoy
/ 1£-21-8202 ANL ANl L1-10-zoz | B989€L09 aa a|qesodsiq
(s1qeaidde ji) (eiqeoiidde y)
paubis (siqeoydde y) Aypijea (siqeonidde 1)
Joesju09/pabpoj 9)eolIM9) | 8Y) JO UOISUdIXd apew (laquinu enBojejes
sem uoinjesjdde aAIdaNQa ay} oy soud SI UoIjewWUOD 10 |9POW S2IASP
Haw 2w ay} panssi (s) @yeayia SIY) YdIym 0} | sweu dnoubyAjwey
(sjgeondde y1) pouad uonisues) | alaym Jaquinu jey} Jaquinu | aAldaIIg Y} Uo (s)laquinu ‘swieu aoInep “6°9)
(s)ooinaqg | | AypijeA papuaixa pue aweu pue aweu | pajesipul se ajep ajesliuen «(s)os1Aap ay)
ajnjlisqns J0 3jep puz Apog payioN Apog payiioN Axndxa jeuibuo aApoalla J0 uoneoyuap|

:$801A9p BUIMOJ|0) BY) JO} PIjEA SI uoleIe|Da( S Jainjoeinuely anoqe ay |

S921A9( JO 9|Npayos

(peaylape| s Jainjoejnuew
‘6°8) SIND SJainoenuew Jad Ajwiojuo?) Jo uoiele|0a(] . 10} pasn se wioy uo pajuud ag pjnoys ‘sinpayos payoeje ayy buipnjoul ‘uonese|oaq




		2025-07-24T12:56:34+0300
	Moldova
	MoldSign Signature




