Instruction & Operation Manual

Friability Test Apparatus — Double Drum
With 21 CFR Part 11 compliance
Model: pnFTCall100
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1. INTRODUCTION

The uFTCal100 is an advance Friability tester, offers fast and accurate measurements at a value
price for routine production as well as for R & D test. It has been designed and develops as per
pharmacopeia requirements. Large LCD display shows % friability reading. Weight of tablets
can feed manually as well as directly from Analytical balance connected with the system. The
instrument is having in built memory which saves more than 500 analysis data.

MFTCal100 is also available with CFR21 compliance software with individual admin and user

password facility to operate selected parameters and generate record history with date, time
and parameter details.

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) Analytical Balance
2) Tissue Paper Roll
3) Dot Matrix Printer 40 column (if report printing requires)

Location

The uFTCal100 requires a conventional laboratory bench 60 cm. Long, 60 cm. Deep.
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4. PACKING LIST

22. Description Qty P?/clk;d
01 Friability Test Apparatus- Basic Unit uFTCal100 01
02 Friability Drums (Roche): Sr. NO. & 02
03 Drum holding Knobs with rubber bush 01
04 Tablet Collection Tray Holder MOC: Acrylic 01
05 Tablet Collection Tray MOC : SS 02
06 Power Supply Cable 01
07 Instructional & Operational Manual with SOP 01
08 quibration test 99rtificate 01
(without traceability documents)
09 Warranty Card 01
10 ANALABSafe software with USB cable and Driver 01
Optional Items (If ordered)
11 Keypad Screen Guard 01
12 IQ/0Q/PQ/DQ Documents 01 Set
Serial No.: Packed By:

UNPACKING PROCEDURE

a. Open the box to indication arrow.

b. Take out the bonded Accessories carefully.

c. Install the unit according to procedure of installation.
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5. TECHNICAL SPECIFICATIONS

Technical Specifications:

e Speed

e« Accuracy
e Timer

« Counter

¢ No. of Drums

e Pharmacopeia Complies
e Method

e Weight Transfer

« Tablet Discharge

o 10° Tilt
o« Calculation of result

o Calibration
o Verification
o Power failure detection

e« Display
« Keypad

e Analysis Data Storage

« Searching of data

« Report Formation
e 21 CFR Part-11 Compliance

: Variable from 20 to 70 / 100 RPM

: 0.5 RPM

: Variable from 1 sec. to 9 hrs. 59 min 59 sec.
: 1 to 9999 revolutions

: Two

: As per USP, IP, Ph. Eur.

: 40 analysis method for single friability test

with View, Print & Delete facility.

: Possible through RS-232 Port (From Balance

to Instrument)

: Automatic in the Sample tray from drum after

completion of analysis.

: With Audio Visual Alert message
: Friability in %
: RPM and Count (Automatic)

: RPM, Count and Time
: Un-interrupted tablet testing after power

resume.

: 20 x 4 Line Alphanumeric Backlit LCD
: Membrane waterproof polycarbonate soft

touch keypad compliance to UL/ROHS

: More than 1500 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, RPM, tilt status,
drum type, set and actual counts, initial and
final weight, friability result, analysis done on,
model number, drum ID, serial number,
instrument ID etc. Secondly, analysis data
can be printed online.

: With record number, batch number, Date and

by scrolling.

: As per GLP Compliance
: o In-built with system for ease of operation

without PC.

e 2 Admin, 10 Reviewers, 40 Users & 1
Manufacturer with individual Login ID &
Passcode.

e Audit trail can store more than 5000 lines in
instrument.
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Printer Interface

Printer

PC Interface
PC Connectivity

Power Supply

e Audit trail includes action taken, date &
time, action taken by whom.

e Audit trail can be transfer to PC through
ANALABsafe software and can print on 40
/ 80 column dot matrix printer for record.

e Admins can set up operation permission of
each Users & Reviewers.

e Strict Admins control to audit and monitor
usage and access.

e Audit trail record can be printed with Date,
Date Range and by individual User’s ID.

e Once Audit trail transfer to the PC or
Printer, system will delete Audit trail
records and before final deletion, the
system will give warning twice.

e Data integrity with database capability to
store Analysis Data, Calibration Data,
Calibration and Analysis Method, Audit
trail and Passcode in instrument.

e No direct access to data from outside the
instrument, thereby creating a closed
system.

e Audit traceability to ensure that the device
and results are appropriately handled.

e Auto User’s logout after defined Logout
time.

e Auto Users & Reviewers block when
password is entered incorrectly 3
consecutive times

: Centronics Parallel Port / Serial (RS-232 C)

Port

: 40 / 80 Column Dot Matrix Printer

: USB Type — B
: By USB Interface Cable with

Driver, ANALABsafe software to transfer
Analysis data in GLP format, Calibration data
and Audit trail from Instrument to PC in non-
editable format (Cannot Delete)

: 230VAC £ 10%, 50 Hz
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6. DESCRIPTION OF KEYPAD

uFTCal100 is having TWENTY-THREE keys with 20 x 4 LCD displays.

Friability Test Apparatus

BACKSPACE ASSIGN
G m—— METHOD

Part 1 consisting TEN keys for alphanumeric characters, to enter values & characters, ONE
keys is use for backspace function.

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 START /STOP keys are to start/stop analysis with and ASSIGN METHOD
key to assign method for analysis.

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.

Page 6 of 53



8. INSTALLATION

Install the unit in dust and water vapors free area.
Connect Friability drums with the instruments as per left / right side mention on each drum.

Connect Printer to the parallel port at rear side of instruments or PC with USB connector

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. Switch ON the mains switch.

