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1. Introduction

The uLTCALSO is an advance Leak test apparatus, offers fast and accurate leakage testing of
food, drug and other industrial chemical products. It has been designed and developed as per
pharmacopeia requirements to test the quality of packing processes in strips, blisters and
sachets containing tablets, granulates and liquid. It is also used to confirm /check that seals
enclosing the product are perfectly intact.

The instrument is microcontroller based with Large LCD display having soft touch keys.

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 instruments and should be avoided.

3. Installation Prerequisites

3.1. Power Supply Requirements:

1) Stabilized Power supply 230 VAC £ 10 %, 50Hz.
(Earth voltage should be less than 3V AC — between Earth & Neutral)

3.2. Chemicals and Accessories Required:

1) Purified Water - 1 liter.
2) 0.5% Crystal Violet solution
3) Tissue Paper Roll

3.3. Location

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

Sr. .. Packed
No. Description Qty VX
01 Automatic Leak Test Apparatus- Basic Unit with 01

inbuilt vacuum pump — yLTCAL50
02 Power Cord 01
03 Silicon Tube — (Meter) 01
04 Operational & Instruction Manual with SOP 01
05 Calibration Test certificate (without traceability 01

documents)
06 Warranty Card 01

Optional Items (If ordered)
07 Keypad Screen Guard 01
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

Vacuum

YV V V V V

YV V V V V V VY

Maximum Vacuum Level
Timer

Time

Display

Keyboard

Vacuum Gauge

Auto Release of Vacuum
Power failure detection
Pharmacopeia Complies
Printer Interface

Printer Selection

Data Storage

Report Formation
Searching of data

Power Supply

: Better than 650 mm of Hg

: Variable from 1 sec. to 99 min

: Real time clock

: 20 x 4 Line Alphanumeric Backlit LCD

: Membrane waterproof polyester soft keypad compliance to

UL/ROHS

: Digital Display by user’s friendly touch pad
: Yes — after completion of Vacuum Time

: Un-interrupted testing after power resume
: As per USP, IP, Ph. Eur.

: Centronics Parallel Port — Dot Matrix

: 40/ 80 column

: More than 500 data can be store in non-Volatile Memory which

can print & view test data with Batch No., username, sample
name, instrument serial no., Instrument 1D, model no., test
Date & time and test print date & time Secondly, data can print
directly without saving test data in the instrument.

: As per GLP Compliance
: As per batch number, Date and by scrolling
: 230VAC £ 10%, 50/60 Hz
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6. Description of Keypad

puLTCal50 has TWENTY-SIX keys with 20 x 4 LCD displays.

Leak Test Apparatus

Part 1 consisting of TEN keys for alphanumeric characters, to enter values & characters and
ONE key is to ASSIGN METHOD

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 consists of a Timer section to HOLD and release time, Vacuum section to START, STOP
and to RELEASE vacuum and one key is to DELETE the character or value if wrongly entered.
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7. Description of Rear Panel

USB-A USB-B Serial Parallel Power Supply
Programming Vacuum
Connector Desiccator
USB-A To connect mouse or keypad
USB-B To transfer data to PC through USB port of PC
Serial Port To Connect RS 232 for PC connectivity through serial port of PC or to
connect Serial dot matrix printer

Parallel Port To connect Dot matrix Printer
Power Supply AC Power supply — 230 V 50Hz/60Hz with Fuse

Programming Conn. :

Vacuum Desiccator

To program instrument software (only company person can
perform)
Place for buzzer
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8. Installation

Install the unit in dust and water vapors free area. Check the unit for any damage due to
transportation.

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

Check mains supply 230 VAC£10%, 50 / 60 Hz supply. Check proper earth voltage between
Neutral and Earth pin should be less than 3 VAC. Connect power cord with instruments and with
mains socket and switch ON the main switch.

Instrument will Display:

INWEKA M
anufacturer Name
Leak Test Apparatus
Model: uLTCal50 Model No
Version: 190618 Version No.

Serial Number
2018-19/1234

Serial Number of Instrument

Instrument ID Instrument ID
ABCD1234
ANALAB
Standby (Home) Screen
Act. Vacuum: 000 mmHg Actual Vacuum with previously selected unit
25/MAR/2019 13:51 Real Date & Time
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9. Operation Procedure

MLTCALSO0 operation is distributed in Six (6) different modes i.e. Calibration, Method, Analysis
Data, Calibration Data, Utilities & Service for ease in operation.

9.1. Mode 1: Calibration

Calibration mode is useful to calibrate instruments with calibrated Vacuum Gauge. Connect
Calibrated gauge in series with instrument and desiccator. This mode is password protected.

NOTE: Instrument is pre-calibrated with Calibrated Vacuum gauge. Without calibration gauge
it is not recommended to calibrate the instrument, it may lead to wrong reading.

ANALAB
Standby display

Act. Vacuum: 000 mmHg
25/MAR/2019 13:51 Press Mode key to enter in Modes.

¢ Mode

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

v 1

Press 1 for Calibration mode

Calibration:

1) Calibrate System

2) Calib. Vacuum Unit
1/2/Esc

Before calibrating the system, select
calibration vacuum unit to display.

