MediPart Product and Technical Support Systems Document number: MP 101

RS-DeclarationOfConformity-(E3LF)-2014-06.doc Rev. no.: 03 —Jun. 2014 | Page: 1 of 1

Declaration of Conformity

Nitrile Powder Free Examination Gloves — Non sterile 240 mm — Blue & White

Definition:

EN455partl,2,3&4

Essentail Requirements MDD 93/42/EEC as amended by the Council directive 2007/47/EC.

Quality System of manufacturer ISO 9001:2008 SGS UK Ref.: MY13/01228, ISO 13485:2003 & EN ISO 13485:2012 SGS
UK Ref.: MY10/00550, ISO 14001:2004, — Moody International Ref.: E805188 and OHSAS 18001:2007 Intertek S805188.

Declaration of conformity:
With this Declaration of conformity, we declare that the abovementioned product conforms to the requirements laid
down in MDD 93/42/EEC as amended by the Council directive 2007/47/EC.

1. Supplier:
Riverstone Resources Sdn. Bhd. (794763-W)
Lot 55 & 56, No. 13 jalan Jasmin 2,
Kawasan Perindustrian Bukit Beruntung,
48300 Bukit Beruntung,
Selangor, Malaysia

2. Identification:
E3LF - Specification Powder Free Nitrile Examination Gloves 3.8 gram - Non Sterile.

3. European Standards:
EN 4551, 2, 3 and 4

4. Normative References:
Following the provision in conformity assessment procedure listed in Annex VII of Medical Device Directive
93/42/EEC, as amended by the Council directive 2007/47/EC

5. Categorie:
Class I.

6. Date:

315t August 2010
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