
Sl. 
No.

Acknowledgement  
Number

IPDMS 
Reference 

Number

Name of the 
Formulation / Brand 

Name
Strength Unit 

Manufacturer & Marketing 
Company 

Date of receipt of 
application

Remarks

1 RPON2024070349

Paracetamol sustained 
release Tablets

Each film coated bilayered sustained release 
tablet contains:
Paracetamol IP (as Immediate release) 
300mg 
Paracetamol IP (as sustained release) 
700mg

Tablet
M/s Pure and Cure Healthcare Pvt. 

Ltd. / M/s Pharmed Limited

18-07-2024
Complete documents 

22-8-24

Clarification received from 
DCGI dated 25-4-25
Under Examination

2 RPON2024070361

Paracetamol, 
Phenylephrine HCl, 
Chlorpheniramine maleate, 
Ammonium Chloride, 
Sodium Citrate & Menthol 
suspension

Each 5ml (teaspoonful) contains:
Paracetamol IP 250mg
Phenylephrine Hydrochloride IP 5mg
Chlorpheniramine maleate IP 2mg
Ammonium Chloride IP 120mg 
Sodium Citrate IP 60mg 
Menthol IP 1mg

Oral 
Suspension

M/s Windlas Biotech Limited / M/s 
Biological E. Limited

23-07-2024
Complete documents 

11-9-24
Under Examination

3 RPON2024090450

Ceftriaxone and  
Tazobactam injection

Each vial contains :
Ceftriaxone Sodium IP eq. to anhydrous 
Ceftriaxone 1gm,
Tazobactam Sodium IP eq. to Tazobactam 
125mg

Injection
M/s East African (India) Overseas / 

M/s FDC Limited

26-09-2024
Complete documents 

25-10-24
Under Examination

4 RPON2024110524

Cefixime & Ofloxacin Each 5 ml reconsituted suspension conatins:
Cefixime Trihydrate IP eq. to Cefixime 
anhydrous 50 mg 
Ofloxacin IP 50 mg

Suspension
M/s Alkem Healthscience (A unit of 

Alkem Laboratories Ltd. / 
M/s Alkem Laboratories Ltd.

21-11-24
Complete documents 

25-12-24
Under Examination

5 RPON2024110525

Phenylephrine 
Hydrochloride &
Chlorpheniramine Maleate 
Suspension

Each 5 ml contains:
Phenylephrine Hydrochloride 5 mg 
Chlorpheniramine Maleate 2 mg Suspension

M/s Vapi Care Pharma Pvt. Ltd. / 
M/s Apex Laboratories Pvt. Ltd.

21-11-24 Draft Working Sheet 
Uploaded

6 RPON2024120595

Methylcobalamin 1500mcg 
, Alpha Lipoic Acid 100mg , 
Pyridoxine Hydrochloride 
3mg & Folic Acid 1.5mg 
Capsule

Each hard gelatin capsule contains :
Methylcobalamin IP 1500 mcg 
Alpha Lipoic Acid IP 100 mg
Pyridoxine Hydrochloride IP 3 mg 
Folic Acid IP 1.5mg

Capsule
M/s  East African(India)Overseas/ 
M/s Softdeal Pharmaceuticals Pvt. 

Ltd.

31-12-24
Complete documents 

8-4-25

Draft Working Sheet 
Uploaded

7 RPON2025020095

Dehydroeplandrosterone 
(DHEA)(Micronised) & 
Folic Acid Capsules

Each hard gelatin capsule contains: 
Dehydroeplandrosterone 
(DHEA)(Micronised) 25 mg,
Folic Acid IP 1.5 mg

Capsule
M/s Akums Drugs & 

Pharmaceuticals Ltd./
M/s Sun Pharma Laboratories Ltd.

04-02-2025
Complete documents 

8-4-25
Under Examination

8 RPON2025020127

Paracetamol bilayered 
sustained release tablets

Each uncoated bilayered sustained release 
tablet contains:
Paracetamol IP (as Immediate release ) 300 
mg
Paracetamol IP (as sustained release) 700 
mg

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Glaxosmithkline Asia Pvt. Ltd.

