












 

 
 

 
   
Place and date: 

 

For the issuing office: 
Høvik, 17 September 2021 
 

DNV Product Assurance AS  
Veritasveien 3, 1363 Høvik, Norway 

 

 
 

 
Cecilie Gudesen Torp 
Management representative  

   

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.                                                                    

ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 3, 1363 Høvik, Norway, Tel +47 67 57 88 00, www.dnv.com        
 

 

MANAGEMENT SYSTEM 

CERTIFICATE 
Certificate no.: 
248615-2017-AQ-IND-NA-PS 

Initial certification date: 
28 October 2017 

Valid: 
16 September 2021 – 15 September 2024 

 
 
This is to certify that the management system of 

Lifelong Meditech Private Limited  
Plot No. 18 Sector-05, IMT, Manesar, Gurgaon - 122050, Haryana, India. 

 
 
 
has been found to conform to the Quality Management System standard: 

ISO 13485:2016 / EN ISO 13485:2016 

 

 

 

 

This certificate is valid for the following scope: 

Design & Development, Manufacture and Supply of Sterile Hypodermic Single Use 
Syringes with/without Needles, Sterile Hypodermic Single Use Needles, Sterile Single Use 
Syringes with or without Needles for Insulin, Sterile Safety Syringes with/without Needles, 
Sterile Hypodermic Single Use Safety Needles and Non Sterile Hypodermic Syringes for 
Single Use (Bulk Pack)  

 

 

                
 

   
Place and date: 

 

For the issuing office: 
Høvik, 17 April 2021 
 

Notified Body 2460 
DNV Product Assurance AS 
 

 

 
 

 
 
 
 

Alessandra Rinna 
Assessor 

 

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 

NOTIFIED BODY 2460: DNV Product Assurance AS, Veritasveien 3, 1363 Høvik, Norway, Tel +47 67 57 88 00, www.dnv.com  
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EC CERTIFICATE 
Full Quality Assurance System 
Certificate No.: 11301-2017-CE-IND-NA-PS Rev 1.0 

 

Project No.: PRJC-218677-2010-PRC-IND 

 

Valid Until: 27 May 2024 

 

 
This is to certify that the quality system of: 

Lifelong Meditech Private Limited  
Plot No. 18, Sector – 5, IMT Manesar, Gurgaon – 122 050, Haryana, India  
 
 
For design, production and final product inspection/testing of: 
STERILE & NON-STERILE DISPOSABLE INFUSION DEVICES  
 
 
Has been assessed with respect to: 
The conformity assessment procedure described in Annex II 
excluding section 4 of Council Directive 93/42/EEC on Medical 
Devices, as amended  
 
and found to comply 

 

 

 

 

 

 

Further details of the product(s) and conditions for certification are given overleaf. 

 
 

 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 4 . 2 7  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 
July 16, 2021 
Lifelong Meditech Private Limited 
Hamendra Srivastava 
Director & CEO 
Plot No.18, Sector-5, IMT Manesar 
Gurugram, Haryana 122050 
India 
 
Re:  K210103 

Trade/Device Name: Lifelong Matrix/Lifelong Premium/Safeway syringe with/without needle 
Regulation Number:  21 CFR 880.5860, 21 CFR 880.5570 
Regulation Name:  Piston Syringe, Hypodermic Single Lumen Needle 
Regulatory Class:  Class II 
Product Code:  FMF, FMI 
Dated:  June 10, 2021 
Received:  June 15, 2021 

 
Dear Hamendra Srivastava: 
 
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 Medical 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. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 
 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to 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. 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 
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भारत सरकार

GOVERNMENT OF INDIA

वा�ण�य और उ�ोग मं�ालय

MINISTRY OF COMMERCE & INDUSTRY

�वदेश �ापार महा�नदेशालय

DIRECTORATE GENERAL OF FOREIGN TRADE

मा�यता �माण प�

Certificate of Recognition

दो �सतारा �नया�त हाउस

Two Star Export house

मे्सस� LIFELONG MEDITECH PRIVATE LIMITED

(आ ई ईसी 0504039237 और आयकर पैन AABCL0246K )

को �वदेश �ापार नी�त, 2015-2020 के �ावधान� के अनुसार दो �सतारा �नया �त सदन। का �तर

�दान �कया जाता है | यह �माण प�, ���या प ु�तक(2015-2020) के प ैरा 3.20(बी) म � दी गयी

शत� के �न�हत 5 वष� क� अव�ध के �लए �दनांक 03/06/2022 से 03/06/2027 तक वैध होगा।

M/s LIFELONG MEDITECH PRIVATE LIMITED

(IEC 0504039237 and Income Tax PAN AABCL0246K )

are hereby accorded the status of Two Star Export house in accordance with the provisions

of the Foreign Trade Policy, 2015-2020. This Certificate is valid for a period of 5 years

effective from 03/06/2022 to 03/06/2027 subject to the conditions prescribed in

Para 3.20(b) of the Hand Book of Procedures (2015-2020).

तार�ख /Date 15/06/2022 VIJAY KUMAR

�थान /Place DELHI Additional DGFT

(फ़ाइल /File No.) DLISTATAPPLY00000066AM23

UDINSTAT00136048AM23

This document has been digitally signed by NEERAJ  SHARMA, FTDO,RA DELHI on 29-Jun-2022. Digitally Signed.
Name: NEERAJ SHARMA( FTDO )
Date: 29-Jun-2022 17:25:36
Reason:
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