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1 Ziel und Zweck

Dieses Dokument beschreibt und gibt vor, wie lange die Sterilitat der Produkte, nach
einer Aufbereitung gemafB den Vorgeben aus den USTOMED Gebrauchsanweisungen
gewahrleistet ist. Die Artikelnummer 481.01.04.1 aus dem folgendem Validierungsbericht
des akkreditierten Priflabors ,,Zwisler Laboratorium GmbH", entsprich allen
nachfolgenden USTOMED Sterilisationscontainern mit EasyStop-Filtersystem und allen
weiteren Containern die mit diesem System arbeiten.

e 90-626-040

e 90-626-065
e 90-628-040

e 90-628-065

2 EasyStop-Filtersystem

Das filterlose System stoppt Mikroorganismen noch wirksamer als herkémmliche Filter
und lasst sich beliebig oft resterilisieren. Dabei bedarf es keinem Verbrauchsmaterial.
Zum Offnen bzw. SchlieBen genlgt ein Griff: Filterabdeckung eindriicken und drehen.
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2.1 Vorteile

e Sehr hohe VerschleiBfestigkeit durch prazise, spanende Fertigung aus
Aluminiumvollmaterial

e Schmutz- und keimabweisend
e Schnelle, rickstandsfreie Trocknung bei Dampfsterilisation

e Hochwertiges Material fir dreifache Sicherheit: adhéasionsfrei, porenfrei und
korrosionsfrei

2.2 Prinzip

Flr das Prinzip der Pasteurschen Schleife als Keimbarriere, dient der zweiteilige
Aluminium-Einsatz im Deckel des Sterilcontainers. Er bildet ein Labyrinth aus Ringrippen,
das Mikroben, Keime und Partikel zuverlassig abscheidet. Der mdandrierende
Stromungspfad erzielt dabei einen Abscheidegrad von 99,997%.
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C-TEASZ Konstang, Germary
Aikredied Laborsiory
DkKS: D-PL-13207-01

Dwigler Laboraloium GmbH, Blamerestealls B, TBAE? Monelarz, Eurnpe

( DAKKS

stk
Abgvziengine
g Lo rR ]
CoPL-00EI-04-32

Alahmdyrny JLG-A0-30010. 34
e g da
4 b
bl Azl e o d K s dae

G LPGWI:I Leboratoey Friedicn
Esgivart ol (GLF Complanse

Commentary to Report N° 1809.2716

The following remarks are not part of the study report. They may only be considered as additional
information for the sponsor without respemsability, This commentary is valid without & signature,

MNotice

The intended use of 2 sterilisation container is to maintaln the sterility of its content after
sterilisation for a certain period of time. To demonstrate that the used sterile barrier syslem
(HardTop Box mit EasyStep Filter (3105190350 mm), Art. MNo.: 481.01.04.1, lot: D46550)
maintains integrity over % months under not controlled environmental conditions one test
specimen was packed with stainless steal bars und instruments by the Sponser:

The test specimen was sterilised by the sponsor in an Awutoklay Typ Bad,

After the sterilisation the test specimen was kept at room temperature wnder non controlled
environmental conditions for 9 months and 6 days followed by the test of sterility in compliance
with IS0 11737-2: 200,

From the container the following test tems were tested for sterility:

5x5 instruments nnd the cloths after wiping the container and the d.

Therefore cach test item was immersed in a suitable container with Soy-bean casein digest-
bouillon (Case-b) and was incubated for 14 days at 30°C {aerohic), While incubation and after 14
duys the bouillon was visually checked for turbidity / microhial growth. Then an aliquot of the
bouillon was tested for the absence of microbicidal or microblostatic substances. This growth
promation test was performed with Racillus subtilis (ATCC 6633), Aspergillus brasilicnsis
(ATCC 16404} and Candida albicans (ATTC 10231).

Sample No. and Sample name Sterility Test Growth Promotion Test
1809, 2716: test item 1 (5 instruments) 0 growth growth of all tested strains
test item 2 (5 instruments) na grovth growth of all tested strains
test item 3 (5 insirumenis) nao growth growth of all tested strains
test item 4 {5 instruments) ng growth growth of all tested strains
test ftem 5 (S instruments) Bo grivwth growih of all tested strains
cloth after wiping container i growth growth of all tested strains
choth after wiping lid ni grovrth growih of all tested strains
Zwistor Latoralofium Gmbkl TEL 0049 7531 P91 00 BAMKDATSA  BLE G50S0001 Wonio G984
Fngister Fraibury HRtD 381817 FAX M2 TE31 83 110 BWIFT Spariasse Bodensse SOLADEEHKNE
Blarorstrate 56 E-MAL  mfo@zwisler-isboraionum, com DE12 &MSO00i 00000 &8940
THEEZ Moralane LRL W, Paikee-dnboraboriemn com VAT DEX4244148
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tamrealary loocpord 1803716 page I
Eepaciwmn (18033716}