24-02-2025
Complete documents 

12-3-25

Clarification received from 
DCGI dated 25-4-25
Under Examination

9 RPON2025020130 125020013

Iron, Folic Acid , 
Cyanocobalamin & Sorbitol  
Syrup

Each 5 ml contains:
Ferric Ammonium Citrate IP 110 mg 
Folic Acid IP 1.5 mg
Cyanocobalamin IP 15 mcg
Sorbitol (70%) (Non-Crystallising)

Syrup
M/s East African (I) Overseas /

M/s Mankind Prime Labs Pvt. Ltd.

26-02-2025
Complete documents 

1-4-25

Draft Working Sheet 
Uploaded

10 RPON2025030160 125030021

Atorvastatin &  Ezetimibe 
Tablets

Each film-coated tablet contains: 
Atorvastatin Calcium IP equivalent to 
Atorvastatin 10mg 
Ezetimibe IP 10mg

Tablet
M/s Safetab Life Science/
M/s Ajanta Pharma Ltd.

19-03-2025
Complete documents 

26-3-25

Draft Working Sheet 
Uploaded

STATUS OF RETAIL PRICE APPLICATIONS AS ON 15-4-2025



11 RPON2025030168 125030024

Formoterol & 
Glycopyrrolate

Each actuation delivers: Glycopyrronium 
(As Glycopyrrolate IP) .12.5mcg 
Formoterol Fumarate Dihydrate IP . 6mcg 
Suspended in Propellant HFA 134a Inhaler

 M/s Cipla Ltd.
21-03-2025

Complete documents 
4-4-25

Under Examination

12 RPON2025030174 125030030

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 25 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Zydus Healthcare Ltd.

25-03-2025
Complete documents 

2-4-25

Draft Working Sheet 
Uploaded

13 RPON2025030175 125030031

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 10 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Zydus Healthcare Ltd.

25-03-2025
Complete documents 

2-4-25

Draft Working Sheet 
Uploaded

14 RPON2025030182
Polmacoxib & Paracetamol 
Tablets

Each uncoated tablet contains: 
Polmacoxib IH 2 mg
Paracetamol IP 325 mg

Tablet
M/s Hetero Labs Ltd.

M/s Zuventus Healthcare Ltd.

27-03-2025
Complete documents 

1-4-25

Draft Working Sheet 
Uploaded

15 RPON2025030184 125030036

Empagliflozin & Metformin 
Hydrochloride ER Tablets

Each Film coated tablet contains: 
Empagliflozin 12.5 mg   
Metformin Hydrochloride IP 1000 mg (as 
Extended release form) Tablet M/s MSN Laboratories Pvt. Ltd.

28-03-2025
Complete documents 

13-5-25

Draft Working Sheet 
Uploaded

16 RPON2025030185 125030040

Empagliflozin & Metformin 
Hydrochloride ER Tablets

Each Film coated tablet contains: 
Empagliflozin 25 mg   
Metformin Hydrochloride IP 1000 mg (as 
Extended release form)

Tablet M/s MSN Laboratories Pvt. Ltd.
28-03-2025

Complete documents 
13-5-25

Draft Working Sheet 
Uploaded

17 RPON2025030186 125030041

 Ceftriaxone, Sulbactam & 
Disodium Edetate powder 
for solution for Infusion

Each vial contains: Ceftriaxone Sodium I.P. 
eq. to Ceftriaxone 1000 mg Disodium 
Edetate I.P. 37 mg Sulbactam Sodium I.P. eq. 
Sulbactam 500 mg

Injection
M/s BDR Pharmceuticals 
International Pvt. Ltd./ 

M/S Glenmark Pharmaceuticals Ltd.

28-03-2025
Complete documents 

1-4-25

Draft Working Sheet 
Uploaded

18 RPON2025030189

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 10 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Cadila Pharmaceuticals Ltd.

29-03-25
Draft Working Sheet 

Uploaded

19 RPON2025030190

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 25 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Cadila Pharmaceuticals Ltd.

29-03-25
Draft Working Sheet 

Uploaded

20 RPON2025030194

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 10 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Alkem Laboratories Ltd.

31-03-25
Draft Working Sheet 

Uploaded

21 RPON2025030195

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 25 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Alkem Laboratories Ltd.

