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1 RPON2024020081
Diclofenac Sodium Injection Each ml contains:

Diclofenac Sodium IP 75mg water for Injection Ampoule
M/s Fast Pharma Pvt. Ltd. / M/s 
Cadila Pharmaceuticals Ltd. 22-02-24

Draft working sheet 
uploaded

2 RPON2024030140 124030025

Potassium Chloride in (0.15% 
w/v) in Dextrose (5% w/v) 
and sodium chloride 
(0.9%w/v) water for 
injection IP

Each 100ml contains:
Potassium Chloride IP 150mg 
Dextrose Monohydrate IP 5000mg
Sodium Chloride IP 900mg 

Tablet

M/s Otsuka Pharmaceutical India 
Pvt. Ltd.

27-03-24
Under examination 

by MDC

3 RPON2024030151 124030034

Potassium Chloride in (0.15% 
w/v) in Dextrose (5% w/v) 
and sodium chloride 
(0.45%w/v) water for 
injection IP

Each 100ml contains:
Potassium Chloride IP 150mg 
Dextrose Monohydrate IP 5000mg
Sodium Chloride IP 450mg 

Tablet

M/s Otsuka Pharmaceutical India 
Pvt. Ltd.

29-03-24
Under examination 

by MDC

4 RPON2024040178 124040011

Iron tonic with Vitamin B12 
and Folic Acid

Each 5ml contains:
Ferric Ammonium Citrate IP 80mg 
Folic Acid IP 0.166mg
Vitamin B12 IP 1mcg

Syrup

M/s Aagya Biotech / M/s J. B. 
Chemicals & Pharmaceuticals Ltd.

16-04-24
Draft working sheet 

uploaded

5 RPON2024040179 124040012

Linagliptin & Metformin 
Hydrochloride (ER) Tablets

Each film coated bilayered tablet contains:
Linagliptin 2.5mg
Metformin Hydrochloride IP 500mg (as extended release 
form) 

Tablet

M/s Synokem Pharmaceuticals 
Ltd. / M/s Cipla Limited 

18-04-24
Considered in 125th 
Authority Meeting

6 RPON2024040190

Dolutegravir, Emtricitabine 
and Tenofovir alafenamide 
Tablet

Each film coated tablet contains:
Dolutegravir Sodium eq. to Dolutegravir 50mg 
Tenofovir alafenamide 25mg,
Emtricitabine IP 200mg

Tablet

M/s APL Healthcare Pvt. Ltd. / 
M/s Aurobindo Pharma Limited

26-04-24
Considered in 125th 
Authority Meeting

7 RPON2024040191

Sitagliptin Phosphate and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Glimepiride IP 2 mg

Tablet

M/s Exemed Pharmaceuticals / 
M/s Zydus Healthcare Limited

26-04-24
Considered in 125th 
Authority Meeting

8 RPON2024040192

Sitagliptin Phosphate and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Glimepiride IP 1 mg

Tablet

M/s Exemed Pharmaceuticals / 
M/s Zydus Healthcare Limited

26-04-24
Considered in 125th 
Authority Meeting

9 RPON2024040194

Paracetamol Infusion IP Each 100ml contains:
Paracetamol 1IP 1000ml water for Injection

Injection

M/s Akums Drugs & 
Pharmaceuticals Ltd. / Dr. 
Reddy's Laboratories Limited 27-04-24

Considered in 125th 
Authority Meeting

10 RPON2024040196
Methylprednisolone 
Dispersible Tablets

Each uncoated dispersible tablet contains:
Methylprednisolone IP 4mg Tablet

M/s JK Print Packs (Pharma 
Division) /M/s Biological E. 
Limited

30-04-24
Clarification sought 

from DCGI

11 RPON2024050197 124050003

Combi pack of Clarithromycin 
Tablets IP, Esomeprazole 
Tablets IP & moxicillin 
Tablets USP

Each Strip contains:
A. Clarithromycin Tablets IP 2 Tablets
Each film coated tablet contains:
Clarithromycin IP 500mg
B. Esomeprazole Tablets IP 2 Tablets
Each Enteric coated tablet contains:
Esomeprazole Magnesium Trihydrate IP eq. to 
Esomeprazole 40mg
C. Amoxicillin Tablets USP 2 Tablets
Each Film coated tablet contains:
Amoxycillin Trihydrate IP eq. to Amoxycillin 1000mg 

Tablets

M/s JK Print Packs (Pharma 
Division) /M/s Biological E. 
Limited

02-05-24
Considered in 125th 
Authority Meeting

STATUS OF RETAIL PRICE APPLICATIONS As on 31.07.2024



Sl. 
No.

Acknowledgement  
Number

IPDMS 
Reference 

Number

Name of the Formulation / 
Brand Name

Strength Unit 
Manufacturer & Marketing 

Company 
Date   of   receipt of 

application
STATUS

12 RPON2024050205

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

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

Tablet

M/s Sun Pharma Laboratories 
Limited

06-05-24
Considered in 125th 
Authority Meeting

13 RPON2024050206

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

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

Tablet

M/s Sun Pharma Laboratories 
Limited

06-05-24
Considered in 125th 
Authority Meeting

14 RPON2024050208

Paracetamol, Phenylephrine 
Hydrochloride & 
Chlorpheniramine maleate 
Tablets

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

Tablet

M/s East African (india) Overseas 
/ M/s Softdeal Pharmaceutical 
Private Limited 07-05-24

Considered in 125th 
Authority Meeting

15 RPON2024050209 124050008

Cefpodoxime & Potassium 
Clavulanate Tablets

Each film coated tablet contains:
Cefpodoxime Proxetil IP eq. to Anhydrous Cefpodoxime 
200mg
Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 
125mg

Tablet

M/s Malik Lifesciences Pvt. Ltd. / 
M/s Blue Cross Laboratories Pvt. 
Ltd. 07-05-24

Considered in 125th 
Authority Meeting

16 RPON2024050214 124050012

Teneligliptin, Dapagliflozin & 
Metformin Hydrochloride 
(Sustained Release) Tablets

Each film coated bilayer tablet contains:
Teneligliptin Hydrobromide Hydrate IP eq. to 
Teneligliptin 20mg
Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg
Metformin Hydrochloride IP 1000mg (As Sustained 
Release)

Tablet

M/s Synokem Parmaceuticals Ltd. 
/ M/s Blue Cross Laboratories 
Pvt. Ltd.

