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White and black colour options available
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KNO95 Protective Mask

Medical Standard GB19083-2010 & Commercial Standard GB2626-2006 Available

Table 2: KN95 specifications

Medical KN95 (GB 19083-2010) Commercial KN95 (GB2626-2006)
Labelling Information on + Number and year of publication of standard
respirator * Type and grade of filter elements (i.e. KN95)
Nasal splints Must be adjustable N/A

+ No less than 10 Newton (1kg) per strap
Mask Harness « Earloops Are Allowed
The mask shall be designed as to provide a good fit and overall fit The disposable facepiece structure shall ensure the
Fit factor of the mask shall not be less than 100 tight fitting with face, and be free from deformation
during the service life.

Filter performance — (must
be 2 X% efficient)

2 95% = 95%

Test agent Sodium Chloride (NaCl) Particles Sodium Chloride (NaCl) Particles
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KNO95 Protective Mask

Medical Packaging Option Retail Packaging Option
Full Case Count - Case of 20in a box
- 200 units/ case - Includes 4 packs of 5 masks
- Masks individually wrapped - Black and white options available

- Black and white options available
- 85 cases/ pallet

Full Case Dimensions
- 11.5x10.5x 10 inches

s SENY
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KNO95 Protective Mask

Sponsor:
LABORATORIES
Sodium Chloride (NaCl) Aerosol Test Final Report
T T T ) R L R R R S
Test Article:  Respirator Face Mask
Study Number:
Study Received Date: 03 Feb 2016
Test Procedure(s): _Standard Test Protocol (STP) Number: STP0014 Rev 07
This was to evaluate i filter ion as specified in

42 CFR Part 84 and TEB-APR-STP-0059 for requirements on a N95 respirator. Respirators were
conditioned then tested for particle penetration @gainst a polydispersed, sodium chioride (NaCl)
particulate aerosol. The challenge aerosol was dried, neutralized, and passed through the test article at a
concentration not exceeding 200 mg/mi. The initial. airflow resistance and particle penetration for each
respirator was determined.

According to 42 CFR Part 84.64, pretesting must be byall i as part of the
process with NIOSH. Results seen below are part of that pretesting and must be submitted to and
accepted by NIOSH for respirator approval.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
practice (GMP) tions 21 CFR Parts 210, 211 and 820.

Results: The NIOSH N95 filter efficiency as stated in 42 CFR Part 84.181 is a minimum efficiency for
each filter of 295% (5% penetration). The test articles submitted by the sponsor conform to the NIOSH
N5 criteria forfilter efficiency.
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Study Number
Sodium Chloride (NaCl) Aerosol Test Final Report

75 44 98.56
74 1.10 98.90
T2 1.37 98.63
4 vl 123 98.77
6.9 1.36 98.64
T 1.26 98.74
73 1.25 98.75

Acceptance Criteria: The filter tester must pass the “Tester Set Up" procedure. The airflow resistance
and particle penetration of the reference material must be within the limits set by the manufacturer.

Filter Test Procedure: Prior to testing, respirators were taken out of their packaging and placed in an
environment of 85 + 5% relative humidity (RH) and 38 + 2.5°C for 25 + 1 hrs.

The filter tester used in this procedure was a TSI® CERTITEST® Model 8130 Automated Filter Tester that
is capable of efficiency measurements of up to 99.999%. It produces a particle size distribution with a
count median diameter of 0.075 + 0.020 ym and a geometric standard deviation not exceeding 1.86 um..
The mass median diameter is approximately 0.26 um, which is generally accepted as the most
penetrating aerosol size. The reservoir was filled with a 2% NaCl solution and the instrument allowed a
minimum warm-up time of 30 min. The main regulator pressure was set to 75 + 5 pounds per square inch
(psi). The filter holder regulator pressure was set to approximately 35 pounds psi. The NaCl aerosol
generator pressure was set to approximately 30 psi and the make-up airflow rate was set to
approximately 70 liters per minute (L/min).

The neutralized NaCl test aerosol was verified to be at 25 + 5°C and 30 + 10% RH by the acceptance of
the manufacturer's reference material. The NaCl concentration of the test aerosol was determined in
mg/ma by a gravimetric method prior to the load test assessment.

An entire respirator was mounted on a test fixture, placed into the test article holder, and the NaCl aerosol
passed through the outside surface of the test article at a continuous airflow rate of 85 + 4 L/min. In
accordance with NIOSH policy, three respirators were challenged until 200 + 5 mg of NaCl had contacted
the filter. Based upon the load pattern of NIOSH Type 2, the initial penetration reading of the remaining
17 filters was recorded
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Test Report Test Result
E ﬁ ﬁ iﬂ“ - [2020] WSZ FHL Page 20f 2

