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YOU'RE PROTECTED.

Our masks will be manufactured through rigorous tests based on the
corresponding regulations.

We will ensure the demand and protection in accordance with the highest quality
standards.

LONGKARE has a daily production capacity of 1,000,000 units per line. At the
end of 2021, LONGKARE will have 96 functional production lines, reaching a
total daily production capacity of over 100,000,000 units.




IN HOUSE PRODUCTION

SHORT LEADTIME

INCREASED EFFICIENCY

RISK CONTROL &
MANAGEMENT
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RESOURCES INTEGRATION

With the experience and advantages of process control and test certifications, we have successfully developed anti-viral N95 mask with
excellent physical properties, tactile sensitivity, chemical resistance and virus resistance, which can provide effective protection for people.



APPLICABLE STANDARD

Emergo Asia Pacific Pty Ltd T/a Emergo Australia
for approval to supply
Emergo Asia Pacific Pty Ltd T/a Emergo Australia - Mask, surgical,
single use

ARTG Identifier 297583

ARTG Start date 151202017

Procusct Catogory Medical Device Inchaded Class 1
GMDN 3/ITT

GMDN Term Mask, surgcal, single use

ImMendad Purpose The device is 3 single use, disposabie NS5 tace mask with a hydrophiic
plastic on the ouler ayer, and a second iener layer reated with
metal lons. The culer lyer absorts patogen aersol droplets inio the
inner antviral layer whefe pathogens are inacSvated. It heips to recuce
risk of exposure 1o body fuids, particulate mater and both viruses and
bacteria

ARTG Standard Conditions

The above Medical Device included Class 1 has been enered on the Regisier subject io the following

condifiors:

- - The Inclusion of the kind of device In the ARTG is subjedt io compliance with all conditions placed or
imposed on the ARTG eniry. Reder Part 4-5, Division 2 (CondiSons) of the Therapeutic Goods Act 1883
and Part 5, Division 5.2 (Conditions ) of the Therapewsic Goods (Medical Devices) Regulations 2002 for
redevant indomation.

- Breaching condiions of the nclusion melated (o the device of e kind may lead to suspension or
cancelation of the ARTG enfry. may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry

1. Mask, surgical single use

Product Specific Conditions

No specific condiions have boen recorded against his entry.

Therapeutic Goods Administation ARTG |dentfier: 297583
PO Box 100, Woden ACT 2606 Australa ARTG Start Date: 15122017
Fhane: 1500 020 853

Emal: Fo@itga.gov.au

TGA Approved



APPLICABLE STANDARD

qnnonl ) . A, . gpe—

Letter of Authorization

& July 2020

Vo Whaem It May Comcern:

hmmwm.w manufacisrer of face masks
wmg 13/F LiFung Centre, 2 Om Ping Street, Siu Lek Yoen. Shatin, Hong Kong SAR.

o horetwy appoint-

Loagevity Healthcare Limited, 0@ RR (PR #MA W ("Longevity Healthcare”)
having offices st 10 Yinxing Rosd, Putso District, Shanghai, China

w be an awhorieed 0EM Manufaetarer of the follewing preducts ("Prodecs™) on the

 Company's behall. The Camjiany sl authorizes Loagrvity Heslthcare tobe 2 nonslusive
Distributor of the Products in markets where the Products can be legally sold but excluding
the U154 Fedeml Government and its agendies (" Tervitory ™).

Healtheane shall be responsihle to assure Product quality and legal in
whorg it usderakes w scll the Products. In case of amy channel conflicss
WMlnammmﬂhbﬂﬂm

Mﬁlﬁ KIOSH approval number
Plus, Small size, 30 pes/box

RK'2003041A308 | RespoKare N95 Respirater | TCBAATT6 |
Ples, Medium size, 30 pes fbon .
RK-200-3042A-308 RespoKars N9§ Respirater TCH4A-779%

Longevity Healthcare s awthorized o produce the Products listed above only in surict
accondance with the Company's specifications and guality requirements.  All rights,
mbellectual property. and know-how shall remain tw progesty of the Compamy:

Longevity Healthcare may promote. offex quote, participate In tenders, seil deliver and
service the Products in the Territory, mmwmnmwm
Mummnwuwumummm

Company's Products in the Territory.

Annonix Authorized



APPLICABLE STANDARD

The National Institate for Occupational Safety and Health (NIOSH) has reviewed your reguest
d June 17, 2015, This request was for spproval of the Mode! RK-200-3013AN air-
filtenng facepiece respermtor for protection against particulates u

dlln—ybwl.m-_uﬂy FILAMb.xls, revision B, dated . Thia

resperator inchudes an antimacrobial, mntivirad weatment  The quality sysiemn manual,

Quality ManualQME pudf, version K, duied Septemsber 10, 2015, was inchaded for review.

The Maodel RK-200-30] AN has boen added % the Food and Drug Administration (FIDA ) -
dm-umpn!-tuhﬂmm mbmmum

The site qualification was conductad 3t your facility in Shensben, China on January 18, 2006
The responses 1o the Cormective Action Regquests (CARs) 20077401 through 20277-65 have been
accepted and all the noncoaformance issues have been resolved.

This seguest is granted. Approvals are geasted oaly for docamentation written in the English
language 1 is the muanufacturer”s rexponaibility to cormectly translate materiabs desired in
languages other than English.  Approval samber TC-84A-7641 has been mslgned. These
“vespirators are appeoved for peotection against particulates a1 & N95 filser efficiency level.

NIOSH has also reviewed the qualny manual and finds that this manual meets or
excends the minimmum technical requircments for quality sssurance plans s outleed in Title 42
qu'rmmmxs-uunm-a,nﬂnmdmm the quality
manuml is scoepied.