08-05-24
Considered in 125th 
Authority Meeting

17 RPON2024050213

Flunarizine  + Propranolol SR 
Tablet

Each Uncoated bi-layered tablet contains:             
Flunarizine Dihydrochloride IP Eq. to  Flunarazine 10 mg  
Propranolol Hydrochloride  IP  40 mg (As Sustained 
release)  

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Alkem Laboratories Limited

13-05-2024
Complete application  

27.05.2024

Clarification received 
from DCGI and case 
under examination

18 RPON2024050215

Paracetamol Tablet Each uncoated tablet contains:
Paracetamol IP 1000mg

Tablet

M/s Alkem Healthscience (A unit 
of Alkem Laboratories Ltd.) / M/s 
Alkem Laboratories Limited 16-05-24

Considered in 125th 
Authority Meeting

19 RPON2024050216

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s Alembic 
Pharmaceuticals Limited 16-05-24

Considered in 125th 
Authority Meeting

20 RPON2024050217

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s Alembic 
Pharmaceuticals Limited 16-05-24

Considered in 125th 
Authority Meeting

21 RPON2024050218 124050015

Metoprolol Succinate 
Extended Release, 
Amlodipine & Telmisartan 
Tablet

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 47.50mg eq. to Metoprolol 
Tartrate 50mg (As Extended release)
Amlodipine Besilate IP IP eq. to Amlodipine 5mg
Telmisartan IP 40mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Ipca 
Laboratories Limited 16-05-24

Considered in 125th 
Authority Meeting
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22 RPON2024050222 124050021

Rosuvastatin and Clopidogrel 
Tablets

Each film coated tablet contains:
Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg Tablet

M/s Pure and Cure Healthcare 
Pvt. Ltd. / M/s Torrent 
Pharmaceuticals Ltd. 17-05-24

Considered in 125th 
Authority Meeting

23 RPON2024050223 124050022

Rosuvastatin and Clopidogrel 
Tablets

Each film coated tablet contains:
Rosuvastatin Calcium IP eq. to Rosuvastatin 10mg
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg Tablet

M/s Pure and Cure Healthcare 
Pvt. Ltd. / M/s Torrent 
Pharmaceuticals Ltd. 17-05-24

Considered in 125th 
Authority Meeting

24 RPON2024050224

Drotaverine Hydrochloride & 
Mefenamic Acid Tablets

Each film coated tablet contains:
Drotaverine Hydrochloride IP 80mg
Mefenamic Acid IP 250mg Tablet

M/s  Pure & Cure Healthcare Pvt. 
Ltd. / M/s Albert David Limited

17-05-24
Clarification received 
from DCGI and case 
under examination

25 RPON2024050225 124050023

Meropenem and Sulbactum 
for Injection

Each vial contains:
Sterile Meropenem  Trihydrate IP  eq. to Anhydrous 
Meropenem 1gm  Sterile Sodium Carbonate IP E. to 
Sodium 90.2mg (as buffer)
Sterile Sulbactam Sodium IP eq. to Sulbactum 1gmmg

Injection

M/s GMH Organics /M/s Orchid 
Pharma Limited

18-05-24
Considered in 125th 
Authority Meeting

26 RPON2024050226 124050024

Ceftazidime and Avibactam 
powder for concentrate for 
solution for infusion

Each vial contains:
Sterile Ceftazidime Pentahydrate IP eq. to Ceftazidime 
2.0gm
(added Sodium carbonate as buffering agent)
Sterile Avibactam Sodium eq. to Avibactam 0.5gm

Injection

M/s GMH Organics /M/s Orchid 
Pharma Limited

19-05-24
Considered in 125th 
Authority Meeting

27 RPON2024050228

Dapagliflozin, Metformin 
Hydrochloride (Extended 
Release) and Glimepiride 
Tablets

Each film coated bilayered tablet contains:
Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (As Extended 
release)
Glimepiride IP 1 mg

Tablet

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

20-05-24
Considered in 125th 
Authority Meeting

28 RPON2024050229

Dapagliflozin, Metformin 
Hydrochloride (Extended 
Release) and Glimepiride 
Tablets

Each film coated bilayered tablet contains:
Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (As Extended 
release)
Glimepiride IP 2 mg

Tablet

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

20-05-24
Considered in 125th 
Authority Meeting

29 RPON2024050232

Metoprolol Succinate 
Extended Release, 
Amlodipine & Telmisartan 
Tablet

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 47.50mg eq. to Metoprolol 
Tartrate 50mg (As Extended release)
Amlodipine Besilate IP IP eq. to Amlodipine 5mg
Telmisartan IP 40mg

Tablet

M/s Akums & Drugs 
Pharmaceutical Ltd. / M/s 
Mankind Pharma Ltd. 20-05-24

Considered in 125th 
Authority Meeting

30 RPON2024050233

Omeprazole Injection Each vial contains:
Omeprazole IP (Sterile) 40mg

Injection

M/s Skymap Pharmaceuticals Pvt. 
Ltd. / M/s German Remedies 
Pharmaceuticals Pvt. Ltd. 20-05-24

Considered in 125th 
Authority Meeting

31 RPON2024050234
Fexofenadine Hydrochloride 
and
Montelukast tablets 

Each film coated bilayer tablet contains:
Fexofenadine Hydrochloride IP 180mg
Montelukast Sodium IP eq. to Monte likast 10mg

Tablet
M/s Exemed Pharmaceuticals / 
M/s Sun Pharmaceuticals 
Industries Limited

21-05-24
Considered in 125th 
Authority Meeting
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32 RPON2024050235 124050020

Levosalbutamol & 
Ipratropium Bromide 
respirator solution

Each 2.5ml contains:
Levosalbutamol IP 1.25mg
Ipratropium Bromide IP 500mcg Respules

M/s Axa Parentrals Limited / M/s 
Workcell Solution Private Limited 21-05-2024 

Complete application  
27.06.2024

Draft working sheet 
uploaded

33 RPON2024050236

Pantoprazole sodium and 
Levosulpiride sustained 
release Capsules

Each hard gelatin capsule contains:
Pantoprazole Sodium IP eq. to Pantoprazole 40mg (as 
enteric coated pellets)
Levosulpiride 75mg (as sustained release pellets)

Capsule

M/s  Pure & Cure Healthcare Pvt. 
Ltd.  / Dr. Reddy's Laboratories 
Limited 22-05-24

Clarification received 
from DCGI and case 
under examination

34 RPON2024050237

Paracetamol and Mefenamic 
Syrup

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

M/s Windlas Biotech Limited / 
M/s Biological E. Limited 22-05-2024

Complete application  
17.07.2024

Draft working sheet 
uploaded

35 RPON2024050242 124050029
Atorvastatin and Ezetimibe 
Tablets

Each film coated tablet contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20mg
Ezetimibe IP 10mg

