
Certif icqte
Full Quolity Assuronce System Approvol
Annex ll excluding (4) of the Directive on Medicol
Devices

ECM, Bismorckstr. i06, 52066 Aochen, nolafaed lo EC undsr 0481 hereby

decloros ihot on exominotion of the under montioned quoliiy ossuronce
system hqs bgen corried out following th€ requir€ments ol onnex ll

oxcl!ding (4) ol the D rectlvs 93/42/EEC.

This certificole is issusd on beholf of:

Monulocturer

P rontom ed Gm bH
Am Bohndomm 70,32120 Hidd€nhousen, Germony

ECM c€rtifi€s thot the full quolity ossuronc€ sYstem undol which the
products list€d in onnex lto this certificote ore monuloctur€d conforms
with lhe requlrsments of onnox ll excludlng (4) ol lhe Dirgciive
93/42/EEC on medicol devicos.

Tho opprov€d quolity ossuronco syslem is subjsct to periodic survgillonce
os defined bY onnex ll excluding (4), soction 5

This Cortilicotg is only vqlld for lhe producls menlion€d obove Speciol

l6rms of volidily ore doscribed in onnex I to this certificots

Any substontiol chonges of ih€ qu0lily ossuronce syst€m or the listed
products which might olfect conformitY to onnex llof lhe Dirsctiv0

93/42/EEC hovo lo be nollfled to ECM ond or€ subj€ct lo o seporote

ossessm gnt.

Volld unlll

octobor '18., 2022

ecm

Audil RcpoIl Number Roglstotgd undol

469-17-105 zlrT lo4121E

Aochen, 0ctober I 9'", 2017

iae i --"ffi I



An nex lof Certificote Z/17 /04121E
Poge l ot l jecm
This certificote is volid for ths hereotl€r following devices

Noms of producl colegory Nome of individuol type Nomencloture
code

single us€ devices

Speciol ierms of vo lid ity:

None

lrrigotion Kits. Wound 14-462

UIVDS Code is opt ono