ANALAB Instrument will Display:
Friability Tester Manufacturer Name with Model No and
Model: uFTCal100 version no. of instrument.
Version: 180218
v
Serial Number
2016-11/361 Serial Number of instrument with Instrument ID
Instrument ID (to set by customer)
ABCD1234
v
ANALAB SCIINS P LTD Company Name with current date time
(Standby Screen)
21/NOV/2016 10:10
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9. OPERATION PROCUDURE

MFTCal100 operation is distributed in Five (5) different modes i.e. Method, Utilities, Analysis
data, Validation & 21 CFR Part 11 for ease in operation. For Sample analysis, separate
method assign key with START key given on keypad.

MODE 1: METHOD

ANALAB SCIINS P LTD

21/NOV/2016 10:10

v

MODE :

1) Method

2) Utilities
1/2/Up/Down/ Esc

vy 1
Method:
1) Create 3) Delete
2) View 4) Print

1/2/3/4/ Esc

Standby Screen

Press MODE & 1 key to create/view/delete or
print method

Press appropriate no. to Create, View, Delete
or print method
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1.1. Create Method

MFTCal100 has facility to create 40 method for analysis. Instrument will save created method
in internal memory, and when user create new method, automatically instrument saves in next
coming method no. or will save in deleted method no. if any in-between.

1.1.1. Method with Count

Mode:
1) Method
2) Utilities
1/2/ A/V/ Esc

71

Method:

1) Create 3) Delete

2) View 4) Print
1/2/3/4/Esc

v 1

Create Method No. xx
*1) Count
2) Time
1234/J/Esc

v 1

Set Count : 0100
[Range 1 to 9999 ]
1234/4/ Esc

Method Create M:xx

A
1

Method Create M:xx

ERROR in Count
Enter > 1 Count

Set RPM : 25
[Range: 20 to 70]
1234/4/ Esc

Method Create M:xx

¢ Ent

Press 1 to Enter in method

Again press 1 to create new method

To Create method with count, press 1

Set counts with numeric keys and press
ENTER , new value will update.

If “0000” entered, count ERROR message will
display

Set RPM with numeric keys and press ENTER
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Method Create M:xx
ERROR in RPM
Enter Between : 20 - 70

If entered RPM value is not between 20 to 70,
Error massage “RPM Out of Range” will
display. Enter correct value and press ENTER

EREEE )

Method Create M:xx Set tilt on or off depends on sample
Set Tilt requirements with pressing 1 or 2
*1) On (10°)  2) Off
1/2/Esc
¢ Ent
Method Create M:xx Select type of drum with pressing 1 or 2
Type of Drum
*1) Roche 2) Abrasion
1/2/Esc
y Enter sample name (Max. 20 character) with
Method Create M:xx alphanumeric keys and press Enter. ( ¥ keys
Enter Sample Name to select between alphabetic and numeric
P d characters). Use Back space key to delete
owdaer wrong character/word.
ABCD/V /» /4 [</Esc/—
v Ent
Method Create M:xx Enter method name (Max. 20 character) with
Enter Method Name alphanumeric keys and press Enter. ¥ keys to
select between alphabetic and numeric
Paracetamol characters).
ABCD/V /> /4 [J/Esc/«—
$ Ent
Method Create M:xx Enter Pharmacopeia follows for sample
Pharmacopeia . analysis.
1) USP 2) BP 3)IP
1/2/3/ V/Esc
¢ Ent
Store in || Save Method by pressing SAVE key.
(Instrument select next method no. )
Method No. : xx Esc
Save/Esc
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1.1.2.Method with Time

Mode:
1) Method
2) Utilities
1/2/ A/V/ Esc

v 1

Method:

1) Create 3) Delete

2) View 4) Print
1/2/3/4/Esc

71

Create Method No. xx
1) Count
*2) Time
1234/4d/Esc

v

Method Create
Set Time : 00:04:00
(HH:MM:SS)

1234 /{/Esc

M:xx

Method Create
Set Time : 10:04:00
Range [HH:0-9]

-

Method Create
Set RPM : 25
[Range: 20 to 70]
1234/4/ Esc

Method Create
ERROR in RPM
Enter Between : 20 - 70

Press 1 to Enter in method

Again press 1 to create new method

To Create method with Time, press 2

Set Time in HH:MM:SS format with numeric
keys and press ENTER , new value will
update.

If Hour, Minute & second value entered out of
range, instrument will display range of hour,
minute & second to enter.

Set RPM with numeric keys and press ENTER

If entered RPM value is not between 20 to 70,
Error massage “RPM Out of Range” will
display. Enter correct value and press ENTER
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Method Create M:xx
Set Tilt
*1) On (10°) 2) Off
1/2/d4/Esc
¢ Ent
Method Create M:xx

Type of Drum
*1) Roche 2) Abrasion
1/2/<4/Esc

v

Method Create M:xx
Enter Sample Name

Powder
ABCD/V/p» /4 /4/Esc/«

v Ent

Method Create M:xx
Enter Method Name
Paracetamol

ABCD/V/p» /4 [J/Esc/«

$ Ent

Method Create M:xx
Pharmacopeia
1) USP 2) BP 3)IP
1/2/3/ V/Esc

¢ Ent

Store in
Method No. : xx
Save/Esc

Esc

Set tilt on or off depends on sample
requirements with pressing 1 or 2

Select type of drum with pressing 1 or 2

Enter sample name (Max. 20 character) with
alphanumeric keys and press Enter. (A/ V¥
keys to select between alphabetic and numeric
characters). Use Back space key to delete
wrong character/word.

Enter method name (Max. 20 character) with
alphanumeric keys and press Enter. ((A/ V¥
keys to select between alphabetic and numeric
characters).

Enter Pharmacopeia follow for sample
analysis.