The final respirator label is inchaded as an stinchment o this letter. The abbreviased label has
been accepied as submitted. The cagions and limtations which apply to these approvals are on
the approval labels. Only thone sssemsblics affectad by this reguest, or where sew approval
sumbers are smsigned, apply o this approval sction. Production approval labels cannot include
nformation ca unapproved configurstions.

FDA Approved



APPLICABLE STANDARD

March 10, 2017

M. Bo Hu
Director of Openation

lasosix Testmologics Limitgd
13F, LiFung Centre

2 Om Ping Street, Siu Lak Yuen
CHINA

Dear Mr. Hu:

The Natioms! Institute for Occupstional Safety and Health (NTOSH) bas reviewsd your request
accepted September 13, 2016, This request was for approval of part pumber RK-200-3040A,
RK-200-3041 A, and RK-200-3042A air purifying filering faceplece respirnton far protections
agans: particulates at a N95 filter elficiency level. Reference assembly matrix
RespoKareAMre.xls, revision C dsted 27/022017.

This request i3 granted. Approvals are granted ouly for documentation written in the English
language. It is the manufactarer's responsibility 1o coerectly translate materials desised In
languages other than English. Approval number TC-84A-7796 bas been assigned. These
respirators are approved f0f protection aganst particulates a1 a N9 filter efficiency level.

The final respirator label is inchuded 88 an atiachment 1o s letter, The abbroviatod label has

been accepted a3 submitted. The cautions and limitations which apply to these approvals are an
are 10 this approval action. Production labets canmot jmclude

information on unapproved configurations. ' '

mw-—mm of the parts as listed on the approval label and the assembly
matric. Parts are to be marked with the numbers mdicated on the approval label in a begible and
permanent manner (marking cannot be removed without evidence of its previous presence).

This certificate of approval is pot an endorsement of the respirator by NIOSH, and such
endorsement shall not be stated or implied in advertisements ar other publicity. However, you
may publicize the fact that this respiraior has met the requarcments of Title 42, Code of Federal
Reguiations, Part 84 (42 CFR 84), -

NIOSH Approved



APPLICABLE STANDARD

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Foodand Drug Administation
10903 New Hampshire Avenoe
Document Coatrol Room - WO-GHI9
Silver Spring, MD 209930002

Filligent (HK) Limited

C/O Mr. lan Gordon

Emergo Group, Incorporated

611 West 5™ Street Third Floor

Austin, Texas 78701 MAY 26 cal

Re: K101128

Trade/Device Name: BioFriend™ BioMask™ Surgical Facemask
Models: Universal BF-200-2001A and Premium BF-200-3013A

Regulation Number: 21 CFR 878.4040

Regulation Name: Surgical Apparel

“Regulatory Class: 11

Product Code; OUK

Dated: May 20, 2011

Received: May 23, 2011

Dear Mt. Gordon:

WahmemwedmﬂechonSlﬂ(k)wnarhﬂnotlﬁwinnofmtentmmkﬂﬂiedcnuc

 referenced above and have determined the device is substantially equivalent (for the
MMformstﬂedm&temhm)mkgnllymnkaedpmdmﬂe&mmeﬁm
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.

lfm device is classified (see above) into cither class Il (Special Controls) or class I1I
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements conceming your device in the Federal
Register.




APPLICABLE STANDARD

Flge‘.Z—Mr.w

Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
MAmormFMmmmmmmwbyothﬂFMmm
You must comply with all the Act’s requirements, including, but not limited to: Tegistration

~ and listing (21 CFR Part 807); labeling (21 CFR. Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth mthequdltysystems(QS)regulmonal CFR Part 820),
and if applicable, the electronic product radiation control pmmons (Sections 531-542 of
the Act); 21 CFR 1000-1050. a )

\ Hywdem!p&nﬁ;&dwu&r%d:ﬂnonowl&bﬂ‘mgmulﬂan&l GFRPanSOl),
-pleasegoto

lhe Center forDcwccs nnd Ra&ologmal l-lealth's (CDRJ-I s) Office of Cmrq)llme Also,
please note the regulation entitled, “Misbranding by reference to premarket notification”
(21CFR Part 807.97). &nquemmamﬁingthcrepmnqﬁad\mwmmderthe
MDR regulation (21 CFRPan 803),ph=usesotn

- http:/fwoww fda. g avices/Sa I tm for the CDRH’s
Office ome&lame ml meﬂncs.l'Dlvmm ofi*umnuket Surveillance.

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
mltnber (800} 638-3041 or {301) 796—?1% or at its huamtnddmss

e
v Waltson, B.S.. M.S., MB.A,

Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and




APPLICABLE STANDARD

M2—hﬁ.0mdpn

Please be advised that FDA's issuance of a substantial equivalence determination does not
mmtbntmﬁhasmdeadewmmnmwwwdnmonmplmmthmhummmm
othmmmyFanmdensadmwbymhuFewmm
~You must comply with all the Act’s requirements, including, but not limited to: mgwmon _
- and listing (21 CFR Part 807); labeling (21 CFR. Part 801); medical device reporting \
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
pncneeraqmwmmtsasutfoﬂhmﬂnqnalnymms(QS)ngulmon(ZICFRPIH820).
and if applicable, the electronic product mdman control primsnona (Sections 531-542 of
the Act); 21 CFR mno-mso :

'lfmdemspemﬁc adwceforyowdﬂrmonom Iabel‘ms regulation (21 CFRPm 801),.
plusegow

ﬁneCmforDcncndendmlogmal Hulth’s(CDR.H s)OfﬁeenfComp!Jme Also,
please note the regulation entitled, "Misbranding by reference fo premarket notification”
(21CFR Part 807.97). qummmrdmguwmnfadmcvmmﬂn
hﬂ)Rregulannn(I‘!CFRPanStl}),pkncgoto '

Ofﬁce of Smlﬂme and vam of Ptmmarket Sun*cilh:we.
You mayoblamothcrgmmnlmmmanononymmsponmblhuesundertheAct&omthe

Division of Small Manufacturers, International and Consmnar&ssutmcc atminﬂ-ﬁ-ee
mlmber (800) 638—2041 or (301} 796-?!'!) or at its lnterneudd:ess _

z .a: pw»u::
ny Watson, B.S., M.S M.B.A.

Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
~ Office of Device Evaluation
Center for Deviges and
Radiological Health




APPLICABLE STANDARD

Kipri2g

Indications for Use Statement

510(k) Number:
Ki01128.

Device Name:
BioFriend™ BioMask™ Surgical Facemask
Models: Universal BF-200-2001A and Premium BF-200-3013A

Indications for Use:

The BioFriend™ BioMask™ surgical facemasks are single use disposable devices with a hydrophilic
pmmonmmrhw(mlwmmmz%m,apﬂIowarlngaqan!).and a
second inner layer treated with metal fons (active ingredients: copper 1.6% wiw and zinc 1.6% wiw,
which form lonic Bonds with negatively-chargad sids-groups on influenza vinses). '

The BioFriend™ BioMask™ surgical facemasks inactivate 99.99% of Influenza viruses on five minuies
contact with the surface of the facemask in laboratory (in vitro) tests against the following seasonal,
jpandemic, avian, swine and equine inflilenza viruses: influenza A subtypes and strains: HINT (the
2009 pandemic flu subtype A/Calfornia/07/08, A/Brisbane/S9/2007, AMWisconsin/10/98, A/New
Jorsey/&/76,  A/PRIBISB), | HINZ  (A/Brisbane/10/2007 AWisconsk7/2005,),  HN2
(AZIJAPAN/30S/57); the bird flu subtypes: HGN1 (NIBRG-14), HON2 (A'Turkey/Wisconsin/1966),
H5N2 (ADuck/PA/0218/84); the swine flu subbtype: HIN1 (A/Swina/1976/31); the equine flu subtype:
H3N8 (WEquine/2/Miamiig3); and Influenza B strains: (BiFlorida/4/2006, Bllea/d0), under tested
contact conditions. Correlation between i vitro testing results and any clinical event has not been

Prescipion Use ANDIOR Over-The Counter Use K.~
(21 CFR 801 Subpart D) (21 CFR 801 Subpart C) -

(PLEASE DO NOT WRITE BELOW THIS LINE-CONT: INUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation




APPLICABLE STANDARD

K101128 )

There are m:modah (1) ur-.rm faszmmm ammrd flat mask «ih pleats; (2) Prpcmum
(BF-200-3013A) - flat- Ioldndupée:pmﬁmg into & convex-shaped mask with aafammrn and an anti-
fog nose flap. No clinical siudies have been conducted comparing the ability of an untreated facemasic
~and these lnuamashl to protect the wearer from Influenza mlactlon They are intended to be wom by
~ operating room personnel during mlglnal procedures, to W both the stxdlﬂ) ‘patient, and the
: apemingmnfpmumel from zmwumww body fluids uumcuma material.




APPLICABLE STANDARD

Certificate of Registration

In accordance with European Communities Council Directive 93/42/EEC as amended by 2007/47fEC
concerning Medical Devices as transposed into European national law by the member states.

We hereby declare that:

An examination has been made of this organisation’s Declaration of Conformity(s) and where appropriate
Notified Body certification(s) exist.

The EU Authorised Representative contract has been fulfilled.

Device registrations for the medical devices mentioned within this certificate have duly been completed
with an EU Competent Authority.

Therefore, these devices have met the requirements of the council directive and the CE mark may be applied to
the products listed below.

Certificate No: CE/HKG/2008/12/03 Issue Date: 01" January 2020 Expiry Date: * 31" December 2020

*Please note, due to the implementation dote of the new medical device regulation (EU 2017/745) this certificate is subject to a review of the dient’s
technical documentotion before the 26 May 2020, whereupon a new Certificate of Registration is issued once compliance to the medical device
regulation has been achieved.

Legal Manufacturer EU Authorised Representative [EC REP)

Innonix Technologies Limited Advena Limited, Tower Business Centre, 2*¢ Fir, Tower Street,
13/F, LiFung Centre, 2 On Ping Street, Siu Lek Yuen, Shatin Swatar, BXR 4013 Malta.

Hong Kong

Product Details, Names or Trade Names MCCAA Device Registration Reference(s)
Respokare Anti-Viral Face Mask DVC-MT-19-04-000117

Competent Authority

Maita Competition and Consumer Affairs Authority (MCCAA)
Mizzi House, National Road, Blata 1-Bajda, HMR 2010 Malta.
Tel: 4356 2395 2000 Email: info@mccaa org.mt

This certificate is issued by:

Advena Limited

Tower Business Centre, 2™ Fir, Tower Street, Swatar, BKR 4013.
Malta. Tel: +44 1926 800153 Email: nfo@advenamedical.com
Registered in Malta No. C 76865 Kirby — Managing Director (Mailta)

This certificate is subject to the organisation maintaining their documsntation in compliance with the directive stated in this certificate.

This certificate is for the exclusive use of Acvens Ltc™s client and is provided pursuant of the European Authorised Representative sgresment (Mandste] between Advens Ltd
ﬂhﬂmﬂdﬂ,iﬁﬁhunﬂﬁdﬁwmm”ﬂﬂ'hq”hqlﬁ,m
or damage occasioned by the use of this certificate and the European Authorised Representative agreement (Mancste]. Only the chent is authorized to copy or distribute this
certificate. Any use of the Acwena Ltd name by others who are not coversd by the above agreement, or any similar contract, is prohéidited. This certificate remains valid until
the expiny date has been reached or has been terminated by Advens Limited.