31-03-25
Draft Working Sheet 

Uploaded

22 RPON2025030196

Ceftriaxone, Sulbactam & 
Disodium Edetate powder 
for solution for Infusion

Each vial contains: 
Ceftriaxone Sodium IP eq. to Ceftriaxone 
1000 mg 
Disodium Edetate IP 37 mg Sulbactam 
Sodium IP eq. Sulbactam 500 mg

Injection
M/s Protech Telelinks/
M/s Tyykem Pvt. Ltd.

31-03-2025
Complete documents 

8-5-25
Under Examination



23 RPON2025030197

Ceftriaxone, Sulbactam & 
Disodium Edetate powder 
for solution for Infusion

Each vial contains: 
Ceftriaxone Sodium IP eq. to Ceftriaxone 
2000 mg 
Disodium Edetate IP 74 mg Sulbactam 
Sodium IP eq. Sulbactam 1000 mg

Injection
M/s Protech Telelinks/
M/s Tyykem Pvt. Ltd.

31-03-2025
Complete documents 

8-5-25
Under Examination

24 RPON2025040199 125040001

Clindamycin & 
Nicotinamide gel

Compostion:
Clindamycin Phosphate IP eq. to 
Clindamycin 1.00% w/w
Nicotinamide IP 4.00% w/w

Gel

M/s Skymap Pharmaceuticals Pvt. 
Ltd./

M/s German Remedies 
Pharmaceuticals Pvt. Ltd.

03-04-25
Draft Working Sheet 

Uploaded

25 RPON2025040200 125040002

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 25 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Exemed Pharmaceuticals/

M/s Emcure Pharmaceuticals Ltd.
04-04-25

Draft Working Sheet 
Uploaded

26 RPON2025040201 125040003

Metoprolol, Amlodipine & 
Telmisartan Tablets

Each film coated bilayered tablet contains: 
Metoprolol Succinate IP 2..75 mg eq. to 
Metoprolol Tartrate 25 mg (As extended 
release)
Amlodipine Besilate IP eq. to Amlodipine 5 
mg 
Telmisartan IP 40 mg

Tablet M/s Ajanta Pharma Ltd. 07-04-25 Under Examination

27 RPON2025040202 125040004

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
Tablets

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Usv Ltd.
08-04-25

Draft Working Sheet 
Uploaded

28 RPON2025040203 125040008

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
Tablets

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Usv Ltd.
08-04-25

Draft Working Sheet 
Uploaded

29 RPON2025040204 125040006

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 10 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Glenmark Pharmaceuticals Ltd.

08-04-25
Draft Working Sheet 

Uploaded

30 RPON2025040205 125040007

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 25 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Glenmark Pharmaceuticals Ltd.

08-04-25
Draft Working Sheet 

Uploaded

31 RPON2025040207 125040009

Alginate Raft-Forming Oral 
Suspension BP

Each 5 ml contains: 
Sodium Alginate IP 250 mg
Sodium Bicarbonate IP 133.5 mg
Calcium Carbonate IP 80 mg

Oral 
Suspension

M/s Akums Drugs & 
Pharmaceuticals Ltd./

M/s Apex Laboratories Pvt. Ltd.

09-04-2025
Complete documents 

17-4-25

Draft Working Sheet 
Uploaded

32 RPON2025040208 125040012

Phenylephrine HCL, 
Chlorpheniramine Maleate, 
Boric Acid & 
Hydroxypropylmethyl 
Cellulose Eye Drops

Composition: 
Phenylephrine HCL IP 0.12 %w/v
Chlorpheniramine Maleate IP 0.2 % w/v
Boric Acid IP 1.25 % w/v
Hydroxypropylmethyl Cellulose IP 0.3 % 
w/v
Benzalkoonium Choride IP 0.01 % w/v

Tablet
M/s Appasamy Ocular Devices (P) 

Ltd./
M/s Intas Pharmaceuticals Ltd.

09-04-2025
Complete documents 

23-4-25

Draft Working Sheet 
Uploaded

33 RPON2025040209 125040013
Cholecalciferol oral Drops 
800 IU/ml

Each ml of Suspension contains:
Vitamin D3 IP 800 IU Oral Drops

M/s Stedman Pharmaceuticals Pvt. 
Ltd.