Tablet
M/s  Pure & Cure Healthcare Pvt. 
Ltd.  / M/s Ipca Laboratories 
Limited

23-05-24
Considered in 125th 
Authority Meeting

36 RPON2024050243

Metoprolol Succinate 
Extended Release, 
Amlodipine & Telmisartan 
Tablet

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 47.50mg eq. to Metoprolol 
Tartrate 50mg (As Extended release)
Amlodipine Besilate IP IP eq. to Amlodipine 5mg
Telmisartan IP 40mg

Tablet

M/s Akums & Drugs 
Pharmaceutical Ltd. / M/s Intas 
Pharmaceuticals Limited 23-05-24

Considered in 125th 
Authority Meeting

37 RPON2024050244 124050031

Ceftriaxone and Sulbactam 
Injection

Each vial contains:
Ceftriaxone Sodium IP (Sterile) eq. to Anhydrous 
Ceftriaxone 1000mg
Sulbactam Sodium IP (Sterile) eq. to Sulbactam 500mg

Injection

M/s Aqua Laboratories /M/s 
Orchid Pharma Limited

22-05-24
Considered in 125th 
Authority Meeting

38 RPON2024050245 124050030
Atorvastatin and Ezetimibe 
Tablets

Each film coated tablet contains:
Atorvastatin Calcium IP eq. to Atorvastatin 40mg
Ezetimibe IP 10mg

Tablet
M/s  Pure & Cure Healthcare Pvt. 
Ltd.  / M/s Ipca Laboratories 
Limited

23-05-24
Considered in 125th 
Authority Meeting

39 RPON2024050246 124050034

Metoprolol Succinate 
Extended Release, 
Amlodipine & Telmisartan 
Tablet

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 47.50mg eq. to Metoprolol 
Tartrate 50mg (As Extended release)
Amlodipine Besilate IP IP eq. to Amlodipine 5mg
Telmisartan IP 40mg

Tablet

M/s Akums & Drugs 
Pharmaceutical Ltd. / M/s 
Glenmark Pharmaceuticals Ltd. 23-05-24

Considered in 125th 
Authority Meeting

40 RPON2024050252 124050026

Linagliptin and Metformin 
Hydrochloride Tablet

Each film coated bilayered tablet contains:
Linagliptin 5mg
Metformin Hydrochloride IP 500mg (As Extended release 
form)

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s La Renon Healthcare 
Pvt. Ltd. 24-05-24

Considered in 125th 
Authority Meeting

41 RPON2024050253 124050037

Ceftazidime and Avibactam 
powder for concentrate for 
solution for infusion

Each vial contains:
Sterile Ceftazidime Pentahydrate IP eq. to Ceftazidime 
2.0gm
(added Sodium carbonate as buffering agent)
Sterile Avibactam Sodium eq. to Avibactam 0.5gm

Tablet

M/s GMH Organics /M/s Zyphars 
Pharmaceuticals Pvt. Ltd.

26-05-24
Considered in 125th 
Authority Meeting

42 RPON2024050249 124050038

Magnesium Hydroxide, 
Vitamin D3, Zinc Sulphate & 
Calcium Carbonate Tablet

Each film coated tablet contains:
Magnesium Hydroxide IP eq. to Elemental Magnesium 
50mg
Vitamin D3 IP 1000IU
Zinc Sulphate Monohydrate IP Elemental Zinc 10mg
Calcium Carbonate IP eq. to Elemental Calcium 500mg

Tablet

M/s Unison Pharmaceuticals Pvt. 
Ltd.

27-05-24
Under examination 

by MDC
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43 RPON2024050250

Cefadroxil and  Clavulanic 
Acid Tablet

Each uncoated dispersible tablet contains:
Cefadroxil Monohydrate IP eq. to Cefadroxil 250mg
Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 
62.5mg

Tablet

M/s Twenty First Century 
Pharmaceuticals Pvt. Ltd. / M/s 
Indoco Remedies Limited

27-05-2024
Complete application 

26.06.2024

Draft working sheet 
uploaded

44 RPON2024050251

Cefadroxil and  Clavulanic 
Acid Tablet

Each uncoated dispersible tablet contains:
Cefadroxil Monohydrate IP eq. to Cefadroxil 500mg
Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 
125mg

Tablet

M/s Twenty First Century 
Pharmaceuticals Pvt. Ltd. / M/s 
Indoco Remedies Limited

27-05-2024
Complete application 

26.06.2024

Draft working sheet 
uploaded

45 RPON2024050254 124050013

Linagliptin, Dapagliflozin & 
Metformin Hydrochloride 
(SR) Tablets

Each film coated Tablet contains:
Linagliptin 5mg
Dapagliflozin Propanediol Monohydrate USP eq. to 
Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (as sustained release 
form) 

Tablet

M/s Theon Pharmaceuticals Ltd. / 
M/s La Renon Healthcare Pvt. Ltd.

27-05-24
Considered in 125th 
Authority Meeting

46 RPON2024050255 124050014

Linagliptin, Dapagliflozin & 
Metformin Hydrochloride 
(SR) Tablets

Each film coated Tablet contains:
Linagliptin 5mg
Dapagliflozin Propanediol Monohydrate USP eq. to 
Dapagliflozin 10mg
Metformin Hydrochloride IP 1000mg (as sustained 
release form) 

Tablet

M/s Theon Pharmaceuticals Ltd. / 
M/s La Renon Healthcare Pvt. Ltd.

27-05-24
Considered in 125th 
Authority Meeting

47 RPON2024050256 124050032

Atorvastatin and Clopidogrel 
Capsule 

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 10mg (As 
pellets form),
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (As 
pellets form),,

Capsule

M/s Aeon Formulations Pvt. Ltd. 
/ M/s Ipca Laboratories Limited

27-05-24
Considered in 125th 
Authority Meeting

48 RPON2024050257 124050033

Atorvastatin and Clopidogrel 
Capsule 

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20mg (As 
pellets form),
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (As 
pellets form),,

Capsule

M/s Aeon Formulations Pvt. Ltd. 
/ M/s Ipca Laboratories Limited

27-05-24
Considered in 125th 
Authority Meeting

49 RPON2024050259

Calcium Citrate Malate and 
Vitamin D3  Tablets

Each film coated Tablet Contains:
Calcium Citrate Malate IP eq. to elemental Calcium 250mg
Vitamin D3 IP 1000mg Tablet

M/s Alkem Healthscience (A unit 
of aAlkem Laboratories Ltd.)/ 
M/sAlkem Laboratories Limited 29-05-24

Considered in 125th 
Authority Meeting

50 RPON2024050260 124050042
Cholecalciferol Vitamin D3  
Oral solution

Each 5ml contains:
Cholecalciferol IP 60000 IU Oral Solution

M/s Ravenbhel Healthcare Pvt. 
Ltd. / M/s Torrent 
Pharmaceuticals Ltd.

