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I. DRUGS & PHARMACEUTICALS  

 

  

1. General Tests of Pharmaceuticals Dosage Forms 

 

a. Tablets 

 

i. Description GTP-QC-003 

 

Comparative 

(Qualitative) 

 

 ii. Average Weight GTP-QC-003 

 

- 

 

 iii. Uniformity of Weight 

 

IP 2010 

As per respective STPs 

 

- 

 iv. Disintegration Test IP 2010 

As per respective STPs 

 

10 seconds - 99 

minutes 59 seconds 

 v. Uniformity of Dispersion  

(Only for Dispersible tablets)  

 

IP 2010 

As per respective STPs 

Qualitative test 

b. Capsules i. Description of capsule & 

Contents 

GTP-QC-003 

 

Comparative 

(Qualitative) 

 

 ii. Average Weight 

 

GTP-QC-003 

 

 

- 

 

 iii. Uniformity of Weight 

 

IP 2010 

As per respective STPs 

 

- 

 

 iv. Disintegration Test 

 

IP 2010 

As per respective STPs 

 

 

 

 

 

 

10 seconds - 99 

minutes 59 seconds 
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B. Pharmaceuticals Finished Product Having Specific Test 
 

1.  Albendazole 

 Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i,ii, iii, iv 

 

As general test  

S.No. 1a-i,ii, iii, iv 
 

 Identification A) By TLC 

B) By UV 

IP 2010 

STP/FP/ 40000128 
 

Comparative 

(Qualitative) 

 Assay By UV 

IP 2010 

STP/FP/ 40000128 

 

70% to 130%                                                                                                                    

2.  Albendazole  

Tablets USP 

General Tests for Tablets 

 

S.No. 1a-i,ii, iii, iv 

 

As general test  

S.No. 1a-i,ii, iii, iv 
 

 Identification A) By UV 

B) By HPLC 

USP35 NF30 

STP/FP/190000347 
 

Comparative 

(Qualitative) 

 Dissolution By UV 

USP35 NF30 

STP/FP/190000347 
 

D-25% to 100% 

 Assay By HPLC 

USP35 NF30 

STP/FP/190000347 

 

70% to 130%                                                                                                                    

3.  Ascorbic acid  

Tablets USP 

General Tests for Tablets 

 

S.No. 1a-i,ii, iii As general test  

S.No. 1a-i,ii, iii 
 

 Dissolution A) By chemically 

B) By chemically 

USP35 NF30 

STP/FP/40000194 

 

D-25% to 100% 
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Ascorbic acid  

Tablets USP 

Assay By HPLC 

USP35 NF30 

STP/FP/40000194 

 

70% to 130%                                                                                                                   

4.  Aceclofenac Tablets 

IP 

General Tests for Tablets 

 

S.No. 1a-i,ii, iii 

 

As general test  

S.No. 1a-i,ii, iii 

 

 Identification By HPLC 

IP 2010 

STP/FP/ 40000034 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

IP 2010 

STP/FP/ 40000034 

 

D-25% to 100% 

 

 Related Substances By HPLC 

IP 2010 

STP/FP/ 40000034 

 

0.05% to 4.0% 

 

 Assay By HPLC 

IP 2010, P-771 

STP-AKUMS/STP/068 

 

70% to 130%                                                                                                                    

5.  Alprazolam Tablets IP General Tests for Tablets S.No. 1a-i,ii, iii, iv 

 

 

As general test  

S.No. 1a-i,ii, iii, iv 

 

 Identification By HPLC 

IP 2010 

STP/FP/ 40000136 

 

Comparative 

(Qualitative) 

 Uniformity of content By HPLC 

IP 2010 

STP/FP/ 40000136 

 

70% to 130% 
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Alprazolam Tablets 

IP 

Assay By HPLC 

IP 2010 

STP/FP/ 40000136 

 

70% to 130%                                                                                                                    

6.  Amlodipine Besilate 

Tablets  IP 

General Tests for Tablets 

 

S.No. 1a-i,ii, iii 

 

As general test  

S.No. 1a-i,ii, iii 

 

 Identification By HPLC 

IP 2010 

STP/FP/ 40004941 

 

Comparative 

(Qualitative) 

 Related substances By HPLC 

IP 2010 

STP/FP/ 40004941 

 

0.05% to 1.0% 

 

 Dissolution By UV 

IP 2010 

STP/FP/ 40004941 

 

D-25% to 100% 

 

 Uniformity of content By HPLC 

IP 2010 

STP/FP/ 40004941 

 

70% to 130% 

 Assay 

 

By HPLC 

IP 2010 

STP/FP/ 40004941 

 

70% to 130% 

 

7.  Aceclofenac Sustained 

Release Tablets 

General Tests for Tablets 

 

S.No. 1a-i,ii, iii, iv 

 

As general test  

S.No. 1a-i,ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40000035 

 

Comparative 

(Qualitative) 

 Dissolution at different stages By UV 

STP/FP/ 40000035 

10% to 150% 
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Aceclofenac Sustained 

Release Tablets 

Assay 

 

By HPLC 

STP/FP/ 40000035 

 

70% to 130% 

 

8.  Amoxycillin Capsules 

BP 
 

General Tests for Capsules S.No. 1b-i, ii, iii 

 

As general test  

S.No. 1b-i, ii, iii 
 

 Identification A) By IR 

B) By TLC 

BP 2013 

STP/FP/40000161 
 

Comparative 

(Qualitative) 

 Related substances By HPLC 

BP 2013 

STP/FP/40000161 
 

0.05% to 10.0% 

 

 Assay By HPLC 

BP 2013 

STP/FP/40000161 

 

70% to 130% 

 

9.  Ampicillin Capsules IP General Tests for Capsules 

 

S.No. 1b-i, ii, iii 

 

As general test  

S.No. 1b-i, ii, iii 
 

 Identification A) By IR 

B) By HPLC 

IP 2010 

STP/FP/ 40001051 
 

Comparative 

(Qualitative) 

 Dissolution By UV 

IP 2010,  

IP 2010 

STP/FP/ 40001051 
 

D-25% to 100% 

 

 Assay By HPLC 

IP 2010,  

IP 2010 

STP/FP/ 40001051 

70% to 130% 
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10.  Atenolol Tablets IP General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification A) By IR 

B) By UV  

IP 2010 

STP/FP/ 40000218 

 

Comparative 

(Qualitative) 

 Related substances By HPLC 

IP 2010 

STP/FP/ 40000218 

 

0.05% to 1.0% 

 

 Assay By UV 

IP 2010 

STP/FP/ 40000218 

 

70% to 130% 

11.  Acetyl salicylic  

acid & magnesium  

hydroxide Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/40000076 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/40000076 

 

70% to 130% 

12.  Azithromycin 

 Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 

STP/FP/ 40001908 

 

Comparative 

(Qualitative) 

 Related substances By HPLC 

IP 2010 

STP/FP/ 40001908 

0.05% to 10.0% 
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Azithromycin 

 Tablets IP 

Dissolution By HPLC 

IP 2010 

STP/FP/ 40001908 

 

D-25% to 100% 

 

 Water By KF 

IP 2010 

STP/FP/ 40001908 

 

>0.2% 

 Assay By HPLC 

IP 2010 

STP/FP/ 40001908 

 

70% to 130% 

13.  Amoxicillin Dispersible 

Tablets  IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv, v 

 

As general test  

S.No. 1a-i, ii, iii, iv, v 

 

 Identification By HPLC 

IP 2010 

STP/FP/ 40007707 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

IP 2010 

STP/FP/ 40007707 

 

70% to 130% 

14.  Amoxycillin & 

Dicloxacillin Capsules 

 

General Tests for Capsules  

 

S.No. 1b-i, ii, iii, iv 

 

As general test  

S.No. 1b-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40000300 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40000300 

 

 

 

 

70% to 130% 
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15.  Ampicillin  &  

Dicloxacillin Capsules 

 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii, iv 

 

As general test  

S.No. 1b-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40000398 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40000398 

 

70% to 130% 

16.  Amoxycillin & 

Potassium Clavulanate 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification By HPLC 

IP 2010 

STP/FP/ 40000022 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

IP 2010 

STP/FP/ 40000022 

 

D-25% to 100% 

 

 Uniformity of Content By HPLC 

IP 2010 

STP/FP/ 40000022 

 

70% to 130% 

 Water By KF 

IP 2010 

STP/FP/ 40000022 

 

>0.2% 

 Assay By HPLC 

IP 2010 

STP/FP/ 40000022 

 

 

 

 

70% to 130% 
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17.  Aceclofenac & 

Serratiopeptidase 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification As per Assay 

STP/FP/ 40009525 

 

Comparative 

(Qualitative) 

 Assay By UV  

STP/FP/ 40009525 

 

70% to 130% 

18.  Aceclofenac & 

Paracetamol,  

Serratiopeptidase 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification As per Assay 

STP/FP/ 40000038  

Comparative 

(Qualitative) 

 

 Assay By UV 

STP/FP/ 40000038  

 

70% to 130% 

19.  Atorvastatin & 

Fenofibrate Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40007503 

 

Comparative 

(Qualitative) 

 Uniformity of Content for 

Atorvastatin 

By HPLC 

STP/FP/ 40007503 

 

70% to 130% 

 Assay By HPLC 

STP/FP/ 40007503 

 

70% to 130% 

20.  Amlodipine besilate 

tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC (Assay) 

STP/FP/40000664 

Comparative 

(Qualitative) 
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Amlodipine besilate 

tablets 

Dissolution By UV 

STP/FP/40000664 

 

D-25% to 100% 

 

 Related substances By HPLC 

STP/FP/40000664 

 

0.05% to 10.0% 

 

 Assay By HPLC  

STP/FP/40000664 

 

70% to 130% 

21.  Amlodipine & 

Atenolol Tablets      

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/40000155 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/40000155 

 

70% to 130% 

22.  Amlodipine & 

Atorvastatin  Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/40009392 

 

Comparative 

(Qualitative) 

 Uniformity of Content 

 

By HPLC 

STP/FP/40009392 

 

70% to 130% 

 Assay By HPLC 

STP/FP/40009392 

 

70% to 130% 

23.  Amlodipine & 

Losartan potassium 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification By HPLC 

IP-2010 STP/FP/40005667 

Comparative 

(Qualitative) 



 

 

 

 

 

 

 

Laboratory 
 

Akums Drugs and Pharmaceuticals Ltd. Plant-1, Quality Control 
Laboratory, 19-20-21, Sector-6A, I.I.E., SIDCUL, Ranipur, Haridwar 
 

Accreditation Standard ISO/IEC 17025: 2005 
 

Discipline 
 

Chemical Testing Issue Date 04.09.2013 

Certificate Number 
 

T-1997 Valid Until 03.09.2015 

Last Amended on  - Page 11 of 123 
 

 

S.No. Product /  
Material of Test 

Specific Test Performed  Test Method Specification 
against which tests are 
performed 

Range of Testing / 
Limits of Detection 

     
 
 

 

Amlodipine & 

Losartan potassium 

Tablets IP 

Uniformity of Content 

 

By HPLC 

IP-2010 STP/FP/40005667 

 

70% to 130% 

 Dissolution By HPLC 

IP-2010 STP/FP/40005667 

 

D-25% to 100% 

 

 Assay By HPLC 

IP-2010 STP/FP/40005667 

 

70% to 130% 

24.  Amlodipine & 

Telmisartan Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40008064 

 

Comparative 

(Qualitative) 

 Uniformity of Content 

 

By HPLC 

STP/FP/ 40008064 

 

70% to 130% 

 Assay By HPLC 

STP/FP/ 40008064 

 

70% to 130% 

25.  Atorvastatin calcium 

tablets 

General Tests for Tablets S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC (Assay) 

STP/FP/40001168 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

STP/FP/40001168 

 

D-25% to 100% 

 

 Related substances By HPLC 

STP/FP/40001168 

 

0.05% to 10.0% 

 

 Uniformity of Content By HPLC 

STP/FP/40001168 

70% to 130% 
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 Assay By HPLC  

STP/FP/40001168 

 

70% to 130% 

26.  Amlodipine & 

Olmesartan 

Medoxomil Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40010522 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40010522 

 

70% to 130% 

27.  Artemether & 

Lumefantrine Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40000735 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40000735 

 

70% to 130% 

28.  Aceclofenac & 

Paracetamol Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By UV STP/FP/40000051  Comparative 

(Qualitative) 

 

 Assay By UV STP/FP/40000051  70% to 130% 

 

29.  Aceclofenac & 

Tramadol Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification As per Assay 

STP/FP/ 40009910 

 

Comparative 

(Qualitative) 
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Aceclofenac & 

Tramadol Tablets 

 

Uniformity of Content By HPLC 

STP/FP/ 40009910 
 

70% to 130% 

 Assay By HPLC 

STP/FP/ 40009910 

 

70% to 130% 

30.  Aceclofenac, 

Paracetamol & 

Chlorzoxazone 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

Identification As per assay 

STP/FP/40003724  
 

Comparative 

(Qualitative) 

 Assay By UV  

STP/FP/40003724  

 

70% to 130% 

31.  Aceclofenac, 

Paracetamol & 

Rabeprazole Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 
 

Identification By HPLC 

STP/FP/40009172 
 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

STP/FP/40009172 
 

D-25% to 100% 

 

 Uniformity of Content for 

Rabeprazole & Aceclofenac 

By HPLC 

STP/FP/40009172 
 

70% to 130% 

 Assay By HPLC 

STP/FP/40009172 

 

70% to 130% 

32.  Albendazole & 

Ivermectin Tablets 
 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

 Identification 

 

A) For Albendazole- By UV 

B) For Ivermectin  

By HPLC 

STP/FP/ 40001089 

Comparative 

(Qualitative) 
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Aceclofenac & 

Tramadol Tablets 

 

Uniformity of Content for 

Ivermectin 

By HPLC 

STP/FP/ 40001089 

 

70% to 130% 

 Assay A) For Albendazole- By UV 

B) For Ivermectin  

By HPLC 

STP/FP/ 40001089 

 

70% to 130% 

33.  Amlodipine Besilate 

& Metoprolol 

Succinate (ER) 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification 

 

By HPLC 

STP/FP/ 40012171 

 

Comparative 

(Qualitative) 

Dissolution By HPLC 

STP/FP/ 40012171 

 

D-25% to 100% (For 

Amlodipine) 

10% to 100%  

(For Metoprolol) 

 

 Uniformity of Content 

 

By HPLC 

STP/FP/ 40012171 

 

70% to 130% 

 Assay By HPLC 

STP/FP/ 40012171 

 

70% to 130% 

34.  Bisacodyl Tablets 

USP 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By HPLC 

STP/FP/40000329 

 

Comparative 

(Qualitative) 

 Uniformity of Content By HPLC 

STP/FP/40000329 

 

 

70% to 130% 
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 Assay By HPLC 

STP/FP/40000329 

 

70% to 130% 

35.  Betamethasone 

Sodium Phosphate 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

A) By TLC 

B) By Chemically 

IP 2010 

STP/FP/ 40000308 

 

Comparative 

(Qualitative) 

 Uniformity of Content 

 

By HPLC 

IP 2010 

STP/FP/ 40000308 

 

70% to 130% 

 Assay By HPLC 

IP 2010 

STP/FP/ 40000308 

 

70% to 130% 

36.  Bisoprolol Fumarate 

Tablets USP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

A) By TLC 

USP35 NF30 

STP/FP/ 40011334 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP35 NF30 

STP/FP/ 40011334 

 

D-25% to 100% 

 

 Uniformity of Dosage unit 

 

By HPLC 

USP35 NF30 

STP/FP/ 40011334 

 

 

70% to 130% 
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Range of Testing / 
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Bisoprolol Fumarate 

Tablets USP 

 

Assay By HPLC 

USP35 NF30 

STP/FP/ 40011334 

 

70% to 130% 

37.  Calcium Carbonate & 

Vitamin D3 Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

 Identification 

 

As per Assay 

STP/FP/ 40000369 
 

Comparative 

(Qualitative) 

 Assay By Titration (For Calcium) 

By HPLC (For Vitamin D3) 

STP/FP/ 40000369 

 

70% to 130% 

38.  Ciprofloxacin Tablets 

IP 
 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

A) By HPLC 

B) By TLC 

IP 2010 

STP/FP/ 40000476 
 

Comparative 

(Qualitative) 

 Dissolution By UV 

IP 2010 

STP/FP/ 40000476 
 

D-25% to 100% 

 

 Assay By HPLC 

IP 2010 

STP/FP/ 40000476 

 

70% to 130% 

39.  Clopidogrel Tablets 

IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 
 

 Identification 

 

By HPLC 

IP 2010 

STP/FP/ 40000562 

Comparative 

(Qualitative) 
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Clopidogrel Tablets 

