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To measure shaft wobble, ensure that the paddle is in its operating position within Vessel 1, and
that the paddle clears the bottom of the vessel module body. Place the magnetic clip on the shaft,

aligning it with the rpm d Program the di
speed, then initiate spindle rotation. Click Run when ready.
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AGILENT ak00001
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Dissobstion Apparatas: Masufactuser  Agdlent Techaologies

Modd =

T05-DS Serial ®

MY 13488412

MECHANICAL QUALIFICATION REPORT SHEET - PADDLE APPARATUS

Calibration Paint of . . .
Pasamserer ] P— Rowalts Tools Used Specifications
Vessel Plute Level ml nl Aglle: 250-D5 1M 5 0.5° from hostzontal
0.2 0.2 SN MY 15282016
3 . L
Shaft wobble I cm abave top of paddle 1 E L Odmm | Aglent I80.DSVM < 1.0 mm total rumout
SN MY 15282015
I Ddemm 4 03mm
¥ 07mm & 0Olmm
0lmm & O05mm
Shaft verticality Aleng shaf ml e L ﬁ.;ﬂmr.:sﬂ-l}!.i Vi = 005" from vertical
! 02 A3 | SN MY15282015
Roecond vesults at I points I £.3° 02"
that aze 20° apast 3 0.2% 0.2
4 0.1 0.1
3 A0.3% -0.3*
& 02" 01"
3 0.2 0.5
B 0.2 0.1
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Specification

Select Compliance Specification for Defaults

ASTM E250307
_ FDA DPA-LOP 002
Specifi USP Toolkit 2.0

%ilem MG, P/N 76-3042
Bashet e Hei A EJara mm or within

Rotational Speed 50,100
Shaft Wobble

Shaft Verticality

Basket Wobble

Wessel Centering

Wessel Vedicality

Vessel Plate Lewvel

Bath Temperature 370

Vessel Temperature 370

Vibration

b4

% Elnsa

20 mm or within
10 mm total runout

05 * from vertical

10 mm total runout

10 mm from center line
10 *from vertical

05 *from horizontal
05

D5

W e

% n'a
n/a
n/a
n/a
n/a
n/a
n/a
n/a
n'a

n/a
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=) Trend Measurements &2
Select Dissolution Apparstus Select Operator Select Approval
|MY13488412 - [AGILENT\akD00001  +| |Reviewed -
Select Measurements Select Time Span
Rotational Speed Startt Date &/ 12014 @
Shaft Wobble &l End Date 1211172015 B-
T e O Select Vessel Postions
K
Basket Wobble [l |'_;ﬂ 2 =
3
Vessel Centering sl 4 |E
5
Vessel Veticalty F s
v
Vessel Plate Level [l g- 1
Plot Trend
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Reason Code Created Updated
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Compliance Specification  FDA DPA-LOP 002 Custom
Specification Changes
Difference  Test Specification
Added Vessel Plate Level Limit = 0.5
Added Vibration Limit = 30.0
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1. Agilent technologies practical solutions
newsletter Volume 11, issue 1 http://www.
agilent.com/cs/library/periodicals/public/5991-
0073ENUS_low_res.pdf

2. Redefining Dissolution Qualification — An in
depth Examination of the USP PVT and the
ramifications of moving to a fully mechanical
qualification, Agilent Technologies LCGC
Whitepaper, publication number 5991-6754EN.

3. FIP Position Paper on Qualification of
Paddle and Basket Dissolution Apparatus,
AAPS http://www.ncbi.nlm.nih.gov/pmc/
articles/PMC2802143/pdf/12249 2009
Article_9291 pdf

4. Proper Implementation of Enhanced Mechanical
Calibration of Dissolution Apparatus 1 and 2,
Agilent Technologies, publication number 5990-
9866EN, May 1, 2012.
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