MANUFACTURER
ADRES / ADRESS
TEL / PHONE
FAKS / FAX
E-MAIL

WEB

PRODUCT

CLASSIFICATION

CONFORMITY ASSESSMENT

DECLARATION OF CONFORMITY

: AGAOGLU TIBBI SAGLIK TEKSTIL SAN. VE TiC. A.S.

: Organize Sanayi Bélgesi 104. Cad. No:219 USAK / TURKIYE
: 490 276 266 76 65

1490276 266 76 79

: info@albanltd.com

: www.albanltd.com

Non- Sterile XR/Non XR Gauze Compreses (Sponges)
None -Sterile XR/Non XR Gauze Compresses{Surgical Sponges,Lap Sponges)
None -Sterile XR/Non XR Cotton Pads

93/42/EEC, ANNEX IX, RULE VI, CLASS lia

MDD 93/42/EEC ANNEX V Production Quality Assurance System

CONFORMITY ASSESSMENT ROUTE:
WE HERE WITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE 93/42/EEC FOR
MEDICAL DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

NOTIFIED BODY
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CERTIFICATE DATE OF ISSUE
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Reason: MoldSign Signature
Location: Moldova

Tathisu Mahallesi Akif inan Sokak no:1 34774 Umraniye/ISTANBUL
Tel:02164694666 Fax:02164694667 Email:info@szutest.com.tr

:NB 2195

: 2195-MED-1224501

: 01.09.2012

:26.05.2024

EN ISO 13485:2016
EN ISO 14971:2019
EN I1SO 10993-1:2018
EN ISO 10993-5:2009
EN SO 10993-10:2010
EN ISO 10993-11:2017
EN SO 10993-12:2012
EN SO 9001:2015
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EN ISO 17665-1: 2006
EN 1SO 17665-2: 2009
EN 1SO 17665-3: 2013
EN 1SO 11737-1: 2018
EN 1SO 11737-2: 2019
TS EN 14079 :2007

TS 4786/T1: 2017

GMDN CODES . 48133 — Non Sterile Gauze Compresses (Sponges) with/without XR
44971 - Non Sterile Gauze Compresse Lap Sponges (Surgical Sponges) Without XR
58802 - Non Sterile Gauze Compresse Lap Sponges (Surgical Sponges) Without XR
32572 -Non-Sterile Cotton Pads with /Without XR
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2/2



		2022-04-14T16:11:15+0300
	Moldova
	MoldSign Signature




