
Certif icote
Full 0uolity Assuronce System Approvol
Annex ll excluding (4) of the Directive on Medicol
Devices

EcM, Eismorckstr. 106,52066 Aoch€n, notified to EC undor 0481 hereby

declo.6s thot on exominolion ol lhe und€r mentionod quolity ossur0nce
system hos b€9n corried out tollowing ih€ rgquiroments ol onnex ll

excluding (4) of the 0irective S3/42/EEC.

This cerlilicolg is lssusd on beholf ofl

Monufoclurer

RUMEX INTERNATIONAL LTD
3l I Sholshom Stroel, Shsftiold, Yorkshlro S24FA, Unllod Klngdom

ecm

ECM cerliiies thol the iull quolity ossuronce system under which ths
producls listsd in 0nnox lto this certlllcote qro monufoclurgd conl0rms
with the rgqu rements of onnex ll exclud ng (4) ol the Dlroctivo

93/ 42/EEC on medlcol devices

This Cerlilicote is only volid for the products mentionsd obove Sp€ci0l

te.ms ot volidity oro describod in onnex I lo lhis ceriificote

Any substqntiol chongos of the quolity ossuronce syslem or the llsl0d
products which might offect conlormily to onnex ll ot lhe Dirsctive
gg/ 42/EEC h ove to be notified lo EC M ond o re su bjecl lo q seporote

ossossment.

Audit Reporl Number Rsglslorod under

571-15-318 Zll6l03721E

Aochen, Jonuory I 3'". 201 6
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