
【Declaration,including the attached schedu|ei shou|d be printed on form as used for a Declaration of()onformity
per manufacturer’ s QMs(e,g.manufacturer’ s letterhead)

Manufacturer’s Declaration

in relation tO Regulation(EU)2023′ 607 arnending lRegulations(EU)2017′ 745 and(EU)2017′ 746 as regards the

transitional provisions for certain rnedica|devices and in vitro diagnostic rnedical devices,in particular with respect

to

the validity of Certificates issued under Counci| IDireCtive 90/385/IEE三 C on ACtive lrnplantable Medical

Devices(AIMDD)or Council DireCtive 93/42/EEC on |Medica| Devices(MDD) (Directive CemfiCates)

and/o/

the conlplianCe.of the devices and us as their rnanufacturer with the conditions for the continued placing

on the rnarket and putting into senrice

1 The】
rst condition is not applicable in case of devices for which the Conformity assessment procedure pursuant tO MDD did not require the

inVolvement of a notIfed body,for which the deClaration of conformity was drawn up priorto 26 May 2021 and for which the conforrnity

assessment procedure pursuant to this IRegulation requires the involvernent of a notined body.

'
`

lu

Manufacturer name

W叫 iang City shenlong Medical Health Product Co,Ltd

Manufacturer address and contact details
Giangzi Cun,shenta,Lili TOlw.n,WuJiang District,suzhou,215213 Jiangsu,China.

single Registration Number(SRN)(if

available)

CNˉ MFˉ000017191

Authorised Representative name(if applicable) Caretechion GmbH

Authorised IRepresentative address and contact detai|s Niederrheinstr.71

40474D0sseldo汀 ,Germany

single Registration Number(SRN)(if available) DE-AR-000005946

NOtined body nanne(if applicable)
TUV.Rheinland LGA Products CmbH

NOtined body nun1ber(if applicable)
0197

Directive Certficate number(s)

to WhiCh this Confrmation is made(if applicable)
DD 60136869 0001

Disposable Acupuncture needles
Disposable Press needles
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IDeclaration9 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)

(:)riginal expiry date as indicated on the lDirective Certificate prior to

the exiension ofthe Validity(if applicable)
2024-01-17

End date of extended validity`transition period
2028-12ˉ 31

VVe,as the manufacturer declare under our so|e responsibility∶

·  for the above listed Directive Certificate(or see attached schedule,if mlultiple certificates)the conditions
forthe|egal extension of validity as required in Amcle日 2o,2 ofthe MDR are met ar,d)0`

·  the listed device(s)in the attached schedule and we as their manufacturer are in compliance with the
conditions|isted in Article 120.3c Ofthe MDR for continued placing on the rnarket and putting into serviCe,

namely by fuln||ing the foIIOwing conditions∶

>·  Directive Certificate(s)as listed above orin the attached schedule

·  Directive Certificate(s)cOvering the listed device(s)was/w.ere issued after 25 May 20日 7,Was/were valid on
26R`lay 2021 and have not been、″ithdraWn aften″ ards.

C`,oose app`Jcab`e sfafeJme刀 fsf

EI Expired before 20 March 2023∶

/ `
刀l ⅣBefore the original date of expiry as indicated on the Directive Cert雨 cate(s),w.e and the notified
body have signed written agreement(s)in accordance with seCtion 4.3,second subparagraph of

Annex Vll to this Regulation for the conformity assessment(s)in respect of the deVice(s)COvered

by the expired certincate(s)orin respect of a device(s)intended to substitute thatrthose device(s),

or

EI A Competent Authority has granted a derogation frorn the applicable conforlη ity assessrnent

procedure in accordance with Article 59(1)MDR(may be provided upon request),or

□ A Competent Authority has required the manufactureF,in accordance with Amcle 97(1)MDR,to

carry out the applicable confor· mity assessment procedure(may be provided upon request)

C`IOose one oF的 e fo″owing sfafemenfs o″ ry r a denogafFOn per ArrFcre 59rf丿 or a req‘ Jim.menf per
Arficre 97r1丿 乃as bee″ granfed by a Cornperenf Aufho历 it/f
/  j
哐Z′ ⅣFOrrnal app|ication(s)to the notifed body in accordance with section 4.3,first subparagraph of

