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Vlirobnf 6islo crslo faktury

Na zboZi se vztahuje z5ruka dle Obchodniho z6koniku. Zdrudni doba pro pffstroje dini 12 m6sicri od instalace.
Z5ruka se vztahuje na n6hradnf dily a pr6ci vdetnE dopravy. Pokud je splnEna podmlnka provedenf profylaktick6 prohlidky
pffstroje po 1 2 mdsicieh od ,instalace, bude poskytnuta dodatkovri ziru6ni doba 1 2 m6sfc0. Tato dodatkov4 'zarudnf doba

se vztahuje pouze na nrihradni,dily. ProfylaKick6 prohlidky mohou prov6ddt pouze autorizovan6 servisni org anizace na ndklady uZivatele.
Ziruka se nerztahuje na opotiebeni vdci zprlsoben6 jejfm obvyklfm u2ivdnim, na z6vady zp0soben6 neodbornou manipulaci a pou2iv6nim.

Zaiizen(bylo dod6no kompletn6 dle specifikace, bez poSkozeni a funk6nfch z6vad.

Instalaci a za5koleni obsluhy provedl pracovnik autorizovan6 servisni di obchodni organizace.
Funkce zaiiz:eni byla piedvedena v piitomnosti uZivatele a uZivatelem pochopena.
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Typ piistroje

Vyirobnf 6islo

Umiist6ni zaifzenf

UZivatel

Adresa

/Lo/4 6 , nlotloac

ZArudni a pozdndni servis zajistuje servisni technik autorizovan6 servisni organizace

Razltko a podpis pFed6vajiciho

V Modiicich dne

Razitko a podpis z{kaznika
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l.Temperature control

see SEALING PARAMETER

2. Testing

2.1 Means for testing

The used means for testing are proven adapted to confirmed national standards with compliance according

DIN EN ISO 9OO1

2.2 Base of testing

2.2.1 Demands to the device

The demands to the device has been taken from DIN 58 953 part7, paragraph 6 -seal ing

edition August 1999

2.2.2

Clear foil sterilisation Packing

The device have been tested with a sterilisation foil type of SEALING PARAMETER on page 2

according to EN 868-5, paragraph 4, edition August 1999

2.2.3

Demand to the sealing seam

The demands to the sealing seam have been taken from EN 868-5, paragraph 4.5.1 , edition August 1999'

According to this the Peel Force has to be 1,5 N for a specimens width of 15 mm

2.2.4

Testing of the sealing seam

The test ing of the seal ing seam have been carr ied out according to EN 868-5, Appendix D 1.1 and D 3

edition August 1999

3. Testing result

The seal made with the device are conform to the EN-standard mentioned under 2.2.3

4. REMARKS

The detailed testing results of the validation can be taken from the attached testing document.

As all technical devices are subject to a natural technical use..ln order to guarantee a permanent readiness

for use the device must be opened, cleaned and detected by an authorised person after one year at the leatest.

Only the user is responsible for the orderly operation, orderly apply and the representation of the device

for the next validation.
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Tensile force of sealing seam I N I
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Maximum of Tensile force
Minimum of Tensile force
Average
No of value more then 1.5 N
Width of sealing seam:

SEALING PARAMETER Nom.Value Act.Value

Sealing Temperature 180 184 ['C]

6 , 6 4  I N I
0 , 1 2  t N l
3 , 7 9  t N  1
7 e , 1  l %  I
1 2  [ m m  ]

SEALING MATERIAL WIPAK MEDICAL STERIKINGR42 DIN 58953 KSOS 15x200
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