
EG.KONFORIIITATSERKLARUNG' EC DECLARATION OF CONFORMITY

DECLARATIoN cE DE coNFoRMITE . DEH,ARAZIoNE cE DI coNFoRMITA

Name urd Adresse des He.stellersi /
Name and address of lhe manufEcrurer
Nom et adresse du {abricant /
Nome e indirizzo del fabbricantel
EC Representalive; Shanghal loternational Holdtng Corp. GmbH (Europe)

Eiffestrasse 80, 20537 Hambu.g, Germany

Wir erkhren in alleinrger Verantwortung dass I We declare under our sole responsibility that /
Nous daclsrons sous nolre propre r€sponsabihte que / Dichiariamo sotto la sola responsabilitd che

das M€dizinprodukt: /
lhe medicaldevice /
le dispositif medical. /
rl drsposjtvo medico

Disposable Surgical Blades & Scalpe with Plastic Handlg -
UMONS Code: 15"558

Huaian Ang.l Medical lnstruments Co., Ltd.
19 East Zhuhai Road, Huaian, Jiangsu 223001, P.R.China

Class lla

DO 50136001 0001

lssxe date;2019-01-17
Expire date: ?02441-2$

TUV Rheinland LGA ProducB GmbH
Tilly.t.aBe 2
90431 N0rnb€rg
Dsutschland
cE 0197

Mr Cao, General Manager

de. Klasse: / ot class: /
de la classe. I di classe

nach Annan€ lX de/ Rich{n€ gtr/zlzElrc / accordng to anna lX ol di.!clr!€ 9,4ZEEC /
s€lon lann€xe lX dc la drrEctr€ 934ZCEE/ 3ocoido falbg.to lX dcila drstttv. g3raZCEE

den einschlagigen Eestimmungen de. Medizrnprodukle"Richtlinre 9342/EWG und deren Umsetzungen in nationale
Geselze entspficht Die Erklarung gilt in Verbiodung mil dem zum Produkt gehdrigen "Endprijlprotokoll". /
meels the provisions of the directive 93/42lEEC and its faflspositions in national laws which apply to il. Th€ declaration
is valid in connection with the 'final inspeclion repon' of lhe device. /

remplil toules les exigences de la directive sur les disposilits m6dicaux 93/4ZCEE el de ses transpositions en droil
national qui le concern€nl. La d6cla,alion esl valable si elle ost associde au (rapporl de l'inspection finale> du produii. /

soddisfa tutte le disposiziorr della diretlive 93/42/CEE e della loro tBsposizione n€l diritlo nazionale che lo riguerdano.

Ouesta dichiarazione C valida rn congiunzrone c{n il "rapporto di ispezione finale' del prodotto.

Kooformildlsbawe(ungsvedahren: /
Conrormity Bssessmont procedure: /
Procedure d'evaluation d6 la conformitd: /
Procedura di valutazione della conformite:

Directive 93i42/EEC Annex V

RegistrierNr /
Regislralion No 1

N 'd'enregistrementr /
Numero di regrstrazrone

Huaian,202t-8-23

04, O m / Plrcc. dsie /

l"€!. date / Luogo drli
Name dnd Funkton / am. and lunclon I

Nom et fondrcn I ilorn€ a funzione

1t1

Benannte Slelle: /
Nolrfted Body /
Organisme notiti6: /
Organismo no!ificato



EC Certificate
Directive 93l42lEEC Annex V
Production Ouality Assurancs

Medical Devicos

tgturtrlct lyrlam, !*hich
dorornenlionod diroctivt,
cr.tilicttt ]t EC lyp!-cramlnrtron cergili4ek iccordkrg ro Anntr llt lt

Ellactivo Dsto:
I

Registrotion No.: DD 6013600'l OO01

Report No.: 15055241 0Og

Manulacturcr Huabn Angol ll,lodierl lnrtrurfi.[$
Cs.. Ltd.
19 Eust Zlruhai Ilosd
Huaislr
223OO1 Jiang$u
Chin

Products:

Erplry Oate:

Tht otrriod Eody horoby {rtr,;l&.o* th,er th1} rdrlur.o(rtolrir ol Anlgx V ot ths &.acllvr 83/42/tEC hrva
ba{t mal lot th, htlsd products. ]he oh(,!t n!,nod manuraetursr tlaS 

''trblirl 
d an{t tpdi;t a $rtlitt

by Annor V, 3ocllofl 4 o, tht
cl.or lll divic.r cov.rod by thla
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Rheinland LGA Products GnrlrH - Tillystra8e 2 - 90431 Ntirnbsru
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Attschmonl ro
Cattilicate
Registation No. ;

Report No.:

IUV Rneinland

LGA Products GmbH

Tillystrafie 2, 90431 Ntirnbarg

DO 60] 36001 0001
15065241 009

Doc, 1/ l, R(v. 0

Manulacturor Hualrn Angrl Madleal lnr$um.ntr
Co., Ltd.
19 East zhuhsi Road
Huaian
223001 Jiangsu
China

Date: 2O19-O l -1 7 rB_
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