FINIK S group

Biomedical industry since 1993

In Ljubljana, Slovenia i




FINIK S group

BIOPROD

Assembly of autotransfusion
and perfusion sets

MIKROIKS

Engineering and development
projects for the group




Bioiks d.o.0. is a manufacturing
company with long tradition, which
provides service of biomedical
production in clean rooms for its
strategic partners.

Under name biomedical product we
understand products for single use
(disposable products) such as plastic lines
and accessories for blood dialysis, plastic
lines and accessories for peritoneal dialysis,
PVC drainage bags and PVC solution bags.

Large-volume production and
capacity of drainage bags for
hemodialysis lines and devices, as
well as production of bags for
hemodialysis and peritoneal
solutions positions company Bioiks
d.o.o. at the top of european
manufacturers of bags.

Back in 1995, main mission of a newly-established company was
production of drainage bags for hemodialysis for the well-known
multinational company. First group of 5 workers began to work on 30.
5. 1995 under leadership of managing director dr. Rudolf Ro¢ak and
with technical support of company Hitti d.o.o. In the beginning of 1998
the company began to assembly also blood dialysis lines.




Today, Bioiks d.0.0. continues the tradition of producing dialysis lines and
drainage bags for two big multinational companies, Gambro and
Fresenius, as well as production of solution bags for Italian company
SIFRA. Bioiks d.o.0. produces about 18 million drainage bags per year,
about 1,5 million CAPD lines and about 250.000 APD lines for peritoneal
dialysis and about 4 million solution bags per year.

In year 2003 the company was given the
certificate of quality 1S09001:2000, since
year 2007 it holds certificate of quality
1SO13485:2003, which is granted to
manufacturers of biomedical products.
Company Bioprod d.o.o. got the CE
registration for selling products under
brand name Pharmagena.




GROUP presentation

Co-owners of FINIKS from left to right .
Zlatko Bele, dr. Rudolf Ro¢ak, dr. Iztok Sorli




BIOIKS yearly production capabilities

30 mio PVC drainage bags

21, 31, 5| 9] naked or as accessories

15 mio PVC solution bags

250ml, 500ml, 1I, 2I, 3I, 5l, 6l, 10l naked or assembled

5 mio equivalent dialysis blood lines

2mio accessory lines

1,5mio lines for CAPD dialysis

0,5mio lines for APD dialysis



BIOIKS capabilities

Biolks vision and strategy :

Industrial production of biomedical
products with the finest quality.

The combination of manual
and automatic assembly with
#a very slim overhead
structure (only 11 out of 450
employees ) enables stable
~performance at affordable
Ccost.

Investments in the structure
(3.800 m? of clean room and
5.500 m? of auxiliary and
warehouse area) allowed the
group to become a reliable
partner to its customers.

To our customers we offer a complete supply chain service.



BIOIKS capabilities

Continuous improvement, state of the art quality
system, transparency of internal quality data, well
trained personnel and quality control team led to very
low complaint level from the market

v'only 14ppm complaints for blood lines
v'less than 1ppm complaints for drainage bags

Bioiks has been 1S0O13485 certified and audited by BSI
for more then 10 years.

Bioiks holds its own CE certificate for infusion lines
issued in 2004 and renewed in 2012

CERTIFICATE DF REGISTRATION

Quality Management System

This is to certify that

Bioiks d.o.o.

also trading as Bioprod d.0.0.
Stegne 11

Ljubljana

1000

Slovenia

Hoid Certificate No: MD 77271
and operate a Quality Management System which complies with the requirements of ISO 13485:2003 for the

following scope:

The design, devel and re of sterile catheters, infusion and transfusion
lines

The suk bly of device p in a clean room environment
For and on behalf of BSI:

David W. Ford, Executive Director, Healthcare and Testing
First Issued: 15 Mar 2004 Date: 2 Jun 2010
Expiration Date: 14 Mar 2013 2
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This certificate remains the property of BSI and shall ba returned immediately upon request.
The British Standards Institution Is incorporeted by Royal Charter.

Group Heedquerters: 338 Chiswick High Road, Landan W4 4AL UK. [ 2 ¥ o Y ]
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Bsl, ark House, Maylands Avenue, Hemel Hempstead, Hertfordshire, HP2 4SQ United Kingdom Tel: +44 (0)8450 765600 Web: www.bsigroup.com
831 Gra iquarters: 389 Chiswick ad, Lsndon Wi 4AL Tt st Chartes P10280808040




BIOIKS capabilities

In house development, design and manufacturing of
tools, small accessory equipment and robots to support
Iarge scale production of biomedical devices.

Manual & automatic tube cutters

Construction of assembly robots

Manufacturing of tols for RF welding machines




BIOIKS capabilities

Manual production of subassemblies and lines
for blood and peritoneal dialysis




BIOIKS capabilities

Automatic tube cutting and automatic assembly
on Bioiks constructed machines




BIOIKS capabilities

Production of drainage and solution bags




OUR TYPICAL PRODUCTS




THANK YOU VERY MUCH

Headquarters :

BIOIKS d.o.o.

Stegne 11, 1521 Ljubljana
Tel.+386 1 5133 770
Fax.+386 1 5133 771
Mobile +386 41 674 599
1ztok.sorli@biolks.si

GPS coordinates
N 46°5' 7" E 14° 29' 7"

Business opportunity Manager for Bioiks d.o.0. - Bioprod d.o.o.

PROJECT srl

Viale Muratori 275
41125 Modena, ITALY
Tel. +39059244398
Fax. +39059433132
Mobile +393472253857
a.blanco@project-italia.it
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