9.1.1. Calibration Vacuum Unit

Calib. Vacuum Unit MLTCALS0 has unique facility to select vacuum
' * unit between Bar, mmHg, Kpa, inHg, atm,
1) Bar 2) mmHg cmH20, psi and kg/cm?
3) Kpa 4) inHg
1234/ V¥ /Esc
v Select unit \{vith appropriate number. * Indicate
Calib. Vacuum Unit selected unit.
5) atm 6) cmH20
7) psi 8) kg/cm?
5678/ A/Esc
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9.1.2. Calibration System

Calibration:

1) Calibrate System

2) Calib. Vacuum Unit
1/2/Esc

v 1

Enter Password
skksksk

(Max. 4 Characters)
1234/«—/Esc

v 1

Calibration
Apply Zero
Vacuum in mmHg

< /Esc

¢ Enter

Calibrate Zero
Act. Vacuum: 000 mmHg
mV : 0480
</Esc

¢ Enter

Calibrate Span
Act. Vacuum: 030 mmHg
mV : 0557
< /Esc

¢ Enter

Calibration
Span : 640 mmHg
[Range: 60 — 760]
1234/ </ 4/» /Esc

v Enter

Update Calibration?

Save/Esc

¢ Save

Press 1 to Calibrate system.

Enter password from alphanumeric keypad.
Use < key if wrong character entered

Open Desiccator cover and press ENTER to
calibrate with Zero Vacuum.

Press ENTER. mV for Zero vacuum will
update and vacuum pump will start for span
calibration

Vacuum starts creating in desiccator. ( If actual
vacuum not increasing, press desiccator
covers gently)

mV also starts increasing with vacuum
creation.

Observe calibrated gauge reading. Once it
reaches 650 mmHg, press ENTER. Vacuum
pump will stop.

(Span vacuum range is from 60 to 760 mmHg,
so can calibrate with any vacuum reading but it
is advantageous to observe 650 mmHg
vacuum for span calibration)

Enter calibrated gauge vacuum reading as
Span reading with numeric keys

Press Save to update Calibration

Page 9 of 42



Updating Calibration

Calibration Done By
MNB
ABCD/V/p»/d/4 /Esc/Del

{ Enter
MODE:
1) Calibration
2) Method

1/2/ A/ V¥ /Esc

9.2. Mode 2: Method

Calibration data will update and save in
instrument. Press ESC if calibration data is not
acceptable. (instrument will generate vacuum
as per old calibration data)

Enter name of user who has perform
calibration and press ENTER

M has the facility to create 40 methods for different samples. User can create different method
for different samples with different parameter setting.

Methods cannot edit once it is created, if wants to change any parameter, user must delete that

method and create new method.

ANALAB

Act. Vacuum: 000 mmHg
25/MAR/2019 13:51

¢ Mode

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

v 2

Analysis Method
1) Create  3) Delete
2) View 4) Print

1/2/3/4/Esc

v 1

Standby Display

Press 2 to enter in method mode

User can create, view, delete or print analysis
method/s

Press 1 to create new analysis method.
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9.2.1. Create Analysis Method

Create Method No.: 17
Number of Samples: 01
Range (1 to 99)
1234/« /> / 4/Esc

¢ Enter

Create Method No.: 17
Initial Delay Time
01:00 (MM:SS)

1234/« /Esc
¢ Enter

Calib. Vacuum Unit
1) Bar *2) mmHg
3) Kpa 4) inHg
1234/ V¥ /Esc

Calib. Vacuum Unit
6) cmH20
8) kg/cm?

5678/ A/Esc

Create Method No.: 17
Vacuum: 600 mmHg
Range [100 to 650]
1234/< /¥ / 4/Esc

¢ Enter

Create Method No.: 17
Vacuum Hold Time
05: 00 (MM:SS)
1234/« /»/ 4/Esc

v Enter

Create Method No.: 17
Vacuum Release Time
02: 00 (MM:SS)
1234/« /»/ 4/Esc

¢ Enter

Enter sample numbers to analyze with

alphanumeric keypad. («/» keys use to shift
characters left and right.)

MLTCALSOhas unique facility to check for initial
vacuum leakage. If 100 mmHg vacuum will
achieve in Initial delay time then only run will
continue, otherwise instrument gives error
message. Initial Delay time can set from 0 to 1
min. (Default is 01.00 Min.)

Select vacuum unit between Bar, mmHg, Kpa,
inHg, atm, cmH20, psi and kg/cm?

Select unit with appropriate number. * Indicate
selected unit.

Set Vacuum require for analysis with numeric
keys.

Set Vacuum hold (retention) time after set
vacuum achieved in desiccator.
Press ENTER to update.

Set Vacuum release time.
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Create Method No.: 17
Sample Name

Paracetamol
ABCD/</»/4/Esc/«—

# Enter

Paracetamol
Store in
Method No.: 17

Save/Esc

Paracetamol
Created in
Method No.: 17

Analysis Method
1) Create  3) Delete
2) View 4) Print

1/2/3/4/Esc

9.2.2. View Analysis Method

Analysis Method
1) Create  3) Delete
2) View 4) Print

1/2/3/4/Esc

v 2

Enter Method Number :17

[Method Range: 01-40]
1234/ 4 / Esc

¢ Enter

Enter Method Number :17
Paracetamol
[Method Range: 01-40]
V/A/ /Esc

Enter sample name in alpha-numeric character
(Max. 20 character) with alphanumeric keypad.
(VY key to select between alphabetic and numeric
characters, 4/» keys use to shift characters left and
right. — key is to delete character if wrongly feed.)