Save Method by pressing SAVE key.
(Instrument select next method no. )
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1.2. View Method

After creating new method, user can view all parameters from this mode to confirm entered

parameters in method.

Mode:
1) Method
2) Utilities
1/2/ A/V/ Esc

v 1

Method:

1) Create 3) Delete

2) View 4) Print
1/2/3/4/Esc

12

Enter Method Number
XX
[Method Range: 01-40]
1234/d/ Esc

v

View Method No. : xx
1) Method Name
Paracetamol

A/V/ Esc

R

Press 1 to Enter in method

Press 2 to View method

Enter Method Number to view with numeric
keys and press ENTER

All set value of parameters will display one by
one by pressing up & down keys.

Method Name , Sample Name, Set Count or
Time, RPM, Tilt status, Selected Drum and
selected Pharmacopeia.

Note : Once method created, user cannot edit the method. If any parameter needs to replace
during viewing, then complete method must delete and create new method with corrected

parameter.
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1.3. Delete Method

This mode is useful to delete entire method. This mode is password protected and only Admin

or authorized user can delete the method/s.

Mode:
1) Method
2) Utilities
1/2/ A/V/ Esc

v 1

Method:

1) Create 3) Delete

2) View 4) Print
1/2/3/4/Esc

v 3

Select User
3) ADMIN
4) USER1
1/2/A/V/ Esc

Iy

Delete Method
5) USER2
6) USER3
3/4/A /V/ Esc

_________ vl .

Access Denied
Contact Admin

-

Delete Method
Userl Passcode : ****
(Max. 4 Characters)

1234/«—/Esc

Press 1 to Enter in method

Press 3 to Delete method

Select User name who is authorized to delete
method with Up/Down keys or numeric keys.

Enter password to delete the method.(if wrong
password entered, display shows "wrong
password”

If admin has not authorized user to perform
deletion of method, this message will display.

Enter password to delete the method.(if wrong
password entered, display shows "wrong
password” Use back space to delete wrongly
feed character.
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Delete Method Number
XX
(Between 01-40)
1234/< /Esc

v Ent

' Warning !!
Confirm to Delete
Method No.: xx
4 /Esc

¢ Ent

Method No. xx
(Sample Name)
DELETED

Method:

1) Create 3) Delete

2) View 4) Print
1/2/3/4/Esc

1.4. Print Method

Select method no. with numeric keys to delete.

Instrument will confirm to delete selected
method. Press ENTER to delete or ESC to go
to back screen.

Selected Method deleted.

This method is useful to print methods parameters. User can print summary of all methods or
individual method parameters. Connect dot Metrix 80 or 40 column(as per selection in utility)

printer.

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

Press 4 to enter in PRINT mode.
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1.4.1. Summary

PRINT
Method Summary
Printer Ready?

J/Esc

¢ Ent
1.4.2. Detail

METHOD PRINT
1) Summary
2) Detail
1/2/Esc

v 2

Enter Method Number
XX
[Method Range: 01-40]
1234/d/ Esc

v Ent

Detail Method Print
Method No. : xx
Powder

<4/ Esc

v

Print Method No.: xx
Powder
Is Printer Ready?
</ Esc

Press ENTER to print summary.

Enter Method Number to Print with numeric
keys and press ENTER

Method name will display.

Confirm printer connection and press ENTER
to print method details
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Sample Analysis with COUNT

After creating method for sample, user can perform ANALYSIS by assigning method. Press
ASSIGN METHOD key on keypad to select method. Keep samples ready for analysis. Take
the weight of sample. (It should be as per monogram of sample)

ANALAB SCIINS P LTD Standby display
21/NOV/2016 10:10
¢ Assign
Entg‘sﬁi?hl(\)/fleglgriber Enter Method no. with numeric keys.
01 [1-40]
1234/ /Esc
R S
I
: In Meth(id NO' 01 ! If Tilt is selected in method, this message will
: Tilt (10°) is On, : display
! Tilt the System !
! Esc I
""""" Ese
?/Il\/legllfoddl\li?air?el) Method number and name will display
Selected
v
Enter Initial Weight Enter initial weight of sample in gram with
01.000 gm numeric keys.
1234/¢ /»/ 4Esc
v
Confirm Confirm weight, If wrong weight feeds, press
Initial Weight ESC and enter correct value
01.000 gm
</ Esc
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Load Tablet in drum

Press Start

v Start

(Sample Name)
Set count = 0070
Actual count = 0050
Hold/Esc

] Hold

Hold
Edit count =0070
Actual count = 0050
1234 / Start / &

* Start

XXXXXXXXXXXXXXXXXXXX

Set count =0070
Actual count =0052
Hold/Esc

v

Please Wait
while Dispensing
Tablet in the tray

v

Remove Tablet From
Tray and
Enter Weight

v

Enter Final Weight
XX.XXX gm

1234 /4 / >/ 4

¢ Ent

Load the sample (Tablets) in drum and press
start key.

Press Hold to stop test in between, friability
drum stops and actual count holds.

Press START to restart at actual counts at
which it was halt. User can Edit value if
require.

When Actual count reach to set count

Once actual counts reach at set count,
instrument will dispense tablets in tray given
below the drum.

Once all tablets collected in the tray, remove it
from tray and take weight and enter it as a
Final weight.

Enter weight of tablets as final weight with
alphanumeric keys and press ENTER
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Confirm Final Weight
XX.XXX gm

< /Esc

v

Result
Friability Weight
XX. XXX gm

v

Result
Friability %
XXX.XX

Print/Save/Esc

Check Printer
Connection

Analysis Data
Enter User Name
Xyz567
ABCD/V/ »/d/J/Esc/«—

v Ent

Analysis Data
Enter Batch Number
ABC567
ABCD/V/ >/ 4/4/Esc/«

¢ Ent

Save Analysis Data
Updating
Record No. : 012

Confirm entered final weight.