Annex VII MDR for Conformity assessment has/have been made or wiII be madersubmitted by us

to a notined body no later than 26 May 2024 forthe device(s)listed in the attached schedule or

its`their substitute(s)and signed wriuen agreelment(s)is`will be in place in accordance with section

4.3,second subparagraph ofAnneX VII MIDR before 26(septennber 2024,

□| 、

`Ve do notintent to|odge an application for conformity assessment by 26 May 2024,therefore thetransition period、″illend on 26 May 2024.

2 The nrst condition is not applicable in case of devices for which the Conforrnity assessment procedure pursuanttO MDD did not require the

inVolVement of a notifed body,for which the deClaration of conformity was drawn up priorto 26 May 2021 and for which the conformlty

assessrllent procedure pursuantto this Regulation requires the involven1ent of a notined body
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>

IDec|aration,including the.attached schedulei should be printed on form as used for a lDeclaration of ConfoFmity
per manufaCturers QMs(e.g,manufacturers letterhead)

EI IExpiredrexpires a仔 er20 March 2023∶

C:力oose one aop`Jcabre srafe刀 口e刀″

Ey wF。 rrnal application(s)to the notined body in aCCordance with(section 4.3,first subparagraph of

Annex VII MDR for Conforrnity assessment has`have been made or will be madersubmitted by us

to a notified body no|ater than 26 May 2024 forthe device(s)|isted in the attached schedu|e or

its/their substitute(s)and signed、″ritten agreement(s)is/`″ i||be in place in accordance、 ″ith(seCtion
4.3,seCond subparagraph of Annex VII MIDR before 26(september 2024.

El We.do not intent to lodge|ian application for conformity assessment by 26 May 2024,therefore the

transition period、″il|end on 26 1`lay 2024.

lJlpclassified devices

In case of devices for which the Conformity assessment procedure pursuant tO MDD did not require the

involvem(ent of a notified body,for which the declaration of conformity was drawn up priorto 26 May 2021 and

for which the Conformity assessment procedure pursuant to this Regulation requires the involvement of a

notified body∶

(3)为oose orle alpp`Jcab`e sfafe刀 口er,&

` j
U vFOrmal application(s)to the notined body in accordance with seCtion 4.3,f话 t subparagraph of Annex

Vll MDR for Conformity assessment has`have been made or will be madersubmitted by us to a notified

body no laterthan 26 May 2024 forthe device(s)listed in the attaChed schedu|e orits/their substitutes

and signed written agreeITlent(s) isrwill be in plaCe in accordance with section 4.3, second

subparagraph of.A.nnex``lllVlDR before 26 septe1Tiber 2024.

El VVe do not intent to lodge an app|ication for conforrnity assessrnent by 26 RⅡ ay 2024, therefore the

transition period、 ″ill end on 26 May 2024.

Qualio management systeml(Qms)

Choose or,e app`jcabre sfafen,er,付

121 WA QMS in accordance with Amcle 1o(9)MDR will be putin p|ace by nolaterthan 26 May 2024.

□ A QMs in accordance with Amcle 1o(9)MDR is in place.
E1 .A notifed body has issued the attached certilcate forthe MDR-compliant QMs.

Device(s)as listed in the a1比 aChed schedule

· The device(s)cOntinue to comply with the AIMDD Or MDD.

o  ·There are nc)significant changes in the|design and intended purpose.
0  ·The device(s)do not present an unacceptable risk to hea|th or safety of patients,users or other persons,
orto(Other aspects ofthe.protection of public hea|th.

signed for and on behalf of

FuII Company Name  Wujia Hea|th Product Co” Ltd

LOcation&Date  suzhou,2023/08/15

呷”吧

0J0口

)

>

signature,Print Naf了 le,

1559223/1539028832@qq.cor丫 l

` 
。

阢 叱̀'ˉ

TitleContact Details(atleast e【 Tlail)1
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