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1. Introduction

The uTDTCal50 is an advance Tablet Disintegration Test apparatus, offers standardize,
reproducible and accurate method for disintegration of different dosage forms in prescribe time
(disintegration time).It can be useful to disintegrate dosages form like tablets, capsules, boluses
pessaries and suppositories. uTDTCal50 is available with two stations and both the stations
are separately driven by independent motors to ensure trouble free drive.

Large LCD display Bulk Density shows tapped density, Compressibility index and Hauser ratio.
Instrument is having in built memory which saves more than 1000 analysis data.

2. Environment Condition

The Instrument can operate within temperature and relative humidity conditions of 0°C to 55°C
and 5 to 95 % respectively. However, an environment comfortable for human habitation
(reasonable constant temperature and humidity conditions) is recommended for optimum
performance and instrument lifetime.

Exposure to corrosive substances (weather gas, liquid or solid) may affect materials and
components used in instrument and should avoid.

3. Installation Prerequisites

Power Supply Requirements:

1) Stabilized Power supply 230 VAC £ 10 %, 50Hz.
(Earth voltage should be Less than 3V AC — between Earth & Neutral)
2) Three 5 Amp. Points require for Main unit, PC and Printer

Accessories Required:

1) Tissue Paper Roll
2) Dot Matrix Printer 40 column (if report printing requires)

Location

The uTDTCal50 requires a conventional laboratory bench 60 cm. Long, 60 cm. Deep.
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4. Packing List

fl:).. Description Qty P?/clk;(ad
01 Tablet Dis-in.tegr.ation - Basic Unit uTDTCal50 with 01
Bottom lllumination

02 Glass Beakers — 1000 mL Capacity 02
03 6 — Tuber Basket Assembly 02
04 Guided Discs 12
05 Temperature Sensors 02
04 Power Supply Cable 01

05 Instructional & Operational Manual with SOP 01
06 Calibration Test Certificate 01
07 Warranty Card 01

Optional Items (If ordered)
08 IQ/0OQ/PQ/DQ Documents 01 Set
Serial No.: Packed By:

UNPACKING PROCEDURE

a. Open the box to indicate arrow.

b. Take out the bonded Accessories carefully.

c. Install the unit according to procedure of installation.
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5. Technical Specifications

VVVVYVYVYVVVYVYVYVYVYVYVYYYYVY
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Stroke Length
Number of Stroke

Programmable Temperature Control

Temperature Accuracy
Temperature Resolution
Programmable Timer
Heating time to 37°C
Heating Technology
Heater Capacity
Temperature Sensor
Number of Beaker
Number of Motor
Number of Timer
Number of Basket
Control of Basket

Display

Loading of Basket
I[llumination
Parking of Basket
Keypad

Pharmacopeia Complies
Method
Password Protection

Date
Time
Searching of data

Report Formation
Analysis Data Storage

:55mm £2mm

: 30 £2 Stroke Per Min.

:20.0°C to0 49.9°C

. #0.2°C

:0.1°C

: 1 sec. to 9 hrs.: 59 min.: 59 sec.
: Less than 20 min.

: Bathless

: DC Heater-150 Watt

: PT-100

: Two — Capacity 1000 ml

: Two

: Two

: Two (Six Test Tube Per Basket)
: Independent Motor & Timer for both the

Baskets

: 40 x 4 Line Alphanumeric Backlit LCD

: Magnetized

: White Light

: Automatic after completion of test

: Membrane waterproof polycarbonate soft

touch keypad compliance to UL/ROHS

: As per USP, IP, Ph. Eur.
: 40 analysis methods
: Delete Stored Protocol, Delete Stored

Data, Date & Time

: 12/24 Hours Format
: Real time clock
: With record number, batch number, Date

and by scrolling

: As per GLP Compliance
: More than 750 data can be store in non-

Volatile Memory which can print & view
company name, print date and time,
analysis date & time, record number,
batch number / ID, sample name,
username, pharmacopeia, assigned
method number, analysis done on, model
number, serial number, instrument ID,
individuals dis-integration time of each
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Technical Specs Cont....

sample when you did visually detect the
dis-integration of the tested sample by
simply pushing the relevant character
key (1-6), Basket Set & Actual
Temperature, Media Used,

etc. Secondly, data can print online
without saving analysis data in the

instrument.
» Printer Interface : Serial (RS-232 C) Port
» Printer : 40 / 80 Column Dot Matrix Printer
» Power Supply : 230VAC = 10%, 50 Hz
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6. Description of Keypad

uTDTCal50is having FORTY keys with 40 x 4 LCD displays.

Tablet Disintegration Test Apparatus

Part 1 consisting of TEN keys for alphanumeric characters, to enter values & characters, ONE
keys is used to Assign Method for analysis.

Part 2 consist of command keys: PRINT to Print command, SAVE to save result, ESC to come
out from mode or sub modes, MODE to select modes, ENTER to confirm or select command
or Value, and A ¥V » « keys to take character or lines to UP / DOWN or LEFT / RIGHT.

Part 3 consisting of keys to apply direct methods for unknown sample with START
/STOP/ABORT keys. Basket Temp and Time set keys use to set basket temperature and
time unknown dosage direct test without assigning method and back space keys to clear last
character .

Part 4 Two round shape keys for BASKET — 1 and BASKET-2 with individual keys to press
when disintegration takes place in each tubes. Center key is to Hold / Un hold the disintegration
operations.

7. Description of Rear Panel

USB Ports - 2 Nos to connect PC

Serial Port - to connect serial printer or balance

Parallel Port — to connect Parallel Printer

Power Supply - to connect 230 Volts supply.

Programming Connector — To Upgrade the software programming

VVVVY
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8. Installation
Install the unit in dust and water vapors free area.

Place 1000mL Beaker on the platform having lllumination light and heater. Fill the media up to
the mark given on beakers. Insert sensors inside beaker and hold it on beaker surface on clip
provided on beaker. Connect sensor pins at the respective sockets given at the front bottom.
Refer Figure given below.

ANALAB SCIENTIFIC
INSTRUMENTS PVT LTD ——

adodara,lndia

Beaker Platform with

Heater and Tllimination

Connect Printer to the parallel port at rear side of instruments.

Connect power cable and check mains supply 230 VAC+10%, 50Hz supply. Check proper earth
voltage between Neutral and Earth pin should be less than 3 VAC.
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Switch ON the mains switch given at back top of instrument.