30-05-24
Considered in 125th 
Authority Meeting

51 RPON2024050261 124050041
Telmisartan and Cilnidipine 
tablet 

Each film coated tablet contains:
Telmisartan IP 40mg
Cilnidipine IP 20mg

Tablet
M/s Macleods Pharmaceuticals 
Limited 29-05-24

Considered in 125th 
Authority Meeting

52 RPON2024050262

Amlodipine, Telmisartan and 
Metoprolol Succinate 
(Extended Release) tablet 

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 47.50mg eq. to Metoprolol 
Tartrate 50mg (as extended release)
Telmisartan IP 40mg
Amlodipine Besilate IP eq. to Amlodipine 5mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Akumentis Healthcare Ltd. 31-05-24

Clarification sought 
from company on 

09.07.2024

53 RPON2024060266
Cefixime and Ofloxacin 
Tablets

Each vial contains:
Cefixime IP eq. to Anhydrous Cefixime 200mg
Ofloxacin IP 200mg

Tablet
M/s Skymap Pharmaceuticals Pvt. 
Ltd. / M/s Eris Healthcare Pvt. 
Ltd.

01-06-24
Considered in 125th 
Authority Meeting
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54 RPON2024060268

Adapalene and Benzoyl 
Peroxide gel 

Each gram of gel contains:
Adapalene 0.1% w/w
Hydrous Benzoyl Peroxide eq. to Benzoyl Peroxide 2.5% 
w/w (as microsphere)

Gel

M/s Swiss Garnier Life Sciences / 
M/s Mankind Pharma Ltd.

03-06-24
Considered in 125th 
Authority Meeting

55 RPON2024060269
Lactulose Enema 20% Each ml contains:

Lactulose Concentrate USP eq. to Lactulose 200mg
Benzyl Alcohol IP 3ml (Preservatives )

Liquid
M/s Merril Pharma Private Ltd. / 
M/s Alkem Laboratories Ltd. 04-06-24

Draft working sheet 
uploaded

56 RPON2024060271
Cyclosporine Eye Drops Each ml contains:

Cyclosporine IP 0.05% w/v
Sterile Aqueous Vehicle

Eye Drops
M/s Appasamy Ocular Devices (P) 
Ltd. / M/s Mankind Pharma Ltd. 06-06-24

Considered in 125th 
Authority Meeting

57 RPON2024060272

Dapagliflozin, Metformin 
Hydrochloride (Extended 
Release) and Glimepiride 
Tablets

Each film coated bilayered tablet contains:
Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg
Metformin Hydrochloride IP 1000mg (As Extended 
release)
Glimepiride IP 2 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s Aprica Healthcare 
Limited

06-06-24
Considered in 125th 
Authority Meeting

58 RPON2024060273

Dapagliflozin, Metformin 
Hydrochloride (Extended 
Release) and Glimepiride 
Tablets

Each film coated bilayered tablet contains:
Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (As Extended 
release)
Glimepiride IP 1 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s Aprica Healthcare 
Limited

06-06-24
Considered in 125th 
Authority Meeting

59 RPON2024060274

Dapagliflozin, Metformin 
Hydrochloride (Extended 
Release) and Glimepiride 
Tablets

Each film coated bilayered tablet contains:
Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (As Extended 
release)
Glimepiride IP 2 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s Aprica Healthcare 
Limited

06-06-24
Considered in 125th 
Authority Meeting

60 RPON2024060275

Dapagliflozin, Metformin 
Hydrochloride (Extended 
Release) and Glimepiride 
Tablets

Each film coated bilayered tablet contains:
Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg
Metformin Hydrochloride IP 1000mg (As Extended 
release)
Glimepiride IP 1 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s Aprica Healthcare 
Limited

06-06-24
Considered in 125th 
Authority Meeting

61 RPON2024060276

Telmisartan,
Amlodipine &
Hydrochlorothiazide Tablet

Each film coated tablet contains:
Telmisartan IP 40mg,
Amlodipine Besylate IP eq. to Amlodipine 5mg,
Hydrochlorothiazide IP 12.50 mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Sun 
Pharmaceuticals Industries 
Limited

06-06-2024
Complete application 

27.06.2024

Draft working sheet 
uploaded

62 RPON2024060279 124060004
Paracetamol and Caffeine 
Tablets

Each uncoated tablet contains:
Paracetamol IP 500mg
Caffeine IP (Anhydrous) 50mg

Tablet
M/s Juggat Pharma (Pharma 
Division of Jagdale Industries Pvt. 
Ltd.)

06-06-24
Considered in 125th 
Authority Meeting

63 RPON2024060284
Aspirin and Clopidogrel 
capsules

Each hard gilatin capsule contains:
Clopidogrel Bisulphate eq. to Clopidogrel 75mg 
Aspirin IP (as enteric coated tablets) 75mg

Capsule
M/s Windlas Biotech Limited. / 
M/s Modi-Mundipharma Pvt. Ltd. 10-06-24

Considered in 125th 
Authority Meeting

64 RPON2024060286 124060001
Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 2.5 mg 
Telmisartan IP 40 mg

Tablet
M/s Ravenbhel Healthcare Pvt. 
Ltd. / M/s Ipca Laboratories Ltd. 10-06-24

Considered in 125th 
Authority Meeting

65 RPON2024060287 124060002
Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 5 mg 
Telmisartan IP 40 mg

Tablet
M/s Ravenbhel Healthcare Pvt. 
Ltd. / M/s Ipca Laboratories Ltd. 10-06-24

Considered in 125th 
Authority Meeting
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66 RPON2024060288 124060011

Sitagliptin, Pioglitazone and 
Metformin Hydrochloride 
(Sustained Released) Tablet

Each film coated Bilayered Tablet Contain:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Pioglitazone Hydrochloride IP eq. to  Pioglitazone 15 mg
Metformin Hydrochloride IP 500mg (Sustained Release 
Form)

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Aristo 
Pharmaceuticals Pvt. Ltd.

