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Select type of periodic qualification performed z e v MQ with

for your apparatus: LSELPVT (PG T St 280-DS MQS
Enter # of hours to complete qualification for

each USP Apparatus (i.e., Basket OR Paddle 2z Hrs. 0.5 Hrs.
methods):

Enter % of USP PVT procedures requiring 50 % 0%
Stage 2 testing (i.e., n=12): i

Enter % of qualifications requiring failure 10 " e
investigation (e.q., failed Stage 2, failed MQ): ) 3w

::;er;:geuge hourly labor rate for dissolution 3 USD/Hr. 30 USD/Hr.

Select which USP Apparatus are qualified for

ks v
each Dissolution Apparatus: Baskats Baskets

Enter number of Dissolution Apparatus 3 Apparatus

qualified per year: 3 Apparatus.

How often is each Dissolution Apparatus
i bt et 1 Time(s)/Yr. 1 Time(s)/Yr.

Your estimated annual cost of periodic
dissolution qualification: $3’593'75 usb
Your estimated yearly savings by using the
280-DS MQS and enhanced Mechanical
Qualification:

$1,361.93 USD

Your estimated savings percentage (current vs. o,
280-DS MQ): 37.9%

Annual Cost Estimate of Periodic Dissolution
Qualifications: $4,000

USP PVT (PQ) - Two Stage
W MQ with 250-D5 MQS $3,000
52,000

$1,000
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downloads/Drugs/Guidances/UCM507098.pdf

2USP <1157> Pharmaceutical Dosage Forms, US Pharmacopeial Convention, Rockville, MD, USA; USP 40, 2017

8 USP <1092> The Dissolution Procedure: Method Development and Validation, US Pharmacopeial Convention, Rockuville,
MD, USA; USP 40, 2017

4 FIP/AAPS Guidelines to Dissolution / in Vitro Release Testing of Novel / Special Dosage Forms, Martin Siewert, Jennifer
Dressman, Cynthia K. Brown, and Vinod P. Shah; AAPS :PharmSciTech 2003; 4 (1) Article 7, January, 2003
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