
DNV· GL

EC CERTIFICATE
Production Quality AssuranCe

27 May 2024

This is to Certify that the qua|ity system of:

suzhou Yudu Medical Co■
'Ltd■

Eastern Xinzhuang(zhangqiao)To.Wn`215552 Changshu'China

FOr produCtion and fina|produCt inspeCtion/testing of∶

DISPOsABLE M|EDICAL DEV=CEs

Has been assessed vvith respect tol

THE CONFORM|ITV AssEssM|ENT PROCEDURE DEsCRIBED IN
ANNEX V OF COuNCIL D】 REcTIVE 93/42/EEC ON M|EDICAL
DEVICEs、 As AM|ENDED

and found to comply

Further details of the product(s)and conditions for cert】 cation are given oVerleaf,

Certincate No,:

9930-2017-CE-RGC-NA-PS

place and datei

H￠ Vik、 iO June 2020

ProJect No,:

PRJC-44566-2008-PRC-RGC

ACCRED1△AirlON

PROD o21

Valid U ntil

FOr:

DNV CL PREsAFE As

Notified Body INo.:2460

Cathrine Wisbech

The certlflcate is digltally verified by bloc|<chain

techno|ogy For more info`see
y唑坐垫生王±!Δ垡型~co2△么△登塾⊥丝廴口ge∠g≡rtificates-In-t~he-

blocl【 chain htinl

晶
o
卿

NOtiCe∶ The Certficate is subleotto terrns and oondmons as set ounn the ced诵 caton Agreement Failure to GOmply may renderthis Ce改 雨Cate invalid

NOTIFIED BODY∶ DNV GL PRESAFE AS`Veritasveien 3`N。 1363 HOVlk`Norwav - Registered Enterprise No∶ No 997 067 401 MVA
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DNV· ∈ L

Certincate No,i

9930— 2017-CE-RGC-NA-ps
PⅡoject No.:

PRJC△44566-2008-PRC}-RC;C

Valid Until:

27 May 2024

JurisdiCtion

Application of Council DireCtive 93/42/EEC of 14 June 1993`adopted as、 FOrskrift om Medisinsk utsiγ r″

by the NOn″ egian Ministry of Health and(Care lservices,

Certificate history

Revislon Description Issue Date

0,0 original Ce1· tificate 10 June 2020

ProduCts CoVered by′ this Certificate

Tˉhe complete list of deviCes is filed with the NOtified BOdy

sites covered by this certInCate

site Name Address

Suzhou Yudu MediCal Co,`Ltd,
Eastern Xinzhuang(zhangqiao)TOl∧

`nr 215552
Changshu`China

Eu IRepresentative

`Λ

rellkang Ltd t/a`″ ellkang Tech Consulting`suite B'29 Harley street`LONDON`″ 1G9|QR`united
Kingdorn

ProduCt Description Product Name Class

Disposable Urethral Catheter
F6`F8'F10`F12`F14`F16`F18`F2C)'F22`F24`
F26`F28'F30

IIa

Disposable suction(二 )atheter F6`F8'F10`F12'F14`F16`F18`F20 IIa

Disposable Feedingˉ 「ube F8`F10`F12`F14'F16`F18`F20`F22 IIa

Disposable Nasal oxygen

Cannula
Large`Medium`srnall IIa

Disposable ston·lach^rubes F8`F10`F12`F14`F16`F18`F20r F22`F24 IIa

Disposable Recta1ˉ 「ubes F24r F26`F28r F30 IIa

N0TIFIED BODY:DNV GL PREsAFE As、 VeritasVeien 3`N-1363 HOVik、 Norway - Registered Enterprise No:No 997 067 401 MVA
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DNV。 GL

Certificate No,:

9930-2017-CE-RGC-NA-PS
ProJect No, Valid Until:

27 May 2024PRJC-44566-2008-PRC-RGC

TerFns and conditions

The certiflCate is su匀 ect to the fo|lowing terms and cOnditions∶
■Any producer(see 2001/95/EC for a precise definition)is liable for darnage caused by a defectin his

product(s)`in accordance vvith directive 85/374/EEC∶ r as amended`concerning liability of defective
products,

■
.The certificate is only valid for the products and/or rnanufacturing prernises listed above,

■The Manufacturer shall fulfil the obligations arising out of the quality systern as approved and uphold

it so that it renlains adequate and effiCient,

■The Manufacturer shallinforrn Presafe of any intended updating of the quality systern and Presafe Ⅵ
`ill

assess thei changes and decide if the Certificate remains valid,

■ Periodical audits wiII be held`in order to verify that the ManufaCturer maintains and applies the

quality.systern. Presafe reser∽ es the.rightr on a spot basis or based on suspicion`to pay unannounced

Visits,

lˉ he follo、
`ving naay render this Certificate inva|id:■Changes in the quality· system affecting production,

■ PeriodiCal audits not held vcithin the allovved time window,

COnfornlity declaration and rnarking of produCt

VVhen rlleeting with the terms and|conditions above`the producer n· 1ay· draVV up an E(I)declaration of

conforrnity.and legally.affix the(二 :E nlark fo||oˇved by the NOtified BOdy identification nun· 1ber of Presafe

End of CeItifiCate

NOTIFIED BODY∶ DNV GL PRESAFE AS`Veritasveien 3、 N-1363H¤ Vik`NorWay  ̄Registered Enterprise No:N0997 067 401 MVA
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