ANALAB
Tablet Disintegration Tester
Model Number
uTDTCalso

Version
2211/02-02/01.00

Serial Number
2022-23/1234
Instrument ID

1234
ANALAB I 240°c 11 2a7°c |
e ] B
Basket - 1 Basket - 2
15/NOV/2022 0548 PM DEL DEL

Instrument will Display: Manufacturer Name with Model No, version no., Serial Number, and
Instrument ID (to set by customer) and hold at standby screen.

Note : If any basket arm is not at parking position when instrument is switched on, then first
instrument will bring arms at parking position.
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9. Operation Procedure

Before starting analysis, set required parameters from the different modes

9.1. Mode :1 Calibration

MTDTCal50 has facility to inbuilt temperature calibration of temperature of both the baskets.
And to view previously calibration date and time with high and low temperature of both the

baskets. Temperature calibration is password protected.

Mode : | 240°c || 247°C |

1) Calibration [ S—

2) MethOd Bas_ket _1_ Bask_ﬁ-r
1/2/ A/ V¥ /Esc IDEL IDEL

Calibration

2) Calibration Data ::;:aﬁii;l
1/2/Esc -

o I 240c 1| 240¢c 1
1) Temperature Calibration z----

Basket - 2
IDEL

9.1.1. Temperature Calibration

Enter Password

(Max. 4 Characters) :i:%i:%l
1234 / — / Esc I“;E‘;‘

I 240¢c 11 240¢c 1
XXXx - meeemeee—————

Basket - 2
IDEL

Enter 4-character numeric password to perform temperature calibration.

Temperature Calibration

1) Beaker 1 m——
2) Beaker 2 --;-T;-T-
1/2/Esc i‘ls)FfL'

I 240¢c 1| 240¢c 1

Basket - 2
IDEL

Fill the beaker with water and dip system temperature sensor and external calibrated
temperature sensor in the beakers and select beaker 1 or 2 one by one to calibrate.

Last Calibration On:

Calibrate Again ?
</ Esc

Basket - 1
IDEL

I 240¢c || 240¢c 1
04/NOV/2022 03:48PM I —————

Basket - 2
IDEL
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Instrument will display last calibration date and time. Enter Recalibrate or Esc to come out

from calibration mode without calibration.

Calibrate Basket-1

370 =
<J / ESC IDEL

. I 240¢c 11 240¢c 1
Temperature Reading ~ gro=m=-mmoosg

Basket - 2
IDEL

Instrument will show beaker temperature. Press Enter and edit/ feed exact temperature shown

on calibrated external temperature sensor.

Press Esc to come out from temperature calibration. Repeat above steps for another basket.

9.1.2. Calibration Data

To view calibrated data, this mode is useful. Instrument will display calibration date, time,

lower temperature as T1 and Higher Temperature as T2

2) Calibration Data
1/2/Esc

Calibration- . I sa0oc 11 2a0c |
1) Temperature Calibration ~  gzzzoooooo0o5

psmmammnn [ We——
Basket - 1 Basket - 2
IDEL IDEL

View Temperature Cal

1/2/Esc

I 240c 11 240°c |
1)Beaker1l  pemmemeeeeee

2) Beaker2 e

o bl
Basket - 1 Basket - 2
IDEL IDEL

Baket-2 Temperature

Time : 03:48 PM
A / V¥V /Print/ Esc

Basket - 1

IDEL

I 240c 11 240°c |
Date : 04/Nov/2022 = smeeemmeeeeee

Basket - 2
IDEL

Baket-2 Temperature

T2 :45.5°C
A / V¥V /Print/ Esc

I 240¢c 1| 240¢c |
TI:345°C e

o Rl
Basket - 1 Basket - 2
IDEL IDEL

Select the basket to view calibration data and scroll with A ¥ keys for date, time, lower and
higher temperature at the time of calibration. This calibration data can print with dot Metrix

printer.
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9.2. Mode :2 Method

MTDTCal50 has facility to create 40 method for analysis. Instrument will save created method

in internal memory.

Mode :
1) Calibration
2) Method
1/2/ A/ V¥ /Esc

::::::_:::;: “::;;::;:I
Basket - 1 Basket - 2
IDEL IDEL

2s0°c | 240°c |

Analysis Method
1) Create 3) Print
2) View/Delete
1/2/3/ Esc

::::::_:::;:I "::;:::;I
Basket - 1 Basket - 2
IDEL IDEL

220°c | 240°c |

9.2.1. Create Method

Press 1 to create new method for analysis. Instrument will automatically assign new method

number

Create Method No.:17
Set Temperature (°C)
37.0
1234 /<4 / 4/ »/ Esc

Il 240¢c 11 240¢c 1

o el
Basket - 1 Basket - 2
IDEL IDEL

Set Beaker temperature. Instrument will allow to set temperature between 34 to 50 °C only.

Create Method No.:17
Set Duration
00:00:00 (HH:MM:SS)
1234 /< / 4/ »/ Esc

|l 240¢c 11 240°c 1

———— "::;::::l
Basket - 1 Basket - 2
IDEL IDEL

Set analysis time duration. Minimum to set 01 Minute and maximum can set up to 10 hrs.
Enter time with numerical keys in HH:MM:SS format. Press enters to update new values.

Create Method No.:17
Select Media
Water
A/ V/J/Esc

|l 240¢c 11| 240°¢c 1

o) el
Basket - 1 Basket - 2
IDEL IDEL
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Select media used for analysis. Preset media can select with A / ¥ keys.

Create Method No.:17
Set Number of Tablet
Per Basket : 6
1234 /J/ 4/ »/ Esc

| 240¢c 11 240¢c 1

o el
Basket - 1 Basket - 2
IDEL IDEL

Set Number of tablets to disintegrate.

Create Method No.:17
Method Name
Paracetamol

ABCD /V/</ » /{d/Esc

I 240¢c 11 240¢c 1

Basket - 1
IDEL

Basket - 2
IDEL

Enter method name with maximum 20 alphanumerical characters. Press ¥ to switch between

alphabetical to numerical characters.

Method Name
Store in

Method No. : 17
Save/ Esc

Il 240c 11 240°c |

S | Ies—
Basket - 1 Basket - 2
IDEL IDEL

Save Method. Instrument will add parameters in the method.