APPLICABLE STANDARD

Imnonix Technelogies Limited

‘ [ i
' n 13/F, LiFunp Centre, 2 0n Fing Street, Siv Lek Yoen, Shatan, Hoag Kong
T:BS2 22003601 F-B52 23003856

Declaration of Conformity
for RespoKare Anti-Viral Face mask

European Communities Council Directive 93/42/EEC as amended by 2007/47/EC concerning
Medical Devices as transposed into European national law by the member states

The undersigned declares that the products described in this document meet the Council Directive
provisions that apply to them and the CE Mark may be affixed.

General Product Name: Anti-Viral Face mask

Innonix Technologies Limited
Legal Manufacturer;

(Name on Label) 13/F, LiFung Centre, 2 On Ping Street, Siu Lek Yuen, Shatin,
Hong Kong

Variants: As per Appendix I (This document) - Product Listing/Schedule

This is a fluid-resistant, single use, disposable face mask that
actively inactivates 99.99% of the tested viruses. It helps
reduce exposure to bodily fluids and particulate materials, [t
breaths well and provides all-day comfort.

Intended Use:

MD Directive

Classification: Choaz ]

Notified Body: Not Applicable for Class |

EU Authorised Advena Limited. Tower Business Centre, 204 Flr,, Tower Street,
Representative: Swatar, BKR 4013 Malta.

Self-certification by Medical Device Directive Annex VI1; EC
Declaration of Conformity and Article 14; Registration of
persons responsible for placing devices on the market.

Medical Device Directive
Assessment Route:

Position Director of Operations-Asia

Who Is the natural and Jegal person with responsibility for the design, manufacture, packaging and labelling before the
device is placed on the market under this manufacturer’s name regardless of whether these operations are carried out by the
manufactarer or om his behall by a third parey.




APPLICABLE STANDARD

P ® Inmomix Techmologles Limited
137, LaFung Centre, 2 On Ping Street, Siu Lek Yuery Shatin, Hong Kong
’nn on‘x 1':452 23003601 F: 0522300 3058

Appendix | - Applicable Standards
This present declaration is also in conformity with the fellowing European standards and Common Specifications:

Standard/Document
Name

Description

Council Directive concerning medical devices as amended by
Directive 2007 /47 /EC

_EN 1041:2008 Information supplied by the manufacturer of medical devices |
5 o i s
EN ISO 13485:2016 Medical Devices - Quality Management Systems — Requiremen

for Regulatory Purposes

Medical Devices - Application of Risk Management to Medical
Devices

93/42/EEC

EN IS0 14571:2012

Appendix Il - Product Listing/Schedule

Part/Catalogue | . cription/Name

Number
RK-200-2001A Anti-Viral face mask

Version History
Vershon Description

10 Firdt igtus




LABORATORY TEST DATA

Anti-Viral Mask is highly effective against 18 common
Seasonal & Pandemic Influenza

(e \ 6

Viruses Inactivates ruses Inactivates
INFLUENZA A >99.99% within 5 minutes INFLUENZA A >99.99% within 5 minutes

H1N1 H5N1
#A/California/04/2009 99.99% NIBRG-14 99.99%
#A/Brisbane/59/2007 99,99%

H5N2
#A/Wisconsin/10/1958 99.99%

ADuck/PAN 99 599%

#A/NewJersey/8/1976 99.99% » 0185
#A/PuertoRico/8/1934 99.99% H9N2
#A/Swine/1976/1931 99.99% #A/ Turkey/Wisconsin/1966

H2N2 H3N8
#A/2/Japan/305/1957 ! #A/Equine/2/Miami/63 99.99%

H3N2 INFLUENZA B >99,99% within 5 minutes

#A/Brisbane/10/2007 . B
#A/MWisconsin/67/2005 . B/Brisbane/60/2008 99.99%
A/HongKong/8/1968 : #B/Florida/4/2006 99.99%

ANictoria/3/1975 : #B/Lee/1040 99.99%
\_ ' _

\

In addition to influenza viruses, RespoKare® inactivates a wide range of
other pathogens, bacteria and fungi listed below:

rmmm
Coronavirus [SARS and MERSH* within 1 minute

Rhinovirus (Type 16) within 1 mimne

MRSA within 30 minutes

Measles (Paramyxovirus) withis | misute

T.8. (Mycobacterium Tuberculosis) within 10 mistes
Streptococcus PReurmoniae within 30 misutes

Haemoghilus influenzae within 60 misutes

Herpes Simplex Virus (HSV Type 1) within 1 minute
Staphylococcus epidermidis within shes
Respiratory Syncytial Virus (RSV) within 5 minutes
Human Immunodeficiency Virus type (HIV type 1)

Felinve Calcivinus within 5 minues 99.3%
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Anti-Viral N95 Respirator Plus

Niosh approved N95

Subjected to rigorous testing, this mask blocks 95% of very small (0.3 micron) particles.
FDA Approved. CDC approval #84A-7796.

Nelson labs tested

Validation tests were conducted in compliance with GLP regulation. Approved according
to 42 CFR Part 84.

U.S. patented antiviral tech

Revolutionary Innonix design decreases the transmission of one (or more than one) human

pathogen by antibacterial, anti-fungal, and antiviral activity.

The technology
Our patented multilayer, anti-viral technology has proven effective in the inactivation of 99.9%

of flu viruses and other airborne health hazards.

Same Anti-Viral Technology Inside




ACTIVE PROTECTION -
HOW IT WORKS

| : :‘MN;W
carrying m roplet into
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Virus Trapping

The Outer Layer of the mask not only helps to trap airborne particles but is coated
with a special hydrophilic plastic that increases permeation of liquids.

Virus Inactivation
The coating of the outer layer is acidic, creating a low pH environment which
destabilizes the virus proteins and effectively inactivate the virus functioning.

