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2KN95 Face Masks

Product Details
Specifications

Certifications:   KN95-EN-149:2001

   +A1:2009 Testing 

   CE

   FDA

   ISO14001

Size:    15.5 x 10.5 cm / 4 Layers

Material Spec:  PP non-woven, melt-blown, soft cotton

Filtration Level:  CE FFP2 / NIOSH 95 / KN95

Packaging:   5 opp Bag, 440 Bags in Carton

Net/Pc, Weight/Pack: 5g/pc, 65g/box

N.W. / G/W. :  13kg net weight / 14.5kg gross weight

Carton Dimensions: 37x59x67cm (0.146cbm)

Container Loaded: 20ft: 185 Cartons

   40ft: 290 Cartons

Shipping Info
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Certificate of Conformity 
NO.: 10063616 

This is certifies that: 
Applicant : 

GANSU NEWSHANYOU MEDICAL INSTRUMENTS CO., LTD. 

Address : No. 1, Floor 4, Building 2, Qijuzhongchuang Incubation Park 
Linxia, Gansu, 731100, CHINA 

Manufacturer : GANSU NEWSHANYOU MEDICAL INSTRUMENTS CO., LTD. 

Address : No. 1, Floor 4, Building 2, Qijuzhongchuang Incubation Park 
Linxia, Gansu, 731100, CHINA 

Device Listing : D376805 (Respirator, surgical) 

EUT : Disposable surgical mask 

Models : NEWSHANYOU KN95, FFP2 

Test Standard : Food and Drug Administration Regulation 
 

This certificate is affirms that the above stated facility is registered with the U.S. Food and Drug Administration 

pursuant to the Federal Food Drug and Cosmetic Act, such registration having been verified as effective by Shenzhen 

Monlka Technology Co.,Ltd as of the date hereof, and Shenzhen Monlka Technology Co.,Ltd will confirm that such 

registration remains effective upon request and presentation of this certificate until December 31, 2020. Registration 

information can also be found on the FDA website, it can be found by enter the company name, registration number, 

administrator number, product model, etc. The website is 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm 

 

 
Shenzhen MONLKA Technology Co.,Ltd 
Building A、B ,Baoshi Science & Technology Park, Baoshi Road, Shiyan Street Bao'an District, Shenzhen, Guangdong, China 
www.monlka.cn          Tel:0755-23345400  

 
Manager 

Mar. 21, 2020 

Gansu KN95 FDA Certificate

Director: Rafał Kalinowski

Warsaw, 25. 03. 2020.

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa

www.icrpolska.com, e-mail: icrpolska@icrqa.com

No. ICR Polska/M6330173

Name and address
of Registered Manufacturer:

Gansu Newshanyou Medical Instruments Co., Ltd.
No. 1, Floor 4, Building 2, Qijuzhongchuang Incubation Park Linxia
gansu

Product name: Disposable MEDICAL mask KN95
Product type/model: KN95, N95, FFP2, DISPOSABLE MEDICAL MASK
Trade mark: Newshanyou
This Attestation confirms that the product meets the requirements of the following
normative documents and within limits of its documents gives presumption of conformity
with essential requirements of Directive 93/42/EEC.

Relevant EC Directive: Medical Device Directive 93/42/EEC

Conformity assessment
procedure:

EC Declaration of Conformity (Annex VII of Directive
93/42/EEC)

Classification: Class I according Rule 1 of Annex IX of Directive 93/42/EEC

Applied normative documents: EN 14683: 2005

Applied Quality
Management System

n/a

This AoC will remain valid only if Quality Management System Certificate remains valid.
The assessment process has been carried out in accordance with the program PC-P-07-07.
Evaluation has been carried out in accordance with test report made by:

 United Testing Technology (Hong Kong) Limited

No. of test report: A20032817SR-01

Issue date: 25.03.2020
Expiration date: 24.03.2025

The mutual obligations and rights of the certification are regulated by the contract No. ICR
Polska/2020-3125.

This Attestation applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standard.

Attestation
of Con fo rm i t y

Gansu KN95 CE Certificate
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Gansu KN95 Mac Report
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Page 2 of 7 Report No. A20032817SR-01
Test case verdicts

Test case does not apply to the test object................... : N(.A.)

Test item does meet the requirement............................ : P(ass)

Test item does not meet the requirement...................... : F(ail)

Testing

Date of receipt of test item ……………………………..: Feb., 25, 2020

Date(s) of performance of test ……………………...: Feb., 25, 2020 - Mar., 24, 2020
General remarks

This test report shall not be reproduced except in full without the written approval of the testing laboratory.

The test results presented in this report relate only to the item tested.

"(see remark #)" refers to a remark appended to the report.

"(see appended table)" refers to a table appended to the report.

Throughout this report a comma is used as the decimal separator.

Remark:

The EUT complies with the standard EN 14683 requirement.

Copy of marking plate:

Disposable MEDICAL mask KN95

Model： KN95
Classification : Type II
EN 14683: 2005

Gansu Newshanyou Medical Instruments Co., Ltd.

Made In China

Page 1 of 7 Report No. A20032817SR-01

TEST REPORT
EN 14683

Medical face masks - Requirements and test methods

Report reference No........ : A20032817SR-01

Tested by (+signature)......... : Steven
…………………see cover page…………………

Approved by (+ signature)... : Liuze
…………………see cover page…………………

Date of issue.......................... : Mar.,25, 2020

Testing laboratory

Name……………………… : United Testing Technology (Hong Kong) Limited

Address…………………… : Unit 04,7/F,Bright Way Tower,No.33 Mong Kok Road, Kowloon, HK.

Test location........................... : (Same as above)

Client

Name………………………. : Gansu Newshanyou Medical Instruments Co., Ltd.
Address……………………. : No. 1, Floor 4, Building 2, Qijuzhongchuang Incubation Park Linxia gansu

Test specification

Standard................................. : EN 14683:2005

Test procedure................... : CE- MDD

Procedure deviation............ : N.A.

Non-standard test method.. : N.A.

Test Report Form No…… : EN_14683

Test item

Description.............................. : Disposable MEDICAL mask KN95

Model No. .............................. : KN95, N95, FFP2, DISPOSABLE MEDICAL MASK

Trade Mark........................ : Newshanyou

Manufacturer...................... : Gansu Newshanyou Medical Instruments Co., Ltd.

Address............................... : No. 1, Floor 4, Building 2, Qijuzhongchuang Incubation Park Linxia gansu

Classification....................... : Type II

KN95 Face Masks - Certifications

Gansu KN95 EN14683 Test Report
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Gansu KN95 Factory License
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