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ey Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES  Conters for Disease Cantrol
E and Prevention (CDC)
National Institle for Occupational
NIOSH Reference: TN-21698 ?ﬁ_;y:d}luhh (NIOSE)
Mir Reference: MAK-1107 el Pexmo sl ¥ e e
Technology Lsboratory (NP
P.O. Box 18070
Pittsburgh, PA 15236-0070
Phane: 412-386-4000
Fax  412386-4051

March 11,2020

Mr. Tadin Chen, President

Shenzlen Ende Medical Technology Co., Ltd.

€4, 9" Floor, Building D. Huilongda Industrial Park. Shuitian comuunity,
Shilong community, Shivan street, Baoan, Shenzhen, Guangdong, CN 518108

Dear Mr. Chen:

The National Institute for Occnpational Safety and Health ( NIOSH) has reviewed vour
request acoepted March 11, 2020, This request was for an approval of the model En-06
filtering facep e ce ar purifving respirator for protections aganst particulates ata N93 filter
efficiency level, reference the assanbly matrix MAKI 103 AMLxls.

This request is granted. Approvals are granted only for documentation written i the English
language. It is the manufactorer’s responsibility to correctly wanslate materials desived n
languages other than English. The approval mumber En-06-MN93 has been assigned. This
resprator 18 approved for protections against particulates at a N93 filter efficiency level
(N9S),

The CD enclosed with this letter contams the final respator label. The abbreviated label has
been acoepted as submitted. The cautions and liniitations which apply to this approval are on
the approval label. Only those assenblies affected by this request. or where new approval
numbers are assigned. apply to dus approval action. Production approval labels cannot
melude mformation on vnapproved configurations.

The approved msembly consists of te parts as lsted on the approval label and the assembly
matris. Parts ate to be marked with tie numbers indicated on the approval label in a legible
and parmanent imanner (marking cannot be removed without evidence of its previous
presence)

This certificate of approval & notan endorsement of the respirator by MIOSH. and sush
endorsement shall not be stated or unphed m advertisements or other publiaty, However,
vou may publicize the fact that the resparator has met the requirements of Title 42, Code of
Federal Regulanions. Part 84 (42 CFR 84),
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Page 2 — — FN-17685
Mo changes may be made to any respirators and accompanying documentation without prior

written approval of NIOSH. Reguests for changes must be subnutted to NIOSH md a
modification of tus approval must be granted before changes are made.

Smeerely vours,

N =

Hernz W. Ablers
Chief Technology Evalation Branch
Mational Personal Protective Technology Laboratory

Enclosures

National Institute for N

Occupational Ed'fﬂli and Health

TEST REPORT

pational Safety and Health
ective Technology Laboratory
Branch

wm and Testing Section

| Pitisburgh, PA_15236

Task Number: TN-2165%

Manufacturer: Shenzhen Ende Medical Technology Co. Ltd

Prepared by: Teremy Branmen
Tests Conducted by: Jeremy Branmen

Date: March 30, 2011

Respirator Tested: EN-06

Background Information

In an application accepted March Vll_ 2020 Shenzhen Ende Medical Technology requested an

approval of the model EN-06-N95 filtering facepiece ar purifying respirator for protections against
particulates at a N85 filter efficiency level reference the assembly matrix MAKI105AMLxls.

Tests Assigned

‘Test Description STP Number Reference
A. Exhalation Resistance Test RUT-APR-STP-0003 54.180
B Inhalation Resistance Test TER-APR-STP-0007 84180
. Sodium Chloride (NACL) N95 Test TEB-APR-STP-005% 84181

Overall Results
T'he items tested passed laboratory testing.
Individual Test Results

See attached test data sheets.

TEB-1020 Rev, 0
Page 1 of 1
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Example of Exterior Markings on a NIOSH-approved Filtering Facepiece Respirator

Approval Number
TC-84A-xxxx

Brand name, registered trademark, or an

Model Number
easily understood abbreviation |

Filter Efficiency Level (35, 99, or 100)

Filter Class (N, P, or R) and ‘
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