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Acceptance limits for 
AUC and C max Substance ATC 

MA Generic range 

Aminophylline/ Theophylline 

R03DA05 
R03DA04 
R03DB04 
R03DA54 
R03DA74 

 90-111% 

Lithium N05AN01  90-111% 

Thyroxine H03AA  90-111% 

Wafarin B01AA03  90-111% 

Antiepileptics apart from benzodiazepines N03 (NOT N03AE)  90-111% 

Immunosuppressives L04 90-111% 90-111% 

Antiarrhythmics C01B  90-111% 

Centrally acting anorectics A08A  90-111% 

Tricyclic antidepressiva N06AA  90-111% 
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Raw Material excl. API
32%

Production employees
13%

 Amortisation
repairing

maintenance
17%

Other cost
17%

logistics
transport

8%

Quality  control
3%

Control of
production

3%

Re-Analysis EU
3%

Administration
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2 Source: http://www.in-pharmatechnologist.com/news/news-NG.asp?id=50919&ip=1 
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