Press SAVE to save created method or press
ESC to enter/revised parameter.

System confirms method name and number

All parameters of methods can view from this
mode.

Press 2 to view analysis method parameters

Enter Method number to view parameter

Method number with Name of method. Press
Enter to view more parameters and scroll to
select other method number with A/V
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View Method No.: 17
1) Sample Name
Paracetamol
V /Esc

vV

View Method No.: 17
2) Set Vacuum
700 bar
V/A/Esc

vV

View Method No.: 17
3) Vacuum Hold Time
00:30 (MM: SS)
V/A/Esc

vV

View Method No.: 17
4) Release Time
00:30 (MM: SS)
V/A/Esc

vy

View Method No. : 17
5) Initial Delay
01 :00 (MM: SS)
V/A/Esc

v V

View Method No. : 17
6) Number of Samples
01
V/A/Esc

Scroll parameter with ¥

Sample Name

Set Vacuum with set vacuum unit in method

Vacuum Hold Time

Vacuum release time

Initial Delay time.

No. of Samples
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9.2.3. Delete Analysis Method

Analysis Method
1) Create  3) Delete
2) View 4) Print

1/2/3/4/Esc

v 3

Enter Password
kekskk

(Max. 4 Characters)
123../4/Esc

1234 | Enter

Delete Method Number
17
(Between 01-40)
1234/ 4 /Esc

v 1234/ Enter

'"Warning!!
Confirm to Delete
Method No.: 17

< / Esc

Method No.: 17
BENZOPHENONE
Deleted

Analysis Method
1) Create  3) Delete
2) View 4) Print

1/2/3/4/Esc

To Edit any method parameter, the user must
delete that method and then again has to
create new method.

Method deletion is password protected.

Enter password to delete method/s.

Enter Method Number to delete

Press ENTER confirm deletion of selected
method or press ESC to come out from mode
without deletion.

Selected method deleted.
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9.2.4. Print Analysis Method

Analysis Method
1) Create  3) Delete
2) View 4) Print

1/2/3/4/Esc

v 4

Method Print
1) Summary
2) Detail
1/2/Esc

v 1
9.2.41. Print Method summary

Print
Method Summary
Printer Ready?

< /Esc

9.2.4.2. Print Method in detail

Print Calibration Std
1) Summary
2) Detail
1/2/Esc

v 2

Enter Method Number
17
[Method Range: 01-40]
1234 /4 / Esc

v 1234/Enter

Detail Method Print
Method No.: 17

Paracetamol
</ Esc

v

Print Method No. : 17
Paracetamol
Is Printer Ready
Print/Esc

Analysis method/s can print from this mode.
Users can print method summary and detail
method parameter from this mode.

Method printing can be only Summary of all
methods or can be details of methods
Press 1 to print summary of all calibration
standard method

Connect Dot Matrix printer with instrument and
switch on, press PRINT key to take printout of
methods summary.

Press ESC to come out from print mode.

Press 2 to print methods in detail

Enter method number to print and press
ENTER

If entered method no. is not created or deleted,
“‘No Method Found” Message will display.

Selected method confirmation. Press ENTER

Connect Dot Matrix printer with instrument and
switch on, press PRINT key to take printout of
selected calibration standard’s detail.
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9.3.Mode 3: Analysis Data

MLTCALSOhas facility to save more than 750analysis data. These saved data can view or print

from this mode.

ANALAB
Block Temp. = 028.1°C
27/Dec/2018 13:51
v Mode

MODE

3) Analysis Data

4) Calibration Data
3/4/A /V/Esc

v 3

Analysis Data:
1) View 2) Delete
3) Delete All
1/2/3/Esc

v 1
9.3.1. View Analysis Data:

Analysis Data
1) Batch No. 3) Scroll
2) Record No.4) Date
1/2/3/4/Esc

1

Analysis Data
Enter Batch Number
Abcd1234
ABCD/V/»/ 4/ J/Esc/«—

v Abcd/Ent

Record Found
005
11/NOV/2016 01:38PM
V/</ Esc

Press Mode and Vkey to select Analysis Data
mode.

Press 3 to select analysis data.

To View Saved Analysis data press 1

Saved analysis data can be viewed by
selecting Batch No. OR scrolling display
OR saved record no. OR date of analysis.

Press 1 to search data with batch number.

9.3.1.1. Data Sealrch with Batch Number:

Enter Batch Number with alphanumeric keys
(¥ keys to select between alphabetic and
numeric characters)

Press Enter
It may be possible to have same batch number

for one or more record. Select record no. with
V¥ key and press ENTER to view.
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Analysis Data 005
Record Number
005
V /A /Print/Esc

v V

Analysis Data 005
Analysis Date & Time
08/MAR/2019 14:51

V /A /Print/Esc

v Y

Analysis Data 005
Username
Abcl123
V /A /Print/Esc

vV

Analysis Data 005
Assigned Method
03
V /A /Print/Esc

vV

Analysis Data 005
Sample Name

Paracetamol
V /A /Print/Esc

vy

Analysis Data 005
Number of Samples
01
V /A /Print/Esc

v Y

Analysis Data 005
Set Vacuum
630 mmHg

V /A /Print/Esc

Press ¥ A keys to view more details of
selected record. Press PRINT to print selected
analysis data from any screen.

