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Key Points

- New medical respirator with patented technology
- Kills bacteria

« Destroys viruses including COVID-19

- High breathability

- Filtrate over 98% PM2.5 particles

- Can be used for up to 7 days

- 3D design for comfort and tight fit
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- The AOP-KF95 Respirator is a new generation of respirators designed
specifically for the use against Influenza types viruses including the COVID-19

- It uses Solid Alkali with patented technology to disinfect, sterilize, deodorize
effectively and continuously

- The Solid Alkali is certified as non-toxic by the world’s leading examination
organization SGS and is 100% harmless to humans, animals and plants

- The Solid Alkali is infused into the masks with the effect of slowly emitting a
low level of Chlorine Dioxide to eliminate pathogenic micro-organisms such

as bacteria, viruses and fungus resulting in the relief of common fever

- Chlorine Dioxide has been classified by the World Health Organization
(WHO) as the most safe, green and effective sterilizer

- Due to the anti-bacteria/virus, it can be used effectively for up to 7 days

- The mask is constructed from 5 layers of non-woven fabric to provide an
effective defence against PM2.5 particles while retaining high breathability

- The 3D design is highly comfortable to wear and with limited
restrictions to talking
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- The AOP-KF95 Respirator was used effectively during the
outbreak of the COVID-19 virus in China

- Care takers from hospitals in China reported faster
recovery of patients due to the unique nature of the slow
emitting Dioxides which kills bacteria and destroys
viruses beyond the mask

« Hundreds of thousands of masks were also donated to
hospitals in China

- Great reviews from end users as compared to traditional
N95 masks

- On going demands from hospitals due to it’s unique virus
killing properties
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What is AOP-KF
Solid Alkali ? _
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« New Bio-clean Material; Micro-nano Green Material;
Advanced Catalytic Oxidation Material

« SGS tests showed “AOP-KF solid alkali does not
produce harmful substance”

- Killing bacteria and virus effectively, but harmless to
humans, animals and plants

- Slow generation of oxidation to effectively kill
bacteria and destroys viruses over an extended
period of time

- Superior performance compared to other
technologies without harmful effects
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Respirator Construction
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- The AOP-KF95 Respirator is made from 5 layers of non-woven fabric and
1 layer of infused Solid Alkali core layer to achieve high filtration and
maximum protection:

v Non-woven polypropylene
_w PET cotton

— o » AOP Chlorine Dioxide infused patented solid layer

— PET cotton

A Melted PP spray on

Non-woven polypropylene

Safe

Efficient

Sterilizes

Deodorizes

Kills Bacteria

Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

infodeca KF-N95
"I'ﬂrlllﬂl I Heaklhcars H.#HBIDI!I" o \ [ ]

EN14683
99% FILTRATION

Same filtration as FFP3



infodeca

“Yemr partngt In Haalncars Markeling”

5
Packaging

i Safe
- ""_'vR Efficient
! ’ Sterilizes
'.- Deodorizes

. Kills Bacteria
Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

- KF-N95

EN14683
99% FILTRATION

Same filtration as FFP3



« Individual aluminum sleeves to retain the Solid Alkali for up to 2 years

« Each sleeve is a zipper lock aluminum bag which can be used to store
the mask and allow it to sterilize itself

- 50 sleeves per color box

« 8 boxes to a carton box
« 400 masks per carton box
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ANTI-INFLUENZA MASK

ddd AOP-KF®

Kills Bacteria and Viruses
Sterilization / 5-Layers Plus Filtering / PM2.5 Defense
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AOP-KF ® ANTI-INFLUENZA MASK

GMG-AOP95-AIMO1
FILTRATION

4 %
~ - EN14683

Safe, Efficient, Sterilization, Deodorization

= KF-N95
@ O
b Similar / Equal to FFP3
iqfq@kﬁd HEALTH

AOP-KF® ANTI-INFLUENZA MASK

AOP-KE® Anti‘Influenza Mask utilizes our patented formula AOP-KF® Solid Alkali as the core filtering
material. AOP-KF® Solid Alkali emits a healthy low level of chlorine dioxide (CI02) and hydroxyl radicals
(:OH) to rapidly eliminate pathogenic micro-organisms (bacteria, fungus and virus). At the same time,
the mask defends our respiratory system against micro and ultrafine particles (PM 2.5). This patented
AOP-KF* Solid Alkali has been certified 100% non-toxic by SGS.

* Material: AOP-KF® Solid Alkali, Polypropylene, Cotton (Filter Layers); Polyester
(Straps); Aluminium (Nose Clip)

on the Certificate of Approval inside the box

IMPORTER
INFODOC HEALTH CC. GM GLOBAL (CHINA) LIMITED
Tel: +27 82 443 8727 Email: nang@gmg-china com
Email: nanetteeinfodoccoza

EXPORTER/ SALES

Made in China
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SAPHRA Licence
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SOUTH AFRICAN HEALTH PRODUCTS
REGULATORY AUTHORITY

OEFARTMENT GF HEALTH
Fagpsi i af Zxath At

Licence number: 00001602MD

LICENCE TO MANUFACTURE MEDICAL DEVICES

In terms of section 22C(1)(b) of the Medicines and Related Substances Act, 1965
To act as a Manufacturer, Distributor, Importer and Exporter

This licence is granted to:
Licence Holder

INFODOC HEALTH CC
Riversands Outlet Park, 75 Century Blvd
Block 6, Unit 2
Riverside View
Fourways
2055

On the following terms and conditions:

The licence holder and the persons described and named in Annexure 1 shall at all times
ensure that all medical devices distributed, irrespective of its registration status, comply with all
the provisions of the Medicines and Related Substances Act, 1965, as amended and in
particular with sections 14, 18, 18A, 18B, 18C, 19, 20, 22A, 22C, 22H, 23, 26, 28, 33 and the
Regulations relating to Medical Devices 2, 3, 4, 5, 6, 13, 14, 17, 18, 19, 20, 21, 22, 23, 24, 25,
27, 28 and all relevant South African Health Products Regulatory Authority Guidelines.

This licence consists of 4 pages.
This facility is authorised to perform the manufacturing activities listed in Annexure 1 to this
licence.

— Decubigoed by

Ewitumtls Semed—Maksbai{ila

ORIGINAL DATE OF ISSUE: 06 October 2020

EXPIRY DATE: 06 October 2025

AMENDMENT DATE: N/A

This licence remains the property of the South African Health Products Regulatory Authority. Upon amendment, voluntary
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief
Executive Officer. [Licence to Manufacture Medical Devices_v2]
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ANNEXURE 1 00001602MD

AUTHORISED MANUFACTURING AND MATERIAL HANDLING ACTIVITIES

1. MANUFACTURING ACTIVITIES YES | NO

Sterile Medical Device Manufacture (includes primary packing, but not secondary
packing such as artooning or labelling)

Single use No
Measuring medical devices No
Non-invasive medical device No
Invasive medical devices No
Active medical devices No
Inactive medical devices No
Contraceptive medical devices No
Combination medical devices No
Other sterile medical devices (as specified): No
Non-sterile Manufacture

Measuring medical devices No
Non-invasive medical devices Yes
Invasive medical devices: No
Active medical devices No
Inactive medical devices Yes
Contraceptive medical devices No
Combination medical devices No
Other non-sterile medical devices (as specified): No
Manufacture of In Vitro Devices (IVDs)

Class A IVD No
Class B IVD No
Class C IVD No
Class D IVD No
End point Sterilisation of Medical Devices No
Manufacture of Radioactive Medical Devices No
Servicing and Refurbishment of Medical Devices No

2. PACKAGING ACTIVITIES

Packaging of bulk product and labelling Yes
Re-labelling or redressing No
Cartoning or secondary packaging Yes
Assembly or “kits” / procedure packs No

3. TESTING ACTIVITIES

Analytical No
Microbiological No
Sterility no
Stability No
Animal No
Other Testing Activities (as specified): No

4. DISTRIBUTION ACTIVITIES

Distribution to hospitals and retail pharmacies and other clients: Class A No
Distribution to hospitals and retail pharmacies and other clients: Class B Yes

Distribution to hospitals and retail pharmacies and other clients: Class C No
Distribution to hospitals and retail pharmacies and other clients: Class D No

This licence remains the property of the South African Health Products Regulatory Authority. Upon amendment, voluntary
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief
Executive Officer. [Licence to Manufacture Medical Devices v2]
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00001602MD

YES NO
5. MATERIALS HANDLED OR STORED AT THIS SITE
Combination medical devices with Penicillins No
Combination medical devices with Cephalosporins No
Combination medical devices with (other) Antibiotics (as specified): No
Combination medical devices with Hormones No
Combination medical devices with Cytostatics/Cytotoxics No
Bulk Pesticides, Herbicides or Rodenticides No
Radioactive material or Radioactive medical devices No
Other potent, toxic, sensitising or hazardous materials (as specified): No
6. IMPORT
Import Class A medical device No
Import Class B medical device Yes
Import Class C medical device No
Import Class D medical device No
Import Class A IVD No
Import Class B IVD No
Import Class C IVD No
Import Class D IVD No
Import RUO IVDs No
7. EXPORT
Export Class A medical device No
Export Class B medical device Yes
Export Class C medical device No
Export Class D medical device No
Export Class A IVD No
Export Class B IVD No
Export Class C IVD No
Export Class D IVD No
Export RUO IVDs No

This licence remains the property of the South African Health Products Regulatory Authority. Upon amendment, voluntary
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief
Executive Officer. [Licence to Manufacture Medical Devices_v2]
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00001602MD

8. PARTICULARS OF THE PERSONNEL RESPONSIBLE FOR OPERATION ON THE
PREMISES ON BEHALF OF THE LICENCE HOLDER

Authorised Manufacture / Import / Distribution / | Quality Control Person
Representative Export Control Person
NANETTE DA NANETTE DA FONSECA MELANIE  HONICKE
FONSECA
SECRETERIAL SECRETERIAL DIPLOMA MATRIC
DIPLOMA

9. PARTICULARS OF THE LICENCE HOLDER CONTACT (Other than the Authorised
Representative)

Name Contact Details Address
M HONICKE Tel: 011 792 4657 PO BOX 3806
Cell: 073 3000 699 RIVONIA
Fax: N/A 2128

Email: melanie@infodoc.co.za

10. LICENCE SPECIFIC CONDITIONS

1. The holder of the licence shall conduct all manufacturing, distribution or
wholesaling operations in respect of those medical devices for which a registration
certificate has been obtained, so as to ensure that the medical devices shall
conform to the standards of quality, safety and performance applicable to them in
accordance with the specifications made by the person to whose order they are
manufactured, distributed or wholesaled or the specifications under which the
medical devices are sold or supplied.

11.  ADDITIONAL LICENCE SPECIFIC CONDITIONS (IF REQUIRED)

This licence remains the property of the South African Health Products Regulatory Authority. Upon amendment, voluntary
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief
Executive Officer. [Licence to Manufacture Medical Devices_v2]



SAHPRA Head Office
A P R A Building A
Loftus Park

South African 2n Floor
Health Products Kirkness Road
Regulatory Authority Arcadia

0083

INFODOC HEALTH CC Enquiries: Dr A Keyter
Riversands Outlet Park, 75 Century Blvd Tel: N/A

Block 6, Unit 2

Riverside View

Fourways

2055

Dear Sir/Madam,

LICENCE TO MANUFACTURE IN TERMS OF SECTION 22C(1)(b) OF THE MEDICINES AND RELATED SUBSTANCES
ACT, 1965

Licence Number 00001602MD

Your licence to manufacture in terms of section 22C(1)(b) of the Medicines and Related Substances Act has been approved
and is attached herewith. This document replaces any licence document, for a medical device establishment, previously issued
to you.

