BIS &
GOMPI.II\NGE

EIEILIE

POLICIES REGULATION STANDARDS

k

STEP-BY-STEP

BIS certification process and Documents
Required for Under (FMCS)




BIS for ISI Mark via FMCS

Scheme

FIRSTLY, we are sharing a step-by-step process and overview of all
actions required for BIS approval

Below is the preliminary information required for FMCS
¢ Name and address of Actual Manufacturing sites
e A copy of the Manufacturing license or ISO
e Final Confirmed list of products along with its artworks

FMCS (Foreign Manufacturer Certification Scheme) - BIS

For foreign manufacturers, we need to apply offline with documents and
test reports at the FMCS (Foreign Manufacturer Certification Scheme)
department in BIS.

The steps for getting an ISI Certificate are as
follows:-

Confirmation of Product Quality as per the
concerned IS Standard:

e |dentification of ISI Standard Code




Filing of the Application Form

Arrange the Internal Test Report of the product as per the
test report given by us for your reference

Compiling all required documents
Remit the application fees directly to BIS
Filling up the Form-V

Submission of Application Form with all enclosures as per
checklist

Get confirmation about the scrutiny of documents by the
BIS Office

Remittance of Audit Fees & Travelling Expenses
for Inspection

Pay the audit fees for the inspection
Get confirmation about the BIS Inspection Team

Organize the VISA, Ticket, Lodging & Boarding for the
visiting team

The inspection team will visit the Factory for Physical
Verification of the factory premises

The team will verify the Factory Set-up & Quality Control
Process

The team will pick a random sample to be tested in an
approved Lab in India

INR 7000 per man per day




Organize the Lab Test Report (LTR)

BIS Identifies a lab for testing the products for the products
picked up at the Premises.

Provide the sample (picked up by the team) of the product
to get tested

Get the test result

Closure of Non-Conformity (if any) and Remit the
Official Fees

Rectify the process of the Factory Unit if the inspection
team points out

Submit the proof of rectification done by the unit to close
non-conformity

Pay the annual marking fees (annual license fees) to BIS as
per the table below

Submit the Bank Guarantee to BIS

Get the ISI Marking /Registration Certificate

There are also cases where BIS can make up to second
visits to a Premises, In the case of the first visit, Non-
compliance is seen then an NC report will be given to
the manufacturer to improve the same and a second
visit will be made to check Earlier Non-compliances for
approval




NOTE: The timeline for getting an ISl certificate is
7-8 months.

Documents Required under (FMCS)

1. Nomination Form

2. Application Form

3. List of Machinery

4. List of Test equipment
5. List of Raw Materials
6. Plant Layout

7. Location Plan

8. Calibration Certificate of all equipment's with the
English version

9. Educational Qualification Documents of Laboratory In-charge
with the English version

10. Appointment letter of Laboratory in Charge with the English
version

11. Experience the letter of the Laboratory in Charge with the
English version

12. Factory Address Proof, Business License of Factory with the
English version

13. Factory Test Report / In House Test report of your product




100K+ PRODUCTS

REGISTERED LIFE LONG RELATIONSHIPS

100% TRANSPARENCY

50+ YEARS OF AND TRUST
EXPERIENCE

Solid and Non-ambiguous Confidential
agreements along with our internal charters
for confidentiality ensure your data is

protected.
Over years, the name NKG has become

synonymous with providing transparent,
Efficient, Result Oriented Regulations Strategically based in Delhi, the Regulatory

Services & Solutions, ' '
ervices & Solutions Capital of India.

Knowledge Bank at NKG is evenly spread
across Industries & Categories such as
Drugs, Medical Devices, IVD, Narcotics,

Vaccines, Cosmetics & Growin

NKG will keep moving forward to become a one stop
shop for regulatory compliances. We will work with
Regulators, Stakeholders & Consumers to ensure
following of Good Regulatory Practices which lead to a

TR U STE D Better Business Environment.
RE NOWN E D NKG acts an Asset for its Clients so that Clients can focus

on their CORE activities and delegate compliances to us

LEADERS IN
RECGULATORY SERVICES

IN NUMBERS FROM
REGULATORY TRACK RECORD

5000+ 100K+ 100%
INT'L BRANDS REGISTERED PRODUCTS REGISTERED TRANSPARENCY & TRUST




OUR CLIENTS
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Contact Us

N

TALK FOR CONTACT

COMPLIANCE SUPPORT

Want to get an application done? Seeking help regarding an already
Just pick up the phone and call us. filed application? We're here for you.
+91 97111 97602 +91 99990 83666

NKG

NKG ADVISORY BUSINESS &
CONSULTING SERVICES
PVT LTD

NEW DELHI,
INDIA