Analysis date and time display

Username

Assigned Method Number

Sample Name

Number of Samples

Set Vacuum for analysis

Page 17 of 42



Analysis Data 005
Vacuum Hold Time
04:00(MM:SS)
V /A /Print/Esc

vV

Analysis Data 005
Vacuum Release Time
02:00 (MM:SS)

A /Print/Esc

v A

Vacuum hold time

Method Release time

Press Print to take print out or press ESC
come out from analysis data view.

9.3.1.2. Data Search with Record Number:

Analysis Data
1) Batch No. 3) Scroll
2) Record No 4) Date
1/2/3/4/Esc

v <

Analysis Data
Enter Record Number
005[01-501]
1234/ </» /4 Esc

¢ 1234/Enter

Analysis Data
Scroll Record Number
005
V/A/<4/Esc

{ VIEnt

Analysis Data 005
Batch Number
Abcd1234
V /Print/Esc

Press 2 to search analysis data with record
number

Enter Record Number with numeric keys

Enter Number with alphanumeric keys
(¥ keys to select between alphabetic and
numeric characters)

Press Enter

It may be possible to have same batch number
for one or more record. Select record no. with
V¥ key and press ENTER to view.

Scroll with ¥ keys to view all other parameters
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9.3.1.3. Data Search with Scroll:

Analysis Data
1) Batch No. 3) Scroll
2) Record No 4) Date
1/2/3/4/Esc

v

Analysis Data
Scroll Record Number
001
V/A/ </Esc

v VI/Ent

Analysis Data 005
Batch Number
Abcd1234
V /Print/Esc

v

Analysis Data 005
Analysis Date & Time
11/NOV/2016 01:38PM
V¥ /Print/Esc

9.3.1.4. Data Search with Date:

Analysis Data
1) Batch No. 3) Scroll
2) Rec. No. 4) Date
1/2/3/4/ Esc

y 4

Analysis Data
Search By:
1) Date 2) Date Range
1/ 2 /Esc

Press 3 to search analysis data with scrolling
record number

Select Record Number with A/V keys and
press ENTER

Batch Number

analysis date and time.
Press V¥ key to view all other parameters

Press ESC come out from analysis data view

Press 4 to search analysis data with date.

Press 1 to search analysis data with specific
date.
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9.3.1.4.1. Data Search with Specific Date:

Analysis Data
Search By:

1/ 2 /Esc

1) Date 2) Date Range

11

View Analysis Data
Select Date
26/MAR/2019
> /4/V/A/</Esc

v Ent

Record Found 003
Batch Number
26/MAR/2019 14.38PM
V /d/Esc

JL Enter

Analysis Data 005
Record Number
005
V /A /Print/Esc

v Y

Analysis Data 005
Analysis Date & Time
26/MAR/2019 01:38PM
V¥V /Print/Esc

Press 1 to find analysis data for specific date.

Select Date, Month and Year with
>/ 4/ V/ AKkeys and press ENTER

Instrument will search record numbers saved
on selected date. Press V¥ to find other
records with same date.

Press ENTER to view selected analysis data.

Press A V¥ key to view analysis data.

All screens as shown in: Data search with
batch no. menu

Press ESC come out from analysis data view
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9.3.1.4.2. Data Search with Date Range:

Analysis Data
Search By:
1) Date 2) Date Range
1/ 2 /Esc

v 2

View Analysis Data
Select Start Date
22/MAR/2019
»/4/V/A//Esc

¢ Ent

View Analysis Data
Select End Date
26/MAR/2019
»/4/V/A/d/Esc

v Ent

Record Found 003

23/MAR/2019 14.38PM
V¥ /</Esc

JL Enter

Analysis Data 005
Record Number
005
V /A /Print/Esc

vV

Analysis Data 005
Analysis Date & Time
23/MAR/2019 01:38PM
V¥ /Print/Esc

Press 2 to find analysis data for date range

Select Start date — Date, Month and Year, with
>/ 4/ V/ Akeys and press ENTER

Select End date - Date, Month and Year, with
» / 4/ V / Akeys and press ENTER

Instrument will search record number saved on
between selected date range. Press V¥ to find
other records of selected date range.

Press A V¥ key to view analysis data.

All screens as shown in: Data search with
batch no. menu

Press ESC come out from analysis data view
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9.3.2. Delete Analysis Data:

Saved analysis data can delete from this sub mode. This mode is password protected.

Analysis Data:
1) View 2) Delete
3) Delete All
1/2/3/Esc

vy

Enter Password

(Max. 4 Characters)
1234 /«</ Esc

v

Delete Analysis Data
1) Scroll 2) Date
3) Record No.
1/2/3/Esc

v

To delete Saved Analysis data press 2

Enter password from alphanumeric keypad.
Use < key if wrong character entered.

Select analysis data by scrolling or by specific
date or by record no. to delete.

9.3.2.1. Search Analysis Data with scrolling to delete :

Delete Analysis Data
Scroll Record Number
001
V/A/&d/Esc

¢ V/A/l Enter

Delete Analysis Data
Blank Record
001
V/A/J/Esc

V /Al Enter

Delete Analysis Data
'l Warning!!
Data will be Deleted
< /Esc

¢ Enter

Scroll record number with A ¥ keys to delete
and press ENTER

If the selected record is not found or already
deleted earlier, system gives Blank Record
display.

