Certificate

ECM - Zerrifiz‘jerrrngsgeselIschoft
fir Medizinprodukte-in-Europa-mbH,
A== Tolbo’rsrroBe 21, 52068 Aachen, Germany

hereby deolores rhor an examination according to
DIN EN ISO/IEC. 17021=1:20150f the undermentioned

quolrry ossuronoe system hos been oorrred out. A ‘ecm

g

, Through an oudrr performed on beholf of

MEDINORM Medrzrmechnrk GmbH
Gewerbepork 729, 66583 Spiesen Elversberg, Germany

it oould be demons’rrored that a_quality management system
oocordrng ro

IS0~ 13485 2016
“ENISO 13485:2016 + AC: 2018 + AH 2021

DIN EN ISO 13485:2021
~Medical devroes - Quality monogemen’r systems - Requirements for
) regulorory purposes :

—far the soope

Mcrnufocrure produetlon and drsrriburlon of:

Sterile/ surgrcul suction, sterile wound drainage systems,
srerrle pleural puneture sets; sterile products for airway and
oxygen supply, sterrle urologrcal and procrologrcol corherers

As weII os producrron of srerrle applrcorors and non-sterile
medrcor tubes ond fube sysrems

hos Ioeen esroblrshed ond rmplemenred

Thrs cerfificate is onIy \roho‘ under the oondmons stated in the audit report
for the audit menrroned below. -
Any subsronfrol ohonges of rhe quolrry ‘management sysrem have to be

Auort No. ‘\“. ' Regrsrered under - Valid until
0147- 26 0409 Z/26/04905E 30 March 2028

Vo!rd as of 28 April 2026
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