% Friability Result will display.

Press Save to save analysis data in internal
memory.

Press Print to print analysis data with user
name and batch no.

If Printer is not connected, instrument gives
this message.

Press Enter

Enter User name in alpha-numeric character
(Max. 20 character) with alphanumeric key
pad. (¥ key to select between alphabetic and
numeric characters)

Press Enter
Enter Batch Number in alpha-numeric
character (Max. 20 character) with

alphanumeric key pad. (¥ key to select
between alphabetic and numeric characters)

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

(Saved data can view in MODE: 3 i.e. Analysis
Data)
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Print Analysis Data
Is Printer Ready ?

4/ Esc

Sample Analysis with TIME

ANALAB SCIINS P LTD

21/NOV/2016 10:10

v Assign

Assign Method
Enter Method Number
03 [1-40]
1234/ /Esc

In Method No. 03
Tilt (10°) 1s Off,
Remove System from
Tilt Esc to Exit

Method No : 03
(Method Name)
Selected

v

Enter Initial Weight
01.000 gm

1234/4 /»/ 4Esc

v

Confirm
Initial Weight
01.000 gm

<4/ Esc

If PRINT key pressed, then instrument will
print Analysis data.

Keep Printer ON and press Enter

Standby display

Enter Method no. with numeric keys.

If Tilt is not selected in method, this message
will display

Method number and name will display

Enter initial weight of sample in gram with
numeric keys.

Confirm weight, If wrong weight fees, press
ESC and enter correct value.
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Load Tablet in drum

Press Start

v Start

(Sample Name)
Set Time = 00:00:30
Actual Time = 00:00:15
Hold/Esc

] Hold

Hold
Edit Time = 00:00:30
Actual Time = 00:00:15
1234 / Start / &

* Start

XXXXXXXXXXXXXXXXXXXX
Set Time = 00:00:30
Actual Time = 00:00:30

Hold/Esc

v

Please Wait
while Dispensing
Tablet in the tray

v

Remove Tablet From
Tray and
Enter Weight

v

Enter Final Weight
XX.XXX gm

1234 /4 / >/ 4

¢ Ent

Load the sample (Tablets) in drum and press
start key.

Press Hold to stop test in between, friability
drum stops, and actual time holds.

Press START to restart at actual counts at
which it was halt. User can Edit value if
require.

When Actual count reach to set count

Once actual counts reach at set count,
instrument will dispense tablets in tray given
below the drum.

Once all tablets collected in the tray, remove it
from tray and take weight and enter it as a
Final weight.

Enter weight of tablets as final weight with
alphanumeric keys and press ENTER
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Confirm Final Weight
XX.XXX gm

< /Esc

v

Result
Friability Weight
XX. XXX gm

v

Result
Friability %
XXX.XX
Print/Save/Esc

¢ Save ¢ Print

Confirm entered final weight.

% Friability Result will display.

Press Save to save analysis data in internal
memory.

Press Print to print analysis data with user
name and batch no. (As describe at Page 18)

Page 22 of 53



MODE 2 : 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 :
1) Method
2) Utilities
1/2/ A/V/ Esc

v 2

Utility: 01 Balance Resolution

Press Mode and 2 keys to select Mode 3 i.e.
Utility mode.

Select balance Resolution if attach with instrument to enter weight directly.
Resolution of balance is between resolution 1.0/0.1 or 0.01 mg.

Utilities
1) Balance Resoln
2) Printer Test
1/2/ A/V/ Esc

v 1

Resolution in gm.
*1) 0.001 2) 0.0001
3) 0.00001
1/2/3/Esc

1 1273

Utilities
1) Balance Resoln
2) Printer Test
1/2/ A/V/ Esc

Press 1 to select balance

Press 1/2/3 to select resolution of balance
* Mark on selected resolution
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Utility: 02 Printer Test

Printer output of instrument can check through this utility.

UTILITIES:

1) Balance Selection

2) Printer Test
1/2/ A/V/ Esc

v 5

Is Serial / Parallel
Printer Ready?

¢ Ent

Printing....

Press 2 to enter in utility 2 i.e. Printer test.

Connect printer and press enter to check
printer response.

If there is no printing on printer, then contact
manufacturer. (Before that it is advisable to
cross check printer with another PC or
Instrument)
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Utility: 03 Date / Time

MFTCal100 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
3) Date/Time
4) Name Set
3/4/ A/V/ Esc

v 3

Select User
1) ADMIN
2) USERI1
1/2/A /V/ Esc

v A

Select User
3) USER2
4) USER3
3/4/A /V/Esc

Access Denied
Contact Admin

Time & Date

Userl Passcode : ****
(Max. 4 Characters)

1234/«—/Esc

v

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

vi

Press 3 to Enter in utility 3 i.e. date / time.

Select User name who is authorized to
change/set date & time. Change with Up/Down
keys or numeric keys.

Enter password to change/set date & time.(if
wrong password entered, display shows
"wrong password”

If admin has not authorized user to set date &
time, this message will display.

Enter password to delete the method.(if wrong
password entered, display shows "wrong
password” Use back space to delete wrongly
feed character.
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Set Date
25/NOV/2016
13:10
>/ <«4/V/A/¥Esc

v P>/«

Set Month
25/NOV/2016
13:10
>/ 4/V/A/ /Esc

v >/

Set Year
25/NOV/2016
13:10
>/ 4/V/A/JEsc

v >/

Set Hour
25/NOV/2016
13:10
>/ 4/V/A/J/Esc

¢ Ent

Set Minute
25/NOV/2016
13:10
>/4/V/A/J/Esc

¢ Ent

Utilities
3) Date/Time
4) Name Set
3/4/ A/V/ Esc

Set Date with A/V keys.