IP 

Dissolution By UV 

IP 2010 

STP/FP/ 40000562 

 

D-25% to 100% 

 

 Related substances By HPLC 

IP 2010 

STP/FP/ 40000562 

 

0.05% to 5.0% 

 

 Assay By HPLC 

IP 2010 

STP/FP/ 40000562 

 

70% to 130% 

40.  Cefixime Tablets IP General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

IP 2010 

STP/FP/ 40012002 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

IP 2010 

STP/FP/ 40012002 

 

D-25% to 100% 

 

 Water By KF 

IP 2010 

STP/FP/ 40012002 

 

>0.2% 

 

 Assay          By HPLC 

IP 2010 

STP/FP/ 40012002 

 

70% to 130% 

41.  Cefixime Dispersible 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, v 

 

 

 

As general test  

S.No. 1a-i, ii, iii 
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Cefixime Dispersible 

Tablets 

Identification 

 

By HPLC 

STP/FP/ 40000445 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

STP/FP/ 40000445 

 

D-25% to 100% 

 

 Assay By HPLC 

STP/FP/ 40000445 

 

70% to 130% 

42.  Cefixime & Ofloxacin 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

STP/FP/ 40000444 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

STP/FP/ 40000444 

 

D-25% to 100% 

 

 Assay By HPLC 

STP/FP/ 40000444 

 

70% to 130% 

43.  Cefixime & 

Ornidazole Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

  

By HPLC 

STP/FP/ 40001269 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40001269 

 

70% to 130% 

44.  Cefixime & 

Dicloxacillin Sodium 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification 

 

By HPLC 

STP/FP/ 40003762 

Comparative 

(Qualitative) 
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Cefixime & 

Dicloxacillin Sodium 

Tablets 

Dissolution By HPLC 

STP/FP/ 40003762 

 

D-25% to 100% 

 

 Assay By HPLC 

STP/FP/ 40003762 

 

70% to 130% 

45.  Cefixime & Potassium 

Clavulanate Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

STP/FP/ 40000441 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

STP/FP/ 40000441 

 

D-25% to 100% 

 

 Water By KF 

STP/FP/ 40000441 

 

>0.2% 

 Assay By HPLC 

STP/FP/ 40000441 

 

70% to 130% 

46.  Cefadroxil 

Dispersible Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv, v 

 

 

As general test  

S.No. 1a-i, ii, iii, iv, v 

 

 Identification 

 

By HPLC 

STP/FP/ 40009664 

 

Comparative 

(Qualitative) 

 Water By KF 

STP/FP/ 40009664 

 

>0.2% 

 Assay By HPLC 

STP/FP/ 40009664 

 

 

 

70% to 130% 
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47.  Cefadroxil Tablets IP General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By TLC 

IP 2010 

STP/FP/ 40000588 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

IP 2010 

STP/FP/ 40000588 

 

D-25% to 100% 

 

 Water By KF 

IP 2010 

STP/FP/ 40000588 

 

>0.2% 

 Assay By HPLC 

IP 2010 

STP/FP/ 40000588 

 

70% to 130% 

48.  Ciprofloxacin & 

Tinidazole Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By UV (Assay) 

STP/FP/ 40009357 

 

Comparative 

(Qualitative) 

 Assay 

 

By UV 

STP/FP/ 40009357 

 

70% to 130% 

49.  Ciprofloxacin & 

Ornidazole Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

STP/FP/ 40010241 

 

 

Comparative 

(Qualitative) 
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Cefadroxil 

Dispersible Tablets 

Dissolution By HPLC 

STP/FP/ 40010241 

 

D-25% to 100% 

 

 Related substances By HPLC 

STP/FP/ 40010241 

 

0.05% to 10% 

 Assay 

 

By HPLC 

STP/FP/ 40010241 

 

70% to 130% 

50.  Citicoline Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By HPLC 

STP/FP/ 40000519 

 

Comparative 

(Qualitative) 

 Assay 

 

By HPLC 

STP/FP/ 40000519 

 

70% to 130% 

51.  Clarithromycin 

Tablets USP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

USP 35 NF30 

STP/FP/40008188 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP 35 NF30 

STP/FP/40008188 

 

D-25% to 100% 

 

 Loss on Drying USP 35 NF30 

STP/FP/40008188 

 

<6.0% 

 Assay 

 

By HPLC 

USP 35 NF30 

STP/FP/40008188 

70% to 130% 
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52.  Cefuroxime Axetil 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

A) By IR 

B) By HPLC 

IP 2010 

STP/FP/ 40001952 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

IP 2010 

STP/FP/ 40001952 

 

D-25% to 100% 

 

 Related substances By HPLC 

IP 2010 

STP/FP/ 40001952 

 

0.05% to 4.0% 

 Assay 

 

By HPLC 

IP 2010 

STP/FP/ 40001952 

 

70% to 130% 

53.  Cefpodoxime Proxetil 

Tablets USP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

USP 35 NF30 

STP/FP/190000565 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP 35 NF30 

STP/FP/190000565 

 

D-25% to 100% 

 

 Loss on Drying USP 34 NF30 

STP/FP/190000565 

 

 

<5.0% 
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Cefpodoxime Proxetil 

Tablets USP 

Assay 

 

By HPLC 

USP 35 NF30 

STP/FP/190000565 

 

70% to 130% 

54.  Cephalexin Capsules 

BP 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii  

 

As general test  

S.No. 1b-i, ii, iii  

 

 Identification 

 

A) By IR 

B) By TLC 

C) By chemically 

BP2013 

STP/FP/40000429 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

BP2013 

STP/FP/40000429 

 

D-25% to 100% 

 

 Related substances By TLC 

BP2013 

STP/FP/40000429 

 

Comparative 

(Qualitative) 

 Assay 

 

By HPLC 

BP2013 

STP/FP/40000429 

 

70% to 130% 

55.  Cetirizine Tablets IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

IP 2010 

STP/FP/ 40007190 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

IP 2010 

STP/FP/ 40007190 

D-25% to 100% 
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Cetirizine Tablets IP 

 

Related substances By HPLC 

IP 2010 

STP/FP/ 40007190 

 

0.05% to 2.0% 

 Uniformity of content 

 

By HPLC 

IP 2010 

STP/FP/ 40007190 

 

70% to 130% 

 Assay 

 

By HPLC 

IP 2010 

STP/FP/ 40007190 

 

70% to 130% 

56.  Chloramphenicol  

Capsules IP 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii  As general test  

S.No. 1b-i, ii, iii  

 

 Identification 

 

A) By IR 

B) By Chemically 

IP 2010 

STP/FP/ 40009764 

 

Comparative 

(Qualitative) 

 Specific Optical Rotation IP 2010 

STP/FP/ 40009764 

 

0º - 360º 

 Dissolution By UV 

IP 2010 

STP/FP/ 40009764 

 

D-25% to 100% 

 

 Assay 

 

By UV 

IP 2010 

STP/FP/ 40009764 

 

70% to 130% 

57.  Chlorpheniramine 

Maleate, Paracetamol 

& Phenylephrine HCl 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 
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Chlorpheniramine 

Maleate, Paracetamol 

& Phenylephrine HCl 

Tablets 

 

 

Identification 

 

By HPLC 

STP/FP/ 40008182 

 

Comparative 

(Qualitative) 

Uniformity of content 

(Chlorpheniramine & 

Phenylephrine HCl) 

 

By HPLC 

STP/FP/ 40008182 

 

70% to 130% 

 Assay 

 

By HPLC 

STP/FP/ 40008182 

 

70% to 130% 

58.  Calcium Citrate 

Maleate & Vitamin 

D3 Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By HPLC 

STP/FP/ 40001072 

 

Comparative 

(Qualitative) 

 Assay 

 

By HPLC 

STP/FP/ 40001072 

 

70% to 130%  

(For Calcium Citrate 

Maleate), Not less than 

70% (For Vitamin D3) 

 

59.  Cetirizine  & 

Ambroxol  Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By HPLC 

STP/FP/ 40002204 

 

Comparative 

(Qualitative) 

 Uniformity of content 

(Cetirizine) 

By HPLC 

STP/FP/ 40002204 

 

70% to 130% 

 Assay 

 

By HPLC 

STP/FP/ 40002204 

 

 

70% to 130% 
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60.  Calcium Citrate 

Maleate, Calcitriol, 

Magnesium & Zinc 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification 

 

As per Assay 

STP/FP/ 40011955 

 

Comparative 

(Qualitative) 

 Assay 

 

By HPLC (Calcitriol),   

By Titration  

(Calcium Citrate Maleate, 

Magnesium),  

By UV (Zinc) 

STP/FP/ 40011955 

 

70% to 130% 

61.  Cinnarizine & 

Domperidone Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By HPLC (Assay ) 

STP/FP/ 40000713 

 

Comparative 

(Qualitative) 

 Assay By HPLC  

STP/FP/ 40000713 

 

70% to 130% 

62.  Clonazepam & 

Propranolol Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

As per Assay 

STP/FP/ 40004698 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40004698 

 

70% to 130% 

 

63.  Clonazepam Tablets 

IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 
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Clonazepam Tablets 

IP 

 

Identification 

 

A) By IR 

B) By HPLC 

IP 2010 

STP/FP/ 40008584 

 

Comparative 

(Qualitative) 

 Dissolution 

 

By HPLC  

IP 2010 

STP/FP/ 40008584 

 

D-25% to 100% 

 

 Related substances 

 

By HPLC  

IP 2010 

STP/FP/ 40008584 

 

0.05% to 4.0% 

 

 Uniformity of content 

 

By HPLC  

IP 2010 

STP/FP/ 40008584 

 

70% to 130% 

 

 Assay By HPLC  

IP 2010 

STP/FP/ 40008584 

 

70% to 130% 

 

64.  Cyproheptadine 

Tablets IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

A) By IR 

B) By TLC (Related substances)  

C) By Chemically 

IP 2010 

STP/FP/ 40001223 

 

Comparative 

(Qualitative) 

 Related substances 

 

By TLC  

IP 2010 

STP/FP/ 40001223 

 

 

Comparative 

(Qualitative) 
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Cyproheptadine 

Tablets IP 

 

Uniformity of content 

 

By UV 

IP 2010 

STP/FP/ 40001223 

 

70% to 130% 

 

 Assay 

 

By UV 

IP 2010 

STP/FP/ 40001223 

 

70% to 130% 

65.  Diacerein Capsules IP 

 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii, iv 

 

As general test  

S.No. 1b-i, ii, iii, iv 

 

 Identification 

 

By HPLC 

IP 2010 

STP/FP/ 40010635 

 

Comparative 

(Qualitative) 

 Assay 

 

By HPLC 

IP 2010 

STP/FP/ 40010635 

 

70% to 130% 

66.  Diclofenac Potassium, 

Serratiopeptidase 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By UV(Assay) 

STP/FP/ 40001988 

 

Comparative 

(Qualitative) 

 Assay 

 

By UV 

STP/FP/ 40001988 

 

70% to 130% 

67.  Diclofenac Sodium & 

Serratiopeptidase 

Tablets 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By UV (Assay) 

STP/FP/ 40004115 

 

 

Comparative 

(Qualitative) 
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 Assay 

 

By UV 

STP/FP/ 40004115 

 

70% to 130% 

68.  Slow Diclofenac 

Tablets BP  

(Prolonged-release 

Diclofenac Tablets BP) 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification 

 

By IR 

BP2013 

STP/FP/40000650 

 

Comparative 

(Qualitative) 

Dissolution By UV 

BP2013 

STP/FP/40000650 

 

5% to 100% 

 Related substances By HPLC 

BP2013 

STP/FP/40000650 

 

0.05% to 1.0% 

 Assay By HPLC 

BP2013 

STP/FP/40000650 

 

70% to 130% 

69.  Diclofenac Sodium & 

Paracetamol Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By UV  

STP/FP/ 40008484 

 

Comparative 

(Qualitative) 

 Uniformity of content for 

Diclofenac 

By UV 

STP/FP/ 40008484 

 

70% to 130% 

 Assay 

 

By UV 

STP/FP/ 40008484 

 

 

70% to 130% 
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70.  Diclofenac Sodium, 

Paracetamol & 

Chlorzoxazone 

Tablets 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification 

 

By UV (Assay) 

STP/FP/ 40008399 

Comparative 

(Qualitative) 

 

Uniformity of content for 

Diclofenac 

By UV 

STP/FP/ 40008399 

 

70% to 130% 

 Assay 

 

By UV 

(Assay) 

STP/FP/ 40008399 

 

70% to 130% 

71.  Dicyclomine & 

Mefenamic Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

As per Assay 

STP/FP/ 40003852 

 

Comparative 

(Qualitative) 

 Dissolution for Mefenamic Acid  

 

By HPLC 

STP/FP/ 40003852 

 

D-25% to 100% 

 

 Assay By Titration (For Dicyclomine) & 

By HPLC (For Mefenamic) 

STP/FP/ 40003852 

 

70% to 130% 

 

72.  Dicyclomine & 

Paracetamol Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

As per Assay 

STP/FP/ 40004134 

 

Comparative 

(Qualitative) 

 Uniformity of content for 

Dicyclomine 

 

By Titration  

STP/FP/ 40004134 

 

70% to 130% 
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Dicyclomine & 

Paracetamol Tablets 

 

Assay 

 

By Titration (For Dicyclomine) & 

By UV (For Paracetamol) 

STP/FP/ 40004134 

 

70% to 130% 

73.  Divalproex Sodium 

Delayed Release 

Tablets USP  

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification 

 

By HPLC 

USP 35 NF30 

STP/FP/ 40006015 

 

Comparative 

(Qualitative) 

Dissolution By HPLC 

USP 35 NF30 

STP/FP/ 40006015 

 

D-25% to 100% 

 

Assay By HPLC 

USP 35 NF30 

STP/FP/ 40006015 

 

70% to 130% 

74.  Aluminium, 

Magnesium & 

Simethicone Tablets   

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification 

 

A) By IR (Simethicone)  

B) By Chemically  

(Aluminium & Magnesium) 

STP/FP/ 40000661 

 

Comparative 

(Qualitative) 

Assay A) By IR (Simethicone)  

B) By Titration  

(Aluminium & Magnesium) 

STP/FP/ 40000661 

 

 

 

 

70% to 130% 
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75.  Drotaverine & 

Diclofenac Potassium 

Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

Identification 

 

By HPLC 

STP/FP/ 40009280 
 

Comparative 

(Qualitative) 

Assay By HPLC 

STP/FP/ 40009280 
 

70% to 130% 

76.  Duloxetine 

Hydrochloride Tablets 
 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

 Identification 

 

By HPLC 

STP/FP/ 40002099 
 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40002099 

 

70% to 130% 

77.  Esomeprazole 40 mg 

(As enteric coated 

pellets) & 

Domperidone 30 mg 

(As sustained release 

pellets) Capsules 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii 

 

As general test  

S.No. 1b-i, ii, iii 
 

Identification 

 

By HPLC 

STP/FP/ 40002060 
 

Comparative 

(Qualitative) 

Dissolution By HPLC 

STP/FP/ 40002060 
 

10% to 100% 

Assay By HPLC 

STP/FP/ 40002060 

 

70% to 130%                                                                                                                    

78.  Enalapril Maleate 

Tablets BP 

 

 

 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

Identification 

 

By TLC 

By HPLC 

BP2013 

STP/FP/40007002 

Comparative 

(Qualitative) 
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Enalapril Maleate 

Tablets BP 

Related substances By HPLC 

BP2013 

STP/FP/40007002 

 

0.05% to 2.0% 

Assay 

 

By HPLC 

BP2013 

STP/FP/40007002 

 

70% to 130% 

79.  Escitalopram & 

Clonazepam Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification 

 

By HPLC 

STP/FP/ 40007514 

 

Comparative 

(Qualitative) 

Uniformity of content By HPLC 

STP/FP/ 40007514 

 

70% to 130%                                                                                                                    

Assay By HPLC 

STP/FP/ 40007514 

 

70% to 130%                                                                                                                    

80.  Escitalopram Tablets 

IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By HPLC 

IP-2010 

STP/FP/ 40000675 

 

Comparative 

(Qualitative) 

 Uniformity of content By HPLC 

IP-2010 

STP/FP/ 40000675 

 

70% to 130%                                                                                                                    

 Assay By HPLC 

IP-2010 

STP/FP/ 40000675 

 

70% to 130%                                                                                                                    
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81.  Esomeprazole Tablets 

IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 

 Identification 

 

By HPLC 

IP 2010, P-1296 

STP/FP/40000821 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

IP 2010, P-1296 

STP/FP/40000821 

 

D-25% to 100% 

 Assay By HPLC 

IP 2010, P-1296 

STP/FP/40000821 

 

