Regulatory Alert

July 24, 2025

Guidelines

This is to apprise you regarding the key developments under the Machinery and Electrical Equipment
Safety (Omnibus Technical Regulation) Order, 2024 (‘OTR’), and Machinery and Electrical Equipment
Safety (Omnibus Technical Regulation) Order, 2024, dated June 12, 2025 (‘OTR Amendment Order’). The
Bureau of Indian Standards (BIS) has issued operational guidelines on 14 July 2025 for grant of
certification under the OTR. This alert provides a summary of the key processes and documentation
framework outlined in the guidelines.

Background e The OTR aims to regulate a broad class of machinery and electrical equipment from a
safety and conformity standpoint. While the OTR has been deferred till 1 September
2026, the lack of procedural clarity left industry stakeholders unsure about how to
operationalize compliance.

e Key aspects such as the required contents of the technical file, the manner of scrutiny
(e.g., desk audit vs. site audit), the specific formats and supporting documentation
were not prescribed. As a result, companies were unable to effectively initiate internal
readiness or begin the application process in a structured manner.

e The BIS has nowissued detailed “Guidelines for grant of certification under Scheme-
X for OTR regulation” on 14 July 2025. These guidelines bring much-needed clarity to
the procedural framework under the OTR and lay down the steps for certification under
the Scheme-X.

Key highlights of Types of certifications:

the guidelines L . S
e The guidelines provide for two types of certifications under Scheme-X:

— Licence to use the Standard Mark having a validity duration
— Certificate of Conformity (CoC) for a specific lots, batches, or prototypes




Application and certification grant process

e The application is to be submitted in Form-I, along with the Technical File and other
supporting documents

e Certification is granted upon successful assessment, subject to the applicant
demonstrating that:
— The product meets all applicable requirements of the relevant Indian Standard,

and

— All procedural and documentation requirements under Scheme-X are fulfilled

e BIS will form its decision on a review of the Technical File, desk audit findings, and site
audit observations

Assessment Mechanism
The assessment process comprises two stages:
Desk Audit

e BISwillconduct adesk-based review of the application for completeness, including the
Product Compliance Report

e Any deficiencies or queries identified during this stage will be communicated to the
applicant

e The applicant must respond with clarifications or additional documents within 15 days
of receipt of the query

Site Audit

e A physical audit will be conducted at the manufacturing site to verify infrastructure,
quality systems, traceability mechanisms, and alignment with submitted
documentation

e The audit would be conducted over 4 man-days by a team of 2 auditors (a departure
from other schemes, which generally involve a single auditor)

e The Technical File will be critically evaluated for conformity with applicable safety and
performance requirements

e BIS will issue formal observations post-audit, which must be addressed by the
applicant

e Certification will be granted only if BIS is satisfied that the product conforms to the
applicable Indian Standard and the manufacturing setup is capable of ensuring
consistent conformity

Technical File

The Technical File forms the foundation of the certification process. It must include, at a
minimum, the following;:

e Product specifications, engineering drawings, and photographs
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e Risk assessment and validation of safety-critical features

e Traceability mechanisms (batch/serial number systems)

e Testreports (in-house or BIS-recognized/accredited labs)

e Product Compliance Report, mapping each clause of the Indian Standard
e Process flowchart, process map, and factory layout

e Packaging details and marking/labelling information etc.

Additional requirements for Foreign Manufacturers

e Applications must be submitted in physical form (manual submission); online filing is
not currently available

e Appointment of an Authorized Indian Representative (AIR) is mandatory
— The guidelines specify eligibility criteria and responsibilities for AIRs

e The AlIR is responsible for compliance liaison and post-certification obligations

e All associated costs (e.g., inspection, travel, testing, audit logistics) must be borne by
the applicant

Fees and charges

e Applicable fees and charges for application processing, audits, and related services
have been specified in the guidelines

The issuance of the guidelines marks a significant milestone in operationalizing the OTR
regime. The guidelines provide a direction on the expected contents of the technical file,
the structure and depth of factory assessments, submission protocols for foreign
manufacturers, and the scope and conduct of on-site inspections.

