Makrite(Z45iE)N95—9500

9500
95 NIOSH RESPIRATORS Comfort Series

The 9500 Comfort Series of NIOSH approved respirators is the “standard” for ali the industries
in which these products are used. This is the basic N95 product developed to compete with similar
‘appearing disposable respirators. By far, this cone style of N95 mask is the most widely used mask
in all work environments. These models have been designed to easily meet NIOSH's stringent
approval requirements for breathing resistance and filtration efficiency. Most companies interested
in adding N85 to their line of will select either our 9500 Comfort Series or the
alternative MK Comfort Series, or the new 9600 Series as the focal point around which to build a
disposable respirator line.

INDIVIDUALLY ADJUSTABLE ALUMINUM
NOSE CLIP FOR EXCELLENT FIT

EXCEPTIONAL INSIDE FILTER FOR
LOW BREATHING RESISTANCE

ONE WAY VALVE FOR
EASY EXHALATION

88108 IN95 Cone Respirator 20 masks/box; 12 boxesicase  TC-B4A-6953




| Makrite(tst) EHeA R

“Makrite Industries — perhaps, the premier manufacturer
of disposable face masks in the Far East”

As a face mask manufacturer and distributor for over 30 years, Makrite
strives to provide the best possible respiratory protechion products to our
velued customers worldwide. We set up manufacturing in China to produce
specially designed disposable face masks and particulate respirator masks to
meet governmental requirements in many countries.

To produce our N95 masks and CE marked masks, we work closely with
NIOSH (Maticnal Institute for Occupationa Sefety and Health) and the FDA
{(Food and Drug Administration) in the U.S . and with INSPEC in England to
insure our products are up-to-date and meset all necessary U.S and CE
requirements. We aso have product approvals in Japan, Austraia and New
Zedand

We are proud to be one of the world's premier manufacturers of disposable
face masks. Founded in 1980 in Taipei, Taiwan, we have aways strived to
provide the best possible face mask products to cur valued customers
de. Our products are now used in the medicd, industrial, automalive
and consumer markets all over the world - keeping workers sefe and
productive, while also keeping s down for the purchaser

NIOSH (the Nationa Instit r Occupational Sefety Hazards) in the U.S.is a
frequent visitor to cur manufactuning facility. We face frequent audits, andhave
outstanding results to show for them. We now produce over 40 NIOSH

approved safety products, meny of which are produced on high speed
automatic specially designed machinery to insure consistency from one mask
to the next. Our approvds from NIOSH indicate our adherence to the strict
quality and production controls

Similarly, we have many Eurcpean and other nation govemment approvals
agan reflecting the quality of our products and the stringent control of our
manufacturing plant

Many well known companies have chosen us to be their supplier of these
masks for their own private brand packaging, based on our customer service,
product qudity and competitive prices

With our headquarters in Taiwan, we now have significant satelite offices in
Korea, Japan, U.S and Singapore. We attend or exhibit & all the major face
mask related trade shows worldwide. We welcome the cpportunity to work with
our customers to develop exclusive, custom-designed face mask products as
well as special distribution partnerships. Marketing and technical support are
available through any of our offices

Finaly, and most important, we would like to thank our customers, suppliers
and employees for all their support during the last 30+ years

Sincerely your,
The Makrite Family
Mission Statement: To make a positive difference in the businesses of our

customers through the best possible customer service, quality of products, and
compettive prices
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Certificate of LA Mark of
Personal Protective Equipment

This is to certify that the Personal Protegctive Equipments(detail of the produc

P name,catagory,specification,model and mark numbers see appendix of LA Mark¥

Certificate) manufactured by MAKRITE HUBEI INDUSTRIAL CO.LTD
meet the requirements of LA Mark.

Certificate number: LA-2019-2010

Date of issue: Dec.31,2019

Date of expirty: Dec.31,2024

LA MARK CENTER OF
- PERSONAL PROTECTIVE EQUIPMENT

RS 2 B 47 i 22 b sk 5 MR
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9500V-KN90

9500V-KNG5

800-KN100

ME710V-KP95

9500-KN90O

9500-KN95

810-KN100

MK710-KP95
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#/#, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
, %C ) Centers for Disease Controi
e NIOSH Reference: TN-17685 and Prevention (CDC)

. = National Institute for Occupational
Mfr. Reference: MAK-1105 Safety and Health (NIOSH)

National Personal Protective
Technology Laboratory (NPPTL)

P.O. Box 18070

Pittsburgh, PA 15236-0070

Phone: 412-386-4000

Fax: 412-386-4051

April 19, 2011

Mr. Alexander Freedman, President

Makrite Industries Inc.

