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Test Report

for the examination of bacterial endotoxins in the LAL test according Ph Eur 7th edition
Method C: Turbidimetric-kinetic method

Sample . Sempermed supreme

Description : Lot: 12D0614

Reference : AuBBen

Date of order :10.10.2012 Start of Examination : 19.10.2012

Sample receipt : 15.10.2012 End of Examination :19.10.2012
Procedure:

- Sample preparation: The outer side of one glove was eluated with 40 ml of 0.9 % NaCl-solution for
30 min at 37°C. The eluate obtained was centrifuged for 5 min at 3000 rpm. A volume of 10 ml of the
supernatant was filtered through an Ultrasart filter. After washing with 2x5 ml water-BET, the retentate
was resuspended in 10 ml water-BET.

- Standard curve: 0.01 - 100 EU/mI
- Positive product control: 1.0 EU/mI

- Tested dilution: undiluted
Result:

1. The results of the test parameters of the standard curve were within the required specification.
2. The endotoxin content of the negative controls were lower than the detection limit of 0.01 1U/ml.
3. The recovery of the positive product control was with 121 % within the valid range of 50 - 200 %.
4. The endotoxin content of the sample was:
< 0.01 EU/ml, according to < 0.40 EU/outer side of one glove

21 OKT, 2012

(Laborassistentin)

m (Abteilungsleitung)
€ testresults apply so'ely 1o the designated sampla. Reproducton in the form of an extract may only be made with the written consent of Labor L+S AG.

Vorstand: Aufsichtsrat: Werner Wohnhas (Vors.) HypoVereinsbank Schweinfurt: IBAN: DE10 793200750002 0110 00
Dr. Lothar Bomblies  Dr. Riidiger Leimbeck Konto-Nr. 2011000 (BLZ 79320075) BIC: HYVEDEMMA451 - ATLAS-ZolI-Nr.: 518 44 60
Dr. Frank Boéttcher  Prof. Dr. Bernd Sonnenschein Deutsche Bank Wiirzburg: Handelsregister HRB 2726 (Amtsgericht Schweinfurt)
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mailto:Labor@Labor-LS.de

I
|

Labor L+5 AG ¢ Mangelsfeld 4 » D-97708 Bad Bocklet-GroRenbrach Tel: +49 (0)9708%9100-0 * Fax: +49 (0)3708/9100-36
E-mail: Labor@Labor-LS.de ® Internet: www.Labor-LS.de
Akreditovan podle I0S/IEC 17025  Certifikovan dle DIN EN 1SO 14001

Zkudebni laboratof akreditovand podle N

Semperit Technische DIN EN ISO/IEC 17025 némeckym “é: T % ((( DAKKS
Produkte GmbH akreditaénim organem Daldks. Yt W [_"L
Attn Akreditace se vztahuje na postupy LN 3

. uvedené v certifikatu.
Triester BundesstrafRe 26

A -2632 Wimpassing L+ S—Nr.: 10688362
A R

Protokol o zkou3ce
na odhaleni bakterialnich endotoxin(i v LAL testu podle Ph Eur 7. vydani
Metoda C: Turbidimetricko-kineticka metoda

Vzorek : Sempermed supreme

Popis : Lot: 12D0614

Reference : Mimo

Datum objednavky :10.10.2012 Zacatek testovani : 19.10.2012

Prijeti vzorku :15.10.2012 Konec testovani :19.10.2012
Postup:

- Pfiprava vzorku: Vnéjsi strana jedné rukavice byla eluovana 40 ml 0.9% roztoku NaCl po dobu 30 minut pfi 37 °C.
Ziskany eluat byl centrifugovan po dobu 5 minut pfi 3000 ot./min. Objem 10 ml supernatantu byl zfiltrovan pfes
filtr Ultrashort. Po promyti 2x5 ml vody-BET byl retentat resuspendovan v 10 ml vody-BET.

- Standardni kfivka: 0.01 - 1000 EU/ml
- Pozitivni kontrola produktu: 1.01 EU/ml

- Testované fedéni: nefedéné
Vysledek:

1. Vysledky zkuiebnich parametrd standardni kfivky byly v rdmci poZadované specifikace.
Obsah endotoxinu v negativnich kontrolach byl nizsi nez detekéni limit 0,01 IU/ml.
VytéZnost pozitivni kontroly produktu byla 121 % v platném rozsahu 50 - 200 %.
Obsah endotoxinu ve vzorku byl:

< 0.01 EU/mlI, podle < 0.40 EU / vné&jsi strana jedné rukavice

=N

22.fijen 2012 necitelny podpis neditelny podpis 22. rijen 2012

(vedouci oddéleni) _(Iaboratorni asistent)

Vysledky testu plati pouze pro uréeny vzorek. Kpie ve formé vypisu muZe byt provedena pouze s pisemnym souhlasem spolecnosti Labor L+S AG.
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