This licence authorises manufacture by the licence holder named; if the business should change hands, the company or person
taking over the business will have to obtain a new licence before commencing the manufacturing of medical devices.

This licence is subject to the limitations specified in the licence and to the statutory provisions contained in the Regulations to
the Act.

Activities may only be carried out in accordance with the terms of the relevant product licence, unless a specified exemption
applies, which allows it to take place other than in accordance with the licence.

This licence relates to the manufacture of medical devices on the premises and under the supervision of the persons specified.
If any change of premises or of those persons takes place, prior approval must be sought from the South African Health
Products Regulatory Authority. Any proposal to make structural alterations to the premises must also be notified to the South
African Health Products Regulatory Authority.

The South African Health Products Regulatory Authority has the power to revoke, suspend or amend licences in terms of
Section 22E of Act 101 of 1965.

Yours faithfully,

DeocuSgred by
s Wioieena Omarjee
Acting Deputy Medical Devices
Date:
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« SGS - Antibacterial Finishes on Textile Material — kills over 99.9%
- KF94 Korean standard equivalent to N95
«CE

- Nelson lab test reports PFE115, BFE110, FTS101, SBP210,
MCM100, VFE110 - end of March/early April 2020

« EN 14683 I:ﬁ : %mmmmm

Lampip Amount A1 1% campiing plan reguined for ASTR B2100, sach sampie must be S a
& penas (10 F 120 PRWTUT O L EICR MATE SoACEy DA D6 NI SLDTID

- Factory has ISO 9001 |, R W AR NS oot it

Bacternial Filtration Efficiency (BFE) wi Dift. Fressure
EN (4683 & ASTM F2100

SranaanT Temarouns Teme. 1.0 oIyt
Fampie Amount Senacal sampie for DFE ang Dwla = regured. A0L 4% samplng plan

- HS Code 6307900000 |_,. e T

SBR210 Synthelic Blood Penetration lor Face Masks (sels ol 32), per sel
EN 14683 & ACTM FZ100

PTICE (S TOF I MSINg of 12 SETDIT. DN DYBLIUe

Lrandam Tumaroung Time, 10 diys.

Sampis Amounr 17 MATES AN ALY KV S350 DASITURE. | STIRT IOF SHLET SOSCT) DSsun
W UGG SATPRES (B0 100 OF 16D M)

MCM100 Microbial Cleaniiness for Face Masks, EN 14683 (one mask type, set

of 5)

EN 14683 § ASTM F2100

Clangang Tiemasoind Tene 18 days

Campie Amcunt Test T Der MUISE FDS OF FORTgRITEOn. T of § SITENeT recRanad

VFE110 Virus Filtration Efficiency (VFE): Bacteriophage
s
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Nelson Labs - Viral
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(VFE) Final Reportss.
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@ Nelson Labs.

A Sotera Health company

Viral Filtration Efficiency (VFE) Final Report

Test Article

Study Number

Study Received Date.
Testing Facility:

Test Procedure{s)
Deviation{s)

AOP-KF

1279714-501

21 Mar 2020 :

Neison Laboratones, LLC

6280 8. Redwood Rd.

Salt Lake City, UT 84123 US.A. _

Standard Test Protocol (STP) Number STP00G7 Rev 16
Nane

S
les by companng
A suspension of

article at a constant
: -aano*phmamng
aerosol droplets were drawn
The VFE test procedure was

Summary: The VFE test is performed to determine the filtration efficiency of
the viral control counts upsiream of the test article to the counts
bacteriophage ®X174 was asrosclized using a nebulizer and delivered to
flow rate and fixed air pressure The challenge delivery was maintained
units (PFU) with a mean particle size (MPS) of 30um £ 03 pm,
through a six-stage, viable particle, Andersen sampler for

adapted from ASTM F2101.

All test method acceptance criteria were met.  Testing was:
manufacturing practice (GMP) regulations 21 CFR Parts

Test Side  Inside \}
TestArea ~7 1em’ \\
VFE Fiow Rate: 283 Liters _ {L/min}
Conditioning Parameters. 85 + 5% humidity (RH) and 21 + 5°C for @ minimum of 4 hours
Positive Conifrol Average. 2.0x 1 u
Negative Monitor Count:
MPS. 2

O

&

>

&©

in compliance with US FDA good
1.and 820,

for
Stu ' James W Luskin

N A

S03-290-7500 | nelkoalabscom | salesEnelioniabcm
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Study Number 1279714-501
Q' Nelson LB.bS. Viral Filtration Efficiency (VFE) Final Report

A Sotera Health company

Resulte:

1 873

2 98 6

3 8.0

4 875

5 g98.0
The filtration efficiency percentages were calculated using the following equation .\h}*‘

""nl_ﬁ ]
A C = Posiii ol ‘A:H
% VFE = —— x 100 BRI 2.
T = Plate count total recovered downstream of the test article
Note' The plate counl total is available upon reguest
H‘é(':.i.
z""-_‘lf:"
o0
&
4 QO
N
l\h
W7o
i _\\Q\
J
o>
'-L,_‘}
S
] k “I
':‘:"
K

B0 290-7500 | neolsonlabecom |  salesfneizonlabz com " P IO T By )

Page2of 2
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Nelson Labs Synthetic
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Resistance Final Report
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@N_elson Labs.

A Sotera Health company

Synthetic Blood Penetration Resistance Final Report

TastAnticle: AQOP-KF
Stwdy Number  1279590-501 1 Amended
Study Received Date 21 Mar 2020
Study Completion Date 31 Mar 2020
Testing Facilty ~Nalson Laboratonas, LLC
6280 S Redwood Rd.
Salt Lake City, UT 84123 U S A
Test Procedure(s) ~ Standard Test Protosol (STP) Number: STPO012 Rev08 oY
Dewvigtion(s) None O

types of protective

Summary; This procedure was pedormed to evaluate surgical facemasks
of this procedure s (o

ciothing materials designed to protect against fiuld penetration. The
simulate an arterial spray and evaluate the effectiveness of the test in protecting the user from
possible exposure to blood and other body fluids. The distance from area surface to the tip of
the cannula s 30.5 cm. A test volume of 2 mL of synthetic biood ployed using the targeting plate

EN 14683:2019 and AS4381°2015) with the follow IS0 22609 requires testing to be
performed in an environment with a temperature of 21° and a relative humidity of 85 + 10%. Instead,
testing was performed at ambent candibons withi minute of remaval fram the environmental
chamber held at those parameters

method
This test method was designed to comply with ﬁﬁz and 1S0 22608 (as referenced in

>
All test method acceptance cnteria were M ‘G"asum was performed in compliance with US FDA good
manutacturing practice (GMP) reguiatiogs 2t CFR Parts 210, 211 and 820.

Number of Test Articles Tested 51-

Minimum of 4 hours at 21 £ 5°C and 85 = 5% relative humidity (RH)
23.7°Cand 21% RH

Study Diractor James W Luskin Amended Date

llllllzmgl.llll

BOLZIOTH0 | memseniies.com sales@nelsoniatis (om b PRTENEDN S 1

Pape 1ol 2

e el agich 27 P srr g s crsa new e mveds oty be il trw rnde e n 80 merd Wi ety g i ke et el o 0 iy Sabwr b A e e s e s Tew D s



Study Number 1273690-501 1 Amended
€ NEISO“ Labs Synthelic Biood Penetration Resistance Final Report

A Sotera Health company

Results: Per ASTM F 1862 and IS0 22606 an acceptable quality imit of 4 0% Is met for a normal single
sampling plan when 229 of 32 test articles show passing resuits

Test Pressure 120 mmMg (16.0 kPa)

16, 9-32
78

Amendment Justification: Afthe request of the spansar. the Sponsor Contact informatian was updated

o
P
‘E}{\
\
é‘%
AN
O
. {L\@
=\
. ‘S\U
¢S
,
o
\QL
(,3\0
>
2
-0 sl | melamiabs gom | salrs@lnehoniibt oom ree FRTOOTR-0000 Rew 13
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Nelson Labs -
Flammability of Clothing

——

Textiles Final Report..
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@ Nelson Labs.

A Sotera Health company

Flammability of Clothing Textiles Final Report

Test Article:  AOP-KF
Study Number  1279716-501 1 Amended
Study Recaived Date: 21 Mar 2020
Study Completion Date. 02 Apr 2020
Testing Facility. Nelson Laboratories, LLC
6280 S. Redwood Rd.

_ Salt Lake City, UT 84123 U5 A
Test Procadura(s). Standard Test Protocol (STP) Number STPOO0Y3 Rev 06 ‘Q\
Deviation(s). None O(\

Summary: T procsdurs was performed o aveluste the fammabiity of gete mclmw:ﬂu
by measuring the ease of ignition and the speed of flame spread aramet :

separate materialis into different classes, thereby assisting in a judgmentof fabric suitability for clothing
and protective clothing material.  The test procedure was ordance with the test method
outlined in 16 CFR Part 1610 (a) Step 1 - testing in the onginal tep 2 - Refurbishing and testing
after refurbishing, was not performed.  All test methad criteria were met.  Teslting was
performed in compliance with US FDA good manufacturing (GMP) regulations 21 CFR Parts 210,
211 and 820, .‘{\_

Test Article Side Tested  Outside Surface '-S(\
Orientation. Cross

The 16 CFR Part mm@mmmmmMmmmmmn during preliminary testing,
:

only 1 {est article exhy less than 3.5 seconds or the test articles exhibit an
average flame than 3.5 seconds Five replicates are to be tested If no fName spread is
abserved upon testing, if only 1 tes! article exhibits flame spread and it is equal to or greater
than 3.5 if the average spread is equal to or greater than 3 5 seconds. In accordance

flarme
with the 75 replicates were tested for this study

I . Ll
Curtis Gerow, B.S. Regort Date
(R
BOI-Z90-T500 |  neleeniabscom | e e s i

Page 1 of 2
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: Study Number 1279716-801.1 Amended
<§E / NE'SOH LabS- Flammability of Clothing Textiles Final Report

A Sptera Health company

Results:

IBE

ONI

1

2
3
s
5

DN = Test Article did not ignite
IBE = Test Article ignited, but extinguished

IBE

\“"
Amendment Justification: At the request of the sponsor, the sponsor mi‘nrmqﬂu}.waﬂ changed to
reflect the manufacturer and authorized disiributer addresses.
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Paga 2ot 2



11

Nelson Labs -
EN14683 Type IIR
Test Reports

Safe

Efficient

Sterilizes

Deodorizes

Kills Bacteria

Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

infodece KF-N95
"I'ﬂrl'lﬂl I Healhcars MJ{?‘.BIEI" o \ [ ]

EN14683
99% FILTRATION

Same filtration as FFP3



@ Nelson Labs.

A Sotera Health company

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Article: AOP-KF
Study Number: 1279715-501
Study Received Date. 25 Mar 2020
Testing Faciiity: Nelson Laboratories, LLC
6280 S. Redwood Rd,

Salt Lake City, UT 84123 USA. Q
Test Procedurels): Standard Test Protocol {STP) Number: STPODD Rev 18 {:':-.
Deviation(s): None o

Summary: The BFE test is performed [o determine the filtration efficie iF
the bacterial control counts upstream of the test article to the bactarial cc nwnm A suspension
of Staphylecoccus aureus wes aerosolized using a nebulizer and deliverpd o the test article at a canstant
fiow rale and fixed air pressure. The challenge delivery was maintained at 1.7 - 3.0 x 10° colony forming
units (CFU) with a mean particie size (MPS) of 3.0 203 pm. Théderosols were drawn through a six-
stage, viable particle, Andersen sampler for collection. This tgay hethod complies with ASTM F2101-19
and EN 145832019 Annex B. ’k"?"