236 Upland Avenue

Newton Highlands, Massachusetts 02461-2003

Dear Mr. Freedman:

The National Institute for Occupational Safety and Health (NIOSH) has reviewed your request
accepted March 8, 2011. This request was for an approval of the model 9500-N95 filtering
facepiece air purifying respirator for protections against particulates at a N95 filter efficiency
level, reference the assembly matrix MAK1105SAM1 .xls.

This request is granted. Approvals arz granted only for documentation written in the

English language. It is the manufacturer’s responsibility to correctly translate materials

desired in languages other than English. The approval number TC-84A-5411 has been assigned.
This respirator is approved for protections against particulates at a N95 filter efficiency level

(N95).

The CD enclosed with this letter contains the final respirator label. The abbreviated label has
been accepted as submitted. The cautions and limitations which apply to this approval are on the
approval label. Only those assemblies affected by this request, or where new approval numbers
are assigned, apply to this approval action. Production approval labels cannot include
information on unapproved configurations.

The approved assembly consists of tke parts as listed on the approval label and the assembly
matrix. Parts are to be marked with the numbers indicated on the approval label in a legible and
permanent manner (marking cannot te removed without evidence of its previous presence).

This certificate of approval is not an ¢ndorsement of the respirator by NIOSH, and such
endorsement shall not be stated or imiplied in advertisements or other publicity. However, you
may publicize the fact that the respirator has met the requirements of Title 42, Code of Federal
Regulations, Part 84 (42 CFR 84).



Page 2 — Mr. Alexander Freedman — TN-17685

No changes may be made to any respirators and accompanying documentation without prior
written approval of NIOSH. Requests for changes must be submitted to NIOSH and a
modification of this approval must be granted before changes are made.

Sincerely yours,

Chief, Technology Evaluation Branch
National Personal Protective Technology Laboratory

Enclosures



National Institute for National Institute for Occupational Safety and Health
Occupational Sa and Health | National Personal Protective Technology Laboratory
Technology Evaluation Branch

Certification, Evaluation and Testing Section

P.O. Box 18070

Pittsburgh, PA_ 15236

TEST REPORT
Task Number: TN-17685
Manufacturer: Makrite Industries, Inc.
Prepared by: Jeremy Brannen
Tests Conducted by: Jeremy Branmen
Date: March 30, 2011
Respirator Tested: 9500-N95

Background Information

In an application accepted March 8, 2011 Makrite Industries requested an approval of the model
9500-N95 filtering facepiece air purifying respirator for protections against particulates at a N95
filter efficiency level, reference the assembly matrix MAK1105AMI Xls.

Tests Assigned
Test Description STP Number Reference
A. Exhalation Resistance Test RCT-APR-STP-0003 84.180
B. Inhalation Resistance Test TEB-APR-STP-0007 84.180
C. Sodium Chloride (NACL) N95 Test TEB-APR-STP-0059 84.181
Overall Results

The items tested passed laboratory festing.

Individual Test Results

See attached test data sheets.

TEB-1020 Rev. 0
Page 1 of 1



National Institute for Occupational Safety and Health
Respirator Branch M

Test Data Sheet
Task Number: TN-17685 Reference No.: CFR 84.180
Test: Exhalation Resistance Test STP No.: 3
Manufacturer: Makrite Industries, In:.
Filter Type: Filter Only
Item Tested: 9500-N95
SR SEFF H01E
Maximum Allowable Resistance Actual Resistance
(MM of H20) (MM of H20)
Sample Exhalation Exhalation Result
1 25 5.6 PASS
2 25 5.3 PASS
3 25 5.6 PASS
Overall Result: PASS
Comments:
@® Yes () Neo

Was all equipsment verified to be in calibration throughout all testing?

