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Our compassion for healthy life is
leading us to focus on innovative
thinking and new technologies in
order to provide medical devices
that make living easier, more
affordable and effective.

OUR VISION
OUR
WORLD

We believe in a world where
everybody is taken care of,
comfortable and happy, in
sickness and in health.

We have NEWS for you!
We have been very busy taking further steps into
globalization as well as expansion of our product
portfolio. Sharing our excitement with you is
important because every step we take and every
project we start, we only have one thing in
mind - to assure mutually beneficial results are
achieved….
Certification renewals, partnerships, new product
additions and new faces in our team are some of
the things that kept us busy as we continue with
our road map to Strategy 2020.
In this issue of the Medallion, we are going to
share the news with you.
We are also continuing to introduce our team members
so you get to know them one by one.
Our aim is to eliminate the distances between our partners and make all
of you part of this movement.
The more we interact with each other, the more successful we can be together.
So now, sit back, relax and enjoy reading about some of the things going on at
Bıçakcılar.
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CERTIFICATION
RENEWALS

Bıçakcılar Receives the
TUVNord ISO 13485
Certification
Regulatory compliance is one of the most
important tasks for medical device
manufacturers. As significant changes are ahead
for medical device manufacturers, we are pleased
to announce that Bıçakcılar has accomplished an
important step as we transition to MDR which
will replace the EU’s current Medical Device
Directive (93/42/EEC).

Our EN ISO 13485 and EN ISO 90001
Quality Certificates:

The Medical Device Regulation was officially
published on May 5th 2017 and came into force
on May 25th 2017. Manufacturers of currently
approved medical devices will have a transition
time of three years until May 26th 2020 to meet
the requirements of the MDR.
We received the ISO13485:2016 certification
from TUVNord that completes the first stage of
the MDR compliance requirements.
EU is an important market for us, so it is
extremely important to meet the regulations
timely and we are fully prepared to complete it
before the deadline.”

RENEWAL

We would also like to take this opportunity to
thank Ülkü Öker, Senior Manager, Quality Control
& Laboratory and her team for the smooth and
successful results achieved.

TUVNord 13485

Company Name:

BIÇAKCILAR A.Ş.
Certificate:

Renewal Date:

May 25th, 2018

BIÇAKCILAR
Corporate Marketing
Certification Renewals

MONTHLY NEWS BULLETIN
June/July, 2018 - Issue No.2

PARTNERSHIPS

Neurosurgery Portfolio
On June 7th, 2018, Bicakcilar Medical Devices
announced an exclusive global agreement with
DESU Medical to provide enhanced living for
patients with Hydrocephalus all over the world.
The two companies will collaborate to include
global distribution and new product
development where both R&D teams will jointly
develop new solutions and enhance current
implant features to deliver shunts that will
improve the life of the patients as well as make it
affordable. This is also a major step as Bicakcilar
continues with the expansion of their neuro
surgery portfolio.
According to the International Federation for
Spina Bifida and Hydrocephalus, in developing
countries around 60% of cases of hydrocephalus
are caused by infection, usually within the first
month of life. 79% of the babies born each year
with hydrocephalus will be born in the
developing world, with limited or no access to
life-saving neurosurgical care. It is one of the
main diseases globally that require continued
research to find the cause and thus a cure.
Bicakcilar is committed to their mission of
compassion for healthy life and focusing on
technologies in that provide medical devices
that make living easier, more affordable
and effective, and this partnership
will reinforce the sustainability
of their mission.

Big Steps into the North
American Market

SURGILINE®

SERIES
by

We Are Taking Big Steps Into World’s Largest Market
with our Surgiline® Operating Tables. We are very
excited to step into the North American market as
we set our goals for Strategy 2020.
This is a great starting point and
opportunity for us on the
way to become a truly
PARTNERSHIP
global brand as we
Company:
enhance our surgery
BIÇAKCILAR A.Ş.
portfolio We will give you
Partnerships:
more details on this in the
DESU Medical And
next issue.
North America
Products:

Neurosurgical Product
And Surgiline 3000 Series
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INTERVIEW

Get to Know Us
An Interview with the Head of Our Quality
Control Team
1. How long have you been with Bıçakcılar and
what is your background?
I got my chemical engineering degree in 1998 from
Istanbul University followed by a master’s degree at
the same university. I started my career in the Quality
Control Department of a pharmaceutical company. I
then joined Bıçakcılar in 2000 and decided to
pursue my career within the medical device sector.
With the application of ISO17025 in our
laboratories, we became an independent service
provider to the medical device market.
2. Please introduce to us the Quality Control
Team and tell us about their specialties…
The team is largely composed of associate degree
graduates working as; Chemical engineer, chemist,
biologist, environmental engineer, metallurgical and
materials engineers & technicians. These specialists
have an average of 5 year- experience at Bıçakcılar
representing the most valuable source for us which is
the competence in what we do.

With this in
mind, and with large
quantities of devices, we set up
three shifts that continuously control
quality to keep at the highest standards.
Therefore, it is very important for us to retain
experienced staff that are also dedicated to the
cause.
4. What are your priorities for Strategy 2020?
Of course, as all other manufacturers of medical
devices, our first priority is switching products before
the end of 2020 to MDR requirements and also
refreshing our CE documentation.
5. Some of the research with customers - How
are you addressing their questions or
recommendations?
For product incompatibility related feedbacks,
making analysis of the reasons and providing our
customers with fast responses as we work in
coordination with our sales teams. Feedback from
customers, in terms of measuring the quality of the
product as well as development is invaluable for us.

3. In terms of quality control of medical devices,
what are the most important challenges? What
is the most successful aspect of Bıçakcılar
quality control
operations?
Essentially all products
and services offered to
the market for "quality"
means the ability to
meet customer
expectations and
requirements. Patients
are our main focus, after
all, every device has the
purpose of saving and
enhancing their lives.
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FROM THE
EDITOR

through collaboration of the
situation throughout the
operation.

When It Is About Human Life
When human life is the subject matter,
contribution of medical technologies to saving
lives is priceless. The design, production and
expert product support with the ultimate focus on
patient’s well- being in mind is paramount.
Our expert team always takes on full responsibility
in critical cases. We start by studying the
anatomical angiographic visuals to get the right
measurements. It is also important to gain the trust
of the doctors that we are assisting.
Then, our expert team prepares a report on the
devices to be used during the operation. As we
participate in the surgery and work with the doctor

At Bıçakcılar, we are a lot
more than a manufacturer…
our product experts actually
participate in the operations
assisting the physicians in
very critical surgeries. It takes
a lot of preparation on our side and a lot of
commitment to do the best. Once we know the
patient’s life is saved, that is when we take great
pride in saying “We touch lives one device at a
time”.

Gülderen Somar
Director of Corporate Marketing

Touching Lives One Device at a Time

iTower Bomonti, Merkez Mah.
Akar Cad. No:3, Kat:15
Şişli 34381 İstanbul, Turkey
T: +90 (212) 210 85 85
F: +90 (212) 210 85 85
E: export@bicakcilar.com
www.bicakcilar.com
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Contact Us!
If you have any specific area that you need information on, please contact
Corporate Marketing.
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