The Delta P test is performed to determine the urm-arum by measuring the differential
air pressure on either side of the test article using a ster, 8t a constant fiow rate. The Delta P test
complies with EN 14883:2013, Annex G and AST 0018

All test method acceptance crilena were was performed in compliance with US FDA good
manufactuting practice (GMP) reg Parts 210, 211 and 820

Test Side: |
BFE Test Area: cm?
BFE Fiow Ralte. % 28.3 Liters per minute (L/min)

.-:-‘ 8 Lirmin

Conditioning sters: 85 £ 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours
Test Article Dimepsions: ~216 mm x =158 mm

Pasitive Confoliverage: 2.6 x 10" CFU

Negative Mont <1 CFU

QO MPS 3.0 um

Study Director

" FRTOCUS 0001 Fay 25

0
nelsinlabis.cam | ; Page 1 of 2

Lo e T o T TR 0 TR @ [ STy T b it i o S et gt Lt SRRl A B e ey i | s AL A R e e R L

801-200.7500 |



Study Number 1279715-S01

'@ Nelson Labs. Bacterial Filtration Efficency (BFE)

A Sotera Health company and Differential Pressure (Delta P} Final Report

Resultls:

1 4.4 ( ‘;zfs
2 38 @ s
3 3.9 O 82
4 38 ! {-‘f‘*ﬂ 375
5 3.9 " 87

t:,’-:"
The filtration efficiency perceniages were calculatad using the fellewing equation
% C = Positive conirolavetace

e HRE = o x 100 T = Plate count tpt:!l{"mc.nvurﬂd downatream of the test anlicle

¢ Note' The piate count total 1s available upon request
&
\\" )
Voms
BO1-300-7500 | nebenlabscom | salesi@Pneisoniahiscom - Lo iy

Page 2 of 2
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Nelson Labs - Bacterial
Filtration Efﬁaency
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Final Report 4
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@Nelson Labs.

A Sotera Health company

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Aticle:  AOP-KF
Study Number  12798715-S01
Study Received Date 25 Mar 2020
Testing Faciity: Nelson Laboratories. LLC
6280 S Redwood Rd.
Salt Lake City, UT 84123 US A 3
Test Procedure(s)  Standard Test Protocol (STP) Number STP0004 Rev 18 \
Deviation(s) None O

Summary: The BFE lest is performed to determine the filtration efficiency of mwwmn
the bacterial control counts upstream of the test anticle 10 the bacterial counisdownstream. A suspension
of Staphylococous aureus was asrosolized using a nebulizer and delivgred (o the test article at a constant
flow rate and fixed aif pressure.  The challenge delivery was maintaingd at 1.7 - 3.0 x 107 colony forming
units {CFU) with a mean particle size (MPS) of 3.0£0.3 ym s-Jerosols were drawn through a six-
stage, viable particie, Andersen sampier for collection. Thiutﬁ. ethod complies with ASTM F2101-19
and EN 14683:2018, Annex B. \.@

The Delta P test is performed fo determine the ﬁmmwmmmuimﬂm
air pressure on eilher side of the test article using a , at a constant flow rate. The Deita P test
comphes with EN 14883:2019. Annex C and 00-14.

All test method acceptance criteria were me ling was performed in compl@nce with US FDA goed
manufacturing prachice (GMP) ragun‘wb R Parts 210, 211 and 820.
Test Side.

2

BFE Test Area em
BFE Flow Rate, Liters per minute (L/min)
Deita P Flow Rete- 8 Limin

Conditioning Parameéte® 85 £ 5% relative humidity (RH) and 21 £ 5°C for a minimum of 4 hours
Test Article Dimepsions: =218 mm x =156 mm

Positive Average 26 x 10° CFU

Negative <1 CFU

(< - ym

“!?
- o L [}
ey
Study Director Date
ey
DI FSGTI00 | neberlabscom | ssles@oelsenlabs.com - EET Ny

Paga 1af 2
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Study Number 1278715-801

6 NEISD” Labs. Baclerial Filtrabon Efficiency (BFE)

and Differential Pressure (Delta P) Final Report

A Sotera Health company

Rasults:

lmI.I:M.a--u|

[ TestAticleNumber |  DetaP(mmH:Oem’) | DetaP(Paom’ |
(d2o

1 44 )

2 39 @ 288

3 a9 O B3
S

4 38 : f}f\ ars

5 3.9 A~ 38.7

8 .

The filtration efficiency percentages were caiculated using the_.[ﬁ]lmhrrg equation
£ C = Positive control average _
% HFE = —— x 100 T = Plate count totalvécovered downstream of the test arlicle
€ Nate: The pidie count total is available upon request

15.

.__' ll. -

i FRTOO0LO001 Ry 37

12907500 el ales o cem e 0 s vy s o
$00- 2 | e | sl Page 2 of 2
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Nelson Labs - Latex
Particle Challenge Report

o 4
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Manufacturer: Authorized Distributor:
<S / NE'SOI‘I LabS‘ Zhong Shan Civil Tech Max Excel Corporation Limited

A Sotera Health company ~ Electronic Limited Room 1104, Julibee Centre,

No.6, Industrial Zone, 18 Fenwick Street, Wanchai,
Nanlang Town, HONG KONG
Zhongshan, Guangdong,

CHINA

Latex Particle Challenge Final Report

Test Article: AOP-KF
Study Number: 1279708-S01
Study Received Date: 21 Mar 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0005 Rev 07
Deviation(s): Quality Event (QE) Number(s). QE22125

Summary: This procedure was performed to evaluate the non-viable particle filtration efficiency (PFE) of
the test article. Monodispersed polystyrene latex spheres (PSL) were nebulized (atomized), dried, and
passed through the test article. The particles that passed through the test article were enumerated using
a laser particle counter.

A one-minute count was performed, with the test article in the system. A one-minute control count was
performed, without a test article in the system, before and after each test article and the counts were
averaged. Control counts were performed to determine the average number of particles delivered to the
test article. The filtration efficiency was calculated using the number of particles penetrating the test
article compared to the average of the control values.

The procedure employed the basic particle filtration method described in ASTM F2299, with some
exceptions; notably the procedure incorporated a non-neutralized challenge. In real use, particles carry a
charge, thus this challenge represents a more natural state. The non-neutralized aerosol is also specified
in the FDA guidance document on surgical face masks. All test method acceptance criteria were met.
Testing was performed in compliance with US FDA good manufacturing practice (GMP) regulations 21
CFR Parts 210, 211 and 820.

Test Side:  Side Labeled Back
Area Tested: 91.5cm’
Particle Size: 0.1 ym
Laboratory Conditions:  21°C, 23% relative humidity (RH) at 1543; 21°C, 23% RH at 1646
Average Filtration Efficiency: 89.791%
Standard Deviation: 0.2543

al v,
At “a
> -
SacwRA
L iR
’{’/—-//_-:\\\-\.\::- ACCTREDITED
“% 3 —— .
Dol FESTNG LABIRATORY

ﬂrﬂ? Lor 04 WMy 2020
Study Director Curtis Gerow, B.S Study Completion Date

IR

801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com Py

FRTO0D5-0001 Rev &
Page 1 of 2
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7 Study Number 1279708-S01
’ﬁ Nelson Labs. Latex Particle Challenge Final Report

A Sotera Health company

Deviation Details: Controls and sample counts were conducted for one minute instead of an average of
three one minute counts. This change shortens the total test time for each sample but will still provide an
accurate determination of the particle counts. An equilibrate is a dwell period where the challenge is being
applied to the test article for a certain period of time before test article counts are counted. The equilibrate
period was reduced from 2 minutes to a minimum of 30 seconds which is sufficient time to clear the
system of any residual particles, and establish a state of stable equilibrium before sample counts are
taken. Test method acceptance criteria were met, results are valid.

Results:

1 24 11,385 99.79

2 11,521 99.957

3 11,660 99.940

4 75 11,573 99.35

5 9 11,047 99.919
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com pv FRTQ005-0001 Rev &

Page 2 of 2
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- Authorized Distributor: Manufacturer:
’i‘ Nelson LabS@ Max Excel Corporation Limited Zhong Shan Civil Tech Electronic

Room 1104, Julibee Centre, Limited

A Sotera Health company  ya"ce ek 'Street NO.6 Industrial Zone
Wanchai, Nanlang Town, Zhongshan

HONG KONG Guangdong

CHINA

Microbial Cleanliness (Bioburden) of Medical Masks Final Report

Test Article: AOP-KF
Study Number: 1279700-S01
Study Received Date: 21 Mar 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s). Standard Test Protocol (STP) Number: STP0036 Rev 15

Customer Specification Sheet (CSS) Number: 202001695 Rev 01
Deviation(s): None

Summary: The testing was conducted in accordance with EN 14683:2019, with the exception of

approximate wolumes of eluent used when performing the extraction procedure and a temperature range
of 30-35°C used for aerobic incubation.

When bioburden results are calculated using a software program, manual calculations may differ slightly
due to rounding. The counts determined on products are colony forming units and may not always reflect
individual microorganisms. The sponsor performs any statistical analysis and determines the acceptable

limits. Testing was performed in compliance with US FDA good manufacturing practice (GMP) regulations
21 CFR Parts 210, 211 and 820.

Results:
Unit Number Weight (g) Aerobic Fungal Bioburden Bioburden
CFU/mask) CFU/g)
1 6.6 <3 <3 5.8 0.9
2 7.0 <3 <3 59 0.8
3 6.5 <3 <3 5.9 0.9
4 6.8 <3 <3 5.9 0.9
5 6.4 3° <3 6.1 1.0
Recowvery Efficiency 24.8%"°

< = No Organisms Detected
Note: The results are reported as colony forming units per test article.

? Spreader. Count is considered a minimum estimate due to swarming of certain colonies on the
membrane.

° The recovery efficiency may be impacted due to spreaders on the membrane.

Sy,

N

ﬁa\:,// £

Z 3

{‘4/"_‘/;‘\\\\\\\ ACCREDITED

Frd gl TESTING LABORATORY

Gabrielle Waldron electronically approved for 13 Apr 2020 18:27 (+00:00)
Study Director Robert Putham Study Completion Date and Time
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com hch FRT0036-0010 Rev 10

Page 1 of 2

se results apply to the samples as received and relateonly to the test aticle lisied in this eport. Reports maynot be reproduced excep intherentirety. Subject o NL terms and condtions at wwwhnekonlabs.com.



. Study Number 1279700-S01
(‘ Nelson Labsa Microbial Cleanliness (Bioburden) of Medical Masks Final Report

A Sotera Health company

Method Suitability:

Bacillus atrophaeus 98%

Test Method Acceptance Criteria: |If applicable, anaerobic controls are acceptable for the bioburden
test results. The number of masks to be tested shall be a minimum of 5 or more to meet an acceptable
quality level of 4%. The bioburden of the medical mask shall be < 30 CFU/g tested.

