
JIANGSU ZHENGKANG MEDICAL APPARATUS CO.,LTD
.,. - .-.\ il:,J$rhB{trri{*t&fiWz\Ej
(,'*,,:1r.,) Address, sanhekou,zhenglu town,changzhou city,Jiangsu,china
\ "-/ TEL: +86-519-88672658 FAX: +88-519-88671088

Manufacturer:

Repreaentative

Product Ns$e:

Modcl Number:

EC Declaration of Conformity

Jiangsu Zhengkang MedicalApparatus Co., Ltd
Sanhekou, Zhcnglu town, Changzhou city, Jlangsu, chlna

Shanghai lnternational Holding Corp. cmbH (Europe)
Eiffestrasse 80, 20537 Hamburg,GBrmany

Disposable Sterile Hypodermic Nccdles

0,4mm. 0.45mm, 0.5nm. 0.55mm, 0.6rnm. 0,7mm, 0.8mm ' 0.9mm ' I.0mn) .

1.2mm
With tho brand EuroMed

U\4DNS code: 13929

Classification (MDD, Annex lX): lla, rule 6
Conlormity Assessment Route:Annax V.3

We herewith declare that the above mentroned products meet thg transposition into national law, lhe
provisions of the following EC Council Directives and Strandards. All supporting documentations are retained
under the premises of the manufaclurer.

DIRECTIVES

General applicable directives:
Medicat Device Oirective: COUNCIL DIRECTIVE 93/42IEEC of 14 June 1993 concerning medical devices
(MDD 93/42lEEC).

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

ReportNo.: 713335548

Notified Body: TUV SUD Product Servico GmbH, Ridlerstrab6 65, 80339,M0nchen, Germany

ldentitication number 0123

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

Expire date ofthe certificate: 2024-05-26

Confirmation letter: CL 073425 00'12 Rev.00

lssue date ( of confirmation lettar ):2024-05-2

End date ot extended validity

NarYre Songren. Xu

lutt' ;r#t$Hl/ll fi lll[i=iirT tr
Address; Sanhekou,Zhonglu town,Changzhou city,Jiangsu,chrna

$-i* (TEL) , +86-519-88672658 ltri (FAx) : +86-519-88671088

E-nrail: inlo@china-zhangkang,coln fit!6 (Zip Code) r 2'13115

Position: GeneralManager

2024-12-31



Producl Service

ruv sl]o Product service GmbH Ridl€rsv.lle 55 80339Miinchon oeulschland

Jiangsu Zhengkang Medical Apparatus Co., Ltd

Sanhekou, Zhenglu Town
213'115 Changzhou CitY, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Mohrwon.
M€hrVsnrauan.

Your Rel/Name

73425

Our Ref/Name

713335548

SRN Number:

SRN Number: CN-MF-000037484

Tel. iE-Mail

Jia.Zhu@tuvsud.com

Fax Date

2024-05-21
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Reference: 713335548

To whom it may concern,

Confirmation of thestatus of aformal application, w tten agreement, and approPriate surveil-

tance in the framework of Regulation etl)ozflooz amending Regulations (EU) 20171745 (in the

i;iiil;g referenced as MDR) as regards the transitional provisions for certain medical devices

and in vitro diagnostic medical devices.

Wth this letter 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'

nJ 
"uoprr"grrpl., 

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

4.3, second Jubparagraph of Annex vll of MoR with the above stated manufacturer with the following

Thedevicescoveredbytheformalapplicationandthewrittenagreementmentionedaboveareidentifled
in the Tables below,

- Table 1 identifies the devices forwhich an MDR application has been received, written agreement con- 
-

Jri,iJo'r"j iJi*liJr] iUv sUo proouct service dmbH is also responsible for appropriale surveillance oI

the corresponding devices under the applicable Directive'

- Table 2 identifies the devices iorwtricn in tvrOn application has been received and a written agreement

"J"'"ir-0"-a, 
oriiUv-sUD pr;d;ci a;ice GmbH has !E! yet taken the responsibility for appropriate surveil-

lance of the corresponding devices under the applicable Directive'

