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1. OBJECTIVE:
1.1 To provide guidelines for Cleaning, Operation and Calibration of Analytical balance and
Weighing balance.

2. SCOPE:
This procedure is applicable to the Analytical balance and Weighing balance located at NOVO

EXCIPIENTS PVT. LTD. NAVI MUMBAL.
3. RESPONSIBILITY:
3.1 User Department:
3.1.1 To follow the SOP.
3.1.2 To maintain the record as suggested in SOP.
3.2 User Department Manager/Designee:
3.2.1 To ensure the implementation of SOP.
3.3 Maintenance Officer/Designee:
3.3.1 To rectify the Analytical and Weighing balance in case of an error or breakdown.
3.4 QA Officer / Designee:
3.4.1 To verify the Daily Verification and Monthly calibration of Weighing Balances.
3.5 QA Manager / Designee:
3.5.1 To Approve the SOP.

3.5.2 To ensure the compliance of SOP.
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4. ABBREVIATIONS:

SOP Standard operating Procedure
QA Quality Assurance

PR Production

WR Warehouse

FD Formulation and Development
QM Microbiology

QC Quality Control

Pvt. Private

Ltd. Limited

IPA Isopropyl alcohol

g/gm Gram

mg Milligram

Kg Kilogram

Max Maximum

Min Minimum

Wt. Weight

00C Out of Calibration

S. PROCEDURE:

5.1 Definition:

5.1.1  Calibration: Calibration is the process of eslablishing the relationship between the
values indicated by an instrument or system and the corresponding known values of a

reference standard, ensuring accuratc measurcments.
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5.1.2  Verification: Verification is the process of confirming that a balance is functioning
correctly and providing accurate measurements after calibration or over a period of
usage. This involves checking the balance’s performance against known weight
standards at regular intervals.

Eccentricity: Deviation in the measurement value caused by eccentric loading in other
words, the asymmetrical placement of the center of gravity of the load relative to the
load receiver. Eccentricity usually is expressed as the largest magnitude of any of the
deviations between an off-center reading and the center reading for a given test load.
Repeatability: Ability of a weighing instrument to display identical measurement
values for repeated weighing’s of the same objects under the same conditions. It is
usually expressed as the standard deviation of multiple weighing’s.

Accuracy: Accuracy of a balance is the closeness of the displayed weighing result to

the true value of the weight placed on the balance. In other words, it's how correct the

balance’s reading is when you put a known standard weight on it.

5.2 Precautions, Cleaning, Operations and Calibration of Weighing and Analytical Balance:

5.2.1 Precaution:
5.2.1.1 Keep the balance always clean.
5.2.1.2 Do not leave anything on the weighing pan.
5.2.1.3 Keep the balance on the vibration free surface.
5.2.1.4 Do not exceed the maximum limit.
5.2.1.5 Check zero reading before starting the weighing.
5.2.1.6 Keep the balance away from exhaust fan or direct air.
5.2.1.7 Check spirit level wherever applicable.

5.2.2 Cleaning:

5.2.2.1 Ensure balance is in ‘OFF” condition before cleaning.
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5.2.2.2 Open the shutter of the balance and remove pan which is inside the balance.
(Applicable to those balances who have pan or shutter).

5.2.2.3 Remove dust and powder with the help of brush. If required use 1PA -70%
solution to clean and remove oily substances or any spot inside the balance.

5.2.2.4 Finally clean it with tissue paper, care to be taken for proper drying after use
of IPA- 70%.

5.2.2.5 Clean outside of balance & shutter with tissue paper wetted with 70% IPA
then clean with dry tissue paper.

5.2.2.6 After cleaning close the shutter, switch on the main and press power button.

5.2.2.7 Frequency: Daily/Whenever necessary.

5.2.3 Operation (Weighing Balance):

5.2.3.1 Ensure that the instrument is clean and dust free.

5.2.3.2 Ensure that the balance is calibrated.

5.2.3.3 Switch ON the mains. Then press the power button d) present on balance.

5.2.3.4 The balance will display zero reading.

5.2.3.5 Ensure spirit level (bubble position) is at the center and make adjustment if
required. OR Rotate the level screw of the balance so that bubble position
come to the center and rectify if necessary. (Use portable sprit level whenever
required)

5.2.3.6 Place the material on weighing pan and record the reading.

5.2.3.7 Ensure that the balance is in standby mode; when not in use.

5.2.4  Operation (Analytical Balance):

5.2.4.1 Ensure that the instrument is clean and dust free.

5.2.4.2 Ensure that the balance is calibrated.

5.2.4.3 Ensure that the analytical balance is leveled by checking the spirit level and

make adjustments if required using the leveling screws.
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5.2.4.4 Switch ON the mains and then press power button @ present on balance
and allow it to stabilize for 30 minutes.
5.2.4.5 Press Tare key, and Balance will display zero reading.
5.2.4.6 Open the shutter and Place the material to be weighed on the pan.
5.2.4.7 Close the shutter and print out the weight displayed on balance screen.
5.2.4.8 On the weight print, immediately put details of product, test name, sign with
date.
5.2.4.9 Open the shutter and remove the material from the pan after weighing.
5.2.4.10 Check that the display shows zero reading on the screen. If not press Tare
key.
5.2.4.11 Ensure that when balance is not in use; then press power button @ present
on balance and switch off the mains.
5.2.5 Calibration:
5.2.5.1 Daily calibration of Analytical Balance:
5.2.5.1.1 After equilibration of the instrument, turn on the balance by
pressing power button.
5.2.5.1.2 Place the standard calibrated 100 g weight on the pan and press F
key. (for Auto calibration)
5.2.5.1.3 After completion of auto calibration, open the shutter place 50 mg
standard weight on the center of the pan, display the reading and
take printout. |
5.2.5.1.4 Remove the weight from the pan and close the shutter.
5.2.5.1.5 Repeat the steps from 5.2.5.1.3 to 5.2.5.1.4 for standard weights of
0.5000 g, 1.0 g, 10 g, 50 g and 100 g and note down the weights.
5.2.5.1.6 Acceptance criteria: + 0.1 % of actual standard weight.
5.2.5.1.7 If calibration results are found to be outside the acceptance

criteria then follow the procedure outlined in flowchart for

PREPARED BY REVIEWED BY APPROVED BY

' \'\,"’7 ‘/L—/
Sign/Date W %_/‘(\de //'E%b ;; Qﬂ% ﬁ‘\/)

\éjAW)\




VIASTER COPY

novo EXCIPIENTS

NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI

QUALITY ASSURANCE DEPARTMENT

HOYO et L1p,
SOP Title : SOP for Cleaning, Operation and Calibration of Analytical and Weighing Balances.
SOP No.: SOP/QA/062 Page No.: 6of 13
Revision No.: 00
cleaning, operation and calibration of Analytical and Weighing
balance. Refer Annexure No. A/SOP/QA/062/03.
5.2.5.1.8 Maintain the record in the format for Daily calibration of analytical

balance. Format No. F/SOP/QA/062/01.

5.2.5.1.9 Frequency of calibration: Daily or prior to use

5.2.5.2 Daily verification of Weighing Balance:

5.2.5.2.1
52522

5.2.5.23

52524

52525

5.2.5.2.6

5.2.5.2.7

Operate the weighing balance as per point No.5.2.3

Place the standard calibrated weights on the center of the balance
platform gently as specified in the format for daily verification of
balance. Format No. F/SOP/QA/062/03, F/SOP/QA/062/05,
F/SOP/QA/062/07,  F/SOP/QA/062/08,  F/SOP/QA/062/11,
F/SOP/QA/062/13 & F/SOP/QA/062/15. The weights specified in
the format should be kept in the ascending order.

For daily verification of 600 gm Weighing Balance in Production
and Warehouse refer the Format No. F/SOP/QA/062/07 and for
Quality control and F&D refer Format No. F/SOP/QA/062/08.
Record the displayed reading on balance and check the variation;
it should be within the specified tolerance limit: + 0.1 % of actual
standard weight.

If the variation is within the specified tolerance limit then
continue to use the balance.

Remove the standard weight and keep it in the weight box.
Display shows Zero Reading,

If the variation is not within tolerance limit then label the balance-
as “‘Out of Calibration” as per Label No. (L/SOP/QA/062/02-00).

Inform the User Department Head and Quality Assurance Head.
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5.2.5.2.8 Inform Maintenance department or contract agency responsible
for servicing and rectification.

5.2.5.2.9 Do not uses balance until the error is rectified. After rectification,
recalibrate the balance before use.

5.2.5.2.10 Maintain the record in the format for Daily verification of
weighing balance. Format  No. F/SOP/QA/062/03,
F/SOP/QA/062/05,  F/SOP/QA/062/07,  F/SOP/QA/062/09,
F/SOP/QA/062/11, F/SOP/QA/062/13, F/SOP/QA/062/15

5.2.5.2.11 Frequency of daily verification: Daily or prior to use.

5.2.6 Monthly Calibration of Balance:
5.2.6.1 Accuracy:

5.2.6.1.1 Operate the weighing balance as per point No.5.2.3 & 5.2.4

5.2.6.1.2  Place the standard calibrated weights on the center of the balance
platform gently specified in the format for monthly calibration of
balance.

