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Commercial scale freeze drying of the final product,PAT
implementation

Freeze-drying process scale-up (from lab of pilot or
production unit)

Freeze-Drying
Technology Solutions

Freeze-drying optimization, cycle robustness testing and application of
new PAT tools (laboratory)

Freeze-drying development (based on thermal analysis results)

Thermal analysis of formulation (most important: accurate measurement of Tg,
Tc, additional information about phase separation, annealing, etc.)

Formulation development (API instabilities, choice of excipients)
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lc<tablishment of

lAcceptable QTTP

Control
Strategy Identification of

Creation Key CQAs All experimental processes, SOP, documentation,

and summary report comply with the corresponding WWW.austarunion.com
regulatory requirements, and the Compliance

Consultation Business Unit of AUSTAR Group will
help to meet the review requirements for the
customer.

Email: info@austar.com.hk

Development Risk

of Robust Assessment
Process
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AUSTAR has established a professional freeze-drying laboratory who can assist pharmaceutical R&D and manufacturing e Process validation consulting of freeze-drying

companies to overcome the diverse challenges about freeze-drying application with the help of our advanced analytical process — MDSC (Differential Scanning
1 Calorimetry) can be used for

measuring glass transition

temperature (Tg’ /Tg) and

)

instruments and experienced technical team. ) :
p @0 Consultation e Application consultation of QbD method in
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freeze-drying process design

eutectic temperature (Teu),

The Service of AUSTAR Freeze-drying Laboratory = . which are the basis for the

freeze-drying process design.
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) . Training ® Freeze-drying principle
Technical Freeze-drying o drvi devel ti i
Consultants BEeratory Py reeze-drying process development in practice
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| FREEZE-DRYER

Freeze-drying

Freeze-drying Freeze-drying technol-

technology research technology training ogy consultation ° e Formulation development
e Freeze-drying parameters detection
A‘E’h Research Services e Freeze-drying process development
e Freeze-drying cycle optimization
® Freeze-dried product analysis
/ . Laboratory freeze-dryer has the same
® Scale-up of freeze-drying cycle structure and control program as
O 2 ADVA N TAG E I N T RO D U CT I 0 N ------------------------------------- those for the commercial freeze-dryer
and can be used conveniently for the
design and scale-up of the freeze-dry-
/ ing process.

tester, freeze-dryer, and other professional instruments. We have also established cooperation relationship with presti-
gious foreign universities, and through comprehensive analysis of the samples by using SEM, XPRD,p-CT, etc.

We have advanced laboratory hardware, The laboratory is complete with MDSC, freeze-drying microscope, moisture O? P RO F ESS I O NAL I N STRU M E N TS ”””””””””””””””””””

> We have an expert consultant team, which includes Peter Haseley, the author of the book named Freeze-Drying, with I FREEZE-DRYING MICROSCOPE

decades of experience in freeze-drying, involving several categories of products: biological drugs, blood products, chemi-

cal drugs, cosmetics, foods and nutraceuticals, etc. /
The freeze-drying microscope can rapidly simulate the freeze-drying process with a trace amount of samples, and the collapse
' We have a professiona[ Compliance consultant team and can provide the research services in Comp[iance with regu[atory fjem_peratl:jre (TC) .Can.be O?Sher\;ed anddm.easured through a microscope. The CO“apse temperature Isan Important basis for the O 5 EX P E RT T E C H N I CAL CO N S U LTAN T 777777777777777777777777
requirements and QBD concepts. esign and optimization of the freeze-drying process. /

Injections

Injections R&D production

PETER HASELEY has fifty years’ experience in
freeze-drying industry and wrote a book named
Freeze-drying, which has been translated into
Chinese. He has acted as an expert consultant in
AUSTAR since 2008.

Process R&D under the guidance of QbD concept Advanced process analytical technologies (PAT)
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Key characteristics parameters of the drugs being The causes of the problem can be efficiently diagnosed
measured by advanced instruments, which will and provide a systematic solutions with rely on the
be taken as the basis for determining process experienced technical consultant team.

design space.

' Providing strong compliance support to pass
drug review efficiently.




