THIS IS AN EXAMPLE & RESULTS ARE NOT TRUE.
QUALITY CONTROL DEPT./ANALYTICAL REPORT

PRODUCT

:
MEBENDAZOLE POLY C USP-WHITE









Q.C.S. NO.:         ****/ YY 

QUANTITY

:
 ****KGS
BATCH NO.:             SPL/MBZ/****/ YY
DATE RECEIVED
:


DATE OF MANUFACTURE:   MM / YY
DATE COMPLETED
:


DATE OF EXPIRY:

     MM / YY

TEST


RESULTS


LIMITS

APPEARANCE

Micronised Odourless

White or fairly yellowish 





White powder


powder

SOLUBILITY:

Complies


Insoluble   in   water   and   in 

most of the organic solvents freely soluble in Formic Acid

LOSS ON DRYING:

0.28%



Dry @ 105 C for 4 hrs. NMT 

0.5% by weight

RESIDUE OF IGNITION:
0.078%


NMT 0.1%

IDENTIFICATIONS:

Complies


By I.R. Absorption Graph

HEAVY METALS:

Complies


NMT 20 ppm

CHROMATOGRAPHIC 
Comparable with Std.RF
As per USP-24 (Single Spot)

PURITY:


sample

ASSAY:


98.85%


NLT 98.0% & NMT 102% 









on Dry Basis

PARTICLE SIZE:

Complies


100% < 30 microns Lasor 





100% < 10 microns

Diffraction





  95% <   5 microns





  90% <   3 microns

RESULT:

The above material Complies with the USP-24, Supplement 3 Standard of Quality and it does not contain any material of animal or vegetable origin.

Residual Solvents:
NIL

__________






       ____________________

Analysed By






       Chief Analytical Chemist

QUALITY CONTROL DEPT./ANALYTICAL REPORT

PRODUCT

:
MEBENDAZOLE POLY C BP-WHITE









          Q.C.S. NO.:         W-02/2001 

QUANTITY

:
500.0 KGS
             BATCH NO.:              SPL/MBZ/W-02/2001
DATE RECEIVED
:
26-06-2001
             DATE OF MANUFACTURE:    JUNE 2001
DATE COMPLETED
:
26-06-2001
             DATE OF EXPIRY:
         MAY 2006


TEST


RESULTS


LIMITS
1. CHARACTERS

a) Physical Form

Micronised Odourless White
A White or faintly yellow powder 

b) Solubility

Complies


Practically insoluble in water, in 

alcohol, in ether and in methyline chloride

2.
IDENTIFICATION
A.
Complies

A.
By U.V. absorption





B.
Complies

B.
By  I.R. absorption










Spectrophotometry 

C.
Complies

C.
Intense yellow colour is 

Produced upon addition of Dinitro benzene solution and dilute Sodium Hydroxide Solution  

3.
TESTS:

a. 
APPEARANCE OF 

Complies

Solution in Formic Acid and

 SOLUTION



Methylene Chloride to be clear and 

not more intensely coloured than RS solution.

b.
RELATED SUBSTANCES
Complies

Main spot  - comparable 

Total Impurity -  NMT 0.5%

Any single Impurity  -  0.25%


c.
LOSS ON DRYING

0.28%


NMT 0.5% dried at 100 – 105 

Deg.C. for 4 hours.

d.
SULPHATED ASH

0.078%


NMT 0.1%

4. ASSAY



98.85%


By titration NLT 98% and NMT 

(On Dry Basis)





101%

5. OTHER IN-HOUSE TESTS:
PARTICLE SIZE


Complies

100% < 30 microns by Laser 

100% < 10 microns
Diffraction

  95% <   5 microns

  90% <   3 microns

______________________________________________________________________________________RESULT: The above material Complies with the BP 98 Standard of Quality and it does not contain any material of animal or vegetable origin.

Residual Solvents:
NIL

__________






       ____________________

Analysed By






       Chief Analytical Chemist

QUALITY CONTROL DEPT./ANALYTICAL REPORT

PRODUCT

:
MEBENDAZOLE POLY C EP-WHITE









          Q.C.S. NO.:         W-02/2001 

QUANTITY

:
500.0 KGS
              BATCH NO.:             SPL/MBZ/W-02/2001
DATE RECEIVED
:
26-06-2001
              DATE OF MANUFACTURE:    JUNE 2001
DATE COMPLETED
:
26-06-2001
              DATE OF EXPIRY:
         MAY  2006


TEST


RESULTS


LIMITS
1.        CHARACTERS

a) Physical Form

Micronised Odourless White
A White or faintly yellow powder 

b) Solubility

Complies


Practically insoluble in water, in 

alcohol, in ether and in methyline chloride

2.
IDENTIFICATION
A.
Complies

A.
By U.V. absorption





B.
Complies

B.
By  I.R. absorption










Spectrophotometry 

C.
Complies

C.
Intense yellow colour is 

Produced upon addition of Dinitro benzene solution and dilute Sodium Hydroxide Solution  

