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GUAN (Valve) DEFENDER PROFESSIONAL PROTECTOR (Child) GUARDIAN
« NO95, N99, FFP2, and FFP3  Cleared by the FDA and E.U. (CE Mark)
 Reusable up to 14 days** » Superior respiratory protection
 Single Use for extended wear up . Self-sanitizing for added protection

to 12 hours* « Universal Fit for all facial shapes and sizes
e Molded and flat-fold designs ° Safe, natural & non toxic

e Adult (large) and children’s (small)

Sizes***

* N95 for United States, N99 for Canada, FFP 2 & 3 for European Union
** For European Union & Canada only *** Not for sale in the United States

PVC Free, Latex Free, Non-allergenic
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Antibacterial
(FDA Approved)

PRODUCT
SPECS

@ SPECTRASHIELD"
The next generation of respiratory protection

Antimicrobial Respirator Masks
(E.U. Approved with CE Mark)

Model Guardian Defender Protector Guardian Professional
FFP3 RD N9O9 (Child) N99 FFP2 RD NO5
Flat-Fold with Flat Fold
Style e Molded Molded sl Molded
Region International International International International United States
Reusable up to
YES (E.U.) YES (Canada) YES (Canada) YES (E.U.) NO
14 days
. . Viruses, Mold, Viruses, Mold, Viruses, Mold, Viruses, Mold, .
Effective AgamSt Bacteria, Fungus Bacteria, Fungus  Bacteria, Fungus Bacteria, Fungus Bacteria
FFP3 RD FFP3 RD FDA Class 11

Certifications

CE EN 14683 Type IR

CE EN 149:2001
& Al: 2009

Canadian Type 1
Medical Device

Canadian Type 1
Medical Device

CE EN 14683 Type lIR

CE EN 149:2001
& Al: 2009

Medical Device
NIOSH 42CFR Part
84



BE PROTECTED

A powerful sneeze can
produce nearly 40,000 aerosol
droplets which are propelled
through the air at great force.
The most common estimates for
the speed these droplets travel is
around 95 mph, but some people
may be able to reach 650 mph
for their sneezes. This is the main
reason that airborne diseases can
be so easily spread throughout the
population.
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THIS 1S HOW IT PROTECTS

The SpectraShield™ Mask, captures microbes, then inactivates or kills them*

Flexible outer metal and antimicrobial-protected
inner nosepieces — create a comfortable,
snug fit with no air leakage

—= Effective microbe-capturing
patented filtration layers

Active microbe-killing Fosshield®
antimicrobial-protected outer layer

Active microbe-killing Fosshield®
anfimicrobial-protected inner |ayer

————
*Antimicrobial performance inactivates viruses and kills bacteria @ SP ECTRA SHIELD“
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The SpectraShield™ Mask filters over 3,500% better than
an ASTM F2100-07 high barrier mask

) Tight Fit Around
Snug Fit Nose No Air

: G Dual Elastic Straps
Gaps Around B ' No Air Leakage
Nose Causes - - '

Air Leakage

Leakage

No Snug Fit — —_ :
i [ Superior Filtration
e k cl\:lgngiﬁgon Filtpers out up to
Causes Air ' :
0)
Leakage 99% of particulates

ASTM F2100-07 High SpectraShield™ Antibacterial N95,
Barrier Surgical Mask Antimicrobial N99, FFP2 & FFP3 Respirators

@ SPECTRA SHIELD™
The next generation of respiratory protection
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COMPETITIVE REVIEW

The SpectraShield™ mask is superior to other antimicrobial and
antibacterial masks available in the market.

Nexera Kimberly

Spectra Clark 3M Filigent GSK
Shield All Masks All Masks BioMask ActiProtect
NIOSH Cleared as a Respirator YES YES YES NO NO
Long L.astmg—Contmuous Kill VES NO NO NO NO
Antimicrobial Agent
Approved for Extended Wear up to
12 Hours in the US by the FDA YES NO NO NO NO
REUSABLE Certified by EU with a CE VES NO NO NO NO

Mark

Use of Silver & Copper, known
natural effective nontoxic YES NO NO NO NO
antimicrobials for centuries

Multiple Respirator Mask Designs
including Molded and Flat Fold, valve YES YES YES NO NO
and non-valve
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The SpectraShield™ Series of Antimicrobial
Masks offer:

KILLS TUBERCULOSIS, MRSA, BIRD FLU, SWINE FLU AND MORE

* Antimicrobial Masks are NOT available in the United States. Only Antibacterial Masks are available

in the United States . @ SPECTRASHIELD™
The next generation of respiratory protection
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The SpectraShield™ Mask is Safe and Effective

< The SpectraShield™ Mask is: BIOCOMPATIBILITY

+» Non-toxic
+» Latex-Free, PVC-Free,

and non-allergenic Test Outcome
«* Non-irritating Dermal Sensitivity Scored “0” on test -No sensitivity
+ Safe and secure anti- Primary Skin Irritation Scored “0” on test —No irritation
MIEEIIE ERSit el 6l Systemic Toxicit Test showed “No toxicity”
not gas off or leach off to be YRIEIE Ty P
inhaled or ingested. Gas-Off/Leach-Off No measureable amounts
+»» All test results were Cytotoxicity Not toxic to human cells
somypltee) I & SeiE Fluid Resistant Highly fluid resistant

Summary Analysis which
indicated the SpectraShield™

Mask to be deemed safe and All Biocompatibility Tests were performed in FDA
effective by the FDA. Certified Independent Laboratories

| SPECTRASHIELD™

" ‘The next generation of respiratory protection
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FDA DEEMED “SAFE AND EFFECTIVE”

SpectraShield™

Revolutionary New FDA-Cleared receives clearance for

SpectraShield™ N95 Antibacterial a new class of

Surgical Respirator Mask Antimicrobial Medical
Devices called “ONT”

First to Use Antimicrobial Textile

— Simultaneous clearance by FDA & NIOSH.

— Tested and proven for extended wear up to 12
hours.

— The technology eliminated “breathing zone”
concerns of the FDA.

— Patented technology — proven performance.

— Meets CDC & WHO guidelines for infections
disease exposure control.

— Effective against certain bio-terrorism ilinesses
such as Tuberculosis.

! SPECTRA SHIELD™
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E.U. DEEMED “REUSABLE”

Revolutionary New European Union
Cleared SpectraShield™ FFP2 RD and
FFP3 RD Antimicrobial Respirator Mask

First to Use Antimicrobial Textile
— The FIRST AND ONLY antimicrobial reusable
FFP2 & FFP3 respirator masks.
— Tested and proven for reuse for up to 14 days.
— Patented technology — proven performance.

— Meets CDC & WHO guidelines for infections
disease exposure control.

FFP2 RD
— Effective against certain bio-terrorism illnesses FFP3 (WITH VALVE

. IS ALSO AVAILABLE)
such as Tuberculosis. )
! SPECTRASHIELD"™
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The SpectraShield™
Mask 1s FDA Cleared

With Long-Lasting and Continuous Kill
Performance, the SpectraShield Mask:

* Cleared as an N95 Antibacterial Surgical
Respirator

* Meets requirements for surgical respirator as a
Class Il Medical Device

» Tested and proven for “Extended Wear” with
performance up to 12 hours when exposed to
sweat and saliva

» Passed all safety related testing including,
toxicity, biocompatibility, gas-off / leach—off,
fluid resistance, and dermal sensitivity

| SPECTRA SHIELD™

\/ The next generation of respiratory protection

DEPARTMENT OF HEALTH & HUMAN SERVICES

Mr. Paul Sallarulo

President CEO

NexEra Medical, Incorporated
1556 East Commercial Boulevard
Oakland Park, Florida 33334-5752

Re: K090414
Trade/Device Name: SpectraShield model 9500 Surgical Respirator
Regulation Number: 21 CFR 878.4040
Regulation Name: Surgical Respirator
Regulatory Class: 11
Product Code: ONT
Dated: January 24, 2011
Received: January 26, 2011

Dear Mr. Sallarulo:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug. and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices. good manufacturing practice.
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however
that device labeling must be truthful and not misleading.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hutp://www.fda.gov/Medical Devices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

e Anthony D. Watson, B.S., MS. M.B.A.
" Director
Division of Anesthesiology. General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

=
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The SpectraShield™ Mask is
CE Certified as a REUSABLE
ANTIMICROBIAL FFP2 RD
& FFP3 RD MASK
CE EN149:2001 & A1:2009

With Long-lasting and Continuous Kill
performance, the SpectraShield™ Mask:

CE Cleared as a REUSABLE Antimicrobial Respirator Mask

CE Cleared FFP2 RD (no valve) and FFP3 RD (with valve)
EN 14683 Type IIR

Tested and proven for “Extended Wear” with
performance up to 12 hours when exposed to sweat and
saliva

