Cost of ISO 13485 Certification

ISO 13485:2016
Medical Devices

Management System

Getting ISO 13485 certification is a big step for any company involved in medical

devices. It shows that you're serious about safety, quality, and following the rules. But

one thing most businesses worry about is: how much will it cost?

The answer isn't always simple. The total cost depends on a few different things, and
there are also some hidden charges that people often miss. This blog will break it all
down—so you can budget smartly and avoid surprises.

What Factors Affect 1ISO 13485 Certification Cost?

No two companies pay the same amount. The cost can vary based on:

e Company Size — A larger team means more people to train and more systems
to check.

e Scope — Are you getting certified for just manufacturing, or for design and
servicing too? More processes mean more cost.

e Current System - If your internal quality system is already strong, you'll need
fewer changes.

e Need for Training or Consultants — Hiring experts can speed things up, but
also adds to the cost.


https://sqccertification.com/iso-13485-certification/

e Certification Body — Different agencies have different fee structures.

Hidden Costs of ISO Certification

When you plan for ISO 13485 certification, it's easy to focus only on the main audit
cost. But there are a few things that people usually miss. One of them is the
surveillance audit. This happens every year after you get certified and comes with a
separate fee. Along with that, there’s also a maintenance fee charged by some

certification bodies to keep your certification valid.

How to Budget Smartly for Certification

One of the best ways to manage costs is by picking the right audit partner. Go with
someone who understands the medical device industry and has good experience.
Even if they charge a little more, it can save you money in the long run by avoiding
mistakes or delays. A clear and honest partner makes the whole process smoother
and easier to plan for.

Is the Cost Worth It?

Yes—especially if you're in the healthcare or medical device sector. Certification

brings long-term value:

e Helps you enter global markets.

e Reduces risk of fines or product recalls.

e Improves customer trust and reputation.
e Builds a stronger internal quality culture.

In short, the cost may feel high in the beginning—but the benefits are long-lasting.
Why choose us?

SQC has hands-on experience with medical device companies and understands
what it takes to meet ISO 13485 requirements. We keep the process simple, guide you



at every step, and stay clear with costs. With our experienced team and a practical
approach, SQC helps you get certified without stress.

Contact us

e Apply Now- https://forms.gle/LWSsNAqyDbW38eU76

e Visit our website- www.sgccertification.com

e Callus now-9990747758
e Email- info@sgccertification.com

e Address- 2nd Floor, B, 205, 158, B Block, Sector 63, Noida, Uttar Pradesh 201301

#1s0 #isoindia #isostandard #sqccertification #is013485
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