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1. Introduction

This document is intended to |:+u‘|l|dre a valldated record of the Dissolution Tester System
Unit throughout its operational lifetime via a structured framework designed to allow
complete documentation of the system.

The Dissolution Tester System Unils can be operated as a stand-alone or can be integrated
with and online or offline sampling and analysis setup. The Scope of this Qualification
Logbook is limited to providing physical Qualification of the Unit as a Stand-alone system
only with no accessories interfaced.

it Covers all aspect of the system form design criteria through installation, operation and
maintenance with emphasis placed on the role of the suppliers in assisting the customer
to meet all equipment qualll'i:arinn requirements.

For the operation and handling of the Dissolution Tester use the Dperation Manual valid to

corresponding firmware version
I
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2. System Details

Sysiem Hnd:ll ' | Serial Number

Veego Dissolution Tester| 14 Vessels a7nn22
3. Calibration Equipment
553rsti-rn Model | | |Serial Number Calibration Date
Stop Watch &0 HS-46 iINovember 25" 2024
Thermometer r\PFA'-'E-T FE 000216 r\\nvimhlr 22" 2024

|
[

CONFIRMATION

| hereby confirm that all the gu

PERFORMER _Randy

REVIEWER  Juwia

alification above is accurate

Date -_02/10/2025 _ Signed :

HSon pate: B[99 signed: QZ’P

J_lll:..
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&, Operational Qualification (0Q)

4.1 Shaft and Vessel ID

a, Ensure that the system

b, Note the Shaft ID (Number or Serial Number)

Pasition Identification
1 5
2 52
3 53
& Si
5 S5
b S
7 ] 57
! B 8
9 59
10 510
n 51
12 512
13 i 513
14 Sl4

c. Ensure that vessels are pl

positions are marked.

d. Note the Vessel ID (Numbe

r or Serial Number)

Pasition

Identification

Vi

|

V2

V3

Vi

V5

V&

V7

| VB

Ve

Vil

v

Vi

Vi3

e R AR S Ll R T R

V14

4.2 Level Check

s fitted with stirring elements in all active shaft positions.

rcad in all active vessel positions and thal rotational

a. Check the level on the vessel plate with a spirit level, parallel and vertical ta the
front, if using a digital spirit level, the base plate inclination should not be more
than 0.5° in each of the two directions, With a bubble level, the bubble should be

within lines. -
| Acceptance Results
Horizantal oo «(].5" Passed
Vertical o.ao" <[.5" Passed
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4.3 Height Check Basket l
a. Use the Level Probe Instrement or equal to measure the distance between the

inside hottom of the veqsel and the bottom of the Baskets for each position. The
USP states that the distance between the inside bottom of the Vessel and the
bottom of the stirring element is maintained at 25 + 2 mm during the test.

b. Document the ldentification (Number or Serial Mumber) of each basket if

available
c. Document the results of the Height Check Basket in the checklist below
" Helght Check Basket| Observed Acceptance Results |
Position | Identification Height Criteria Pass/Fail

1 Bl 24.06 mm + 2 mm Passed

r B2 23.97 mm + 2 mm Passed

3 B3 24.29 mm +2 mm Passed

k B4 | 23.42 mm __*+21mm Passed

5 BS 25.48 mm +2 mm Passed

& Bé 25.31 mm + 2 mm Passed

T B7 25.09 mm + 2 mm Passed

] BB 23.7 mm +2mm Passed

] BY 2501 mm | + 2 mm Passed

10 B10 244lmm |  +2mm Passed

n B 26,01 mm + 2 mm Passed

12 Biz | 25.77 mm + 2 mm Passed

13 B13 | 25.62 mm + 2 mm Passad

14 Bl4 | 26.08 mm + 2 mm Passed

4.4 Height Check Paddle

a, Use the Level Probe Instrument or equal to measure the distance between the

inside bottom of the vassel and the bettom of the paddle for each peosition. The
USP states that the distance between the inside bottom of the Vessel and the
bottom of the stirring element is maintained at 25 + 2 mm during the test.