10-04-25
Draft Working Sheet 

Uploaded

34 RPON2025040210 125040014

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
Tablets

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Emcure Pharmaceuticals Ltd.
10-04-25

Draft Working Sheet 
Uploaded



35 RPON2025040211 125040015

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
Tablets

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Emcure Pharmaceuticals Ltd.
10-04-25

Draft Working Sheet 
Uploaded

36 RPON2025040212 125040016

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
Tablets

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/
M/s Alkem Laboratories Ltd.

11-04-2025
Complete documents 

24-4-25

Draft Working Sheet 
Uploaded

37 RPON2025040213 125040017

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
Tablets

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/
M/s Alkem Laboratories Ltd.

11-04-2025
Complete documents 

24-4-25

Draft Working Sheet 
Uploaded

38 RPON2025040214 125040018

Melatonin & Zolpidem 
Tartrate Tablets

Each film coated tablet contains: 
Melatonin BP 3 mg
Zolpidem Tartrate IP 5 mg Tablet

M/s Windlas Biotech Ltd./
M/s Ipca Laboratories Ltd.

11-04-2025
Complete documents 

24-4-25

Draft Working Sheet 
Uploaded

39 RPON2025040215 125040019

Melatonin & Zolpidem 
Tartrate Tablets

Each film coated tablet contains: 
Melatonin BP 3 mg
Zolpidem Tartrate IP 10 mg Tablet

M/s Windlas Biotech Ltd./
M/s Ipca Laboratories Ltd.

11-04-2025
Complete documents 

24-4-25

Draft Working Sheet 
Uploaded

40 RPON2025040218 125040020
Empagliflozin & Metformin 
Hydrochloride Tablets

Each film coated tablet Contain: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 mg 

Tablet
M/s Unison Pharmaceuticals Pvt. 

Ltd.
15-04-25

Draft Working Sheet 
Uploaded

41 RPON2025040219 125040021
Empagliflozin & Metformin 
Hydrochloride Tablets

Each film coated tablet Contain: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 500 mg 

Tablet
M/s Unison Pharmaceuticals Pvt. 

Ltd.
15-04-25

Draft Working Sheet 
Uploaded

42 RPON2025040220 125040022

Sitagliptin, Glimepiride 
&Metformin Hydrochloride 
Tablets 

Each film coated tablet contains: Sitagliptin 
Phosphate Monohydrate IP eq. to Sitagliptin 
50mg,
Glimepiride IP 2mg,
 Metformin Hydrochloride IP 500mg, 

Tablet
M/s Exemed Pharmaceuticals/

M/s Eris Lifesciences Ltd.
16-04-25

Draft Working Sheet 
Uploaded

43 RPON2025040221 125040023

Sitagliptin, Glimepiride 
&Metformin Hydrochloride 
Tablets 

Each film coated tablet contains: Sitagliptin 
Phosphate Monohydrate IP eq. to Sitagliptin 
50mg,
Glimepiride IP 1 mg,
Metformin Hydrochloride IP 500mg, 

Tablet
M/s Exemed Pharmaceuticals/

M/s Eris Lifesciences Ltd.

17-04-2025
Complete documents 

8-5-25
Under Examination

44 RPON2025040222 125040025

Sitagliptin, Glimepiride 
&Metformin Hydrochloride 
Tablets 

Each film coated tablet contains: Sitagliptin 
Phosphate Monohydrate IP eq. to Sitagliptin 
50mg,
Glimepiride IP 1 mg,
Metformin Hydrochloride IP 500mg, 

Tablet
M/s Exemed Pharmaceuticals/

M/s Lupin Ltd.

17-04-2025
Complete documents 

8-5-25
Under Examination

45 RPON2025040223 125040026

Sitagliptin, Glimepiride 
&Metformin Hydrochloride 
Tablets 

Each film coated tablet contains: Sitagliptin 
Phosphate Monohydrate IP eq. to Sitagliptin 
50mg,
Glimepiride IP 2 mg,
Metformin Hydrochloride IP 500mg, 

Tablet
M/s Exemed Pharmaceuticals/

M/s Lupin Ltd.

17-04-2025
Complete documents 

8-5-25
Under Examination

46 RPON2025040224 125040031

Cefixime Oral Suspension Each 5 ml of reconstituted suspension 
contains:
Cefixime Equivalent to Cefixime Anhydrous 
200 mg

Suspension
M/s Alps Communication Pvt. Ltd./

M/s Galpha Laboratories Ltd.

