—~ MINNTECH

’ THERAPEUTIC TECHNOLOGIES

certifies that

Description: FiberFlo 50- 203

Part Number: 93022-102

Lot Number: 203959

has been manufactured in a controlled environment in accordance with the requirements of the
Current Good Manufacturing Practices (21 CFR Part 820) as published in the Federal Register of
the United States of America.

MINNTECH® Corporation is an ISO 13485 certified company.
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PERFORMANCE
This lot successfully passed performance testing for Water Flux, Diffusive Flow, and
Endotoxin Removal.

*Specifications *Actual
Water Flux AP @ 3.0 gpm < 11.0 Ib./sq. in. Pass
Diffusive Air Flow < 80 mL/min. Pass
Endotoxin Removal to <0.06 Eu/mL when Pass

challenged with 5 Eu/mL
* Specifications and Actuals are based on 10” units.

BEAD CHALLENGE
Unit fiber lot conformed to established bead challenge criteria.

SOLIDS / EXTRACTABLES

Passes USP standards for oxidizable substances and total solids for purified water.

DIMENSIONS

All fiber included herein conforms to established dimensional criteria.

BIOCOMPATIBILITY

All fiber components are made from materials tested for safety according to the Class VI
methods of the latest revision of the United States Pharmacopeia..
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Signature MINNTECH Corporation
14605 28t Avenue North

Minneapolis, Minnesota 55447
Telephone: (763) 553-3300
Fax: (763) 553-3387
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