Procedure:
Positive Controls/Monitors: Bacillus atrophaeus
Extract Fluid: Peptone Tween®
Extract Fluid Volume: ~300 mL
Extract Method: Orbital Shaking for 15 minutes at 250 rpm
Plating Method: Membrane Filtration
Agar Medium: Potato Dextrose Agar
Tryptic Soy Agar
Recowvery Efficiency: Exhaustive Rinse Method
Aerobic Bacteria: Plates were incubated 3 days at 30-35°C, then enumerated.
Fungal: Plates were incubated 7 days at 20-25°C, then enumerated.

801-290-7500 |  nelsonlabs.com | sales@nelsonlabs.com hch FRT0036-0010 Rev 10
Page 2 of 2
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SGS

Test Report No. HKHC2001000563HC Date :Jan 31,2020  Page 10f 3

Job No. : HKHC200100000272

The following sample was submitted and identified by the client as AOP-KF ® Fever Relief Mask Core

Fiker Q\
Product Description . ADP-KF @ Fever Relief Mask Core Filter @)
Quantity Received : 1bag )
Sample Appearance . White solid \-:b
SGS Sample No. :  HKHC200100000272-101

Sample Racaiving Condition :  In unopened plastic bag under ambi Q'nd!im
Country of Origin : China

Sample Receiving Date : Jan 20, 2020 Q\"
Testing Period : Jan 20, 2020 - Jan 31,
Y,
P
Test Requested, Test Method and Test Results V'
Please refer to the following page(s).
o
XY et
Q
O
Log
F
Signed for and unbmm@\
SGS Hong Kong Lid,

WONG KIN MAN, GILMAN
ASSISTANT TECHNICAL DEVELOPMENT MANAGER
- COSMETICS, PERSONAL CARE & HOUSEHOLD SERVICES
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Test Report No. HKHC2001000563HC Date :Jan 31,2020 Paga2of 3
Test Requested, Test Method and Test Results
The analyses were periormed with reference to:

Assessment of Antibacterial Finishes on Textile Material (AATCC 100-2012)

Test bacteria: Staphylococcus avreus (ATCC 6538)

Bacterial count (colony | Result: % of @ﬂ\
Tested . . Specified
: forming unit, CFU per ml) | reduction of -

Spacimen over contact period bacteria requirement | ~%0

0 hour 24 hours .r“*"-\‘
Asreceived | 180x10° | <100 99.04 v 'ﬂf& Pass

%,
Untreated 0
control sample | 128X 10F | 289x107 ) R /
&
Test bacteria: Klebsiella pneumnoniae (ATCC 4352) ,‘{Q‘
L b
=

T | o Uk, CFU par ) | recpginel | Soscies | Somment

ovar contact peri " i

Ohour | 24 hours "
Asrecoived | 120x10° [ <100 * O ses92 w Pass
Untreated =

o ol | 1:04% 108 ;atljﬁrwl / i /
o "‘H‘T
~

MNote: t_\:‘"

1. Hmﬂmmm@nhmhn@mﬁnmmmmhﬂhmh

. mumagdmmufsampmisa1mmmnfabﬁcmmmrmhngmmnrmm.
Remarks:

1 The number of circular swatches (4.8 +/~ 0.1 cm in diameter) used per jar: 6

2 Sterilization of samples: By autoclave,

3 Culture madium used for bacterial culture preparation: Nutrient broth

- Diluent used for inoculum dilution: 1:20 Nutrient broth

5 Surfactant used in inoculums: None

6 Neutralizing solution: 0.85% Saline + 0.1% Twaen 80

bt i b o o S gl b g it oo T gt e s gy g ry gy — el
Ihacuimy, Anclerwricrtion B0 ol meues onfiTeT Temer, m#mm-“—m“-mmnmm-n—#n
Irrwmr o crdy el wiin Ul of Dlerd's Sewuciors. § ey Comzany & pos remzoesiilsy i o e Clere g e dooumee? soee ot partes m

oy o eHhCation o STt o R CR I U8 TS 18 (et w23 GRS Ty P -‘:.mﬂ:-':"-:“""““*'““"“

Ui ctterwive sieked Fa ults sween o i bt regor! reer ondy §o the sk e e rech senobe o e rvisloed kor X0 Sere oy

|ty 1009 8 & G O |'| v, i Lin Yof e 1 Lok B Piibhg Ny W TR, TG IO WSROI t IR ]
| Daren Ulwms MO0 06 SR LF Dniitiong 00, e 1, 00 Sotema Pt Mny Sanigewts, Morg toeg ) U001 T304 4000 1 Ry i WM p ki b
L
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SGS

Test Report No. HKHC2001000563HC Date :Jan 31, 2020 Pagedof 3
Sample Receiving Date : Jan 20, 2020

PHOTO APPENDIX
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Test Report
RERT: SHE17-51434
Report No.:
2% o BARHEM. 2017814
To: Sample date:
BRER: RE|EEAM:. 20178125
Customer Name: Submit report date:
P FWEH()
Sample:
MERS: -
&IE:

LAR AL HET Y. FOEY (S CusiiEt) BRRY.

206 ATRW, AN (LR R
LR ML ERaEHLE.

Rernarks:;

1. Without the writtn permission of the company, do not copy {except full text copy)
test report, X
2. Unless otherwise stated, this reportis on'y responsible for sampfing and test samples. piopas
3. General ancard Guzngzhiou Sranich office of Environment Department. LR '
Ll
#H Ry R
i
e
|
TLakih



VOC BEi
VOC Analysis Report

S TOAS E L MGA, B GOMS (Ll INIST i e E L B4, BEZLED
EAVREGE R4, LR LR Rl T F iR, S8,

APuBganEE

CR-R-2-1 40
TeR0GO0O
§GROCGD
%-3-2-0-4-1]
teooote
000000
adeceee

Ige0Cee

TE::1660 FEc= .0 \gat-n o

siA08 16387,

00 #.0010.0002. 0030 .08k 0010 0030 0022 DRI L. 00N 0D

Sample used TO-15 methods for testing. Analysis with GC/MS, use NIST quzlitative search of main
Compeounds using mist spectral library. Excaept for ramarks, compounds are quantifiad by the markad ling,
other semi-quantitative based on toluene marking, the data is for reference only.



6 6485 D63 W
Ethyl ether
Ethane, 1.2-disthoxy-
Ethane, 1.2-diethoxy-

7 6592 055 1,318 4%
1.3-Pentadiens

Cyclopropane, ethylidene-
1.3-Butadiene. 2-methyl-

8 7004 0.79 ZM¥W
Acetic acid, methyl ester
=-Propanone, 1-hydroxy-
Acetic acid, methyl ester

9 7.198 162 —EHE
Methylene Chioride
Methylene Chioride
Methylene Chioride

10 7.884 2.78 2.5 ERiz
Pentane, 2-methyi-
Pentane, 2-methyl-
trans-2,3-Epoxydecane

11 8271 1.00 3-8
Pentane, 3-methyl-
Pentane, 3-methyl-
Pentane, 3-methyl-

12 9607 061 WRHNE
Cyclopentane, methyl-

Piperazine, 2-methyl-1 4-dinitroso

1-Pentene, 2Z-methyl-

1310631 058 HcliE
Cyclohexane
Cyclonexane
Cyclohexane

0.010mg/m*

§35 000060-29-7 76
8732 000629.14.1 58
8731 000629-14.1 59

0 D0Bmgim”
437 000504-80-9 95
464 018631.83.9 94
459 000078-79-5 93

0.012mg/m’
818 000075-20-9 50
$12000116-08-6 &
&18 000079-20-9 &

D.019mgim”® (il

1517 0D00075-09-2 95
1516 000075-09-2 95
1519 000075-09-2 N

0.04 1mg/m”

1816 000107-83-5 90
1814 000107-83-5 86
27746 054125-39-2 5¢

0.015mgim’
1817 DO0096-14-0 87
1815 000096-14.0 87
1818 D00096-14-0 80

0.008mg/m®

1487 000096-37-7 58
29242 055556-94.0 42
1481 000763-29-1 38

0.009mg/m’
1449 000110-82-7 83
1451 000110-52-7 81
1450 000110-82-7 81



14 13421 123 WX 0.01amg/m” CIRIRER)

Toluene 2436 D0D108-68-3 95
Toluene 2432 D00108-88-3 94
Toluene 2433 000108-88-3 93

15 21.865 0.60 M5 T M 0.009mgim*
Hydrazinecarboxyfic acid, sthyl es 4614 004114.31-254
ter
Hydrazinecarboxyiic acid, ethyl es 4611 004114-31-245
ter
Propanamide, 2-hydroxy- 2163 002043-43-8 39

& i
BB AR CMA Bl LE RN, LM GURATFE M Hef. o%. ATdEne. =4
BENAN. ARARSS.

Remarks:
The detection mathod iz not within the scape of CMA qualification. This test report is anly for the customer department,
teaching, internal quality control, product development and other purpozes. Internal reference only.



T 5T 0.018
i 8 0. 142
3 08T 0. 073
¥ Ll 0116
5 R 0,049
3 0.010
T W = 0. 008
B ZET 0.012
9 =1 0,018
10 PERR 0. 041
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Test Report No. SZXEC2000834201 Date: 09 May 2020 Page 1 of 19
(SVHC)

SHENZHEN KANGFENG ENVIRONMENT SCIENCE & TECHNOLOGY DEVELOPMENT CO., LTD

ROOM 2101, FLOOR 21, BLOCK D, BUILDING 3, TIAN AN YUN GU INDUSTRIAL PARK(PHASE 1), BANTIAN
SUB-DIST, SHENZHEN

The following sample(s) was/were submitted and identified on behalf of the clients as : Kangfeng AOP-KF®solid
alkali

SGS Job No. : RP20-007924 - SZ

Date of Sample Received : 30 Apr 2020

Testing Period : 30 Apr 2020 - 09 May 2020

Test Requested : As requested by client, SVHC screening is performed according to:

(i) Two hundred and five (205) substances in the Candidate List of Substances of
Very High Concern (SVHC) for authorization published by European Chemicals
Agency (ECHA) on and before Jan 16, 2020 regarding Regulation (EC) No
1907/2006 concerning the REACH.

(ii) Five (5) substances in the Public Consultation List of potential Substances of
Very High Concern (SVHC) published by European Chemicals Agency (ECHA)
on Mar 3, 2020 regarding Regulation (EC) No 1907/2006 concerning the
REACH.

Test Results : Please refer to next page(s).

Summary :

According to the specified scope and evaluation screening, the test results of SVHC are PASS
< 0.1% (w/w) in the submitted sample.

Signed for and on behalf of
SGS-CSTC Standards Technical Services Co., Ltd. Shenzhen Branch

Forol

Ford Shi
Approved Signatory

Unless otherwise agreed in writing, this document s issued by the Company subject to its General Conditions of Service printed
overieaf, available on request or access/bla at h_(!&yww a_nsﬁo am‘r"mq_and&nndmons .88px and, for format d
subject to Terms and Conditions for Electronic Documents at .comlen/Terms- an Conditions/Terms-e-Document aspx,
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transaction from exarclnlng all their rights and obligations under the fr This cannot be reproduced
axcept in full, wlthout prior wntlen appmval of the Company. Any unauthorized alteration, forgery or falsification of the content or
of this ders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in thls losl report refsr unl lf.l the sampl ésl tested .
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Test Report No.: T32020270278SN Date: JUL 09, 2020 Page 1 of 4
INFINITY INTERNATIONAL STRATEGIC INVESTMENT GROUP LIMITED
ROOM 1104, 11/F, JUBILEE CENTRE,18 FENWICK STREET, WAN CHAI, HONG KONG

The following samples were submitted and identified on behalf of the client as;

PROTECTIVE FACE MASK

SGS Case No. CA320202626169

Lot No. / Batch Code NOT PROVIDED

Sample Description WHITE RESPIRATOR

Quantity Submitted 40 PCS

Style / Item No. 1) AOP-KF MASK (BRAND NEW)

2) AOP-KF MASK (USED FOR 7 DAYS)

Quantity Submitted 40 PCS. (2 STYLES)

Manufacturer ZHONGSHAN XINKE MEDICAL DEVICE LIMITED

Country of Origin CHINA

Sample Receiving Date JUN 18, 2020 AND JUL 03, 2020

Test Performing Date JUN 18 TO JUL 08, 2020

Test Requested Please refer to the result summary.