12-06-24
Considered in 125th 
Authority Meeting

67 RPON2024060289 124060012

Sitagliptin, Pioglitazone and 
Metformin Hydrochloride 
(Sustained Released) Tablet

Each film coated Bilayered Tablet Contain:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Pioglitazone Hydrochloride IP eq. to  Pioglitazone 15 mg
Metformin Hydrochloride IP 1000mg (Sustained Release 
Form)

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Aristo 
Pharmaceuticals Pvt. Ltd.

12-06-24
Draft working sheet 

uploaded

68 RPON2024060290 124060010

Glimepiride, Voglibose & 
Metformin Hydrochloride  
1000mg (as Extended release 
form) tablet

Each uncoated Bilayered tablet contains:
Glimepiride IP 2mg 
Voglibose IP 0.2mg
Metformin Hydrochloride IP 1000mg (As Extended 
Release)

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s  Aristo 
Pharmaceuticals Pvt. Ltd. 12-06-24

Considered in 125th 
Authority Meeting

69 RPON2024060291 124060013

Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 2.5 mg 
Telmisartan IP 40 mg Tablet

M/s Akums Drugs and 
Pharmaceuticals Ltd. / M/s  
Aristo Pharmaceuticals Pvt. Ltd. 12-06-24

Considered in 125th 
Authority Meeting

70 RPON2024060292 124060014

Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 5 mg 
Telmisartan IP 40 mg Tablet

M/s Akums Drugs and 
Pharmaceuticals Ltd. / M/s  
Aristo Pharmaceuticals Pvt. Ltd. 12-06-24

Considered in 125th 
Authority Meeting

71 RPON2024060293 124060009

Glimepiride, Voglibose & 
Metformin Hydrochloride  
1000mg (as Extended release 
form) tablet

Each uncoated Bilayered tablet contains:
Glimepiride IP 1mg 
Voglibose IP 0.2mg
Metformin Hydrochloride IP 1000mg (As Extended 
Release)

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s  Aristo 
Pharmaceuticals Pvt. Ltd. 12-06-24

Considered in 125th 
Authority Meeting

72 RPON2024060297 124060018

Telmisartan,
Amlodipine &
Hydrochlorothiazide Tablet

Each uncoated bilayered tablet contains:
Telmisartan IP 40mg,
Amlodipine Besylate IP eq. to Amlodipine 5mg,
Hydrochlorothiazide IP 12.50 mg

Tablet

M/s Uni Medicolabs / M/s 
Torrent Pharmaceuticals Ltd.

14-06-24
Considered in 125th 
Authority Meeting

73 RPON2024060298 124060019

Telmisartan,
Amlodipine &
Hydrochlorothiazide Tablet

Each uncoated bilayered tablet contains:
Telmisartan IP 80mg,
Amlodipine Besylate IP eq. to Amlodipine 5mg,
Hydrochlorothiazide IP 12.50 mg

Tablet

M/s Uni Medicolabs / M/s 
Torrent Pharmaceuticals Ltd.

14-06-24
Considered in 125th 
Authority Meeting

74 RPON2024060299 124060016

Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 2.5 mg 
Telmisartan IP 40 mg Tablet

M/s Akums Drugs and 
Pharmaceuticals Ltd. / M/s  
Abbott Healthcare Pvt. Ltd.

13-06-2024 
Complete application 

05.07.2024

Draft working sheet 
uploaded

75 RPON2024060300 124060017

Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 5 mg 
Telmisartan IP 40 mg Tablet

M/s Akums Drugs and 
Pharmaceuticals Ltd. / M/s  
Abbott Healthcare Pvt. Ltd.

13-06-2024 
Complete application 

05.07.2024

Draft working sheet 
uploaded
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76 RPON2024060301

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg

Tablet

M/s Synokem Pharmaeuticals 
Ltd. / M/s Apex Laboratories 
Private Limited 17-06-24

Draft working sheet 
uploaded

77 RPON2024060302

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg

Tablet

M/s Synokem Pharmaeuticals 
Ltd. / M/s Apex Laboratories 
Private Limited 17-06-24

Draft working sheet 
uploaded

78 RPON2024060303
Empagliflozin and Metformin 
Hydrochloride  Tablets

Each film coated tablet contains:
Empagliflozin 12.50mg
Metformin Hydrochloride IP 1000mg

Tablet
M/s Mankind Pharma Limited

17-06-24
Draft working sheet 

uploaded

79 RPON2024060304
Empagliflozin and Metformin 
Hydrochloride  Tablets

Each film coated tablet contains:
Empagliflozin 5mg
Metformin Hydrochloride IP 500mg

Tablet
M/s Mankind Pharma Limited

17-06-24
Draft working sheet 

uploaded

80 RPON2024060305
Empagliflozin and Metformin 
Hydrochloride  Tablets

Each film coated tablet contains:
Empagliflozin 12.50mg
Metformin Hydrochloride IP 500mg

Tablet
M/s Mankind Pharma Limited

17-06-24
Draft working sheet 

uploaded

81 RPON2024060306

Levofloxacin Infusion IP Each 100ml contains:
Levofloxacin Hemihydrate IP eq. to Levofloxacin 500mg
Sodium Chloride IP 900mg
water for injection IP qs.

Tablet

M/s Pure & Cure Healthcare Pvt. 
Ltd. / M/s Dr. Reddy's 
Laboratories Limited 19-06-24

Draft working sheet 
uploaded

82 RPON2024060307 124060022

Telmisartan,
Amlodipine &
Hydrochlorothiazide Tablet

Each film coated tablet contains:
Telmisartan IP 40mg,
Amlodipine Besylate IP eq. to Amlodipine 10mg,
Hydrochlorothiazide IP 12.50 mg

Tablet

M/s Pure & Cure Healthcare Pvt. 
Ltd. / M/s Abbott Healthcare Pvt. 
Ltd.