70% to 130%                                                                                                                    

82.  Ferrous Ascorbate & 

Folic Acid Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

As per Assay, Iron (By 

Chemically) 

STP/FP/ 40001885 

 

Comparative 

(Qualitative) 

 Assay 

 

By Titration (Ferrous Ascorbate) 

& By UV (Folic Acid) 

STP/FP/ 40001885 

 

70% to 130%                                                                                                                    

83.  Fexofenadine 

Hydrochloride 

Tablets USP 

General Tests for Tablets S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By IR 

By HPLC 

USP34 NF30 

STP/FP/190000117 

 

Comparative 

(Qualitative) 
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Fexofenadine 

Hydrochloride 

Tablets USP 

Dissolution By HPLC 

USP34 NF30 

STP/FP/190000117 

 

D-25% to 100% 

 Related substances By HPLC 

USP34 NF30 

STP/FP/190000117 

 

0.05% to 2% 

 Assay 

 

By HPLC 

USP34 NF30 

STP/FP/190000117 

 

70% to 130%                                                                                                                    

84.  Fluconazole Tablets 

IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification 

 

By HPLC 

IP-2010  

STP/FP/ 40000907 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

IP-2010  

STP/FP/ 40000907 

 

70% to 130%                                                                                                                    

85.  Fluoxetine Capsules 

IP 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii 

 

As general test  

S.No. 1b-i, ii, iii 

 

 Identification 

 

By HPLC 

IP 2010 

STP/FP/ 40008385 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

IP 2010 

STP/FP/ 40008385 

 

 

D-25% to 100% 
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Fluoxetine Capsules 

IP 

Related substances By HPLC 

IP 2010 

STP/FP/ 40008385 

 

0.05% to 2.0% 

 Assay 

 

By HPLC 

IP 2010 

STP/FP/ 40008385 

 

70% to 130%                                                                                                                    

86.  Propranolol 

Hydrochloride SR  & 

Flunarizine Tablets  

General Tests for Tablets S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification 

 

By HPLC 

STP/FP/ 40000406 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

STP/FP/ 40000406 

 

10% to 100% 

 Uniformity of content By HPLC 

STP/FP/ 40000406 

 

70% to 130%                                                                                                                    

 Related substances By HPLC 

STP/FP/ 40000406 

 

0.05% to 5.0% 

 Assay 

 

By HPLC 

STP/FP/ 40000406 

 

70% to 130%                                                                                                                    

87.  Flunarizine 

Dihydrochloride & 

Sustained release 

Propranolol 

hydrochloride 

Capsules 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii 

 

As general test  

S.No. 1b-i, ii, iii 

 

Identification By HPLC 

STP/FP/ 40000406 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

STP/FP/ 40000406 

 

10% to 100% 
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Flunarizine 

Dihydrochloride & 

Sustained release 

Propranolol 

hydrochloride 

Capsules 

Uniformity of content By HPLC 

STP/FP/ 40000406 

 

70% to 130%                                                                                                                    

Degradation product By HPLC 

STP/FP/ 40000406 

 

0.05% to 5.0% 

Assay 

 

By HPLC 

STP/FP/ 40000406 

 

70% to 130%                                                                                                                    

88.  Folic Acid Tablets 

USP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By UV 

USP 34 NF30 

STP/FP/40005531 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP 34 NF30 

STP/FP/40005531 

 

D-25% to 100% 

 Related substances By HPLC 

USP 34 NF30 

STP/FP/40005531 

 

0.05% to 2.0% 

 Assay 

 

By HPLC 

USP 34 NF30 

STP/FP/40005531 

 

70% to 130%                                                                                                                    

89.  Gatifloxacin Tablets 

IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP-2010 

STP/FP/ 40000311 

 

Comparative 

(Qualitative) 
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Gatifloxacin Tablets 

IP 

 

Dissolution By HPLC 

IP-2010 

STP/FP/ 40000311 

 

D-25% to 100% 

 Related substances By HPLC 

IP-2010 

STP/FP/ 40000311 

 

0.05% to 6.0% 

 Assay 

 

By HPLC 

IP-2010 

STP/FP/ 40000311 

 

70% to 130%                                                                                                                    

90.  Glimepiride & 

Metformin 

Hydrochloride SR 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification As per Assay 

STP-AKUMS/STP/303 

 

Comparative 

(Qualitative) 

Dissolution By HPLC (Glimepiride),  

By UV (Metformin) 

STP/FP/ 40001065 

 

10% to 100% 

 Uniformity of content for 

Glimepiride 

 

By HPLC 

STP/FP/ 40001065 

 

70% to 130%                                                                                                                    

 Assay 

 

By HPLC (Glimepiride),  

By UV (Metformin) 

STP/FP/ 40001065 

 

70% to 130%                                                                                                                    

91.  Glibenclamide & 

Cefixime Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

As per Assay 

STP/FP/40010392 

Comparative 

(Qualitative) 
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Glibenclamide & 

Cefixime Tablets 

 

Assay 

 

By HPLC 

As per Assay 

STP/FP/40010392 

 

70% to 130%                                                                                                                    

92.  Ibuprofen Tablets BP General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification A) By IR 

B) By Melting point  

BP2013 

STP/FP/40001021 

 

Comparative 

(Qualitative) 

 Related substances 

 

By HPLC  

BP2013 

STP/FP/40001021 

 

0.05% to 2.0% 

 Assay 

 

By HPLC  

BP2013 

STP/FP/40001021 

 

70% to 130%                                                                                                                    

93.  Ibuprofen & 

Paracetamol Tablets 

 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification  As per Assay 

STP/FP/ 40001020 

Comparative 

(Qualitative) 

 

 Assay 

 

By Titration (For Ibuprofen), By 

UV (Paracetamol) 

STP/FP/ 40001020 

 

70% to 130%                                                                                                                    

94.  Lactitol Monohydrate 

& Ispaghula husk 

Granules 

General Tests for Tablets 

 

S.No. 1a-i, ii 

 

As general test  

S.No. 1a-i, ii 
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Lactitol Monohydrate 

& Ispaghula husk 

Granules 

Identification By HPLC  

(As per Assay for Lactitol),  

By Swelling power  

(For Ispaghula husk) 

STP/FP/ 40001056 

 

Comparative 

(Qualitative) 

 Assay By HPLC  

STP/FP/ 40001056 

 

70% to 130%                                                                                                                    

95.  Loratadine Tablets 

USP 
   

General Tests for Tablets S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification A) By TLC 

B) By HPLC 

USP 35 NF30 

STP/FP/ 40004128 
 

Comparative 

(Qualitative) 

 Dissolution By UV 

USP 35 NF30 

STP/FP/ 40004128 
 

D-25% to 100% 

 Related compounds By HPLC 

USP 35 NF30 

STP/FP/ 40004128 
 

0.05% to 1.0% 

 Assay 

 

By HPLC 

USP 35 NF30 

STP/FP/ 40004128 

 

70% to 130%                                                                                                                    

96.  Loperamide   

Hydrochloride 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 
 

Identification A) By Chemically 

B) By HPLC 

IP 2010 

STP/FP/ 40009659 

Comparative 

(Qualitative) 
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Loperamide   

Hydrochloride 

Tablets IP 

Dissolution By HPLC 

IP 2010 

STP/FP/ 40009659 

 

D-25% to 100% 

 Uniformity of content By HPLC 

IP 2010 

STP/FP/ 40009659 

 

70% to 130%                                                                                                                    

 Assay 

 

By HPLC 

IP 2010 

STP/FP/ 40009659 

 

70% to 130%                                                                                                                    

97.  Lisinopril Tablets 

USP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

USP 34 NF 30 

STP/FP/40001175  

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP 35 NF 30 

STP/FP/40001175  

 

D-25% to 100% 

 Related substances By HPLC 

USP 35 NF 30 

STP/FP/40001175  

 

0.05% to 2.0% 

 Uniformity of content By HPLC 

USP 35 NF 30 

STP/FP/40001175  

 

70% to 130%                                                                                                                    

 Assay 

 

By HPLC 

USP 35 NF 30 

STP/FP/40001175  

 

70% to 130%                                                                                                                    
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98.  Lisinopril & 

Hydrochlorthiazide 

Tablets USP 

General Tests for Tablets S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

USP 35 NF 30 

STP/FP/40008990 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP 35 NF 30 

STP/FP/40008990 

 

D-25% to 100% 

 Uniformity of  

content 

By HPLC 

USP 35 NF 30 

STP/FP/40008990 

 

70% to 130%                                                                                                                    

 Assay 

 

By HPLC 

USP 35 NF 30 

STP/FP/40008990 

 

70% to 130%                                                                                                                    

99.  Levocetirizine & 

Montelukast Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40007109 

 

Comparative 

(Qualitative) 

 Uniformity of content 

 

By HPLC 

STP/FP/ 40007109 

 

70% to 130%                                                                                                                    

 Assay 

 

By HPLC 

STP/FP/ 40007109 

 

 

 

 

 

70% to 130%                                                                                                                    
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100.  Levocetirizine & 

Ambroxol 

Hydrochloride 

Tablets                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification By HPLC 

STP/FP/ 40001918 

 

Comparative 

(Qualitative) 

Uniformity of content for 

Levocetirizine 

 

By HPLC 

STP/FP/ 40001918 

 

70% to 100%  

 Assay 

 

By HPLC 

STP/FP/ 40001918 

 

70% to 130%                                                                                                                    

101.  Levocetirizine 

Dihydrochloride 

Tablets IP  

 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification By HPLC 

IP 2010 

STP/FP/40001179 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

IP 2010 

STP/FP/40001179 

 

D-25% to 100% 

 Uniformity of content 

 

By HPLC 

IP 2010 

STP/FP/40001179 

 

70% to 130%                                                                                                                    

 Related substances By HPLC 

IP 2010 

STP/FP/40001179 

 

0.05% to 5.0% 

 Assay 

 

By HPLC 

IP 2010 

STP/FP/40001179 

 

70% to 130%                                                                                                                    
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102.  Levofloxacin Tablets 

IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 

STP/FP/ 40001133 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

IP 2010 

STP/FP/ 40001133 

 

D-25% to 100% 

 Related substances By HPLC 

IP 2010 

STP/FP/ 40001133 

 

0.05% to 2.0% 

 Assay 

 

By HPLC 

IP 2010 

STP/FP/ 40001133 

 

70% to 130%                                                                                                                    

103.  Losartan Potassium & 

Hydrochlorothiazide 

Tablets USP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

USP 35 NF 30 

STP/FP/40008990  

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP 35 NF 30 

STP/FP/40008990 

 

D-25% to 100% 

 Uniformity of content By HPLC 

USP 35 NF 30 

STP/FP/40008990 

 

 

70% to 130%                                                                                                                    
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Losartan Potassium & 

Hydrochlorothiazide 

Tablets USP 

Assay 

 

By HPLC 

USP 35 NF 30 

STP/FP/40008990 

 

70% to 130%                                                                                                                    

104.  Losartan Potassium 

Tablets USP 

 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification A) By IR 

B) By UV 

C) By AAS 

USP 35 NF 30 

STP/FP/40001228 

 

Comparative 

(Qualitative) 

 Water By KF 

USP 35 NF 30 

STP/FP/40001228 

 

>0.2% 

 Related substances By HPLC 

USP 35 NF 30 

STP/FP/40001228 

 

0.05% to 4.0%                                                                                                                    

 Assay 

 

By HPLC 

USP 35 NF 30 

STP/FP/40001228 

 

70% to 130%                                                                                                                    

105.  Metformin 

Hydrochloride 

Extended Release 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification By UV (Assay) 

IP-2010 

STP/FP/ 40009969 

 

Comparative 

(Qualitative) 

 Dissolution By UV  

STP/FP/ 40009969 

 

10% to 100% 
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Metformin 

Hydrochloride 

Extended Release 

Tablets IP 

 

Assay 

 

By UV 

STP/FP/ 40009969 

 

70% to 130%                                                                                                                    

106.  Mefenamic Acid & 

Paracetamol Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification As per Assay 

STP/FP/ 40005455 

 

Comparative 

(Qualitative) 

 Assay 

 

By UV (For Paracetamol), By 

Titration (For Mefenamic acid) 

STP/FP/ 40005455 

 

70% to 130%                                                                                                                    

107.  Meloxicam Tablets 

BP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification A) TLC 

B) By HPLC 

BP 2013 

STP/FP/ 40001904 

 

Comparative 

(Qualitative) 

 Related substances By TLC 

BP 2013 

STP/FP/ 40001904 

 

Comparative 

(Qualitative) 

 Assay By UV 

BP 2013 

STP/FP/ 40001904 

 

 

 

 

 

70% to 130%                                                                                                                    
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108.  Methylergometrine 

Tablets IP 

 

General Tests for Tablets 

 

S S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification A) By TLC (Related substances) 

B) & C) By Chemically 

IP 2010 

STP/FP/ 40001351 

 

Comparative 

(Qualitative) 

 Related substances By TLC 

IP 2010 

STP/FP/ 40001351 

 

Comparative 

(Qualitative) 

 Uniformity of content By UV 

IP 2010 

STP/FP/ 40001351 

 

70% to 130%                                                                                                                    

 Assay By UV 

IP 2010 

STP/FP/ 40001351 

 

70% to 130%                                                                                                                    

109.  Metformin Hcl & 

Glimepiride Tablets  

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/40000951 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/40000951 

 

70% to 130%                                                                                                                    

110.  Methylergonovine 

Maleate USP 

General Tests for Tablets S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 Identification A) By IR 

B) By TLC 

USP 35 NF 30 

STP/FP/40008958 

Comparative 

(Qualitative) 
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Methylergonovine 

Maleate USP 

Dissolution By HPLC 

USP 35 NF 30 

STP/FP/40008958 

 

D-25% to 100% 

 Related Alkaloids By TLC 

USP 35 NF 30 

STP/FP/40008958 

 

Comparative 

 Assay 

 

By HPLC 

USP 35 NF 30 

STP/FP/40008958 

 

70% to 130%                                                                                                                    

111.  Moxifloxacin HCl 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/40011254 

Comparative 

(Qualitative) 

 

 Assay By HPLC 

STP/FP/40011254 

70% to 130%                                                                                                                    

112.  Montelukast Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40001110 

 

Comparative 

(Qualitative) 

 Uniformity of content By HPLC 

STP/FP/ 40001110 

 

70% to 130%                                                                                                                    

 Assay By HPLC 

STP/FP/ 40001110 

 

 

 

 

70% to 130% 
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113.  Nifedipine ER Tablets 

USP 

  

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

By UV 

USP35 NF30 

STP/FP/40001521 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

USP35 NF30 

STP/FP/40001521 

 

D-25% to 100% 

 Assay By UV 

USP35 NF30 

STP/FP/40001521 

 

70% to 130% 

114.  Nitrofurantoin 

Tablets 

   

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By IR 

By HPLC 

USP35 NF30 

STP/FP/40002251 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

USP35 NF30 

STP/FP/40002251 

 

D-25% to 100% 

 Related substances By HPLC 

USP 34 NF 30 

STP/FP/40002251 

 

0.05% to 4.0%                                                                                                                    

 Assay By HPLC 

USP35 NF30 

STP/FP/40002251 

70% to 130% 
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115.  Nimesulide & 

Paracetamol Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification As per Assay 

STP/FP/ 40001251 

 

Comparative 

(Qualitative) 

 Assay By UV  

STP/FP/ 40001251 

 

70% to 130% 

116.  Nimesulide Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification As per Assay 

STP/FP/ 40006615 

 

Comparative 

(Qualitative) 

 Assay By UV  

STP/FP/ 40006615 

 

70% to 130%  

  

117.  Norfloxacin & 

Tinidazole Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification As per Assay 

STP/FP/ 40011771 

 

Comparative 

(Qualitative) 

 Assay By UV  

STP/FP/ 40011771 

 

70% to 130%  

  

118.  Ofloxacin Tablets IP General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 

STP/FP/ 40000825 

 

 

Comparative 

(Qualitative) 
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 Dissolution By UV 

IP 2010 

STP/FP/ 40000825 

 

D-25% to 100%                                                                                                                    

 Related Substances By HPLC  

IP 2010 

STP/FP/ 40000825 

 

0.05% to 4.0% 

 Assay By HPLC  

IP 2010 

STP/FP/ 40000825 

 

70% to 130%  

  

119.  Ofloxacin and 

Ornidazole Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification As per Assay 

STP/FP/ 40000829 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC  

STP/FP/ 40000829 

 

D-25% to 100% 

 Assay By HPLC  

STP/FP/ 40000829 

 

70% to 130%  

  

120.  Omeprazole Capsules 

IP 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii 

 

As general test  

S.No. 1b-i, ii, iii 

 