Test Method & Results Please refer to next page(s).

Result Summary
Test Requested Conclusion
Microbial cleanliness (Bioburden) (EN See Result
14683:2019+AC:2019 Annex D)

Signed for and on behalf of

SGS Hong Kong Ltd.

C iﬂq{f‘} 1

Au Kam Chi, Gigi
Technical Manager

ok e e e

This document is issued by the Company subject to its General Conditions of Servics printed overieal, available on ml or mbh ot o ffweew g comien/Tonms and Condtions aspx and, for electronic
format documents, bTmnMMMmbrwmuﬂhmw =, Aftention is drawn to the limitation of liability,
indemnification and jurisdiction issues defined therein. Any holder of this d i in advi mmumm;-ﬁm-nmummmmmmmmmm
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the te. This i wmﬂbonpmdummhmmhwlpuwwdthn_,. I of the Company, Any i Heration, forgery or falsification of the content or appearance
of this de is unlawiul and offenders may b i to the fullest extent of the law,

Unless otherwise stated the resulls shown in this test report refer only to the sample(s! leated and such sample(s) are retained for 30 days only.

Offiee Uniits 303 & 305, 3/F Building 22, Phase 3, HX Soience Park, New Temtorius, Hong Kong € (B52) 2334 4481 1852 2764 3126 e mitg bk&hsgs com
Laboratory. 1/F. Units 1629 3/F, 4/F & 577, On Wui Centre; 25 Lok Yip Road, Fanlir g, New Termiocies, Horig Kong.  www.sgsgroup.com hk
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Test Report No.: T32020270278SN Date: JUL 09, 2020 Page 2 of 4

Microbial cleanliness (Bioburden) (EN 14683:2019+AC:2019 Annex D)

Test Methods
Bioburden
The analyses were performed according to EN 14683:2019+AC:2019 Annex D and ISO 11737-1:2018
Test Results
AOP-KF Mask (Brand New)
SGS Sample No.:HKHC200600002184-101
Total Bioburden, Total Bioburden,
Article Number Mask Weight cfu/mask cfu/g

1 6.73¢g 15 2.23

2 7.66g 6 0.78

3 6.96g 9 1.29

4 6.87g 6 0.87

5 6.87g 15 2.18

Mean: 10.2 15
Recovery Efficiency Correction Factor
62.7% 1.6

Microbial Cleanliness (Bioburden): 2.3 cfu/g

Standard requirement*: <30 cfu/g

Note:

1.  Results reported on the submitted sample on an as received basis.

2 = less than

3. cfu =Colony Forming Units

4, Extraction method: by stomacher at 250rpm for 5 minutes

5. # EN 14683:2019+AC:2019 - Medical face masks - Requirements and test methods - Performance

requirements for medical face masks — Microbial cleanliness

Thia document is issued by the Company subject to its General Conditiona of Service pdnhd on request or at WS s comdenTenns and Condnons aspx and, Tor electronic
format documents. subject to Terms and Conditions for Eleclronic Documents al Sip [hww sgs comfend] erms.gnd Condhons/T arme s Docusmnent asox.  Attention is drawn to the limitation of liability,
indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company's lindings af the time of its intervention only and within
MHMQ!MGIMHWThcmmuq'auhmp«ulmiswiuﬁluﬁuﬂlhhdmﬂbnmmmmhpﬂuhamuﬂimfmnuudohgnnmdgmﬂndmmm
the transaction d This d cannot be reproduced except in full. without prior written app of the Comg Any forgery or falsification of the content or appearance
of this d t is unlawlul and offenders may be | d to the fullest extent of the law.

Unless otherwise stated the results shown in this test report refer only to the sample{s) tested and such

{=) are d for 30 day

Offica: Units 303 & 305, 3/F Buthding 22 Prase 3, HK Science Par, New Taritones, Hong Kong 1 (B52) 7334 4481 1 (B52) 2764 3126 e inkeg.hkeisgs com
| ﬂwz‘m \/F Umts 16-29 3/F 4F 8. '-:rF 0 Wui Ceptre 2‘3 Lok \ﬂp fogd Fanding, New Territorres, Hong Kong  waww sgsiroup.com bk

Mambier of B S68 Groog 1IS65 SA1
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Test Report No.: T32020270278SN Date: JUL 09, 2020 Page 3 of 4

Microbial cleanliness (Bioburden) (EN 14683:2019+AC:2019 Annex D)

Test Methods
Bioburden
The analyses were performed according to EN 14683:2019+AC:2019 Annex D and ISO 11737-1:2018
Test Results
AOP-KF Mask (Used for 7 Days)
SGS Sample No.:HKHC200600002184-102
Total Bioburden, Total Bioburden,
Article Number Mask W eight cfu/mask cfu/g
1 7.17g 2 10.04
2 6.93g 39 5.63
3 6.69g 27 4.04
- 6.59¢g 33 5.01
5 7149 27 3.78
Mean: 39.6 b
Recovery Efficiency Correction Factor
62.7% 1.6

Microbial Cleanliness (Bioburden): 9.1 cfu/g

Standard requirement”: <30 cfu/g

Note:

1. Results reported on the submitted sample on an as received basis.

2. = less than

3. cfu =Colony Forming Units

4, Extraction method: by stomacher at 250rpm for & minutes

5. #EN 14683:2019+AC:2019 - Medical face masks - Reguirements and test methods - Performance

requirements for medical face masks - Microbial cleanliness

This document InMHdhrmoOonwy subject to ita Genaral Conditions of Service printed on request or ibl dmﬁmmmmmmngmm for slectronic
format doouments. subject lo tm.mcmmwmmnmmmhmmwmmmhm the limitation of liability,
1mmwlumm1mummnuymumin wmndmmmomv.ﬂndhgldthﬂimoﬂulmmntonuwlndwiﬂlin
hlmihofcb-ﬂ'l if any. The Company's sole =p ibility Ishahclhmu!d“--‘ does not muhalnnnoﬂun axercising all their rights and obligations under
the This cannot be reprod uﬂhhl.\mhwlplwmltun.,- eth"‘ pany, Any forgery or falsilication of the content or appearance
of this di is unlawtul and offenders may ba p d to the fullest extent of the law.

Unless otherwise stated the resultz shown in this test report refer anly to the sample{s) tested and such sample(s) are retained for 30 days only.

Office Unitz 303 & 305 3/F Suilding 222, Phase 3, HR b&lem Park, New Temiories Hong Kong ¢ (B62) 2304 4431 11852) 2704 0126 @ iy heisgs coni
Labiaratory, 1/F Units 1529 3/F AF & 9F On Wl Centve. 25 Lok ¥ip Rriad, Fanling New Tarranns, Hotg Kong. s sgsarlip com hk

Masttaer of thie SGS Qrolp (SGS Sal
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Test Report No.: T32020270278SN Date: JUL 09, 2020 Page 4 of 4

A ix

Sample as received

*** End of Report ***

This document is issued by the Company subject to its General Conditions of Service printed overleal, wnnlbllon Mwmhd it e sgs comjonT erms-and Conditions aspx and, for electronic
format documents, subject to Terms and Conditions for Electronic Documents at ent asgw.  Attention is drawn o the limitation of liability,
indemnification and jurisdiction issues defined themsin. Any holder of Hﬂ-l document is advised that lrllmnnﬂul ml.llnld hereon reflects the Company's findings at the time of its intervention only and within

is to its Client and this document does not exonerate parties to a transaction from exercising all their rights and obligations under

maﬁmo!m:imﬂmv The C y's sole
8. This d cannot be reproduced except in full, without prior written ap of the C: y. Any ithorized alteration, forgery or falsification of the content or appearance
nll:is t is unl: i and offenders may be i to the fullest extent of the law.

Unless otherwise stated the resuits shown in this test report refer only to the sample(s) tested and such sample{s) are relzined for 30 days only.

| Otfice. Units 303 & 305. 3/F Building 22£. Phase 3, HK Science Pak, New Tetritorius, Hong Kong 1 {E52) 2334 4481 1 (B52) 2764 3126 e miktg hisge com
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Test Report No.: T32020260466SN Date: JUL 14, 2020 Page 1of 3
INFINITY INTERNATIONAL STRATEGIC INVESTMENT GROUP LIMITED
ROOM 1104, 11/F, JUBILEE CENTRE,18 FENWICK STREET, WAN CHAI, HONG KONG

The following samples were submitted and identified on behalf of the client as:

PROTECTIVE FACE MASK

SGS Case No. CA320202626169

Lot No. / Batch Code NOT PROVIDED

Sample Description WHITE RESPIRATOR

Quantity Submitted 40 PCS

Style / Item No. 1) AOP-KF MASK (BRAND NEW)

2) AOP-KF MASK (USED FOR 7 DAYS)

Quantity Submitted 40 PCS. (2 STYLES)

Manufacturer ZHONGSHAN XINKE MEDICAL DEVICE LIMITED

Country of Origin CHINA

Sample Receiving Date JUN 18, 2020 AND JUL 09, 2020

Test Performing Date JUN 18 TO JUL 14, 2020

Test Requested Please refer to the result summary.

Test Method & Results Please refer to next page(s).

Result Summary
Test Requested Conclusion
Bacterial filtration efficiency (BFE) See Result
(EN14683:2019+AC:2019 Appendix B)

Signed for and on behalf of

SGS Hong Kong Ltd.

( iu: ;479 g

Au Kam Chi, Gigi
Technical Manager

This document is issued by the Company subject to its General Conditions of Service printed overieal, available on request or accessible at
format documents, subject to Terms and Conditions for Electronic
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the t This de t cannot be reproduced except in full. without prior written op I of the Ci y. Any d
of this d it ks untawtul and may be g d to the fullest extent of the law.

and. for alectronic

-Condiont anps
Attention is drawn o the limitation of liability,
I-rtu roflects the Company's findings at the time of its intervention only and within
e parties to a transaction from exercising all their rights and obligations under
forgary or falsification of the content or appearance

Unless otherwise stated the results shown in this test report refer only to the sample(s) lested and such sample(s) are retained for 30 days only.
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SGS

Test Report No.: T32020260466SN Date: JUL 14, 2020 Page 2 of 3

Bacterial filtration efficiency (BFE) (EN14683:2019+AC:2019 Appendix B)

Test Side : White Colour (Inside)
Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Test Condition 1 21x2°C and 30-50% R.H.
Dimensions of test specimen ¢ 157 mm x 204 mm
BFE Test Area . 49 cm?
BFE Flow Rate : 28.3)/min
Test bacteria . Staphylococcus aureus ATCC 6538
Positive Control Average . 29x 108 CFU
Negative Monitor Count : <1CFU
AOP-KF Mask (Brand New)
Test Specimen Percent BFE (%)
1 99.9
2 99.9
3 99.9
A4 99.9
5 99.9
OP-KF Mask (Used fo
Test Specimen Percent BFE (%)
1 999
2 99.9
3 99.9
4 999
5 99.9
B e e ot o o et et i
e s o e S e T o ey o o
i iy 'I::ld < mmr... P Jum;:lm.m":.ﬁmm of the Company, Any forgery or falsification of the content or appearance

Uniess otherwise staled the results shown in this test report refer only to the sample(s) tested and siich sample{s) ara retained for 30 days only.