19-06-2024 
Complete application 

08.07.2024

Draft working sheet 
uploaded

83 RPON2024060308 124060024

Doxycycline & Lactic Acid 
Bacillus Capsule

Each hard gelatine  capsule contains:
Doxycycline hyclate IP eq. to Doxycycline 100mg 
Lactic Acid Bacillus (As enteric coated pellets) 5 Billion 
Spores

Capsule

M/s NULIFE PHARMACEUTICALS

20-06-24
Clarification sought 
from company on 

03.07.2024

84 RPON2024060309 124060020
Bisoprolol Fumarate and 
Amlodipine Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 2.5 mg 
Amlodipine Besylate IP eq. to Amlodipine  5mg

Tablet
M/s Swiss Garniers Biotech 
Private Limited / M/s Ipca 
Laboratories Lmited

21-06-24
Considered in 125th 
Authority Meeting

85 RPON2024060310 124060021
Bisoprolol Fumarate and 
Amlodipine Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 5 mg 
Amlodipine Besylate IP eq. to Amlodipine  5mg

Tablet
M/s Swiss Garniers Biotech 
Private Limited / M/s Ipca 
Laboratories Lmited

21-06-24
Considered in 125th 
Authority Meeting

86 RPON2024060311

Clindamycin  & Nicotinamide 
Gel

Composition:
Clindamycin Phosphate IP eq. to Clindamycin 1.0% w/w
Nicotinamide IP 4.0% w/w Gel

M/s Pilco Healthcare Pvt. Ltd. / 
M/s Glensmith Labs Pvt. Ltd.

21-06-24
Clarification sought 
from company on 

08.07.2024

87 RPON2024060312
Empagliflozin and Metformin 
Hydrochloride  Tablets

Each film coated tablet contains:
Empagliflozin 12.5mg
Metformin Hydrochloride IP 850mg

Tablet
M/s Mankind Pharma Limited

25-06-24 Under examination

88 RPON2024060313
Empagliflozin and Metformin 
Hydrochloride  Tablets

Each film coated tablet contains:
Empagliflozin 5mg
Metformin Hydrochloride IP 1000mg

Tablet
M/s Mankind Pharma Limited

25-06-24 Under examination



Sl. 
No.

Acknowledgement  
Number

IPDMS 
Reference 

Number

Name of the Formulation / 
Brand Name

Strength Unit 
Manufacturer & Marketing 

Company 
Date   of   receipt of 

application
STATUS

89 RPON2024060314

Aceclofenac + Paracetamol + 
Serratiopeptidase Tablet

Each film coated tablet contains:
Aceclofenac IP 100mg,
Paracetamol IP 325mg 
Serratiopeptidase IP 15mg (As enteric coated eq. to 
enzyme actuvity 30000 units)

Tablet

M/s Pure and Cure Healthcare 
Pvt. Ltd.  / M/s Abbott Healthcare 
Pvt. Ltd. 26-06-24

Draft working sheet 
uploaded

90 RPON2024060315 124060025

Dapagliflozin, Sitagliptin and 
Metformin Hydrochloride 
(ER) Tablets

Each film coated  bilayered tablet contains:
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Sitagliptin Phosphate Monohydrate eq. to Sitagliptin 
100mg
Metformin Hydrochloride IP 500mg (As Extende Release 
form)

Tablet

M/s Synokem Pharmaceuticals 
Ltd. / M/s Primus Remedies Pvt 
Ltd 26-06-2024

Complete application 
15.07.2024

Under examination

91 RPON2024060316 124060026

Dapagliflozin, Sitagliptin and 
Metformin Hydrochloride 
(ER) Tablets

Each film coated  bilayered tablet contains:
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Sitagliptin Phosphate Monohydrate eq. to Sitagliptin 
100mg
Metformin Hydrochloride IP 1000mg (As Extende 
Release form)

Tablet

M/s Synokem Pharmaceuticals 
Ltd. / M/s Primus Remedies Pvt 
Ltd 26-06-2024

Complete application 
15.07.2024

Under examination

92 RPON2024060317

Enteric coatedEsomeprazole 
and Domperidone Sustained 
Release capsule

Each hard gelatine capsule contains:
Esomeprazole Magnesium Trihydrate IP eq. to 
Esomeprazole 40mg (as enteric coated pellets),
Domperidone Maleate IP eq. to Domperidone 30mg 
(sustained release)

Capsule

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

27-06-24
Clarification sought 
from company on 

02.07.2024

93 RPON2024060318

Bilastine and Montelukast  
Sodium Tablets

Each film coated tablet contains:
Montelukast Sodium  IP Eq. to Montelukast 10mg
Bilastine IP 40mg Tablet

M/s Exemed Pharmaceuticals / 
M/s Sun Pharmaceuticals 
Industries Limited

27-06-2024
Complete application 

16.07.2024
under examination

94 RPON2024060319

Bilastine and Montelukast  
Sodium Tablets

Each film coated tablet contains:
Montelukast Sodium  IP Eq. to Montelukast 10mg
Bilastine IP 40mg Tablet

M/s Exemed Pharmaceuticals / 
M/s Sun Pharma Laboratories 
Limited 27-06-24 under examination

95 RPON2024060320

Combi pack of Clarithromycin 
Tablets IP, Esomeprazole 
Tablets IP & Amoxicillin 
Tablets USP

Each Strip contains:
A. Clarithromycin Tablets IP 2 Tablets
Each film coated tablet contains:
Clarithromycin IP 500mg
B. Esomeprazole Tablets IP 2 Tablets
Each Enteric coated tablet contains:
Esomeprazole Magnesium Trihydrate IP eq. to 
Esomeprazole 40mg
C. Amoxicillin Tablets USP 2 Tablets
Each Film coated tablet contains:
Amoxycillin Trihydrate IP eq. to Amoxycillin 750mg 

Tablets

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Mankind Pharma Limited

27-06-2024 
Complete application 

08.07.2024

Draft working sheet 
uploaded

96 RPON2024060321
Empagliflozin and Metformin 
Hydrochloride  Tablets

Each film coated tablet contains:
Empagliflozin 5mg
Metformin Hydrochloride IP 850mg

Tablet
M/s Mankind Pharma Limited

27-06-24 under examination

97 RPON2024060331 124060027
Mefenamic and Paracetamol 
Tablets 

Each uncoated tablet contains:
Mefenamic Acid IP 250mg 
Paracetamol IP 325mg

Tablet
M/s Blue Cross Laboratories Pvt. 
Ltd. 27-06-24

Draft working sheet 
uploaded
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98 RPON2024060322 124060028

Metoprolol Succinate (ER),  
Cilnidipine & Telmisartan 
Tablet

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 23.75mg eq. to Metoprolol 
Tartrate IP 25mg (As Extended release from)
Cilnidipine IP 10mg
Telmisartan IP 40mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s USV Private Limited

28-06-2024
Complete application 

27.07.2024 

Clarification sought 
from company on 

31.07.2024

99 RPON2024060323 124060029

Metoprolol Succinate (ER),  
Cilnidipine & Telmisartan 
Tablet

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 47.50mg eq. to Metoprolol 
Tartrate IP 50mg (As Extended release from)
Cilnidipine IP 10mg
Telmisartan IP 40mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s USV Private Limited

