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Services

Project Management

Established project model

Dedicated project managers for CTM and CDMO

Umea

Stockholm

Development work

Drug formulation development

Construction of primary and secondary package

Clinical Trial Material

Manufacturing of IMP and placebo

CMC documentation support

Manufacturing

Clinical trials and commercial scale

Approved suppliers

Packaging materials X X X
. . Chemical analysis X X X
Analythal SerVICES COOCOTOTTO0I00 O0OG00000000 asssaan e | e [ s
Microbiological analysis X X

Class*

Malmo

Umea

Stockholm

Manufacturing capabilities

Wet granulation D X X
Dry m |xture | n Capsu|es ............................... D ........................ X ..................................... X ...........
So“ds ...... R R R R R R R R EEC R R ERERRRECRELRERECREEE
Modified release capsules D X X
Granules powders .................................... D ........................ X ..................................... X ...........
Suppositories D X
Semi solids Gels .................................................... B'D ..................... X .................. X ..............................
Ointments B, D X X
Cr eams ................................................ BD ..................... X .................. X ..............................
Liquids EmuIS|ons .............................................. BD ..................... X .................. X ..............................
Suspensions B,C,D X X
Vials 1.5 to 1 000 mL B, C X
PFS 1 and 3mL ....................................... BC ........................................ X ..............................
._I._ ubes 5 g to 309 ...................................... BC D .................. X .................. X ..............................
Primary packaging Ampoules 210 mL .................................... BC ........................................ X ..............................
Infus|on bag 100 300 SOOand 1000 mL ........... B ............................................ X ..............................
Sachets ................................................ D ........................ X .................................................
Bott Ies .................................................. BC D .................. X .................. X ..............................
FDA (US) X X X
EU GMP ......................................................................... X .................. X .................. X ...........
Cortifications C||n|ca| T |.'i.a;|. M ét.éniiél' (|MP) ..................................................... X .................. X .................. X ...........
.\./ etennaryProducts ............................................................. X .................. X .................. X ...........
.A nv|sa(Bras||) ................................................................... X ..................................... X ...........

*Aseptic/(class B). Sterile (class C). Non sterile (class D)



Development Capabilities

Small molecules

Biologics
Handling of different API's and [ 71" "+ i s s s B LR L LT LT P PP PP PP PP P TP PRPPPPPS
Peptides
[ooTaq] oo T [ aTo £ = A S
Protein

Light-sensitive compounds

Wet granulation

Modified release capsules
Ol e E

Solutions
Pharmaceutical e SUPPOSIOTIES e
development Gels
Ointments
Topical dosage forms

Injectable solutions (aseptic and sterile manufacturing)
Parenteral dosage forms

Pre-filled syringes

Placebo and dosage form strategies

Specials

Analytical (o)1= - R R R R R R R R R R R P Ry

Analytical
development

Endotoxins

HPLC/UPLC - UV, PDA, MS and refractometer

Analytica| techniques ..........................................................................................................

Suntest

According to ICH guidelines
Stability studies

Controlled climates between -80C/AMB to 40C/75%RH




APL offers a wide range of services
that covers the entire development and
manufacturing chain

Project Management Analytical Services
» Experienced project leader * Chemical analysis
* Project documentation * Microbiological analysis
Supply Chain Services Clinical Trials
» Sourcing and procurement of « Manufacturing

raw materials and API’s * Randomization
* Supplier qualifications * Coding
« S&OP Management + Packaging and labeling
Product Development Manufacturing
 Preformulation/Formulation + Process scale up and tech transfer
» Dosage form design » Large and small GMP production
* Process development « QC and QArelease
« Analytical method development « Aseptic/steriles
* Registration documentation « Non steriles

* Dry preparations

Apotek Produktion & Laboratorier (APL) is one of Europe’s leading companies in extempore manu-
facturing and stock preparation, and we work on behalf of society and other pharmaceutical com-
panies. We are also established contract manufacturers within Life Science in Scandinavia where
we provide development and analysis. With approximately 500 employees and five manufacturing

units, we develop medicines that improve and save lives.
Read more at www.apl.se
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