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CERTIFICATE
SYSTEM/SOFTWARE VALIDATION

Name: M/s Nihaar Equipment Pvt. Ltd. (Mumbai)

System/Software: NIV-DAS Version 2.1.1 (Web)

Tangent Group of Companies (M/s Tangent Technologies / M/s TangentTech Infosoft Pvt. Ltd.) has validated NIV-DAS
Software version 2.1.1 (Web) developed by M/s Nihaar Equipment Pvt. Ltd.

Tangent Group of Companies (M/s Tangent Technologies / M/s TangentTech Infosoft Pvt. Ltd.) found the quality status
of NIV-DAS Software version 2.1.1 (Web) is traceable from the qualification documents, In addition, the hardware
supplied with the NIV-DAS Software version 2.1.1 (Web) has been tested against NIST traceable Standards according to
established procedure to ensure that its performance meet specifications.

To support this certification for GLP/GMP Requirements of this software product the below mentioned documents has
been taken into consideration for validation of system.

e Functional / Design Specification

e Risk assessment

e Software/Hardware Revision History

e 21 CFR part 11 Requirements

e Installation / Operational / Performance Qualifications

Tangent Group of Companies (M/s Tangent Technologies / M/s TangentTech Infosoft Pvt. Ltd.) will maintain possession
of all documents and their reproductions and may require a non-discloser agreement to be provided by those requiring
access to these documents only use for regulatory Inspection/authorities.
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CERTIFICATE

This is to Certify that the Management System of

NIHAAR EQUIPMENT PVT. LTD.

OFFICE ADDRESS:-117/ CD, KANDIVALI COOP. INDL. ESTATE, CHARKOP,
KANDIVALI- W, MUMBAI- 400067, MAHARASHTRA, INDIA

FACTORY ADDRESS:-PLOT NO.A-2/2702, PHASE IlIl, GIDC ROAD,
UMBERGAON-396171, DIST.-VALSAD , STATE-GUJARAT

has been audited and found to comply with the requirements of:

ISO 9001:2015
(Quality Management System)

For the Scope of activities described below:

DESIGN, MANUFACTURE, SUPPLY, DEVELOP AND PROVIDE SOFTWARE,
INSTALLATION, SERVICE OF LABORATORY EQUIPMENTS USED BY
RESEARCH, PHARMACEUTICAL AND TEST LABORATORIES.

Certificate No.: IN240807011

Date of initial registration  Date of this Certificate =~ Surv. audit on or before/ Certificate expiry  Recertification Due

07 August 2024 16 October 2025 06 August 2026 06 August 2027

Validity of this certificate is subject to successful completion of surveillance audit on or before due date,
in case surveillance audit not conducted this certificate shall be suspended/cancelled.

4_,.,.—44*'“"

Director

For verification and updated information concerning the present certificate visit to www.Imscert.uk/www.Imscert.com

This certificate is property of LMS Assessments Limited and remains valid subject to satisfactory surveillance audits
and shall be returned immediately when demanded.

Accreditation LMS Assessments Limited
5 International Office: Bartle House, Oxford Court, Manchester,
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