Silz Miinch€n
Handels€orsler Munchen HRB 85712

Uncredildalk AG 8lC HYVEDEMMIX AuhrchBral

tslt{ Oft: ZOO2 02ZO 0048 8SZZ t1 Holger L ndn$ (Vo6itzender)

USHdNr. 0E129481267 Geschaislirhtung:

;bnnationen gemefi S 2 Ab6. 1 Dl-lntov Waller ReilhmaE (SF€chol)

unteru/ww.liJvaud.comTmpessum PatrickvanWeli

Ttiv S(]D Product SeNice GmbH

Nied€dassung Minch6n

Telelon *49 89 50084'747

TI'VO

R dlerstraBe 65

80339 Mnnchen

D€ulschland

TUv sUD Product Service GmbH
Confirmation Letter
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Product Servrce

tf devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93l42lEEQ
(MOD) that expired aftet 26 May 2021 and before 20 March 2023, without having been withdrawn, this
letter also confirms that

- the manufacturer signed the written agreemenl under MDR by the date of lvlDD/AIMDD certificate expiryi or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption

from the applicable conformity assessment procedure in accordance ' ,ith 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 specilied in Article 120
(3c) of MDR, are shown below:

. 26 May 2026 fot Class lll custom-made implantable devices

. 3 1 December 2027 for Class lll devices and Class llb implanlable devic€s (except sutures, staples, dental
fillings, dental braces, tooth crowns. screws, wedges, plates, wires, pins, clips and conneclors)

. 3'1 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 notified body under MDD but requiring it

under MOR (e.9., class I devices that qualify as re-usable surgical instruments)

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

letter according to effort.

For confirmation letter validity see com/os-cert?o cert :CL 073425 00'12 Rev.00

On behalf of the Notified Body TUV SUD Product Service GmbH,
2024-05-2'l

TUV SUD Product Service GmbH
Medical and Health Services

lVr, Jia Zhu
Conformity Assessment Responsible (CARE)

TUV SUD Product Service GmbH
Medical and Heallh Services

I

,4nJl'
Claus Matthias Mumme
Application Reviewer

SUD
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Product Servrce

Table 1: Devices covered by thls 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:

D.vice llrm. or Bflsic UDI-

DI (und.r iUDR,tpplicr-
(ion)

MDR D.vic. clsssifiaition

(rs propos.d by lh. ma[u-
feclor.r rnd vcrifi.d duriIg
spplic.lion rcvl.rv)

E Class lll
E Class llb implanlable

(non-excmptcd)

tr class llb / Class llb im-

plantablc (cxampt€d)

tr Class lla

D Class I devrccs in st€rile

condition

E Class I devices with meas-

uring lunction

tr Class III implantable cus-

tom-rnade-device

tr Class lll
fl Class llb implantable

(non-exempted)

tr Class llb / Class llb im-

planlable (exemplcd)

I Class lla

E Class I devices in slerile

condition

E Class I devices with meas-

uring lunction

E Class III irnplantoble cus-

tom-made-device

O Class lll
E Class llb implanlabl€

(non-exemptcd)

E Class llb/Class llb im-

plantable (exemplcd )

E Class lla
E Cl&ss I dcvitts rll slerile

condilion

E Class ldevices with meas-

uring t'unctron

E Class lll implantable cus-

tom-made-devicc

tr Clers lll
E Class llb implanlable

(non-cxcmpted)

E Class llb / Class llb im-

plantabte (cxcmpt.d)

I Cldss lla

E Cless I deviccs in stcrile

condition

lfthe IIDR devitr is r substilutt

der i(r. idenlifi(xtion ofthe corrc-

sponding llDD/rllll)l) dcvice

8 N/A

tr N/A

tr N/A

8 N/A

MDD/AIMDD C.rtificrtc Rcf.r-

.nct(s) oflhc dcvic.s undcr MDR

rpplicstion, rnd lhc NB ldcntifi-

crlioll
EI Cenilication as follo*s:

Ccrtilicatc #G2 071425 0008

Rcv.02

NB# 0r23
lnfusion Sets for SinSle Use

(with Needle)

(Basic UDI -DIl

69s3 r2468t01FZ)

(A.rsic UDI -Dl:

69511246820 rG6)

