
Certificate 
Product io n Quolity Assuronce System Appr ovol 
Annex V of the Direct ive on Med icol Dev ices 

ECM, Bismorckslr 106,52066 Aochen, nollfled 10 EC under 0481 hereby 
daclores Ihat an examination of Ihe under mentloned qualily ossurance 
system hos be an corrled out following Ihe requlremenls of annex V 01 Ihe 
olrecllve 93/42/EEC. 

Thls certificOle 15 Issued on behalf oL 

Manutacturer 

Impromediform GmbH 
Gielster Stuck 11, 58513 Ludenscheid, Germony 

ECM cerlllies Ihol Ihe quolity ossuronce system under wh Ich Ihe producls 
Hsled In annex 110 Ihls certificole are manufoclured conforms wlth Ihe 
requ tremenlS 01 annex V 01 Ihe Dlrectlve 93/42/EEC on med fcol devlces . 

ThlS Cerllflcale 15 only valid for Ihe producls mentloned above . Special 
terms of valldlty are descrlbed In annex 110 Ih ls cerlilicate . 

Any subsIonIlai changes of the quollty assurance system af the listed 
praducts wh ich mighl affect conformlty to annex V of the Dlrecllve 
93/42/EEC hove 10 be notified 10 ECM and are subJecI ta 0 separate 
assessmenl 

Rapo,t Number 

179-13-220 

Reglstered under 

Z/13/ 03230 

Volld unlll 

oe.ember 17" , 2018 

Aochen , December 17", 2013 
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Annex I 10 Certific ale Z/13/03 230 
Number 01 Poges 1 of 1 
Dale 01 Revision. Januory 16 ',2015 

ThfS certllicafe Is valid for Ihe hereofler lollowfng devlces: 

ecm 

Norne 01 producl calegory Nome oflndlvlduoll ype Nomencloture co de' 

Single usa devlces Inlrovenous 

Single usa devlces 

Special terms of valldlty 

Administration Sets, 
General·Purpose 

Transfer Sets. Fluid 

16·649 

16·610 

In cose of closs I producls cr sterile procedure packs ace 10 ertlcle 12 
(3) ollhe Dlreellve 93/42/EEC Ihe Inlerventlon oleem 15 lImIted 10 
ospecls 01 manufocture concerned wlth securing ond molntainlng sterile 
condltlons respeclively Ihe conformity wlth the melrologicol requlremenls . 

UMDNS Code 15 optlonol 
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