Select other record with A ¥ or press ESC

Instrument will warn user before delete
analysis data. Press ENTER to delete or press
ESC to come out from menu.
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9.3.2.2. Search Analysis Data with Record No. to delete:

Delete Analysis Data
Enter Record Number
001
1234/+ /Esc

v 1234/ Ent

: Delete Analysis Data
! Blank Record

! 001

! V/A/<&/Esc

Delete Analysis Data
'l Warning!!
Data will be Deleted
</Esc

v Enter

Delete Analysis Data
Scroll Record Number
002
< /Esc

¢ Enter

Enter record number with numeric keys to
delete and press ENTER

If the selected record is not found or already
deleted earlier, system gives Blank Record
display.

Select other record with A ¥ or press ESC

Instrument will warn user before deleting
analysis data. Press ENTER to delete or press
ESC to come out from menu.

Selected Record deleted and ready to select
other record if required.

9.3.2.3. Search Analysis Data with Date to delete:

Delete Analysis Data
1) Scroll 3) Date
2) Record No.
1/2/3/Esc

vy 3

Delete Data
Search By :
1) Date 2) Date Range
1/ 2 /Esc

Press 3 to search analysis data with date to
delete

Press 1 to search analysis data with specific
date.
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9.3.2.3.1. Data Search with Specific Date:

Delete Data
Search By:
2) Date Range
1/ 2 /Esc

1) Date

1

Delete Analysis Data
Select Date
18/MAR/2019
»/4/V/A/d/Esc

y Enter

Record Found 003
A
18/ MAR/2019 14.38
V /</Esc

Delete Analysis Data
Il Warning!!
Data will be Deleted
<« /Esc

Press 1 to find analysis data for specific date.

Select Year, Month and date help of
>/ 4/ V/ AKkeys and press ENTER

Instrument will search record numbers saved
on selected date. Press V¥ to find other
records with same date.

Select analysis data and press ENTER to
delete. Instrument gives warning once. Again,
press ENTER to delete data.

9.3.2.3.2. Data Search with Date Range :

Analysis Data
Search By :
1) Date  2) Date Range
1/ 2 /Esc

{ 2

Delete Analysis Data
Select Start Date
18/ MAR/2019
>/ 4/V/AlJ/Esc

v Enter

Delete Analysis Data
Select End Date
22/MAR/2019
>/ 4/V/A/«/Esc

Press 2 to find analysis data for date range

Select Start date — Date, Month and Year, with
>/ 4/ V/ AKkeys and press ENTER

Select End date — Date, Month and Year with
>/ 4/ V/ AKkeys and press ENTER
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Record Found 003

18/ MAR/2019 14.38
V /</Esc

¢ Enter

Delete Analysis Data
'l Warning!!
Data will be Deleted
< /Esc

¢ Enter

9.3.2.3.3. Delete All Analysis Data:

Instrument will search record number saved in
between selected date range. Press V¥ to find
other records for selected date range.

Select analysis data and press ENTER to
delete. Instrument gives warning once. Again,
press ENTER to delete data.

All saved analysis data can delete to gather from this sub mode. This mode is password

protected.

Analysis Data:

1) View 2) Delete

3) Delete All
1/2/3/Esc

v 3

Enter Password
kkkk

(Max. 4 Characters)
1234 /«/ Esc

| 1234

' Warning!!
All Saved Data
Will be Deleted

</ Esc

v Enter

001

To delete all Saved Analysis data press 3

Enter password from alphanumeric keypad.
Use < key if wrong character entered.

Instrument give warning before deleting all
saved data. Press ENTER to confirm delete.

All analysis saved data will be deleted
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9.4. Mode 4: Calibration Data

This Mode is useful to view vacuum calibration data in detail. Users can print this data.

ANALAB
Press MODE and V¥ key to select Calibration
Act. Vacuum: 000 mmHg Data mode.
25/MAR/2019 13:51
¢ Mode
MODE
3) Analysis Data Press 4 to select calibration data.

4) Calibration Data
3/4/A%/¥/ Esc

Calibration Data
Calib. Date & Time Calibration Date & Time
25/MAR/2019 14:45

V/Prf’nt/Esc

v

Calibration Data

Calibrated Vacuum Calibrated Vacuum @ Zero Vacuum

Zero: 000 mmHg
V/A/P¢rint/Esc

v
Calibration Data

Calibrated Vacuum Calibrated Vacuum @ Span

Span: 650 mmHg
V /A /Print/Esc

vy

Calibration Data Calibration is performed by.
Calibration Done By

Note: At any screen, press PRINT to take
MB calibration data printout on printer.

A /Print/Esc
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9.5. Mode 5: 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.

ANALAB
Act. Vacuum: 000 mmHg
25/MAR/2019 13:51
v_Mode
MODE

5) Utilities
6) Services
5/6/A /V/Esc

v 4

Utilities
1) Printer Test
2) Date & Time
1/2/A /V/Esc

9.5.1. Utility 1: Printer Test

Printer output of instrument can check through this utility.

Is Serial/Parallel
Printer Ready?
</ Esc

¢ Ent

Printing....

Connect printer and press ENTER to check
printer response.

If there is no printing on the printer, then
contact manufacturer. (Before that it is
advisable to cross check printer with another
PC or instrument.)

Printing starts on printer.
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9.5.2. Utility 2: Date & Time

MLTCALSOhas in built clock which will updates with inbuilt battery. User can set date and time
from this utility. This utility is password protected.

