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CERTIFICATE OF COMPLIANCE

USE OF ACCREDITATION MARK INDICATES ACCREDITATION IN RESPECT OF THE ACTIVITIES COVERED BY
ACCREDITATION INSTITUTE ASSESMENT BODY (EUROPE) CERTIFICATION NUMBER 004

 EVISSERGORP

Head of Certificate

Registration No.: PICL/FDA NIOSH/0620/4164
Certificate Issue Date: 28.06.2020
1st Surveillance: 06.2021

United State Food and Drug Administration Certified :

PROGRESSIVE

PRODUCT CERTIFICATE
EC Attestation of Conformity

WE Confirm that, the following products of 

WE Confirm

that, are under the supervision and Product covered under class I 
& II device. Product assessed and comparing the test result with the 

requirement regulated by the NIOSH under 42 CFR PART-84

2nd Surveillance: 06.2022
Certificate Expire Date: 27.06.2023

OXYGUARD VENTURES LLP

M24/D, BADLI INDUSTRIAL AREA, DELHI – 110042, INDIA
�

  N95 MASK



 

This is to certify that the product/s manufactured by: 
 

 

OXYGUARD VENTURES LLP   
 
 

M24/D, Badli Industrial Area, Delhi – 110042, India 
 

 

has been independently assessedby PQC and found to comply with the  
requirements of 

 

 EN 149:2001 
(Respiratory Protective Devices Standard) 

 

 
 

Product: MEDICAL MASK 

 

Model: N 95 & KN 95 MASK   
 

 

Certification Calendar: 

Client Id: 858          Certificate No: 1305/EN/180620 
 

Registered on: 18.06.2020         Issued on: 18.06.2020 
 

Expires on: 17.06.2023 

 

1st Surveillance on/before: 17.06.2021 

 

2nd Surveillance on/before: 17.06.2022 

 
 

 



 

This is to certify that the product/s manufactured by: 
 

OXYGUARD VENTURES LLP   
 
 

M24/D, Badli Industrial Area, Delhi – 110042, India 
 

has been independently assessed by PQC and found to comply with the  
requirements of 

 

FDA 

(Food and Drug Administration) 
 

 
Certification Scope: 
MANUFACTURING, TRADING, IMPORT & EXPORT OF MEDICAL 
EQUIPMENT, MEDICAL DEVICES, SURGICAL EQUIPMENT, 

DISPOSABLE EQUIPMENT, PPE SUIT, PPE KIT, FACE MASK, N95 

MASK, KN95 MASK, 3/4/5/6 PLY FACE MASK, FACE SHIELDS, 
HELMETS, GOGGLES, SHOE COVER, HAIR CAP, SAFETY JACKETS, 

EAR PLUGS, WELDING HELMETS, BIODEGRADABLE BAGS, NITRILE 

HAND GLOVES, EXAMINATION GLOVES, PROTECTIVE CLOTHING, 
DISPOSABLE GOWN, SURGEON CAPS, BUOFFANT CAPS, 

SANITIZERS, IR THERMOMETER, UV BOX, APRON, SANITARY 

NAPKIN, DRAPES AND FABRICS 
 

Certification Calendar: 

Client Id: 858             Certificate No: 1306/FDA/180620 
 

Registered on: 18.06.2020            Issued on: 18.06.2020 
 

Expires on: 17.06.2023 

 

1st Surveillance on/before: 17.06.2021 

 

2nd Surveillance on/before: 17.06.2022 

 
 

 



 

This is to certify that the Management System of 
 

OXYGUARD VENTURES LLP   
 
 

M24/D, Badli Industrial Area, Delhi – 110042, India 
 

has been independently assessed by PQC and found to comply with the 

requirements of 
 

ISO 13485:2016 
 

(Medical Devices Quality Management System) 
 

 

Certification Scope: 
MANUFACTURING, TRADING, IMPORT & EXPORT OF MEDICAL 

EQUIPMENT, MEDICAL DEVICES, SURGICAL EQUIPMENT, 
DISPOSABLE EQUIPMENT, PPE SUIT, PPE KIT, FACE MASK, N95 

MASK, KN95 MASK, 3/4/5/6 PLY FACE MASK, FACE SHIELDS, 

HELMETS, GOGGLES, SHOE COVER, HAIR CAP, SAFETY 
JACKETS, EAR PLUGS, WELDING HELMETS, BIODEGRADABLE 

BAGS, NITRILE HAND GLOVES, EXAMINATION GLOVES, 

PROTECTIVE CLOTHING, DISPOSABLE GOWN, SURGEON CAPS, 
BUOFFANT CAPS, SANITIZERS, IR THERMOMETER, UV BOX, 

APRON, SANITARY NAPKIN, DRAPES AND FABRICS 

 

Certification Calendar: 

Client Id: 858       Certificate No: 1304/QMD/180620 
 

Registered on: 18.06.2020      Issued on: 18.06.2020 
 

Expires on: 17.06.2023 

 

1st Surveillance on/before: 17.06.2021 

 

2nd Surveillance on/before: 17.06.2022 

 



 

This is to certify that the product/s manufactured by: 
 

OXYGUARD VENTURES LLP   
 
 

M24/D, Badli Industrial Area, Delhi – 110042, India 
 

has been independently assessed by PQC and found to comply with the  
requirements of 

 

WHO-GMP 

(Good Manufacturing Practice) 
 

Certification Scope: 
MANUFACTURING, TRADING, IMPORT & EXPORT OF MEDICAL 
EQUIPMENT, MEDICAL DEVICES, SURGICAL EQUIPMENT, 