23-04-2025
Complete documents 

8-5-25
Under Examination

47 RPON2025040225 125040024

Atorvastatin &  Ezetimibe 
Tablets

Each film-coated tablet contains: 
Atorvastatin Calcium IP equivalent to 
Atorvastatin 80 mg 
Ezetimibe IP 10mg

Tablet
M/s Windlas Biotech Ltd./
M/s Zydus Healthcare Ltd.

23-04-25
Draft Working Sheet 

Uploaded

48 RPON2025040226 125040029

Empagliflozin & Metformin 
Hydrochloride (ER) 
Tablets

Each film coated bilayered tablet contains:
Empagliflozin 25 mg
Metformin Hydrochloride 1000 mg (as 
extended release form)

Tablet

M/s Pure and Cure Healthcare Pvt. 
Ltd./

M/s Blue Cross Laboratories Pvt. 
Ltd.

24-04-25
Draft Working Sheet 

Uploaded



49 RPON2025040227 125040033

Cefuroxime Axetil & 
Clavulanate Potassium 
Tablets

Each Film coated tablet contains:
Cefuroxime Axetil IP Eq. to Cefuroxime 500 
mg 
Potassium clavulanate Diluted IP Eq. to 
Clavulanic Acid 125 mg

Tablet
M/s Hetero Labs ltd./ M/s Troikaa 

Pharmaceuticals Ltd.

24-04-2025
Complete documents 

7-5-25
Under Examination

50 RPON2025040228 125040027

Empagliflozin & Metformin 
Hydrochloride (ER) 
Tablets

Each Film Coated Bilayered Tablet Contains: 
Empagliflozin 10mg 
Metformin Hydrochloride 1000mg
(as extended release)

Tablet

M/s Pure and Cure Healthcare Pvt. 
Ltd./

M/s Blue Cross Laboratories Pvt. 
Ltd.

25-04-25
Draft Working Sheet 

Uploaded

51 RPON2025040229 125040034

Amoxycillin & Clavulanic 
Acid Tablets

Each Film coated tablet contains : 
Amoxycillin Trihydrate IP eq. to Amoxycillin 
875 mg 
Potassium Clavulanate Diluted IP eq. to 
Clavulanic Acid 125 mg

Tablet
M/s Medicef Pharma /M/s Cadila 

Pharmaceuticals Ltd. 25-04-25
Clarification sought from 
company dated 5-5-2025

Reminder dated 15-5-2025

52 RPON2025040230 125040035

Empagliflozin & Metformin 
Hydrochloride (ER) 
Tablets

Each Film Coated Bilayered Tablet Contains: 
Empagliflozin 12.5mg 
Metformin Hydrochloride 1000mg
(as extended release)

Tablet

M/s Pure and Cure Healthcare Pvt. 
Ltd./

M/s Blue Cross Laboratories Pvt. 
Ltd.

25-04-25
Clarification sought from 

company dated 14-5-2025

53 RPON2025040232 125040037

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride (ER) tablets

Each film coated tablet contains: 
Empagliflozin 10 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Torrent pharmaceuticals Ltd.

25-04-25
Draft Working Sheet 

Uploaded

54 RPON2025040233 125040038

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride (ER) tablets

Each film coated tablet contains: 
Empagliflozin 25 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s Torrent pharmaceuticals Ltd.

25-04-25
Draft Working Sheet 

Uploaded

55 RPON2025040235 125040040

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Torrent pharmaceuticals Ltd.

25-04-2025
Complete documents 

8-5-25
Under Examination

56 RPON2025040236 125040042

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Dr. Reddys Laboratories Ltd.
28-04-25

Draft Working Sheet 
Uploaded

57 RPON2025040237 125040043

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Dr. Reddys Laboratories Ltd.
28-04-25

Draft Working Sheet 
Uploaded

58 RPON2025040238 125040044
Empagliflozin & Metformin 
Hydrochloride tablets

 Each Film Coated Tablet Contains: 
Empagliflozin 12.5 mg 
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Zydus Healthcare Ltd.
28-04-25

Draft Working Sheet 
Uploaded

59 RPON2025040241 125040047

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Zydus Healthcare Ltd.
29-04-25

Draft Working Sheet 
Uploaded

60 RPON2025040242 125040048

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Zydus Healthcare Ltd.
29-04-25

Draft Working Sheet 
Uploaded

61 RPON2025050247 125040041
Paracetamol Oral 
Suspension 

Each 5 ml Contains:
Paracetamol IP 500 mg 1 vial

M/s Naxpar Pharma Pvt. Ltd./
M/s Micro Labs Ltd.