9.2.2. View/Delete Method

User can view or delete created method parameters from this menu.

Analysis Method , ,
1) Create 3 Print | 20c 1 2e0c |
2) View/Delete o el
1/2/3/ Esc Basket - 1 Basket - 2
IDEL IDEL
View Method by:

1) Method No. I 240°c | 220¢c |
2) Scroll e [ S——
1/2/Esc Basket - 1 Basket - 2

IDEL IDEL

Methods can be viewed / delete with entering method number or with scrolling of methods.
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Enter Method Number
17
Method Range:[1- 40]
1234 / ¢/ Esc

I 240°c | 240¢c 1

::::;:::_::I ":::::;;I
Basket - 1 Basket - 2
IDEL IDEL

Enter method number to view or to delete or to take method details printing. .

Method Number:17
Method Name
Paracetamol

A /V /Print/Delete / Esc

Il 20°c | 240°¢c 1|

s [ ——
Basket - 1 Basket - 2
IDEL IDEL

User can take print out method parameters with PRINT key or can delete with DELETE key.

(Delete method is password protected)

Delete Method
Press DELETE key to delete the method

Enter Password
keksksk

(Max. 4 Characters)
1234/«/ Esc

I 240°c | 240¢c 1

o el
Basket - 1 Basket - 2
IDEL IDEL

'l Warning !!
Confirm to delete

I 240°c | 240°c 1

It can’t be restored
Want to continue ?
Delete/ Esc

Method No. : 1 o el
Delete/ ESC Basket - 1 Basket - 2
IDEL IDEL
Once Method is Deleted

I 240¢c | 240°c |

::::;Z:;l “:::::;:l
Basket - 1 Basket - 2
IDEL IDEL

Instrument will warn before deleting selected method. Press delete key to delete the method

or press ESC to come out from deletion.
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9.2.3. Print Method

Analysis Method
) Create  3) Print | 2e00c | 240c |
2) View/Delete o el
1/2/3/ Esc Basket - 1 Basket - 2

IDEL IDEL

To take the total created Method summary, Press 3 Print

Print Method Summary
Printer Ready ?

| 24.0 °C |24.0°C |

—— i |
4 / Esc Basket - 1 Basket - 2
IDEL IDEL

Connect and switch ON printer, and press Enter to print Method Summary.

9.3. Mode 3 : Analysis Data

MTDTCal50 has facility to save 750 analysis data. These saved data can view or print from this

mode.

Mode :

. oc I'l 240°¢c |
3) Analysis Data I____Z_‘ELO__E__! ______ 0’¢

4) Utility e [l S—
asket - Basket - 2
3/4/ A/ VW /Esc et

9.3.1. View / Delete Analysis Data :

Analysis data can view and delete if require, by selecting with Batch No. OR with scrolling

display OR with saved record no. OR with date of analysis.

Analysis Data I w 11 200°c |
1) View / Delete D et
2) Delete All R [l ——

1/2/Esc lﬁl)sl;(ﬁt -1 Basket - 2

9.3.1.1. Data Search with Batch Number :

Analysis Data I o 11 240°c |
Enter Batch ID | uec T e
p [ e |
asket - Basket - 2
ABCD /Y /</ » /J/Esc Basket -1 EL

Page 14 of 38



Enter batch ID to view Analysis Data of selected batch

sample.

Record Found
Record No. : 5
11/NOV/2022 1:38 P.M.
V /< /Esc

| 24.0 °C I I 24.0°C |

::Z:;Z:;l "Z::Z:;:l
Basket - 1 Basket - 2
IDEL IDEL

It may be possible to have same batch number for one or more record. Press V¥ to Select

other record with same batch no. and press ENTER to

view analysis data of selected record.

Analysis Record : 5
Analysis Date & Time
11/NOV/2022 1:38 P.M.

A /V /Print/Delete /Esc

| 24.0 °C I I 24.0°C |

o sl
Basket - 1 Basket - 2
IDEL IDEL

Press A V¥ keys to view all other analysis parameters like Analysis done on Basket No.
Batch ID, Sample Name, Username, Assign method number and name, Set
Temperature, Analysis Duration, Analysis start date and time, Analysis End date and
time, Selected Media, Tablets per basket, Minimum and Maximum temperature during
analysis time duration, Time observed for disintegration for each tablets, Maximum and
Minimum time taken by tablet in respective tube humber, Mean time, Absolute standard
Deviation and Relative standard deviation of disintegration time

Press PRINT to take print out of selected analysis record.
Press Delete to delete selected analysis record. Delete of record is password protected and

only authorized user can delete the record.

9.3.1.2. Data Search with Record Number :

View Analysis Data
Enter Record Number
0010 [ 1 —750]

1234 /{J/ Esc

| 24.0 °C | | 24.0°C |

o el
Basket - 1 Basket - 2
IDEL IDEL

Enter Record Number to view Analysis Data of selected record.

Analysis Data
Scroll Record Number
10
A/V /< /Esc

| 24.0 °C | | 24.0°C |

::::;::;I ":::::;:I
Basket - 1 Basket - 2
IDEL IDEL
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User can further scroll with A/V key to select another record number to view. Press ENTER

to view analysis data of selected record.

Analysis Record : 10
Analysis Date & Time
11/NOV/2022 1:38 P.M.

A /V /Print/Delete /Esc

I 240c 11 240°¢c 1|

e [ See— |
Basket - 1 Basket - 2
IDEL IDEL

Press A/V key to view other parameters of Analysis data.

Press PRINT to take print out of selected analysis record.
Press Delete to delete selected analysis record. Delete of record is password protected and

only authorized user can delete the record.

9.3.1.3. Data Search with Scrolling Analysis Data :

Analysis Data
Scroll Record Number
1
A/V/d/Esc

| 24.0 °C | I 24.0 °C |

o e
Basket - 1 Basket - 2
IDEL IDEL

Enter batch ID to view Analysis Data of selected batch sample.

Record Found
Record No. : 5
11/NOV/2022 1:38 P.M.
V /< /Esc

| 24.0 °C | I 24.0°C |

p ] Se— |
Basket - 1 Basket - 2
IDEL IDEL

It may be possible to have same batch number for one or more record. Press ¥ to Select
other record with same batch no. and press ENTER to view analysis data of selected record.

Analysis Record : 5
Analysis Date & Time
11/NOV/2022 1:38 P.M.