Utilities
1) Printer Test
2) Date & Time
1/2/A /V/Esc

v 2

Enter Password
kkskk

(Max. 4 Characters)
1234 /«/ Esc

v 1234/Ent

Time Format
1) 12 Hours
*2) 24 Hours
1 /2/4 /Esc

vy 12-Ent

Set Date
25/DEC/2018
13:10
»/4/V/A/</Esc

v Ent

Set Month
25/DEC/2018
13:10
>/ 4/V/A/J/Esc

¢ Ent

Set Year
25/DEC/2018
13:10
> /4/V/A/J/Esc

¢ Ent

Press 2 to set Date and Time of instrument.

Enter password from alphanumeric keypad.
Use < key if wrong character entered.

Set time format in 12 hours or in 24 hours.
(* indicates selected time format)

Set Date with A/V keys.

Press « key to set month

Set Month with A/V keys.

Press « key to set Year

Set Year with A/V keys

Press « key to set Hour
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Set Hour
25/DEC/2018
13:10
>/ 4/V/A/JEsc

¢ Ent

Set Minute
25/DEC/2018
13:10
>/ 4/V/A/J/Esc

¢ Ent

Updating
Date & Time

9.5.3. Utility 3: Name Set

Set Hour with A/V keys

Press « key to set Minute

Set Minute with A/V keys

Press ENTER

New Date and Time will update.

Set the name of company to display on standby screen of the instrument. Same name will be

viewed and print on report.

Utilities
3) Name Set
4) Instrument ID
3/4/ A/V/ Esc

v 4

Company Name

INWEKA SCIINS P LTD

ABCD/V /»/4/<«/Esc/Del

¢ Ent

Press 3 to Enter in utility 4 i.e. Name Set

Enter the company name with the help of
alphanumeric keys. (press ¥ to select numeric
value) .Max. 20 character can set

Press Enter to update new name
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9.5.4. Utility 4: Instrument ID

MLTCALSOis having unique 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 Press 4 to enter in Utility 4 i.e. Instrument ID

3) Name Set
4) Instrument ID
3/4/ A/V/ Esc

v 4
Set Instrument 1D Enter the Instrument ID with the help of
alphanumeric keys. (Press ¥ to select numeric

Abcd123456 value). Max. 20 characters can be set.

ABCD/V/p»/d/d/Esc/Del Press Enter to update new name

9.5.5. Utility 5: Department

MLTCALSO0is having facility to enter department where this instrument is installed.

Utilities Press 5 to enter in Utility 5 i.e. Department
5) Department
6) Printer Type

5/6/ A/V/ Esc

vy 5
Department Enter the Department name with help of
Production 1 alphanumeric keys. (press ¥ to select numeric
value) .Max. 20 character can set
ABCD/V/»/4/4/Esc/Del Press Enter to update new department
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9.5.6. Utility 6: Printer Selection

MLTCALSO0 is having facility to connect Serial or Parallel dot Metrix printer. Selection can be
done from this utility.

Utilities Press 6 to enter Utility 6 i.e. Printer type.

5) Department
6) Printer Type
5/6/ A/V/ Esc

vy 6
Select Printer Type
1) Serial Press 1 or 2 i.e. serial or parallel printer
depends on connected printer. (* indicates
*2) Parallel selected printer type)
1/2/Esc

9.5.7. Utility 7: Data Transfer

To transfer saved analysis and calibration data to external storage like pen drive.

Utilities Press 7 to enter in Utility 7 i.e. Data Transfer

7) Data Transfer
8) Change Password
7/8/ A/V/ Esc

v 7

Data Transfer o
Insert Pen drive Conne_ct Pen Dr!ve in USB port to pollect
analysis and calibration data from instrument.
To Transfer Data This data can be viewed with instrument only.

< /Esc

Page 31 of 42



9.5.8. Utility 8: Change Password

Users can change password to operate certain password protected menu from this utility.

Utilities
7) Data Transfer
8) Change Password
7/8/ A/V/ Esc

76

Enter Old Password
5k k k sk
(Max. 4 Characters)
123../4/Esc

¢ Ent

Enter New Password
skok ok ok

(Max. 4 Characters)
123../4 /Esc

¢ Ent

Password change
Successfully

Press 8 to change password.

Enter old password. ( if password is forgotten
then contact manufacturer to reset the
password. )

Enter a new password. It should be of 4
numeric characters.
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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 set and Version upgradation. This mode is password protected.

This mode can be operated only by authorized person of ANALAB. If other than
authorized person operates this mode, ANALAB is not liable for any mal operation of

instrument.
ANALAB
Act. Vacuum : 000 mmHg
25/MAR/2019 13:51
¢ Mode.
MODE

5) Utilities
6) Service
5/6/A /V/Esc

v 0

Enter Password
skskskk

(Max. 4 Characters)
1234 /«/ Esc

v 1234/Ent
Serial Number

Services
1) Serial Number
2) Installation Date
1/2/A /V/Esc

¢ 1

Enter Serial Number
2018-19/1234

ABCD/V/p»/4/d/Esc/Del

Press MODE and V¥ key to scroll modes.

Press 6 to select Service mode.

Enter password from alphanumeric keypad.
Use — key if wrong character entered.