3.
TESTS:

a. 
APPEARANCE OF 

Complies

Solution in Formic Acid and

 SOLUTION



Methylene Chloride to be clear and 

not more intensely coloured than RS solution.

b.
RELATED SUBSTANCES
Complies

Main spot - Comparable









Total Impurity - NMT 0.5%









Any single Impurity - NMT 0.25%

c.
LOSS ON DRYING

0.28%


NMT 0.5% dried at 100 – 105 

Deg.C. for 4 hours.

d.
SULPHATED ASH

0.078%


NMT 0.1%

4.         ASSAY



98.85%


By titration NLT 98% and NMT 

(On Dry Basis)





101%

5.         OTHER IN-HOUSE TESTS:
PARTICLE SIZE


Complies

100% < 30 microns by Laser 

100% < 10 microns
Diffraction

  95% <   5 microns

  90% <   3 microns

______________________________________________________________________________________RESULT: The above material Complies with the EP 97 Standard of Quality and it does not contain any material of animal or vegetable origin.

Residual Solvents:
NIL

__________






       ____________________

Analysed By






       Chief Analytical Chemist

QUALITY CONTROL DEPT./ANALYTICAL REPORT

PRODUCT

:
MEBENDAZOLE POLY C USP-WHITE









Q.C.S. NO.:         W-03/2001 

QUANTITY

:
500.0 KGS
BATCH NO.:             SPL/MBZ/W-03/2001
DATE RECEIVED
:
17-07-2001
DATE OF MANUFACTURE:   JULY 2001
DATE COMPLETED
:
17-07-2001
DATE OF EXPIRY:

     JUNE 2006


TEST


RESULTS


LIMITS

APPEARANCE

Micronised Odourless

White or fairly yellowish 





White powder


powder

SOLUBILITY:

Complies


Insoluble   in   water   and   in 

most of the organic solvents freely soluble in Formic Acid

LOSS ON DRYING:

0.28%



Dry @ 105 C for 4 hrs. NMT 

0.5% by weight

RESIDUE OF IGNITION:
0.078%


NMT 0.1%

IDENTIFICATIONS:

Complies


By I.R. Absorption Graph

HEAVY METALS:

Complies


NMT 20 ppm

CHROMATOGRAPHIC 
Comparable with Std.RF
As per USP-24 (Single Spot)

PURITY:


sample

ASSAY:


98.85%


NLT 98.0% & NMT 102% 









on Dry Basis

PARTICLE SIZE:

Complies


100% < 30 microns Lasor 





100% < 10 microns

Diffraction





  95% <   5 microns





  90% <   3 microns

RESULT:

The above material Complies with the USP-24, Supplement 3 Standard of Quality and it does not contain any material of animal or vegetable origin.

Residual Solvents:
NIL

__________






       ____________________

Analysed By






       Chief Analytical Chemist

QUALITY CONTROL DEPT./ANALYTICAL REPORT

PRODUCT

:
MEBENDAZOLE POLY C BP-WHITE









          Q.C.S. NO.:         W-03/2001 

QUANTITY

:
500.0 KGS
             BATCH NO.:              SPL/MBZ/W-03/2001
DATE RECEIVED
:
17-07-2001
             DATE OF MANUFACTURE:    JULY 2001
DATE COMPLETED
:
17-07-2001
             DATE OF EXPIRY:
         JUNE 2006


TEST


RESULTS


LIMITS
2. CHARACTERS

a) Physical Form

Micronised Odourless White
A White or faintly yellow powder 

b) Solubility

Complies


Practically insoluble in water, in 

alcohol, in ether and in methyline chloride

2.
IDENTIFICATION
A.
Complies

A.
By U.V. absorption





B.
Complies

B.
By  I.R. absorption










Spectrophotometry 

C.
Complies

C.
Intense yellow colour is 

Produced upon addition of Dinitro benzene solution and dilute Sodium Hydroxide Solution  

3.
TESTS:

a. 
APPEARANCE OF 

Complies

Solution in Formic Acid and

 SOLUTION



Methylene Chloride to be clear and 

not more intensely coloured than RS solution.

b.
RELATED SUBSTANCES
Complies

Main spot  - comparable 

Total Impurity -  NMT 0.5%

Any single Impurity  -  0.25%


c.
LOSS ON DRYING

0.28%


NMT 0.5% dried at 100 – 105 

Deg.C. for 4 hours.

d.
SULPHATED ASH

0.078%


NMT 0.1%

6. ASSAY



98.85%


By titration NLT 98% and NMT 

(On Dry Basis)





101%

7. OTHER IN-HOUSE TESTS:
PARTICLE SIZE


Complies

100% < 30 microns by Laser 

100% < 10 microns
Diffraction

  95% <   5 microns

  90% <   3 microns

______________________________________________________________________________________RESULT: The above material Complies with the BP 98 Standard of Quality and it does not contain any material of animal or vegetable origin.