A /V /Print/Delete /Esc

| 24.0 °C | | 24.0°C |

e [ See— |
Basket - 1 Basket - 2
IDEL IDEL

Page 16 of 38



9.3.1.4. Data Search with Date :

User can search Analysis data with specific date as well as with specific date range.

Analysis Data | o 11 240°c 1|
1) BatchID  3) Scroll L
2) Record No. 4) Date Sl el
asket - Basket - 2
1/2/3/4/Esc Basket -1 L
Analysis Data
Search By | | 2400 11 260°c |
1) Date  2) Date Range e [ e
asket - Basket - 2
1/2 /Esc ]?DFI;Lt ! IDEL
9.3.1.4.1. Data Search with Specific Date :
View Analysis Data | 11 e |
Select Date _240°C " ¢ 2 1'_9__C____.
23/NOV/2022 o el
asket - Basket - 2
<4/ »/A/V/Esc Bashet -1 DEL

Select specific date for which analysis data wants to view.

9.3.1.4.2. Data Search with Date range :
View Analysis Data | e 11 240°c |
Select Start Date A e e
18/June/2021 S [ e
»/4/V/A/J/Esc Basket-1 - Basser -2

Enter Start date from where to view analysis data.

View Analysis Data
| 24.0 °C | | 24.0°C |

Select End Date e T S—
18/July/2021 FES [l e
asket - Basket - 2
>/ 4/V/A/J/Esc Basket-1  Basket

Enter End Date. Instrument will display all saved analysis data falls between these dates.
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Record Found I o 1

Record No. : 5 v 240°C ¥

19/June/2021  1:38 P.M. B——
V /< /Esc Basket -1

| 240¢c 1

9.3.2. Delete All Analysis Data :

Analysis Data I 1 sa0ec |
1) View / Delete | 240°C ¢ R —
2) Delete All pmsn [ S——
Basket - 1 Basket - 2
1/2/Esc ety DL
To delete all analysis data from memory, press 2 “Delete All”
I'' Warning !!
| oc Il 220¢c 1
All Saved Data . 240°C ° R
Will be deleted pn [ We——
Basket - 1 Basket - 2
< /Esc oy oy

Instrument will confirm about deletion of all data. Esc to come out without deletion, Enter to

delete all data.

Once Data Is Deleted | 11 2a0ec |

It Can’t be Restored . 240° ¢ -::::':::::::.

Want to Continue ? ----=--=|  ——
Delete / Esc Basket -1 Bzﬁ;‘&'z

Instrument will give one more warning about deletion of all data. Esc to come out without

deletion. Press Delete to delete all saved analysis data

| 24.0 °C I I 24.0°C |

All Saved Data I——
Have Been Deleted S———
Basket - 1
IDEL

Basket - 2
IDEL

All Saved data will be erased from the memory.
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9.4. Mode 4 : Utilities

This mode is useful to set instrument parameters require to perform Analysis of sample. Before
starting actual analysis, set proper values in given sub modes.

Mode - | oc 1l 240°¢c |
3) Analysis Data e e
4) Utility psne [ S———
asket - Basket - 2
3/4/ A/ VY /Esc Basket 1 oEL

9.4.1. Utility: 01 Printer Setting

MTDTCal50 is having facility to connect Serial or Parallel dot matrix printer. Printer can be
configured from this utility.

Printer Setting | 11 240c |
1) Select Printer | 240 &

2) Printer Test S [ —
asket - Basket - 2
1/2/ A/ VY /Esc I?Dé‘Lt 1 -

9.4.1.1. Select Printer

User can select printer between serial and parallel from this mode

Select Printer Type : .
1) Serial | 200c 11 260°c |
2) Parallel S S—
112/ Bse et ke

Select printer type between serial and parallel as per connected dot matrix printer.
* Indicates selected printer type.

9.4.1.2. Printer Test

User can test printer for proper connectivity between instrument and printer from this mode.

| 24.0 °C | | 24.0°C |

Is Serial T—— Ie——
Printer Ready ? e [l Iee——
< / Esc Basket - 1 Basket - 2

IDEL IDEL

Press 2, Printer test from printer setting menu. Connect printer and press Enter to test printer
connectivity with instrument.
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9.4.2. Utility: 02 Date / Time

MTDTCal50 has in built clock which will updates with inbuilt battery. User can set date and time
from this utility.

This utility is password protected. Different password can set for this utility.

Utilities: | e 11 240°c |

1) Printer Setting e o N

2) Time Date o el
1/2/ A/ V /Esc Basket-1 - Basker -2

IDEL IDEL

Enter Password | 11 20c |
24.0°C :

(Max. 4 Characters) S—— "::::?:l
asket - Basket -
12/ A/ V¥ /Esc lfm':‘; 1 -

Enter 4-digit numeric password to edit time and date.

Time Format I s40ec 11 240¢c |

*1) 12 Hours el e

2) 24 Hours ";}'T;'f e
1/2 /&/ Esc Igsme . IDEL

Select Time format between 12 hours and 24 hours.

Set Date I I
23/ NOV/2022 Lo
05:01 PM = """TI
asket - Basket -
<4/»/A/V/Esc Basket -1 DEL

Instrument will allow to set / Edit first Date with A ¥ keys.

Press P key to select Month and set / Edit with A ¥ keys. Seme way Year, hour , minute and
AM/PM and set / Edit the same.

Press Esc, instrument will update new date and time and come out from the date and time
mode.
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9.4.3. Utility: 03 Media Name

This mode is useful to set pre-defined media name, so at the time of making new methods,
user can select from these media list. User can define ten media name.

Utilities: I I

3) Media Name | oo | Lo

4) Temperature Menu R [ S
3/4/ A/ V /Esc Basket - 1 Basket - 2

IDEL IDEL

Press 3 to enter in utility 3 i.e., Media Name.

Select Media I 1] |
MediaNo : 1 . 240 7 240°C °
Water o el

A /v /<J / Esc Basket - 1 Basket - 2

IDEL IDEL

User Can set or Edit Media name with Enter key.

Media — 1 Name
| 24.0 °C I I 24.0°C |

Water AT .
o bl
ABCD/ Y/ <4/ d /Esc/— Basket -1 B

Enter Media name with alphanumerical keys. (Select alphabets and numerical numbers with
V¥ keys.) Press Enter to update new media name.
Esc to come out from media name setting utility.