02-05-25 Under examination



62 RPON2025050248 125050003
Cholecalciferol (Vitamin 
D3) Injection

Each ml. Pre-filed Syringe Contains :
Cholecalciferol (Vitamin D3) IP 300000 IU Injection M/s Maan Pharmaceuticals Ltd. 02-05-25 Under examination

63 RPON2025050249 125050004
Cholecalciferol (Vitamin 
D3) Injection

Each ml. Pre-filed Syringe Contains :
Cholecalciferol (Vitamin D3) IP 600000 IU Injection M/s Maan Pharmaceuticals Ltd. 02-05-25 Under examination

64 RPON2025050250 125050005

Budesonide, 
Glycopyrronium & 
Formoterol fumarate 
Inhalation

Each actuation delivers :
Budesonide IP 200 mcg
Glycopyrronium Bromide ph. Eur.eq. to 
Glycopyrronium 12.5 mcg
Formoterol fumarate Dihydrate IP 6 mcg

Inhaler M/s Lupin Ltd.
02-05-2025

Complete documents 
15-5-25

Under Examination

65 RPON2025050251 125050010

 S(-) Pantoprazole for 
Injection

Each vial contains :
 S(-) Pantoprazole Sodium eq. to  S(-) 
Pantoprazole 20 mg Injection

M/s Gufic Biosciences Ltd./
05-05-25 Under examination

66 RPON2025050252 125050008

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Micro Labs Ltd.
05-05-25 Under examination

67 RPON2025050253 125050009

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/

M/s Micro Labs Ltd.
05-05-25 Under examination

68 RPON2025050254 125050006

 Ibuprofen & Paracetamol 
suspension

Each 5 ml contains: 
Ibuprofen IP 100 mg
Paracetamol IP 162.5 mg Suspension

M/s Mascot Health Series Pvt. Ltd./
M/s Alembic Pharmaceuticals Ltd.

06-05-25 Under examination

69 RPON2025050255 125050007

 Mefenamic Acid & 
Paracetamol suspension

Each 5 ml contains: 
Mefenamic Acid IP 100 mg
Paracetamol IP 250 mg Suspension

M/s Mascot Health Series Pvt. Ltd./
M/s Alembic Pharmaceuticals Ltd.

06-05-25 Under examination

70 RPON2025050256 125050011
Zolpidem Tartrate & 
Melatonin tablets

Each film coated tablet contains: 
Zolpidem Tartrate IP 5 mg
Melatonin BP 3 mg

Tablet
M/s Windlas Biotech Ltd./

M/s Intas Pharmaceuticals Ltd.
06-05-25 Under examination

71 RPON2025050257 125050012
Zolpidem Tartrate & 
Melatonin tablets

Each film coated tablet contains: 
Zolpidem Tartrate IP 10 mg
Melatonin BP 3 mg

Tablet
M/s Windlas Biotech Ltd./

M/s Intas Pharmaceuticals Ltd.
06-05-25 Under examination

72 RPON2025050258 125050013

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/
M/s Intas Pharmaceuticals Ltd.

06-05-25 Under examination

73 RPON2025050259 125050014

Sitagliptin, Glimepiride & 
Metformin Hydrochloride 
tablets 

Each film coated tablet contains: 
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 50 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg

Tablet
M/s Exemed Pharmaceuticals/
M/s Intas Pharmaceuticals Ltd.

06-05-25 Under examination

74 RPON2025050260 125050016

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride  (ER)tablets

Each film coated tablet contains: 
Empagliflozin 25 mg,
Linagliptin 5 mg,
Metformin Hydrochloride IP 1000 mg (as 
Extended Release)

Tablet
M/s Pure and cure Healthcare Pvt. 

Ltd./
M/s MSN Laboratories Pvt. Ltd.

