
N95 NIOSH / V4200

Certified Standard: NIOSH N95

Equivalent Rating: N95+

Registrations: NIOSH, CDC

Testing Lab: NIOSH

Certification Report 
Issue Date: 20 July, 2006 

N95 NIOSH / V4200
Product Number: SDL-WC001
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KN95 / FFP2 

Mask Construction:  
• 4 layer  
• Non-woven fabric  
• Melt-blown fabric  
• Adjustable nose molding strip  
• Ultrasonically welded ear strap 

Filter performance, which is the evaluation of the filter to measure the reduction 
in concentrations of specific aerosols in air that passes through the filter :  

Test standard: BFE ≥ 95%. Actual test results BFE ≥ 99% (per test report)  

PM2.5  
Non-sterile  
Disposable 

Non Woven Fabric

Melt-blown Cloth Layer

Hygroscopic Layer

Skin Contact Layer

Certified Standard: GB 2626-2006 KN95 (Respiratory protective equipment -- non-powered air-purifying particle respirator)  
FFP2 EN 149-2001+A1:2009  
EN 14683 TYPE II 

Equivalent Rating: N95 (United States NIOSH-42CFR84), FFP2 (EU EN 149-2001+A1:2009), P2 (AS/NZ 1716:2012) 

Registrations: CE, FDA 

Testing Lab: GTT www.gzgjjt.cn 

Certification Report 
Issue Date: 25 Feb, 2020 

KN95 / FFP2 
Product Number: SDL-DZ001
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FDA / CE 
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CQC / COC 
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GTT / TEST 
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STHTT / TEST
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FACTORY/ PRODUCTION
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KN95 (GB 2626-2006)

Mask Construction:  
• 4 layer  
• Non-woven fabric  
• Melt-blown fabric  
• Adjustable nose molding strip  
• Ultrasonically welded ear strap 

Filter performance, which is the evaluation of the filter to measure the reduction 
in concentrations of specific aerosols in air that passes through the filter :  

Test standard: BFE ≥ 95%. Actual test results BFE ≥ 98% (per test report)  

PM2.5  
Non-sterile  
Disposable 

Non Woven Fabric

Melt-blown Cloth Layer

Hygroscopic Layer

Skin Contact Layer

Certified Standard: GB 2626-2006 KN95 (Respiratory protective equipment -- non-powered air-purifying particle respirator) 

Equivalent Rating: N95 (United States NIOSH-42CFR84), FFP2 (EU EN 149-2001+A1:2009), P2 (AS/NZ 1716:2012) 

Registrations: CE, FDA 

Testing Lab: FZTTJ - www.fzttj.com

Certification Report 
Issue Date: 13 March, 2020 

KN95 (GB 2626-2006) 
Product Number: SDL-WH001
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FDA / CE 

 

The 3rd Party Certificate of 
FDA Medical Device Registration 

Note: 
This file is Not being issued by FDA. We, SFT, as the 3rd party, produce it, intended to 
facilitate customer display & transmit information. The following contents, FDA registered 
Facility/Owner/Operator&FDA listing Medical Device, are excerpted from database at 
www.fda.gov. 
 
Establishment: 
Chilong Industrial (JIAXING) Co. , Ltd. 
No.258,xiuyuan road,shimen gaoyangji town,Jiaxing city,zhejiang province, China  
314500 
Registration Number / FEI Number*:  
* Firm Establishment Identifier (FEI) should be used for identification of entities within the imports message set  

Status: Active 
Date of Registration Status: 2020 
 
Owner/Operator 
Chilong Industrial (JIAXING) Co. , Ltd. 
No.258,xiuyuan road,shimen gaoyangji town,Jiaxing city,zhejiang province, China  
314500 
Owner/Operator Number: 10063026 
 
Official Correspondent 
Contact Name: ELISA ZHENG    SALES MANAGER 
No.258,xiuyuan road,shimen gaoyangji town,Jiaxing city,zhejiang province, China  
314500 
Tel: +86- 137-3819511-0   E-mail: ELISAZHENG1@163.COM 
 
U.S. Agent 
Contact Name: Grace Liu 
Address: 839 FM 1489 Road, Brookshire, Texas 77423  U.S.A 
Phone: (281) 600-8227    E-mail: grace.liu@ltlqa.com 
 
Devices Listing Information 

Proprietary Name Product 
Codes 

Device 
Class 

Listing 
Number 

Establishment 
Operations 

PROTECTION MASK LYU 1 D37**** Manufacturer 
 Please careful protect your Listing Number. 

