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s The Clinician
99.9999+% filtration 
efficiency designed to protect 
patients, medical personnel, 
and ventilation equipment 
from cross contamination 

Your Institution
Economical HEPA classified 
and DEKRA certified filter 
that is available in two sizes 
to meet a wide range of 
clinical needs

The Patient 
Protection from 
ventilator-associated 
events (VAEs)

Gibeck®

ISO-Gard® HEPA Filters 

Mechanical HEPA Filters 
HEPA stands for High Efficiency Particulate Air and refers to 
a highly effective, hydrophobic, mechanical filter. ISO-Gard® 
HEPA bacterial/viral filters with HME properties are designed 
to protect patients, medical personnel, and ventilation 
equipment from cross contamination.

The high filtration efficiency (99.9999+%) of ISO-Gard® HEPA 
filters has been certified by independent institutes.1 The 
filters, available in two versions, ISO-Gard® HEPA Light and  
ISO-Gard® HEPA Small, comply with ISO 23328 requirements. 
Their application in anesthesia and intensive care can be both 
patient-oriented and machine-oriented.

ISO-Gard® HEPA Light
According to the CEN filter standard, the ISO-Gard® HEPA Light 
has received HEPA classification 13. The ISO-Gard® HEPA Light 
has HME properties. It is available as a patient version with CO2 
port as well as a filter for machine use.

ISO-Gard® HEPA Small
This compact version of the ISO-Gard® HEPA Light filter can 
be used with both adults and children. This hydrophobic filter 
is as effective with regard to bacteria and viruses as the larger 
model. According to the CEN filter standard the ISO-Gard® 
HEPA Small has received HEPA classification 13 and is ideal 
for low-flow anesthesia.

ISO-Gard® HEPA Filter Light ISO-Gard® HEPA Filter Small

Infection protection: every choice matters
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*Only applicable for adult ISO-Gard® and ConchaSmart® Circuits 
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Gibeck® ISO-Gard® HEPA Filters Facts and Information

Hydrophobic mechanical 
filters with ISO standard 
connectors

HME properties HEPA 
classification 13

99.9999+% filtration 
efficiency1

Lightweight, minimum  
dead space

Not made with natural 
rubber latex

Gibeck® ISO-Gard® HEPA Filters

ITEM CODE DESCRIPTION TV RANGE
MOISTURE OUTPUT 
(MG H2O/L)

MOISTURE LOSS (MG/L) 
24H CONDITIONING WEIGHT RESISTANCE (CMH2O)

DEAD 
SPACE

CASE 
QTy

28002 ISO Gard® HEPA Filter – Light with port 300–1200 34 Vt=500 mL 10.18 36.93 2.3 @60 LPM 74.5 20

28012 ISO Gard® HEPA Filter – Light 300–1200 34 Vt=500 mL 10.18 36.93 2.3 @60 LPM 74.5 20

28022 ISO Gard® HEPA Filter  – Light machine 300–1200 34 Vt=500 mL 10.18 36.93 2.3 @60 LPM 74.5 20

28052 ISO Gard® HEPA Filter – Small, angled 150–800 27 Vt=500 mL 17.45 22.33 2.11 @30 LPM 29.24 25

28062 ISO Gard® HEPA Filter – Small, straight 150–800 27 Vt=500 mL 17.45 22.33 2.11 @30 LPM 29.24 25

19212 ISO Gard® Depth Filter 150–1000 22 Vt=500 mL 22.15 23.77 2.01 @60 LPM 39.64 25

Infection Protection: Every Choice Matters
The Gibeck® brand of breathing filters has been independently tested and proven to be highly efficient in preventing the 
passage of bacteria and viruses such as Mycobacterium tuberculosis, Hepatitis C, HIV, Serratia marcescens, Staphylococcus 
aureus, Bacillus subtilis, and MS-2 coliphage. (The efficiency is not affected by humidity and/or anesthetic gases.)1

Registered and certified by Dekra Certification GmbH

QS Certificate No. 50076-11-01

CE Mark on our products:        0124 

EC-Certificate: Certificate No. 50076-16-07 

Part Number REF: 28001, 28002, 28012, 28022

Teleflex uses a validated process for the production of Gibeck® 
pleated hydrophobic filter with HEPA efficiency classification. 
The use of Iso-Gard® HEPA Light filters together with 
hospital hygiene routines can help reduce the risk of cross-
contamination in the ICU and Anaesthesia Department.

