
JIANGSU ZHENGKANG MEDICAL APPARATUS CO.,LTD
.2.-- -.\ tttr,il-:$iEfi2$ffiAlEA;]
(;*,,4,,.) edoress, Sanhekou,zhenglutown,changzhoucity,Jiangsu,china
\. ./ TEL: +86-519-88672658 FIXI +86-519-8867'1088

Manufacturer:

lRepresentatlve:

EC Declaration of Conlbrmitv

Jiangsu Zhengkang MedicalApparatus Co., LU
Sanhekou, Zhenglu town, Changzhou city, Jiangsu, china

Shanghai lnternational Holding Corp. GmbH (Europe)
Eiffeskasse 80, 20537 Hamburg,Germany

l-'roduct Name:
I\lodel Number:

Sterile hypodermic syringes for single use(with needle)
1ml zml 3ml sml 10ml 20ml 30ml 50ml 60ml
With the brand EuroMod

UMDNS Code: 13940

Classjfication (MDD, Annex lX): lla, rule 6

Conformity Assessment Route: Annex V.3

We herewith declare that the above mentioned products meet lhe ttansposilion into national lav,/, lhe
provisions of the following EC Council Oirectives and Standards. All supporting documentations are retained
under the premises ofthe manufacturer.

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93l42lEEC ot 14 June 1993 concerning medicsl devices
(MOD S3/42lEEC).

Standard Applied: See attached list of (harmonised - EN) standards for which documented evidence of
compliance can be Provided.

ReportNo.: 713335548

Notilied Body: TUV SUD Product Service GmbH, Ridlerstrabe 65, 80339,M0nchen, Germany

ldentilication number: 0123

(EC) Certificate(s): No. G2 073425 0008 Rev. 02

Expire date olthe certificate: 2024-05-26

Confirmation letter: CL 073425 0012 Rev, 00

lssue date ( of confirmation letter ):2024-05-21

End date of

Signature:

Name:

extended valid itv 2028-12-31

Songren. Xu

,Ult,,Iri g-H",fl ifi lFftt= tq n
Addressr Sanhekou,Zhenglu town,Changzhou city,Jiangsu,china

€it (TEt ) : +86-519-88672658 lt{ (FAX) : +86-51 9-88871 088

E-mail: info@china-zhengkang.com dll6 (ap Coae) : 2'13115

Position: GeneralManager
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TUV SUD Prcduct Service GmbH
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To whom it may concern,

confirmation of the status of a formal aPplication, written agreement, and aPproPriate surveil-

tance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the

following referenced as MDR) as regatds the transitional provisions for certain medical devices

and in vitro diagnostic medical devices.

Wth this tetter TUV SUD Product Service GmbH, designated under MDR and identified by the number

0123 on NANDO, confirms that we have received a formal application in accordance with section 4.3,

first subparagraph of Annex vll of MDR and has signed a written agreement in accordance with section

4.3, second Jubparagraph of Annex Vll of MDR with the above stated manufacturer with the following

Reference: 713335548

SRN Number:

SRN Number: CN-MF-000037484

The devices covered by the formal application and the written agreement mentioned above are identified

in the Tables below.
.TablelidentifiesthedevicesforwhichanMDRapplicationhasbeenreceived,writtenagreementcon.

ct;;;d a;; for which TUV SUD product Service cmbH is also responsible for appropriate surveillance of

the corresponding devices under the applicable Directive
- Table 2 identifieJthe devices for which an MDR application has been received and a written agreement

"on"ira"O. 
but TUV SUD product Service GmbH has !e! yet taken the responsibilaty for appropriate surveil-

lance ofthe corresponding devic€s under the applicable Oirective'

Telobn +4g 89 50084 747
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Jiangsu Zhengkang Medical Apparatus Co., Ltd.

Sanhekou, Zhenglu Town
2131 15 Changzhou City, Jiangsu
PEOPLE'S REPUBLIC OF CHINA
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For confirmation letter validity see www.tuvsud.com/os-cert?q=cert:CL 073425 0012 Rev. 00

On behalf of the Notified Body TUV SUO Product Service GmbH'

2024-05-21

ProduclServrce

lf devices covered by certificates issued under Directive 90/385/EEC (AIMOD) or Direclive 93l42lEEC
(MDD) that expired alle( 26 May 2021and before 20 March 2023, without having been withdrawn, this

letter also confirms that
- the manufacturer signed the written agreement under MoR by the date of MDD/AIl\ilDD certificate expiry; or

- provided evidence that a competent authority of a Member State had granted a derogation or exemption

irom the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article

97(1) of the MDR resPectivelY.