 
 
 
 
Professional FDA Registration Services, by Shanghai Shifu Testing Service Co., Ltd. 
More details on the website: http://www.sft-lab.com. 
Need help? Contact us, SFT, at +86(021) 51300821&sales@sft-lab.com.cn 
FDA CERTIFICATE NUM: SFT20MAR083C 

Approved by: Reilly 

 

Form QAT_10-M04, version 00, effective since March 6th, 2020 

Ente Certificazione Macchine Srl 
Via Ca’ Bella, 243 – Loc. Castello di Serravalle – 40053 Valsamoggia (BO) - ITALY 

� +39 051 6705141  � +39 051 6705156   info@entecerma.it  ß www.entecerma.it C
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Certificate of Compliance 
 

No. 0P200318T.CIJ0009 
Technical Construction File no. TPMJ2003063578 
 

Certificate’s 
Holder: 

Chilong Industrial (JIAXING) Co., Ltd. 
No.258, Xiuyuan Road, Shimen Gaoyangji Town, 
Jiaxing City, Zhejiang Province, China 
 

Certification ECM 
Mark: 

 

Product: Protection Mask 
Model(s): KN95 MASK- 001, KN95 MASK -002, 3PLY 

MASK-001, 3PLY MASK-002 
 

Verification to: Standard: 
EN 149:2001+A1:2009 
 
related to CE Directive(s): 
R 2016/425 (Personal Protective Equipment) 

 
Remark: This document has been issued on a voluntary basis and upon request of the manufacturer. It is 
our opinion that the technical documentation received from the manufacturer is satisfactory for the 
requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products 
accordingly to the ECM regulation about its release and its use.  
 

Additional information and clarification about the Marking: 

 

The manufacturer is responsible for the CE Marking process. This document has been 
issued on the basis of the regulation on ECM Voluntary Mark for the certification of 
products. RG01_ECM rev.3 available at: www.entecerma.it 

Issuance date: 18 March 2020 
 

Expiry date: 17 March 2025 
Reviewer  

Technical expert 
Amanda Payne 

 Approver  
ECM Service Director 

Luca Bedonni 
 

  European 
Conformity 

Type 
Approved 
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CNAS / TEST 
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KN95 (GB 2626-2006)
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3-PLY (GB 32610-2016)

Mask Construction:  
• 3 layer  
• Non-woven fabric  
• Melt-blown fabric  
• Adjustable nose molding strip 

Filter performance, which is the evaluation of the filter to measure the reduction 
in concentrations of specific aerosols in air that passes through the filter :  

Test standard: BFE ≥ 95%. Actual test results BFE ≥ 98% (per test report)  

Non-sterile  
Disposable 

Certified Standard: GB 32610-2016

Equivalent Rating: YY-0469-2011

Registrations: CE, FDA 

Testing Lab: GTT - www.gttc.net.cn

Certification Report 
Issue Date: 25 March, 2020 

3-PLY (GB 32610-2016) 
Product Number: SDL-WH002

12
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FDA / CE 

)LVFDO <HDU ����
)'$ 5(*,675$7,21 &(57,),&$7(

&HUWLILFDWH 1R�� -)�)'$����������

&HUWLILFDWH +ROGHU�
9�-2< (17(535,6( &2�� /7'
���� /LQ 0HL 6WUHHW 6RXWK� +X6KL 7RZQ� ;LX<X 'LVWULFW
3XWLDQ� )XMLDQ� ������� &+,1$
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Form QAT_10-M06, version 00, effective since March 25th, 2020 

Ente Certificazione Macchine  
Via Cà Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy 
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 Documentation Review  
No. 4S200329B.VJE0066 
 
Holder: V-Joy Enterprise Co.,Ltd  

1500 Lin Mei Street South, HuShi Town, XiuYu District, 
Putian City, FuJian Province   

Review goal: Verification of the presence of Technical 
Documentation compatible with the Medical Devices 
Directive 93/42/EEC Annex VII 

Product: Disposable Surgical Face Mask (Not Sterile) 
Model(s): KZ0110 

Classification: Class I (Not Sterile) 
(accordingly to the Manufacturer’s 
declaration) 
 

Review output: This document has been issued on a voluntary basis 
and upon request of the manufacturer. It is our 
opinion that the Technical Documentation shared 
with us by the manufacturer is compatible with the 
European Standard for Medical Devices.  
The manufacturer is responsible for the CE Marking 
process, and not exempted to carry out all necessary 
compliance activities. This document has been issued 
on the basis of the regulation on ECM Voluntary Mark 
for the certification of products. RG01_ECM rev.3 
available at: www.entecerma.it 

 
 

Date of issue 29 March 2020 
Approver 

ECM Service Director 
Luca Bedonni 

 Expiry date 28March 2025 
 

Technical Expert 
Amanda Payne 
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GTT / TEST 
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FFIC / TEST 
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KN95 (GB 2626-2006)
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3-PLY (YY/T 0969-2013)

