
Ес Certifiсate
Direсtive 9ЗI42lЕЕс Annex ll, exсluding Seсtion 4

Fu|! ouaIity Assuranсe Systern
Mediсal Deviсes

.. ri:
тUVRhеinIand

Registration No.:

Report No.;

HD 601 08622 0001

17054024 001

lVtаnufaсturer: Shenzhen l.Ipnmed Еquipment
Co., Ltd.
5F.6th Building
Rоngtaijia lndustrial Park
Lisonglang Village, GongMing Тown
Shenzhen
518106 Guangdong
China
oximeter ProbеsРrоduоts:

Еxpiry Dаte: .^.1 
^Э 

.1LWZL VJ AL

тhо Notified Body hereby deсlares thаt 1he rеqui]ements of Annex ||, oхс|uding section 4 of the direсtive
sзl42|ЁЕc hаve Ьeen met for the listed produсts. тhe above named manufaсturor hаs ostab|ishod
апd аpplies а quality assurаnсe system, Whiсh is subjeсt to periodiс survеilIаnсe, defiпed by Aпnex |l.
seсtion 5 of the aforementioned direсtive' For p|асing on th6 mаrket of сlass ||l dovicos сoverod by
this cеrtifiсate аn ЕC design-eхamination сertifiсate aссording to Annex on 4 is required.

Еffeоtive Dаte:

Г):rtе :

201-5 -05 -2'7

2CL6 - A5 -2'7

тuv Rheinlaпd LGA Produсts GmbH - Ti|lystraBe 2 - 90431 Ni.irnberg

тUv нhеinland LGA Prodr'rсts GmbH is a Notified Body aссordirrg to Direсtive g3/42|ЕЕC
сonсerning mediсal deviсes with the identifiсation nurnber 0197,
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G e r t if i с a t e
Тhe Certifiсаtion Body of

тuv Rheinland LGA Produсts GmbH

hегeby сeгtifies that the organization

Shenzhen Upnrned Еquipment
Co., Ltd.

51 8106 Guangdong
Ghina

has еstabllshed and app|ies a qua|ity management system for гnedtсal deviсеs
foг thе following sсope:

Design and Development, Mаnufaсture and
Distribution оf oхimeter Probes, ЕсG Cab|es

Pгoof has beеn fuгnishеd that the requiгements speсifiеd in

ЕN lso 13485:2o12
ЕN lso 1 з485:2o12| 

^C:2О12
аre fulflllеd. Тhе quа|lty mаnagemеnt system is subjeсt to yeaгIy survei|lanсe.

Еffесtivе Date'

Ceгtifiсate Regrstгаtion No..

An audit was peгfoгmеd. Repoгt No.:

Тhis Cегtifiсate rs va|id unti|:

0?

{{ DAkksri, 
Deutsсhe
Akkreditieru пgsstel|е
D-ZM-14169-01-02

2016-05-27

.sx 60108623 0001

17054024 001

2О19-03-21

Dаtе 2016-О5-27

TUV Rheinland LGA Produсts GmbH. TillystraBe 2.90431 Niirnberg
Теl , +49 22i 806-1З71Fах +49 221 806-3935 е.mall сeгt-va|rdlty@de tuv сom http //www tuv сorn/safety

Cегtiftсatlon Body

S. Liu
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