06-05-25 Under examination

75 RPON2025050261 125050017

Levofloxacin Infusion IP Each 100 ml contains: 
Levofloxacin Hemihydrate IP eq. to 
Levofloxacin 500 mg
Dextrose (Anhydrous) IP 5% w/v

Injection
M/s Axa Parenterals Ltd./

M/s Aristo Laboratories Pvt. Ltd.
08-05-25

Clarification sought from 
company dated 15-5-2025



76 RPON2025050262 125050019
Methylprednisolone 
Tablets 

Each uncoated tablet contains 
Methylprednisolone IP 8 mg Tablet

M/s Innova Captab Limited /
M/s Troikaa Pharmaceutical Ltd.

09-05-25 Under examination

77 RPON2025050263 125050020
Methylprednisolone 
Tablets 

Each uncoated tablet contains 
Methylprednisolone IP 4 mg Tablet

M/s Innova Captab Limited /
M/s Troikaa Pharmaceutical Ltd.

09-05-25 Under examination

78 RPON2025050264 125050015
Empagliflozin & Metformin 
Tablet

Each film coated tablet contains: 
Empagliflozin 12.5 mg,
Metformin Hydrochloride IP 500 mg 

Tablet M/s MSN Laboratories Pvt. Ltd. 09-05-25 Under examination

79 RPON2025050265 125050018

Vitamin D3, Myo-Inositol & 
D-Chiro Inositol

Each 5g Sachet contains:
Vitamin D3 (Stabilized form) 1000 IU
Myo-Inositol IP 2000 mg
D-Chiro Inositol 50 mg

Powder
M/s Safetab Life Science / M/s Sun 

Pharma Laboratories Limited
09-05-25

Under Examination

80 RPON2025050266 125050021

Diclofenac Sodium Each ml contains:
Diclofenac Sodium IP 75 mg

Injection
M/s Nitin Lifesciences Ltd. /M/s. 

Mankind Pharma Ltd.
12-05-25 Under examination

81 RPON2025050267 125050023

Empagliflozin,  Sitagliptin 
& Metformin (ER) tablets

Each Film Coated Bilayer Tablet contains: 
Empagliflozin 10 mg 
Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100 mg Metformin 
Hydrochloride IP (As Extended Release) 
1000 mg.

Tablet
M/s Exemed Pharmaceuticals / M/s 

Zydus Healthcare Limited
12-05-25 Under examination

82 RPON2025050268 125050024

Empagliflozin,  Sitagliptin 
& Metformin (ER) tablets

Each Film Coated Bilayer Tablet contains: 
Empagliflozin 10 mg 
Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100 mg Metformin 
Hydrochloride IP (As Extended Release) 
1000 mg.

Tablet
M/s Exemed Pharmaceuticals / M/s 

Zydus Healthcare Limited
12-05-25 Under examination

83 RPON2025050269 125050030

Empagliflozin, Linagliptin 
& Metformin (ER) Tablets

Each Film coated bilayer tablet contains:
Linagliptin 5 mg  
Empagliflozin 25 mg 
Metformin Hydrochloride (As Extended
Release) IP 1000 mg

Tablet
M/s Exemed Pharmaceuticals & M/s 

Natco Pharma Ltd.
13-05-25 Under examination

84 RPON2025050270 125050031

Empagliflozin ,Sitagliptin & 
Metformin Hydrochloride 
ER Tablets

Each film coated bilayer tablet contains: 
Empagliflozin 10mg 
Sitagliptin Phosphate Monohydrate IP 
equivalent to Sitagliptin 100mg Metformin 
Hydrochloride IP (As extended release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 

Lupin Ltd
13-05-25 Under examination

85 RPON2025050271 125050032

Empagliflozin ,Sitagliptin & 
Metformin Hydrochloride 
ER Tablets

Each film coated bilayer tablet contains: 
Empagliflozin 25 mg 
Sitagliptin Phosphate Monohydrate IP 
equivalent to Sitagliptin 100mg Metformin 
Hydrochloride IP (As extended release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 

Lupin Ltd
13-05-25 Under examination

86 RPON2025050272 125050035

Aceclofenac, Paracetamol 
& Trypsin Chymotrypsin 
Tablets

Each enteric coated tablet contains:
Proteolytic enzymes Trypsin & 
Chymotrypsin in the ratio of
Approximately 6:1 and provides enzymatic 
activity Eq. to
1,50,000 Armour units
Aceclofenac IP 100 mg
Paracetamol IP 325 mg