CHINA COMPONENTS TEST [2020] WSZ FHL Page 1 of 2
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161019130764 ingle Item|
Specification ] Willow leaf L Number Test item Unit | Technical requirements Test Result ingle ftem
Product name | Protective Mask against haze decision
| Brand I 98.9%
ApplicanvAdd -
e S [ e ]
Manufacturer/ |~~~ i 99.1%
Add/Tel o
Sample grade KN95 Sample number
ple gra pl 99.1%
I Receiving date of
e S ep 0 r Semple 26PCS iving dgim s 2020.02.28 Untreated =
quantity sample 2%
i = Article number/Batch 98.7%
ted B: ber: 2 o, 1l
Test type Entrusted  inspection  T—e atch number: 200203
1 Filter efficiency — >05.0% 98.9% Qualified
Test date 2020/02/28-2020/03/02 Test site Testing room LS
(2020) WSZ FHL 98.9%
Sample state | Meet the requirements prowy
Test GB 2626-2006 (Respiratory protective cquipment -Non-powered purifying particle respirator) x 99.0%
standard(s) [ = L) 2
E 98.7% "z
d ; o Test items | Filter efficiency. Respiratory resistance - —— y
Product Name Protective Mask against haze —_ Pretreatment 98.8%
99.1%
. 99.3%
Applicant - ‘The sample upon examination, the projects meet the requirements o
conclusion | Standard  the specifictet results see page 2 st E
9.
Inspiratory i
resistance | U0 =175 s Qualified
Manufacturer :
Respiratory 973
2| resistance
83.1
- ) Untreated
Test Type Entrusted _inspection ‘The Applicant requires the items inspected to be determined in o 302
accordance with Q/028SHNS 039 (protective mask) . resstancy | P2 <145 Qualified
i - P ™ 81.2
Note | The sample information are provided by Applicant.
o - ; .
Yy This report is only responsible for samples received. 07
Shllidgp L
J»\i‘,&‘ 5 Note —_—
Jiangsu Guojlan Testig Technolo gy Co.,Ltd -
; =/
*ﬁ Bt H S The End
e Approver:

/5@ Reviewer: —ﬁ + @ Main surveyor: *21 —\if\
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CERTIFICATE OF FDA REGISTRATION

Certification No.:

Dear Official Correspondent:

This document provides notification of the registration number assigned to
your establishment:

Establishment:
Address:

Owner/Operator Number:
Registration Number:

e

General Manager
CTC REGISTRATION LLC
Emaif ctc-086@fotmaitcom
Webi it/ fuwnv.cte-086.con/

Validity: Nov.7, 2019 — Dec. 31, 2020
Conclusion:

s certificate makes no other representations o warranties, nor does it make any
representations and warranties to any person o entity other than the named certificate folder
CIC assunes no fiability to any person or entity in connection with the foregoing. The V.5,
Food and Drug Administration does ot issue a certificate of registration, nor doss the V.5,
Food and Drug Adinistration recognize a cetificate of rgistration. CTC i not affiiated
with e U.5. Food and Drug Administration.

DA Qffcial Website: it/ fuwnw fta gov)
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PAGE 2 of 2
ANNEXTO CERTIFICATION
- Premarket
Listing Product Device Name(s)/ -
Number | SUEmSon | o) Proprictary Ve B
Exempt L&Y 2’2;‘{’;:{:}’ M e / Manufacturer

Tape and bandage, adhesive |
Exempt KGX | Medical Tape, AdFesive Bandage, Manufacturer

found Plaster

FLOSS, DENTAL ]
Exempt IES | g pick, Manufacturer
Taforcement Mouthiguard, over-the- counter/
Discretion | “PR | uce ptask, Momfarmnr
P o «E«U\L';Dﬁg“ﬂ ELSTIC /w

[ @ACK; HOTOR COLD,

DISPOSABLE /
Exempt IMD | Warm Patch, Coli Pack, Cool Manufacturer

Patch, Fever Relief Patch, Cool

gel, Freeze gel 1
Pad alcohol, device disinfectant |

Enforcement

iscretion | “™P | Alcfor Wipes, Atcholprep pad | Memufacturer
I ABPLICATOR, ABSORBENT
Exempt KXF | TIRPED, NON-STERILE / Manufactiirer
| Cotton Swab
- Dressing, wound, fydrophilic /
Exempt | NAC | Wound Dressing, LV, Adiesive Manufacturer
Dressiry
Gauze / spongeonresortable for
. ernal use
Txempt B Z,f:w oy {)" ot Cion Manufacturer
ulls
Enforcement First aid Rt without dr
L rz)i'simian 90 | Firg aid %z il il

THIS ANNES 1S ONLY VALID IF ATTACHED TO THE CERTIFICATION MENTIONED ABOVE.
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TUVRheinland

Certificate

The Certification Body of
TOV Rheinland LGA Products GmbH

hereby certifies that the organization

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Sterile Wound Plasters,

Sterile Wound Dressings, Medical Adhesive Tapes

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-09-10
Certificate Registration No.:
An audit was performed. Report No.:

This Certificate is valid until: 2021-09-07

Certification Body

Akkreditierungsstelle
0-ZM-14169-01.02

Date 2018-09-10

0431
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|

Contact Information

Phone Number
+1 (312) 450-5043

Email
anatoliy@safedirectms.com

Office Address

1100 - 33 Yonge Street
Toronto, ON

MSE 0A9
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