The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this

letter, subject to the manufacturer's continued compliance to the other conditions specified in Article 120

(3c) of MDR, are shown below:
. 26 May 2026lor Class lll custom-made implaniable devices
. 3,1 December 2027 for Class lll devices and Class llb implantable devic€s (except sutures, staples, dental

fillings, dental braces, tooth crowns, screws, wedges, plates' wires, pins, clips and connectors)

. 31 December 2028 for other Class llb devices, Class lla, Class I devices placed on the market in sterile

condition, measuring function
. 31 December 2028 for devices not requiring the involvement of a notifled body under MDD but requiring il

under MDR (e.g., class I devices that qualify as re-usable surgacal instruments)

we reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation

letter according to effort.

TUV SUO Product Service GmbH
Medical and Health Services

, ,|" '\

Mr. Jia Zhu
Conformity Assessment Responsible (CARE)

Claus Matthias Mumme
Application Reviewer

TUV SUD Product Service GmbH
Medical and Health Services

.-/)'



Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also re-

sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:

DeYi(e I

Infusron Sets tor Sinale Use

(with Needle)

seire 3 von 6

MDR Dcvic. cl.ssificstion

(as propos.d by th. msnu-

frctur.r rId v.rilicd during

.pplic.tion rcvicw)

tr Class lll
E Class llb implantable

(non-exempted)

O Class llb/Class ub im-

planlablc (exempted)

E] Class IIa

E Class I devices in sterilc

condrtion

D Class I devices with neas-

uring function

E Class III implsntable cus-

tom-made-device

tr Class lll
E Class Ilb implanhble

(non-excmpted)

E Class llb / Class IIb im-

plantable (exempted)

I Class lla

E Class I devices in sterile

E Class I devic€s with meas-

urin8 t'unclmn

tr Class lll implantable cus-

tom-madc-device

tr Class lll
E Class llb implantable

(non-cxcmpted)

tr ClEss llb / Class Ilb im.

plantable (exempted)

I Class I18

E Class I devaces in st.nle

condition

fl CI[ss I devices with meas-

uring function

E Class lll rmplantable cus-

tom-made-dcvice

! Class lll
E Class llb implantable

(non-exempted)

n Class llb /Class llb im-

plantable (exempled)

E Class tla

E Class I dcvices in sterile

condition

Ifrhe lll)R dtrice is ir sub\lilulc

der i(e, idtrlifi(rlion oflhc (orre"

rponding Ul)l)/.\l\Il)l) der ice

E N/A

8 N/A

tr N/A

Product Ser!rce

MDD/AIMDD C.rlificrtc R.fer-

.nc.(s) ofthe d.vi..s und.r MDR

rpplicrtion, rnd thc NB ld.naifi-

crtion
E Ccrtification as rbllows:

Cedificate #G2 073425 0008

Rev.02

NB# 0t2l

Dcvic. nInr. or Bssic t]Dl-
DI (under MDR rpplics-

rion)

Dei i(r 2

(Basic UDI -Dl

695112468101FZ)

(Basic UDI -DI

69sl12468201G6)

(Basic UDI -DI:

69s3 t246t30rGB)

El Certi fication as followsl

ccnificare #G2 073425 0008

Rev.02

N8# 0r23

E Ce(ification as follows:

cenificare #G2 073425 0008

Rev 02

NB#0l23

E Certification as follows:

Ceflificate #G2 073425 0008

Rcv.02

NB# 0l2l

Deri(e J

Disposable Sterile Hypodcr-

mic Needles

D$i((.1

Scalp vcrn Sets

(Bt6rc tJDl -DI:

695312468401GG)

E N/A

Slerilc I lypodcrmic Syringcs

Ior Singlc tlse (\!rlh Necdlc)



Seite 4 von 6

Devicr nrme or Brsic UDI-

Dl (undrr UDR rpplicr-
lion)

D.r ice 5

Sterile lnsulin Syringes lbr

Single Use

MDR Devic. (hssificrtion

(!s proposed by th. minlr.
frcturcr rod vc.ificd duriog

,pplicrtion review)

E Class I devices with meas'

uring function

E Class lll implantable cus-

tom-nade-d€vice

tr Class lll
E CIass IIb iInplantrble

(non-exempted)

tr Class llb / Class IIb im-

plantable (exemptcd)

I Class IIe

E Class I devices in stenlc

condition

E Clsss I devices with meas-

uring function

E Class lll implantable cus-

tom-made-devic!

