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SHANXIAN RUNTE MEDICAL INSTRUMENTS CO., LTD

+EiHffiEf**ffi€.[Ea\E
Addr Nanduan Wenhua Road. Shanxian, Heze Cirv, Shandons. China

Date: Nov. 251h, 2015

Lrl{DNS-Code:12-754

meet the prtTsions of Directive 93/42lEEC and its trafspositions in national laws which app y to it.,;l't' '

The medical device has been assigned to class lla according to Annex lx of the Drrecnve 93/42|EEC. ltoears ne mark

0197
The pfoduct concemed has been manufactufed under a quaiity management system accororng to Annex
V of Dhective 93/42lEEC.

compliance of the desrgnated p.odrct with the Drrective 93/42lEEC has beef assLrreo vra assessment ofthe q!ality management systern by lhe Notjfied Body

((

lssue datei 2015.11.24
Expiry datet 2020 , 11 .23

EC Declaration of Conformity

Mahufacturer:

Shanxian Runte Medical Instrucments Co., Ltd
Add: Nanduan Wenhua Road, Shanxian, Heze City,
Shandong, China

Tel: +86-530-45600G2 Fax: +86-530-4660055

Http://www.suturescn.com

We, the-inanufacturer, herewilh declare th6t Irre prodLtcts

Disposable suture needles with Non-absorbable Threads

SIZE! Needle length varies from 6 mm to g5 mm;
Thread diameter varies from 0.0 50 to 0.699 mm.

TUV Rheinland LGA products cmbH
TillystraBe 2. 90431, Nitrnberg, cermanr

Certificate No.t DD601 063070001

whose s i ng I e A uth o rized R epres entative:
Prolinx cmbH

Addressi Brehmstr.56, 40239, Duesseldorf,
Germany

Fax: 0049 213,1 4051968-9
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TEL:+86-(0)5304660062 FAX:+86(0)s30,466005s Httpi//www.suturescn.com
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SHANXIAN RUNTE MEDICAL INSTRUMENTS CO,, LTD

+-ErESE,?*#ffi€ FFa\E
Add: Nanduan Wenhua Road, Shanxian, Heze C tv Shandong. China

following the procedure feLaung to the EC Decla€tion of Conformity set out in Annex V of Directive

93t42tEEC.

This Dec aralion of conformity is valid in connectjon wlth the release document fof the respective batch of

produced dev ces.

The above mentjoned dec aration of conforrniiy is exclusive y Llnder the respons b liiy of

Conrpany: Shanxian RLrnte N4edical Instrucrnents Co.,Ltd

Address: Nanduan Wenhua Road, Shanx an, Feze City, Shandong, Ch na

w.66",u a

e Medical Instruments Co., LTD.
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EC Certiflcate
Ditective 9O|4Z:EEC Annex V
Production Ouality Assurance

Medical Devices

Products:

:i. r,
, .;.v,' ,

Expiry Date;

Itl€ctiv! D6t6:

Dst€:

Shanxi-n Runto Medical
lnstr!ftsnis co., lld.
Nanduan. W€nhua Foad, Shanxian,

;;;""rr 
n"r" city. shandons

- Disposabt€ Surure Needtes !jfL n^.- sEerrre slains; ;;-.;;;;.-;:: !cn-&60r cbr e :h' eac6
- rcelrre Jntusion Secs for shota r-- D.sposabre Ldcers !o: ;;;:;..:;:, colrecllon
RePlaces App.ovai, Regts!!atio. No.: DD ..0034?91 01]Oi

2020 - 11-23

Registration No,:

Report No.:

DO 60106307 ooo.l

15089783 001

3 Notifi€d Body accordins.ro Oirwnn lno id6ntjficstion hLrmber o

$giii{,.-,ra,::i';,s"T::",1f:;iiJ.#ffT";:::i:::l"y o{,he d,r6".iv€ s3,4z,E.c hav6
:;:,,mx ruq,,"l.f,lii":":r.Jt r*:x,rl*rilr*i{:ri:x:ji!:d.rn TJ;,,,J:.:i:l,;lii':ft:l;i"rlr;i,l-f i:l*:r,:i,*"ti"ffftii i:ii#y"iT*'fl ,T:".t"n"ri:l:lli#il''::"t"'ffi :*m":*uf"'xi*gs tr"$i"" :"J 

:"..1'"',"1'ln i; j"Jr;f::;iy "_c€r,incar{, En ." Eo",*;"''li,,ilii 1"J?"1* tr:ifJ ifi."ff_",li,i

2 015 -f1,24

2Ot5,11-2{

TtiV Rheintand LGA Products GmbH TiUystraBe 2 90
TUV Rheinland LGA products cmbH isconcarning m€dical devic€s
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