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30 2 65 RH+* 5 RH 6
40 *2 75 RH+x 5 RH 6
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+5 RH
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25 2 40 RH+5 RH 12
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40 25 40 75
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60 RH 25 RH 1.9
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(Accelerated testing)

(Bracketing)

Climatic zones

4 W.Grimm
Drugs Made in Germany 28:196-202,1985
29:39-47,1986

(Commitment batches)

(Container closure system)



(Dosage form)

(Drug product)

(Drug substance)

(Excipient)

(Expiration date)

(Formal stability studies)

(Impermeable containers)

(Intermediate testing)

30 /65 RH 25

(Long term testing)

(Mass balance)



100%

(Matrixing)

(Mean kinetic temperature)

Haynes J.Pharm.Sci.
60, 927-929, 1971)

(New molecular entity)

(Pilot scale batch)

10 1 10

(Primary batch)



(Production batch)

(Re-test date)

(Re-test period)

(Semi-permeable containers)

LDPE

(Shelf-life)

(Specification)

(Specification - Release)

(Specification Shelf life)

LVPs
LDPE



(Storage condition tolerances)

24

(Stress testing drug substance)

(Stress testing drug product)

(Supporting data)






