
EC Certificate
Productlon QualltY Agsurance
Directlve 9,tl02lEEC on Medlcal Devlces, Annex V

Reglstratlon No.:

Manufacturer:

Products;

Roport No,l

Effoctivo dato:

Explry dato:

lssue dato:

190130294 120

2021-04-23

2024-06-26

2021.04-23

DD 231s673-1

Shandong Olnkal Modical lndustry Co,, Ltd.
(South S6ctlon of Quancheng Roa<l in lndustrial Park) Modlcal Equipmont

induslrlal Pork, Chengwu County, Haze'27420O Shandong,
P.R. China

Dlsposable lnfusion sete, Dlsposable syrlnges wlth Noodlss, Dlsposab_le

Blobd Transfuslon Sets, Dlspoeable Burotte lnfuelon Sets, Scalp Vein Sots

For tho following modical clevicos the scope covers tho sspects of. 
.

manufacturo co-ncernod with socuring and malntaining sterilo cottditions:

Urine Bags, Surgical Faco Maoks

Ths Notilied Body hereby declaros that tho roqutremonle of Annex V of ths dlroctlvo 93/42IEEC have

been met for the llstod p6oucte, Tho above named manufaotursr has ostabllshecl and appllse a quallly

;;il;il";;y;l;m, *frictrl. eubject to perlodic survoillanco, dsflned by Annex V, eection 4.of the

aforomenttoried diieclve. ror pta'clng on lhs markot of class llb and class lll dovicos coversd by thls

"urtffrc"t" 
an EC type-examtnaiion cirtiticato according to Annex lll ls requirod'

TUV
TlllystraRe

Zhang
GmbH

Germany

fUV Rhelnland LGA Producte GmbH,is a Notified Body accordlng to Directlve S3l42lEEC

dovicos with lho ldonllficatlon number 0197.

'.std"r

conc6rning

A-
TUVRheinland
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