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DECLARATION OF CONFORMITY
TO CONCIL DIRECTIVE 93/42/EEC CONCERNING
MEDICAL DEVICES

MMANUFACTURER: YAAN DEVICE CO.,LTD

No. 9, Zhangbin E. 2nd Rd., Xianxi Township, Changhua
County 50741, Taiwan(R.O.C.)

Tel: 886-4-7584047/ Fax: 886-4-7584048

MEDICAL DEVICE . COPOLYMER STERILE EXAMINATION GLOVES
CLASSIFICATION — ANNEX IX : CLASS I STERILE, RULE I
CONFORMITY ASSESSMENT ROUTE:  ANNEXV

WE, YAAN DEVICE CO., LTD, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES MEET THE
TRANSPORTATION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE 93/42/EEC OF 14
JUNE 1993 CONCERNING MEDICAL DEVICES; INCLUDING AT 21 MARCH 2010, THE AMENDMENTS BY
COUNCIL DIRECTIVE 2001/47/EEC. ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES
OF THE MANUFACTURER.

STANDARDS APPLIED: EN 1SO 10993-1:2018, EN 1SO 10993-5:2009, EN 1SO11137-1:2015
EN 1SO11137-2:2015, EN 1SO 11607-1:2019, EN 1SO13485:2016
EN 455-1:2020 , EN 62366:2015 , EN 15223-1 2016
ISO 10993-10:2018 , EN 455-4:2009
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