 Identification A) By UV 

B) By HPLC 

IP2010 STP/FP/ 40001635 

 

Comparative 

(Qualitative) 

 Dissolution in acid & phosphate 

buffer medium 

By HPLC 

IP2010 STP/FP/ 40001635 

Acid medium-1% to 

50%, Buffer medium-

5% to 150% 
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Omeprazole Capsules 

IP 

Uniformity of content By HPLC 

IP2010 STP/FP/ 40001635 

 

70% to 130% 

 Loss on Drying IP2010 STP/FP/ 40001635 

 

>0.2% 

 Assay By HPLC 

IP2010 STP/FP/ 40001635 

 

70% to 130% 

121.  Omeprazole 

Magnesium & 

Domperidone Tablets 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40001643 

 

Comparative 

(Qualitative) 

 Uniformity of content  

 

By HPLC 

STP/FP/ 40001643 

 

70% to 130%                                                                                                                    

 Assay By HPLC 

STP/FP/ 40001643 

 

70% to 130%  

  

122.  Omeprazole & 

Domperidone (SR) 

Capsules 

General Tests for Tablets 

 

S.No. 1b-i, ii, iii 

 

As general test  

S.No. 1b-i, ii, iii 

 

 Identification By HPLC 

STPFP/40001638 

 

Comparative 

(Qualitative) 

 Dissolution 

 

By HPLC 

STPFP/40001638 

 

10% to 100%                                                                                                                    

 Assay By HPLC 

STPFP/40001638 

 

70% to 130%  

  

123.  Ofloxacin & 

Tinidazole Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 
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 Identification As per Assay 

STP/FP/ 40000830 
 

Comparative 

(Qualitative) 

 Assay By UV  

STP/FP/ 40000830 

 

70% to 130%  

  

124.  Ondansetron Mouth 

Dissolving Tablets 
 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

 Identification By HPLC 

STP/FP/ 40000238 
 

Comparative 

(Qualitative) 

 Uniformity of content  

 

By HPLC 

STP/FP/ 40000238 
 

70% to 130%                                                                                                                    

 Assay By HPLC 

STP/FP/ 40000238 

 

70% to 130%  

  

125.  Pantoprazole & 

Domperidone Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

 Identification By HPLC  

STP/FP/ 40003940 
 

Comparative 

(Qualitative) 

 Uniformity of content for 

Domperidone 

By HPLC  

STP/FP/ 40003940 
 

70% to 130%  

  

 Assay By HPLC  

STP/FP/ 40003940 

 

70% to 130%  

  

126.  Paracetamol, 

Caffeine, 

Chlorpheniramine 

maleare & 

Phenylephrine Hcl 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

Identification As per Assay 

STP/FP/40000687 

 

Comparative 

(Qualitative) 

Assay By HPLC  

STP/FP/40000687 

70% to 130%   
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127.  Paracetamol, Caffeine 

& Chlorpheniramine 

maleate Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification As per Assay 

STP/FP/40009600 

 

Comparative 

(Qualitative) 

 Assay By HPLC  

STP/FP/40009600 

 

70% to 130%  

  

128.  Pantoprazole Tablets 

IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification A-By HPLC 

B-By UV 

IP 2010 

STP/FP/ 40010183 

 

Comparative 

(Qualitative) 

 Dissolution 

 

By  HPLC & UV 

IP 2010 

STP/FP/ 40010183 

 

D-25% to 100%  

  

 Assay By HPLC  

IP 2010 

STP/FP/ 40010183 

 

70% to 130%  

  

129.  Piroxicam Capsules 

USP 

General Tests for Capsules 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By TLC 

USP 35 NF 30 

STP/FP/40001774 

 

Comparative 

(Qualitative) 

 Water By KF 

USP 35 NF 30 

STP/FP/40001774 

>0.2% 
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 Uniformity of Dosage units   

 

By HPLC  

USP 35 NF 30 

STP/FP/40001774 

 

70% to 130%  

  

 Dissolution By UV 

USP 35 NF 30 

STP/FP/40001774 

 

10% to 100% 

 Assay  By HPLC 

USP 35 NF 30 

STP/FP/40001774 

 

70% to 130%  

  

130.  Prednisolone Tablets 

BP 

 

General Tests for Tablets S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification A) By IR 

B) By TLC 

IP 2010 STP/FP/ 40001792 

 

Comparative 

(Qualitative) 

 Related substances By HPLC 

IP 2010 STP/FP/ 40001792 

 

0.05% to 6.0% 

 Uniformity of content By UV 

IP 2010 STP/FP/ 40001792 
 

70% to 130% 

 Dissolution By UV 

IP 2010 STP/FP/ 40001792 
 

D-25% to 100% 

 Assay By HPLC 

IP 2010 STP/FP/ 40001792 

 

70% to 130% 

131.  Pseudoephedrine HCl 

& Triprolidine 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

Identification As per Assay 

STP/FP/40008986 

Comparative 

(Qualitative) 
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 Assay By HPLC 

STP/FP/40008986 

 

70% to 130%  

  

132.  Pregabalin Capsules 

 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii, iv 
 

As general test  

S.No. 1b-i, ii, iii, iv 
 

 Identification As per Assay 

STP/FP/40012252 
 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/40012252 

 

70% to 130%  

  

133.  Ranitidine Tablets 

USP 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 
 

 Identification A) By TLC 

B) By HPLC 

C) By Chemically 

USP 35 NF30 

STP/FP/40001881 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

USP35 NF30 

STP/FP/40001881 

 

D-25% to 100% 

 Related substances By TLC 

USP35 NF30 

STP/FP/40001881 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

USP35 NF30 

STP/FP/40001881 

 

 

 

 

70% to 130% 
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134.  Rabeprazole & 

Domperidone 

Capsules 

[Rabeprazole Sodium 

20 mg (As enteric 

coated), Domperidone 

10 mg (As immediate 

release tablets) & 

Domperidone 20 mg 

(As sustained release 

tablet) Capsules]  

General Tests for Capsules 

 

S.No. 1b-i, ii, iii 

 

As general test 

S.No. 1b-i, ii, iii 

 

Identification By UV 

STP/FP/ 40001832 

 

Comparative 

(Qualitative) 

Dissolution By UV 

STP/FP/ 40001832 

 

10% to 100% 

Assay By UV 

STP/FP/ 40001832 

 

70% to 130% 

135.  Rabeprazole Sodium 

& Domperidone 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP-AKUMS/STP/117 

 

Comparative 

(Qualitative) 

 Uniformity of content for 

Domperidone 

 

By HPLC 

STP/FP/ 40001841 

 

70% to 130% 

 Assay By HPLC 

STP/FP/ 40001841 

 

70% to 130% 

136.  Ranitidine 

Hydrochloride & 

Domperidone Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

Identification As per Assay 

STP/FP/ 40007558 

 

Comparative 

(Qualitative) 

 Uniformity of content for 

Domperidone 

 

By HPLC 

STP/FP/ 40007558 

 

70% to 130% 

 Assay By HPLC 

STP/FP/ 40007558 

70% to 130% 
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137.  Roxithromycin 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 STP/FP/ 40001946 

 

Comparative 

(Qualitative) 

 Dissolution 

 

By HPLC 

IP 2010 STP/FP/ 40001946 

 

D-25% to 100% 

 Assay By HPLC  

IP 2010 STP/FP/ 40001946 

 

70% to 130% 

138.  Rosuvastatin Tablets 

IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 STP/FP/ 40005472 

 

 

Comparative 

(Qualitative) 

 Dissolution 

 

By HPLC 

IP 2010 STP/FP/ 40005472 

 

D-25% to 100% 

 Uniformity of content By HPLC 

IP 2010 STP/FP/ 40005472 

 

70% to 130% 

 Related substances By HPLC 

IP 2010 STP/FP/ 40005472 

 

0.05% to 6.0% 

 Assay By HPLC 

IP 2010 STP/FP/ 40005472 

 

70% to 130% 

139.  Simvastatin Tablets 

USP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 
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 Identification By HPLC 

USP 32  

STP/FP/ 40002027 

 

Comparative 

(Qualitative) 

 Dissolution 

 

By UV 

USP 32 

STP/FP/ 40002027 

 

D-25% to 100% 

 Assay By HPLC  

USP 32 

STP/FP/ 40002027 

 

70% to 130% 

140.  Sildenafil Citrate 

Tablets IP 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 STP/FP/ 40000781  

 

Comparative 

(Qualitative) 

 Dissolution By UV  

IP 2010 STP/FP/ 40000781  

 

D-25% to 100% 

 Related Substances By HPLC  

IP 2010 STP/FP/ 40000781 

 

1.0 % to 6.0% 

 Assay By HPLC 

IP 2010 STP/FP/ 40000781  

 

70% to 130% 

141.  Sodium Valproate & 

Valproic Acid 

controlled release 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification A) By HPLC 

B) By test of Sodium 

STP/FP/ 40002266 

 

 

Comparative 

(Qualitative) 
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 Dissolution By HPLC 

STP/FP/ 40002266 

 

D-25% to 100% 

 Assay By HPLC (For Valproate Ions) 

By Titration (For Sodium 

Valproate 

STP/FP/ 40002266 

 

70% to 130% 

142.  S (-) Amlodipine 

Besilate & Atenolol 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

STP/FP/ 40005336 

 

Comparative 

(Qualitative) 

 Uniformity of content By HPLC 

STP/FP/ 40005336 

 

70% to 130% 

 Dissolution By HPLC 

STP/FP/ 40005336 

 

D-25%% to 130% 

 Assay By HPLC 

STP/FP/ 40005336 

 

70% to 130% 

143.  S(-) Amlodipine 

Besilate Tablets IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 STP/FP/ 40002030 

 

Comparative 

(Qualitative) 

 Uniformity of content By HPLC  

IP 2010 STP/FP/ 40002030 

 

70% to 130% 

 Dissolution By -UV  

IP 2010 STP/FP/ 40002030 

 

D-25% to 100% 
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 Assay By HPLC  

IP 2010 

STP/FP/ 40002030 

 

70% to 130% 

144.  Serratiopeptidase 

Tablets IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By UV (Assay) 

IP 2010 

STP/FP/ 40001244 

 

Comparative 

(Qualitative) 

 Assay By UV 

IP 2010 

STP/FP/ 40001244 

 

70% to 130% 

145.  Sodium Feredetate, 

Folic acid & Zinc 

sulphate Tablets 

General Tests for Tablets S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification As per Assay 

STP/FP/40005446 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/40005446 

 

70% to 130% 

146.  Tramadol 

Hydrochloride & 

Paracetamol Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40011830 

 

Comparative 

(Qualitative) 

 Uniformity of content for 

Tramadol Hydrochloride 

By HPLC 

STP/FP/ 40011830 

 

70% to 130% 

 Assay By HPLC 

STP/FP/ 40011830 

70% to 130% 
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147.  Tramadol 

Hydrochloride 

Sustained Release 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

 

As general test  

S.No. 1a-i, ii, iii 

 

Identification By UV (Assay) 

STP/FP/40005779 

 

Comparative 

(Qualitative) 

 Dissolution at different stages By UV 

STP/FP/40005779 

 

10% to 100% 

 

Assay By UV 

STP/FP/40005779 

 

70% to 130% 

148.  Tadalafil Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40011212 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40011212 

 

70% to 130% 

149.  Telmisartan Tablets 

IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification By HPLC 

IP 2010 STP/FP/ 40005882 

 

Comparative 

(Qualitative) 

 Dissolution By HPLC 

IP 2010 STP/FP/ 40005882 

 

D-25% to 100% 

 Related  

substances 

By HPLC 

IP 2010 STP/FP/ 40005882 

 

0.5 % to 6.0% 

 Assay By HPLC 

IP 2010 STP/FP/ 40005882 

70% to 130% 
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150.  Telmisartan & 

Hydrochlorothiazide 

Tablets 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC 

STP/FP/ 40000353 

 

Comparative 

(Qualitative) 

 Assay By HPLC 

STP/FP/ 40000353 

 

70% to 130% 

151.  Terbinafine 

Dispersible Tablets  

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv, v 

 

 

As general test  

S.No. 1a-i, ii, iii, iv, v 

 

 Identification By IR 

STP/FP/ 40008670 

 

Comparative 

(Qualitative) 

 Dissolution By UV 

STP/FP/ 40008670 

 

D-25% to 100% 

 Assay By Titration 

STP/FP/ 40008670 

 

70% to 130% 

152.  Tinidazole Tablets IP 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii 

 

As general test  

S.No. 1a-i, ii, iii 

 

 Identification A) By UV (Assay) 

B) By Chemically 

C) By Melting range  

IP 2010 

STP/FP/ 40001012 

 

Comparative 

(Qualitative) 

 Dissolution By UV  

IP 2010 

STP/FP/ 40001012 

 

 

D-25% to 100% 
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Tinidazole Tablets IP 

 

Assay By UV  

IP 2010 

STP/FP/ 40001012 

 

70% to 130% 

153.  Tamsulosin HCl 

Capsules BP 

 

General Tests for Capsules 

 

S.No. 1b-i, ii, iii, iv 

 

As general test  

S.No. 1b-i, ii, iii, iv 

 

 Identification A) By UV 

B) By HPLC 

BP 2013 

STP/FP/40009730 

 

Comparative 

(Qualitative) 

 Uniformity of content for  By HPLC 

BP 2013 

STP/FP/40009730 

 

70% to 130% 

 Related  

substances 

By HPLC 

BP 2013 

STP/FP/40009730 

 

0.5 % to 6.0% 

 Assay By HPLC 

BP 2013 

STP/FP/40009730 

 

70% to 130% 

154.  

 
Voglibose Tablets 

 

General Tests for Tablets 

 

S.No. 1a-i, ii, iii, iv 

 

As general test  

S.No. 1a-i, ii, iii, iv 

 

 Identification By HPLC  

STP/FP/ 40001094 

 

Comparative 

(Qualitative) 

 Uniformity of content By HPLC  

STP/FP/ 40001094 

 

70% to 130% 

 Assay By HPLC  

STP/FP/ 40001094 

70% to 130% 
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3. General Tests of Chemicals & Pharmaceutical Ingredients 

 

 

 A-Chemicals & 

Pharmaceutical 

Ingredients  

i. Acid Value IP 2010  

As per respective STPs 

 

1 – 100 

  ii. Acetyl value IP 2010  

As per respective STPs 

 

NLT 100 

  iii. Acidity or Alkalinity 

 

IP 2010  

BP 2013  

USP35 NF30  

As per respective STPs 

 

Comparative 

(Qualitative) 

  iv. Aluminium 

 

IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  v.Aluminium and calcium 

 

IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  vi. Ammonium IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  vii. Angle of repose 

 

IP 2010  

As per respective STPs 

 

0º - 90º 

  viii. Arsenic IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  ix. Barium IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  x. Bromide IP 2010  

As per respective STPs 

 

 

Comparative 

(Qualitative) 
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  xi. Melting Range/ 

Melting Point 

IP 2010  

As per respective STPs 

 

30°C to 300°C 

  xii. Magnesium 

 

IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xiii.Nitrogen Content IP 2010  

As per respective STPs 

 

More than 2 mg 

  xiv.Nitrate 

 

IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xv.Chloride IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xvi.Calcium IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xvii.Clarity And Color of 

Solution/ Appearance of 

solution 

 

IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xviii. Optical Rotation and 

Specific Rotation 

IP 2010  

As per respective STPs 

 

Up to 360° 

  xix. Peroxide Value IP 2010  

As per respective STPs 

 

1 - 200 

  xx. pH 

 

As per respective STPs 

 

1 to 14 

  xxi.Residue on Ignition 

 

IP 2010  

As per respective STPs 

 

More than 0.01% 

  xxii.Defoaming Activity 

 

IP 2010  

As per respective STPs 

Comparative 

(Qualitative) 
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  xxiii.Description 

 

As per respective STPs 

 

As per specification 

  xxiv.Ester Value 

 

IP 2010  

As per respective STPs 

 

1 – 100 

  xxv.Solubility IP 2010  

BP 2013 

USP35 NF30 

As per respective STPs 

 

Comparative 

(Qualitative) 

  xxvi.Sulphate IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xxvii.Sulphated Ash/  

Residue On Ignition 

IP 2010  

As per respective STPs 

 

More than 0.01% 

  xxviii.Sodium 

 

IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xxix.Total Dye Content 

 

As per respective STPs 

 

Comparative 

(Qualitative) 

 

  xxx.Hydroxyl Value IP 2010  

As per respective STPs 

 

1 – 1000 

  xxxi.Heavy Metals IP 2010 

As per respective STPs 

 

Comparative 

(Qualitative) 

  xxxii.Halogens 

 

IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xxxiii.Iron IP 2010  

As per respective STPs 

 