3/30/2011

p—— \wm\ \\E“ Date:

Engineering Technician



-National Institute for Occupational Safety and Health

Respirator Branch M
Test Data Sheet

Task Number: TN-17685 Reference No.: CFR 84.180
Test: Inhalation Resistance Test STP No.: 7
Manufacturer: Makrite Industries, Inc.

Item Tested:  9500-N95

Filter Type:  Filter Only

FrAERR B R SCRRER &R
Maximum Allowable Resistance Actual Resistance
(MM o H20) (MM of H20)
Sample - Inhalation " Inhalation Result
1 35 6.9 PASS
2 35 6.9 PASS
3 35 6.9 PASS
Overall Result: PASS

Signature: \\ \BW Date: __ 3/30/2011

Engineering Technician



Task Number: TN-17685 Reference No.: CFR 84.180
Test: Inhalation Resistance Test STP No.: 7
Manufacturer: Makrite Industries, Inc.

Item Tested: 9500-N95

Comments:

“Was o cqipement e o be i calbration troughout s esig?

@ Yes O No

Signature: \ \E-W Date: __ 3/30/2011

_ Engineering Technician



National Institute for Occupational Safety and Health

Test Data Sheet

Task Number: TN-17685 Reference No.: CFR 84.181

Test: Sodium Chloride .(NaCl) - N95 STP No.: 59

Manufacturer: Makrite Industries, Inc.

Hem Tested:  9500-N95 s PR MERE  BEtREE

Initial Maximum Initial Maximum R
Filter Allowable Percent Percent
Filter Flow Rate Resistance Percent Leakage Leakage Leakage Result
1 85 7.8 5.00 0.373 0.426 PASS
2 85 7.9 5.00 0.375 0.426 PASS
3 85 7.4 5.00 0.777 0.976 PASS
4 85 8.0 5.00 0.568 0.784 PASS
5 85 8.2 5.00 0.605 0.831 PASS
6 85 7.7 5.00 0.684 0.885 PASS
74 85 7.4 5.00 0.724 0.957 PASS
8 85 8.4 5.00 0.346 0.569 PASS
9 85 7.4 5.00 0.281 0.481 PASS
10 85 82 5.00 0.293 0.556 PASS
11 85 8.4 5.00 0.543 0.623 PASS
12 85 7.9 5.00 0.643 0.763 PASS
13 85 8.0 5.00 0.738 0.845 PASS
14 85 8.0 5.00 0.516 0.624 PASS
15 85 7.8 5.00 0.548 0.632 PASS
16 85 7.6 5.00 0.726 0.961 PASS
17 85 7.9 5.00 0.536 0.597 PASS
18 85 8.5 5.00 0.555 0.667 PASS
19 85 84 5.00 0.842 0.992 PASS
20 85 7.8 5.00 0.743 0.861 PASS
Overall Result: PASS

Sign " \ m Date: 3/39/201 1

Engineering Technician



Task Number: TN-17685 Reference No.: CFR 84.181
Test: Sodium Chloride (NaCl) - N95 STP No.: 59
Manufacturer: Makrite Industries, Inc.

Item Tested:  9500-N95

Comments:

Was all equipment verified to be in calbration throughout alltesting? ® Yes O No

Engineering Technician
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National Institute for
Occupational Safety and Health

Makrite Industries, Inc.
11F-5, No. 79, SEC 1, Hsin Tai Wu Rd.
His-Chih, Taipei Hsein, Taiwan, R.O.C.

Telephone: (02)2698-2419

This respirator is only approved in the following configuration:

TC- Protection® Respirator Cautions and Limitations®
9500-N95
84A-5411 N95 X ABCIJMNOP

1. Protection

N95-Particulate Filter(95 % filter efficiency level)
effective against particulate aerosols free of oil;
time use restrictions may apply

2. Cautions and Limitations

A - Not for use in atmospheres containing less than 19.5% oxygen.

B - Not for use in atmospheres immediately dangerous to life or health.

C - Do Not exceed maximum use concentrations established by regulatory standards

J - Failure to properly use and maintain this product could result in injury or death.

M - All approved respirators shall be selected, fitted, used, and maintained in accordance
with MSHA, OSHA and other applicable regulations

N - Never substitute, modify, add, or omit parts. Use only exact replacement parts in the
configur:

O - Refer to users instructions, and/or maintenance manuals for information on use and
maintenance of these respirators.