b, Document the Identification (Number or Serial Mumber) of each paddle if

available
c. Document the resulls of the Height Check Paddle in the checklist below
Height Check Paddle Observed Acceptance Results
Position IdlrrEI'Il:nllnn Height Criteria Pass/Fail
] Pl , 25.62 mm + 1 mm Passed
2 Pz | | 25.41 mm +2 mm Passed
i P3 ' 24,96 mm + 2 mm Passad
4 P4 25.07 mm « 2 mm Passed
5 P5 24,37 mm +2mm Passed
] P& | 2610 mm +2 mm Passed
T P7T | 2403 mm + 2 mm Passed
8 PE 24.09 mm +2mm | Passed
9 P? | 24.88 mm + 2 mm F"Issld
10 P10 25.62 mm +2 mm Passed
n P11 25.22 mm + 2 mm Passed
12 P12 25.77 mm + 2 mm Passed
13 P13 | 25.26 mm + 2 mm Passed
14 P14 | 26.08 mm + 2 mm Passed

r_-,l.l > o s




4.5 Wobble Check - Basket = |

a. Position the drive unit ta the height of the Wobble Meter.

b. Lock the Wobble Meter at the Vessel of Position 1 and touch the shaft and the
gauge pointer reads slightly more than zero.

¢. Correct the shaft height| so that the Webble Meter Touches the bottom rim of the
basket.

d. Start stirring at the lowest velocily (e.g. 30 RPM) or rotate the shaft manually.

e. Read the maximum and the minimum deflection on the instrument dial in 0.1 mm
resolution. The difference [ distance absolute / total runout is called the wobble.
The USP states that the total runout is < 2.0 mm absolute.

{. Document the results of{the Basket Wobble Check in the checklist below.

9. Repeal steps 1 to & for each position.

h. The test is passed in tetal, if all existing position passed.

Basket Distance
Waobble :.:L“;"I': Mawimi™ | Absolute | Acceptance | Results
Position Observed Criteria Pass,/Fail
{mm) (mm) (mm)

1 0.40 mm 0.90 mm 0.50 mm «2 mm Passed

- 0.30 mm 0.90 mm 0.60 mm < 2'mm Passed

3 0.50 mm 0.95 mm 0.45 mm s 2 mm Passed

4 0.40 mm 1.00 mm 0.60 mm <2 mm Passed

| B 0.40 mm 0.0 mm 0.50 mm <2 mm Passed

[ 0.50 mm 0.85 mm 0.35 mm «2 mm Passed

7 0.35 mm 0.90 mm 0.55 mm = 2 mim Passed

B 0.40 mm 0.80 mm 0.40 mm <2 mm Passed

L 0.50 mm 1.00 mm 0.50 mm < 4 mm Passed

10 0.50 mm 1.10 mm . 0.60 mm <2 mm Passed

1 0.40 mm 0.90 mm 0.50 mm <2 mm Passed

12 0.40 mm| 0.90 mm . 0.50 mm «7 mm Passed

13 0.55 mm| 1L.00mm | 0.45mm «2 mm Passed

14 0.30 mmj 0.95 mm | 0.5 mm < 2 mm Passed

&.4 Wobble Check -Paddle |

a, Position the drive unit th the height of the Wobble Meter.

b. Lock the Wobble Meter al the Vessel of Position 1 and touch the shaft and the
gauge pointer reads sliuhI:I.f more than zero,

c. Correct the shaft height, so that the Wobble Meter Touches the shaft | cm above
the top of the paddie blade.

d. Start stirring al the lowest velocity (e.g. 30 RPM} or rotate the shaft manually.

g, Read the maximum and the minimum deflection on the instrument dial in 0.1 mm
resolution. The difference [ distance absolute [ total runout is called the wabble.
The USP states that the total runout is « 2.0 mm absolute.

f. Document the results of the Paddle Wobble Check in the checklist below.

g. Repeal steps 1 to & for Laqh position,

h. The test is passed in toral..f if all existing position passed.