Ofics Unis 303 & 305, 3/F Building 225, Phase 3, 1K Smance Park, New Tetritnries, Hong Kong ¢ (B52) 2334 4481 | 1852] 2764 3126 e ming h@sgs com
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TEST REPORT (Electronic wersion)

1wz o SRR

VERIFICATION WEBSITE: www. gttc. net.cn
VERIFICATION CODE: BVDA-5163-53

No:200103112 ISSUE DATE:2020-05-15

APPLICANT: ZHONGSHAN XINKE MEDICAL DEVICE LIMITED
ADDRESS : NO. 6, INDUSTRIAL ZONE, NANLANG TOWN, ZHONGSHAN, GUANGDONG, CHINA

INFORMATION CONFIRMED BY APPLICANT:

MASK

QUANTITY: FIFTY PIECES

SIZE: AOP-KF MASK

MANUFACTURE’ S NAME: ZHONGSHAN XINKE MEDICAL DEVICE LIMITED

DATE RECEIVED/DATE TEST STARTED: 2020-04-25

CONCLUSION:

VISUAL FIELD M
FILTRATION EFFICIENCY TO NaCl PARTICULATE MATTER M
INSPIRATORY RESISTANCE M
EXPIRATORY RESISTANCE M
FLAMMABILITY M
HEAD BAND M
APPEARANCE INSPECTION[2 PIECES] M

NOTE: “M"” -MEET THE STANDARD'S REQUIREMENT “F" -FAIL TO MEET THE STANDARD'S REQUIREMENT
#¥——=" -NO COMMENT

REMARK:

THE AUTHORIZATION OF APPEARANCE INSPECTION IS NOT RECEIVED FROM CNAS.

THIS REPORT IS THE ENGLISH TRANSLATION VERSION OF THE REPORT 200103111,

ALL THE TESTED ITEMS ARE TESTED UNDER THE STANDARD CONDITION (EXCEPT FOR INDICATION).

COPIES OF THE REPORT ARE VALID ONLY RE-STAMPED.

THE EXPERIMENT WAS CARRIED OUT AT No. 1, ZHUJIANG ROAD, PANYU DISTRICT, GUANGZHOU, GUANGDONG, P.R.CHINA.

2 o
APPROVED BY: ‘jﬂ Jml

Yuan Liu ENGINEER

28 rimEEREIBIS #HiE:020-61994598/61994509
EHBMLRE: M ANHEHRIFLAMSEIERE1S EiE:020-37721161
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TEST REPORT (Electronic version)

No:200103112

VISUAL FIELD(® )
(GB 2890-2009 6.8)
REQUIREMENT
70 =60
(GB 2626-2006)
FILTRATION EFFICIENCY TO NaCl PARTICULATE MATTER (%)

(GB 2626-2006 6.3, AIR FLOW:85L/min, AEROSOL:NaCl, AEROSOL CONCENTRATION: 15mg/ m?,
TEMP:23. 2°C RH:36. 9%)

REQUIREMENT
FILTRATION EFFICIENCY: FILTRATION EFFICIENCY:
UNTREATED SAMPLE =95, 0
12 99,071 (KN95)
28 99.111 (GB 2626-2006)
38 99,491
47 99,471
58 99.304
6% 99.207
78 99. 564
88 99.347
9% 99.293
108 99. 033
CONDITIONING TREATED
1# 98,97
28 99, 351
38 99.037
48 99, 149
58 99.133

INSPIRATORY RESISTANCE (Pa)
(GB 2626-2006 6.5, HEAD SIZE: MEDIUM)
REQUIREMENT

UNTREATED SAMPLE: =350

12 188.9 (GB 2626-2006)
28 187.1

PRETREATMENT SAMPLE:

12 184.3

28 173.8

EXPIRATORY RESISTANCE (Pa)
(GB 2626-2006 6.6, HEAD SIZE: MEDIUM)
REQUIREMENT

UNTREATED SAMPLE: =250

12 169.9 (GB 2626-2006)
2% 166. 2

PRETREATMENT SAMPLE:

1% 166. 2

28 155.4

B8 riinFHaEREIBIS BiE:020-61894558/61994599
EHLRE: MMHESE M TERAEIS 8i5:020-37721161
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TEST REPORT (Electronic version)

No:200103112

FLAMMABILITY (s)

(GB 2626-2006 6. 15)

REQUIREMENT
AFTERFLAME TIME AFTERFLAME TIME
UNTREATED SAMPLE =5
12 0.0 (GB 2626-2006)
28 0.0
CONDITIONING TREATED
38 0.0
12 0.0

HEAD BAND
(GB 2626-2006 6. 11)

REQUIREMENT

UNTREATED SAMPLE: EACH HEAD BAND, BUCKLE AND OTHER ADJUST
1# PASS PARTS OF MASK SHOULD NOT SLIP OR BREAK
CONDITIONING TREATED: UNDER 10N TENSION FOR 10S.

1# PASS (GB 2626-2006)

APPEARANCE INSPECTION[2 PIECES]
(GB 2626-2006 6. 1)
REQUIREMENT
PASS ACCORDING TO THE CLAUSE 5.2 OF THE

PRODUCT STANDARD
(GB 2626-2006)

End of Report

28 M"HESFERKIRIS Hi%:020-61994508/61994509
HHITWE: MHTESENS NS EER B HBiE:020-37721161
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CNAS - Bacterial

Filtration Efﬁaency

Safe

Efficient

Sterilizes

Deodorizes

Kills Bacteria

Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

'P,..f}@%bf‘ HEALTH KF_N 95

| (&) EN14683

99% FILTRATION

Same filtration as FFP3
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AR CNAS - ”A Kl e . KJ20192796

TESTING Test No.

w:@.v v J_,gmgf‘[\r_uagl:h‘ 2%}{7 l%ﬁlﬁl ﬁ jp"_?; ﬁﬁ

GUANG ZHOU INSTITUTE OF MICROBIOLOGY

i Wk 5

TEST REPORT
WHEERE: 20194 12 A 24 H R E . 2019 412 A 26 H
Date Received Date Analyzed
P B RR e g e FE dl R IR .
Natie of Siiple X AOP-KF [ {45 L7 KB Rk e 1 2 Soufee of Saple S s
L BT RN R R R AT | 2N a3
pplicant Client
S il A = i b
Manufacturer Brand X
BS A% Ff b R
Type and Specification bt Quantity of Sample T
A H 1 FF i i 18 o
Date of Production 2019 0123 State of Sample AR
EP S - P L _—
Batch Number Packing of Sample

FEG B A

Sample Picture

RS AR TS R 77 4 ;
Stiidmdand Moot | ¢ L0 el ERSFOR

f il PSR (BFE)

Items of Analysis

&iE
Remarks

#+%4% [ J1/To be continueds#*

2 AW
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i'm CNAS ©#% l” A : WA KJ20192796

Test No.

///:_?\\ 3 T;STINICI .
T oo ST e g By

GUANG ZHOU INSTITUTE OF MICROBIOLOGY

fo W 4k &

TEST REPORT
WCREEIE: 2019 4 12 A 24 H I E 2019 412 A 26 H
Date Received Date Analyzed
G BUR: 3, &8
1 ke

1) WM &EEEERE ATCC 6538
2) AR EREAES: PLG 2000
3) HEydk: BREAMAEHE (TSA)D
4) KFEdE: ANEIRfLE [T EURMES
2. REEH
1) ABERE: 23.5C
2) AERAE: 57%RH
3. MRPIR
1) FeASTRE &, T SRR 2R A0S 55 28 I B4 B SR R N (2200+500) CFU, {FJ9BH T m #2418 -
2) KRR EOAE FhJe e AR 8 i, AT ) B SR RAE.
3) FEFE AR SE S , BRI — K P P 5% . ARG IR 2 min B E TR 2SS 6E 5 (A YER 2,
A A AR o S R e 5 3 A% TR A A B B

4. HEALR
m@ﬂﬁmﬁmméjrﬂm%<C%Mﬁﬁ§$wﬁ,r%ﬁ%#&ﬁﬁZﬂ)
R R
B S R A He et
KJ20192796-1 EEEEEERE 99.12

ghit: HIRYIT R RIAEE R B R A IR A 5] 48 (954 5 D9 B 4 5 11 28 (K B X, AOP-KF [B] PR B At Ik I ok e
D%, MELEME (BFE) M%7 99.12%.
w#xxff 5 25 HU/End of reports

~

..)
42 | 2] O F ﬁ@é}?17 §E=_?¥”ﬂ SR AW (KD
Edltor'fp /T Checkér #Z Issuer Date Reported
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IS

TESTING

T
o Enas i (MAS

v CNAS L0823 20171900 IEIB 1

):El

AR 5 IR SO MR, AN E A SR “ kiRl B R
M, THKRIMEANZEL TR, REMFEL-
XERRE S, WA PR E BB AR, AR AN S

PEGLTT s AHR IR 5 OO AR i 5T

SR R ON TR & AR 2 HR 16 A LAEH A A A Az i, il
WA AAAIR G EEYRIA A .

ARAR & KRB ARG T WmbrE, 5. P e
&35,

G HRR 7 HH AEREIE T RAE FEFUAE M P E SR EE X
WAE RN I #5 «77 ARESH EERITE RN Z
BN IE ; A5 “77 AREE RE B ROAERIHE .

A RIS ARR GO ERITE , A EE A2 R AU E BT
HOEF BN A B .

