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Cert,No∶ 61327ˉ2009-CE-RGC-NA
Rev.No:2.0
ProJect No,:PRJC△ 72308-2009-PRC-CHN

Jurlsdic住 on

AppⅡ cation ofCotmcil Directivc93饵 2/EEC of14June1993,adopted as‘ Forsk五ft for Me山蚯nsk

Utstyr’ by伍e Nonvegian Ministry ofHeal伍 and Care SeⅣ ices.

CerdⅡcate h、tory

ProduCts coVered by this CertiⅡ Cate

The complete hst ofdeviGes is flled v"伍 the Notifled Body。

sites covered by this Certincate

|site Name Address

Stlzhou Kyuan Medical Apparatus
Beiqiao Town,Suzh。 uc△y,P.R.China

∶Co· ,Ltd·

EU RepreseⅡtaJve

CHEMIL s.r.l,Via Canada23,35127Padova,Italy

H巳蚓)oFFICE;Dct Norskc Vcntas As,Vm忱 svc忆n1,1322I切 vⅡq No3ˇγ
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Rev1slon De§cFipJon Issue Date

Original certiⅡ cate 2004-08-16

ReceniⅡcation 2009-08-16

1.0 Editooal change in EC Rep address 2012-06-01

2.o Rece刺HflcaJon and New Products added 2014ˉ 08ˉ16

∶Product DescⅡ pJOn ProduCt Name Class

SteⅡ le surgica1Blades
Sizes∶ 9#,10#,11#,12#,15#,15c#,17#,18#,19#,20#,
21#,22A#,23#,24#,24d#,25#,34#,36#

IIa

SteⅡ le Dispomblc scalpels
sizes∶ 9#,10#,1I#,12#,15#,15c#,17#,18#,19#,20#,
21#,22A#,23#,24#,24d#,25#,34#,36#

{

|

卫ⅥⅡcrosurg1cal KniVes
|

|
|

stab彐Knife

CresCeit K“ fe

s1it K血 fe

Implant Knife

sideport Knife
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Cert.No:61327-2009-CE-RGC-NA
Rev No:20
ProJect No:PRJC-172308-2009-PRCˉ CIIN

TerⅡ1s and condiJons

The cα吐丘c时e o su刂 ect to the fo11owing tems and conditons∶

● Any producer6ee2001/95/EC for a precise de丘 血toΘ o hable for damage cau∞ d by a defectin h心 productrs),in

accordance wlth d“ c山e85/374/EEC,as amended,conce∏ 1诎唱Ⅱdihty ofdefective products.

●  The certi丘 cate is only vaⅡd for the products and/or Fnanufac仅ring preΠ 1ises1isted above.

● The Manufacmrer shall fulⅡ 1the obligatons ar悠 ing out ofthe quality system as approved and uphold it so thatit

remains adequate and erlcient.

●  The Manufacn1rcr sha11infoⅡ n the1oca1DNV off1cc ofany intended updating ofthe quahty systen1and DNV wⅡ l

assess thc changcs and dccide ifthe certi丘catc rcmains vaⅡ d。

● Rnodical audits wIll be held,血 ordcr to vcⅡ 灯 that伍c Manufacturer rmintains and appl忆s thc quality system DNV

reseⅣ es the Ⅱght,on a spot basis or based on suspicion,to pay unannounced visits。

The follov沈 ng1nay render d1is Ccrti丘 cate invahd∶

●  Changes in the quaⅡ ty systen1affecung pr。 duc伍 on,

●  Periodical audits丿not held ηithin the aⅡ owed tilme window。

Conformity declaraton aⅡ d marⅡng of product

When1neeting、Ⅳith the terms and conditions above,the producer1nay draw up an Ec declaration ofconfo耐 ty and lega11y

aⅢxthe CE mark fo11owed by thc Noti丘 ed Body记 enti丘 cation number ofDNV.
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