D-TE452 Honstanz, & emmany
Akkradibed Laboramry
Dk 5 D-FL-1 320704

Since the test for sterility showed no bacterial growth in any of the test items after 14 days of
incubatien 2nd no microbicidal or microblostatic substances in the incubation medium were
ohserved, the examined sample is considered to be STERILE. The performed storapge suppests a
stable microbial integrity of the medical deviee af 9 months,

Dr. Christian Draing, Study Director Konstane, 1271062008
Zudgher Laborstiorium SmbH TEL D045 T3 8 11 00 BANK DATA  BLZ SB050007 Horsa BOGLD
Ragister Freiburg HRB 384517 Fax e TEI 591101 BWIFT Sparkneee Bodersen BOLADESTHME
Elaressirutin 56 E-MAL  idairwiskor-labomalnium. cam DE1Z GEOSOO01 Q0000 Gopes
TEHEZ Konstans URL v ot slaf-lboralodum .com VAT DEZ14544148
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Zwigior Laboratorium GmbH, Blamretrails 86, TH4E2 Heralane, Europe

D-TE4E2 Korstanz, Gemany
Aaksadind Loboraiory
DARkS: D-PL-13207-01

[{ Do jnec bu
Akkrecienuageneh:
DPL 13-

Loboraimry Pracon
Btitirren? of GLF Complance

GL

Report N° 1809.2716

Sampling and tests were performed according to specifications under 'specimen data’ and 'methods’
sespectively. Parliculars about best measurement capability and technical standards are available on

regquest.

Fesults

HardTop Box mit EasyStop Filter (310x190x50 mm), storage 9 months

Loading of container
stainless steal bar amnd perfsrmed by
instruments Spansar
Sterilization
Autoklav Typ B6D performed by
pndr
Storage
planned stornge condition not conifrofled  for 9 momths
enviFommetal
conditions
storage condition, period IL.12.2017-
27002018

direct inoculation, aerob

{= % munths znd 6 days)

Teat of Sterility of five no growth  afler 14 days
instruments (5 parts)

Test of Sterility of cloth mo growth  after 14 days
after wiping container

Teat of Sterility of cloth no prowth  afier 14 days
afler wiping lid
Test of Sterility test passed  after 15 days

Growth promotion tests

Sterility Testing Contral growth  after 1 day

Tk

FealTime Ageing 150 176642004

Zwiglar Labaratorium GmbH TEL 088 7R3 3311 00

Ragalar Feiburg HRD 301817 Fis 0048 7RI 5949 09
Blanarsiraba 56 E-MAL  imofl rwiskar-labaraiaium. cam
TE4E2 Konstanz. URL

www Twilar-tsboratanum.com

Storage- Le.doc

BANK DATA  BLZ BRSO Koneo E594R
SWIFT Sparknsse Bodanses SOLANDES1KNT
DE1Z BSUSO001 DOOGD G984

VAT DE214543148
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L-7H462 Kienslanz, Germany

Akiredlod Laboratory

DWiek: D-PL-13207-01
Steriliny 150 11737-2:22000, 210 steritest-2e dog, Vers. 4
Steqility Testing 150 11737.2:2009, 7LG steriteet-2e.doc, Vers, 4

specimen data:  ramber 18092716, bot DABE50, receipe of specimen 14.00.201 4, expermental starting dai 27,09 201 8, experinental
completion dase 12 10.2018, under the desipnation ‘mactive imedical device!, Medizinprodks, manusctured by Iemowationg Modical GobH,
sampling was perforid by sponsor, prineipal eode 481.0004.1, Lunit, delivery by [eovations Medical GenbH, temperansre at delivery:
iy

The sign =" means "less than the guated value', '>' means ‘more than the quoted value', Delected
fnIcToOTEanisms are reported as '+ 0. and nepative test resulis as 'oon.' this means the MICTOOTEANISm was
not found in the specified volume, Methods labeled with an 'A' are out of the aceredited ambil; methods
labeled with o 'U" were pesformed by a sub contractor. Test results exclusively refer o the specimen and
nat 1o the entire lot, bundle ete. This test repart may only be kopied or published a3 a eomplete docurnent
including the signature on the last page and el data of 1 specimen (number 1809.2716) with pernission
of the laboratary,

To improve our service we would like to ask you for a feedback. Are you happy with our service or how
could we improve this service? Please feel free to send us your comments and fecommendations, Thank

you for your input and the comtinuing good cooperation
Cohay

Dr. Christian Draing, Study Director

Konstanz, 121072018

Ewider Laboratoriom GmiH TEL 0048 7RI O3 11 00 BANK DATA  BLZ S20S0001 Konko GI045
Rugesler Freiburg HRE 381817 Fiay 0048 TEY 94911 04 SWIFT Sparkasse Bodenaesn  SOLADESENT
Blarersiralie 66 EMaIL  infoiawis le-labaramrium, com DENZ BIIS0O0T (0000 GRD4E

T&402 Konstanz URL wwen i slar- b oratoniun, com WAT DEZ 14544148
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