 

Comparative 

(Qualitative) 
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  xxxiv.Iodine Value IP 2010  

As per respective STPs 

 

1 - 200 

  xxxv.Identification   

    A) By Chemical IP 2010  

BP 2013 

USP35 NF30 

As per respective STPs 

Comparative 

(Qualitative) 

    B) By UV IP 2010  

BP 2013 

USP35 NF30 

As per respective STPs 

Comparative 

(Qualitative) 

    C) By HPLC IP 2010  

BP 2013 

USP35 NF30 

As per respective STPs 

Comparative 

(Qualitative) 

    D) By IR IP 2010  

BP 2013 

USP35 NF30 

As per respective STPs 

 

Comparative 

(Qualitative) 

  xxxvi.Loss On Drying IP 2010  

As per respective STPs 

 

More than 0.01% 

  xxxvii.Loss  On Ignition IP 2010  

As per respective STPs 

 

More than 0.01% 

  xxxviii.Lead IP 2010  

As per respective STPs 

 

Comparative 

(Qualitative) 

  xxxix.Water by KF IP 2010  

As per respective STPs 

 

 

 

0.1% - 100% 
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4. Drug & Pharmaceutical Ingradients Having Specific Tests 

 

1.  Activated 

Dimethicone IP 

Assay IP 2010 

STP No.-STP/RM/10000011 

 

80% to 120% 

 General Test S. No.3 iii, xxii, xxiii, xxxi, xxxv  As per specification 

 

2.  Aceclofenac IP 

 

 

Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000046 

80% to 120% 

 Related substances 

(By HPLC) 

IP 2010 

Single Impurity: < 0.5% 

Total Impurities: < 2.0% 

 

0.05% to 4.0% 

 General Test S.No.3-xxiii, xxxi, xxxv, xxvii, 

xxxvi 

 

As per specification 

 

3.  Albendazole IP 

 

 

Assay 

(By HPLC) 

IP 2010 

STP No. STP/RM/10000012 

80% to 120% 

 Related substances 

(By TLC) 

 

IP 2010 

 

Comparative 

(Qualitative) 

 General Test S.No.3-xxiii, xxxi, xxxv, xxvii, 

xxxvi 

 

As per specification 

 

4.  Alprazolam IP Assay 

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000013 

 

80% to 120% 

 Related substances 

(By TLC) 

IP 2010 

 

 

Comparative 

(Qualitative) 

 General Test S.No. 3-xxiii, xxx23, 31, 35, 27, 

36 

 

As per specification 
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5.  Ambroxol HCl IP 

 

 

Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000010 

 

80% to 120% 

 Related substances 

(By HPLC) 

 

IP 2010 

Single Impurity: < 0.5% 

Total Impurities: < 1.0% 

 

0.05% to 2.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xxvi, 

xxxi, xxix, xi 

 

As per specification 

 

6.  Amitriptyline HCl IP Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10005394 

 

80% to 120% 

 Related substances 

(By TLC) 

Comparative (Qualitative) As per specification 

 

 General Test S.No.3-xxiii, xxxv, xxv, xxvi, 

xvii, xxxi, xxvii, xxxvi 

 

As per specification 

7.  Amlodipine Besilate 

IP 

 

 

Assay 

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000028 

80% to 120% 

 Related substances 

(By TLC & HPLC) 

 

IP 2010 

For TLC: 

Single Impurity: < 0.3% 

Total Impurities: < 0.1% 

For HPLC: 

Single Impurity: < 0.3% 

Total Impurities: < 0.3% 

 

For TLC:  

Comparative 

(Qualitative) 

 

For HPLC: 

0.05% to 2.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xxvi, 

xvii, xxxi, xxvii, xxxvi  

 

As per specification 

8.  Aspirin IP Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000024 

80% to 120% 
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 Salicylic acid Comparative (Qualitative) 

        

As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, viii, 

xxxi, xxvii, xxxvi  

 

As per specification 

9.  Ascorbic Acid IP 

(Coated) 

Assay 

(By Titration) 

 

IP 2010 

STP No.- STP/RM/10004626 

80% to 120% 

 Light absorption About 0.56 

 

As per specification 

 Oxalic Acid Comparative (Qualitative) 

 

As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxi, xxvii 

 

As per specification 

10.  Atenolol IP 

 

 

Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000039 

 

80% to 120% 

 Related substances 

(By HPLC) 

 

Single Impurity: 0.25% 

Total Impurities: 0.5% 

 

0.05% to 1.0% 

 General Test 

 

S.No.3-xxiii, xxxv, xvii, xv, xxxvi   As per specification 

11.  Atorvastatin Calcium 

IP 

Assay 

(By HPLC) 

IP 2010  

STP No.- STP/RM/10000051 

 

80% to 120% 

 Related substances 

(By HPLC) 

 

Single Impurity: 0.5% 

Total Impurities: 2.0% 

 

0.05% to 4.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xviii, 

xxxi 

  

As per specification 

12.  Azithromycin IP 

 

 

Assay 

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000047 

80% to 120% 
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 Related substances 

(By HPLC) 

 

Impurity B: 2.0% 

Single Impurity: 1.0% 

Total Impurities: 5.0% 

 

0.05% to 10.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxi, xxvii, xxxix 

 

As per specification 

13.  Amoxicillin Trihydrate 

IP 

Assay 

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000006 

 

80% to 120% 

 N,N-Dimethylaniline NMT 20 ppm  

(Comparative (Qualitative)) 

 

As per specification 

 General Test S.No.3- xxiii, xxxv, xvii, xx, 

xviii, xxxi, xxvii, xxxix 

 

As per specification 

14.  Ampicillin Trihydrate 

IP 

Assay 

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000008 

 

80% to 120% 

 N,N-Dimethylaniline NMT 20 ppm  

(Comparative (Qualitative)) 

 

As per specification 

 General Test S.No. 3- xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxi, xxvii, xxxix 

 

As per specification 

15.  Bromhexine 

hydrochloride IP 

Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000085 

 

80% to 120% 

 Related Substances (By TLC) 

 

Comparative (Qualitative) As per Specification 

 General Test S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxvi 

 

 

 

As per specification 
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16.  Betamethasone 

sodium Phosphate IP 

Assay 

(By UV) 

IP 2010 

STP No.- STP/RM/10000086 

 

80% to 120% 

 Light absorption 1.7 to 1.9 

 

As per specification 

 Inorganic phosphate (By UV) 

 

NMT 0.5% 0.25% to 1.0% 

 Free Betamethasone and other 

derivatives 

(By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxix 

 

As per specification 

17.  Biotin USP Assay 

(By Titration) 

USP35 NF30 

STP No.- STP/RM/10000108 

 

80% to 120% 

 General Test S.No.3- xxiii, xxxv, xxv, xviii 

 

As per specification 

18.  Bisacodyl IP Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000088 

 

80% to 120% 

 General Test S.No.3-xxiii, xxxv, xxv, iii, xxvii, 

xxxvi 

 

As per specification 

19.  Betacarotene 30%  Assay 

(By UV) 

 

STP No.- STP/RM/10000091 80% to 120% 

 Related substances 

(By UV) 

NLT 1.5  

(Comparative (Qualitative)) 

 

As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xxxi, 

xxxvi, xxvii 

 

 

As per specification 
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20.  Benfothiamine Assay 

(By Titration) 

BP 2013 

STP No.- STP/RM/10000090 

 

80% to 120% 

 General Test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

21.  Bisoprolol Fumerate 

USP 

Assay 

(By HPLC) 

USP35 NF30 

STP No.- STP/RM/10000090 

 

80% to 120% 

 Chromatographic purity Total impurities: < 0.5% 

 

0.05% to 1.0% 

 Content of fumaric acid 14.8% to 15.4% 

 

As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xviii, 

xxxix, xxi, xxxi 

  

As per specification 

22.  Carbamazepine IP Assay  

(By HPLC) 

IP 2010 

STP No. STP/RM/10000201 

 

80% to 120% 

 Related Substances (By HPLC) Known impurity: < 0.1% 

Unknown impurity: < 0.1% 

Total impurities: < 0.5%  

 

0.05% to 1.0% 

 General Test S.No.3-xxiii, xxxv, xxv, iii, xxxi, 

xv, xxvii, xxxvi 

  

As per specification 

23.  Ciprofloxacin HCl IP Assay 

(By HPLC) 

 

IP 2010   

STP No. STP/RM/10000119 

80% to 120% 

 Related substances (By HPLC) Individual impurity: < 0.2% 

Total impurities: < 0.5% 

 

0.05% to 1.0% 

 Fluoroquinolonic acid 

(By TLC) 

 

 

Comparative (Qualitative) 

 

As per specification 
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 General Test S.No.3-xxiii, xxxv, xxv, xx, xxxi, 

xxvi, xxvii, xxxix 

 

As per specification 

24.  Citicoline Sodium Assay 

 

STP No. STP/RM/10000120 80% to 120% 

 General Test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

25.  Clonazepam IP Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000206 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 1.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxvi 

 

As per specification 

26.  Clopidogrel Bisulfate 

IP 

Assay 

(By HPLC) 

IP2010 

STP No. STP/RM/10000200 

 

 

80% to 120% 

 Related substances (By HPLC) Impurity A: < 0.2% 

Impurity B: < 0.3% 

Impurity C: < 1.0% 

Other impurities: < 0.1% 

Total impurities: < 1.5% 

 

0.05% to 3.0% 

 General Test S.No. 3- xxiii, xxxv, xxv, xxvii, 

xxxvi 

 

As per specification 

27.  Calcium D 

Pantothenate IP 

 

Assay 

(By Titration) 

IP 2010 

STP No. STP/RM/10000114 

80% to 120% 

 β-Alanine (By TLC) Comparative (Qualitative) 

 

As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxi, xxxvi 

As per specification 
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28.  Chloramphenicol IP Assay 

(By UV) 

IP 2010 

STP No. STP/RM/10000115 

 

80% to 120% 

 Related substances 

(By TLC) 

Comparative (Qualitative) As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xx, xviii, 

xv, xxvii, xxxvi  

 

As per specification 

29.  Caffeine IP 

(Anhydrous) 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000116 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3-xxii, xxxv, xxv, xvii, iii, 

viii, xxxi, xxvii, xxxvi 

 

As per specification 

30.  Cinnarizine IP 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000117 

 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, iii, 

xxxi, xxvii, xxxvi   

 

As per specification 

31.  Chlorpheniramine 

Maleate IP 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000118 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xxvii, xxxvi  

  

As per specification 
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32.  Cetirizine HCl IP 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000125 

 

80% to 120% 

 Related substances 

(By HPLC) 

 

Single impurity: < 0.1% 

Total impurities: < 1.5% 

0.05% to 3.0% 

 General Test S.No.3- xxiii, xxxv, xxv, xvii, xx, 

xxvii, xxxvi 

 

As per specification 

33.  Chlordiazepoxide IP 

 

Assay  

(By Titration) 

 

IP 2010 

STP No.- STP/RM/10000134 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi 

 

As per specification 

34.  Chloroquine Phosphate 

IP 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000142 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xx, xxxi 

xxxix 

 

As per specification 

35.  Clidinium Bromide 

USP 

 

Assay  

(By Titration) 

USP35 NF30 

STP No.- STP/RM/10000144 

80% to 120% 

 Related compounds 

(By TLC) 

 

NMT 0.5% of clidinium bromide 

related compound A 

(Comparative (Qualitative)) 

 

 

As per specification 
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 General Test S.No.3-xxiii, xxxv, xxv, xxxvi, 

xxi, xxxi 

 

As per specification 

36.  Chlorzoxazone USP 

 

Assay  

(By UV) 

USP35 NF30 

STP No.- STP/RM/10000148 

 

80% to 120% 

 Chromatographic purity  

(By TLC) 

 

Comparative (Qualitative)  As per specification 

 Chlorine Content 20.6% and 21.2% 

 

As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xi, 

xxxvi, xxxi, xxi 

 

As per specification 

37.  Calcium Carbonate 

IP (Oyster Shell) 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000152 

80% to 120% 

 Substances insoluble in acetic 

acid 

Comparative (Qualitative)  

(< 0.2%) 

 

As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, 

viii,xxxi, ix,xxxiii, xv, xxvi, xxxvi 

 

As per specification 

38.  Cyproheptadine 

Hydrochloride IP 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000153 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xxvii, 

xxxvi 

 

As per specification 

39.  Calcium Citrate 

Maleate 

 

Assay  

(By Titration) 

 

IP 2010 

STP No.- STP/RM/10000194 

80% to 120% of LC 
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 General Test S.No.3- xxiii, xxxv, xxv 

 

As per specification 

40.  Calcitriol IP 

 

Assay  

(By HPLC) 

 

IP 2010 

STP No.-STP/RM/10000131 

80% to 120% 

 Related substances 

(By HPLC) 

 

Single impurity: < 0.5 

Total impurities: < 1.0% 

0.05% to 2.0% 

 General Test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

41.  Copper Sulphate 

Pentahydrate BP 

 

Assay  

(By Titration) 

BP 2013 

STP No.- STP/RM/10000203 

80% to 120% 

 General Test S.No.3- xxiii, xxxv, xxv, xvii, xv, 

xxxiii, xxxviii, xxxvi 

 

As per specification 

42.  Clotrimazole IP 

 

Assay  

(By Titration) 

IP 2010 

STP No.-STP/RM/10000203 

 

80% to 120% 

 2-Chlorotritanol Comparative (Qualitative) 

 

As per specification 

 Imidazole (By TLC) Comparative (Qualitative) 

 

As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xvii, 

xxvii, xxxvi 

 

As per specification 

43.  Captopril IP 

 

Assay  

(By Titration) 

IP 2010 

STP No.- STP/RM/10000231 

 

80% to 120% 

 General Test S.No.3- xxiii, xxxv, xxv, xviii, 

xxxi, xxxvi, xxvii 

 

As per specification 

44.  Clarithromycin IP 

 

Assay  

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000227 

 

80% to 120% 
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 Related substances (By HPLC) Single impurity: < 2.5% 

Total impurities: < 5.0% 

 

0.05% to 10.0% 

 General Test S.No.3- xxiii, xxxv, xxv, xviii, 

xxxi, xxxix 

 

As per specification 

45.  Calcium Ascorbate 

USP 

 

Assay  

(By Titration) 

USP35 NF30 

STP No.- STP/RM/10000220 

 

80% to 120% 

 Limit of fluoride 

 

NMT 10 ppm  

(Comparative (Qualitative)) 

 

As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xviii, xx, 

xxxvi, viii, xxxi 

 

As per specification 

46.  Cefadroxil IP Assay  

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000112 

 

80% to 120% 

 N,N-Dimethylaniline Comparative  

(Qualitative)  (NMT 20ppm) 

 

As per specification 

 Related substances (By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xx, xviii, 

xxxix 

 

As per specification 

47.  Cefdinir USP Assay  

(By HPLC) 

USP35 NF30 

STP No.- STP/RM/10000193 

 

80% to 120% 

 Related substances  

 

By HPLC  

(As per specification) 

 

0.05% to 6.0% 

 General Test S.No.3- xxiii, xxxv, xxv, xviii, 

xxxix, xxi, xxxi 

 

As per specification 
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48.  Cefixime IP Assay  

(By HPLC) 

IP2010 

STP No.- STP/RM/10000132 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: <0.5% 

Total impurities: < 3.0% 

 

0.05% to 6.0% 

 General Test S.No.3- xxiii, xxxv, xxv, xx, 

xxxix, xxvii 

 

As per specification 

49.  Cefpodoxime Proxetil 

IP 

Assay  

(By HPLC) 

IP2010 

STP No.- STP/RM/10000130 

 

80% to 120% 

 Related substances (By HPLC) Any impurity at RRT 0.86: 

<3.0%; Any impurity at RRT 1.27 

& 1.39: < 1.0%; Other individual 

impurity at RRT 2.0: <0.5%; 

Total impurity: 6.0% 

 

0.05% to 6.0% 

 Isomer ratio  

(By HPLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xviii, 

xxxi, xxvii, xxxix 

 

As per specification 

50.  Cefuroxime Axetil IP Assay 

(By HPLC) 

IP2010 

STP No.- STP/RM/10000196 

 

80% to 120% 

 Diastereoisomer ratio 

(By HPLC) 

 

Comparative (Qualitative) 

(Between 0.48 and 0.55) 

 

As per Specification 

 Related substances (By HPLC) E-isomer: < 1.0% 

D
3
-isomer: < 1.5% 

Single impurity: < 0.5% 

Total impurities: < 3.0% 

 

0.05%  to 6.0% 
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 Acetone Comparative (Qualitative) 

 

As per specification 

 General Test S.No.3- xxiii, xxxv,  xxv, xxxix 

 