5.2.6.1.3  Record the value the balance shows.

5.2.6.1.4 Compare the displayed value to the true value of the standard
weight.

5.2.6.1.5 The balance shall be accurate, meaning that the difference
between the measured value and the known value of the weight
used shall not exceed 0.10%.

5.2.6.1.6  Use following formula to calculale Accuracy Deviation

Displayed Value - True Weight

Accuracy Deviation (%): X 100
True Weight

5.2.6.1.7 The deviation should be within the specified tolerance limit

< 0.10% actual standard weight.
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5.2.6.1.8 Remove the standard weight and keep it in the box. Display
shows Zero reading.
5.2.6.2 Full Range Calibration Test:
5.2.6.2.1 Place the standard calibrated weights on the center of the balance
platform gently specified in the format for monthly calibration of
balance. The weights specified in the format should be kept in the
ascending order.
5.2.6.2.2 Record the displayed reading on balance and check the variation;
it should be within the specified tolerance limit: = 0.1 % of actual
standard weight.
5.2.6.2.3 Remove the standard weight and keep it in the box. Display
shows Zero reading.
5.2.6.3 Corner Load Test (Eccentricity):
5.2.6.3.1 Place the standard calibrated weights as per balance capacity
(Refer format for monthly calibration) at different location of pan.
(Refer below diagram)
Eg: Round Pan for 230 gm,300 gm, 320 gm & 600 gm:

For 6.000 Kg, 50.000 Kg & 100.000 Kg:
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S1 S2
S5
S4 S3
5.2.6.3.2 Record the displayed reading on balance and calculate the average
weight; it should be within the specified tolerance limit: + 0.1 % of
actual standard weight.
5.2.6.3.3 Note: Standard calibrated weights should be used as per balance

capacity usually should be 30% of the capacity of the balance or

higher.

5.2.6.4 Measurement Repeatability Test:

52.6.4.1

5.2.6.4.2

52.64.3

52.6.4.4

5.2.6.4.5

Place the standard weights on balance for repeatability test as per
balance capacity. (Refer Format for monthly calibration)

Take 9 more observations.

Calculate the standard deviation for 10 weights.

Acceptance criteria: Standard Deviation should not be more than
0.10%

Based on the observed reading, standard deviation to be calculated

as per given formula,

Standard deviation X 2

Repeatability = X 100

Actual Weight

Where, Standard Deviation is
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cr oo
. 2(x; — %)
,\f n-—1
Where,

s = standard deviation
Xi = each weight reading (corner positions)
X = mean (average) of the readings
n= number of positions or readings
> =sum of squared differences from the mean
5.2.6.4.6 Frequency of calibration: Monthly
Tolerance: on or before 3 working days of due date.
5.2.6.5 Record the observation of Accuracy, Full range calibration, Corner load test
and measurement repeatability test in respective balance monthly calibration
Format No. F/SOP/QA/062/02, F/SOP/QA/062/04, F/SOP/QA/062/06,
IF/SOP/QA/062/09, F/SOP/QA/062/10, F/SOP/QA/062/12, F/ISOP/QA/062/14
& F/SOP/QA/062/16.
5.2.6.6 For Monthly calibration of 600 gm Weighing Balance in Production and
Warehouse refer the Format No. F/SOP/QA/062/09 and for Quality control
and F&D refer Format No. F/SOP/QA/062/10.
5.2.6.7 Weighing Range of Balances:
Weighing shall be performed usinga balance that is calibrated over the
operating range. A minimum accuracy of 0.10% for important measurements
is now dictated. To weigh 10 mg sample, you have to use 10 X 0.1% = 0.01
mg least count balance. It shows that if you have a balance with least count
0.01 mg, you caﬁ weigh minimum 10 mg sample on it. Other weights can be

calculated accordingly.
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5.2.7 Standard weights used for the verification and calibration of analytical and weighing
balances shall be maintained in the Annexure for list of standard weight boxes as per
Annexure No. (A/SOP/QA/062/02).

5.2.8 Note:

5.2.8.1 During Daily and Monthly calibration if variation observed out of tolerance
limit, immediately inform to User Department Head, QA Head &
Maintenance department & labeled as “Out of Calibration” as per Label No.
(L/SOP/QA/062/02).

5.2.8.2 Recalibration should be done after rectification, unwanted shutdown or after
maintenance work.

5.2.8.3 If calibration is not performed within tolerance limit due to holidays it can be
performed on immediate working day before use.

5.2.8.4 Frequency of balance calibration from external agency: Yearly.

Tolerance criteria is “on or before 20 days of due date”.

6. LIST OF ATTACHMENTS:

Sr. Title Attachment No.
No.
1 | List of Analytical and Weighing Balances A/SOP/QA/062/01-00
2 | List of Standard Weight Boxes A/SOP/QA/062/02-00
_ | Flow chart for Cleaning ,Operation and Calibration of Analytical and
3 P A/SOP/QA/062/03-00
Weighing Ralance
4| Daily calibration of Analytical Balance (230g) F/SOP/QA/062/01-00
5 | Monthly Calibration of Analytical Balance (230g) F/SOP/QA/062/02-00
6 | Daily Verification of Weighing Balance (300g) F/SOP/QA/062/03-00
7| Monthly Calibration of Weighing Balance (300g) F/SOP/QA/062/04-00
8 Daily Verification of Balance (320g) F/SOP/QA/062/05-00
9 | Monthly Calibration of Balance (320g) F/SOP/QA/062/06-00
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Sr. Title
No.

Attachment No.

10 | Daily Verification of Weighing Balance (600 g)

F/SOP/QA/062/07-00

11 | Daily Verification of Weighing Balance (600 g)

F/SOP/QA/062/08-00

12 Monthly Calibration of Weighing Balance (600 g)

F/SOP/QA/062/09-00

13 Monthly Calibration of Weighing Balance (600 g)

F/SOP/QA/062/10-00

14 Daily Verification of Weighing Balance (6.000 Kg)

F/SOP/QA/062/11-00

15 Monthly Calibration of Weighing Balance (6.000 Kg)

F/SOP/QA/062/12-00

16 Daily Verification of Weighing Balance (50.000 Kg)

F/SOP/QA/062/13-00

17 Monthly Calibration of Weighing Balance (50.00Kg)

F/SOP/QA/062/14-00

18 Daily Verification of Weighing Balance (100.000 Kg)

F/SOP/QA/062/15-00

19 Monthly Calibration of Weighing Balance (100.000 Kg)

F/SOP/QA/062/16-00

20 | Calibration Status Label

L/SOP/QA/062/01-00

21 | Label For Out of Calibration

L/SOP/QA/062/02-00

7. DISTRIBUTION LIST:

Copy No.

Copy Distributed to Department

Master Copy

Quality Assurance Department

Controlled Copy No.1

Quality Assurance Department

Controlled Copy No.2

Production Department

Controlled Copy No.3

Quality Control Department

Controlled Copy No.4

Quality Control-Microbiology Department

Controlled Copy No.5

Formulation & Development Department

Controlled Copy No.6

Warehouse Department

Controlled Copy No.7

Maintenance Department

Controlled Copy No.8 to 24 Display Copy (Production Department)

Controlled Copy No.25 to 27

Display Copy (Quality Control Department)
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Copy No.

Copy Distributed to Department

Controlled Copy No.28 to 33

Display Copy (Formulation & Development Department)

Controlled Copy No.34 to 39

Display Copy (Warehouse Department)

8. REVISION HISTORY:

Sr. | Version Effective Revision D D tion Change
No. No. Date evision Lieseriptio Control No.
01 00 Moaglpe 5| New SOP prepared. CC/QA/25/001

9. REFERENCES:

9.1 User Manual.

9.2 USP Chapter <41> and <1251>
9.3 SOP on SOP: SOP/QA/001
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Ref SOP No. SOP/QA/062
Revision No. 00 Effective Date:
Supersedes No. NA

Analytical Balances:

Sr. | Balance | Capacity Make Department Location Model | Sr.No. of | Least
No. | ID No. No.: Balance | Count
01 | QC-002 |230g Contech | Quality Instrument CAS- 1803093 | 0.0001
(230 g) Control Room 234 g
02 FD-001 230¢g Contech | Formulation | Novomix CAS- 1803094 | 0.0001
(230 g) Development | F&D Il 234 g
Weighing Balances:
Sr. | Balance | Capacity Make | Department Location Model | Sr.No.of | Least
No. | ID No. No.: Balance | Count
01 QC-010 | 600g Contech | Quality Wet CB-600 | 1100726 |0.01g
(600 g) Control Chemistry
Lab
02 QC-034 | 320 gm Contech | Quality Wet CAH- 3204138 1 0.001¢
(320 g) Control Chemistry 323
Lab
03 WR-001 | Max. Wt. | Contech | Warehouse Sampling CBB- 1803110 | 0.01g
(600 g) 500.0 g, Booth For | 600
Min Wt. Powder
05¢g
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Sr. | Balance | Capacity Make Department Location Model | Sr.No.of | Least
No. | ID No. No.: Balance | Count
04 WR-002 | Max.Wt.50 | Contech | Warehouse Dispensing CBB- 1803116 | 0.01g
0.00 g, Booth for | 600
(600gm) | Min Powder
Wt.0.5 g
05 WR-003 | Max.Wt.50 | Contech | Warehouse Sampling and | CBB- 1803117 | 0.01g
0.00 g, Dispensing 600
(600gm) | Min Booth for
Wt05 ¢ Liquid
06 WR-004 | Max. Wt. | Contech | Warehouse Sampling and | CP-50 1804511 |S5¢g
(50 kg) 30.000 Kg, Dispensing K5
Min Wt Booth for
0.250 Kg. Liquid.
07 WR-005 | Max. Wt. | Contech | Warehouse Dispensing 1803169 | 10 g
60.0 Kg, Booth for | CP-
(100ke) | Min Wt Powder 100K 10
0.500 Kg
08 WR-006 | Max. Wt. | Contech | Warchouse RM/PM 1300165 | 10 g
60.0 Kg, Receiving CP-
(100kg) | Min Wt Area 100K 10
0.500 Kg
09 QM-012 | Max.Wt.60 | Contech | Quality Media 1804321 | 0.01g
. . CBB-
0g, Min Control Preparation 600
(600gm) Wt.0.2¢g Microbiology | Room
10 QM-014 | Max.Wt.30 | Contech | Quality Testing CBB- 0.01g
Og, Min Control Room 300 1804322
(300gm) | wt.0.2¢ Microbiology
11 FD-002 | Max.Wt.60 | Contech | Formulation | Novopower 1300053 | 0.01g
(600 g) 0 g , Min Development | F&D 1 CB-600
Wt.0.2 g
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Annexure Title :

List of Analytical and Weighing Balances

Annexure No.: | A/SOP/QA/062/01-00 | Page No.: [30f5
Sr. | Balance | Capacity Make Department Location Model | Sr. No. of | Least
No. | ID No. No.: Balance | Count
12 FD-003 | Max.Wt.60 | Contech | Formulation | Novomix 1300054 | 0.01g
(600 g) 0 g, Min Development | F&D 11 CB-600
Wt.0.2 g
13 FD-004 | Max.Wt.60 | Contech | Formulation | NPD F&D III 0.01g
(600 g) 0 gm , Min Development CB-600 | 1300052
Wt.0.2 gm
14 F6Dk—005 Max. Wt.6 Contech | F ormlulation Novopower
©kg)  1os . Min Development | F&D 1 CB-6001 | 1300024 | 0.100g
Wt.2¢g
I5 |'FD-006 | \Max.wt.e | Contech | Formulation | Novomix
(6kg) | kgs , Min Development | F&D I CB-6001 | 1300027 | 0.100g
Wt2 g
16 PR-001 Max. Wt | Contech | Production MFG-01 CBB- 1803111
(600 2) | 500 600
gm
Min 0.010 g
Wt.0.100 g
17 PR-002 | Max. Wt. | Contech | Production MFG-02 CBB- 1803112
(600 g) 500 gm 600 .
Min 0.010 g
Wt.0.100 g
18 PR-003 Max. Wt. | Contech | Production MFG-03 CBB- 1803113
(600 g) 500 gm 600 .
Min 0.010 ¢
Wt.0.100 g
19 PR-004 | Max. Wt. | Contech | Production MFG-04 CBB- 1803114
(600 g) 500 gm 600
Min 0.010¢g
Wt.0.100 g
20 PR-005 Max. Wt. | Contech | Production IPQC room CBB- 1803115
(600 g) 500 gm 600
0.01
Min Og
Wt.0.100 g
PREPARED BY REVIEWED BY APPROVED BY
oMb Sy —— 20
Sign/Date /8 0;/;%\ <o L — L~ T (7&
D\ N @D es — SR AT IV o




NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI

§ A
NOVO FYSIRIENTS QUALITY ASSURANCE DEPARTMENT
Annexure Title : | List of Analytical and Weighing Balances
Annexure No.: | A/SOP/QA/062/01-00 | Page No.: | 40f 5
Sr. | Balance | Capacity Make Department Location Model | Sr. No.of | Least
No. | ID No. No.: Balance | Count
21 PR-006 | Max. Wt. | Contech | Production MFG-01 CTM- 1300025 |0.100 g
(6 kg) 5000.0 gm 6001
Min - Wt
100 g
22 PR-007 | Max. Wt. | Contech | Production MFG-02 CTM- 1300026 | 0.100 g
(6 kg) 5000.0 gm 6001
Min  Wt,
100 g
23 PR-008 | Max. Wt. | Contech | Production MFG-03 CTM- 1802998 | 0.100 g
(6 kg) 5000.0 gm 6001
Min Wt
100 g
24 PR-009 | Max. Wt. | Contech | Production MFG-04 CTM- 1802999 |0.100 g
(6 kg) 5000.0 gm 6001
Min Wt
100 g
25 PR-010 | Max. Wt. | Contech | Production MFG-05 CTM- 1803000 |0.100 g
(6 kg) 5000.0 gm 6001
Min - Wt
10.0 g
26 PR-011 Max. Wt. | Contech | Production MIG-01 CP- 1801514 | 5.00 g
(50 kg) 30.000 kg S50K5
Min  Wt.
0.250 kg
27 PR-012 | Max. Wt. | Contech | Production MFG-02 CP- 1804515 |5.00¢g
(50 kg) 30.000 kg 50K5
Min Wt
0.250 kg
28 | PR-0I3 | Max. Wt. | Contech | Production MFG-03 CP- 1804509 |5.00¢g
(50kg) | 30.000 kg 50K5
Min Wt
0.250 kg
PREPARED BY REVIEWED BY APPROVED BY

i A o/~
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NOVO EXCIPIENTS PVT. LTD.,
QUALITY ASSURANCE DEPARTMENT

NAVI MUMBAI

Annexure Title :

List of Analytical and Weighing Balances

Annexure No.: | A/SOP/QA/062/01-00 | Page No.: | 50f5
Sr. | Balance | Capacity Make Department Location Model | Sr. No. of | Least
No. | ID No. No.: Balance | Count
29 PR-014 | Max. Wt. | Contech | Production MFG-04 CP- 1804512 | 5.00 g
(50kg) 130.000 kg 50K5
Min Wt
0.250 kg
30 PR-0I5 | Max. Wt. | Contech | Production MFG-05 CP- 1804513 | 5.00¢g
(50kg) 130.000 kg 50K5
Min - Wt
0.250 kg
31 PR-016 | Max. Wt. | Contech | Production Intermediate | CP- 1804510 | 5.00 ¢
(50kg)  130.000 kg mfg. 50K5
Min - Wt
0.250 kg
32 PR-017 | Max. Wt. | Contech | Production Secondary CP- 1300020 | 10.00 g
(100 kg) | 60.000 kg Packing 100K 10
Min - Wt
0.500 kg
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date /\é&& o \(‘f) A s
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NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI
QUALITY ASSURANCE DEPARTMENT

Annexure Title :

List of standard Weight boxes

Annexure No.: A/SOP/QA/062/02-00 | Page No.: | 1ofl
Ref SOP No. SOP/QA/062
Revision No. 00 Effective Date:
Supersedes No. NA
Sr. Weight Box ID No. Department Weight Box Serial No. | Quantity in
No. Numbers
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
Sign/Date W&:’/ « cok——" P ?(/) =
AV A2 s e R
VI L\\O{\ g Wo—dq’ ( % 1 \O)\ W.i\(\'
Designation Officer Sr. Executive - Mandger
Department Quality Assurance Quality Assurance Quality Assurance
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NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI
QUALITY ASSURANCE DEPARTMENT

Annexure Title :

Flow chart for Cleaning ,Operation and Calibration of Analytical and

Weighing Balance
Annexure No.: | A/SOP/QA/062/03-00 | Page No.: [ 1of1
Ref. SOP No.: | SOP/QA/062

Clean the Balance with
brush/Tissue paper/70%IPA

A 4

Check the level of balance

v Ok

If not Ok

Job order given to

y

Switch On the Balance

l

Daily verification

Maintenance Dept. l If not Ok
Ok
00C
If not Ok
Y
Contact to Ok > Y y
service center Analytical work Contact service
center
\ 4
Repair / Maintenance Switch Off the balance : v .
Repair / Maintenance
Y
> Calibration
Analytical work
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
/
Sign/Dat A et
ign/Date %ﬁ\\/\/\oﬁ @f%m ,@W,/ )
Designation Officer Sr. Executive Manag!er

Department

Quality Assurance

Quality Assurance

Quality Assurance
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NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI
QUALITY ASSURANCE DEPARTMENT

Issued By/
On:

No. of Copies:

Format Title : Daily calibration of Analytical Balance (230g)
Format No.: F/SOP/QA/062/01-00 | Page No.: | 10f3
Ref. SOP No.: SOP/QA/062
ID No.: Capacity:Max. Wt.230 gm Sr. No.: Least Count :0.0001¢g
Make: CONTECH Model No. CAS-234 Location: Weight Box ID No.:
Standard weight
Spirit Level
£ 0.10 % of Actual Standard weight
Date Cleaning 0.5000g 1.0000g 10.0000g | 50.0000g | 100.0000g wmww»mw Done | Checked
Status Actual Weiglt by/On By/On
Acceptance
Criteria
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gaghave Mr. Rahul Bankar Mr. Manish Mahajan
Sign/Date 5@ v Wl C NS
EUa Cosertil Rl e
Designation Officer Sr. Executive m\ stmmma
Department Quality Assurance Quality Assurance Quality Assurance




iy, NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI Issued By/
novo Ry ™ QUALITY ASSURANCE DEPARTMENT On:
Format Title : Daily calibration of Analytical Balance (230g)
Format No.: F/SOP/QA/062/01-00 | Page No.: | Page 2 of 3
Date Cleaning Spirit Level Standard weight Remark Done | Checked
Status C/NC by/On By/On
0.5000¢g 1.0000g 10.0000g 50.0000g 100.0000g
PREPARED BY REVIEWED BY APPROVED BY
AN AV
Sign/Date N \@ Pest—
g 2 fﬁ v




i, NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI Issued By/
noYo REIFENTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : Daily calibration of Analytical Balance (230g)
Format No.: F/SOP/QA/062/01-00 | Page No.: | Page 3 of 3
Date Cleaning Spirit Level Standard weight Remark Done | Checked
Status C/NC by/On By/On
0.5000¢g 1.0000g 10.0000g 50.0000¢g 100.0000g
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date A/Q%@wt/ w/\tj\ @nu?/pnﬁ
4 / “\O Lo L -
/C// R e




Issued By/
NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | On:
QUALITY ASSURANCE DEPARTMENT No. of
Copies
Format Title : [Monthly Calibration of Analytical Balance (230g)
Format No.: | F/SOP/QA/062/02-00 | Page No.: | 10f 4

Ref. SOP No.: | SOP/QA/062

ID No.: Capacity:Max.Wt.230 gm
Make: CONTECH Model No.:

Sr. No.: Least Count :0.0001g
Location: Weight Box ID No.:

Date of calibration :

Next calibration due date :

1) Accuracy:

Accuracy Deviation (%):

Displayed Value - True Weight

True Weight

Acceptance Criteria: Not more than 0.10%

2) FKull Range Calibration:

X 100

Ohserved Weight

Standard weights Acceptance Criteria
200 g 199.8 -200.2 ¢
100 g 99.9-100.1¢g
S0g 49.95-50.05¢
20g - 19.98 -20.02 ¢
10g 999-1001¢g
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
o )
Sign/Date %ﬁi\\\m\ Q’)cw See/l— S5 Y \(C)
©! eesivsT ' 1 Al Uﬂ\ﬁ)\/f
Desienation Officer Sr. Executive Managder
&
Department Quality Assurance Quality Assurance Quality Assurance




N2 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Issued By/
novo E’é?r.":'TED"'"S QUALITY ASSURANCE DEPARTMENT On:
Format Title : Monthly Calibration of Analytical Balance (230g)
Format No.: | F/SOP/QA/062/02-00 | Page No.: [ 20f4
Standard weights Observed Weight Acceptance Criteria
lg 0.999 —1.001 g
500 mg 499.5 - 500.5 mg
100mg 99.9 -100.1 mg
50 mg 49.95 - 50.05 mg
20 mg 19.98 — 20.02 mg
10 mg 9.99-10.0Img
Done By/On : Checked By/On:
3) Corner Load Test:
Eg: Round Pan
Standard Wt. _— I
Location Average Weight Acceptance Criteria
S1
S2
S3 £0.1%
S4
SS
Done By/On : Checked By/On :
PREPARED BY REVIEWED BY APPROVED BY
1 ) .
Sign/Date /\f‘gg&/A og\q’ , Leot— — T .
g \Q\ Wwﬁ%{/ (,//W\V (,‘ ﬁ/, \/Q'\ﬁ
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NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAL | Issued By/

QUALITY ASSURANCE DEPARTMENT

On:

Format Title :

Monthly Calibration of Analytical Balance (230g)

Format No.:

F/SOP/QA/062/02-00 | Page No.:

| 3 0f4

4) Repeatability Test:

Sr. No

Standard Weight

Displayed Weight

01

02

03

04

05

06

07

08

09

10

100 g

Standard deviation

Standard Deviation(S):

PREPARED BY REVIEWED BY

APPROVED BY

Sign/Date

dep—
Qe e
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MASTER CO
N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
novo E’\(,‘T:.";_'T%NTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : Monthly Calibration of Analytical Balance (230g)
Format No.: | F/SOP/QA/062/02-00 | Page No.: | 4 0f4
Standard deviation X 2
Repeatability = -----emmmcmmmm oo X 100
Actual Weight
X2
Repeatability = X 100
Repeatability =

Acceptance Criteria: Repeatability: Not more than 0.10%

Remark: The calibration of Analytical Balance Complies / Does not comply with the acceptance
criteria.

Done By/On :

Checked By/On:

PREPARED BY REVIEWED BY APPROVED BY
Sign/Date % o )&cbu&// L X% © -
v \04\ 5 s\ w& ‘; "\fjﬁ\csﬁ\ﬁw
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NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Oy:
QUALITY ASSURANCE DEPARTMENT

Issiied By/

No. of Copies:

Format Title :

Daily Verification of Weighing Balance (300g)

Format No.:

F/SOP/QA/062/03-00

| Page No.: | 10f2

Ref. SOP No.: | SOP/QA/062
ID No.: Capacity:Max.Wt.300g, Min Wt.0.2¢g
Make/Model No.: CONTECH/ Least Count :
Sr. No.: Location:
Weight Box ID No.: Calibration of weight box valid up to:
Standard weight
lg | 100g | 200¢g
Date | Cleaning | Spirit Acceptance Criteria Remark | pone | Checked
Status Level +0.1% of Standard weight C/NC by By
0.99to | 99.90to | 199.80 to
1.01 100.10 200.20

PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
o L
" <\ A5 RN ‘
Sign/Date MR e os1as 29 ‘ ﬁ VS
Designation Officer Sr. Executive Manager

Department

Quality Assurance

Quality Assurance Quality Assurance




N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
NOVO FXSIFIENTS QUALITY CONTROL DEPARTMENT On:
Format Title : | Daily Verification of Weighing Balance (300g)
Format No.: F/SOP/QA/062/03-00 | Page No.: | Page 2 of 2
Standard weight
lg 100 g 200 g R K
i ivi emar
Date Cleaning Spirit Acceptance Criteria C/NC Done | Checked
Status Level +0.1% of Standard weight by By
0.99to | 99.90to | 199.80 to
1.01 100.10 200.20
PREPARED BY REVIEWED BY APPROVED BY
S/ é/ .
io My A 3 Jpafte— ? f}
Sign/Date .\6\%” | W{ﬁu Quy Ny C@‘ A\QU{M
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MASTER ¢

‘ Issued By/ B
N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | On:
fovo E)\s'cr.":lr%ms QUALITY ASSURANCE DEPARTMENT No. of
Copies
Format Title : | Monthly Calibration of Weighing Balance (300g)
Format No.: | F/SOP/QA/062/04-00 | Page No.: | 10f4
Ref. SOP No.: | SOP/QA/062
/Balance ID No.: Capacity: Max.Wt.300g, Min Wt.0.2¢g
Make: CONTECH Model No.
Sr. No.: Least Count :
Weight Box 1D Calibration of Weight
No.: Box valid up to:
Date of
Calibration Next Due Date :
Location
1. Accuracy:
Displayed Value - True Weight
Accuracy Deviation (%): X 100
True Weight
Acceptance Criteria: Not more than 0.10%
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
' W /Mé <o Sear—

Sign/Date m; %mﬁ‘/g@ o C
Designation Officer Sr. Executive

Department

Quality Assurance

Quality Assurance

Quality Assurance




= =l

NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI

Issued By/

novo ?&%‘TT%NTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : | Monthly Calibration of Weighing Balance (300g)
Format No.: | F/SOP/QA/062/04-00 | Page No.: [ 20f4
2. FULL RANGE CALIBRATION OF WEIGHING BALANCE:
A t Criteri
Standard Observed Remark cocep anee 11‘ena Done Bv/On
weights Weight C/NC +0.1% Oj,f Standard Y
weight
lg 099-1.01¢g
S¢g 499-5.01¢g
10g 9.99-10.01¢g
50g 49.95-50.05¢
100g 99.90-100.10 g
200g 199.80 -200.20 g
Note: C- Complies, NC- Not Complies
3. ECCENTRICITY CHECKS OF WEIGHING BALANCE:
Eg: Round Pan
. Min Wt. | Average Max Wt. | Average ~ Acceptance
Location . Remark . Remark .
(1g) Weight C/NC (200¢g) Weight C/NC Criteria
S1
S2
S3
+0.1%
S4
Ss
Done By/On:
Note: C- Complies, NC- Not Complies
PREPARED BY REVIEWED BY APPROVED BY

Sign/Date
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MASTER COPY |

%

N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Issued By/
no E)\(,%lﬂ%ms QUALITY ASSURANCE DEPARTMENT On:
Format Title : | Monthly Calibration of Weighing Balance (300g)

Format No.: | F/SOP/QA/062/04-00 | Page No.: |30f4
4. MEASUREMENT OF REPEATABILITY:
Sr. No. Standard Weight Displayed Weight
1
2
3
4 100 g
5
6
7
8
9
10
Standard deviation