9.4.4. Utility: 04 Temperature Menu

Temperature menu is useful to verify basket temperature with calibrated external sensor and
to set temperature unit for during analysis.

Utilities: I I
3) Media Name !240CI '240C
4) Temperature Menu S ---—--;-I
asket - Basket -
3/4/ A/ VY /Esc Basket -1 DEL

Press 4 to enter in temperature menu.
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9.4.4.1. Verification

Fill the beakers with water up to the mark given on beaker. Place respective temperature
sensors supplied with the instruments to each beaker and connect its connector at its
respective connectors. Put External calibrated temperature sensor in basket one by one and
cross check it with the temperature shown on display.

If displayed temperature and external calibrated temperature is mis match by 2 °C , then
calibrate the temperature from temperature calibration menu.

Temperature I 1 seoec |
1) Verification ____2_‘1'_(1__(:__1 R :
2) Unit oo

: 1/2/ Esc Basket - 1 Basket - 2

IDEL IDEL

Verity Temperature
Y P | 24.0 °C | I 24.0°C I

1) Beaker-1 S T S ——
2) Beaker-2 e [ S— |
1/2/ Esc Basket - 1 Basket - 2

IDEL IDEL

Select beaker to verify the temperature.

Beaker-1 Temperature I 11 240¢c |
24.0 °C :

Verification ki
ATC at 24.6°C pr [l ——
ESC Basket - 1 Basket - 2

IDEL IDEL

9.4.4.2. Temperature Unit

Temperature unit can select between °C and °F

Temperature I 1 ss0ec |
1) Verification . 240°C ool
2) Unit m———— | B.-.k_t.-;_l

1/2/ Esc Basket - 1 asket -

IDEL IDEL

Temperature Unit
P | 24.0 °C | | 24.0°C |

*1yec ¢ 2a0°c T 20°C
2)°F o el
)1 /2 / Esc Basket - 1 Basket -2

IDEL IDEL
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9.4.5. Utility: 05 Department

MTDTCal50 is having unique facility to enter department name where this instrument is
installed in the company. Maximum 20 alphanumeric characters can set as department name.

Utilities:
5) Department
6) Name Set
5/6/ A/ V¥ /Esc

| 24.0 °C | | 24.0°C |

:::IZ:_::Z;I ":Z::I:I
Basket - 1 Basket - 2
IDEL IDEL

Department

ABCD/V/d/4 /Esc/—

I 240c 11 240°¢c 1|

::::;::;I "::::::I
Basket - 1 Basket - 2
IDEL IDEL

Enter department name with alphanumerical keys. (Select alphabets and numerical numbers
with ¥ keys.) Press Enter to update new department name.

Esc to come out from department name setting utility.

9.4.6. Utility: 06 Name Set

MTDTCal50 is having facility to enter company name, which will print in all the reports.
Maximum 20 alphanumeric characters can set as company name.

Utilities:
5) Department
6) Name Set
5/6/ A/ V¥ /Esc

| 24.0 °C I I 24.0°C |

o
Basket - 1 Basket - 2
IDEL IDEL

IDEL

Set Company Name I puoec 11 240ec |
s [l
ABCD/V/4/4d /Esc/— Basket - 1

Enter company name with alphanumerical keys. (Select alphabets and numerical numbers

with ¥ keys.) Press Enter to update company name.
Esc to come out from company name setting utility.
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9.4.7. Utility: 07 Instrument ID

pTDTCal50 is having facility to enter instrument ID. Instrument ID is different from serial
number and user can feed this ID from this mode which will print in analysis report.

Utilities: | e 11 220°c |
7) Instrument ID e
8) Temperature Log mememes [ e
asket - Basket - 2
7/8/ A/ VY /Esc Bashet -1 DEL

Set Instrument 1D
| 24.0 °C | | 24.0°C |

e [ S———
asket - Basket - 2
ABCD/V/4/ & /Esc/— Basket -1 L

Enter Instrument ID with alphanumerical keys. (Select alphabets and numerical numbers with
V¥ keys.) Press Enter to update Instrument ID. Esc to come out from this utility.

9.4.8. Utility: 08 Change Password

As certain utility and parameters are password protected, which need to change time to time
as per company protocol, this change can be done from this mode by authorized person only.

Utilities: | e 11 240c |
9) Change Password . 240°Cc o

::::::_:::;: "::;;::;I
Basket - 1 Basket - 2
9/ A/ V¥V /Esc IDEL DEL

Enter Old Password
| 24.0 °C | | 24.0°C |
(Max. 4 Characters) R | —
asket - Basket - 2
1234/ — /Esc Bashet-1 DEL

Enter existing password.

Enter New Password I 11 240°c |
24.0 °C :

(Max. 4 Characters) S— ":::::Eil
asket - Basket -
1234/ «— /Esc ?Dé‘Lt 1 ey

Enter New password. Instrument will update new password.
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9.5. Mode 5 : Verification

This mode is very useful to verify physical parameters of the instruments with external
calibrated tools. Mainly user can verify both the Basket position, Timer, and stroke/min of both

the basket arms.

Mode :
5) Verification
6) Service
5/6/ A/ VY /Esc

:::::;Z:;_:l “Z:;;::;;l
Basket - 1 Basket - 2
IDEL IDEL

9.5.1. Basket Position

With this mode, user can verify both the basket home position and bottom position.

Verification :
1) Basket Position
2) Timer
1/2/ A/ V¥ /Esc

| 24.0 °C | I 24.0°C I

::::;Z:;l "::;::::l
Basket - 1 Basket - 2
IDEL IDEL

Verify Home Position
1) Basket-1
2) Basket-2

1/2/ A/ V¥V /Esc

| 24.0 °C | | 240°C |

e [l Se—— |
Basket - 1 Basket - 2
IDEL IDEL

Select Basket to check its home position and bottom position.( Home position should be at 55

mm and bottom position is at 00 mm)

Moving Basket-1 to
Home Position
Please Weight

1/2/ A/ V¥ /Esc

| 24.0 °C | I 24.0 °C I

o ol
Basket - 1 Basket - 2
IDEL IDEL

Selected basket will move from Parking position to Home Position.