As per specification 

51.  Cephalexin IP Assay 

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000109 

 

80% to 120% 

 Light absorption 0.44 to 0.49 

 

As per specification 

 Related substances D-phenylglycine: <1.0% 

Total impurities: <3.0%  

 

0.05 to 6.0%  

 General Test S.No.2- xxiii, xxxv, xxv, xx, xviii, 

xxvii, xxxix 

 

As per specification 

52.  Cloxacillin Sodium IP Assay 

(By HPLC) 

IP 2010 

STP No.- STP/RM/10000110 

 

80% to 120% 

 N,N-Dimethylaniline Comparative (Qualitative)  

(NMT 20ppm) 

 

As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xviii 

 

As per specification 

53.  Cyanocobalamin IP Assay 

(By UV) 

IP 2010 

STP No.- STP/RM/10000873 

 

80% to 120% 

 Related substances (By HPLC) 

 

Single impurity: < 0.2% 

Total impurities: < 0.5% 

 

0.05% to 1.0% 

 General Test S.No.3- xxiii, xxxv, xxv, xxxvi 

 

As per specification 

54.  Dicloxacillin Sodium 

USP 

Assay 

(By HPLC) 

 

USP35 NF30 

STP No.- STP/RM/10001988 

80% to 120% 
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 Crystallinity 

 

Comparative (Qualitative) As per specification 

 Dimethylaniline Comparative (Qualitative)  

 

As per specification 

 General Test S.No.2-xxiii, xxxv, xxv, xx, xxxix  

 

As per specification 

55.  Diazepam IP Assay 

(By Titration) 

 

IP 2010 

STP No.- STP/RM/10000238 

80% to 120% 

 Related substances & 

decomposition products (By 

TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxvi 

 

As per specification 

56.  Diclofenac Sodium IP Assay 

(By Titration) 

IP 2010 

STP No.- STP/RM/10000236 

 

80% to 120% 

 Light absorption NMT 0.050 

 

As per specification 

 Related substances (By HPLC) 

 

Single impurity: < 0.2% 

Total impurities: < 0.5% 

 

0.05% to 1.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xxxi, xxxvi 

 

As per specification 

57.  Diclofenac Potassium 

BP 

 

Assay 

(By Titration) 

BP 2013 

STP No.- STP/RM/10000279 

80% to 120% 

 Related substances (By HPLC) 

 

Single impurity: < 0.2% 

Total impurities: < 0.5% 

 

0.05% to 1.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, 

xxxi, xxxvi 

As per specification 
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58.  Diltiazem HCl IP Assay 

(By HPLC) 

IP 2010  

STP No. STP/RM/10000269 

 

80% to 120% 

 Related substances (By HPLC) Desacetyl diltiazem HCl: <0.5%; 

Individual impurity: 0.5%; Total 

impurities: 1.0% 

 

0.05% to 2.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xviii, 

xxxi, xxxvi 

 

As per specification 

59.  Domperidone BP Assay 

(By Titration) 

BP 2013 

STP No. STP/RM/10000233 

 

80% to 120% 

 Related substances (By HPLC) Impurity A, B, C, D, E, F: <0.25%; 

Total impurities: <0.5% 

 

0.05% to 1.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, 

xxxi, xxxvi, xxvii 

 

As per specification 

60.  Domperidone 

Maleate IP 

Assay 

(By Titration) 

IP 2010 

STP No. STP/RM/10000253 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: <0.25% 

Total impurities: <0.5% 

 

0.05% to 1.0% 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, 

xxxi, xxvii, xxxvi 

 

As per specification 

61.  Duloxetine HCl Assay 

(By Titration) 

STP No. STP/RM/10000277 80% to 120% 

 General Test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

62.  Dicyclomine 

Hydrochloride IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000232 

 

80% to 120% 
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 Related substances (By TLC) 

 

Comparative (Qualitative)  As per specification 

 General Test S.No.3-xiii, xxxv, xxv, xxvii, 

xxxvi 

 

As per specification 

63.  Dextromethorphan 

Hydrobromide IP 

Assay 

(By Titration) 

IP 2010  

 

STP No. STP/RM/10000234 

80% to 120% 

 N,N-Dimethylaniline Comparative (Qualitative) 

 (NMT 20ppm) 

 

As per specification 

 General Test S.No.3- xxiii, xxxv, xxv, xvii, iii, 

xxvii, xxxix 

 

As per specification 

  67.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              Dexamethasone IP 

 

Assay 

(By UV) 

 

IP 2010  

STP No. STP/RM/10000237 

80% to 120% 

 Light absorption 0.38 to 0.41 As per specification 

 Related substances (By HPLC) Single impurity: <0.5% 

Total impurities: <1.0% 

 

0.05% to 2.0% 

 General Test S.No.3- xxiii, xxxv, xxv, xviii, 

xxvii, xxxvi 

 

As per specification 

68.  Diphenhydramine 

HCl IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000239 

80% to 120% 

 Related substances (By TLC) 

 

Comparative (Qualitative) As per specification 

 General Test S.No.3-xxiii, xxxv, xxv, xvii, 

xxvii, xxxvi 

 

As per specification 

69.  Doxylamine Succinate 

USP 

 

Assay 

(By Titration) 

 

USP35 NF30 

STP No. STP/RM/10000260 

80% to 120% 
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 Volatile related compounds 

 

By GC As per specification 

 General test S.No.3- xxiii, xxxv, xxv, xi, 

xxxvi, xxxvii 

 

As per specification 

70.  Drotaverine HCl 

 

Assay 

(By Titration) 

 

STP No. STP/RM/10000266 80% to 120% 

 General test 

 

S.No.3-xxiii, xxxv, xxv 

 

As per specification 

71.  Divalproex Sodium IP 

 

Assay 

(By HPLC) 

 

STP No. STP/RM/10004212 

 

80% to 120% 

 General test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

72.  Diacerein 

 

Assay 

(By Titration) 

 

STP No. STP/RM/10000276 80% to 120% 

 General test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

73.  Duloxetine HCl 

 

Assay 

(By HPLC) 

 

STP No. STP/RM/10000277 

 

80% to 120% 

 General test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

74.  Dexibuprofen 

 

Assay 

(By HPLC) 

 

STP No. STP/RM/10000281 

80% to 120% 

 General test S.No.3-xxiii, xxxv, xxv 

 

As per specification 

75.  Escitalopram Oxalate Assay 

(By Titration) 

 

STP No. STP/RM/10000309 80% to 120% 

 General test S.No.3-xxiii, xxxv, xxv 

 

As per specification 
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76.  Esomeprazole 

Magnesium 

Assay 

(By HPLC) 

 

STP No. STP/RM/10000325 80% to 120% 

 General test S.No.3-xxii, xxxv, xxv 

 

As per specification 

77.  Ergotamine Tartrate 

IP 

 

Assay 

(By Titration) 

 

IP 2010 

STP No. STP/RM/10000300 

80% to 120% 

 Related substances (By TLC) 

 

Comparative (Qualitative)  As per specification 

 General test S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxvi 

As per specification 

78.  Etamsylate BP 

 

Assay 

(By Titration) 

 

BP 2013 

STP No. STP/RM/10000301 

80% to 120% 

 Hydroquinone 

(By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 Related substances (By HPLC) 

 

Impurity A: 0.1% 

Unspecified impurities: 0.1% 

Total impurities: 0.2% 

  

0.05% to 0.5% 

 General test S.No.-xxiii, xxxv, xxv, xvii, xx, 

xxxiii, xxxi, xxxvi, xxvii 

As per specification 

79.  Ephedrine 

Hydrochloride IP 

 

Assay 

(By Titration) 

 

IP 2010 

STP No. STP/RM/10000302 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, iii, 

xviii, xxvi, xxvii, xxxvi 

 

As per specification 

80.  Enalapril Maleate IP 

 

Assay 

(By HPLC) 

 

IP 2010 

STP No. STP/RM/10000305 

80% to 120% 
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 General test  S.No.3-xxiii, xxxv, xxv, xxxi, 

xviii, xxvii, xxxvi 

 

As per specification 

81.  Etoricoxib 

 

Assay 

(By HPLC) 

 

STP No. STP/RM/10000306 80% to 120% 

 General test 

  

S.No.3- xxiii, xxxv, xxv As per specification 

82.  Ezetimibe 

 

Assay 

(By HPLC) 

 

STP No. STP/RM/10000308 80% to 120% 

 General test  S.No.3-xxiii, xxxv, xxv 

 

As per specification 

83.  Ferrous Fumarate IP Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000335 

80% to 120% 

 Ferric ion 

(By titration) 

 

Comparative (Qualitative)  

(NMT 2.0%) 

0.5% to 4.0% 

 General test  S.No.3-xxiii, xxxv, xxv, viii, 

xxxi, xxvi, xxxvi 

 

As per specification 

84.  Fluconazole USP Assay 

(By Titration) 

 

USP35 NF30 

STP No. STP/RM/10000332 

80% to 120% 

 Related compounds 

 

By HPLC As per specification 

 General test  S.No.- 3-xxiii, xxxv, xxv, xvii, 

xxxvi, xxi, xxxiii  

 

As per specification 

85.  Folic Acid IP Assay 

(By UV) 

 

IP 2010   

STP No. STP/RM/10000331 

80% to 120% 

 Free amines  

(By UV) 

Comparative (Qualitative)  As per specification 
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 General test  S.No.3-xxiii,xxxv, xxv, xviii, 

xxvii, xxxix 

 

As per specification 

86.  Famotidine USP 

 

Assay 

(By Titration) 

 

USP35 NF30 

STP No. STP/RM/10000333 

80% to 120% 

 Chromatographic purity By TLC 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xxxvi, 

xxi, xxxi  

 

As per specification 

87.  Furazolidone IP 

 

Assay 

(By UV) 

 

IP 2010   

STP No. STP/RM/10005115 

80% to 120% 

 Nitrofurfural diacetate 

(By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xx, xxvii, 

xxxvi  

 

As per specification 

88.  Ferrous Gluconate IP 

 

Assay  

(By Titration) 

IP 2010   

STP No. STP/RM/10000337 

 

80% to 120% 

 Ferric iron NMT 1.0%  

(Comparative (Qualitative)) 

 

As per specification 

 Oxalic acid Comparative (Qualitative) 

 

As per specification 

 Reducing sugar Comparative (Qualitative) 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, xx, 

viii, xxxi, xv, xxvi, ix, xxxvi 

 

 

 

As per specification 
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89.  Fluoxetine 

Hydrochloride USP 

 

Assay 

(By HPLC) 

 

USP35 NF30 

STP No. STP/RM/10000338 

80% to 120% 

 Related compounds 

(By HPLC) 

 

Related compound A: <0.15%;  

α-[2-

(methylamino)ethyl]benzenemeth

anol: <0.25%; Related compound 

B: <0.2%; Any other individual 

impurity: <0.1%; Total 

impurities: <0.5% 

 

0.05% to 1.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xxxix, 

xxxi  

 

As per specification 

90.  Ferrous Ascorbate 

 

Ferrous iron 

(By Titration) 

 

STP No. STP/RM/10000339 Not less than 10% 

 Ascorbic Acid Content 

(By Titration) 

 

STP No. STP/RM/10000339 15% to 105% 

 General test  S.No.3-xxiii, xxxv, xxv 

 

As per specification 

91.  Flunarizine 

Dihydrochloride BP 

 

Assay 

(By Titration) 

 

BP 2013 

STP No. STP/RM/10000340 

80% to 120% 

 Related substances (By HPLC) 

 

Impurity A, D: <0.1%; 

Impurity B: <0.5%; 

Impurity C: <0.25%; 

Any other impurity: <0.1% 

Total impurities: <1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xxxvi, 

xxvii 

 

 

As per specification 
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92.  Fenofibrate BP 

(MICRONISED) 

 

Assay 

(By HPLC) 

 

BP 2013 

STP No. STP/RM/10000341 

80% to 120% 

 Related substances (By HPLC) 

 

Impurity A, B: <0.1%; 

Impurity G: <0.2%; 

Unspecified impurities: <0.1%; 

Total impurities: <0.5% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, iii, 

xv, xxvi, xxxi, xxxvi, xxvii  

 

As per specification 

93.  Fexofenadine 

Hydrochloride  

 

Assay 

(By HPLC) 

 

USP35 NF30 

STP No. STP/RM/10003891 

80% to 120% 

 Limit of Fexofenadine related 

compound B 

 

NMT 0.2% 0.05% to 0.4% 

 Related compounds (By HPLC) 

 

Related compound A: <0.2%; 

Decarboxylated  degradant: 

<0.15%; 

Any other unknown impurity: 

<0.1% 

Total impurities: <0.5% 

 

0.05% to 2.0% 

 Content of chloride 

 

NLT 6.45% and NMT 6.75% Comparative 

(Qualitative) 

 General test  S.No.3-xxiii, xxxv, xxv, xxxix, 

xxi, xxxi  

 

As per specification 

94.  Gabapentin USP Assay  

(By HPLC) 

USP35 NF30 

STP No. STP/RM/10000378 

 

80% to 120% 

 Limit of chloride 

 

NMT 0.01% Comparative 

(Qualitative) 
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 General test  S.No.3-xxiii, xxxv, xxv, xx, 

xxxix, xxi, xxxi 

 

As per specification 

95.  Gliclazide BP Assay 

(By Titration) 

BP 2013  

STP No.STP/RM/10000372 

 

80% to 120% 

 Related substances (By HPLC) Impurity F: 0.1%; 

Unspecified impurities: 0.1%; 

Sum of impurities other than F: 

0.2% 

 

0.05% to 0.4% 

 Impurity B 

(By HPLC) 

NMT 2ppm As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xxxi, 

xxxvi, xxvii  

 

As per specification 

96.  Glimepiride USP Assay  

(By HPLC) 

USP35 NF30 

STP No. STP/RM/10000375 

 

80% to 120% 

 Limit of cis-isomer 

(Glimepiride related compound 

A) 

NMT 0.8% 

 

As per Specification 

 Related compounds (By HPLC) Related compound B: <0.4%; 

Related compound C: <0.1%; 

Related compound D: <0.2%; 

Unspecified individual impurity: 

0.1%; 

Total (excluding Related 

compound B) impurities: 0.5% 

 

0.05% to 1.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xxxix, 

xxi, xxxi 

 

As per specification 

97.  Guaiphensin BP Assay 

(By Titration) 

BP 2013  

STP No.STP/RM/10004306 

80% to 120% 
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 Related substances (By HPLC)   Impurity A: 0.1%; 

Impurity B: 1.0%; 

Any other impurity: 0.5%; 

Total (excluding impurity B) 

impurities: 1.0% 

 

0.05% to 2.0% 

 

 

 Chlorides and 

monochlorhydrins 

NMT 250ppm Comparative 

(Qualitative) 

 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, iii, 

xxxi, xxvii, xxxvi 

 

As per specification 

98.  Glibenclamide IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000369 

 

80% to 120% 

 Related compounds (By TLC) Comparative (Qualitative) 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, 

xxxi, xxvii, xxxvi 

 

As per specification 

99.  Gatifloxacin 

Sesquihydrate  

 

Assay 

(By Titration) 

STP No. STP/RM/10000371 80% to 120% 

 General test  S.No.3-xxiii, xxxv, xxv  

 

As per specification 

100.  Glipizide IP 

 

Assay 

(By Titration) 

IP 2010  

STP No.STP/RM/10000370 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: 0.5% 

Total impurities: 1.0% 

0.05% to 2.0% 

 

 

 General test  S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxvi  

 

 

As per specification 
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101.  Griseofulvin IP 

 

Assay 

(By UV) 

IP 2010  

STP No. STP/RM/10000374 

 

80% to 120% 

 Matter soluble in light 

petroleum 

 

Comparative  

(Qualitative) (NMT 0.2%) 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, iii, 

xviii, xxxi, xxvii, xxxvi 

 

As per specification 

102.  Ginseng Extract 

 

Assay 

(By HPLC) 

 

STP No. STP/RM/10000377 50% to 150% of 

labeled claim 

 General test  S.No.3-xxiii, xxxv, xxv 

 

As per specification 

103.  Gemifloxacin 

Mesylate  

 

Assay  

(By HPLC) 

 

STP No. STP/RM/10000382 80% to 120% 

 General test  S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxvi  

 

As per specification 

104.  Haloperidol IP Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10002007 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxvi 

 

As per specification 

105.  Hydrochlorothiazide 

IP 

Assay  

(By Titration) 

IP 2010  

STP No. STP/RM/10000394 

 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

 

As per specification 
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 General test  S.No.3-xxiii, xxxv, xxv, iii, xv, 

xxvii, xxxvi 

 

As per specification 

106.  Indapamide USP Assay  

(By HPLC) 

USP35 NF30 

STP No. STP/RM/10000408 

 