P - NIOSH does not evaluate respirators for use as surgical masks.
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:/C DEPARTMENT OF HEALTH & HUMAN. SERVICES Public Health Service

< , v Food and Drug Administration
FD A'L:I-.E .q% I § 9200 Corporate Boulevard

Rockville MD 20850
JUL 2 3 2002

Makrite Industries, Incorporated
C/O Mr. Joseph Zdrok

Joseph Z. Zdrok & Associates
24 Tower Street

Webster, Massachusetts 01570

Re: K020474
Trade/Device Name: Makrite Model 910-N95 Healthcare Particulate
” Respirator and Surgical Mask
Regulation Number: 878.4040
Regulation Name: Surgical Apparel
Regulatory Class: II
Product Code: MSH
Dated: May 28, 2002
Received: May 31, 2002

Dear Mr. Zdrok:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the-
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medicai 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 regiswration, listing of devices, good manufacturing practice,

labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to such 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 concerning your device in the Federal

Register.
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
of the Act or any federal statutes and regulations administered by other Federal agencies.

L A




Page 2 - Mr. Zdrok

You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section
510(k) premarket notification. 'The FDA finding of substantial equivalence of your device to
a legally marketed predicate device results in a classification for your device and thus,
permits your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the
Office of Compliance at (301) 594-4618. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21CFR Part 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers, International and
Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its
Internet address http: //www.fda.gov/cdrh/dsma/dsmamain.html

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

Enclosure
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QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Certificate No. 00119Q310176R2M/4400
We hereby certify that

MAKRITE INDUSTRIES INC./DONGGUAN SURE_ON PLASTIC &
FIBER PRODUCTS CO.,LTD./DONGGUAN MAKRITE
INDUSTRIES LTD.

Unified Social Credit Code: 9144190056665074X0

11F-5, No.79, Sec 1, Xin Tai 5th Road. XiZhi Dist., New Taipei City, Taiwan,R.0.C./ ZhuFo Ling Industrial
Area,TangXia Town,DongGuan City,GuangDong,China / No.12, GuangYuan Street,168 Industrial Area, ZhuFo
Ling, TangXia Town,DongGuan City,GuanDong,China

. by reason of its
Quality Management System
has been awarded this certificate for compliance with the standard

GB/T 19001-2016 / ISO 9001:2015

The Quality Management System Applies in the following area:

MAKRITE INDUSTRIES INC: Sales of Personal Protective Equipment(Fiber Mask, Filtering Respirator and Half Face Respirator)
and Houseware Products(Table Clothes, Placemat, Outdoor Cover, Shower Curtain and Other Related Products).
DONGGUAN SURE_ON PLASTIC & FIBER PRODUCTS CO., LTD: Design and Manufacture of the Exported Personal Protective
Equipment (Fiber Mask, Filtering Respirator and Half Face Respirator).
DONGGUAN MAKRITE INDUSTRIES CO.LTD.: Design and Manufacture Within The Scope of Qualification of Personal Protective
Equipment(Fiber Mask, Filtering Respirator and Half Face Respirator), Manufacture of Houseware Products(Table Clothes, Placemat,
Outdoor Cover, Shower Curtain and Other Related Products).

Certified since: December 30,2013 Valid from: December 9,2019 Valid until: December 29, 2022

After a surveillance cycle, the certificate is valid only when used together with an Acceptance Notice of Surveillance Audit issued by CQC.
Please access www.cqc.com.cn for checking validity of the certificate.
This certificate and its relevant information can query in the website of Certification and Accreditation Administration of the People's
Republic of China ( www.cnca.gov.cn).

AP ET parecs
HEFEEIA s

CNAS s 5 *zPSB T
MANAGEMENT SYSTEM ¥ c

v CNAS C001-M Signed by: Lu Mei [ ——

CHINA QUALITY CERTIFICATION CENTRE

Section 9, No.188, Nansihuan(the South Fourth Ring Road) Xilu(West Road), Beijing 100070,China
hitp://www.cqe.com.cn

A 0049753 20184 AR



QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Certificate No. 00119Q310176R2M/4400
We hereby certify that

MAKRITE INDUSTRIES INC./DONGGUAN SURE_ON PLASTIC &
FIBER PRODUCTS CO.,LTD./.DONGGUAN MAKRITE
INDUSTRIES LTD.