Basket-1 reached at
Home Position

Ent : Bottom Position
Esc : Exit

| 24.0 °C | | 240°C |

::::;::;I "::::::I
Basket - 1 Basket - 2
IDEL IDEL

Once basket reached at home position (at 55 mm mark), Check the lower surface of arm on
the scale. It should be at 55 mm red line mark. ( If it is not exactly on the mark then it can set

from service mode)
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Basket-1 reached at I 11 20ec |
Bottom Position L 20°c T R

::::;::;: "::::::I
Basket - 1 Basket - 2
ESC IDEL IDEL

To check bottom position (00 mm Mark on scale), press Enter. Basket arm will move
downward further and hold at zero red line mark. Check lower surface of the arm on the scale.
Press Esc key once bottom position check. Basket will reach at parking position. Repeat the
same for next basket.

9.5.2. Timer

With this mode, user can verify instrument timer with calibrated external timer.

Verification : | 1] za0c |
1) Basket Position | 240%C | R ——
2) Timer e [l e
Basket - 1 Basket - 2
1/2/ A/ V¥ /Esc IDEL IDEL

Timer Verification
| 24.0 °C | | 24.0 °C |

Set Timer — R S———
0:05:00 (HH:MM:SS) ““E“EI """";"I
asket - Basket -
1234/ /<4 / » / Esc ot IDEL

Set time in Hour / Minute and second mode. Press Enter after setting Hour then minute and
second to confirm the value.

Timer Set for | o 11 200¢c |
0:05:00 (HH:MM:SS) . 2a0%c T A

Want to continue ? s [l in—
Basket - 1 Basket - 2
<« /Esc paske ned

Press Enter to continue. Before pressing enter, keep external calibrated stopwatch ready and
press Enter key and stopwatch start key simultaneously for accurate time comparison.

Timer Verification I 1T 20c |
Set Timer : 0:05:00 . 240°c ° " 4 e,

Timer : 0:02:44 ““E"EI “—“—I
Basket - 1 Basket - 2
Esc IDEL IDEL

User can come out from timer verification with Esc key if any delay in pressing external timer
start key or to edit time.
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9.5.3. Stroke per Minute Verification

As per USP <701> guideline basket raising and lowering frequency in media should be 29-32
cycle/min. User can verify this frequency with external calibrated counter by keeping it near
home position and measure the frequency and verify with the display stroke/min frequency.

Verification :
1) Basket Position
2) Timer
1/2/ A/ V¥ /Esc

| 24.0 °C | | 240°C |

o ol
Basket - 1 Basket - 2
IDEL IDEL

Verification
3) Stroke/Min

| 24.0 °C | | 240°C |

s [ w—
asket - Basket - 2
3/ A/V/Esc Dottt IDEL
Verify Stroke/Minute | 11 e |
1) Basket-1 . 240°Cc T 240%c
*2) Basket-2 pssa [ Se— |
asket - Basket - 2
1/2/ A/ V¥ /Esc Bashec-1 DEL

Select Basket for which stroke frequency to be verify.

Set Time For
Verifying stroke/Min
01 Minutes
1234 /< /<4 / » / Esc

| 24.0 °C | | 240°C |

o el
Basket - 1 Basket - 2
IDEL IDEL

Set minutes to measure strokes up to set time. Minimum 1 minute must set to verify.
Press Enter to start strokes. First basket arm will move from parking position to home position
and then starts counting strokes/Minute. (Keep the counter ready when press Enter.

Verifying Stroke/Min
No of strokes : 15
Time: 0:15
Esc

| 24.0 °C | | 24.0°C |

o el
Basket - 1 Basket - 2
IDEL IDEL

Instrument will display number of strokes made by the arm from to downward to upward.
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9.6. Mode 6 : Service

This mode is useful to set Serial Number of instrument, Installation date set, calibration due
date and Calibration menu. This mode is password protected.

This mode is password protected and can operate only by authorized person of
ANALAB. If other than authorized person operates this mode, ANALAB is not liable for
any mal operation of instrument.

Mode : | oc Il 220°¢c 1
5) Verification ;_240°C R
6) Service B— S—
Basket - 1 Basket - 2
5/6/ A/ VY /Esc IDEL IDEL
' WARNING!! | 1] e |
Entry Only for . 240%c T 240°C
Authorised Service psn [ S——
Ent Person Esc Basket -1 Baﬁ;‘;’ 2
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10.Sample Analysis

After creating method for different dosages, user can ANALYSE the dosage by assigning
method. Press ASSIGN METHOD key on keypad to select method.

Instrument has facility to disintegrate two different dosage units with at different time
individually.

Place 1 dosage unit in each tubes of the basket and if prescribed in dosage monogram, add
disks in the tubes.

Add media prescribed in monogram in the beaker up to the level mark and place temperature
sensors on the edge of beakers.

Connect both basket rack assembly with sample with magnetized basket holder. (Always
keep tube no.1 at the front side )

Power on the instrument from the back panel.

ANALAB | 240°c || 24a7°c |
‘e ] e
Basket - 1 Basket - 2
15/NOV/2022 05 48 PM IDEL IDEL

Instrument will display standby screen with company name, date, time, and present status of
both the baskets with temperature of media.

Assign Method | 240°c || 247°c 1|
Method Number : 01 e ] S—

Range :[1-40] et 1 Backet-2 |
1234/ ¢ / Esc IDEL IDEL

Enter method number and press Enter.

Method No. : 1 | 240c 11 2a7°¢c |
Method Name e ] S—
A Ba;t -1_ Basket - 2
A/V/<4d/Esc IDEL IDEL
Enter Batch Number I 240c 11 2a7°¢c 1
S
Basket - 1 Basket - 2
ABCD/V/d/</Esc/— IDEL IDEL

Enter Batch number.
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Enter Sample Name I 240°c 11 2a7°c 1
e ) B
Basket - 1 Basket - 2
ABCD/'/‘/{J / ESC/<_ IDEL IDEL
Enter Sample Name.
Enter Username I 240c || 247°c |
T
Basket - 1 Basket - 2
ABCD/'/‘/(J / ESC/(_ IDEL IDEL
Select Basket | o 11 240°c |
1) Basket-1 ':::2:?:0:::(2::' S ——
*2) Basket-2 R ) Sem—
Basket 1 /2 /4 /Esc Bashet -1 Bisl;(EtL'z

Select the basket for which sample to analyze. Selected beaker light will glow.

ANALAB
| 24.0 °C | | 36.9°C |
i [ e |
asket - Basket - 2
15/NOV/2022 0548 PM e ATER ON

Display will show standby mode and heater will be on for selected basket and “HEATER ON”
will display under the selected basket.

