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The majority of the products
developed and manufactured at
Bioglan are creams, gels,
ointments and lotions for topical

application.

Bioglan has skilled and
experienced staff and well-
equipped laboratories ready to
solve your analytical problems,
and provide routine support
testing, from raw material to

finished product.

The Bioglan facility allows us to
provide non-sterile clinical trial
batches (phase I, II, and Ill) as
well as commercial scale

batches for world-wide sales.

The quality system fulfils the EU
and FDA GMP (Good

Manufacturing Practices)
requirements as well as the ISO
13485 standard for Medical
Devices. The facilities are
regularly inspected for GMP
compliance by MPA.

CONTRACT DEVELOPMENT AND MANUFACTURING

Manufacturing

The team that supports you in product
development has extensive understanding
of the commercial manufacturing
processes. Seamless scale-up, continuous
method and process development and
validation will assure the quality of your
product and reduce cost and shorten the

development time.

The development team will assist you in

*  Process development for pilot and

commercial scale manufacturing

°  Manufacturing process optimization and

validation
*  Cleaning validation
¢ Clinical material manufacturing
°  Scale-up manufacturing

*  Process transfer and adaptation — site

transfers — if required

Bioglan part of REIG JOFRE Group

Bioglan’s premises are
comprehensively equipped with
modern laboratories and production
areas for semi-solid products such as
gels, ointments, creams and liquids.
The facility is equipped for large-scale
manufacturing and produces for sale in
Europe, North America, Australia,
Middle East, Far East and Africa.

Specialists in semi-
solids

*  Facility and equipment designed for
pharmaceutical production

° Validated purified water system with
tap points in every production room

° Filtered air without re-circulation in all
rooms where product and raw
materials are exposed to the

environment

° Separate area for dispensing of
active substances and flammable

material

*  Climate controlled and refrigerated

warehouse space

*  World-wide distribution support

BIOGLAN

Bioglan AB, PO Box 50310,
SE-20213 Malmd, Sweden
Tel. +46 40 287500

Fax +46 40 287545
info@bioglan.se
www.bioglan.se
www.reigjofre.com
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