Virus Destruction
Infect droplets are quickly wicked away from the outer surface into the Anti-viral
layer where the viruses are trapped and inactivated.




UNIQUE FEATURE

e 9]

Inner Layer  Sub-micron Madical Outer Layer
particulate Gradencn-wovan
Filter Layer Polyprapylense Layer

Justable nose clip
keep seal ing tightnes

Super anti-tensile, long
wear |s also close to the face

Decompression sponge pad

Effectively prevent harmful air from entering.




Wear nylon rope

strong close skin elasticity




ANTI-VIRAL N95 MASK

Other N95 Anti-Viral Respirator

Almost all N95 masks only filter airborne particulates

RespoKare® Anti-Viral N95 Respirator
Highest-level barrier against fluid/blood penetration

4-layer construction

Active anti-viral protection

® 8 hours life-time

@ @ )=

1 Facial mask = 2 Surgical N95 masks

RespoKare® Anti-Viral N95 Respirator does more than filtering it
“inactivates” pathogens with the same technology as the Anti-Viral Mask.



DETAILED SIZE
DESCRIPTION - SIZE GUIDE

e NIOSH approved fitting
e Convex mask for comfort
e S-M-L for correct fit

e Fit-test must be performed for medical professionals

e Please follow instructions for correct wearing and removal

* Length measurement nose bridge to chin.

Nose bridge
to chin

'
v




PACKAGE COMPONENTS

Various types of packaging satisfy various business
demands.

Small Medium Large
PCS / BOX 5 pcs/box 10 pcs/box 30 pcs/box
o) FAW N 4e)'B 72 boxes/carton 36 boxes/carton 24 boxes/carton

Storage Instructions

R ® F K X

Keep masks in the package away from direct sunlight or contamination until
use. Ambient temperature between -20° C to +40° C, and relative humidi-
ty <80%, no corrosive gas, good ventilation. During transportation, keep
away from moisture, light and heat.

Important

1. Never alter or modify this mask in any way.

2. Discard the product as a medical product.

3. Children under three years old are not recommended to use the product
because of their low vital capacity.

4. The masks must be stored and transpoted in their original package and

protected by the storage temperature and humidity as suggested by the
manufacturer.




Australian Government
Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate
Issued to
Emergo Asia Pacific Pty Ltd T/a Emergo Australia
for approval to supply

Emergo Asia Pacific Pty Ltd T/a Emergo Australia - Mask, surgical,
single use

ARTG Identifier 297583

ARTG Start date 1512712017

Product Category Medical Device Included Class 1
GMDN 35177

GMDN Term Mask, surgical, single use

Intended Purpose The device is a single use, disposable N95 face mask with a hydrophilic
plastic coating on the outer layer, and a second inner layer treated with
metal ions. The outer layer absorbs pathogen aerosol droplets into the
inner antiviral layer where pathogens are inactivated. It helps to reduce
risk of exposure to body fluids, particulate matter and both viruses and
bacteria.

Manufacturer Details Address Certificate number(s)

Innonix Technologies Limited 13/F LiFung Centre 2 On

Ping Street Siu Lek Yuen

, Shatin,
Hong Kong - SAR of China

ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
conditions:
- The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
:mposed on the ARTG entry. Refer Part 4.5, Division 2 (Conditiong) of the Therapeutic Goods Act 1989

and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Mask, surgical, single use
Product Specific Conditions
MNo specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 297583
PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 15/12/2017
Phone: 1800 020 653

Email: info@tga.gov.au




Australian Register of Therapeutic Goods Certificate
Issued to
Emergo Asia Pacific Pty Ltd T/a Emergo Australia
for approval to supply

Emergo Asia Pacific Pty Ltd T/a Emergo Australia - Mask, surgical,
single use

ARTG Identifier 297583

ARTG Start date 15122017

Product Category Medical Device Included Class 1
GMDN 35177

GMDN Term Mask, surgical, single use

Intended Purpose The device is a single use, disposable N35 face mask with a hydrophilic
plastic coating on the outer layer, and a second inner layer treated with
metal ions. The outer layer absorbs pathogen aerosol droplets into the
inner antiviral layer where pathogens are inactivated. It helps to reduce
risk of exposure fo body fluids, parficulate matter and both viruses and
bacteria.

Manufacturer Details Address Certificate number(s)
Innonix Technologies Limited 13/F LiFung Centre 2 On

Ping Street Siu Lek Yuen

, Shatin,

Hong Kong - SAR of China

ARTG Standard Conditions

The above Medical Device Included Class 1 has been entered on the Register subject to the following

conditions:

- - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989
and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Mask, surgical, single use
Product Specific Conditions
No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG ldentifier: 297583

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 15/12/2017
Phone: 1800 020 653

Email: info@tga.gov.au




FDA Standards for Antiviral Activity of Medical Devices

Antiviral activity of medical protective devices such as facemasks must meet rigorous standards for
FDA approval. Within a brief contact time, there must be 2 4 log (10,000 fold or 99.99%) reduction in
the amount of infectious virus on a mask compared to a control mask made from identical physical
materials without the antiviral agents. Furthermare, this degree of activity must be demonstrated
with number of different viral strains

The Innonix Anti-Viral RespoKare Facemask (Clanonix RespoKare mask™ thereafter) is the only
available protective surgical mask or N95 respirator with antiviral activity claims approved by the US
FDA. Competitor masks that make antiviral claims have not demonstrated adequate activity to meet
the standards required for FSA approval when tested in head-to-head comparisons with the Innonix
RespoKare mask.

All antiviral testing for validation of the Innonix RespoKare mask was performed at accredited third-
party laboratories with extensive experience testing medical devices under GLP (Good Laboratory
Practice) conditions for conducting and documenting studies for submission to regulatory agencies.
The aboratories used for validation of the Innonix RespoKare mask indude Nelson Laboratories for
physical properties (particle filtration), WuaXi AppTec for safety testing, and MicroBioTest for antiviral
and antibacterial activity testing.