TIPa



- Distance
:I:tll: My | Maximum | oy olute | Acceptance | Results
Bosition D-ﬂt:tinni Deflection Obisarved Criteria Pasa/Fail
(mm) {mim) (mm)
1 0.40 mm 0.95 mm 0.55 mm <2 mm Passed
2 0.40 mm 0.90 mm 0.50 mm < 2 mm Passed
| 3 0.40 mm 0.70 mm 0.30 mm <7 mm Passed
| &4 0.45 mm 0.85 mm 0.40 mm <2 mm Passed
5 0.30 mm 0.80 mm 0.50 mm <2 mm Passed
[ 0.35 mm 0.85 mm 0.50 mm <2 mm Passed
3 030 mm| || DROmm | 0.50 mm <2mm Passed
8 g020mm| || 0.70 mm 0.50 mm < 2 mm Passed
9 040mm || 0.80 mm 0.40 mm < 2 mm Passed
0 0.35 mm 0.55 mm 0.20 mm <2 mm Passed
) 0.50 mm 0.80 mm 0.30 mm <2 mm Passed
12 0.40 mm 0.90 mm 0.50 mm <2mm | Passed |
13 0.40 mm 0.70 mm 0.30 mm <2 mm Passed
14 0.40 mm | 0.90 mm 0.50 mm +« 2 mm Passed
4.7 RPM and Vibration i:hm:J

a. Place a piece of rafl:uc*nru tape on one of the shalts to be able to aim the light
beam of the tachometer 1-:| the tape,
b. Set the unit to the req-.*rl!ﬂ RPM of 50. Make a measurement as explained in the
instructions for the use T the tachometer. The USP states that a used Speed

Regulating Device allows

rate specified in the individual monograph to be within + 4%.
c. Repeat the procedure explained in (b) for the required RPM of 100 and 150.

he shaft rotation speed selected and maintained at the

Furthermare, the USP states that no part of the assembly, including the

environment in which the assembly is placed, contributes significant vibration
apart from the smoothly rotating stirring elements. Check for all vessel positions
simultaneously at 50,100 and 150 RPM
1. the Synchronous Motion,
2. the Smooth Motion ahc[
3. that there is no sagerr_qnt vibration

. Docurment the result of !

below.

he RPM Check and Vibration Check in the checklist

Note : All Spindled lurn with ideniical rofational velocity because the spindle’s

drive is performed .'hr.nugh one mator and one belf. Therefore, the RPM

measurement on any position will hold true for all positions. Nevertheless, the
synchronous, smeol molien, and vibration of all spindles must be checked,

Pm Hﬁ RPM Deviation Acceplance Results
Point Measurement Observed Criteria Pass/Fail

See 50 50.5 0.5 +2 Passed
chapler 100 100.1 0.1 * 4 Passed
2.7 (a) 150 150.3 0.3 +5 Passed




Shaft

RPM

Synchronous Smaooth Mo Significant Results
Pasition Psn’nﬂnl Maotion Motion Vibration Pass/Fail
See 50 Yes Yes Yes Passed
chapter 100 Yes Yes Yes Passed
2.7 (a) 150 Yes Yes Yes Passed
4.8 Temperature Check

a.

b.

d.

Ensure each vessel is filled with 200mL of DI water and covered with a vessel
cover.

Run the heating at 37°C and wait for final temperature stability in the vessels.
The USP States that the water bath permit holding the temperature inside the
vessels at 37 + 0.5°C during the test and keeping the bath fluid in constant
smooth motion. '

. Measure the actual value of the temperature in each vessel using calibrated

Temperature Sensing Pelﬂ-:q and simultaneously compare with the displayed
temperature value of each vessel (if available). The displayed temperature
values should agree within  0.25°C with the reference values. Otherwise
perform a calibration of the built in thermometer (s) according le the Operational
Manual and add the :alihlIEiun protocol. Repeat point (c).

Document the resulls in the checklist below.

Note : There are iwo facls ﬁ:r distingwish - firsl, the temperature calibration of the

internal thermometer(s) indicated in comparison with the measured external
temperature of the calibrated Temperature Sensing Device, second, the heating
control for reaching and indicating internal temperature. Specification covers

both, matching of the ekternal and internal lemperature with sei lemperafue.

