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Akkredi刂 erungsstelle

DˉzMˉ 11321ˉ01-00

CertiⅡcate
NOi Q50762290006Rev.04

HoIder of Ce"∶ f∶ cate:

Fac"∶ty(ies卜

Certification Mark:

scope of Certificate:

AppⅡed standard(s):

Repo"No.:

Valid from:

VaIid until:

黪

The Ce吐 iⅡ Cauon B° dy of T0V sUD Product SeⅣ ice GmbH ce吐 ifies thatthe company men刂 oned

above has estab"shed and is maintaining a quaⅡ ty management systenη ,Which meets the

||i|}i∶

||∶∶i)|揩J早紧
`1骆

i!岁焦谡岁罗思爿龆g占:ble requ℃
ments⒍ the飞 stlng,CemⅡ cau叽

D Group have to be comp"ed with For deta"s

and certificate vaⅡ dity see∶ www tuvsud Com/ps-cerk?q〓 ce"∶Q50762290006ReV 04

shandong、″eigaO Blood Puri们 cation
Products Co。 ,Ltd.
No,7Weigao West Road
Weihai Torch HiˉteCh sCience Park

264210Weihai,Shandong Province
PEOPLE’ S REPUBuC OF cHlNA

鲺 擀 槲 跚 瘛 谳

·

CHlNA                                   Ⅱ

see scope of CertⅢcate

嗣黯B∶丫昆::嘿‰嬲 ￡u揣叮革甘甘品lJ湘扌
Purificat∶ on Equipment,Disposable BloodⅡ nes for

HaemodiaIysis,Ho"oW F∶ ber DiaIyzer,A。 V。 F∶stuIa NeedIe

sets,Ho"0W Fiber HaemodiaⅡ Iter.

Iso13485∶ 2016
(EN丨 So1348⒌ 2016/AC⒓018,EN Iso1348⒌ 2016`A1⒈2021)
Medical devices-Qua丨 ity management systems-

Requirements for regu丨 atory purposes

BJ23077303

2024-05ˉ21

2026-11ˉ14

召.0‘~
Date, 2024ˉ05-21 Ch"stoph Dicks

Head of Certricati。 n/NoUⅡ ed Body

Page1of1
TUV s∪ D Product Service GmbH· Certi币 catlon Body· Rid丨 erstrase65· 80339Munich· Germany
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ConⅡ rmation statement on vaIidity of EC CertiⅡ cate(MDD)
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pursuant to Directive93/42/EEC c0nCerning rnedica丨 devices

No,GCQ O76229000θ  Rev.00

Manufacturer: shandong WeigaO BIood PuHⅡ CaⅡon

Products Co.,Ltd■
No,7Weigao West Road
Weihai Torch Hiˉtech sCience Park

264210Weihai,shandong ProvinCe
PEOPLElS REPUBuC OF cHlNA

This Confirmation statement
∶s only va"din Comb∶ nation

With the fo"owing
EC Ce吐 ifiCate(MDD)∶

G10762290004Rev,03

This Connrmau° n statement con竹 rms the Va丨 idity of the aforemenu° ned EC CertⅢ cate(MDD)

丨t considers c|arification of scope statements,scope reductions and changes to the rη
anufacturer

data initiated26May2021or丨 ater

The∞ nd"ions|aid down in Artic|e1⒛ (3)of Regu丨 ation(EU)2017/745on med|ca|devices for

:去l忿l;s磬l杲】帚lI【 8J:昆:阝芍I】Ⅰ∶』#;:11豳rCeapply Fofdetolsandconflrma刂
on statemen1

D0762290009Rev 00

Report No。 : BJ23077303

Valid unt∶ I: 2024-05-26

召.0`~
Issue Date:  2024ˉ 05-21

Ch"stoph DiCks

Head of Certification/NotiⅡ ed B0dy

Page1of2
TUV sUD Product service GmbH is Nou吊 ed Body Wkhidenu们 Ca刂on no0123
T∪Vs∪ D Produd serVice GmbH· Ceruncauon BOdy· RidlerstraBe65· 80339Munich· Germany

P「Oduct service
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ConⅡ rmation statement on vaIid⒒ y of EC CertiⅡ cate(MDD)
pursuant to Directive93/42/EEC concerning medica丨 devices

No■ GCQ0762290009ReV.00

Product Categoη

`(les卜

ExtracorporeaI BIood CirCuit for BIood

Purification Equipment,HoⅢ oW Fiber

DiaIyzer,A臼 V■FistuIa NeedIe sets,Ho"ow
Fiber HaemodiaⅡ Iter.

Description of

Change:

Change of address
From
No。 20Xingshan ROad,Weihai Torch H卜 tech sc∶ ence

Park,264210、″eihai,shandong Province,PEOPLE1s
REPUBLIC OF CHINA
To
No,7、″eigao West ROad, Weihai TOrch H卜 tech scienCe

Park,264210Weihai,shandong Province,PEoPLE’ s
REPuBLlc OF CHINA

Change of name
From
Ho"oW F∶ ber Hemodiafikration
To
HoⅡ oW Fiber Haemodiaf∶ Ⅱer

Page2of2
TUV sUD Product service GmbH is NOu币 ed Body w"h iden刂 nca刂 0n no0123
T∪Vs∪ D Product serVice GmbH· Ceruncau° n BOdy· RidlerstraBe65· 80339MuniCh· Germany twηr⑩
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