Unified Social Credit Code: 9144190056665074X0

11F-5, No.79, Sec 1, Xin Tai 5th Road, XiZhi Dist., New Taipei City, Taiwan,R.0.C./ ZhuFo Ling Industrial
Area,TangXia Town,DongGuan City,GuangDong,China / No.12, GuangYuan Street,168 Industrial Area, ZhuFo
Ling, TangXia Town,DongGuan City, GuanDong,China

_ by reason of its
Quality Management System
has been awarded this certificate for compliance with the standard

GB/T 19001-2016 / ISO 9001:2015

The Quality Management System Applies in the following area:

MAKRITE INDUSTRIES INC: Sales of Personal Protective Equipment(Fiber Mask, Filtering Respirator and Half Face Respirator)
and Houseware Products(Table Clothes, Placemat, Outdoor Cover, Shower Curtain and Other Related Products).
DONGGUAN SURE_ON PLASTIC & FIBER PRODUCTS CO., LTD: Design and Manufacture of the Exported Personal Protective
Equipment (Fiber Mask, Filtering Respirator and Half Face Respirator).
DONGGUAN MAKRITE INDUSTRIES CO.LTD.: Design and Manufacture Within The Scope of Qualification of Personal Protective
Equipment(Fiber Mask, Filtering Respirator and Half Face Respirator), Manufacture of Houseware Products(Table Clothes, Placemat,
Outdoor Cover, Shower Curtain and Other Related Products).

Certified since: December 30,2013 Valid from: December 9,2019 Valid until: December 29, 2022

After a surveillance cycle, the certificate is valid only when used together with an Acceptance Notice of Surveillance Audit issued by CQC.
Please access www.cqc.com.cn for checking validity of the certificate.
This certificate and its relevant information can query in the website of Certification and Accreditation Administration of the People's
Republic of China ( www.cnca.gov.cn).

P .
W, % —_—
CNAS rzu= - 153N
MANAGEMENTSYSTEM %~ " e
v CNAS CO01-M Signed by: Lu Mei S

CHINA QUALITY CERTIFICATION CENTRE

Section 9, No.188, Nansihuan(the South Fourth Ring Road) Xilu(West Road), Beijing 100070,China
http://fwww.cqc.com.cn

A 0049752 20184EHf
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CQC has issued an IQNet recognized certificate that the organization:

MAKRITE INDUSTRIES INC./DONGGUAN SURE_ON PLASTIC & FIBER PRODUCTS
CO.,LTD./DONGGUAN MAKRITE INDUSTRIES LTD.

1F-5, No.79, Sec 1, Xin Tai 5th Road, XizhiDist., New Taipei City, Taiwan,R.O.C./ ZhuFo Ling Industrial Area, TangXia
Town,DongGuan City,GuangDong,China / No.12, GuangYuan Street,168 Industrial Area, ZhuFo Ling, TangXia Town,DongGuan
City,GuanDong,China

has implemented and maintains a

Quality Management System

for the following scope:

MAKRITE INDUSTRIES INC: Sales of Personal Protective Equipment(Fiber Mask, Filtering Respirator and Half Face Respirator) and
Houseware Products(Table Clothes, Placemat, Outdoor Cover, Shower Curtain and Other Related Products).
DONGGUAN SURE_ON PLASTIC & FIBER PRODUCTS CO., LTD: Design and Manufacture of the Exported Personal Protective
Equipment (Fiber Mask, Filtering Respirator and Half Face Respirator).

DONGGUAN MAKRITE INDUSTRIES CO.LTD.: Design and Manufacture Within The Scope of Qualification of Personal Protective
Equipment(Fiber Mask, Filtering Respirator and Half Face Respirator), Manufacture of Houseware Products(Table Clothes, Placemat,
Outdoor Cover, Shower Curtain and Other Related Products).

which fulfils the requirements of the following standard:
GB/T 19001-2016/1SO 9001:2015

Issued on: December9, 2019

Expires on: December 29, 2022
Registration Number: CN00119Q310176R2M/4400

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document
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Alex Stoichitoiu Lu Mei
President of IQNet President of CQC

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE Meéxico PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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