Press » /< keys to set month.

Set Month with A/V keys

Press » /<4 keys to set Year

Set Year with A/V keys

Press » /< keys to set hour

Set Hour with A/V keys (24 hrs. format)

Press » /< keys to set hour

Set Minute with A/V keys

Press Enter to update new date and time
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Utility: 04 Name Set

Set the name of company to display on standby screen of the instrument. Same name will be
view and print on report.

Utilities
3) Date/Time
4) Name Set
3/4/ A/V/ Esc

v 7
Set Comp any Name Enter the company name with help of
alphanumeric keys. (press ¥ to select numeric
ANALAB SCI INS P LTD value) .Max. 20 character can set

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

ABCD/V/»/ 4/ J/Esc/«— Press Enter to update new name.

Utility: 05 Instrument ID

MFTCal100 is 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 5 to enter in Utility 5 i.e. Instrument ID

5) Instrument ID

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

v 5

Set Instrument 1D

Abcd123456 Enter the In§trument ID with help of .
alphanumeric keys. (Press ¥ to select numeric

value). Max. 20 characters can set.

ABCD/V /p»/ 4/<4/Esc/—
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Utility: 06 Printer Type

MFTCal100 is having facility to connect Serial or Parallel dot matrix printer. Selection can be
done from this utility.

Utilities Press 6 to enter in Utility 6 i.e. Printer type.
5) Instrument ID
6) Printer Type
5/6/ A/V/ Esc
v 6

Select Printer Type |
1) Serial Press 1 or 2 depends on connected printer.

*2) Parallel
1/2/Esc

Utility: 07 Drum Serial No.

MFTCal100 is having facility to connect two drums on left and right side. User can enter serial
number with this utility.

Utilities Press 7 to enter in Utility 7.
7) Drum Serial No.
This utility is password protected.
7/A/V/ Esc
v 7
Set Drum Number
Select User: Select User name who is authorized to Set
drum number. Change with Up/Down keys or
3) ADMIN numeric keys.
1/2/3/4/A /V¥/Esc
v A
Set Drum Number
Select User: Enter password to set drum serial no. if wrong
password entered, display shows "wrong
5) USERI password”
1/2/3/4/A /V/ Esc
2

Access Denied

Contact Admin If admin has not authorized user to set date &

time, this message will display.
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Set Drum Number
Userl Passcode : ****
(Max. 4 Characters)
1234/«/Esc

v

Left Drum Number
ANALAB 1561
(Max. 4 Characters)
1234/ 4 /Esc

v Ent

Left Drum Number
Changed Successfully

v

Right Drum Number
ANALAB 2561
(Max. 4 Characters)
1234/4 /Esc

v Ent

Left Drum Number
Changed Successfully

Enter password to set drum number.(if wrong
password entered, display shows "wrong
password” Use back space to delete wrongly
feed character.

Set Serial number of left drum. (Sr. no. is
mentioned on drum.)

Set Serial number of Right drum. (Sr. no. is
mentioned on drum.)
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MODE 3 : ANALYSIS DATA

MFTCal100 has facility to save 1000 analysis data. These saved data can view or print from
this mode.

MODE Press MODE & 3 keys to enter in analysis data

3) Analysis Data mode.

4) Validation
3/4/A /V/Esc

v 3

Analysis Data :
1 ) View To View Saved Analysis data press 1

2) Delete Record No.
1/2/A /V/ Esc

3.1. View Analysis Data :

Analysis data can view by select with Batch No. OR with scrolling display OR with saved
record no. OR with date of analysis.

3.1.1. Data Search with Batch Number :

Press 1 to search data with batch number.

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

v 1

Analysis Data Enter Batch Number with alphanumeric keys

Enter Batch Number (¥ keys to select between alphabetic and
Abcd1234 numeric characters)
ABCD/V/»/4/d/Esc/«—
‘L Ent Press Enter
Record Found It may possible to have same batch number for

005 one or more record. Select record no. with ¥

11/NOV/2016 01:38PM key and press ENTER to view.

V/4d/ Esc
+ Ent

Analysis Data 005 Analysis date and time display
Analysis Date & Time
11/NOV/2016 01:38PM
V /A /Print/Esc
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Analysis Data 005
Batch Number
Abcd1234
V /A /Print/Esc

vV

Analysis Data 005
Sample Name
Abcl123
V /A /Print/Esc

vV

Analysis Data 005
User Name
Abcl123
V /A /Print/Esc

‘Y

Analysis Data 005
Assigned Method
01
V /A /Print/Esc

v v

Analysis Data 005
Method Name
BEHKNQUX
V /A /Print/Esc

vV

Analysis Data 005
Pharmacopeia
USP
V /A /Print/Esc

v v

Analysis Data 005
Counts : 00100
RPM : 25
V /A /Print/Esc

Batch Number

Press ¥ A keys to view more details of
selected record.

Press PRINT to print selected analysis data.

Sample Name

User Name

Assign Method Number

Assigned Method Name

Pharmacopeia

Counts and RPM set for Analysis.
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Analysis Data 005

Tilt : On
Drum Type : Roche
V /A /Print/Esc
+ v

Analysis Data 005
Initial Weight
01.679
V /A /Print/Esc

vy Vv

Analysis Data 005
Final Weight
01.579
V /A /Print/Esc

vy Vv

Analysis Data 005
Friability Weight
00.100
V /A /Print/Esc

v v

Analysis Data 005
Friability %
005.95%

A /Print/Esc

Status of Tilt (On / Off) & Type of Drum used.