Product-specific guidelines and the final grouping logic are being progressively released,
with guidelines for metal cutting machines issued on 17 July 2025. Once all product
specific guidelines are issued, the companies will be in position to submit a fully complete
application. That said, the guidelines still provide sufficient clarity for stakeholders to
meaningfully initiate their preparatory efforts. Businesses should assess the applicability
of the OTR to their product portfolio and begin compiling the necessary technical
documentation to ensure they are well-positioned to submit applications as soon as the
remaining details are published.

-

LS
G - i |

v




ADDRESSES

Mumbai

1101, One World Centre,
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Mumbai-400013

Tel: +91 226108 1000 / 1900
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Ahmedabad - 380015

Tel: +91 796134 3434

Bengaluru

Lavelle Road, 67/1B,
4th Cross, Bengaluru,
Karnataka - 560001
Tel: +91 90510 48715

Delhi/ NCR
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Haryana—-122 002
Tel: +91 124 668 7000

New Delhi

1007-1008, 10th Floor, Kailash
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Tel: 011 4471 9513

GIFT City

Dhruva Advisor IFSC LLP

510, 5th Floor, Pragyal ll,
Zone-1, GIFT SEZ, GIFT City,
Gandhinagar — 382050, Gujarat.
Tel: +91 7878577277

Disclaimer:
Theinformation contained hereinisin summary form and is therefore intended for general guidance only. This publication is notintended to address the circumstances of any particular individual
or entity. No one should act on such information without appropriate professional advice after a thorough examination of the particular situation. This publication is not a substitute for detailed
research and professional opinions. Before acting on any matters contained herein, reference should be made to subject matter experts, and professional judgment needs to be exercised.
Dhruva Advisors LLP cannot accept any responsibility for loss occasioned to any person acting or refraining from acting as a result of any material contained in this publication

Pune

305, Pride Gateway,
Near D-Mart, Baner,
Pune —411 045

Tel: +91 20 6730 1000

Kolkata

4th Floor, Unit No 403,
Camac Square,

24 Camac Street, Kolkata
West Bengal - 700016
Tel: +91 3366371000

Singapore

Dhruva Advisors Pte. Ltd.
#16-04, 20 Collyer Quay,
Singapore - 049319

Tel: +65 9144 6415

Abu Dhabi

Dhruva Consultants

1905 Addax Tower,

City of Lights, Al Reem Island,
Abu Dhabi, UAE

Tel: +971 26780054

Dubai

Dhruva Consultants

Emaar Square Building 4, 2nd Floor,
Office 207, Downtown,

Dubai, UAE

Tel: +971 4 240 8477

Saudi Arabia

Dhruva Consultants

308, 7775 King Fahd Rd,

Al Olaya, 2970, Riyadh 12212,
Saudi Arabia

www.dhruvaadvisors.com

Follow us on: @ ® @ D

KEY CONTACTS

Dinesh Kanabar
Chief Executive Officer
dinesh.kanabar@dhruvaadvisors.com

Ranjeet Mahtani
ranjeet.mahtani@dhruvaadvisors.com

Jignesh Ghelani
jignesh.ghelani@dhruvaadvisors.com

Kulraj Ashpnani
kulraj.ashpnani@dhruvaadvisors.com

Dhruva Advisors has been consistently
recognised as the “India Tax Firm of the Year”
at the ITR Asia Tax Awards in 2017, 2018,
2019, 2020 and 2021.

Dhruva Advisors has also been recognised as
the “India Disputes and Litigation Firm of
the Year” atthe ITR Asia Tax Awards 2018 and
2020.

WTS Dhruva Consultants has been
recognised as the “Best Newcomer Firm of
the Year” at the ITR European Tax Awards
2020.

Dhruva Advisors has been recognised as the
“Best Newcomer Firm of the Year” atthe ITR
Asia Tax Awards 2016.

Dhruva Advisors has been consistently
recognised as a Tier 1 Firm in India for
General Corporate Tax by the International
Tax Review’s in its World Tax Guide.

Dhruva Advisors has been consistently
recognised as a Tier 1 Firm in India for
Indirect Taxes in International Tax Review’s
Indirect Tax Guide.

Dhruva Advisors has also been consistently
recognised as a Tier 1 Firm in India for its
Transfer Pricing practice ranking table in
ITR’s World Transfer Pricing guide.
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