Top FAQs

Russia &
Brazil
Regulatory Changes
and Market Access

1. It was mentioned that translations can only be
done by a Responsible Body (RB) and that the
translations must be performed by
ROSACCREDITACIA accredited companies. Is this
only for Russia?
This is only for Russia. Each country may require their
own translations such as Brazilian Portuguese or
Traditional vs. Simplified Chinese.
2. Will the EAC mark allow entrance into the Custom
Union (CU) market, but manufacturers are still
required to register with each Ministry of Health
(MoH)?

Intertek can check into this if you provided us with
your product's technical details. Please call +1 800
967 5352 or email us at iCenter@intertek.com.
5. Many of our products are EU classified as
laboratory equipment. Will these types of
devices also be required to meet the new
requirements in the Customs Union?
EAC is a fairly broad regulation. It can be applied
for consumer IT equipment, commercial products,
etc. The Technical Regulations provide the rules
of what products fall within the Certificate of
Conformity or Declaration of Conformity process.

Correct, there are multiple regulators that may be
applicable for an EAC country within the CU. The EAC
is applicable for the EMC regulations, but a separate
certificate would be required for each telecom Authority
if the product incorporated a radio, plus each MoH for
the medical Authority.

6. Which regulation covers EAC
requirements for medical devices when
EMC is applicable?

3. Will an EAC approval eventually replace local
Russian national approval, or will both be
necessary?

7. Does Intertek have only 2 reviewers in the
US or does all of Brazil only have 2 reviewers?

Our experience is that EAC took multiple years to
transition into effect. If there is transition, it will be in
government communcation for some time and we would
continue to monitor the situation and provide updates as
necessary.
4. Our product claims compliance to a particular
standard that still does not require IEC 60601 3rd
edition. Will not having IEC 60601 3rd edition create
a problem in Kazakstan?

The Technical Regulations (TR's) provide the rules
for approval.

Intertek has 2 reviewers for Brazil, located in the
USA. We also have reviewers in the U.K. and
China for better convience based on the location of
the factory being audited.
8. If you used the ANVISA path will the auditors
still refer to INMETRO regulations or
standards such as Portaria No. 350?
INMETRO is on the path towards ANVISA
approval. Once INMETRO approval has been
obtained, the manufacturer can proceed with
ANVISA approval.

9. Would a test report indicating
test voltages of 90 and 264 VAC
be acceptable?
Brazil and other country Authorities such
as Japan and Korea expect the test data
to be captured at their specific voltage
and frequency combination.
10. Can the Brazil-specific factory audit
coincide with the 13485 audit, or would
it be a separately scheduled audit?
This depends on the credentials of the
specific auditor.
11. Is the INMETRO Mark required to be
visible on the shipping boxes as well?
Labeling is always a topic for discussion
and review with the regulatory authority.
Some products require warning
statements and those usually must be
translated. Typically, the product,
package, shipping container, and user
manual should reference the product's
approval markings.
12. What are the options if testing has
been more than 2 years and there is
not someone available locally in Brazil
to support local testing?
You can work with your local lab and
account manager to see what new or
updated testing could be conducted in
order to update your product report to
meet the maximum 2 year
old requirement.
13. Are the requirements the same for
an IVD device? There are seperate EU
directives for each device and the IVD
is tested to IEC 61010-2-101, not the
medical standards.

"Requirements" need to be considered per
product by per country. If there is a separate
standard applicable for a device, then it should
be tested and approved that way.
14. Which countries require EMC/Radio
testing physically IN that country (i.e. testing
cannot be conducted in the U.S.)?
There is a fairly large list of countries that require
in-country product testing. A few are Algeria,
Brazil, China, Japan, Mexico, Taiwan, and UAE
(visual inspection).
15. Do you see any movement towards
development of a global process, for
example, FDA working with EU, or
discussions within GATT? It seems that the
requirements for compliance with so many
national entities could be considered a trade
barrier?
The "business" of product compliance within
each country will continue to evolve. China is in
the process of allowing non-Chinese test and
certification bodies to provide approval for their
market versus the traditional requirement of
in-country testing. These changes are typically
very slow to evolve.
16. Is GMP required in either Russia or Brazil
for the upstream supplier to the medical
device manufacturer?
Certification is provided at the manufacturer's
level with the usage of in-country representation
as part of the certification process.

Learn more about Russia & Brazil Regulatory
Changes and Market Access by downloading
the recorded webinar at
http://www.intertek.com/medical/russia-brazil-regulatory-changes-market-access-webinar-web/