The Gibeck® Iso-Gard® HEPA Light is a highly efficient bi-directional bacterial & viral filter. It is designed to provide a barrier to the passage of airborne & liquidborne bacteria and viruses, using a 
pleated hydrophobic filter media with HEPA classification. For the protection of patients and healthcare staff Gibeck® Iso-Gard® HEPA Light filters have been validated and exceed HEPA classification 

H13 (H10-H14) according to the CEN ISO standard EN 1822. This test is also known as the DOP test (typical particle size not greater than 0.3 microns).

Filter Efficiency Validation: Gibeck® Iso-Gard® HEPA Light is classified as HEPA Class 13
HEPA stands for High Efficiency Particulate Air. This technology was developed during World War II as an effective filter against chemical and biological warfare. A pleated hydrophobic filter must 

comply with DOP penetration standards in order to be classified as a HEPA filter. The filters are tested using a particle size at the filtration efficiency minimum, known as the Most Penetrating Particle Size.

Gibeck® Iso-Gard® HEPA Light
 — Not made with natural rubber latex or PVC —

PRODUCT VALIDATION

Flow Resistance:
Filters are tested to maintain a low resistance regardless of 
tidal volume. Typical value measured not greater than 2.32 cm 
at 60 l/m flow. (60 l/m adult, 30 l/m pediatric, 15 l/m neonatal)

Testing:
•  HEPA DOP Testing

•  Tested According to European Standard EN ISO 23328 
“Salt Test Method” to assess filtration performance

• Bacterial & Viral Filtration Efficiency Property Test

Microbiologically Validated:
The microbiological filtration efficiency of Gibeck® Iso-Gard® 
HEPA Light has been validated using the following bacteria & 
virus species (supporting documentation available on request):

•  Staphylococcus Aureus (bacteria size 0.8 microns)

•  Phi X 174 Phage (virus size 0.027 microns)

• MS 2 Coliphage (virus size 0.025 microns)

• Bacillus Subtilis (bacteria size 0.7 microns)

• Mycobacterium Tuberculosis (bacteria size 0.3-0.6 microns)

• Virus sizes smaller than HIV and Hepatitis C

• 0.18 μ Particles HEPA Test

• Bacterial and Viral Filtration Efficiency: 99.9999+%

Packaging:
The Iso-Gard® HEPA Light is provided in a sealed unit.

Manufacturing Standards:
Gibeck® HEPA products are CE-marked. Teleflex Medical 
Sdn. Bhd. as manufacturing company has a certified quality 
system that complies with international requirements that 
are compliant with ISO 13485:2003, BS EN ISO 13485:2012, 
Medical Devices Directive (93/42/EEC), Quality System 
Regulation, and U.S. Food & Drug Administration (FDA).  
In addition, risk analysis has been performed according to  
BS EN ISO 14971.

Dan Dwyer, Director of R&D, Global Respiratory

John McDonald, Regulatory Affairs Manager, QA
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Registered and certified by Dekra Certification GmbH

QS Certificate No. 50076-11-01

CE Mark on our products:        0124 

EC-Certificate: Certificate No. 50076-16-07 

Part Number REF: 28051, 28052, 28061, 28062

Teleflex uses a validated process for the production of Gibeck® 
pleated hydrophobic filter with HEPA efficiency classification. 
The use of Iso-Gard® HEPA Small filters together with 
hospital hygiene routines can help reduce the risk of cross-
contamination in the ICU and Anaesthesia Department.

The Gibeck® Iso-Gard® HEPA Small is a highly efficient bi-directional bacterial & viral filter. It is designed to provide a barrier to the passage of airborne & liquidborne bacteria and viruses, using a 
pleated hydrophobic filter media with HEPA classification. For the protection of patients and healthcare staff Gibeck® Iso-Gard® HEPA Small filters have been validated and exceed HEPA classification 

H13 (H10-H14) according to the CEN ISO standard EN 1822. This test is also known as the DOP test (typical particle size not greater than 0.3 microns).

Filter Efficiency Validation: Gibeck® Iso-Gard® HEPA Small is classified as HEPA Class 13
HEPA stands for High Efficiency Particulate Air. This technology was developed during World War II as an effective filter against chemical and biological warfare. A pleated hydrophobic filter must 

comply with DOP penetration standards in order to be classified as a HEPA filter. The filters are tested using a particle size at the filtration efficiency minimum, known as the Most Penetrating Particle Size.