DcIic.2

Stcrile Hypodermic SyrinSes

fbr Single Use (w h Needle)

l).ric. I

l)cvi(e J

l)$ ice.l

Sralp vcin Sets

EI Cenification as follows:

Certificale #G2 073425 0008

Rev.02

NB# 0t2l

E Certificstion as follows:

Ccrtificate rG2 073425 0008

Rev 02

NB# 0123

I Certiflcation as follows:

Certificate #G2 073425 0008

Rcv 02

NB# 0t2l

Disposable Sterile Hypoder-

mic Needles

(Basic UDI-DI:
6951t246830rG8)

(Basic UDI -DI

69531246840tGG)
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Drvice nrme or B{si( tiDl-
DI (undrr IUDR rpplicr-
lion)

MDI{ D.vicc chssificrtion

(rr proposcd by lh. minu"

fr.turGr rnd vairi.d duriIg
.pplicrtion revi.w)

C Class I devic.s with mEas-

uring linclion
E CIass lll implantable cus-

lom'made-d€vicc

tr Class lll
tr Class llb implantable

(non-exempted)

tr Class llb /Class llb im-

plantable (exempted )

E Class lla

E Cl&ss ldevrces in stenle

condition

E Class I deviccs with meas-

uring function

E Class lll implantable cus-

tomanade-device

tr Class lll
E Class llb implanlable

(non-exempted)

tr Class llb / Class IIb im-

plantable (exempted)

El Class lla

E Class I devices in slerile

conditron

n Cl&ss I devices with mcas-

uring I'uncliorr

E Class lll implantable cus-

lf thr MDR d.vi.c is r substitut.

devicr. id!ntificrlion of lhc corr.-
sponding luDD/AlltlDD d.vicc

Product Sorvrce

MDD/AIMDD Ccrlifi crlc R.fer-

cnce(s) ofth. d.viccs undtr iuDR
rpplicrlion, rnd th. NB ld€nlifi-

crtion

l).r ice 5

Sterile lnsulin Syringes lbr

Single Use

I Cenificalion as follows:

Certifical€ dG2 073425 0008

Rev 02

NB# 0t23

E Cenification as follows:

Certificale #G2 073425 0008

Rev.02

NB# 0123

(Basic UDI-DI:

6953 r246850rGM)

(Basic UDI-DI
6953 r246860rCS)

8 N/A

tr N/ADrvice 6

Disposable Trdnstiision Set

(wrth Necdle)
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Product Service

Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is g[ re-

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

rective:

l).vic. namc or llrsic tll)l-
l)l (under NIl)ll rpplicr-

lion)

Not rpplic{hle

IDR Device clessifi crtion

(ss Droposed by th. minu-
fsclur.r rnd !crified dIring
rppla(nrioo rc!icrr)
8 N/A

If rhe llDR devire is n substitule

'lf 
r i(r. identifi (rtion {rf (he corrc-

sponding IIDI)/Il\lDD d{tice

8 N/A

MDD/AIMDD C.rtifi cfl le Refer-

encc(s) ofth. deviccs undtr

MDR rpplicrtion, rnd lh. NB

ldcolificrlion
B N/A
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Product Se,vrce

Confirmation Letter Version History

oate

2024 05-77

TUv SUD Product service Gmbll inter
nal r€Ieie nce tracea ble lo each ve6lon

ot the letter

713335548 lnitialissue
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EC Certificate
Production Ouality Assurance System
Dlrective 93/42lEEC on Medical Devices (l\4DD). 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:

2019-1'1-13
2024-05-26

Date, 2019-11-13

Jiangsu Zhengkang Medical
Apparatus Co., Ltd.
Sanhekou, Zhenglu Town
213'115 Changzhou City, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Jiangsu Zhengkang l\4edical Apparatus Co., Ltd.
Sanhekou, Zhenglu Town,213115 Changzhou City, Jiangsu,
PEOPLE'S REPUBLIC OF CHINA

lnfusion 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)

Product Setuice
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The Certillcation Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and fnal inspection of the
respective devices / device categories in accordance with lrrlDD Annex V. This quality assurance
system 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

c.o,<-
c)

Christoph Dicks
Head of Cerlification/Notjfied Body

Page '1 of 1

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH. Certification Body. RidlerstraBe 65.80339 Munich . Germany TUV@