Press 1 to enter serial number of instrument.
(Serial number should not change by user)
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9.6.1. Installation Date:

Services
1) Serial Number
2) Installation Date
1/2/A /V/Esc

v 2

Installation Date
Set Date
03/Dec/2018
ABCD/V/p»/4/</Esc/Del

9.6.2. Calibration Due Date:

Services
3) Calib. Due Date
4) Version Upgrade
3/4/A /V/Esc

v 3

Calibration Due Date
Set Date
02/Dec/2019
ABCD/V /p»/d4/</Esc/Del

9.6.3. Version Upgrade:

Press 2 to enter Installation date of instrument.
(should fill by authorized person of ANALAB or
ANALAB authorized dealer)

Set installation date and press ENTER to
update.

Set the next calibration date of the instrument.
Press 3 and ENTER

Set the next calibration due date.

Due to continuous in-house research in instrument software, new versions must be upgraded.
This mode is useful to upgrade to a new version on site.

Services
3) Calib. Due Date
4) Version Upgrade
3/4/A /V/Esc

v 4

Software Upgrade
Insert Pen drive with
Latest Hex File
< /Esc

Press 4 and ENTER

Authorized INWEKA person will upgrade the
software version whenever it is available.
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10.Analysis

10.1. Analysis with assigning methods:

Create & Assign method as described in Mode 2 (refer page no.10) for the sample to be
analyzed. Fill desiccators with purified water up to the mark indicated and add 0.5 % crystal
violet solution in water, insert SAMPLES require to test and place the lid top on desiccator.
Connect silicon tube with instrument back panel and desiccator.

ANALAB

Act. Vacuum: 000 mmHg
25/MAR/2019 13:51

v Assign Method

Assign Method
Enter Method Number
01 [1-40]
1234/« /Esc

-

_________________ }_Jinte.r____________

Assign Method
No Data Found
01 [1-40]
1234/4 /Esc

Assign Method
Enter Method Number
02 [1-40]
1234/ 4 /Esc

¢ Enter

Place Sample in
Desiccator

</Esc

¢ Enter

Initial Vacuum Time

Set :100mmHg 01:00

Actual :062mmHg 00:28
Esc

Home screen

Select appropriate method out of 40 methods
for analysis of sample.

If Method is deleted, this message will appear.

Select another method.

Place samples in desiccator.
Press ENTER to start analysis.

Vacuum pump starts.

Actual Vacuum will start increasing.

If 100 mmHg vacuum is not achieved by initial
delay time say 1 min., pump will stop and give
error message to check for leakage in system
or desiccator.

Page 35 of 42



i Run Aborted

i Check Vacuum Leakage
i In System/Desiccator
! Esc

Place Sample in
Desiccator

</Esc
v Enter

Method Name
Set Vacuum  :600mmHg
Act. Vacuum :225mmHg
Stop

i Method Name i
i Vacuum Stop ]
I Act. Vacuum :225mmHg |
! Start/Release E

Method Name
Set Vacuum  :600mmHg
Act. Vacuum :225mmHg
Stop

Please Wait.
Stabilizing Vacuum
Act. Vacuum :600mmHg

015

v

Vacuum Achieved
Act. Vacuum :600mmHg
Hold Time :00:30

Esc

Press ESC and Check for system or
desiccator leakage.

Press ENTER to restart analysis.

Actual Vacuum will start increasing.

Again, it will check for 100 mmHg vacuum in
initial delay time say 1 min., once 100 mmHg
achieved, display will change and will show set
and actual Vacuum.

Pump can stop in between the analysis with
STOP key.

The vacuum will stop increasing and will show
an actual vacuum.

To restart the pump, press START or press
RELEASE to abort analysis.

If the START key pressed, vacuum will start
increasing from where it stops earlier.

When the actual vacuum reaches near to set
vacuum, instrument would stabilize vacuum if
any drop observed.

Number displays on left corner indicate
stabilization time.

Once vacuum is stabilized, it will hold up to set
hold time in method. Reverse time will start.

If the actual vacuum is not required up to hold
time, press ESC. Vacuum will release
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Vacuum Release
Act. Vacuum :205mmHg
Release Time : 00:30

Esc

v Esc

Method Name
Analysis Over

Act. Vacuum :000mmHg
Print/Save/Esc

vy Save

Analysis Data 08
Enter Username
MB
ABCD/V/p»/ 4/« /Esc/«

¢ Enter

Analysis Data 08
Enter Batch Number
Abcd1234
ABCD/V /> / 4/ J/Esc/«

¢ Enter

Save Analysis Data
Updating
Record No. : 008

Method Name
Analysis Over

Act. Vacuum :000mmHg
Print/Save/Esc

¢ Print

Print Analysis Data
Is Printer Ready?

< /Esc

After Hold time completes, vacuum from
desiccator will release automatically up to set
release

time.

After completion of release time, Actual
Vacuum will show 000 mmHg

Press SAVE to save analysis.

Enter Username in alpha-numeric character
(Max. 20 character) with alphanumeric keypad.
The number on right corner in first line
indicates record number where this analysis
will save. (Y key to select between alphabetic
and numeric characters, 4/» keys use to shift

characters left and right. —I key is to delete character if
wrongly feed.)

Enter Batch Number in alpha-numeric
character (Max. 20 character) with
alphanumeric keypad. (¥ key to select between
alphabetic and numeric characters, €4/» keys use
to shift characters left and right. < key is to delete
character if wrongly feed.)

Data will update and will show record number
where current data saved.

To take print of analysis data, press PRINT.
Enter username and batch number and switch
on printer, analysis data will print.