E Class lll
E Class llb implarrable

(non-exemptcd)

E Class llb /Class IIb im"

plantablc (exempled)

B Clirss IIa

E Class I devices ill slerile

condrtion

E Class I devices \r ith ners-

urin8 f'unction

El Class III implanlable cus_

It lhe lllDR devir. is ri subslitotc

drvic.. id.ntificrlion of th. corr.-
sponding IIDD,\lllDD d.vi(e

Producl Serurce

MDD/AIMDD (lerlificrt. Refer-

rnc.(s) ofth. d.vic.s und.r lllDR

spplicrlior, rnd th. Ng ld.ntili-
crlion

(Basic UDI -Dl

695312468501GM)

(Basic UDI -Dl

69531246E601GS)

Deyice 6

Disposablc l ransfusion Set

(with Necdlc)

I Cenilication at follows:

Ccnificate #C2 073425 0008

Rev.02

NB# 0l2l

I Cenification as tbllows

Cenificate #C2 073425 000E

Rev 02

NB# 0123

8 N/A

X N/A



Seile 5 lon 6

Product Survrce

Table 2: Oevices covered by this lette, and for which TUv SUD Product Service GmbH is lgf re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Devicr nrme or Brsic UDI-

Dl (undrr MDR rpplica-
lion)

lllDR Dcvice cls$ificstion
(is propos.d bI lh. mrnu-

frclIrer rod v.rifird during

spplicrtion revirw)

E N/ANol {pplicrblc

Iflh. MDR devic. is, subltitul.
drvic., id.niilicrlior of th. corr.-
sponding MDD/AIltlDD dcvic.

8 N/A

MDD/AIMDD Certificstc R.f.r-
.rc.(s) oflhc d.vic.s und.r
IIIDR rpplicrlion, {nd rhc NB

Idcnlificrlion
E N/A
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Producl Servrce

Confirmation Letter Version History

Oat€

2024-05 27

TUv sUD P.oduct Service GmbH inter-

nalrefcrence traceable to each ve6lon

of the lette.

713335548 lnitialissue

SUD
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EC Certificate
Production Quality Assurance System
Directive 93/42lEEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or lll)

No. G2 073425 0008 Rev.02

Manufacturer:

Facility(ies):

Product
Category(ies):

Valid from:
Valid until:

The certification aody of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has imflemented a quality assurance syslem for manufacture and final inspection of the

respective devices / device categories in accordance with MDD Annex V. This quality assurance

sysiem conforms to the requirements of this Directive and is subject to periodical surveillance. For

marketing of class llb and lll devices an additional Annex lll certificate is mandatory. See also notes

overleaf,
Report No.: SH19612EXT01

Jiangsu Zhengkang Medical
Apparatus Co., Ltd.
Sanhekou, Zhenglu Town
2'13'115 Changzhou city, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Jiangsu Zhengkang Medical Apparatus Co., Ltd.
Sanhekou, Zhenglu Town,213115 Changzhou City, Jiangsu,
PEOPLE'S REPUBLIC OF CHINA

tnfusion Sets for Single Use (with Needle),
Sterile Hypodermic Syringes for
Single Use (with Needle),
Disposable Sterile Hypodermic Needles,
Scalp vein Sets,
Sterile lnsulin Syringes for Single Use,
Disposable Transfusion Set (with Needle)

201 9-1 1-13
2024-05-26
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Christoph Oicks
Head of Certification/Notified Body
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TUV SOD Product Service GmbH is Notified Body with identification no.0123

SUD

TUV SUD Product Service GmbH. Certification Body'RidlerstraBe 65'80339 Munich ' Germany TIT/@
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