Complies with 2008 European Communities Medical
Device Directive 93/42/EEC

All tests conducted at 1SO Certified independent testing
facilities in the European Union =
SPECTRASHIELD"’
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INSPEC Ce€

Product description: - Filtering Face Masks

Product identification: - SpectraShield Guardian H100Y FFP3 RD with
valve
SpectraShield Guardian V1008 FFP2 RD

without Valve

Manufacturer: - Mexera Medical Inc.,

3343 West Commercial Blvd

Quite 103

Fort Lauderdale

FL 33309

USA
When assessed and examined against harmonised standard EN140:2001 +
A1:2009 are found to be in conformity with Council Directive 89/686/EEC and
associated amendments, relating o personal protective equipment,

And

Are manufactured under a Quality Control System which has been satisfa ctorily

ussesscd as meeting the requirements of Article 11 Section B of the same
Directive,
Authorised EU Representative: - Nexera European Representative
10 Kestrel Close
Ewshot
Famham
Surrey
GUIO 5TW
- II. -
=
I,Jﬂ" e
L=
Signed Date: 25th October 2011
K J Wamen, Manager, Cenification Services caeilicate irvaic
It putil ernbomses

For and on behalf of INSPEC International L td.
56 Leslie Hough Way, Salford, Gt Manchesier Vo 6AJ
England {Notified Body No: 0194)

Fer szt aned conditons of msur, wer page 2

FFP 2 & FFP3 Reusable Antimicrobial Masks are NOT available in the United States.
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The SpectraShield™ Mask is
Canadian Cleared as a N99
Reusable Antimicrobial
Respirator

With Long-lasting and Continuous Kill
performance, the SpectraShield™ Mask:

* Cleared as an N99 Reusable Antimicrobial Respirator
* Reusable up to 14 days

* Meets requirements for respirator mask as a Class |
Medical Device

» Tested and proven for “Extended Wear” with
performance up to 12 hours when exposed to sweat
and saliva

» Passed all safety related testing including, toxicity,
biocompatibility, gas-off / leach—off, fluid resistance,
and dermal sensitivity

) SPECTRA SHIELD™

I‘I Health  Santé Health Products and Food  Inspectorat de la Direction générale

T Canada Canada Branch Inspactorate des produits de santé et des aliments
Licence Number 2830 Numéro de la licence

Medical Device Licence d'établissement

Establishment Licence pour les instruments médicaux

NEXERA MEDICAL

1556 EAST COMMERCIAL BLVD
FORT LAUDERDALE, FLORIDA
UNITED STATES
33334
This licence is issued in accordance with the Medical Cette licence est délivrée conformément & la Loi sur les
Devices Regulations of the Food and Drugs Act for the aliments et drogues, réglement sur les instruments
following activities médicaux pour les activités qui suivent:
Distributor / Distributeur Importer / Impaortateur Manufacture Devices for Retail
Sale / Fabricant d'instruments
médicaux de classe 1
Class I/ Classe | No / Non No/ Non
Class Il / Classe Il No / Non No/ Non
Class Ill / Classe lll No / Non No/Non
Class IV / Classe IV No / Non No / Non
Attestation made : Attestations faites :
The establishment has documented procedures in L'établissement a mis en oeuvre une procédure
place in respect of écrite concernant:
distribution records [Y]] » les registres de distribution
complaint handling [Y]]| = les plaintes
recalls (Y| » les rappels
. mandatory problem reporting [N]| » rapports d'incident obligatoires
. handling, storage, delivery [N]| » la manutention, le stockage, Ia livraison
installation [N]| = linstallation,
corrective action [NT| o les mesures correctives
servicing [N] | » I'entretien
Site listing begins on the back of this page Liste des sites commence au verso de
Expiration Date: cette page
Date d'expiration: 2011-12-31

Minister of Health Countersigned: Director General, Health Products & Food Branch Inspectorate or delegated authority
Ministre de la sant& (Contresigné par: Directeur General, Inspectorat de la Direction générale des produits de santé et des

aliments ou autoritée déléguée Dlrector E E R 1 7 ?n H

2 Craovt Compliance Coordination

Basanii Ghosh L Lo & Licensing Division

This licanca is e aroperty of the Health Products & Foad Branch Inspectorate and must b (efumed Upon demand
Ceie hcence sppertient au progr sant ot retoumée sur
demande

I+l
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N99 Reusable Antimicrobial Masks are NOT available in the United States.