Antiviral Testing Procedurs

A summary of the antiviral testing procedure is as follows:

1. 0.4 ml viral incculum containing at least 107 viable virus particles per ml is applied to test
mask fabric ssmples (25x2.5 am) as a mist, simulating airborne aeresal droplets.

2. Appropriate comtrols including mask samples without antiviral modifications, and liquid
controls are tested concurrently.

After a specific selected contact time, the mask fabric samples are placed in 2 neutralization
huffer that immediately counteracts the virudidal agents in the mask. Viable viruses remaining
after the specific contact ime are extracted from the material in a “stomaching”™ device.

4. Extracted infectious viruses are quantified in a standardized TCID (Tissue Culture Infective
Dose) assay, in which viruses are measured by their ability to kill susceptible cells in culture.

While simple in principle, standardization of the assay to meet GLP requirements for reproducibility,
guality, and documentation is a complex process.  The cover page, table of contents and summary
result table from a testing report submitted to the FDA is appended; the full report may be made

available upon reguest.




Antiviral Activity of the Innonkx Anti-Viral RespoKare Facemask

The antiviral activity of the mask agzinst influenza was used for initial FDA approval 18 different
strains, including both Influenza A and Influenza B were tested

A summary of results against all 18 strains is presented in the table below. In all cazes a difference
between the active Innonix RespoKare mask and a physically identical mask (without antiviral
modifications) of more than 4 logs was observed, a 10,000-fold difference in infectious virus survival
and recovery. In most cases, no infectious virus was detectable after contact with the mask for 5
minutes. The lower limit of detection of the assay was 2.4 logs of virus, below the threshold for
infection of the cells used in the assay, so this value rather than zero was used, so >4 log virus
imactivation was the most conservative estimate of antiviral activity.

Table1 Viral Reduction of the Innonix Anti-Viral RespoKare Facemask on 5 Minutes Surface
Contact based on Control Mask (Initial Load)

Subtype

AjCalifornla,/ 04,2009

T45 2034

(Logy TCIDg) | (Logy TCID)

Output Load

Logis Reduction

=430

=402+ 0324

A/Brisbane/59/2007

7511026

257 +025

494 + 036

A/ Wisconsing10,/58

645 £ 039

2374043

>4.13 1 058

A/New |ersey /876

aT6 1033

240 +£029

436+ 044

A/PR/E/34

778 029

330 £ 049

>448 1057

A/Swine 157631

645 £ 030

=231+ 030*

=414+ 043

AJZ{)apan/305 (57

T3 £0.14

>463+0.14

A/Brishane/10/2007

674 =030

=434+ 030

A/Wiscoasing/ 67 /2005

653+ 036

=413+ 036

A/Hong Kong/8/1968

735+ 041

<330 + 049

=4.05 + 0.64

A/Victoria/3/1975

aTa+ 026

470+ 028

408 + 038

NIBRG-14

695 <020

>455+0.20

A/Duck/PAS10218/34

796+ 027

>4.89 1+ 0.51

turkey, Wisconsing 66

a70£030

404 £ 037

A/Equine 2/ Miami/63

T9S 2020

=450+ 053

B/ Brisbane, 60,2008
(Victorla Lineage)

637 +£033

=397+ 033

B/ Fiorida /42006
| (Yamagats Lineage)

G40 =036

=400+ 0.36

B/Lee/40

>4.05 + 036

* No virus was detected; the theoretical tter was determined based on the Folsson distribation.




Results presented average of three replicates

Activity against other viruses

The Innonix RespoKare mask exploits 4 different, complementary mechanisms of action against
viruses and other pathogens, induding low pH, a surfactant to disrupt lipid envelopes on some viruses,
and 2 high local concentrations of zinc and copper lons, which damage viruses via ionic and redox
effects. The mechanisms of action prowide broad antiviral activity against the major classes of
airborne pathogenic viruses.

Testing in some cses was conducted with established surrogate viruses, for example when highly
pathogenic viruses have not been released to acoredited testing labs by the US Center for Disease
Comtrol. SARS and MERS are coronaviruses, so the standard surrogate for testing disinfectants is a
closely related virus, Human Coromavirus 229E, which has equivalent susceptibility to a range of
disinfectants. Similarly, Ebola wirus is not available for testing in validated assys at commercial
laboratories. The CDC and EPA (Environmental Protection Agency) recommend in formal guidelines
that one of a set of non-enveloped viruses be used as a surrogate for validating activity of disinfectants
against Ebola, since Ebola, and enveloped virus, is known to be more susceptible to disinfectants than

the non-enveloped surrogates.
RNA Viruses

1. Measles (Inhalation of airborne virus is a most common route of measles transmission; infectious
measles can stay suspended in air even after an infected person has left the vicinity)

= The Innonix RespoKare mask material inactivated measies virus by >99.99% within 1 minute
af contact (mo viable infections viras was detectable)

2. Human Coronavirus 229E (Surrogate for SARS and MERS, both of which are coronaviruses)

= The Innonix RespoKare mask material inactivated Human Coronavirus 229E by >9999%
within 1 minute of contact (mo viable infectious virus was detectable)

3. FCV (Faline Caliciviras). a non-enveloped ANA virus closely related to norovirus. Non-enveloped
viruses are more resistant to disinfectants than are enveloped viruses like influenza or measies. The
CDC and EPA in the US accept FCV as a surrogate for demonstrating activity of disinfectants against
noroviruses in general (which cause gastroenteritis in humans; they are often culprits in cruise ship
infections), and also against Bbala EPA also considers activity against an established surrogate non-
enveloped virus such as FCV sufficient to broadly claim activity against enveloped viruses, which are
more susceptible to disinfectants as a class.