Tablet
M/s Akums Drugs & 

pharmaceuticals Ltd / M/s Aristo 
Pharmaceutical Pvt. Ltd

13-05-25 Under examination



87 RPON2025050273 125050036

Meropenem & Sulbactam 
Injection

Each vial contains:
Meropenem Trihydrate IP equivalent to 
Anhydrous Meropenem 1000 mg  Sodium 
(as sodium carbonate IP)
90.2 mg 
Sulbactam Sodium IP equivalent to 
Sulbactam 500 mg

Injection
M/s GMH Organics / M/s Zydus 

Healthcare Ltd.
13-05-25 Under examination

88 RPON2025050274 125050025

Empagliflozin, Linagliptin 
& Metformin (ER) Tablets

Each film coated bilayer tablet contains:
Empagliflozin 25 mg, 
Linagliptin 5 mg, 
Metformin Hydrochloride IP 1000 mg (as 
extended release form)

Tablet
M/s Exemed Pharmaceuticals / M/s 

Corona Remedies Pvt. Ltd.
13-05-25 Under examination

89 RPON2025050275 125050033
Linezolid I.V. injection Each 100ml. contains:

 Linezolid IP 200 mg, 
Dextrose Anhydrous IP 5% w/v

Injection
M/s Amanta Healthcare Ltd. / M/s 

Corona Remedies Pvt. Ltd.
13-05-25 Under examination

90 RPON2025050276 125050022

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
(ER) Tablets

Each Film Coated bilayered Tablet Contains: 
Empagliflozin 25mg 
 Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100mg  Metformin 
Hydrochloride IP (As Extended Release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 

Mankind Pharma Ltd.
14-05-25 Under examination

91 RPON2025050277 125050046

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
(ER) Tablets

Each Film Coated bilayered Tablet Contains: 
Empagliflozin 10 mg 
 Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100mg  Metformin 
Hydrochloride IP (As Extended Release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 

Alkem Laboratories Ltd.
14-05-25 Under examination

92 RPON2025050278 125050047

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
(ER) Tablets

Each Film Coated bilayered Tablet Contains: 
Empagliflozin 25mg 
 Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100mg  Metformin 
Hydrochloride IP (As Extended Release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 

Alkem Laboratories Ltd.
14-05-25 Under examination

93 RPON2025050279 125050048

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
(ER) Tablets

Each Film Coated bilayered Tablet Contains: 
Empagliflozin 10 mg 
 Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100mg  Metformin 
Hydrochloride IP (As Extended Release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 

Intas Pharmaceuticals Ltd.
14-05-25 Under examination

94 RPON2025050280 125050049

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
(ER) Tablets

Each Film Coated bilayered Tablet Contains: 
Empagliflozin 25 mg 
 Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100mg  Metformin 
Hydrochloride IP (As Extended Release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 

Intas Pharmaceuticals Ltd.
14-05-25 Under examination

95 RPON2025050281 125050050

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
(ER) Tablets

Each Film Coated bilayered Tablet Contains: 
Empagliflozin 10 mg 
 Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100mg  Metformin 
Hydrochloride IP (As Extended Release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 
Sun Pharmaceuticals Industries Ltd.

14-05-25 Under examination



96 RPON2025050282 125050051

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
(ER) Tablets

Each Film Coated bilayered Tablet Contains: 
Empagliflozin 25 mg 
 Sitagliptin Phosphate Monohydrate IP 
Equivalent to Sitagliptin 100mg  Metformin 
Hydrochloride IP (As Extended Release) 
1000mg

Tablet
M/s Exemed Pharmaceuticals / M/s 
Sun Pharmaceuticals Industries Ltd.

14-05-25 Under examination

97 RPON2025050283 125050034

Paracetamol, 
Phenylephrine 
Hydrochloride & 
Chlorpheniramine Maleate 
Tablets

Each uncoated tablet contains: Paracetamol 
IP 500 mg Phenylephrine Hydrochloride IP 
10 mg 
Chlorpheniramine Maleate IP 2 mg

Tablet
M/s East African (India) Overseas / 

M/s Aristo Laboratories Pvt. Ltd.
15-05-25 Under examination