Press ENTER to start printing.
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10.2. Analysis without assigning methods (Direct Analysis):

MLTCALSO0 has unique facility to analyze sample without setting method parameters.
Parameters like Initial Delay time hold time and release time are fixed. Operator must set only
vacuum for analysis.

ANALAB

Home screen

Act. Vacuum: 000 mmHg

25/MAR/2019 13:51
JL Start
Set Vacuum Press START to start analysis.
600 mmHg
Range: [100 to 760] Set require Vacuum with numeric keys.
1234/« /»/ 4/Esc
v Enter Press ENTER to start analysis.
Place Sample in
Desiccator Place samples in desiccator.
Press ENTER to start analysis.
</Esc y
v Enter Vacuum pump starts.
Initial Vacuum Time Actual Vacuum will start increasing.

Set :100mmHg 01:00
Actual :062mmHg 00:28
Esc

Other all functions will be same as mentioned
in page no. 36 & 37

Analysis data cannot save or print

Note: Set Vacuum Hold time and Vacuum Release time from Timer “HOLD TIME” and
RELEASE TIME” keys.
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11.Cleaning Procedure

11.1. Use purified water to clean desiccators
11.2. Clean the outer and inner surface with the help of clean, dry and soft cloth.
11.3. Keep the desiccators for half an hour to dry.

11.4. Change desiccator’s water twice a week.

12.Error Message

12.1. Run Aborted Check Vacuum Leakage in System/Desiccator
When there is a leakage in system inside or in desiccator, this message will display —
Correct leakage

12.2. No Data Found in assign method.
When user assign deleted method, this message will display. — Assign different method
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13.Standard Operating Procedure (SOP)

13.1.

13.1.

1.

13.1.2.

1
1
1
1

—_— -
o0k w

1
1

W w
—
© N

10.

A1
A2.

A3.
14,
15.
16.

AT
18.
9.

Operation of leak test apparatus to determine leakage in strips/blister with
assigning Method.
Ensure that the leak test apparatus and Desiccator is clean and dry.

Open Desiccator lid and fill the Desiccator with pure water till strips get submerged in
water.

Remove and clean O ring and groove of Desiccator with the help of soft dry cloth and
remove any kind of dust particles and fix it again on the groove.

Assign method by pressing Assign key on keypad for the sample to be analyzed.
Insert the strip or blister to be tested for leak test and place the resting plate into the
desiccator and close the lid tightly and press ENTER, pump will start.

Actual Vacuum will start increasing.

The instrument will check for 100 mmHg vacuum in initial delay time say as per set in
method e.g. 1 min. and when 100 mmHg achieved, set and actual Vacuum will
display.

If 100 mmHg vacuum is not achieved due to leakage, the instrument will give error
message and run will be aborted.

Once the actual vacuum reaches the set vacuum, pump will stop and allow vacuum
to stabilize.

Actual Vacuum will hold up to set HOLD time in method, and reverse time will start.
After Hold time completes, vacuum from desiccator will release automatically up to
set release time

When the complete vacuum release and display shows Zero, open the desiccator lid.
Remove strips/Blister

Wipe the strips/blister with tissue paper in order to remove water droplets.

Observe the strips/blisters for any water seepage inside. If seepage is observed,
then it indicates failure of leak test.

Save or print the result by pressing respective keys.

Enter Batch number and username.

Analysis data will be saved in instrument internal memory.

Page 40 of 42



13.2.

13.2.1.
13.2.2.
13.2.3.
13.2.4.
13.2.5.
13.2.6.
13.2.7.
13.2.8.

13.2.9.

13.2.10.

13.2.11.

13.2.12.

13.2.13.
13.2.14.

13.2.15.
13.2.16.
13.2.17.
13.2.18.

Operation of leak test apparatus to determine leakage in strips/blister with
without assigning Method (Direct Analysis)

Ensure that the leak test apparatus and Desiccator is clean and dry.

Open Desiccator lid and fill the Desiccator with pure water till strips get submerged in
water.

Remove and clean O ring and groove of Desiccator with the help of soft dry cloth and
remove any kind of dust particles and fix it again on the groove.

Set Vacuum hold time by pressing Timer HOLD TIME key to retain vacuum after
achieved and stabilized.

Set the Release time with Timer RELEASE key.

Press the START key.

Set required vacuum for sample analysis

Insert the strip or blister to be tested for leak test and place the resting plate into the
desiccator and close the lid tightly and press ENTER, pump will start.

Actual Vacuum will start increasing.

Instrument will check for 100 mmHg vacuum in initial delay time say as per set in
method e.g. 1 min. and when 100 mmHg achieved, set and actual Vacuum will
display.

If 100 mmHg vacuum is not achieved due to leakage, instrument will give error
message and run will be aborted.

Once actual vacuum reaches at set vacuum, pump will stop and allow vacuum to
stabilize.

Actual Vacuum will hold up to set HOLD time in method, and reverse time will start.
After Hold time completes, vacuum from desiccator will release automatically up to
set release time

When the complete vacuum release and display shows Zero, open the desiccator lid.
Remove strips/Blister

Wipe the strips/blister with tissue paper to remove water droplets.

Observe the strips/blisters for any water seepage inside. If seepage is observed,
then it indicates failure of leak test.
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14. Guarantee

This Leak Test apparatus is 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.

15.Service After Sales

The 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, +91-265-2514404
™ 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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