Standard Deviation(S):

Standard deviation X 2

Repeatability = ----=-=-- ---- X 100
Actual Weight
PREPARED BY REVIEWED BY APPROVED BY
. ” » cal— . -
Sign/Date /}h@’\ Qe @%"y%w > L
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Acceptance Criteria: Repeatability: Not more than 0.10%

N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Issued By/
novo E’%"E'T%NTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : | Monthly Calibration of Weighing Balance (300g)

Format No.: F/SOP/QA/062/04-00 | Page No.: | 4 0f 4
X2
Repeatability = ---- --- - X 100
Repeatability =

Remark: The calibration of Analytical Balance Complies / Does not comply with the acceptance

criteria.
Done By/On Checked By/On
Sign/Date
PREPARED BY REVIEWED BY APPROVED BY
; oty Jeab—— »‘ _
Sign/Date M&) @g@)qf/@/"mw > L

— 4\ é\ S7a




Issued By/
N2 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI On:
OV RSIIENTS QUALITY ASSURANCE DEPARTMENT
o No. of Copies:
Format Title: Daily Verification of Balance (320g)
Format No.: F/SOP/QA/062/05-00 | Page No.: | 10f3
Ref. SOP No.: SOP/QA/062
ID No.: Capacity: Max. Wt. 320 gm Sr. No.: Least Count :
Make: CONTECH Model No. Location: Weight Box ID No.:
Standard weight
Spirit Level
£ 0.10 % of Actual Standard weight
Date Cleaning 1.000 g 50.000 g 100.000 g 200.000 g wmﬁmo% Done Checked
Status Actual Weiglt by/On By/On
Acceptance
Criteria
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Qmaﬁﬁ Mzr. Rahul Bankar Mr. Manish Mahajan
L N
Sign/Date § e =
>3€/ W EFyigosivs 1o\
Designation Officer Sr. Executive Manager
Department Quality Assurance Quality Assurance Quality Assurance




g, NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI Issued By/
ROV EXCIPIENTS QUALITY ASSURANCE DEPARTMENT On:
Format Title: Daily Verification of Balance (320g)
Format No.: F/SOP/QA/062/05-00 | Page No.: | Page 2 of 3
Date Cleaning Spirit Level Standard weight Remark Done Checked
Status C/NC by/On By/On
1.000 g 50.000 g 100.000 g 200.000 g
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date \\w/éq @@\\ _
— i A




i NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI Issued By/
NOVQ EXSIPIENTS QUALITY ASSURANCE DEPARTMENT On:
Format Title: Daily Verification of Balance (320g)
Format No.: F/SOP/QA/062/05-00 | Page No.: | Page 3 of 3
Date Cleaning Spirit Level Standard weight Remark Done Checked
Status : C/NC by/On By/On
1.000 g 50.000 g 100.000 g 200.000 g
PREPARED BY REVIEWED BY APPROVED BY
N 4
Sign/Date ww%ggb \@J AD B
WX T &ﬂQi(G\(v




Issued By/
N2 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | On:
novo g’\sg";_'TEDNTS QUALITY ASSURANCE DEPARTMENT No. of
Copies:
Format Title: | Monthly Calibration of Balance (320g)
Format No.: | F/SOP/QA/062/06-00 | Page No.: | 1of 4
Ref. SOP No.: | SOP/QA/062
ID No. Capacity Max. Wt.320 g
Make CONTECH Least Count
Model No. Location
Sr. No. Weight Box ID No.

Date of calibration

Next calibration due date

1. Accuracy:

Displayed Value - True Weight

Accuracy Deviation (%): X 100
True Weight
Acceptance Criteria: Not more than 0.10%
Done By/On: Checked By/On:
2. Full Range Calibration:
Standard weights Observed Weight Acceptance Criteria
200 g 199.8-200.2 ¢
loog 99.9 -100.1 g
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mzr. Rahul Bankar Mr. Manish Mahajan
R Ve
. M —Ans __frot— — r
Sign/Date %@‘(/\1\03 @‘Kc{(;g}/ﬁ( osvs T NS
Designation Officer Sr. Executive T Ménaéer"\“) ‘

Department

Quality Assurance

Quality Assurance

Quality Assurance




N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Issued By/
novo E{‘,‘T:";’_'T%NTS QUALITY ASSURANCE DEPARTMENT On:
Format Title: | Monthly Calibration of Balance (320g)
Format No.: F/SOP/QA/062/06-00 | Page No.: | 20f4
Standard weights Observed Weight Acceptance Criteria
50g 49.95-50.05 g
20g 19.98 -20.02 g
10g 9.99-10.01¢g
lg 0.999-1.001¢g
Done By/On: Checked By/On:
3. Corner Load Test:
Eg: Round Pan
Location Standard Wt. Average Weight Acceptance Criteria
S1
S2
S3 +0.1%
S4
S5
Done By/On: Checked By/On:
PREPARED BY REVIEWED BY APPROVED BY

Sign/Date = 3/ e ' \(O
gl el R




N2 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Issued By/

novo Eﬁ'ﬂ%ms QUALITY ASSURANCE DEPARTMENT On:

Format Title: | Monthly Calibration of Balance (320g)
Format No.: F/SOP/QA/062/06-00 | Page No.: | 30f4

4. Repeatability Test:

Sr. No Standard Weight Displayed Weight

01

02

03

04

05

100
06 8

07

08

09

10

Standard deviation

Standard Deviation(S):

PREPARED BY REVIEWED BY APPROVED BY

Sign/Date )}%U}}C\ /} \:)/




N7 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Issued By/
MOV EXCIPIENTS QUALITY ASSURANCE DEPARTMENT On:
Format Title: | Monthly Calibration of Balance (320g)

Format No.: | F/SOP/QA/062/06-00 | Page No.: | 4 0f4

Standard deviation X 2
Repeatability = ------ - X 100
Actual Weight

X2
Repeatability = -- -- --- X 100

Repeatability =

Acceptance Criteria: Not more than 0.10%

Remark: The calibration of weighing balances Complies / Does not comply with the acceptance
criteria.

Done By/On: Checked By/On:

PREPARED BY REVIEWED BY APPROVED BY
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Issued By/
N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI On:
FOVO ExS et QUALITY ASSURANCE DEPARTMENT No. of
Copies:
Format Title : | Daily Verification of Weighing Balance (600 g)
Format No.: F/SOP/QA/062/07-00 | Page No.: [ 10f2
Ref. SOP No.: SOP/QA/062
Month/Year Weight Box ID No.: Location:
ID No.: Capacity(a): 600 g Min. Wt.: 0.100 g Max. Wt. : 500.000 g
Make: CONTECH | Model No. : Sr. No.: Least Count(e):
Spirit Level Standard weight
+0.10 % of Actual Standard weight
Date Cleaning RCelllll\Ia(;k Done | Checked | Verified
status | Actual__p 000 | 500 0008 | 500.000g by/On | By/On | By QA
Weight
Acceptance,_| 0.099to | 299.700to |499.500 to
Criteria 0.101g | 300.300g | 500.500g
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mzr. Rahul Bankar Mr. Manish Mahajan
N L ( | n—
: L 7 / L/
e B R YN e e S
Designation Officer Sr. Executive ~ Manalger '\
Department Quality Assurance Quality Assurance Quality Assurance




MASTER COPY

N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI Issued By
FOVQ ERCIPIENTs QUALITY ASSURANCE DEPARTMENT
Format Title : | Daily Verification of Weighing Balance (600 g)
Format No.: F/SOP/QA/062/07-00 | Page No.: | Page 2 of 2
Standard weight
Spirit Level
Date Cleaning +0.10 % of Actual Standard weight | Remark Done | Checked | Verified
status Actual C/INC by/On | By/On By QA
Weight 0.100g 300.000g | 500.000g
Acceptance 0.099 | 299.700 To 1499.500 To
Criteria To 0.101g | 300.300g 500.500g
PREPARED BY REVIEWED BY APPROVED BY
;&/\ o
Sign/Dat /X Ty
Date | e




MASTER COPY
Issued By/
N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI On:
NOVQ EXCIFIENTS QUALITY ASSURANCE DEPARTMENT No. of
Copies:
Format Title: | Daily Verification of Weighing Balance (600 g)
Format No.: F/SOP/QA/062/08-00 | Page No.: [ 10f2
Ref. SOP No.: SOP/QA/062
Month/Year Weight Box ID No.: Location:
ID No.: | Capacity(a): 600 g Min. Wt.: 0.100 g Max. Wt. : 500.000 g
Make: CONTECH | Model No. : Sr. No.: Least Count(e):
Spirit Standard weight
Level
¢ 4+ 0.10 % of Actual Standard weight
Date Cleaning Aot R(e:r/r;;lcrk Done | Checked
Status ctua by/On By/On
Weight 0.100g | 300.000g | 500.000g y y
Acceptance, | 0.099to | 299.700to [499.500 to
Criteria 0.101g | 300.300g | 500.500g
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
. )XL (&}’3’”/" ’\5 VQLL(:/LM/ L
Sign/Date W/’{ \/‘\05 Y R os Ly T 2s ,', q'\ﬁ ﬁv\”)\zﬁw
Designation Officer Sr. Executive Managei~
Department Quality Assurance Quality Assurance Quality Assurance
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NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI Issued By/
NOVQ EXCITIENTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : Daily Verification of Weighing Balance (600 g)
Format No.: F/SOP/QA/062/08-00 | Page No.: | Page 2 of 2
Standard weight
Spirit Level
Date Cleaning +0.10 % of Actual Standard weight | Remark Done Checked
Status Actual C/INC by/On By/On
Weight 0.100g | 300.000g |500.000g
Acceptance 0.099 to | 299.700 to  ]499.500 to
Criteria 0.101g | 300.300g 500.500g
PREPARED BY REVIEWED BY APPROVED BY
v
B - V "‘V‘?
Sign/Date \6‘@? O ) oo
- W ChHerrci—