DISPOSABLE EQUIPMENT, PPE SUIT, PPE KIT, FACE MASK, N95 

MASK, KN95 MASK, 3/4/5/6 PLY FACE MASK, FACE SHIELDS, 

HELMETS, GOGGLES, SHOE COVER, HAIR CAP, SAFETY JACKETS, 
EAR PLUGS, WELDING HELMETS, BIODEGRADABLE BAGS, NITRILE 

HAND GLOVES, EXAMINATION GLOVES, PROTECTIVE CLOTHING, 

DISPOSABLE GOWN, SURGEON CAPS, BUOFFANT CAPS, 
SANITIZERS, IR THERMOMETER, UV BOX, APRON, SANITARY 

NAPKIN, DRAPES AND FABRICS 

 

Certification Calendar: 

Client Id: 858         Certificate No: 1307/GMP/180620 
 

Registered on: 18.06.2020        Issued on: 18.06.2020 
 

Expires on: 17.06.2023 

 

1st Surveillance on/before: 17.06.2021 

 

2nd Surveillance on/before: 17.06.2022 

 

 
  
 

 



 

This is to certify that the Management System of 
 

OXYGUARD VENTURES LLP   
 
 

M24/D, Badli Industrial Area, Delhi – 110042, India 
 

has been independently assessed by PQC and found to comply with 
the requirements of 

 

ISO 9001:2015 
 

(Quality Management System) 
 
 

Certification Scope: 
MANUFACTURING, TRADING, IMPORT & EXPORT OF MEDICAL 

EQUIPMENT, MEDICAL DEVICES, SURGICAL EQUIPMENT, 
DISPOSABLE EQUIPMENT, PPE SUIT, PPE KIT, FACE MASK, 

N95 MASK, KN95 MASK, 3/4/5/6 PLY FACE MASK, FACE 

SHIELDS, HELMETS, GOGGLES, SHOE COVER, HAIR CAP, 
SAFETY JACKETS, EAR PLUGS, WELDING HELMETS, 

BIODEGRADABLE BAGS, NITRILE HAND GLOVES, 

EXAMINATION GLOVES, PROTECTIVE CLOTHING, 

DISPOSABLE GOWN, SURGEON CAPS, BUOFFANT CAPS, 
SANITIZERS, IR THERMOMETER, UV BOX, APRON, SANITARY 

NAPKIN, DRAPES AND FABRICS 

 

Certification Calendar: 

Client Id: 858         Certificate No: 1303/Q/180620 
 

Registered on: 18.06.2020       Issued on: 18.06.2020 
 

Expires on: 17.06.2023 

 

1st Surveillance on/before: 17.06.2021 

 

2nd Surveillance on/before: 17.06.2022 

 

 



 

 

This is to certify that the Products confirms with the requirement of Personal Protective  
Equipment Directive 89/686/EEC as amended Regulation (EU) 2016/425 & Medical Devices 93/42/EEC as 

amended 2007/47/EC manufactured by: 
 

NAME:              OXYGUARD VENTURES LLP        
 

ADDRESS:           M24/D, Badli Industrial Area, Delhi – 110042, India 
 

PRODUCTS:      MANUFACTURING, TRADING, IMPORT & EXPORT OF MEDICAL EQUIPMENT, 
                   MEDICAL DEVICES, SURGICAL EQUIPMENT, DISPOSABLE EQUIPMENT, PPE 

                   SUIT, PPE KIT, FACE MASK, N95 MASK, KN95 MASK, 3/4/5/6 PLY FACE 
                   MASK, FACE SHIELDS, HELMETS, GOGGLES, SHOE COVER, HAIR CAP, 
                   SAFETY JACKETS, EAR PLUGS, WELDING HELMETS, BIODEGRADABLE 
                   BAGS, NITRILE HAND GLOVES, EXAMINATION GLOVES, PROTECTIVE 
                   CLOTHING, DISPOSABLE GOWN, SURGEON CAPS, BUOFFANT CAPS, 
                   SANITIZERS, IR THERMOMETER, UV BOX, APRON, SANITARY NAPKIN, 

                   DRAPES AND FABRICS 
 
COMPLIES WITH THE REQUIREMENTS APPLICABLE TO IT 
 

The Certification Body has performed an independent audit of the above product quality system covering the design, 
manufacture and final inspection of the certified product. The quality system has been assessed, approved and is 
subject to continuous surveillance according to the directives Personal Protective Equipment Directive 
86/686/EEC. 
 

 

THIS CERTIFICATE IS ISSUED UNDER THE FOLLOWING CONDITIONS: 
 

1. It applies only to the quality system maintained in the manufacture of above referenced models and it does not 
substitute the design or type-examination procedures, if requested. 
2. The certificate remains valid until the manufacturing conditions or the quality systems are changed. 
3. The certificate validity is conditioned by positive results or surveillance audits. 
4. After fulfilling the relevant EU legislation, the manufacturer shall affix to each device, of the above referenced 
models. 
5. The CE mark as shown above can be used, under the responsibility of the manufacturer, after completion of an 
EC Declaration of conformity and compliance with all relevant EC Directives. The statement is based on a single 
evaluation of one sample of above mentioned product. It does not imply an assessment of the whole production. 

 

Certification Calendar:  

Client Id: 858                                        Certificate No: 1302/CE/180620 

 

Registered on: 18.06.2020                                                 Issued on: 18.06.2020 
 

 

Expires on: 17.06.2023 
 

 

1st Surveillance on/before: 17.06.2021 
 

2nd Surveillance on/before: 17.06.2022 