Initial Weigh of tablets

Final weight after completion of analysis.

Friability weight

% Friability

Press ESC come out from analysis data view.

3.1.2. Data Search with Record Number :

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

v 2

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

v

Press 2 to search data with record number.

Enter Record Number with numeric keys

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

vV

Analysis Data 005
Batch Number
Abcd1234
V /A /Print/Esc

1
v

Analysis Data 005
Friability %
005.95%

A /Print/Esc

3.1.3. Data Search with Scroll (Data) :

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

v 3

Analysis Data 005
Scroll Record Number
001
V/A/</Esc

¢ Ent

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

|
A 4

Analysis Data 005
Friability %
005.95%

A /Print/Esc

Analysis Date & Time

Batch No.

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

Press ESC come out from analysis data view

Press 3 to search analysis data with scrolling

Scroll record number to view with A ¥ Keys.

Analysis Date & Time

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

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

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

Press 4 to search analysis data with date.

vy 4
Analysis Data Press 1 to search analysis data with specific
Search By : date.
1) Date 2) Date Range
1/ 2 /Esc

3.1.4.1. Data Search with Specific Date :

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

i1

View AnalySis Data Select Year, Month and date help of

Select Year » / 4/ V| Akeys and press ENTER
2018/June/18

»/4/V/A/ /Esc

¢ Ent

Press 1 to find analysis data for specific date.

Record Found 003 Instrument will search record number saved on
selected date. Press V¥ to find other records of

18/June/20]8 14.38PM same date.
V/ /Esc
¢ Ent
Analysis Data 005
Record Number Press A V¥ key to view analysis data.

00.5 All screens as shown in : Data search with
V /A /Print/Esc batch no. menu

Press ESC come out from analysis data view
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3.1.4.2. Data Search with Date range :

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

{2

View Analysis Data
Select Start Year
2018/June/18
>/ 4/V/A/JEsc

v Ent

View Analysis Data
Select End Year
2018/June/18
>/ 4/V/A/JEsc

v Ent

Record Found 003

18/June/2018 14.38PM
V /J/Esc

¢ Ent

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

Press 2 to find analysis data for date range

Select Start date - Year, Month and date help
of »/ 4/ V/Akeys and press ENTER

Select End date - Year, Month and date help
of »/ 4/ V/Akeys and press ENTER

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

Press A ¥ 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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3.2. Delete Analysis:

Saved data can delete from this sub mode. Only authorized user can delete saved record as it

is password protected.

Analysis Data :

1) View

2) Delete Record No.
1/2/A /V/Esc

v

Delete Analysis Data
Select User:
1) ADMIN
1/2/3/4/A /V/ Esc

¢A

Delete Analysis Data
Select User:
2) USER1
1/2/3/4/A /V/Esc

Access Denied
Contact Admin

Delete Analysis Data
Userl Passcode : ****
(Max. 4 Characters)
1234/«—/Esc

Enter Record Number
001[01-501]

1234/ /Esc

To delete Saved Analysis data press 2

Select User name who is authorized to delete
Analysis Data with Up/Down keys or numeric
keys.

Enter password to delete the Analysis data.(if
wrong password entered, display shows
"wrong password”

If admin has not authorized user to perform
deletion of saved analysis data, this message
will display.

Enter password to delete the method.(if wrong
password entered, display shows "wrong
password” Use back space to delete wrongly
feed character.

Enter Record number to delete.
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"W . " Instrument will confirm to delete selected
Sooyvarning - method. Press ENTER to delete or ESC to go
Confirm to Delete to back screen.
Data No. : xx
< /Esc
¢ Ent
Data No. xx
(Sample Name) Selected data deleted.
DELETED
v

MODE 4 : VALIDATION

MFTCal100 has unique inbuilt facility to validate RPM, TIME and COUNT. Use Calibrated Time
and RPM meter only to validate the system.

MODE Press MODE & 4 keys to enter in Validation

3) Analysis Data mode.

4) Validation
3/4/A /V/ Esc

v 3

Validation Press 1 or 2 for RPM and Time validation. For
1) RPM Count Validation press ¥ key.

2) Time
1/2/A /V/ Esc
vV

Validation
3) Count Press 3 for count validation

2 /A /V/ Esc
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4.1. Validation With RPM

Use Calibrated RPM meter to validate.

Validation Press 1 to validate with RPM.

1) RPM
2) Time
1/2/A /V/ Esc

* V. - User can select validation with 25 RPM or can
RPM Validation define RPM between 20 — 70.

1) 25 RPM
2) User Define
1/2/ Esc

4.1.1. Validation With 25 RPM

RPM Validation Press 1 to validate with 25 RPM
1) 25 RPM
2) User Define
1/ 2/ Esc

—— o e o Ve e e e e o e = oy

1 .

I Please wait
: Detecting Instrument will detect Home Position and then
I
1
1

I
I
I
.o I drums starts rotating with Beep sound
Home Position I g P
I
I

25 RPM Validation
Time = 00:59:00 Start Calibrated RPM meter after BEEP sound
Rotation=20 and check the rotation per minute.

Esc Press ESC to come out
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4.1.2. Validation with User define RPM

RPM Validation
1) 25 RPM
2) User Define
1/2/ Esc

{1

Define RPM
30
[Range : 20-70]
1234/ / Esc

Define RPM
ERROR in RPM
Enter Between : 20-70

Please wait
Detecting
Home Position

-

30 RPM Validation
Time = 00:59:00
Rotation=20

Esc
v
Validation
1) RPM
2) Time

1/2/A /V/Esc

Press 2 to validate with User define RPM

Set RPM between 20 and 70 to validate.

If RPM is not set between 20 and 70, Error
message will display.