80% to 120% 

 Chromatographic purity (By 

TLC) 

Comparative (Qualitative) 

 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xxxvi, 

xxi 

 

As per specification 

107.  Ibuprofen IP 

 

Assay  

(By Titration) 

IP 2010  

STP No. STP/RM/10000400 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.3% 

Total impurities: < 0.7% 

 

0.05% to 1.5% 

 General test  S.No.3- xxiii, xxxv, xxv, xvii, 

xviii 

 

As per specification 

108.  Ivermectin BP 

 

Assay  

(By HPLC) 

BP 2013 

STP No. STP/RM/10000405 

 

80% to 120% 

 Related substances (By HPLC) Impurity with RRT 1.3 to 1.5:  

< 2.5%; Any other impurity: 

<1.0%; Total impurities: <5.0% 

 

0.05% to 1.5% 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, 

xviii, xxxi, xxxix, xxvii 

 

As per specification 

109.  Ketorolac 

Tromethamine IP 

Assay  

(By HPLC) 

IP 2010 

STP No. STP/RM/10002015 

 

 

80% to 120% 
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 Light absorption NMT 0.10 

 

As per specification 

 Related substances (By HPLC) 

 

Single impurity: < 0.1% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xxxi, xxvii, xxxvi  

 

As per specification 

110.  Lamotrigine IP Assay  

(By HPLC) 

IP 2010  

STP No. STP/RM/10003153 

 

80% to 120% 

 Related substances (By HPLC) 

 

Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi 

 

As per specification 

111.  Levetiracetam USP Assay  

(By HPLC) 

USP35 NF30 

STP No STP/RM/10003238 

 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv 

 

As per specification 

112.  Lisinopril IP Assay  

(By HPLC) 

 

IP 2010 

STP No. STP/RM/10000433 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xviii, 

xxxi, xxvii, xxxix  

 

As per specification 
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113.  Lithium Carbonate 

IP 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10003300 

80% to 120% 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, viii, 

xvi, xii, xxxi, xxviii, xv, xxvi 

 

As per specification 

114.  Loperamide HCl IP Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000427 

 

80% to 120% 

 Related substances (By HPLC) 

 

Single impurity: < 0.5% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, 

xxvii, xxxvi 

 

As per specification 

115.  Losartan Potassium 

IP 

Assay  

(By HPLC) 

 

IP 2010 

STP No. STP/RM/10000458 

80% to 120% 

                                                                                                                                                       

Related substances     (By 

HPLC) 

Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xxxi, 

xxxix 

 

As per specification 

116.  Lansoprazole pellets 

 

Assay  

(By HPLC) 

STP No. STP/RM/10000426 As per Specification 

117.  Loratadine USP 

 

Assay  

(By HPLC) 

USP35 NF30 

STP No. STP/RM/10000457 

 

80% to 120% 

 Related compounds (By HPLC) Related compounds A: <0.1%; 

Related compounds B: < 0.1%; 

Each individual  unknown 

impurity: < 0.1%; Total 

impurities: < 0.3%  

 

 

0.05% to 0.6% 
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 General test  S.No.3-xxiii, xxxv, xxv, xi, xxxvi, 

xxi, xxxi 

 

As per specification 

118.  Lysine Hydrochloride 

USP 

 

Assay  

(By HPLC) 

 

USP35 NF30  

STP No. STP/RM/10000439 

80% to 120% 

 Chromatographic purity  

(By TLC) 

 

Comparative (Qualitative) 

 

 

As per Specification 

 Content of Chloride 19.0 to 19.6  

(Comparative (Qualitative)) 

 

As per Specification 

 General test  S.No.3-xxiii, xxxv, xxv, xviii, 

xxxvi, xxi, xxvi, xxxiii, xxxi  

 

As per specification 

119.  Levofloxacin 

Hemihydrate IP 

 

Assay  

(By Titration) 

 

IP 2010   

STP No. STP/RM/10000430 

 

80% to 120% 

 D-ofloxacin  

(By HPLC) 

NMT 2.0% 

 

 

0.05% to 4.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxix  

 

As per specification 

120.  Levocetirizine 

hydrochloride IP 

 

Assay  

(By Titration) 

 

IP 2010   

STP No. STP/RM/10000431 

80% to 120% 

 Enantiomeric purity (By HPLC) 

 

NLT 98.0% 90% to 110% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xviii, 

xxxi, xxvii, xxxvi  

 

As per specification 
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121.  Lutein 40% 

 

Assay  

(By UV) 

 

STP No. STP/RM/10000469 80% to 120% 

 General test  S.No.3-xxiii, xxxv, xxv  

 

As per specification 

122.  Lycopene 10% 

 

Assay  

(By UV) 

 

STP No. STP/RM/10000464 ± 20% of label claim 

 General test  S.No.3-xxiii, xxxv, xxv  

 

As per specification 

123.  Lactitol monohydrate 

BP 

 

Assay  

(By HPLC) 

 

BP 2013  

STP No. STP/RM/10000466 

80% to 120% 

 Related substances (By HPLC) Impurity B: <1.0% 

Total other impurities: <1.0% 

 

0.05% to 2.0% 

 Reducing sugars NMT 0.2% 

 

As per Specification 

 Nickel NMT 1ppm  

(Comparative (Qualitative)) 

 

As per Specification 

 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, iii, 

xviii, xxxviii, xxxix, xxvii 

  

As per specification 

124.  Lumefantrine 

 

Assay  

(By HPLC) 

 

STP No. STP/RM/10000467 80% to 120% 

125.  Lactulose BP  

(powder form) 

 

Assay  

(By HPLC) 

 

BP 2013  

STP No. STP/RM/10000476 

80% to 120% 

 Related substances (By HPLC) Sum of impurities A, B, C, D, E: 

<3.0% 

 

0.05% to 6.0% 

 Methanol NMT 50 ppm  

(Comparative (Qualitative)) 

As per Specification 
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 Boron NMT 9 ppm  

(Comparative (Qualitative)) 

 

As per Specification 

 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxviii, xxxix, xxvii 

 

As per specification 

126.  Metformin HCl IP Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000521 

 

80% to 120% 

 Related substances  Qualitative test  

(Comparative (Qualitative)) 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi  

 

As per specification 

127.  Mosapride Citrate 

Dihydrate 

Assay 

(By Titration) 

STP No. STP/RM/10000545 80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test  S.No.3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxix   

 

As per specification 

128.  Moxifloxacin HCl BP Assay 

(By HPLC) 

 

BP2013 

STP No, STP/RM/10000556 

80% to 120% 

 General test  S.No.3-xxiii, xxxv, xxv 

 

As per specification 

129.  Metoprolol Succinate  

USP 

Assay 

(By HPLC) 

USP35 NF30 

STP No. STP/RM/10000549 

 

80% to 120% 

 Related compounds (By HPLC) Single impurity: < 0.1% 

Total impurities: < 0.5% 

 

 

0.05% to 1.0% 
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 General test  S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xxxvi, xxi, xxxi   

 

As per specification 

130.  Metoclopramide 

Hydrochloride IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000505 

80% to 120% 

 Related substances (By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xvii, xx, 

xxxi, xxvii  

 

As per specification 

131.  Mefenamic Acid IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000506 

 

 

80% to 120% 

 Light absorption 0.56 to 0.60 

 

As per specification 

 Copper Comparative (Qualitative) As per specification  

 

 2,3-Dimethylaniline 

(By TLC) 

Comparative (Qualitative) 

 

As per Specification 

 Related substances (By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General test  S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxvi 

 

As per specification 

132.  Methylergometrine 

Maleate IP 

 

Assay 

(By UV) 

IP 2010  

STP No. STP/RM/10000507 

80% to 120% 

 Related substances (By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xx, xviii, 

xxvii, xxxvi   

 

As per specification 

133.  Metronidazole IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000559 

80% to 120% 
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 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xvii, 

xxxi, xxvii, xxxvi  

 

As per specification 

134.  Metronidazole 

Benzoate IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000512 

80% to 120% 

 Free Benzoic acid 

(By Titration) 

 

NMT 0.2% 

 

As per Specification 

 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3-xii, xxxv, xxv, xx, xxvi, 

xxxvi  

 

As per specification 

135.  Magaldrate IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10001826 

 

80% to 120% 

 Soluble chloride 

 

NMT 3.5% 

 

As per Specification 

 Soluble sulphate 

 

NMT 1.9% 

 

As per Specification 

 Aluminium hydroxide 32.1% to 45.9% 

 

As per Specification 

 Magnesium hydroxide 49.2% to 66.6% 

 

As per Specification 

 General test 

  

S.No.3-xxii, xxxv, xxv, viii, xxxi, 

xxviii, xxvi, xxxvi   

 

As per specification 

136.  Magnesium 

Hydroxide IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000509 

80% to 120% 

 Soluble substances NMT 1.0% 

 

As per specification 
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 Substances insoluble in acetic 

acid 

NMT 0.1% As per specification 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xvii, viii, 

xxxi, xxxiii, xv, xxvi, xvi, xxxvii 

 

As per specification 

137.  Mebendazole IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000517 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi  

 

As per specification 

138.  Manganese Chloride 

USP 

 

Assay 

(By Titration) 

USP35 NF30 

STP No. STP/RM/10000523 

80% to 120% 

 Insoluble matter NMT 0.005%  

(Comparative (Qualitative) 

 

As per Specification 

 Substances not participated by 

ammonium sulfide 

 

NMT 0.2%  

(Comparative (Qualitative)) 

 

As per Specification 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xx, 

xxxvi, xxvi, xxxiii, xxxi  

 

As per specification 

139.  Magnesium Chloride 

IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000532 

 

80% to 120% 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xvii, iii, 

viii, xxxi, xxxiii, xvi, xxvi, iv   

 

As per specification 

140.  Methylcobalamin 

 

Assay 

(By HPLC) 

IP 2010  

STP No. STP/RM/10000542 

 

 

50% to 150% 
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 General test 

  

S.No.3-xxiii, xxxv, xxv  

 

As per specification 

141.  Methylprednisolone 

IP 

 

Assay 

(By UV) 

IP 2010  

STP No. STP/RM/10000544 

 

80% to 120% 

 Light absorption 0.38 to 0.40 

 

As per specification 

 Related substances (By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xviii, 

xxxvi   

 

As per specification 

142.  Meloxicam BP 

 

Assay 

(By Titration) 

BP 2013 

STP No. STP/RM/10000520 

 

80% to 120% 

 Related substances (By HPLC) 

 

Impurity A: <0.1% 

Impurity C: <0.05% 

Impurity B: <0.1% 

Any other impurity: <0.1% 

Total impurities: < 0.3% 

 

0.02% to 0.6% 

 General test 

  

S.No.- xxiii, xxxv, xxv, xvii, xxxi, 

xxxvi, xxvii 

 

As per specification 

143.  Mycophenolate 

Sodium 

 

Assay 

(By HPLC) 

STP No. STP/RM/10000560 80% to 120% 

 General test 

  

S.No.3- xxiii, xxxv, xxv 

 

As per specification 

 Related substances (By HPLC) 

 

Total impurities: <0.3% 

 

0.05% to 0.6% 

144.  Nicotinamide IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10002037 

 

 

80% to 120% 
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 Related substances (By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xvii, xx, 

xxxi, xv, xxvi, xxvii, xxxvi 

 

As per specification 

145.  Norfloxacin IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000577 

 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi 

 

As per specification 

146.  Nimesulide BP 

 

Assay 

(By Titration) 

BP 2013 

STP No. STP/RM/10000578 

 

80% to 120% 

 Absorbance NMT 0.5 

 

As per specification 

 Related substances (By HPLC) 

 

Any impurity: <0.1% 

Total impurities: <0.5% 

 

As per specification 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xi, xxxi, 

xxxvi, xxvii 

 

As per specification 

147.  Nitrazepam IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000579 

 

80% to 120% 

 Related substances & 

decomposition products (By 

TLC) 

 

Comparative (Qualitative) As per specification 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi 

 

 

As per specification 
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148.  N-Acetylcystein USP 

 

Assay 

(By HPLC) 

 

USP35 NF30 

STP No. STP/RM/10000580 

80% to 120% 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xviii, xx, 

xxxvi, xxi, xxxi 

 

As per specification 

149.  Nitazoxanide 

 

Assay 

(By HPLC) 

 

STP No. STP/RM/10000582 

 

80% to 120% 

150.  Nifedipine IP 

 

Assay 

(By Titration) 

 

IP 2010 

STP No. STP/RM/10001232 

80% to 120% 

 Related substances (By HPLC) 

 

Any impurity: <0.1% 

Total impurities: <0.5% 

 

As per specification 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xxxvi, 

xxvii, xxxi   

 

As per specification 

151.  Nitrofurantoin IP 

 

Assay 

(By UV) 

IP 2010 

STP No. STP/RM/10000588 

 

80% to 120% 

 Related substances (By TLC) 

 

Comparative (Qualitative) As per specification 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxvi   

 

As per specification 

152.  Omeprazole Pellets  Assay 

(By UV) 

STP No. STP/RM/10000603 

 

± 20% of label claim 

 Dissolution STP No. STP/RM/10000603 

 

± 50% of label claim 

 General test 

  

S.No.3-xxiii, xxxv 

 

As per specification 

153.  Omeprazole 

Magnesium 

 

Assay 

(By HPLC) 

STP No. STP/RM/10000606 80% to 120% 
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 General test 

  

S.No.3- xxiii, xxxv, xxv 

 

As per specification 

154.  Ofloxacin IP 

 

Assay 

(By Titration) 

 

IP 2010 

STP No. STP/RM/10000632 

 

80% to 120% 

 Light absorption NMT 0.25 

 

As per specification 

 Related substances 

(By HPLC) 

Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 3.0% 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi  

 

As per specification 

155.  Ornidazole IP 

 

Assay 

(By Titration) 

 

IP 2010 

STP No. STP/RM/10000602 

 

80% to 120% 

 Related substances 

(By HPLC) 

2-methyl-5-nitroimidozole:  

< 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xxxi, 31, 

27, 39 

 

As per specification 

156.  Oxetacaine BP 

 

Assay 

(By Titration) 

 

BP 2012 

STP No. STP/RM/10000605 

 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xi, 

xxxvi, xxvii 

 

As per specification 

157.  Olanzapine IP 

 

Assay 

(By Titration) 

 

IP 2010 

STP No. STP/RM/10000607 

80% to 120% 
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S.No. Product /  
Material of Test 

Specific Test Performed  Test Method Specification 
against which tests are 
performed 

Range of Testing / 
Limits of Detection 

     
 
 

 

 Related substances 

(By HPLC) 

Single impurity: < 0.5% 

Total impurities: < 2.0% 

 

0.05% to 4.0% 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xxxi, 

xxvii, xxxix 

 

As per specification 

158.  Ondansetron 

Hydrochloride IP 

 

Assay 

(By HPLC) 

 

IP 2010 

STP No. STP/RM/10000617 

80% to 120% 

 Related substances 

(By HPLC) 

Single impurity: < 0.2% 

Total impurities: < 1.5% 

 

0.05% to 3.0% 

 General test S.No.3-xxiii, xxxv, xxv, xxvii, 

xxxix 

 

As per specification 

159.  Pancreatin IP Assay (By Titration) 

 

IP 2010  

STP No. STP/RM/10000699 

 

80% to 120% 

 Fat NMT 5.0% As per specification 

 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xxxvi 

 

As per specification 

160.  Pantoprazole Sodium 

Sesquihydrate BP 

 

Assay  

(By HPLC) 

 

STP No. STP/RM/10000637 80% to 120% 

 Related substances 

(By HPLC) 

Impurity A: < 0.2%; 

Sum of impurities D & F: <0.2%; 

Impurities B, C, E: <0.1%; 

Unspecified impurities: <0.1%; 

Total impurities: <0.5%  

 

0.05% to 1.0% 

 General test 

  

S.No.3-xxiii, xxxv, xxv, xvii, xxviii 

 

As per specification 

161.  Paracetamol IP Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000634 

80% to 120% 
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S.No. Product /  
Material of Test 

Specific Test Performed  Test Method Specification 
against which tests are 
performed 

Range of Testing / 
Limits of Detection 

     
 
 

 

 4-Aminophenol 50 ppm  

(Comparative (Qualitative)) 

 

As per specification 

 Related substances (By HPLC) 

 

Comparative (Qualitative) As per specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi   

 

As per specification 

162.  Piracetam IP Assay  

(By HPLC) 

 

IP 2010 

STP No. STP/RM/10000659 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.1% 

Total impurities: < 0.3% 

 

0.05% to 0.6% 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xvii, 

xxxi, xxvii, xxxvi 

 

As per specification 

163.  Pregabalin Assay  

(By HPLC) 

 