28-06-2024
Complete application 

27.07.2024 

Clarification sought 
from company on 

31.07.2024

100 RPON2024060324
Ferrous Ascorbate and Folic 
Acid Suspension IP

Each 5ml contains:
Ferrous Ascorbate IP eq. to Elemental Iron 30mg
Folic Acid IP 550mcg

Syrup
M/s Tirupati Medicare Ltd. / M/s 
Intas Pharmaceuticals Ltd. 28-06-24

Draft working sheet 
uploaded

101 RPON2024060325

Moxifloxacin Eye drops IP Composition:
Moxifloxacin Hydrochloride IP eq. to Moxifloxacin 0.5% 
w/v Eye Drops

M/s Appasamy Ocular Devices 
Pvt. Ltd. / M/s Mankind Prime 
Labs Pvt. Ltd. 28-06-24

Draft working sheet 
uploaded

102 RPON2024060326

Moxifloxacin & Ketorolac 
Tromethamine Eye drops IP

Composition:
Moxifloxacin Hydrochloride IP eq. to Moxifloxacin 0.5% 
w/v
Ketorolac Tromethamine IP 0.4% w/v
Benzalkonium chloride Solution IP 0.01% v/v (As 
Preservative)

Eye Drops

M/s Appasamy Ocular Devices 
Pvt. Ltd. / M/s Mankind Prime 
Labs Pvt. Ltd.

28-06-24
Draft working sheet 

uploaded

103 RPON2024060327

Moxifloxacin & 
Dexamethasone Eye drops

Composition:
Moxifloxacin Hydrochloride IP eq. to Moxifloxacin 0.5% 
w/v
Dexamethasone Sodium Phosphate IP eq. to 
Dexamethasone Phosphate  0.1%w/v
Sterile aqueous buffered vehicle qs.

Eye Drops

M/s Appasamy Ocular Devices 
Pvt. Ltd. / M/s Mankind Prime 
Labs Pvt. Ltd.

28-06-24 Under examination

104 RPON2024060328

Chloramphenicol & 
Dexamethasone Sodium 
Phosphate Eye/Ear drops

Composition:
Chloramphenicol IP 1% w/v
Dexamethasone Sodium Phosphate IP  0.1% w/v
Phenyl Mercuric Nitrate IP 0.002% w/v (As Preservative)
Sterile aqueous  vehicle q.s.

Eye Drops

M/s Hanuchem Laboratories / 
M/s Mankind Prime Labs Pvt. Ltd.

30-06-24
Draft working sheet 

uploaded

105 RPON2024060329

Tobramycin & 
Dexamethasone Sodium 
Phosphate Ophthalmic 
Solution

Composition:
Tobramycin Sulfate USP eq. to Tobramycin 0.3% w/v
Dexamethasone Sodium Phosphate IP eq. to 
Dexamethasone Phosphate  0.1%w/v
Benzalkonium chloride Solution IP 0.02% v/v (As 
Preservative)
Sterile aqueous  vehicle q.s.

Eye Drops

M/s Hanuchem Laboratories / 
M/s Mankind Prime Labs Pvt. Ltd.

30-06-24
Draft working sheet 

uploaded

106 RPON2024060330

Ofloxacin & Dexamethasone 
Sodium Phosphate 
Ophthalmic Solution

Composition:
Ofloxacin IP 0.3% w/v
Dexamethasone Sodium Phosphate IP eq. to 
Dexamethasone Phosphate  0.1%w/v
Benzalkonium chloride Solution IP 0.02% v/v (As 
Preservative)
Sterile aqueous  vehicle q.s.

Eye Drops

M/s Hanuchem Laboratories / 
M/s Mankind Prime Labs Pvt. Ltd.

30-06-24
Draft working sheet 

uploaded
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107 RPON2024070332

Sitagliptin, Pioglitazone and 
Metformin Hydrochloride 
(Sustained Released) Tablet

Each film coated Bilayered Tablet Contain:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Pioglitazone Hydrochloride IP eq. to  Pioglitazone 15 mg
Metformin Hydrochloride IP 500mg (Sustained Release 
Form)

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Sun 
Pharma Laboratories Limited

01-07-24
Draft working sheet 

uploaded

108 RPON2024070333

Sitagliptin, Pioglitazone and 
Metformin Hydrochloride 
(Sustained Released) Tablet

Each film coated Bilayered Tablet Contain:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Pioglitazone Hydrochloride IP eq. to  Pioglitazone 15 mg
Metformin Hydrochloride IP 1000mg (Sustained Release 
Form)

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Sun 
Pharma Laboratories Limited

01-07-24
Draft working sheet 

uploaded

109 RPON2024070334

Omeprazole & Domperidone 
Capsules IP

Each hard gelatin capsules contains:
Omeprazole IP 20mg (as Enteric coated)
Domperidone IP 10mg (As Instant release) Capsule

M/s Hetero Healthcare Ltd.
04-07-2024 

Complete application 
15.07.2024

under examination

110 RPON2024070335
Etoricoxib and Paracetamol 
Tablets

Each Film Coated tablet contains:
Etoricoxib IP (As Micronized) 60 mg
Paracetamol IP 325 mg

Tablet
M/s Pure and Cure Healthcare 
Pvt. Ltd. / M/s Pharmed Limited 04-07-24

Draft working sheet 
uploaded

111 RPON2024070337

Sitagliptin, Pioglitazone and 
Metformin Hydrochloride 
(Sustained Released) Tablet

Each film coated Bilayered Tablet Contain:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Pioglitazone Hydrochloride IP eq. to  Pioglitazone 15 mg
Metformin Hydrochloride IP 500mg (Sustained Release 
Form)

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Micro 
Labs Limited 05-07-2024

Complete application 
23.07.2024

Under examination

112 RPON2024070338

Sitagliptin, Pioglitazone and 
Metformin Hydrochloride 
(Sustained Released) Tablet

Each film coated Bilayered Tablet Contain:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Pioglitazone Hydrochloride IP eq. to  Pioglitazone 15 mg
Metformin Hydrochloride IP 1000mg (Sustained Release 
Form)

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Micro 
Labs Limited 05-07-2024

Complete application 
23.07.2024

Under examination

113 RPON2024070339

Povidone Iodine Gargle Each contains:
Povidone-Iodine IP 2% w/v (Availabile Iodine 0.2w/v) 
Ethanol 95% IP eq. to Absolute Acohol 3.38% in a mint 
flavour aqueous base

Gargle

M/s Pontika Aerotech Limited / 
M/s Abbott Healthcare Pvt. Ltd.

