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1. APl on the market for many years supported by an ASMF:

APl manufacturer

|
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cC — _ —> APl —>  Drug product
Starting material

2. CEP application:

SM manufacturer APl manufacturer
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B — —> —> C - J— —> AP —> Drug product
Pre-starting material Starting material

3. Re-definition of starting material:

SM manufacturer * Intermediate manufacturer APl manufacturer

l | A
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A —> —> —> B — —> —> c —> — —> AP —> Drug product
Pre-starting material New starting material Intermediate
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