N~ NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI
novo g)\(fr"z!r%ms QUALITY ASSURANCE DEPARTMENT
Format Title : |Monthly Calibration of Weighing Balance (600 g)
Format No.: | F/SOP/QA/062/09-00 | Page No.: | 10of 4
Ref. SOP No.: | SOP/QA/062
Month/Year Capacity(a) 600 g
ID No. Min. Wt.: Max. Wt. :
Make CONTECH Least Count(e) 0010 g
Model No. CBB-600 Location
Sr. No. Weight Box ID No.
Date of calibration Next calibration due date
1) Accuracy:
Displayed Value - True Weight
Accuracy Deviation (%): X 100
True Weight
Acceptance Criteria: Not more than 0.10%
Done By/On : Checked By/On : Verified By(QA):
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
Sign/Date : M , ;Z
8 W'\U\\O % oSt | NN
Designation Officer Sr. Exccutlve Manager
Department Quality Assurance Quality Assurance Quality Assurance




\\ 4//, NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
no 0 Eﬁ'ﬂ%’“s QUALITY ASSURANCE DEPARTMENT On:
Format Title : |Monthly Calibration of Weighing Balance (600 g)

Format No.: | F/SOP/QA/062/09-00 | Page No.: | 20f4

2) Full Range Calibration Test:

Standard weights Observed Weight | Acceptance Criteria (+ 0.10 %)

0.099 - 0.101 g
29.970—30. 030 g
119.880 - 120.120 g

Minimum Weight (In house) 0.100 g

Middle 1 Weight (5% of a) 30.000 g
Middle 2 Weight (20% of a) | 120.000 g
Middle 3 Weight (40% of a) | 240.000 g 239.760 —240.240 ¢

Middle 4 Weight (60% of a) 360.000 g 359.640 - 360.360 g
499.500 - 500.500 g

Maximum Weight (In house) | 500.000 g

Done By/On : Checked By/On: Verified By(QA):

3) Corner Load Test :

Eg: Round Pan

Location Standard Wt. Average Weight Acceptance Criteria

S1
S2
S3 +0.1%
S4
SS

Done By/On : Checked By/On: Verified By(QA):

PREPARED BY REVIEWED BY APPROVED BY
, )
Sign/Date i Lo ——
& & \0*3\ @é%./‘g,?:m .
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N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/

o og{gg'{'TEDNTS QUALITY ASSURANCE DEPARTMENT On:

Format Title : |Monthly Calibration of Weighing Balance (600 g)
Format No.: F/SOP/QA/062/09-00 | Page No.: | 30f4

4) Measurement of Repeatability Test:

Sr. No Standard Weight Displayed Weight
01

02

03

04

05

100 g
06

07

08

09

10

Standard deviation

Standard Deviation(S):

L [BGa—2
o ,\f e — 1
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date )\&5‘)&\/ AV @ﬁi l‘cu/l—,
\\J\\@ Teosity—
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N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
novo 56?“;%”75 QUALITY ASSURANCE DEPARTMENT On:
Format Title : |Monthly Calibration of Weighing Balance (600 g)

Format No.: F/SOP/QA/062/09-00 | Page No.: | 40f4

Standard deviation X 2
Repeatability = -----mmremmmmmmmm oo X 100
Actual Weight

X2
Repeatability = -~---mmnmmmmmmmmcom e X 100

Repeatability =

Acceptance Criteria: Not more than 0.10%

Remark: The calibration of weighing balances Complies / Does not comply with the acceptance
criteria.

Done By/On : Checked By/On : Verified By(QA):

PREPARED BY REVIEWED BY APPROVED BY

i < AV
Sign/Date A@O@%L’)\ : -

et ¢

AN




Issued By/
N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | On:
S EXCIPIENTS J 7 n
% noYo ivs o, QUALITY ASSURANCE DEPARTMENT No. of
Copies
Format Title : |Monthly Calibration of Weighing Balance (600 g)
Format No.: | F/SOP/QA/062/10-00 [ Page No.: | 1of 4
Ref. SOP No.: | SOP/QA/062
Month/Year Capacity(a) 600 g
ID No. Min. Wt.: Max. Wt. :
Make CONTECH Least Count(e) 0.010¢g
Model No. CBB-600 Location
Sr. No. Weight Box ID No.
Date of calibration Next calibration due date
1. Accuracy:
Displayed Value - True Weight
Accuracy Deviation (%) ---- X 100
True Weight
Acceptance Criteria: Not more than 0.10%
Done By/On: Checked By/On:
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
; ) T 'Lg S S E
Sign/Date 1\6’5“}&/ dﬁ}\ S : e
8 \K i “rgl ol vy
Designation Officer Sr. Executive Manager
Department Quality Assurance Quality Assurance Quality Assurance
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MASTER COPY
N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
NOVQ EXCIPIENTS QUALITY ASSURANCE DEPARTMENT On:

Format Title : |Monthly Calibration of Weighing Balance (600 g)
Format No.: | F/SOP/QA/062/10-00 | Page No.: | 20f4

2. Full Range Calibration Test:
Standard weights Observed Weight | Acceptance Criteria (£ 0.10 %)

0.099-0.101 g

Minimum Weight (In house) 0.100 g

Middle 1 Weight (5% of a) 30.000 g 29.970-30.030 g

Middle 2 Weight (20% of a) | 120.000 g 119.880 -120.120 g

Middle 3 Weight (40% of a) | 240.000 g 239.760 -240.240 g

Middle 4 Weight (60% of a) | 360.000 g 359.640 —360.360 g

499.500 - 500.500 g

Maximum Weight (In house) | 500.000 g

Done By/On : Checked By/On:

3. Corner Load Test :

Eg: Round Pan

Location Standard Wt. Average Weight | Acceptance Criteria
S1

S2

S3 +0.1%

S4

SS

Done By/On : Checked By/On:

PREPARED BY REVIEWED BY APPROVED BY

s | Wkl | @i
[y




g NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/

NOVQ EXCIFIENTS QUALITY ASSURANCE DEPARTMENT On:

Format Title : [Monthly Calibration of Weighing Balance (600 g)

Format No.: | F/SOP/QA/062/10-00 | Page No.: | 3 of4

4. Measurement Repeatability Test:

Sr. No Standard Weight Displayed Weight

01

02

03

04

05

100 g
06

07

08

09

10

Standard deviation

Standard Deviation(S):

,\5 n— 1
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date %@f//ﬂﬁl/ ol
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EXCIPIENTS
NOVO pyy 11,

NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI

QUALITY ASSURANCE DEPARTMENT

A

Issued By/
On:

Format Title :

Monthly Calibration of Weighing Balance (600 g)

Format No.:

F/SOP/QA/062/10-00

| Page No.: | 4 of 4

Acceptance Criteria: Not more than 0.10%

Standard deviation X 2
Repeatability = ----mnmmrmmmmmmmmmmomecenaee X 100
Actual Weight
X2
Repeatability = ---- X 100
Repeatability =

Remark: The calibration of weighing balances Complies / Does not comply with the acceptance
criteria.

Done By/On :

Checked By/On:

PREPARED BY REVIEWED BY APPROVED BY
: . ) e Ve "
Sign/Date \é&%/’)w @{%&%\
\ tsjoyT Uy
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Issued By/
iy NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI On:
NOVO EXCIPIENTS QUALITY ASSURANCE DEPARTMENT No. of
Copies:
Format Title : | Daily Verification of Weighing Balance (6.000 Kg)
Format No.: F/SOP/QA/062/11-00 | Page No.: [ 10f2
Ref. SOP No.: SOP/QA/062
Month/Year Weight Box ID No.: Location:
. Capacity(a): . . ) .
ID No.: 6.000 Kg Min. Wt.: Max. Wt. :
Make: CONTECH | Model No.: Sr. No.: Least Count(e): 0.1g
Standard weight
Spirit
Level +0.10 % of Actual Standard D
Date | Cleaning il weight Remark bor;e Checked | Verified
Status )\ Actual 000 | 30000 |5000.0 CNC | on | BY/On | ByQa
Weight e 8 v
Acceptance 99to | 2997.0to }4995.0to
Criteria 10.1 g 3003.0 g |5005.0 g
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
N b ‘
Sign/Date ’ %@95/ o Db i
8 N Gt Slosivs— w
Designation Officer Sr. Executive Man'ager
Department Quality Assurance Quality Assurance Quality Assurance




S NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI Issued By/

F%

QY0 EXCIPIENTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : | Daily Verification of Weighing Balance (6.000 Kg)
Format No.: F/SOP/QA/062/11-00 | Page No.: | Page 2 of 2
Standard weight
Spirit Level
¢ +0.10 % of Actual Standard
Date Cleaning weight Remark | pope | Checked | Verified
Status Aot C/INC by/On | By/On By QA
Weight 100g | 3000.0g |5000.0 g
Acceptance 99 to 2997.0 to |4995.0 to
Criteria 10.1 g 3003.0 g | 5005.0g
PREPARED)BY REVIEWED BY APPROVED BY
Sign/Dat e @ hodcst—— /HD%
ign/Date ol : -
© W ISR ,

Xg\(i‘ﬁ\




IssﬁxgﬁwBy/
N~ NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | On:

EXCIPIENTS : DT ;

NOVO i3 1o, QUALITY ASSURANCE DEPARTMENT No. of
Copies:
Format Title : |[Monthly Calibration of Weighing Balance (6.000 Kg)
Format No.: | F/SOP/QA/062/12-00 | Page No.: | 1of 4
Ref. SOP No.: | SOP/QA/062
Month/Year Capacity(a) 6.000 Kg
ID No. Min. Wt.: Max. Wt. :
Make CONTECH Least Count (e)
Model No. Location
Sr. No. Weight Box ID No.
Date of calibration Next calibration due date
1. Accuracy:
Displayed Value - True Weight
Accuracy Deviation (%): X 100
True Weight

Acceptance Criteria: Not more than 0.10%

Done By/On : Checked By/On: Verified By(QA):
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
A i T
: L \OD eV - Za WA A -

Designation Officer Sr. Executive Manager T
Department Quality Assurance Quality Assurance Quality Assurance




N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBALI | Issued By/
novo R(/?TTEDNTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : [Monthly Calibration of Weighing Balance (6.000 Kg)
Format No.: | F/SOP/QA/062/12-00 | Page No.: [ 20f4
2. Full Range Calibration Test:
Standard weights Observed Weight Acceptance Criteria
(% 0.10 %)
Minimum Weight (In house) 100 g 99-10.1g
Middle 1 Weight (10% of a) 600.0 g 599.4 -600.6 g
Middle 2 Weight (20% of a) 1200.0 g 1198.8-12012 ¢
Middle 3 Weight (40% ofa) | 2400.0 g 2397.6-24024 g
Middle 4 Weight (60% of a) 3600.0 g 3596.4-3603.6 g
Maxi Weight (I -
aximum Weight (In 5000.0 g 4995.0 —5005.0 g
house)
Done By/On : Checked By/On : Verified By(QA):

3. Corner Load Test:

S1

S5

S4

S2

S3

Location Standard Wt. Average Weight Acceptance Criteria
S1
S2
S3 +0.1%
S4
SS
Done By/On : Checked By/On: Verified By(QA)
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date &ﬁ\fgﬁ )
\\)\ @% 1 §—) ©. )/( Ly




 MASTER COPY

N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
novo R‘,‘T:“E'T‘-’DNTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : |Monthly Calibration of Weighing Balance (6.000 Kg)

Format No.: | F/SOP/QA/062/12-00 | Page No.: |3 0f4
4. Measurement of Repeatability Test:
Sr. No Standard Weight Displayed Weight
01
02
03
04
05
30000 g
06
07
08
09
10
Standard deviation
Standard Deviation(S):
Z(‘XI - X)Z
o N n—1
PREPARED BY REVIEWED BY APPROVED BY

Sign/Date

g
%Zﬂfﬁ{z\/\&\m) W&:@(b
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EXCIPIENTS
no OPVT LD.

NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
QUALITY ASSURANCE DEPARTMENT On:

Format Title : [Monthly Calibration of Weighing Balance (6.000 Kg)

Format No.:

F/SOP/QA/062/12-00

| Page No.: | 40f4

Acceptance Criteria: Not more than 0.10%

Standard deviation X 2

Repeatability = --------=snsmmmmnsmmmmmmnnnee X 100
Actual Weight
X2
Repeatability = ~------==nnmmmnnnmmmmnmmnnnne X 100
Repeatability =

Remark: The calibration of weighing balances Complies / Does not comply with the acceptance

criteria.
Done By/On : Checked By/On: Verified By(QA):
PREPARED BY REVIEWED BY APPROVED BY
o=
Sign/Date fyw \w u,/L,—“ ©
YD (Ot = A
“Te]orit , ,/m; <FC3\®§?\Q
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MASTER C¢

: Issued By/
Wy NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | On:
fOVQ EXCIPIENTS QUALITY ASSURANCE DEPARTMENT No. of
Copies:
Format Title : | Daily Verification of Weighing Balance (50.000 Kg)
Format No.: F/SOP/QA/062/13-00 | Page No.: | 10f2
Ref. SOP No.: | SOP/QA/062
Month/Year Weight Box ID No.: Location:
ID No.: Capacity(a): 50.000 Kg | Min. Wt.: Max. Wt. :
Make: CONTECH | Model No. : Sr. No.: Least Count(e):
Standard weight
Spirit
Level ,
Date | Cleaning ¢ +0.10 % of Actual Standard weight | Remark | pone Checked | Verified
Status Actual C/NC by/On By/On By QA
Weighi 0.250 Kg | 10.000 Kg B0.000 Kg
Acceptance | 0.249 1o 9.990to |29.970 to
Criteria 0.251 Kg 10.010Kg {30.030Kg
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
. H I \.,\ - /é
Sign/Date W N e
8 \&#@ e S o :
Designation Officer Sr. Executive Mahager
Department Quality Assurance Quality Assurance Quality Assurance
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NOVO EXCIPIENTS PVT. LTD.,

NAVI MUMBAI

Issued By

V E’é%”{'%‘"“ QUALITY ASSURANCE DEPARTMENT
Format Title : | Daily Verification of Weighing Balance (50.000 Kg)
Format No.: F/SOP/QA/062/13-00 | Page No.: | Page 2 of 2
Standard weight
Spirit
Level
Date Cleaning ¢ +0.10 % of Actual Standal‘d Welght Remark Done Checked Verified
Status Actual C/NC by/On By/On By QA
Woight 0.250 Kg | 10.000 Kg |30.000 Kg
Acceptance | 0.249 To 9.990 To 29970 To
Criteria 0251 Kg | 10.010Kg [30.030Kg
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date et \@ﬂuﬁ Ay /;'F@bg <
\\’1 A t:'l(iY‘ 17‘/’ SR M/ \JQ\,{
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=\ £25 EXCIPIENTS
NOVO pyy, L1,

NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI

QUALITY ASSURANCE DEPARTMENT

Format Title :

Monthly Calibration of Weighing Balance (50.00Kg)

Format No.: | F/SOP/QA/062/14-00 | Page No.:

Ref. SOP No.: | SOP/QA/062

Month/Year Capacity (a) 50.000 Kg
ID No. Min. Wt.: Max. Wt. :
Make CONTECH Least Count (¢)

Model No. Location

Sr. No. Weight Box ID No.

Date of calibration Next calibration due date

1. Accuracy:

Displayed Value - True Weight

Accuracy Deviation (%): X 100
True Weight
Acceptance Criteria: Not more than 0.10%
Done By/On : Checked By/On : Verified By(QA):

PREPARED BY

REVIEWED BY

APPROVED BY

Ms. Kusum Gadhave

Mr. Rahul Bankar

Mr. Manish Mahajan

Name
{
. < %J\ e o . P
Sign/Date 2L m’\ C A )
Designation Officer Sr. Executive

Department

Quality Assurance

Quality Assurance

Quality Assurance




MASTER COPY

N2 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
novo E)\%":%NTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : [Monthly Calibration of Weighing Balance (50.00Kg)
Format No.: | F/SOP/QA/062/14-00 | Page No.: | 20f4
2. Full Range Calibration Test:
Standard weights Observed Weight | Acceptance Criteria (= 0.10 %)
Minimum Weight (In house) 0.250 Kg. 0.249 - 0.251 Kg.
Middle 1 Weight (10% of a) 5.000 Kg. 4,995 - 5.005 Kg.
Middle 2 Weight (20% of a) 10.000 Kg. 9.990 — 10.010 Kg.
Middle 3 Weight (40% of a) 20.000 Kg. 19.980 —20.020 Kg.
Middle 4 Weight (60% of a) | 30.000 Kg. 29.970 - 30.030 Kg.
Maximum Weight (In house) | 40.000 Kg. 39.960 - 40.040 Ke.

