






LA证书













4川 ，.. v,c,s.，.，乌A

l � DEPARTMENT OF HEALTH & HUMAN SER归CES
.. �’

“一

... � ..... �-z- NIOSH Reference: TI州市85
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Mr. Alexander Freedman, President 
Makrite Indus位ies Inc. 
236 Upland Avenue 
Newton Higl让ands, Mas�achusetts 02461-2003 

Dear Mr. Freedman: 

Public Health Service 

Centers for Disease c。ntrol
and Prevention (CDC) 

National Institute f。r Occupational 
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 

The National Institute for Occupation=.l.l Safety and Health (NIOSH) has reviewed your request 
accepted March 8, 2011. This reques• was for an approval of也e model 9500-N95 filtering 
facepiece甜pur坞ring respirator for protections against particulates at a N95日ter efficiency 
level, reference the assembly matrix MAKI 105AM1 . xis. 

This request is granted. Approvals 缸：： granted only for documentation written in由e
English language. It 扭曲e manufacturer's responsibility to correctly translate materials 
desired in languages other than English. η1e approval number TC-84A-5411 has been assigned. 
This resp让ator is approved for protec1ions 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 cauiions and limitations which apply to this approval are on也e
approval label. Only those assembli臼 affected by this request, or where new approval numbers 
缸e assigned, apply to this approval attion. Production approval labels c缸mot include 
information on unapproved configurations. 

The approved assembly consists of tte p缸ts as listed on由e approval label and the assembly 
matrix. P缸ts 缸e to be marked with tne numbers indicated on也e app.roval label in a legible and
permanent manner (marking cannot七e removed wi吐1out evidence of its previous presence). 

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

NIOSH检测报告







National Institute for Occupational Safety and Health 

R臼pirator Branch 

T臼t Data Sheet !!JIOSH 
Task Number: TN-17685 

Test: Exhalation Resist皿四 T臼t

Reference No.: CFR 84.180 

STPNo.: 3 

Manufacturer: Makrite Industries, In�. 

Filter T汗e: Filter Only 

Item Tested: 9500-N95 

Maximum Allowable Resistance Actual Resistance 

。IMofH20) 。IMofH20)

Sample E:malat量。n Exhalation Result 

25 5.6 PASS 

2 25 5.3 PASS 

3 25 5.6 PASS 

Overall Result: PASS 

Comments: 

Was all割鄂鸣”隙，，t veri由国 to be in cal阳划郎，E 伽阳咆hout d悦目tif咆？ ⑥ Yes O No
l.-.-- －『『－

…：＼…飞＼飞
脱：

En gin髓ring Technician 

2旦旦纽且

呼气标准 实际 数据



实际阻力数据标准阻力数据





初始阻力 标准泄漏率 初始泄漏率 最高泄漏率

结果





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
1

Respirator Cautions and Limitations
2

9500-N95

84A-5411 N95 X ABCJMNOP

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  

     configuration as specified by the manufacturer.                       

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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DEPARTMENT OF HEAL'I咀＆. HUMAN SERVICES PublicHealth �ervice 

玄，叫小 、 句二 战 旦 ，ω 毛；也啄s，如
Food and Drug Administrati。n
9200Corp。rate B。ulevard
Rockville MD 2倒回

JUL 2 3 2002 

M缸ite lndust)."邸，Incorporated
C/0 孔fr. 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 App缸el
Regulatory Class: II
Product Code: MSH
Dated: May 28, 2002
Received: May 31, 2002

Dear Mr. Zdrok: 

We have reviewed your Section 510(k) prem町ket notifica,tion of intent to market the device 
referenced above and have determined the device is substantially equivalent (for出b
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由at have been reclassified in accordance with the provisions of 
the Federal Food, Drug, and Cosmetic Act (Act）也at do not require approval of a prem缸ket
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 
requ让ements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see ab9ve) into either class II (Special Controls) or class III 
(PM.A.), 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, P町ts 800 to 898. In 
addition, FDA may publish further 缸mouncements concerning your device in the E豆豆豆豆
坠旦旦旦·

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 At:i. or auy F t:derai 吕mtutes and regulations administered by other Federal agencies. 
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