Mask Construction:  
• 3 layer  
• Non-woven fabric  
• Melt-blown fabric  
• Adjustable nose molding strip 

Filter performance, which is the evaluation of the filter to measure the reduction 
in concentrations of specific aerosols in air that passes through the filter :  

Test standard: BFE ≥ 95%. Actual test results BFE ≥ 98% (per test report)  

Non-sterile  
Disposable 

Certified Standard: YY/T 0969-2013

Equivalent Rating: YY Professional Standard - Pharmaceuticals

Registrations: CE, FDA 

Testing Lab: HNMD - www.hnti.org.cn

Certification Report 
Issue Date: 25 Feb, 2020 

3-PLY (YY/T 0969-2013) 
Product Number: SDL-WH003
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FDA / CE 
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COC / QA 
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HNMD / TEST 
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HNMD / TEST 
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3-PLY (YY/T 0969-2013)
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PROTECTIVE GOWN (GB 19082-2009)

Certified Standard: GB 19082-2009 (Technical requirements for single-use protective clothing for medical use) 

Equivalent Rating: EN 14126:2003+AC:2004, EN ISO 13982-1:2004+A1:2010

Registrations: CE, FDA

Testing Lab: CEPREI (http://www.ceprei.org)

Certification Report 
Issue Date: 15 March, 2020 

PROTECTIVE GOWN (GB 19082-2009) 
Product Number: SDL-DZ002

Garment Style Coveralls

Garment Type General Purpose

Material PP Non Woven Fabric w/ PE FIlm

Size S, M, L, XL

Color White

ISO Class NonCleanroom

Cuff Style Elastic w/Thumb-loop

Ankle Style Elastic

Closure Type Zipper

Hazardous Protection 
Level NonHazardous

Seam Style Taped

Additional Features Hood; Storm Flap; Self-Adhesive Chin Flap; 
Elastic Waist

23
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FDA / CE + COC 
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CEPREI / TEST
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CEPREI / TEST
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PROTECTIVE GOWN (GB 19082-2009)
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ISO PROTECTIVE SHIELD (EN 166-2001)

Product Features:  
• Anti-fog and anti-glare PE film shield with minimal optical distortion and full peripheral vision  
• Adjustable elastic band for any head size   
• Vented foam headband for airflow and comfort fit   
• Free of natural rubber latex  
• Single use 

Certified Standard: EN 166-2001 (Personal Eye-Protection) 

Equivalent Rating: EN STANDARD

Registrations: CE

Testing Lab: TMC - www.tmc-lab.com

Certification Report 
Issue Date: 25 March, 2020 

ISOLATION PROTECTIVE SHIELD (EN 166-2001) 
Product Number: SDL-DZ003

Face shields provide a lightweight splash and anti-fog barrier for applications where exposure to fluids is 
possible. They are constructed from a single PE optical shield with a removable film for protection in 
shipping and handling. The headband is constructed from a foam brow that provides comforting cushioning 
and ventilation for extreme environments. The elastic headband is self tensioning for a customized fit to a 
variety of head shapes. Face shields are compatible for use over goggles or optical glasses and eyewear. 
Available in 3/4 length (7.5”) and full length (9”) 
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Certified Standard: EN 13795 ISO 13485

Equivalent Rating: AAMI LEVEL 3

Registrations: CE, FDA, ISO, EN

Testing Lab: ICAS (www.icasiso.com)

Certification Report 
Issue Date: 28 October, 2016

SURGICAL GOWN (EN 13795 ISO 13485) 
Product Number: SDL-WH005

SURGICAL GOWN (EN 13795 ISO 13485)

Garment Style One Piece Disposable Surgical Gown

Garment Type Protective Clothing

Material SMMS Non Woven

Weight 35gsm or 45 gsm

SMMS Performance Fluid Proof and Anti Static and/or (AS & AR)

ISO Class ISO 13484

Cuff Style Sleeve w/ White Cuff

Size S,M,L,XL,XXL,XXXL

Workmanship Details Ultrasonic Technology in arm and sleeve

- Four Belts w/ Belt Card

- Comfortable Collar w/ soft white spunlace

- Tear & Flame Resistant

Standard Reinforced

SURGICAL GOWN SIZE (cm)

Size S M L XL XXL XXXL T

A 110 115 127 135 140 145 +-2

B 140 145 150 150 155 160 +-2
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FDA / COR
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TUV / PQAS
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ICAS / AATCC 42 & 127 TEST

33



SURGICAL GOWN (EN 13795 ISO 13485)
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