Done By/On :

Checked By/On :

Verified By(QA):

3. Corner Load Test:

Si

S5

S4

S2

S3

Location Standard Wt. Average Weight Acceptance Criteria
S1
S2
S3 +0.1%
S4
S5
Done By/On : Checked By/On : Verified By(QA):
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date %5\“ ovleat— f
@% “TelosivsT (””“‘“‘"“””” q Q‘ﬁ\x

VST
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N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/

§£ E’f,%”;%""m QUALITY ASSURANCE DEPARTMENT On:

Format Title : [Monthly Calibration of Weighing Balance (50.00Kg)

Format No.: | F/SOP/QA/062/14-00 | Page No.: | 3 0f 4

4. Measurement Repeatability Test:

Sr. No Standard Weight Displayed Weight

01

02

03

04

05

25.000 kg
06

07

08

09

10

Standard deviation

Standard Deviation(S):

PREPARED BY REVIEWED BY v APPROVED BY
Sign/Date N Ak N e




N NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
novo IE,’\(,?”E'TEDNTS QUALITY ASSURANCE DEPARTMENT On:
Format Title : Monthly Calibration of Weighing Balance (50.00Kg)

Format No.: | F/SOP/QA/062/14-00 | Page No.: | 40of4
Standard deviation X 2
Repeatability = --------mmmmmmmmmmeee -X 100
Actual Weight
X2
Repeatability = ----=--mmmmmmmm e X 100

Repeatability =

Acceptance Criteria: Not more than 0.10%

Remark: The calibration of weighing balances Complies / Does not comply with the acceptance

criteria.
Done By/On : Checked By/On: Verified By(QA):
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date Yphsqn’ SRR YE pET IR :
“\0) : A c 7D T N RN
L H MT@) O3] vy (MM’ “~ t 9\ U’)\\R




i, NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI On:
NOVQ EXCIPIENTS QUALITY ASSURANCE DEPARTMENT No. of
Copies:
Format Title : | Daily Verification of Weighing Balance (100.000 Kg)
Format No.: F/SOP/QA/062/15-00 | Page No.: { 1of2
Ref. SOP No.: SOP/QA/062
Month/Year Weight Box ID No.: Location:
ID No.: Capacity(a): 100.000 Kg | Min. Wt.: Max. Wt.:
Make: CONTECH | Model No. Sr. No.: Least Count(e):
Standard weight
Spirit
Level
Date | Cleaning ¢ +0.10 % of Actual Standard weight | Remark | pone | Checked | Verified
Status [ C/NC | pby/On | By/On | ByQA
Weighr—> | 0-500Kg | 20.000Kg |60.000 Kg
Acceptance | 0.499 to 19.980to | 59.940 to
Criteria 0.501 Kg | 20.020Kg [60.060 Kg
PREPARED BY REVIEWED BY APPROVED BY
Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
Name )
N, /4
e v 7PN A !
Sign/Date Aﬂ eat— a4
o W %jﬁtﬁf oSy i; 8 ] US} \JC
Designation Officer Sr. Executive Manéger -
Department Quality Assurance Quality Assurance Quality Assurance
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no 0 = EXCIPIENTS

NOVO EXCIPIENTS PVT. LTD.,
QUALITY ASSURANCE DEPARTMENT

NAVI MUMBAI

Issued By

HO¥Y pvry. b,
Format Title : | Daily Verification of Weighing Balance (100.000 Kg)
Format No.: F/SOP/QA/062/15-00 | Page No.: | Page 2 of 2
Standard weight
Spirit
Level
Date | Cleaning ¢ +0.10 % of Actual Standard weight | Remark | pone | Checked | Verified
Status [ C/NC | py/On | By/On | ByQA
Weighr—> | 0-500Kg | 20.000Kg |60.000 Kg
Acceptance | 0.499 to 19.980to | 59.940 to
Criteria 0.501 Kg | 20.020Kg |60.060 Kg
PREPARED BY REVIEWED BY APPROVED BY
4 ya
Sign/Date A b wjﬁ
W(Lﬁo{\ % ]S»;Oj/(%/ﬁ ( 3 N ?Qr\/j/'




MASTER COPY

» Issued By/
N3 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | On:

EXCIPIENTS 3 n n INT

NOVO w7 1o, QUALITY ASSURANCE DEPARTMENT No. of
Copies
Format Title : | Monthly Calibration of Weighing Balance (100.000 Kg)
Format No.: | F/SOP/QA/062/16-00 | Page No.: | 1 of 4
Ref. SOP No.: | SOP/QA/062
Month/Year Capacity (a) 100.000 Kg
ID No. Min. Wt.: Max. Wt. :
Make CONTECH Least Count (e)
Model No. Location
Sr. No. Weight Box ID No.
Date of calibration Next calibration due date
1. Accuracy:
Displayed Value - True Weight
Accuracy Deviation (%): X 100
True Weight

Acceptance Criteria: Not more than 0.10%

Done By/On : Checked By/On: Verified By(QA):
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
ANEATS *\A‘ .
Sign/Date ‘ \\/\O‘%‘ o el ¢
8 h M %¢’Tﬁfﬂ s N>

Designation Officer Sr. Executive
Department Quality Assurance Quality Assurance Quality Assurance




N2 NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
novo 5’6?%”“ QUALITY ASSURANCE DEPARTMENT On:
Format Title : | Monthly Calibration of Weighing Balance (100.000 Kg)
Format No.: | F/SOP/QA/062/16-00 | Page No.: |2 0f4

2. Full Range Calibration Test:

Standard weights

Observed Weight

Acceptance Criteria

0.10 %)

Minimum Weight (In house)

0. 500 Kg.

0.499 — 0.501 Kg.

Middle 1 Weight (10% of a)

10.000 Kg.

9.990 — 10.010 Kg.

Middle 2 Weight (20% of a)

20.000 Kg.

19.980 —20.020 Kg.

Middle 3 Weight (40% of a)

40.000 Kg.

39.960 — 40.040 Kg.

Middle 4 Weight (60% of a)

60.000 Kg.

59.940 - 60.060 Kg.

Maximum Weight (In house)

80.000 Kg.

79.920 — 80.080 Kg.

Done By/On : Checked By/On: Verified By(QA):
3. Corner Load Test:
S1 s2
S5
S4 $3
Location Standard Wt. Average Weight Acceptance Criteria
S1
S2
S3 +0.1%
S4
S5
Done By/On : Checked By/On: Verified By(QA):
PREPARED BY REVIEWED BY APPROVED BY
Sign/Date )W/g\;/@ A A Dkt
" ~7 | m’f v
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NOVO EXCIPIENTS PVT.

LTD., NAVI MUMBAI | Issued By/

QUALITY ASSURANCE DEPARTMENT

On:

Format Title :

Monthly Calibration of Weighing Balance (100.000 Kg)

Format No.:

F/SOP/QA/062/16-00

l Page No.:

|30f4

4. Measurement of Repeatability Test:

Sr. No

Standard Weight

Displayed Weight

01

02

03

04

05

06

07

08

09

10

50.000 kg

Standard deviation

Standard Deviation(S):

E(A —X)?

71——1

PREPARED BY

REVIEWED BY

APPROVED BY

Sign/Date

2B

% ff;lcf’im’/




S\‘//: NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI | Issued By/
novo R‘l.cr”z!f%ms QUALITY ASSURANCE DEPARTMENT On:
Format Title : | Monthly Calibration of Weighing Balance (100.000 Kg)

Format No.: F/SOP/QA/062/16-00 | Page No.: | 4 0f 4

Standard deviation X 2

Repeatability = ----mm=mmemmmmmmmm e X 100
Actual Weight
X2
~ Repeatability = -----mmmmcmmmmm oo X 100
Repeatability =

Acceptance Criteria: Not more than 0.10%

Remark: The calibration of weighing balances Complies / Does not comply with the acceptance
criteria.

Done By/On : Checked By/On: Verified By(QA):

PREPARED BY REVIEWED BY APPROVED BY

Sign/Date W\z\'\«é @)’%CNQ:C%/

<o\
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EXCIPIENTS
NOYO pyy. 11,

NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI
QUALITY ASSURANCE DEPARTMENT

Label Title :

CALIBRATION STATUS LABEL

label No.:

L/SOP/QA/062/01-00

| Page No.: | 10of1

Ref. SOP No.:

SOP/QA/062

2\ == EXCIPIENTS
NOVO pyr, 1p,

NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI
QUALITY ASSURANCE DEPARTMENT

CALIBRATION STATUS LABEL

Name Of Equipment :

Analytical/Weighing Balance

ID No. :

Capacity :

Calibrated On :

Next Calibration On :

Operating Range

Minimum Wt.

Maximum WH.

Calibrated By :

Frequency :

On or before 3 days from due date

L/SOP/QA/062/01-00

PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
Sign/Date % AV g “»*4 e
Designation Officer Sr. Executive Manager

Department

Quality Assurance

Quality Assurance

Quality Assurance
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EXCIPIENTS
o NOVO vt 11p.

NOVO EXCIPIENTS PVT. LTD.,
QUALITY ASSURANCE DEPARTMENT

NAVI MUMBAI

Label Title : Label for out of Calibration
label No.: L/SOP/QA/062/02-00 | Page No.: | 10of1
Ref. SOP No.: SOP/QA/062

3 EXCIPIENTS NOVO EXCIPIENTS PVT. LTD., NAVI MUMBAI

V QUALITY ASSURANCE DEPARTMENT
L/SOP/QA/062/02-00
PREPARED BY REVIEWED BY APPROVED BY
Name Ms. Kusum Gadhave Mr. Rahul Bankar Mr. Manish Mahajan
Sign/Date (\ g / v L
i e N %‘”&fswﬁw d

Designation Officer Sr. Executive Man(ager

Department

Quality Assurance

Quality Assurance

Quality Assurance




