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Production Quality Assurance System Approval
Annex V of the Directive on Medical Devices

ECM notified to EC under 0481 hereby daclares |hat an exominatian of
‘ne under menlioned quality assurance syslem haos been carried gul
ialtowing the requirementis of annox V af the Directive 93/42/tEC.

This cartlficate s issued cn beholf ol:

Manufacturer

MEDINORM Madizintechnik
GmbH
3riftshr 4. N-RA2B7 Quiarschiad

ECM carfifics thot rne quolity assurance syslem under which the greducls
hsteg in gannax 1 lo 1his cerfilicole are manufactured cenforms wilh The
requiremants of annex V cf the Direclive 93/42/EEC on medicol devices,

This Cartlticate is only valid faor the grogucts mentioned above, Speciul
ierms gf valiany are described i anngx | lu This cerlificolo.

Any subslantial ehangos of [ha qualily assurancs syslem or the lislad
prodacts which might aftect confermity to annex V of {he Direclive
S3/42/EEC nave lo be notifled 1a ECM and ore subjoc! Jo O sepurele
ossassmant.

Repoart Number Registered under Valid until
2011-001 2/02/00391 18.03,2006

Aachen, 2002-11-21
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Beglaubigte Abschrift

Annex | to Cerfificate 2/02/00391

Numbar of Pcges: |

“his cerlilicaie is valid for the hersafler foliowing devices:

Name ol produc calegory

Single usc devicos

Sinple usc Jevices

Single uge devices

Single use gevitgs

Single uso devices

Sitigie use dovices
Single use devices
Single use devires
Single use devices
Single use devices
Single use devices
Single use devices
Single use devices
Single use devices
Jingle Lse devites
Single uss devices
Single use devites
Single use devices

Single use dcvlces

Single Jse devices
Single use Cevices

Single uss deviuas

Special lorms of validify.

Nann

" UMDNS Code is gplional

nNeanie of indivioual type
Inlravenuus Line
conneclors

hepitarers, [ruchedl

Cement Dispensers,
Orthopedic

Bawls Mixing Cement

Tubes. Fesging.
Nosuenlegral

Tubing. Suctian
Cothelers, Urethral
Clamps, Umbilical
Catheters, Ofher
Catheters, Reclal
Catheters, Neloton
Carneters, Nosal Oxygen
Droins, Wound
Aspirators, Surg.cai
Uroins, 5ump
Orainconnoctor
Carhalerpiug

Fingertip
Cathalerization Kil§,
Cardioc

Anosthosi o Kits, Epidural
Anesthesia Kifs, Spinol
Catheter Safs, uraloglica:

Nomenciatire codse
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