Instrument will detect Home Position and then
drums starts rotating with Beep sound

Start Calibrated RPM meter after BEEP sound
and check the rotation per minute.

Press ESC to come out
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4.2. Validation With TIME

Use Calibrated stop watch to validate.

Validation Press 2 to validate with RPM.
1) RPM
2) Time

1/2/A /V/ Esc

v 2 User can select time between 4 min. and 10

Time Validation Min. or can define TIME for validation.
1) 4 Min. 2) 10 Min.
3) User Define

1/2/3/ Esc

4.2.1. Validation with fix Minutes (4 or 10)

_Tlme Validation ) Press 1 or 2 for 4 min. or 10 min time
1) 4 Min. 2) 10 Min. validation respectively.
3) User Define Start calibrated stopwatch with key.
1/2 /3 /Esc
_________ vl1/2 _______,
Please wait
Detecting Instrument will detect Home Position and then

Home Position drums starts rotating with Beep sound

v
Time Validation

Set Time =00:04:00
Actual Time =00:02:00 Dr.ums starts rotating for set time (4 or 10
At 25 RPM Esc min)

v
Validation
1) RPM
2) Time

1/2/A /V/Esc
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4.2.2. Validation for user define minutes

Time Validation
1) 4 Min. 2) 10 Min.
3) User Define
1/2/3/Esc

v 3

Press 3 to set time for validation

Validation Time
Set Time : 00:05:00
(HH:MM:SS)
1234/4 / Esc

Set user define validation time.

—— e o e e e e e e o -y

Please wait
Detecting
Home Position

Instrument will detect Home Position and then
drums starts rotating with Beep sound

_________ aRnEEEEEEEE

Time Validation
Set Time =00:05:00
Actual Time =00:02:00
At 25 RPM Esc

Drums starts rotating for set time.

Validation
1) RPM
2) Time
1/2/A /V/ Esc

Page 41 of 53



4.3. Validation With COUNT

Use Calibrated stop watch to validate.

Validation
1) RPM
2) Time
1/2/A /V/ Esc

vV

Validation
3) Count

3/A /V/ Esc

v

Press V¥ to validate with Count.

Press 3 to validate

4.3.1. Validation With preset COUNT (50 and 100)

Count Validation
1) 50 2) 100
3) User Define
1/2/3/ Esc

Please wait
Detecting
Home Position

-

Count Validation
At 25 RPM

Esc

Set=0050 / Actual = 0045

v

Validation
1) RPM
2) Time
1/2/A /V/ Esc

User can select count between 50 and 100 or
can define COUNT for validation.

Instrument will detect Home Position and then
drums starts rotating with Beep sound

After beep, start RPM meter and stopwatch.

*for 50 counts, 2 minutes should measure.
For 100 counts, 4 minutes should measure.

Drums starts rotating for set time.

Default screen.
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4.3.2. Validation With preset COUNT (50 and 100)

Validation
3) Count

3/A /V/ Esc

v

Count Validation
1) 50 2) 100
3) User Define
1/2/3/ Esc

v 3

Set Validation Count
Set Count: 0200
[Range : 1 to 9999]
1234/ 4/ Esc

Please wait
Detecting
Home Position

Count Validation
At 25 RPM
Set=0010 / Actual = 0010
Esc

Validation
1) RPM
2) Time

1/2/A /V/ Esc

To set user define count, press 3

User can define count between 1-9999 for
validation.

Instrument will detect Home Position and then
drums starts rotating with Beep sound

After beep, start RPM meter and stopwatch.

*for 50 counts, 2 minutes should measure.
For 100 counts, 4 minutes should measure.

Drums starts rotating for set time.

Default screen.
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MODE 5 : 21 CFR Part 11

MFTCal100 can supply with 21 CFR software where 3 level passcode must generate i.e. one
for Admin and seven users. Admin can authorize user to operate different parameters which
are password protected like “Passcode Change”, "Deletion of Analysis

data “ ,"Date & Time Change” “Delete Method” and “Drum Number change” . Admin is

authorized to change all parameters with his pass code.
Passcode should set at the time of installation by authorized personal only.

5.1. Create Passcode

MODE Press MODE & 5 keys to set passcode for
5) 21 CFR Part 11 Admin and users.

5/A /V/ Esc
v 5

21 CFR Part 11
1) Create Passcode
2) View Passcode

1/2/A /V/Esc

v 1

21 CFR Part 11 e rtor Mastor P ) .
Master Passcode : nter Master Passcode. (contac

——— manufacturer for master passcode)

(Max. 4 Characters)
1234/«/Esc

v

Admin Passcode
Create Passcode :

After applying master passcode, “ADMIN”
passcode is to create. (Only authorized person

(Max. 4 Characters) can set this ADMIN passcode to avoid
1234/«—/Esc unauthorized operation)
__________ €,

Admin Passcode
Created Successfully

After creating or resetting Admin passcode, admin can set 3 users passcode and can set user
permissions.

Page 44 of 53



5.2. View Passcode

21 CFR Part 11
1) Create Passcode

2) View Passcode
1/2/A /V/Esc

v 2

View Passcode
Admin Passcode :

(Max. 4 Characters)
1234/«<—/Esc

v

View Passcode
Userl ID : USER 1
Passcode : xxxx
A/V /Esc

v AY

21 CFR Part 11
1) Create Passcode
2) View Passcode

1/2/A /V¥/Esc

To view user’s passcode, press 2

Enter Admin Passcode to view User’s

passcodes

With A ¥ keys, user’s ID and passcode can

view.