STP No. STP/RM/10000698 80% to 120% 

 General test 

  

S.No. 3- xxiii, xxxv, xxv 

 

As per specification 

164.  Prochlorperazine 

Maleate IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000635 

 

80% to 120% 

 Related substances (By HPLC) Comparative (Qualitative) 

 

As per specification  

 General test 

  

S.No.3- xxiii, xxxv, xxv, xx, 

xxvii, xxxvi  

 

As per specification 

165.  Pseudoephedrine 

Hydrochloride IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000636 

 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification  
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S.No. Product /  
Material of Test 

Specific Test Performed  Test Method Specification 
against which tests are 
performed 

Range of Testing / 
Limits of Detection 

     
 
 

 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xvii, xx, 

xviii, xxvii, xxxvi 

 

As per specification 

166.  Pheniramine Maleate 

IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10002056 

 

80% to 120% 

 Related substances (By TLC) 

 

 

Comparative (Qualitative) 

 

As per specification  

 General test 

  

S.No.3- xxiii, xxxv, xxv, xx, xxxi, 

xxvii, xxxvi 

 

As per specification 

167.  Potassium Clavulanate 

Diluted IP 

 

Assay 

(By HPLC) 

 

STP No.- STP/RM/10000214 

 

80% to 120% 

 Light absorption 

 

NMT 0.40 As per specification 

 Related substances (By HPLC) Single impurity: <1.0% 

Total impurities: <2.0% 

 

0.05% to 4.0% 

 General test 

  

S.No.3- xxiii, xxxv, xxv, xx, 

xxxix 

 

As per specification 

168.  Piroxicam IP 

 

Assay  

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000643 

80% to 120% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxix 

 

As per specification 

169.  Pyridoxine 

Hydrochloride IP 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000876 

 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

 

As per specification  
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S.No. Product /  
Material of Test 

Specific Test Performed  Test Method Specification 
against which tests are 
performed 

Range of Testing / 
Limits of Detection 

     
 
 

 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxvi, xvii, xx 

 

As per specification 

170.  Pyrimethamine IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000663 

 

80% to 120% 

 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification  

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi, 

xvii, iii, xxvi, xxvi 

 

As per specification 

171.  Phenylephrine 

Hydrochloride IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000670 

 

80% to 120% 

 Phenones NMT 0.20%  

(Comparative (Qualitative)) 

 

As per Specification 

 Related substances (By TLC) Comparative (Qualitative) 

 

As per specification  

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi, 

xvii, iii, xxvi, xxvi 

 

As per specification 

172.  Phenazopyridine 

Hydrochloride USP 

 

Assay  

(By UV) 

 

USP35 NF30 

STP No. STP/RM/10000686 

80% to 120% 

 Water insoluble substances 

 

NMT 0.1% 

 

As per Specification 

 Ordinary Impurities Comparative (Qualitative) 

 

As per Specification 

 General test S.No. 3-xxiii, xxxv, xxv, xxxvi, 

xxi, xxxi 

 

As per specification 

173.  Pyrantel Pamoate IP 

 

Assay  

(By Titration) 

 

IP 2010 

STP No. STP/RM/10000686 

80% to 120% 
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S.No. Product /  
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against which tests are 
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Range of Testing / 
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 Related substances (By HPLC) Impurity A: <0.5% 

Impurity B: <0.2% 

Single impurity: <0.1% 

Total impurities: < 0.3% 

 

0.05% to 1.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, 

xxvi, xxxiii, xxxi, xxvii, xxxvi 

 

As per specification 

174.  Pioglitazone 

Hydrochloride IP 

 

Assay  

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000694 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, 

xxxi, xxvii, xxxvi  

 

As per specification 

175.  Potassium Iodide IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000696 

80% to 120% 

 Cyanide Comparative (Qualitative) 

 

As per specification 

 Iodate Comparative (Qualitative) 

 

As per specification 

 Thiosulphate Comparative (Qualitative) 

 

As per specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii, 

viii, xxxi, xxxiii, ix, xxvi, xxxv  

 

As per specification 

176.  Potassium Chloride 

IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000720 

80% to 120% 

 Iodides Comparative (Qualitative) 

 

 

As per specification 
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S.No. Product /  
Material of Test 

Specific Test Performed  Test Method Specification 
against which tests are 
performed 

Range of Testing / 
Limits of Detection 

     
 
 

 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii, 

viii, ix, xxxi, xvi, xii, xxxiii, x, 

xxvi, xxxvi  

 

As per specification 

177.  Quinine Sulphate IP 

 

Assay  

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000727 

80% to 120% 

 Other cinchona alkaloids  

(By HPLC) 

 

Content of dihydroquinine: 

<10%; Content of any related 

substances: <5%; Content of any 

other related substances: <2.5% 

 

0.05% to 20% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, xx, 

xvii, xxvii, xxxvi  

 

As per specification 

178.  Rabeprazole Sodium 

IP 

Assay 

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000731 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.5% 

 

0.05% to 3.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxix, 

 

As per specification 

179.  Ramipril IP` Assay 

(By Titration) 

 

IP 2010  

STP No.  STP/RM/10000732 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, 

xvii, xxvii, xxxvi  

 

As per specification 

180.  Ranitidine HCl IP Assay 

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000728 

80% to 120% 
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S.No. Product /  
Material of Test 

Specific Test Performed  Test Method Specification 
against which tests are 
performed 

Range of Testing / 
Limits of Detection 

     
 
 

 

 Related substances (By TLC) 

 

Comparative (Qualitative) As per specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, xx, 

xxvii, xxxvi 

 

As per specification 

181.  Risperidone BP Assay 

(By Titration) 

 

BP 2013 

STP No. STP/RM/10000733 

 

 

80% to 120% 

 Related substances (By HPLC) Impurity A, B, C,D,E: < 0.2% 

Any other impurity: 0.1% 

Total impurities: < 0.3% 

 

0.05% to 0.6% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, 

xxxvi, xxvi 

 

As per specification 

182.  Rosiglitazone Maleate 

IP 

Assay 

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000739 

 

80% to 120% 

 Related substances (By HPLC) Single impurity: < 0.5% 

Total impurities: < 1.0% 

 

0.05% to 2.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxix 

 

As per specification 

183.  Roxithromycin IP 

 

Assay 

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000730 

 

80% to 120% 

 Related substances (By HPLC) Impurity A: 1.0%; 

Other individual impurity: <0.5%; 

Total impurities: < 3.0%; 

 

0.05% to 6.0% 

 General test 

  

S.No.- xxiii, xxxv, L6, xvii, 

xxxvi, xxv, xxxi, xxvii, xxxix  

 

As per specification 
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Specific Test Performed  Test Method Specification 
against which tests are 
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Range of Testing / 
Limits of Detection 

     
 
 

 

184.  Rosuvastatin calcium 

IP 

Assay 

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000745 

80% to 120% 

 Related substances (By HPLC) Impurity A: 1.0%; 

Other individual impurity: <0.5%; 

Total impurities: < 3.0%; 

 

0.05% to 6.0% 

 General test 

  

S.No.- xxiii, xxxv, xxv, xxxix  As per specification 

185.  S-Amlodipine Besilate Assay 

(By HPLC) 

 

STP No. STP/RM/10000769 80% to 120% 

 General test 

  

S.No.- 23, 35, 25 

 

As per specification 

186.  Sparfloxacin Assay 

(By HPLC) 

 

STP No. STP/RM/10000767 80% to 120% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv  As per specification 

187.  Sodium Valproate IP Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000784 

80% to 120% 

 Related substances (By GC) 

 

IP 2010 

 

As per specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii, 

xv, xxvi, xxxi, xxxvi  

 

As per specification 

188.  Salbutamol Sulphate 

IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No.  STP/RM/10000762 

80% to 120% 

 Related substances (By TLC) 

 

Comparative (Qualitative)  

 

As per specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii, 

xiii, xxvii, xxxvi   

 

As per specification 
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performed 
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Limits of Detection 

     
 
 

 

189.  Secnidazole IP 

 

Assay 

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000785 

80% to 120% 

 Related substances (By HPLC) 

 

Single impurity: < 0.2% 

Total impurities: < 0.5% 

 

0.05% to 1.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, 

xxxi, xxvii, xxxix  

 

As per specification 

190.  Selenious Acid USP 

 

Assay 

(By Titration) 

 

USP35 NF30 

STP No. STP/RM/10000790 

80% to 120% 

 Insoluble matter Comparative (Qualitative) 

 

As per specification 

 Selenate & Sulfate 

 

Comparative (Qualitative) As per specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxi  As per specification 

191.  Serratiopeptidase IP 

(Coated) 

 

Assay  

(By UV) 

IP 2010 

STP No. STP/RM/10000770 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv  As per specification 

192.  Serratiopeptidase IP 

(Plain) 

 

Assay  

(By UV) 

IP 2010 

STP No. STP/RM/10000771 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv  As per specification 

193.  Sildenafil Citrate IP 

 

Assay  

(By HPLC) 

IP2010 

STP No. STP/RM/10000773 

 

80% to 120% 

 Related substances (By HPLC) 

 

Single impurity: < 0.2% 

Total impurities: < 0.5% 

 

 

0.05% to 1.0% 
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 General test 

  

S.No. 3-xxiii, xxxv, xxv  As per specification 

194.  Simethicone Emulsion 

USP 

 

Assay 

(By IR) 

USP35 NF30 

STP No. STP/RM/10001839 

50% to 150% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi 

 

As per specification 

195.  Simvastatin USP 

 

Assay 

(By IR) 

USP35 NF30 

STP No. STP/RM/10000775 

 

80% to 120% 

 Chromatographic purity (By 

HPLC) 

 

Sum of lovastatin & epilovastatin: 

<1.0%; Any individual impurity 

(other than lovastatin & 

epilovastatin): <0.4%; Total 

impurities (other than lovastatin 

& epilovastatin): 1.0% 

 

0.05% to  

2.0% 

 Limit  of lovastatin (By HPLC) NMT 1.0% 

 

0.05% to 2.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xviii, 

xxxvi, xxv, xxxi  

 

As per specification 

196.  Sodium Ascorbate IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000761  

 

80% to 120% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, xx, 

xviii, xxxi, xxxvi  

 

As per specification 

197.  Sodium Feredetate 

BP 

 

Assay 

(By Titration) 

BP 2013 

STP No. STP/RM/10000779 

 

80% to 120% 

 Free sodium edetate NLT 1.0%  

(Comparative (Qualitative)) 

 

 

As per Specification 
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 Free iron NMT 500ppm  

(Comparative (Qualitative)) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, iii, xxxi, 

xxvi, xxxvi  

 

As per specification 

198.  Spironolactone IP 

 

Assay 

(By UV/HPLC) 

IP 2010  

STP No. STP/RM/10000791 

 

80% to 120% 

 Chromium NMT 50 ppm  

(Comparative (Qualitative)) 

 

As per Specification 

 Free mercapto compounds 

 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xviii, 

xxvii, xxxvi   

 

As per specification 

199.  Sulphamethoxazole 

IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000763 

 

80% to 120% 

 Related substances 

 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii, 

xxxi, xxvii, xxxvi  

 

As per specification 

200.  Sulphadoxine IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10000765 

 

80% to 120% 

 Related substances 

 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii,iii, 

xxxi, xxvii, xxxvi 

 

As per specification 

201.  Telmisartan BP Assay BP 2013 

STP No. STP/RM/10000841 

80% to 120% 
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 General test 

  

S.No. 3-xxiii, xxxv, xxv  As per specification 

202.  Tinidazole IP Assay 

(By Titration) 

IP 2010   

STP No. STP/RM/10000824 

 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxvii, 

xxxvi 

 

As per specification 

203.  Torsemide USP Assay 

(By HPLC) 

USP35 NF30  

STP No. STP/RM/10000840 

 

80% to 120% 

 Related compounds (By HPLC) 

 

Related compound C: <0.2% 

Related compound B: <0.3% 

Related compound A: <0.5% 

Any other impurity: <0.1% 

Total other impurities: <0.2% 

Total impurities (including related 

compound A, B, C): <1.0% 

 

0.05% to 2.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxix 

xxi, xxxi 

 

As per specification 

204.  Tranexamic Acid BP Assay 

(By Titration) 

BP 2013 

STP No. STP/RM/10000834 

 

80% to 120% 

 Related substances (By HPLC) Impurity A: <0.1% 

Impurity B: <0.2% 

Any other Impurity: <0.1% 

Total of other impurities: <0.2% 

 

0.05% to 0.5% 

 Halides expressed as chlorides 

 

NMT 140 ppm 

(Comparative (Qualitative) 

As per specification 
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 General test 

  

S.No. 3-xxiii, xxxv, xxv, xx, xxxi, 

xxxvi, xxvii   

 

As per specification 

205.  Tadalafil 

 

Assay 

(By HPLC) 

STP No. STP/RM/10000842 80% to 120% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv  As per specification 

206.  Terbutaline Sulphate 

IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000826 

80% to 120% 

 tert-Butylamino-3,5-

dihydroxyacetophenone (By 

TLC) 

 

Comparative (Qualitative) 

 

As per specification 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii, 

xxxi, xxxvi 

 

As per specification 

207.  Theophylline 

(Anhydrous) IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000823 

 

80% to 120% 

 Light absorption 

 

NLT 0.53 As per Specification 

 Related substances 

(By TLC) 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii 

 

As per specification 

208.  Thiamine 

Hydrochloride IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/100037451 

80% to 120% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, xx, 

xxxi, xiv, xxvi, xxvii, xxxvi 

 

As per specification 
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209.  Tizanidine 

Hydrochloride IP 

 

Assay 

(By HPLC) 

 

IP 2010  

STP No. STP/RM/10000828 

 

80% to 120% 

 Total chloride 11.9% to 12.5% 

 

As per Specification 

 Related substances 

(By HPLC) 

Single impurity: <0.5% 

Total impurities: <1.0% 

 

0.05% to 2.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xx, xxxi, 

xxvii, xxxvi  

 

As per specification 

210.  Topiramate USP 

 

Assay 

(By HPLC) 

 

USP 35 USNF 30  

STP No. STP/RM/10000850 

80% to 120% 

 Related substances 

(By HPLC) 

 

Impurity A: <0.15% 

Impurity B: <0.15% 

Other impurity: <0.1% 

 

0.05% to 2.0% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xviii, 

xxxi, xxvii, xxxix 

 

As per specification 

211.  Tramadol 

Hydrochloride BP 

 

Assay 

(By Titration) 

 

BP 2012 

STP No. STP/RM/10000829 

 

80% to 120% 

 Impurity E (By TLC) Comparative (Qualitative) 

 

As per Specification 

 Related substances 

(By HPLC) 

 

Impurity A: <0.2% 

Any other impurity: <0.1% 

Total impurities: <0.4% 

 

0.05% to 0.8% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, iii, 

xviii, xxxi, xxxix, xxvii 

 

As per specification 

212.  Trimethoprim IP 

 

Assay 

(By Titration) 

IP 2010  

STP No. STP/RM/10004088 

80% to 120% 
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 Related substances 

(By TLC) 

 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xvii, 

xxxi, xxvii, xxxvi  

 

As per specification 

213.  Triprolidine HCl IP 

 

Assay 

(By Titration) 

 

IP 2010  

STP No. STP/RM/10000825 

 

 

80% to 120% 

 Related substances 

(By TLC) 

 

Comparative (Qualitative) 

 

As per Specification 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, xxxi, 

xxvii, xxxix 

 

As per specification 

214.  Venlafaxine HCl BP 

 

Assay 

(By Titration) 

 

BP 2013 

STP No. STP/RM/10000895 

 

 

80% to 120% 

 General test 

  

S.No. 3-xxiii, xxxv, xxv, i, xix 

 

As per specification 

215.    Vitamin A 

Concentrate Oil IP 

Assay IP 2010 

STP No. STP/RM/10005426 

 

80% to 120% of stated 

no. of units of vitamin 

A per gm. 

General test 

  

S.No. 3-xxiii, xxxv, xxv, i, xix 

 

As per specification 

216.  Vitamin A 

Concentrate Powder 

IP 

Assay IP 2010 

STP No. STP/RM/10000877 

 

80% to 120% of stated 

no. of units of vitamin 

A per gm. 

 Related substances & 

degradation products 

NMT 1.054  

(Comparative (Qualitative) 

 

As per specification 

 General test 

  

 

S.No. 3-xxiii, xxxv, xxv 

 

As per specification 
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217.  Voglibose Assay  (By HPLC) STP No. STP/RM/10000892 

 

80% to 120% 

  General test S.No. 3-xxiii, xxxv, xxv 

 

As per specification 

-X-X-X-X-X-X-X-X-X-X-X-X-X-X- 

 


