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nne- age Srategy
QI:[ l:[ Iﬁ H *H , ' 5 1 | I mﬁﬁ I{E Customer Abc Conceptual Design
- 1. Mission Demands
MU
jﬁﬁﬂ%ﬁaar SERbRAE |
\ \ I ]\‘%n }j& ]_\“{ Be areliable
purification facility for Product A
L / A -L/\ J\ / 75 / * Bean attractive place to work within the local community and within the Na}i‘aym
Company Plant 1 - capacity
[ 2N /\ ¢ Comply with Company Way of Management and Company corporate policies
\ 1 ‘{ J‘I" * Comply with the Company People Strategy (Winning Culture) Year
EENL A
2. Objectives Success Criteria

+ The project is executed within 22 month from Detailed Design until
completed 1Q/0Q

AR SIS TMT Sp—

Fast Process Validation and Ramp Up

+ PQand PV within 8 month
+  The production capacity isramped up to xxxx kg/year within 12
month after Process Validation is finished

Strategy

+ The New Plant will be a stand alone facility with autonomous
utilities, raw materials & solvents, offices, laboratories, maintenance
and canteen

Sand alone facility

+ No surprisesin capabilities and limits for process modules between
development, engineering and production

Space available to allow standard modulesto be adjusted during
design phase

Well defined flexibility and limitationsfor
each processmodule

+  The facility must meet all present GMP requirements
+  The facility must comply with Company quality standards
+  The facility must comply with Company policies

In compliance with national and
international regulations

Possible to produce Product A based on xxx
oryyy

+ Itispossible to switch from xxx to yyy process within 1 day

+ Maintenance isintegrated in the production scheduling
+ CPisnot alimiting factor of the production capacity

Operations

Production down time is minimized

L4 4 idid
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