User can select second method for another sample with other basket rack. Enter method
number, batch number, sample name, username and select remaining basket to start analysis
of second sample, Light will glow, and heater status will turn to HEATER ON, and temperature
starts increasing which show on the upper side of basket.

Once actual temperature reaches at set temperature of any basket, basket rack cycle starts
moving downward and reach at home position from the parking, and then basket starts moving
up and down up to set time for selected basket.

To see the analysis status of selected basket, press basket number.

Analysis of Basket-2 | e 11 369°c |
Set Time : 00:05:00 . sroc T A,

Status : ACTIVE S ] e
asket - Basket - 2
Tablets: 1’2’3’4’5’6 ST]:;371.(0:C ! T :0:03:15
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Observe disintegration of dosages and press the basket number on keypad once tablets are
fully disintegrated, display will show the tube number in sequence.

Basket — 1 Run Time : 0:01:21

T1-0:01:21 T2-0:01:15 T3-0:01:17
T4-0:01:11 T5-0:01:20 T6-0:01:16
A/ V /Save/Print/Esc

Display will show disintegration time of each tablets with tube number. If any tablet is not
disintegrated and that basket key not pressed, then “No Record “ will show against that tube.

Basket — 1 Run Time : 0:01:21

Max. —T1:0:01:21 Min — T4-0:01:11

Mean: 0:01:16 ASD: 0:06:01 RSD:4.70%
A /V /Save/Print/Esc

With ¥ key, display shows Maximum and minimum time taken by table in particular tube with
number and will show mean time, Absolute deviation and % Relative standard deviation of
total analysis.

User can save this analysis report or can take print of this report with SAVE and PRINT key
respectively. Analysis data will be saved in the internal memory of instrument.

Analysis of Basket-2 | e 11 369°c |
Set Time : 00:05:00 s srece b T

Status : COMPLETED S [ ———
asket - Basket - 2
TabletS: 1’2’3’4’5’6 COI\]/?PLkE'tI‘ElD COMPLETED

At the end of analysis of any baskets, COMPLITED msg will display under the basket display.
And at the status. Previous analysis result can view by pressing basket number on keypad.

When user will press ASSIGN METHOD or START or MODE key, instrument will ask to clear
the previous data to start new analysis. ( These keys will operate only when analysis on both
the baskets are completed. If any one basket analysis is pending, instrument will select that
basket first for performing new analysis.

Analysis of Basket-2 I 3700¢c |1 369°c |

Completed T R IS——
Want to Clear Data ? ----=--=I R
<J / Esc Basket - 1 Basket - 2

COMPLETED COMPLETED

Press Enter to Clear selected basket analysis data.
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Basket-2 Analysis
Not Saved
Want to Continue ?

< /Esc

I 370¢c 1] 369°c 1

o ol
Basket - 1 Basket - 2
COMPLETED COMPLETED

Analysis of Basket-1
Completed
Want to Clear Data ?
< /Esc

| 37.0 °C | | 36.9 °C |

Basket - 1
COMPLETED

Basket - 2
COMPLETED

Basket-1 Analysis
Not Saved
Want to Continue ?

< /Esc

| 37.0 °C | | 36.9 °C |

Basket - 1
COMPLETED

Basket - 2
COMPLETED

If analysis data of selected basket was not saved, then instrument will inform. If do not want to
save data, press Enter. Instrument will clear data first selected basket then will ask to clear
second basket analysis data. Press again Enter to clear second basket analysis data also.

ANALAB

06/NOV/2022 03:18PM

I 30.0 °C | I 30.9 °C |

Basket - 1
IDLE

Sample Analysis for UNKNOWN Dosage

pTDTCal50 has facility to analyze unknown dosage tablets without assigning any method.

Keep both the beaker fill with require media. Put 6 tablet of dosage in 6 tubes in both the

baskets and hold it on magnetic arm.

Set Basket Temperature with “” BASKET TEMP” key and Set disintegration time from “TIME

SET “ key.
Press START key.
Unknown M-ethod I 200ec 11 300°c |
Select Media  ___7 S
Water o el
A/V/J /Esc Basket-1 Bas

Select Media with A ¥ keys.
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Unknown Method
| 30.0 °C | | 30.9°C |

Set Number of Tablet e,
Per Basket :6 Sl el

1234/ o/ €4/» /Esc Basket -1 Basee?

Enter Number of tablet to disintegrate, batch number, Sample number, and Username.

Select Basket | 11 e |
*1) Basket-1 . 240%C 240%¢
2) Basket-2 e [l e—

Basket - 1 Basket - 2

Basket 1/2 /4 /Esc TDEL IDEL

Select Basket number to perform analysis. Press basket number to view status of temperature
and time.

Analysis of Basket-1 | e 11 240°c |
Set Time : 0:05:00 (30 b T

Status : HEATER ON S ) WS
Basket - 1 Basket - 2
ST: 37.0°C T:0:00:00

Once temperature of selected basket reaches at set temperature, basket starts moving.

Analysis of Basket-1 | e 11 240°c |
Set Time : 0:05:00 s Vo

Status : ACTIVE o el
. Basket - 1 Basket - 2
Tablets: 1’2’3’4’5’6 COMIs’LeETEI) HEATER ON

Observe disintegrated tablets of basket, press tube number in which tablet is completely
disintegrate.

Basket — 1 Run Time : 0:01:21

T1-0:01:21 T2-0:01:15 T3-0:01:17
T4-0:01:11 T5-0:01:20 T6-0:01:16
A/ V /Save/Print/Esc

Display will show disintegration time of each tablets with tube number. If any tablet is not
disintegrated and that basket key not pressed, then “No Record “ will show against that tube.
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Basket — 1 Run Time : 0:01:21

Max. — T1: 0:01:21 Min — T4-0:01:11

Mean: 0:01:16 ASD: 0:06:01 RSD:4.70%
A /V /Save/Print/Esc

With V¥ key, display shows Maximum and minimum time taken by table in particular tube with
number and will show mean time, Absolute deviation and % Relative standard deviation of
total analysis.

Save and Print analysis data with SAVE and PRINT key respectively.

Please note that during the analysis of first basket, user can set and perform analyses on
second basket by pressing again START key. Enter Media name, Number of tablets in basket,
batch number, sample name and username. Instrument will show only one basket on the
display to select. Press basket number to start analysis of the basket.