Press Esc to come out from view passcode.
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5.3. Change Passcode

21 CFR Part 11
1) Create Passcode

2) View Passcode
1/2/A /V/Esc

vv

3 — Level Passcode
3) Change Passcode
4) Reset Passcode

1/2/A /V/Esc

v 3

Edit Passcode
Select User :
1) USERI

1/2/3/A/V/Esc

Edit Passcode
Passcode Not Created
Contact Admin

Access Denied
Contact Admin

Edit Passcode
USERI Passcode:
(Max 4 Characters)

1234/«—/Esc

v

Edit Userl 1D
User ID: USERI1
(Max 8 Characters)
ABCD/V/»/4/4 /ESC/«

Press V¥ key to change / reset passcode
menu.

To Change user’s passcode, press 3

Select User to change User ID or Passcode

If Admin has not created user passcode, this
message will display. Create passcode for the
user. (Admin only can generate user’s
passcode for the first time)

If Admin has not authorized user to change
Passcode, then this message will display.

Enter User passcode to edit user ID and
Passcode

Press Esc to come out from view passcode.

Enter New user ID with alphanumeric keys and
press ENTER to edit.
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Edit User 1 Passcode
Old Passcode :
(Max 4 Characters)
1234/«—/Esc

v 1234

Edit User 1 Passcode
New Passcode :
(Max 4 Characters)
1234/«—/Esc

v 1234

Passcode Changed
Successfully

Enter Old Passcode.

Enter New Passcode

Passcode change message
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5.4. Reset Passcode

Resetting of passcode is useful when Admin forgets his passcode, or he left the company
without informing his passcode.

Customer must contact ANALAB and provide master passcode which generates randomly to
get reset passcode. Without entering reset passcode, customer cannot change admin
passcode.

21 CFR Part 11
3) Change Passcode
4) Reset Passcode
3/4/A /V/Esc
v 4

Reset Passcode can

Press 4 to reset Passcode

Contact on give number or email Master
Get from passcode generated on info@analab.co.in or
Manufacturer service@analab.co.in to get Reset passcode

Contact : 9714503393

v

21 CFR Part 11
Master Passcode : xxxx Enter reset passcode.
Reset Passcode :

1234/«—/Esc
] 1234

Admin Passcode
Admin Passcode :
(Max. 4 Characters)
1234/«—/Esc
] 1234

Enter new Admin Passcode

Passcode Changed
Successfully
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5.5. User Permissions

Admin can set permissions for the users to authorized to operate different parameters or not.
Admin has full rights to operate all the parameters with his passcode. Before setting
permissions, Admin has to set passcode of all the user.

With this mode, user’s authorization can be set for “Passcode Change”, "Deletion of Analysis
data “ ,"Date & Time Change” “Delete Method” and “Drum Number change” . Admin is
authorized to change all parameters with his pass code.

21 CFR Part 11
5) User Permissions
6) Audit Trail
5/6/A /V/ Esc

v 5

User Permissions
Admin Passcode :
(Max. 4 Characters)
1234/«—/Esc

v 1234

User Permissions
Select User :
1) USERI1
1/2/3/A/V/Esc

User Permissions
Passcode Not Created
Contact Admin

User Permissions

*1) Passcode Change
2) Del. Ana. Data

1/2/A/V/Esc

v

User Permissions
3) Date & Time Change
* 4) Delete Method
3/4/A/V/Esc

Press 5 to set user permission.

Enter Admin passcode to set user permissions

Select user to set permissions.

If passcode is not created by admin this
message will display. Create user passcode
first and then set permissions.

Press parameter number to give permission - *
will appear near parameter no. which indicate
permission is ON.

Parameter no. without * - means user have no
permission to perform/operate that parameter.

Press ESC to come out from user permission
menu.
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5.6. Audit Trail

MFTCal100 with CFR-21 software have facility to keep Audit Trail of parameters edited by
Admin or users at background in instruments internal memory.

Audit Trail can print for date range to cross check. When internal memory is getting full, then
past Audit Trail can print and then only delete from memory.

21 CFR Part 11
5) User Permissions
6) Audit Trail
5/6/A /V/ Esc

{ 6

Audit Trail
1) Date Range
2) Print & Delete
1/2/Esc

5.6.1. Audit Trail with date range

Audit Trail
1) Date Range
2) Print & Delete
1/2/Esc

v 1

Select Start Date
Year
2018/AUG/15
>/ 4/V/A/J/ Esc

v Ent

Select End Date
Year
2018/AUG/15
»/4/V/A/<d/ Esc

v _Ent

Printer Ready ?
</ Esc

Press 6 to view/print Audit Trail

Press 1 to print Audit Trail with given date
range

Press 1 to set date range

Select START date. Use » « keys to move
crusher to select year to month to date and
use A V keys to change year or month or date
Press ENT to select END date.

Set End Date

Press ENTER after connecting printer to print
Audit Trail for selected date range

Connect printer and press ENTER to print
Audit Trail for selected date
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5.6.2. Audit Trail — full log print and delete.

Audit Trail
1) Date Range
2) Print & Delete
1/2/Esc

v

After Printing log
History Data will be
Deleted Permanently

Print/Esc

y Print

Printer Ready ?
</ Esc

¢ Ent

Printing...
Audit Trail

'l Warning!!
Ensure Audit Trail
Is Printed Correctly

</ Esc

Audit Trail is
Already Stored
in System

Audit Trail
Deleted Successfully

Press 2 to Print and then delete Audit Trail

This is a warning message — after printing full
Audit Trail , all log data will be erased/deleted
permanently.

Connect printer and press ENTER to print
Audit Trail.

Audit Trail printing starts.

Confirm Audit Trail printing. In case of any
problem in printing, press ESC or press
ENTER

Audit Trail is still in system and not deleted

when ESC key press.

Audit Trail deleted
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10.GUARANTEE

Friability 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.

11.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

Gujarat (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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