R & BT S AR R, BLR O

BARMAE: SRR R RERRE L 1 5
fRHhE: C5BCR M HEAS F B 5D
RS : 510663

BEARHIE: (86200 61302671

PgkE: http: //www. gtcim. com

O e
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CNAS - Harmful Test
Report, 100% non-toxic

il

Safe
Efficient
Sterilizes
Deodorizes

Kills Bacteria

Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

KF-N95
EN14683
99% FILTRATION

Same filtration as FFP3



H E e S FEA
R TRAEZ <2 = CNA sl
z TESTING
CAZNN g cNAS L4136
% 25 (Test Report)

M EHS (Report No.): WTH20H04023047C H Wi(Date): 2020/5/6 JUE((Page): 10f6

;j)
"4;! .1\\\\‘\

AL VRYITH HERIA BE R R R A BR 22 W)

Applicant: Shenzhen Kangfeng Environment Science & Technology Development Co., Ltd

oAbl RIS ORI B7E R % m Ak d — W1 3 ¥R D JE 21 #& 2101 )

Address: Room 2101, Floor 21, Block D, Building 3., Tian An Yun Gu Industrial Park(Phase 1), Bantian Sub-dist,

Shenzhen

FE #4115 B (Sample Information):

it % P (Sample Name): JHE A AOP-KF®[& {4, Kangfeng AOP-KF®solid alkali
FE i A (Sample Description): [ €447 i (White substance)
Ff iy 4 5 (Sample No.): WTH20H04023047C01

24T 1 Wl(Sample Received Date):  2020/4/28

Kl E ] Testing Period): 2020/4/28 - 2020/5/6
KU 45 B (Test Result): 115 2 WL )5 48 T (Please refer to following page(s).)s
FEW ZL 3K (Test Requested): 5 (Conclusion)

RYEE R, 2K RoHS 174 2011/65/EU K HAZITHR4 EU 2015/863, fillFE & i
B B, ok, ASIES. ZIUBE. £33 KRk, DBP. BBP. DEHP. DIBP [ fit(As specified
by client, to determine the Pb, Cd, Hg, Cr(VI), PBBs, PBDEs, DBP, BBP, DEHP, DIBP content in| £ 4%(PASS)
the sample with reference to EU RoHS Directive 2011/65/EU and 1ts amendment Directive EU
2015/863.)-

ERET N
Signed for and on behalf of HCT

Michael Huang

'TMT%O
ﬁtﬂ AraL s el %

AR AT A

| e o '1||1ndl'|‘i” umgeit Desting Technalogy G, Ll
e H fOITE AR LR a SR
Ninsheng Community,

1l Lo 3 S5 44814 Service Tel 4000066954
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MFDS - Ministry of Food
and Drug Safety
Certlﬁca,te fla

Safe

Efficient

Sterilizes
Deodorizes

Kills Bacteria

Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

infodeca _ KF-N95

() EN14683

99% FILTRATION

: Same filtration as FFP3



Alg - HAFEE M

EAECMS : VMMO-ZLAN-BHPS- 5X!(

QFEOIHA KHHS : ojefE Mz2is
gefHE R20200427-0001 S 200200030-001
Zaretzel 2020-04-27 Heoige 2020-03-23
HNZY 32l offoq
ERIEES | E=szuaus
8 AME - ESY| 2Hgoka3
Mz SEERA)7IE]
49 |ojd= UMY | =AlZAL 2 EH2|
o| &} > (38428)H A2 = ZAMA| S1QFS J}0bAIZI 50 AbSHE 2T 7025 (2 YUKl Bt )
AR
HMElHS: 02-3784-3936 THAHS: HEFSH: jingyuan71@hanmall.net
HHMH | AOP-KF® ME= 5=
=g
2XfX| |Room 1004. 11/F. jubiles centre. 18 Fenwick Street. Wanchal. Hong kong
AME - ZASE |2} | 57101 AMA 4l AT HA}
AlE - HAt &5 2 Za)
AlE - ZHAb a2 A ZALZIE | AIE 2t Ea o H| 3
siao] Sz X & DA
A siet ESo] 7|E A Al T2 M 202} BAlo| x5t
B 2o mE oig| 5ez T4 N
.
ZRZE2(E S AEl
JO7.57ER-ME2(HE
Eyn Y = HENI5T.78EH|-7t 2
AR B (mm) Ny e | @syeiz0 6= | me
i M| 2 (E & AkEl)141.3204
2[&-210|(%})182.040
2[11-210|($)187.86
h 2 0| = = EfRY 02 E 2
sz ag oy [AECRHELEANE e
Al A =g 25 o] LIEFLEX] 245 = et
e = vaiz= 0 M BT _
5y yptgag (VB G SRR e
L pl = = ABAMUE H|TMHLC 4
iE%ﬂ-’—'ﬂOfOIE :541-:? ‘l'!ﬂ“'x"'! ol=|. 739_3'94 A'-TR0| %a.fq‘ HEt
(JICIJE% HE T e 10N o4 20.0 g
Ol B 7| X8 - KF94(Pa) 70Pacjst [T/ 165;%/ /11";99" 1504,  ma

Page 1 of2
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WOHING

EAEQHS : VMMO-ZLAN-BHPS-5XX

ene

2

M

sgmE: Ay

ABHAE . A2 AE AR}

i

X

o

H|1T : DCRF-2003-109

K o2l Y2 ol2E AR - HAL RS a2 5t Aot
KAHO| RETH L AR - HAF SIS 2 ZTjere EX|2 &Y JpsEiL(ch
X ZAIZTHE BD37ILE 87 - A So|l BAIR moll= AlY - AAFEEM MA| W88 25 HA|3t0fof §Hi|ct

(AF - SUEZOFAIY - ZAL S0l 2B ME  N11xX|28 W ZS B A[H T E A12EM 45 150]
[heh | 2r 20| A% - HAMSEME YFEfLICH

20204042272
CHECH St M QMM A Absheadct ,
31116 EHEE Mo SUT G E 119 CHEostm Alalde| o ZE7]7|ME T:041-550-1652 F:041-559-7929

% E SEAE oHUW e UIDAOH, YIHSE S50 HHE 6RE 2018 £ YSLI0
EE, BMOIEO HHBE2E AAMONANUE SHAUTZ IS 614 4 USLILH,  hitp://lims.mfds.go.kr  Page 2 of 2
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HCoV-229E Certificate

Efficient

Sterilizes
Deodorizes

Kills Bacteria

Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

?nf@m HEALTH KF_N 95

“Year partnet In Healincare Maskeling” \
() EN14683
99% FILTRATION

Same filtration as FFP3
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Hihl;

I PR IR S BIRAE]

Guangzhou CAS Test Technical Services Co., Ltd.
JKIK20020180 HiW: 2020/03/25 Wi 14

Aol i 5

RN ORI R R A IR 5]
HEYITIT 2 R PO M BTE R 22 4l bl — W1 3 M5 D JE 2101

DA W 5URE i o e AR (5 A

FESh A T4 A, AOP-KF [l {418
58255 ik
FE R |
#l=, /
B ) /
bR “ R X
A B I BRI R R G IR A 7]
FIEEH M 2020/2/13
a0 30 2020/2/15-2020/3/13
AR, iHZ W F
Kl gy i 2N IR
o i &35 5« EZ W
FE AR AR : [l {4

1) S B AT HOETRE A, (EEZIE A AT .
e ] 2) RE BRSSP ET M e EZ R AT R A T, AR & 154

S5 HYS202002111.

ﬁtﬂ: /%L ﬁ?ﬂ?&:

|
i “’T’! L e
Hihk: M R X 2P 368 5 lp4s: 510650
Hitd: 020-85231290, 020-85231823 [l http:f/www.cas-testorg

‘f‘ii 020-85231035 MiFE: ate@gic.ac.cn

A Mo




c/&rhﬂmsmu PR M AR S IR )

CAS TESTING Guangzhou CAS Test Technical Services Co., Ltd.
KW Z2EgS:  JKK20020180 All: 2020/03/25 BSS: 24
TR T ¥
1. BB &

1) #¥k: AR HiTE HCoV -229E
2) #ili: Huh?7 4l
2. WAL
9 B 23~257C
2) HHEE: 50~60%
3) RIS E: 60, 120 F1 360 434l
3. WAk
FIN—s2 BTSSR, WhvFEERN, 29FEH 60, 120 Al 360 438k, WIS e, wie
EnriEgl. WIeEE 3 .
RI LR
AR B4R, PEREE S ERR# HCoV-220E (EH] 60, 120 il 360 405t FHUEE S %t
HHE-ERAKER G D .
# 1. ER AOP-KF [BEDRAERE B B T X bR 3 0 28 AT FH A28 K Hkh Heqi

B Uikee Wowikie =k T
SR EE K
s I A) 5 Log Log Log Log '
o A
(TCIDsg/ml) (TCIDso/ml) (TCIDso/ml) (TCIDse/ml)
W 3.67 3.67 3.67 3.67
60 44 0.41
FONied:| 4.00 4.00 4.33 4.11
AR A TF U RR e 333 3.00 3.33 322
120 43 0.45
HCoV-229E xEREAL 3.67 3.67 3.67 3.67
Wikl 0.00 0.00 0.00 0.00
360 4pi v 3.50
AHE 4] 3.50 3.50 3.50 3.50

BRhhRERw %“Fﬁ T T T T

PO T e T e

3

i)
P




m chELAS I PR R AR IR S B IR A E]
O\S'\ CAS TESTING Guangzhou CAS Test Technical Services Co., Ltd.
RZHEEES:  JKK20020180 Hi: 2020/03/25 TULE: 34
i B A

Fedr v m%%;ﬁ PO S TogoRe

\




(7[5} P RMG I M RHS AR EPRAR)

CAS TESTING Guangzhou CAS Test Technical Services Co., Ltd,
RASZAEBE: IJKK20020180 HW: 2020/03/25 TGS 4/4

B

Lo ARSI MO IR S IR AT (LT RHARTD HiL.

2 ARIMEERATRIRMEAE, WAEREL.

3 AIRETAEA, M AT

4 AR

5. RBARABW ARG TIANME A ITIRI) |

6. AR MIBOR L S, A T A TR AL S L i F
SEMTAEYVSHIE, I THAT MR T . T ST, A0k,

T RUKIREEA S TR 2 B TR B A R, AT AR A S

8. BTITAHIIERR SRR, AOPERGE RIS, 3R alL mAR TR,

9. AXEMREAHKIE R, RABITT T, AR @A 0205 =7 i s, K
FHEAN DL I e CORIRIRAEAE. AR AT AR TR 00

10 ACHRA R B A0 T AR5 ORI 55000775 B B I R S B A 4 7
B+ VLRGSR RIEAT A, TR AR 25 PSR P TR ST f T
HHA R 4. >

I ARG SRR YR :%

12, T AT IR SRS P G FTERAY, A 5 THN EJr th SR  Jpcln <
amﬁwmmﬂm.%%ﬁmmﬁaﬁﬁﬁm%qm$§mﬁﬁﬁmmw%ﬁ%ﬁwmﬁWﬁmr§
ARG, TEHET LKA A TR, 5. 46 0 50 o) T SRR LIRS 0, AT
BRI, BB BRI
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JAB Certificate

i Safe
L ""_'--.,Gk. Efﬁf:i.ent
! : Sterilizes
" Deodorizes

{ Kills Bacteria
' Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

i;nmf‘?%: HEALTH KF-N 95

EN14683
99% FILTRATION

Same filtration as FFP3



YT ENAER L RAERAT B

AR W

TAOP-KF R—/v| O 7 A NV ARER

(I =— 7 ¥E)

db4% 20190119 5
201949 H 24 H

#%Jllwmﬁﬁﬁﬁg f; Ta 15%1%
— AR BRI A itiﬁﬁﬁ%ﬁt S
BEE U B B i}ﬁ’ |

2019_0119

SRNBELARTIRE. BREORTSF OV TEMMAILEN SHEEBSE TV LEVWTRYET .

gH. BEEMEBAKRIE, A—LAS—T(CRBLTBYET .