Note : Instrument has facility to ABORT on going analysis in case of wrongly feeding of data
or sample.

HOLD key can be used to hold the analysis in between. Display status will show HOLD and
timer also will stop. To start analysis again, press UNHOLD key so analysis starts again, and
timer also start from the time it was hold.

(During HOLD, basket will move to Parking position.)

Page 34 of 38



11.Standard Operating Procedure (SOP)
11.1. General

11.1.1. Create method for sample to be analyze in method mode. (Or select analysis method
directly from keypad with setting of Temperature and Time )

11.2. Operation of Tablet Disintegration with assigning method

11.2.1. After creating method for different dosages, ANALYSE the dosage by assigning
method. Press ASSIGN METHOD key on keypad to select method.

11.2.2. Place 1st dosage unit in each tubes of the basket and if prescribed in dosage
monogram, add disks in the tubes.

11.2.3. Add media prescribed in monogram in the beaker up to the level mark and place
temperature sensors on the edge of beakers.

11.2.4. Connect both basket rack assembly with sample with magnetized basket holder.
(Always keep tube no.1 at the front side )

11.2.5. Instrument will display standby screen with company name, date, time, and present
status of both the baskets with temperature of media.

11.2.6. Enter method number and press Enter.

11.2.7. Enter Batch number, Sample Name and username.

11.2.8. Select the basket for which sample to analyze.

11.2.9. Selected beaker light will glow.

11.2.10. Display will show standby mode and heater will be on for selected basket and

“‘HEATER ON” will display under the selected basket.

11.2.11. User can select second method for another sample with other basket rack.

11.2.12. Enter method number, batch number, sample name, username and select remaining
basket to start analysis of second sample,

11.2.13. Light will glow, and heater status will turn to HEATER ON,

11.2.14. Temperature starts increasing which show on the upper side of basket.

11.2.15. Once actual temperature reaches at set temperature of any basket, basket rack cycle
starts moving downward and reach at home position from the parking, and then
basket starts moving up and down up to set time for selected basket.

11.2.16. To see the analysis status of selected basket, press basket number.

11.2.17. Observe disintegration of dosages and press the basket number on keypad once
tablets are fully disintegrated, display will show the tube number in sequence.

11.2.18. Display will show disintegration time of each tablets with tube number.

11.2.19. If any tablet is not disintegrated and that basket key not pressed, then “No Record “
will show against that tube.
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11.2.20. Press V¥ key, to display Maximum and minimum time taken by table in particular tube
with number, mean time, Absolute deviation and % Relative standard deviation of
total analysis.

11.2.21. Save analysis report or take print of this report with SAVE and PRINT key
respectively.

11.2.22. Analysis data will be saved in the internal memory of instrument.

11.2.23. At the end of analysis of any baskets, COMPLITED msg will display under the basket
display and at the status.

11.2.24. Press basket number on keypad to view previous analysis result

11.2.25. Press ASSIGN METHOD or START or MODE key, to clear the previous data and to
start new analysis. ( These keys will operate only when analysis on both the baskets
are completed. If any one basket analysis is pending, instrument will select that
basket first for performing new analysis.

11.2.26. Press Enter to Clear selected basket analysis data.

11.2.27. If analysis data of selected basket was not saved, then instrument will inform. If do
not want to save data, press Enter. Instrument will clear data first selected basket
then will ask to clear second basket analysis data.

11.2.28. Press again Enter to clear second basket analysis data also.

Please note that during the analysis of first basket, user can set and perform analyses on
second basket by pressing again START key. Enter Media name, Number of tablets in basket,
batch number, sample name and username. Instrument will show only one basket on the
display to select. Press basket number to start analysis of the basket.

Note : Instrument has facility to ABORT on going analysis in case of wrongly feeding of data
or sample.

HOLD key can be used to hold the analysis in between. Display status will show HOLD and
timer also will stop. To start analysis again, press UNHOLD key so analysis starts again, and
timer also start from the time it was hold.

(During HOLD, basket will move to Parking position.)

11.3. Sample Analysis for UNKNOWN Dosage without assigning method

11.3.1. Keep both the beaker fill with require media.

11.3.2. Put 6 tablet of dosage in 6 tubes in both the baskets and hold it on magnetic arm.

11.3.3. Set Basket Temperature with “” BASKET TEMP” key and Set disintegration time from
“TIME SET “ key.

11.3.4. Press START key.

11.3.5. Select Media with A ¥ keys.

11.3.6. Enter Number of tablet to disintegrate, batch number, Sample number, and
Username.

11.3.7. Select Basket number to perform analysis. Press basket number to view status of
temperature and time.
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11.3.8. Once temperature of selected basket reaches at set temperature, basket starts

moving.

11.3.9. Observe disintegrated tablets of basket, press tube number in which tablet is

completely disintegrate.

11.3.10. Display will show disintegration time of each tablets with tube number.

11.3.11. If any tablet is not disintegrated and that basket key not pressed, then “No Record”

will show against that tube.

11.3.12. With ¥ key, display shows Maximum and minimum time taken by table in particular
tube with number and will show mean time, Absolute deviation and % Relative
standard deviation of total analysis.

11.3.13. Save and Print analysis data with SAVE and PRINT key respectively.
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12.Guarantee

All Analab make instruments are guaranteed for a period of 12 calendar months from the date
of installation OR 18 calendar months from the date of delivery (whichever is earlier) against
defects in material or workmanship other than valves, semiconductor, electrodes, batteries, PVC
& Polycarbonate material etc. During the guarantee period, our liability is limited to the repair or

replacement at our option of the instrument or parts thereof found to be defective.

13.Service After Sales

Utmost care is taken in the design, manufacture, and inspection of all ANALAB makes
instruments to ensure trouble free service for long period. However, in case of unsatisfactory
performance of any our instruments please contact our distributor for your area through whom

the instrument was purchased under intimation to us.

Manufactured By:

Analab Scientific Instruments Pvt. Ltd.

Plot No. 361, Sayaji market,

N. H. No.: 8 By-Pass, At & Post: Sayajipura
Vadodara — 390019

Guijarat (INDIA)

+91-9714503393

™ info@analab.co.in

@ www.analab.co.in
www.analabscientific.com

& service@analab.co.in For Service Support
™ info@analab.co.in For Sales Enquiry
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