= The Innoaix RespoKare mask material inactivated FCV by >99.9% within 5 minute of contact
(oo viahle Infectious virus was detectable). 5 minutes was the shortest contact time tested.

1. H5V1 (Herpes Simplex Virus 1), 2 surrogate for Chidken Pox (varicella zoster viruws; VIV, Human
Herpes Virus Type 3) and other herpes viruses. Chicken pox, like measles is often transmitted by the
airborne route.

= The Innonix RespoKare mask material inactivated HSV1 virus by >99.4% within 1 minute of
contact (mo viable infectious viras was detectable)




Duration of Protection

The active virucidal and antimicrobial agents in the Innonix Respokare masks were selected for their
stability as well as their activity and safety. In formal shelf-life tests using the same protocols and
accredited testing laboratory used for the activity studies described ahove, the Innonix RespoKare
mask has been shown to retain full antiviral activity after storage for more than 3 years at elevated
temperatures and humidity.

As part of the application for FDA clearance, the mask was tested in an extended-use study invaolving
overlcading the mask with repeated application of simulated saliva, exceeding the amounts to which

the mask could be exposed during actual use. Under these conditions, the mask retained full antiviral
activity for up to 8 hours of simulated use.

The virucidal efficacy results show that the 4-lhayer Innonix Antiviral Face Mask material surgical
facemask was capable of inactivating =4-log of influenza virus (versus untreated control textiles as a2
baseline) at all tested time points after prolonged exposure, representing excessive,
supraphysiological saliva/nasal secretion conditions.

Table 2: Influenza A inactivation at time points during exposure of Innonix Antiviral Mask to
simulated saliva/nasal fluids (Table & from Test Report “Assessment of Virucidal Effectiveness of
Treated Face mask Under Simulated Use Conditions -Influenza A Virus Misting Study™)
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The mask was also tested in an extended wear by subjects continuously for 4 hrs and 8 hrs
period, and the subjects were asked to store the mask in a paper bag every time they remove
it (for toilet breaks, tea/lunch breaks and at the end of the treatment period). Under these
conditions, the mask retained full antiviral activity for up to 8 hours of extended wear.




Table 3: Influenza A inactivation at time points after extended wear of Innonix Anti-viral mask
by subjects (Table & from Test Report “Assessment of Virucidal Efectiveness of Treated Face mask
after extended wear by subjects - Human Influenza A Virus®)

15.1._“.«-.&.;, = “T.' SRR FRTTT e

AT T
& 'l
PN

i st 1
ded
! AR Fas e I e dnvevige of Bese replcwies.

Other than the Innonix Anti-Viral Respolare Facemask, no dispesable masks or respirators currently
on the market have been demonstrated to display contact-inactivation of pathogenic viruses sufficient
to meet requirements for FDA approval. When tested head to head in the validated assays used for the
Innonix RespoKare mask, competitors’ masks claimed to have antiviral activity have coasistently

100 less activity than the Innonix RespoKare mask, producing enly a 0 to 2 log reduction
in infectious influenza virus titer, versus the >4 logs (10,000 fold reduction) achieved with the

RespoKare mask.
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FINAL REPORT

ASSESSMENT OF VIRUCIDAL EFFECTIVENESS BY
DIRECT CONTACT KILL OF TREATED FACE MASK
MATERIAL AGAINST MULTIPLE TYPES OF
INFLUENZA VIRUSES

Misting Study = 12 Influenza viruses
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* "Respokare Ant-Viral Face Mask" formerly commercialized as "BioMask™




Natiemal Imsritwte for Occupatonal Safery and Health
ot Horel IOSH
Test Data Sheet

Tack Number: TN-21035 Referemce No.- CFR 32.150
Tesi Exhalanon Ressomcs Taest STPNe.- 3

Filter Type:  Fltar Only
Item Tested:  RE-200-3040AFE-200-30414

Commenr:-
Sanyples were wsted on momometer 000283 1-3: RE-200-30404. 4-6: RE-200-3041A

Was sl eguipment verfied to be in call estion throughow! el esSng? @ Y= ) Ne

ity LRy




Natiomal Inzcrute for Occupational Safety and Health

Respirater Brasch

i YIoSH
Tack Number: TO-2103%

Ter Inhabwon Reaistews Tast

Inemn Tesied:  RE-200-30404-RE-200-30414

Manimum Allowsble Fesistance Acmal Reastance
(DS of H20) (A of H2OM
Sample Inhalapoa Inhslation
147

167

155
L

143
123




Tesc Inhalanion Fessomes Test

Item Tested:  RE-200-3020A4-RE-200-30414

Commment:-
Sanyples were wsted on moamemper 000285, 1-3: RE-M00-30404 &6 FEE-200-30414

Was il squipment verified o be it calbrafion Tircughoul al lesbng T @ Y (O MNe




Nadomal Instirute for Occupational Safety and Health
Test Data Sheet
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Tazk Number: THN-21039
Test: Sodimm Chioode (MaCT) -NE5
Tremn Tesped:  EE-200-3020

Comement::

Sanyples 1-11 wore tested on TSI B130 maching 000334 nuing timer 000217, Samples 12-17 were testod an
TSI 8130 achme 000333, Sampies 18-20 ware tested on TSI B130 mackine 000332

Was all equi st verifled ko be In calibrabon Beoughaout sl Sabing? @ Yu (O Ne




National Inztitute for Occupational Safety and Health
Respirator Branch
Test Data Sheet

Tazk Number: TN-21039
Test: Sodinm Chlcrids (MaCl) - N9
Item Tested:  RE-200-30414

Tmitial
Filrer
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Tack Number: TN-21039
Test Sodium Chloride (MaCl)-N93
DemTested:  RE-200-30414

Commenis:

Samples 1-E wers tested on TSI 8130 maching 00332 wsing timer 000213, Samgples 514 weee wsted on TSI
8130 packeng 000333, Samples 13-20 were %sted cn TSI B130 mackne 000334,

Vs ot eguizment vertlod o Be In calibration Mioughout el lestng T @ Ys (O N
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We Bave reviewed your Section 3 10k) peemarket notification of intert to market the device
neferenced above and have detensined the devica |s substantially equivalen (for the isdications
for use stated In the enclosure) to Jegally marketed predicats devices masketed & interstate
commerce peioe to May 28, 1976, the ensctrnent date of the Medical Device Amendments, or to
devices that have been reclassified in sccordance with the provisices of the Federal Food, Drag,
and Cosmetic Act (Act) st do not require approval of & premurket approval spplication (PMA).
You may, therefors, market the device, subsject 1o the gemeral controls previsions of the Act. The
general crsem e prsicione nf tha 4 inslods requirsmants for annual euglisriion, lioting of
aduheration. Fleage note: CDRH does net evaluate information relaed 1o contract liablity
warranties. We remisd you; bowever, that device lobeling must be truthful and mot miskeading.

1F your devioe Io elassificd (sc< sbove) into either class 11 {Spovis] Comiruls) or class I (PMA),
nay be subject %0 additional contrels. Existing major regulations affecting your device can be

- found in the Code of Fedeml Regulatices, Title 21, Parts 800 10 §98. In sddition, FDA may
publish fixrther smouncemenis concesmning your device in the Faders| Regisier
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Page 2 - Dr. Deusch

Plexsz be advised that FDA's issuance of 3 sebstantial equivalence determination doss ot mesn
that FDA has made a detsrmination that your device complies with other requirerments of the Aot
or any Federl statutes and regulations sdministered by other Federal agencies. You must
with all the Act’s requirements, including, but not limited to: reglstration and Listing (21 CFR
Past §07), labeling (21 CFR Part 801); medical device reporting (reparting of medical device-
relaed adverse events) (21 CFR 203); good manufacturing practice requirensents s set forth in
mmmmuﬂmmmmmmumumm
radistion control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050,

Quqmﬁndm ﬁ-mmmwwmmmmmmﬂu
the Camtee for Devioss &nd Radioloical Health's (CDRIT's) Offce of Conaliance pu-e
note the regulation satitled, *Misbranding by reference to premarket notification” (21CFR Pant

807.57). For questions regarding the reporting of adverse cvents andsr the MDR regulatian (21

CPR Purt 803), pesse o i

of Survellance 20d Bicmetrica Division of Postmarket Surveilance.
You may cbéain other general information oo your responsibilities under the Act from the

Diivisian of Small Muvufacturers, International and Comsurmer Assistance at its toll-free number
mm: uﬂ]ﬂl} m-ﬂm nuumm

Anthony D, Watsen, B.S,, M.S,, MB.A.
Divector

Division of Anesthesinlagy, Genseal Hospital,
MEspratory, Imtection Coniod aad
Dental Devices
Office of Device Evaluation
Censer for Devices and

Radiological Health




W 152413 9:47aM

@ oo

4 Indications for Use Statement

$100K Naber (i krown): K | L 79

BioFriand™ Biokask ™ NOS Supical Ressiraior

indioations fer Uss:

The EaFriend™ Slolinek™ NS suwigicsl resgiealor it 2 single use NIOSH-approved, dsponsbie
IS surges’ rexpbanior WP @ hydropblic pasic coling on Me cutier |aper (i ingrediens dirio
mnﬂ-mm-ummmmwmum
Ingred ents copper 1.5% wiv and T 1.6% wiw which ferm. lonc bands with nagatively-charged
Si0e-prouns on influenas viruses).

The BioFriend™ BioMesk™ NGB sugical respiraior inactiviies 00.00% of tester infusnas
vivses on Sve minutes contact with the surface of the ressirstor In labasmioey [in wire) tests
ngeinet fvs lollovdng sansene, pendesls, ondon, swing end s Ifluem drowss, Billomens &
Mblpss and syans HINT {ihe 2009 pondomic fu mBipe  ACHMerninDA2000,
AlireteneSER00T, AWisconsinIDABER, AMew JerseyBi 78, APusmoRico/Bi1B04), HANZ
(A Brtshana'i 2007, AWisoorsniS7/I008), HINZ (A2 apar D& 25T): the bird fie subippes:
HENT (MBRG-14], HBN (ATurkeyW seonsiof 068), HEN2 (ADuckPAM DZBBEY the swine fu
sublype: MINT [ASwinedt 876/1 2811 the equine fu sublype: HENB. {A/Fny ins2 Mism{/1883T and
Infuenea B srars: (BFerda/a006, BlosM B30}, under tested conlact sondifons. ComalnSion
hetwasn In vivo testing results and any cinicsl gvent has not been kested,

The Befriend™ Einbiack™ NOS sagicsl respirsesr, Mode! Professicns] BF-200-3013AN is g
Yoioed anc exaencs o @ norveeahaped mask with polyssidatspundes slastic headdnom lo
aaours T mask o the umer's kece, arg 8 masable olumnum stip positenad atevm e e for
@ Tghter setl around S nose eod face. The device |s ntendad & be worn during seasonal
rllserca A or Infisnzs B, o an infloenza A or Inflees B pandemic, & by Invercing for
coagutionnl use, 10 help fedac weaner sacosre 10 puthogenic dokegical skborne particutsios,
—ﬂhp-“mdn&hmmhwmﬂm
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Serving the World with Integrity and Honesty

For all inquires please contact us:

JLB Sourcing -

www.jlbsourcing.com | Sales@jlbsourcing.com | (703) 349-3003

20820 Century Corner Drive, Ashburn, Virginia 20147, United States




