ENDOACCESS Q

Declaration of Conformity

Manufacturer Endoaccess GmbH
Feldriethe 1
30826 Garbsen
Germany
Product Reusable Biopsy Forceps

Product class & rule according
to annex IX of the MDD

CEClass |,

according to annex IX

Class |, Rule 6 bullet 2, Reusable biopsy forceps is a surgically
invasive device as well as reusable device for transitional
application.

Conformity Assessment route

Annex VI
MDD 93/42/EEC
2007/47/EC

MDS/ MD/ GMDN/ UMDNS

UMDNS Code: 11-775

Notified Body

TUV SUD Product Service GmbH
RidlerstralRe 65

80339 Miinchen

Germany

CE

EC Certificates

Start of CE-Marking

We herewith declare that all in Annex 1 Model List mentioned products meet the provisions of
the council directive 93/42/EEC for medical devices. All supporting documentation is retained
under the premisses of the manufacturer. We are exclusively responsible for the Declaration of

Conformity.

Digitally signed by Bondarciuc Vladislav §
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Reason: MoldSign Signature
Location: Moldova

Endoaccess GmbH, Feldriethe 1, 30826 Garbsen
Tel: +495131 /442260 Fax:+495131/44226 22
Created: 03/2018 QMR revision: - rev.: 00 verified: 03/2018 CEO

1/4




ENDOACCESS Q
b N ORI

Annex 1 Model List Size

EA-R18C10 Oval cups Biopsy Forceps @ 1.8*1000mm
EA-R18C12 Oval cups Biopsy Forceps @ 1.8*1200mm
EA-R18C15 Qval cups Biopsy Forceps @ 1.8%1500mm
EA-R24C16 Oval cups Biopsy Forceps @ 2.4*1600mm
EA-R24C17 Oval cups Biopsy Forceps @ 2.4*1700mm
EA-R24C18 Oval cups Biopsy Forceps @ 2.4*1800mm
EA-R24C21 Oval cups Biopsy Forceps @ 2.4*2100mm
EA-R24C23 Oval cups Biopsy Forceps @ 2.4*2300mm
EA-R18S10 Standard Biopsy Forceps autoclavable @ 1.8*1000mm
EA-R18512 Standard Biopsy Forceps autoclavable @ 1.8*1200mm
EA-R18S15 Standard Biopsy Forceps autoclavable  1.8¥*1500mm
EA-R18516 Standard Biopsy Forceps autoclavable @ 1.8*1600mm
EA-R24516 Standard Biopsy Forceps autoclavable @ 2.4*1600mm
EA-R24S17 Standard Biopsy Forceps autoclavable @ 2.4*1700mm
EA-R24518 Standard Biopsy Forceps autoclavable @ 2.4*1800mm
EA-R24S21 Standard Biopsy Forceps autoclavable @ 2.4*2100mm
EA-R24523 Standard Biopsy Forceps autoclavable @ 2.4*%2300mm
EA-R180W10 | Oval cups with spike Biopsy Forceps @ 1.8*1000mm
EA-R180W12 | Oval cups with spike Biopsy Forceps @ 1.8*1200mm
EA-R180W15 | Oval cups with spike Biopsy Forceps @ 1.8*1500mm
EA-R240W16 | Oval cups with spike Biopsy Forceps @ 2.4*1600mm
EA-R240W17 | Oval cups with spike Biopsy Forceps @ 2.4*1700mm
EA-R240W18 | Oval cups with spike Biopsy Forceps @ 2.4*1800mm
EA-R240W21 | Oval cups with spike Biopsy Forceps @ 2.4*2100mm
EA-R240W23 | Oval cups with spike Biopsy Forceps @ 2.4*2300mm
EA-R18A10 Alligator cups Biopsy Forceps @ 1.8*1000mm
EA-R18A12 Alligator cups Biopsy Forceps @ 1.8*1200mm
EA-R18A15 Alligator cups Biopsy Forceps @ 1.8*1500mm
EA-R24A16 Alligator cups Biopsy Forceps @ 2.4*1600mm
EA-R24A17 Alligator cups Biopsy Forceps @ 2.4*1700mm
EA-R24A18 Alligator cups Biopsy Forceps @ 2.4*1800mm
EA-R24A21 Alligator cups Biopsy Forceps @ 2.4*2100mm
EA-R24A23 Alligator cups Biopsy Forceps @ 2.4*%2300mm
EA-R180P10 | Alligator single moving cup Biopsy Forceps @ 1.8*1000mm
EA-R180P12 | Alligator single moving cup Biopsy Forceps @ 1.8*1200mm
EA-R180P15 | Alligator single moving cup Biopsy Forceps @ 1.8*1500mm
EA-R240P16 | Alligator single moving cup Biopsy Forceps @ 2.4*1600mm
EA-R240P17 | Alligator single moving cup Biopsy Forceps @ 2.4*1700mm
EA-R240P18 | Alligator single moving cup Biopsy Forceps @ 2.4*1800mm
EA-R240P21 | Alligator single moving cup Biopsy Forceps @ 2.4%2100mm
EA-R240P23 | Alligator single moving cup Biopsy Forceps @ 2.4*2300mm
EA-R18AW10 | Alligator Jaws with spike Biopsy Forceps @ 1.8*1000mm
EA-R18AW12 | Alligator Jaws with spike Biopsy Forceps @ 1.8*¥1200mm
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EA-R18AW15 | Alligator Jaws with spike Biopsy Forceps @ 1.8*1500mm
EA-R24AW16 | Alligator Jaws with spike Biopsy Forceps @ 2.4*1600mm
EA-R24AW17 | Alligator Jaws with spike Biopsy Forceps @ 2.4*1700mm
EA-R24AW18 | Alligator Jaws with spike Biopsy Forceps @ 2.4*1800mm
EA-R24AW21 | Alligator Jaws with spike Biopsy Forceps @ 2.4*2100mm
EA-R24AW23 | Alligator Jaws with spike Biopsy Forceps @ 2.4*2300mm
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Place, Date of Issue Garbsen, 05.04.2018

({n/(/k_,

N. Kellerman
QMR
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