Gibeck® Iso-Gard® HEPA Small
 — Not made with natural rubber latex or PVC —

PRODUCT VALIDATION

Flow Resistance:
Filters are tested to maintain a low resistance regardless of tidal 
volume. Typical value measured not greater than 2.1 cm at  
30 l/m flow.

Testing:
•  HEPA DOP Testing

•  Tested According to European Standard EN ISO 23328 
“Salt Test Method” to assess filtration performance

• Bacterial & Viral Filtration Efficiency Property Test

Microbiologically Validated:
The microbiological filtration efficiency of Gibeck® Iso-Gard® 
HEPA Small has been validated using the following bacteria & 
virus species (supporting documentation available on request):

•  Staphylococcus Aureus (bacteria size 0.8 microns)

•  Phi X 174 Phage (virus size 0.027 microns)

• MS 2 Coliphage (virus size 0.025 microns)

• Bacillus Subtilis (bacteria size 0.7 microns)

• Mycobacterium Tuberculosis (bacteria size 0.3-0.6 microns)

• Virus sizes smaller than HIV and Hepatitis C

• 0.18 μ Particles HEPA Test

• Bacterial and Viral Filtration Efficiency: 99.9999+%

Packaging:
The Iso-Gard® HEPA Small is provided in a sealed unit.

Manufacturing Standards:
Gibeck® HEPA products are CE-marked. Teleflex Medical 
Sdn.Bhd. as manufacturing company has a certified quality 
system that complies with international requirements that 
are compliant with ISO 13485:2003, BS EN ISO 13485:2012, 
Medical Devices Directive (93/42/EEC), Quality System 
Regulation, and U.S. Food & Drug Administration (FDA).  
In addition, risk analysis has been performed according to  
BS EN ISO 14971.

Dan Dwyer, Director of R&D, Global Respiratory

John McDonald, Regulatory Affairs Manager, QA
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All other trademarks are trademarks of their respective owners. Information in this document is not a substitute for the product Instructions for Use.  
© 2017 Teleflex Incorporated. All rights reserved. MC-003403

Registered and certified by Dekra Certification GmbH

QS Certificate No. 50076-11-01

CE Mark on our products:        0124 

EC-Certificate: Certificate No. 50076-16-07 

Part Number REF: 18401, 18402, 19401,19402

The use of the Gibeck® Humid-Vent® Filter Compact together 
with hospital hygiene routines can help reduce the risk of 
cross-contamination in the ICU and Anaesthesia Department.

The Gibeck® Humid-Vent® Filter Compact is a heat and moisture exchanger combined with a highly efficient bi-directional bacterial and viral filter. It is designed to provide a barrier to the passage of 
airborne bacteria and viruses, and contaminated body fluids.

Gibeck® Humid-Vent® Filter Compact 
 — Not made with natural rubber latex or PVC —

PRODUCT VALIDATION

Microbiologically Validated:
For the protection of patients and healthcare staff, the filtration efficiency of the Gibeck®  
Humid-Vent® Filter Compact have been validated and tested in several laboratories: 

•  Nelson Laboratories, Inc., US

• Sangtec Laboratory, Sweden

• IKI, Institute of Hospital Hygienic and Infection Control

The microbiological filtration efficiency of the Gibeck® Humid-Vent® Filter Compact  
has been validated using the following bacteria and virus species: 

• Serratia Marcescens (bacteria size 0.8 microns)

• Staphylococcus Aureus (bacteria size 0.8 microns)

• Myobacterium Tuberculosis (bacteria size 0.3 – 0.6 microns)

• Phi X 174 Phage (virus size 0.027 microns)

• Virus sizes smaller than HIV and Hepatitis C

• Bacterial Efficiency 99.9999%, Viral Efficiency 99.99%

Supporting documentation available on request.  
All tests performed in independent accredited laboratories.

Hydrophobicity:
The hydrophobic filtration media of the Gibeck® Humid-Vent® Filter Compact has been 
independently tested for water resistance.

Manufacturing Standards:
Gibeck® Humid-Vent® products are CE-marked. Teleflex Medical Sdn. Bdh. as manufacturing 
company has a certified quality system that complies with international requirements that are 
compliant with BS EN ISO 13485:2012, Medical Devices Directive (93/42/EEC), Quality System 
Regulation, and U.S. Food and Drug Administration (FDA). In addition, risk analysis has been 
performed according to BS EN ISO 14971.

Dan Dwyer, Director of R&D, Global Respiratory

John McDonald, Regulatory Affairs Manager, QA
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