(http://www kitasato—e.or jp/?page_id=87)




2019_0119

1. k&
FTAOP-KF R—/v| O T A NVARR (=—7 1K)

2. MEEES
Jb4% 2019 0119 &

3. BW
AOP-KF F—/V] ICLBKBE 7 7 —VICHT AU AN A MR, ARSI
BHELSRRETHB=—2 K1 2BEITTH ML,

4 &EE
% o EYITRENAERSRARERAF]
FriEH : YT ER KK BHEESRIEBRE=AWE—H 8 ¥ D & 2101

5. FBRBLES
% e —REEEAN LEREREELF—
FrfEM: T 252-0329 %) EiEEETFHEXILE 1-15-1

6. HERHAM
20194 7H 22 R ~201947H 25 B

1. REB&
AOP-KFA—/ (ERH2mm) + - - EEa
MEEMESM320em2 E25 L5, M2B0OR—/ (=6.18¢g) Z 1L LT,
(6.18 g iZ, 25 DA —/L% 10 HEIE L= FHE 0.618g D 10 FETH D)




2019_0119

8. AEBEEH
QE#AEE (= bo—N)  RBUANVREOREZRE I LEBORBR YA VO
TR E)
OHBAR—/L ; RBRHEORD D IZHBR—L (FFAE—X) AN, &L 5 LIZEO
REBR VA NV A DORELE)
@AOP-KF R—/; REMEAI, ]RE 5 LEBRORR Y A VA OREES)

9. ABRMEY
7 A JvA : Escherichia coli phage ©X174 NBRC 103405 (KiBEE 7 7 —)

5§ £ ® : Escherichia coli NBRC 13898 (KjizE)

10. HES KU - BF/H
1) EeHAE

- Nutrient Broth (Difco)
- EFETA 3 (EHF)
-HEkFT Y UL (FoX. ®k)
- Agar (Difco)
- EEEREH (HK)
- U VEEBEEAERER (A v 7 R)

2) E7REREE - 4
« A rFa~—% (MIR-153. MIR-553. =)
« FF ¥ xz—Hh— (NS-LR. TXD )
s HFZAE—X (BZ-2, 7TAU >, EEHX 2 mm)

1. K&

1) ABREE
RBEEZTLITA N TER, 121C, 15 SR THEERIRER, SRsd, #R
A NAE VS0 BREDEBET A 3 EMIZRE L., £ 2X10¢ PFU/mML ORBR 7 A /LA
e L, 110 mL EEEE = v 7 (950X H60 mm) (= 10 mL DORER 7 A L RiE%E AfL,
B L, 2y TEKFERE 5% 15010 rpm, I8 3015 mm OFEHEFT, 351 C,
241 BERIHR & 5 L. 1.6, 24 B¥fI ., & =2 v TAORBRIKREEILE (ZHR Y | 3,000 rpm
T1HE&EOL, EED8mL 280, RelRKEE Lz, £/, HAB&&2L, BXUS
BAR—AE AN, FAEOBREEZ L. ENEREREE. B L L

—EHEEA B RERE -
page 2/5



2019_0119

2) HBRUA L REOFHRY
Nutrient Broth T,36+2 CIZT—HiE# LB XERIC. KRB YA LA SZER L,
FInBFEX (Nutrient Broth+0.5%M k7 b U 7 A+0.5%Agar) &84 L T
REHUZERE L7z, 36+2°CT 18 BEfIIEHE%, HEHEEOBREL, & 0.22 um ©
AYT T 74 METHBLTH 100 PFU/ML ORB Y A L RiEEEB-, Zh% 1/50
JEE D Nutrient Broth T 1,000,000 {ZiZ & L. RERITH L =,

3) BRUANRFOHE
AERIRIZSWT, J VEBBHAERER T 10 HEREARSIZER L, Zo3
BRI, 73R RELBEEEZ LHRPERICRS L CEEERIEHIZET L., 36+
2 CT21~22 FFMIBEIE L7z, 8%, BRELLE T T — 22K %, 1mL b= OB
VA NVAEERDT=,

4) WOROEH
B PR DRBRVANAEB LCERBREORBR T A LV AENE, HoRLE
HL7E, EHFEIZOWTIE, RIOMIEIZR L.

12. &8
K1IBID, H1ICREFHZLORBIA N AEER LT,
R2IIBEFB T L ORRU AN ABROREEETLE,
3 ICRBRERH Z L OB ELROEERLE,
ARGICEWVT, 6 BEERAGORBR YA L AKITERE TRERE (<5 PFU,/mL)
Y, BOEIZS99.9%TH 7=,

Uk

—REEEA EEER S e 24—
page 3/5
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1 BEBEFEILORBRVA VA (BT : PFU/20 mL)

. BEERE (h)

RSt 5 : 5 o
O a AR 18,000 17,000 15,000 5,100
(z=rhm—)
@xfBEAR—/L 18,000 22,000 20,000 6,500
®AOP-KFAR—/1 18,000 75 <5 <5

#ER 7 A )V R : Escherichia coli phage X174 NBRC 103405 (KB&E 7 7 —)

5
- DEAREE
2 74:% AL,
E 4 — - QxR —
:,:) %
% ——@AQP-KFR—
&3
E \
'*
N
A 2
AR
il
............ w =& TFIRE:0.70
0
0 6 12 18 24
FzR(h)

1. BRI L DRRYA L AH




2019_0119
K2 RBEEFZLORBRIA L REOREE

i i (h)

PBRRAF 0 1 6 24
%:)f/ﬁﬁfﬁw 4.26 4.3 4.18 3.71
Q*IBR—L 4.26 4.34 4.30 3.81
®AOP-KFHR— 4.26 1.88 <0.70 <0.70
R 3. RiEFEREZ & OMBREAEE B =

1hfER#% 6h{EMH% 24h1ER#
X &G % B A B " B
) (Fi =) (s =)
OB A=
(aLibae ) 0.03 0.08 0.55
QxR —1 (0.08) - (0.04) = 0.44 =
pomnl 2.35 >3.48 : >3.01

QAOPKFA—/ | 238 | go'sey | =856 99.96%)| ~3%¢ | (>99.90%)

- IHEE R L Lo K E A

=Logiw (0 FFiD 7 A L ZX%) —Logio (FIERERIER®%D 74 L 2%k)
A (DERER) 2EEL LEROFEREERAZO A (ORBR&E) OB EB
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1SO 9001

i Safe
= H".'"""c..k Efﬁf_‘i’ent
. ’ Sterilizes
'.- Deodorizes

. Kills Bacteria
Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense

i;nmf‘?%: HEALTH KF-N 95

EN14683
99% FILTRATION

Same filtration as FFP3



CERTIFICATE OF REGISTRATION

The Quality Management Systems of

Zhongshan Xinke Medical Device
Limited
Unified Social Credit Code:91442000577941948P

No.6 Industrial Zone, Nanlang Town, Zhongshan, Guangdong, China
has been assessed by GIC and complying with

GB/T19001-2016/1SO9001:2015

For the following activities

Production of protective mask

Date of Issue: 03 July 2020 Date of Expiry: 02 July 2023

Date of Initial Certification: 03 July 2020
Certificate No.: U20Q2GZ8018520R0S

The granting of this certificate doss not mean that the certificate holder can avoid
any legal obligation, If the products or activities covered in the scope of
cerlification require administrative license, the cerificale shall be only valid within
the scope of administrative licensing. The registered organization shall be subject
to regular annual supervision by GIC, and the conlinual validity of the cerificate is
base upon conformity of audil, Please scan two-dimension code at [ift lo find the
certificate information. This certificate can be queried at Certification and
Accreditation Administration of the People’s Republic of China official website
Scan for certificate status (www. cnca.gov.cn) & GIC website (www. gicg.com.cn) GIC WeChat public number

Signature:

Guardian Independent Certifica
Registerad in England

Soversign House 212-224 Shaftesbury Avenue London

Accredifed by Member of IAF MLA

0045
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CAS - Antibacterial Test
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5-Layer Plus Filtering
PM2.5 Defense
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EN14683
99% FILTRATION

Same filtration as FFP3
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Test Report

LHKIJ-1505-37-1/1

Report Number:

Sample Name *  Antibacterial sheet

Sample Clients * and Advanced Materials Institute Limited

Test Sort ’-fa A :
ication Test
2% i)

Date of Report Ma QZ, 291 5 5

Address: 294, East Road, Zhongguancun, Haidian Post code: 100190
District, Beijing, PRC Web: www.ipc.ac.cn
E-mail: Ihjc@mail.ipc.ac.cn

Tel: +8610 82543775, Fax: +8610 82543776
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US FDA Registration

Efficient

Sterilizes
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Kills Bacteria

Kills Viruses

5-Layer Plus Filtering
PM2.5 Defense
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“Yewr partngr In Haalincara Masketing” N
‘\: EN14683
99% FILTRATION

Same filtration as FFP3



=B FDA 3£
US FDA Registration

#4E Link ¢
https://www.accessdata.fda.gov/scripts/
cdrh/cfdocs/cfRL/rl.cfm?lid=667355&l

pcd=QKR

Health & Human Services

Follow FDA | En Espafiol

(pIY U.S. FOOD & DRUG e

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Prod Vacci Blood & Biologi Animal & Veterinary | Cosmetics | Tobacco Products
Establishment Registration & Device Listing 3o
© FDAHome @ Medical Devices @ Databases s

New Search Back To Search Resulls
Proprietary Name: AOP-KF MASK; KF34; KN95; MASK-1

Classification FAGE MASK (EXCEPT N35 RESPIRATOR) FOR GENERAL
Name: PUBLIC/HEALTHCARE PERSONNEL PER IIE GUIDANCE
Product Code: QKR

Device Class: Mot Classified

Registered

Establishment Zhong Shan Civil Tech Electronic Limited

Name:

Owner/Operator:  Zhongshan Xinke Medical Device Limited

Owner/Operator

b atat 10069549

g:‘::::,mT?m Foreign Exporter; Manufacturer

Page Last Updated: 06/15/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players,

1 Assistance Available: Espafiol | S5#83T | Tiéng Vigt | #1201 | Tagalog | Pycokmii | 4l | Kreyol Ayisyen | Frangais | Polski | Portugués | ltaliano | Deutsch | B35S | o8|
English

Accessibility | ContactFDA | Careers FDA Basics | FOIA NoFEARAct | Nondiscrimination | Website Policies
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CE Certificate

' Safe
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PM2.5 Defense

i:”n'“f‘?%: HEALTH KF-N 95
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99% FILTRATION

Same filtration as FFP3



ddqd AORP-KF®

EU DECLARATION OF CONFORMITY

1) PPE Product

Reference Number:

Product Name: MASK 77 :-."j

Model Number: AOP-KF MASK IWORK]

Type: Non-sterile protective mask Y Lwoas,g;/
77 7

2) Name and address of the manufacturer and authorized

representative:

Manufacturer

Name: ZHONGSHAN XINKE MEDICAL DEVICE LIMITED
{former name: Zhong Shan Civil Tech Electronic Limited) .

Address: NO.6, INDUSTRIAL ZONE, NANLANG TOWN,

ZHONGSHAN, GUANGDONG, CHINA

Authorized Representative

Name: TO Hak Mau

Nationality: Swedish

Personal ID Number: 551116-2090

Address: Lonebostallsgatan, 1B 31, 002' '

3) This declaration of conformity is issued 1

4) Object of the declaration: v
(identification of product allowing traceability. ]
sufficient clarity to enable the identification of thejprge

o

%a"r#
"/ / /6 References to the relevant harmonized standards used,
// orreferences to the specifications in relation to which
'conformity is declared:
/ EN 14683:2009+AC:2019
7) Additional information: Signed for and on behalf of:

None

Yang Lin Wei

c € Director
Zhongshan Xinke Medical Device Limited
20 April 2020
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GMDN Certificate

Efficient
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5-Layer Plus Filtering
PM2.5 Defense

Enm%: HEALTH KF-N 95

EN14683
99% FILTRATION

Same filtration as FFP3



GMDN Agency
G M D N Park House
Milton Park
Oxford
OX14 4RS
United Kingdom

www.gmdnagency.org

Certificate

This is to certify that

AOP-KF

Of

Room 1104, 11/F, Jubilee Centre, 18 Fenwick Street
Wan Chai
Hong Kong
XXXXXX
Hongkong

Is a member of the GMDN Agency until 6 Aug 2021.
The GMDN™ is distributed under License.

Mark Wasmuth
CEO
GMDN Agency

© Copyright and database rights: GMDN Agency Ltd 2005-2020. All rights reserved.