Max.
Deviation
Vessel Ff;f:t Tx:m" Observed "‘“;';I"::l’.'“ Results
Number : from Set Pass/Fail
*C *C Point °C
"
1 37.3 0.3 + [.5°C Passed
2 37.3 0.3 + 0.5°C Passed
i 37.2 0.2 + 0.5°C Passed
4 L 31 | 6l | 2 +05C | Passed
-] 37.2 0.2 + (1.5°C Passed
] 371 0.1 + 0.5°C Passed
7 3.0 n 0.1 + [).5°C Passed
8 : 37.3 0.3 + 0.5°C Passed
9 37l 0.1 + 0.5°C Passed
10 37.2 0.2 + 0.5°C Passed
n 37.3 0.3 + 0.5°C Passed
12 37.2 0.2 + 0.5°C Passed
13 11 9 0.1 + [0.5°C Passed
14 31.2 0.2 + 0.5°C Passed
L] I =




4.9 System Control Check (Time Check)
a. Ensure each vessel is filled with 900mL of DI water (also for 2L and 4L vessels)
and covered with a vessel tover.
b. Check the time periods which are suitable for routine, e.g. 15 minutes. Measure
the right timing with simultaneous activation of a calibrated timer watch and
confirmation at the unit, The USP stales thal specimens are to be withdrawn only

at the stated times within 3 tolerance of + 2%, if two or more times are specified
c. If available check the functionality of the sophisticated instrument operation (e.g.
parameter seltings, printer interface).
d. Document the results in the checklist below.

Time E Deviation
Tast Set |L]| Teme Observed i Results
' Measurement Criteria in
Description Point TR in ot Pass/Fail
mm:ss seconds
System
Cantrol 15:00 15:00 0.0 + 18 Passed
Check
5. Summary of Result
[
[ Summary of Results |
Al qualification tests were siiccessfully completed. ‘Pass 2
‘Some of the qualification tesis required correction in |Pass after i
order to successfully complate.* (carrection 3
Some of the qualification tests were !'I;'f_il..ll:l: essfully i H:IE5|I

completed. a

10| P




5.1 Additional Comments

syarat 5gr =0.15

1. Pada Saat Kalibrasi "‘“'-'“Hi'“Fﬂi“" menggunakan flow Sml/min, hasil tidak akurat
dengan flow yang digunakan lerdapat penyimpangan sebesar 1,79 - 3,77 gr dengan

5.2 0Q Completion
Qualification Company
Qualification Engineer
Qualification Date
Customer Representative
Pasition/Job Title

Department/Section

CONFIRMATION

| hereby confirm that all the operation qualification results abave is accurate

PERFORMER _Randy _ Date: 02/10/2025 ____ Signed: /

REVIEWER _J2wha Mo

P

Date 0S| 4 s Signed : g?
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Height Check Basket
Basket 1 Basket 5

A

Basket 2 Basket &

Basket 3 Basket 7

Basket 4 Basket 8
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Height Check Basket
Basket 9

A

Basket 10

A/

Basket 11
A A

1

Basket 12

Basket 13




Height Check Paddle
Paddie 1

Paddle 2

Paddle 3

Paddle 5

Paddle &

Paddle 7

A




Height Check Paddle
Paddle § Paddle 12

Paddle 10 Paddle 13

Paddie 11 Paddle 14




Temperature Check
Vessel 1 "J.E5$E| 2

o E— - -
Vessel 4 Vesgel 5

—

Vessel 7 Vessel 8
. w '|-H!| -
|1
SR &

Viessel 3

Vessel 9

A




Vessel 13

Timer Check

Ugssel 11

¥

Vessel 12



Perhitungan Kalibrasi Autosampler

fionu 5

WTSample WT Collected Sampley |

10,44
10,07
10,18
10
5.98
10,46
10,06
10,28
10,15
10,26
16,13
10,33

1375 |
13,84
1358 |
12,4 |
12,59 |
12,51
1185
1282
1251
1
13,03
1327

in
377
340
.94
.61
205
1,79
2,14
2,35
1,68
2,90
1,82

deviation
1,69
1,23
16
-2,06
2,39
-2,95
3,2
286
-2,64
2,32
21
216
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