Residual Solvents:
NIL

__________






       ____________________

Analysed By






       Chief Analytical Chemist

QUALITY CONTROL DEPT./ANALYTICAL REPORT

PRODUCT

:
MEBENDAZOLE POLY C EP-WHITE









          Q.C.S. NO.:         W-03/2001 

QUANTITY

:
500.0 KGS
              BATCH NO.:             SPL/MBZ/W-03/2001
DATE RECEIVED
:
17-07-2001
              DATE OF MANUFACTURE:    JULY 2001
DATE COMPLETED
:
17-07-2001
              DATE OF EXPIRY:
         JUNE 2006


TEST


RESULTS


LIMITS
1.        CHARACTERS

a) Physical Form

Micronised Odourless White
A White or faintly yellow powder 

b) Solubility

Complies


Practically insoluble in water, in 

alcohol, in ether and in methyline chloride

2.
IDENTIFICATION
A.
Complies

A.
By U.V. absorption





B.
Complies

B.
By  I.R. absorption










Spectrophotometry 

C.
Complies

C.
Intense yellow colour is 

Produced upon addition of Dinitro benzene solution and dilute Sodium Hydroxide Solution  

3.
TESTS:

a. 
APPEARANCE OF 

Complies

Solution in Formic Acid and

 SOLUTION



Methylene Chloride to be clear and 

not more intensely coloured than RS solution.

b.
RELATED SUBSTANCES
Complies

Main spot - Comparable









Total Impurity - NMT 0.5%









Any single Impurity - NMT 0.25%

c.
LOSS ON DRYING

0.28%


NMT 0.5% dried at 100 – 105 

Deg.C. for 4 hours.

d.
SULPHATED ASH

0.078%


NMT 0.1%

4.        ASSAY



98.85%


By titration NLT 98% and NMT 

(On Dry Basis)





101%

5.        OTHER IN-HOUSE TESTS:
PARTICLE SIZE


Complies

100% < 30 microns by Laser 

100% < 10 microns
Diffraction

  95% <   5 microns

  90% <   3 microns

______________________________________________________________________________________RESULT: The above material Complies with the EP 97 Standard of Quality and it does not contain any material of animal or vegetable origin.

Residual Solvents:
NIL

__________






       ____________________

Analysed By






       Chief Analytical Chemist

QUALITY CONTROL DEPT./ANALYTICAL REPORT

PRODUCT

:
MEBENDAZOLE IP/USP

              
COA - 1A








Q.C.S. NO.:               SPL/MBZ/W-03/2001 

QUANTITY

:
SAMPLE
              BATCH NO.:             SPL/MBZ/W-03/2001
PULVERISED
              DATE OF MANUFACTURE:    JULY 2001

              DATE OF EXPIRY:
         JUNE 2006


TEST


RESULTS


LIMITS
1.            CHARACTERS

a) Physical Form

Pulverised  Odourless Off-white
A White or faintly yellow powder 



Powder

b) Solubility

Complies


Practically insoluble in water,  

alcohol, ether and in methyline chloride

2.
IDENTIFICATION
A.
Complies

A.
By U.V. absorption





B.
Complies

B.
By  I.R. absorption










Spectrophotometry 

C.
Complies

C.
Intense yellow colour is 

Produced upon addition of Dinitro benzene solution and dilute Sodium Hydroxide Solution  

3.
TESTS:

a. 
APPEARANCE OF 

Complies

Solution in Formic Acid and

 SOLUTION



Methylene Chloride to be clear and 

not more intensely coloured than RS solution.

b.
RELATED SUBSTANCES
Complies

Main spot - Comparable









Total Impurity - NMT 0.5%









Any single Impurity - NMT 0.25%

c.
LOSS ON DRYING

0.28%


NMT 0.5% dried at 100 – 105 

Deg.C. for 4 hours.

d.
SULPHATED ASH

0.078%


NMT 0.1%

4.         ASSAY



98.85%


By titration NLT 98% and NMT 

(On Dry Basis)





101%

5.        OTHER IN-HOUSE TESTS:
PARTICLE SIZE


Complies

100% < 30 microns by Laser 

100% < 10 microns
Diffraction

  95% <   5 microns

  90% <   3 microns

______________________________________________________________________________________RESULT: The above material Complies with the EP 97 Standard of Quality and it does not contain any material of animal or vegetable origin.

Residual Solvents:
NIL

__________






       ____________________

Analysed By






       Chief Analytical Chemist