11-07-24
Draft working sheet 

uploaded

114 RPON2024070340

Telmisartan, Chlorthalidone 
& Amlodipine tablets

Each film coated tablet contains:             
Telmisartan IP 40mg 
Chlorthalidone IP 6.25mg
Amlodipine Besylate IP eq. to Amlodipine 5mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Eris 
lifesciences Limited

11-07-2024
Complete application 

31.07.2024
under examination

115 RPON2024070341 124070001

Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 2.5 mg 
Telmisartan IP 40 mg Tablet

M/s Ravenbhel Healthcare Pvt. 
Ltd. / M/s Cipla Limited 12-07-2024

Complete application 
31.07.2024

Under examination

116 RPON2024070342 124070002

Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 5 mg 
Telmisartan IP 40 mg Tablet

M/s Ravenbhel Healthcare Pvt. 
Ltd. / M/s Cipla Limited 12-07-2024

Complete application 
31.07.2024

Under examination
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117 RPON2024070343
Tolperisone Hydrochloride 
and Paracetamol Tablets

Each film coated tablet contains:
Tolperisone Hydrochloride IP 150mg
Paracetamol IP 325mg

Tablet
M/s Pure and cure Healthcare 
Pvt. Ltd. / M/s Intas 
Pharmaceuticals Ltd.

12-07-24 Under examination

118 RPON2024070344

Riboflavin, Folic Acid 
Niacinamide & Lactic Acid 
Bacllus Tablets

Each uncoated tablet contains:
Riboflavin IP 10mg 
Folic Acid IP 1.5mg
Niacinamide IP 100mg
Lactic Acid Bacllus 60Million Spores Excipients Q.S.

Tablet

M/s Prosperity Drugs Pvt. Ltd. / 
M/s Intas Pharmaceuticals Ltd.

12-07-24 Under examination

119 RPON2024070345

Linagliptin, Dapagliflozin & 
Metformin Hydrochloride 
(SR) Tablets

Each film coated Tablet contains:
Linagliptin 5mg
Dapagliflozin Propanediol Monohydrate USP eq. to 
Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (as sustained release 
form) 

Tablet

M/s Theon Pharmaceuticals Ltd. / 
M/s Emcure Pharmaceuticals Ltd.

15-07-24
Draft working sheet 

uploaded

120 RPON2024070346

Linagliptin, Dapagliflozin & 
Metformin Hydrochloride 
(SR) Tablets

Each film coated Tablet contains:
Linagliptin 5mg
Dapagliflozin Propanediol Monohydrate USP eq. to 
Dapagliflozin 10mg
Metformin Hydrochloride IP 1000mg (as sustained 
release form) 

Tablet

M/s Theon Pharmaceuticals Ltd. / 
M/s Emcure Pharmaceuticals Ltd.

15-07-24
Draft working sheet 

uploaded

121 RPON2024070347 124070003
Etoricoxib and Paracetamol 
Tablets

Each film coated Tablet contains:
Etoricoxib IP 60mg (As micronized)
Paracetamol IP 325mg

Tablet
M/s Synokem Lifesciences Pvt. 
Ltd. / M/s Cipla Ltd. 15-07-24 Under examination

122 RPON2024070348

Dapagliflozin and Metoprolol 
Succinate (SR) Tablets

Each film coated bilayered Tablet contains:
Dapagliflozin Propanediol Monohydrate USP eq. to 
Dapagliflozin 10mg
Metoprolol Succinate IP 47.5mg eq. to Metoprolol 
Tartrate 50mg (as Sustained release)

Tablet

M/s ERIS Lifesciences Limited

16-07-24 Under examination

123 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

18-07-24 Under examination

124 RPON2024070350

Abacavir, Dolutegravir and 
Lamivudine Tablet

Each film coated tablet contains:
Abacavir sulfate eq. to Abacavir 600mg 
Dolutegravir Sodium eq. to Dolutegravir 50mg 
Lamivudine 300mg

Tablet

M/s Aurobindo Pharma Limited

18-07-24
Clarification sought 
from company on 

26.07.2024

125 RPON2024070351 124070004
Escitalopram Oxalate Tablets Each film coated tablet contains:

Escitalopram Oxalate IP eq. to Escitalopram 15mg Tablet
M/s East African (India) Overseas 
/ M/s Torrent Pharmaceuticals 
Ltd.

19-07-24 Under examination

126 RPON2024070352
Cefuroxime Axetil Tablets Each film coated tablet contains:

Cefuroxime Axetil IP eq. to Cefuroxime 250mg Tablet
M/s Innova Captab Limited / Dr. 
Reddy Laboratories Ltd. 19-07-24 Under examination

127 RPON2024070353 124070005
Escitalopram Oxalate + 
Clonazepam Tablet

Each film coated tablet contains:
Escitalopram Oxalate IP eq. to Escitalopram 5mg
Clonazepam IP 0.25mg                                           

Tablet
M/s East African (India) Overseas 
/ M/s Torrent Pharmaceuticals 
Ltd.

19-07-24 Under examination

128 RPON2024070354 124070006

Escitalopram Oxalate + 
Clonazepam Tablet

Each film coated tablet contains:
Escitalopram Oxalate IP eq. to Escitalopram 20mg
Clonazepam IP 0.50mg                                           

Tablet

M/s East African (India) Overseas 
/ M/s Torrent Pharmaceuticals 
Ltd.

19-07-24 Under examination

129 RPON2024070355

Telmisartan, Cilnidipine & 
Chlorthalidone Tablets

Each film coated bilayered tablet contains:
Telmisartan IP 40mg
Cilnidipine IP 10mg
Chlorthalidone IP 12.50mg                                       

Tablet

M/s Windlas Biotech Ltd. / M/s 
Emcure Pharmaceuticals Limited

19-07-24 Under examination
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130 RPON2024070356

Dextromethorphan 
Hydrobromide, Bilastine &
Phenylephrine Hydrochloride 
Syrup

Each 5ml contains: 
Dextromethorphan Hydrobromide IP 10mg
Bilastine IP 3.3mg
Phenylephrine Hydrochloride IP 5mg                                  

Syrup

M/s Pure and Cure Healthcare 
Pvt. Ltd. / M/s Cadila 
Pharmaceutical Limited 20-07-24

Clarification sought 
from company on 

31.07.2024

131 RPON2024070357 124070007

Dapagliflozin, Vildagliptin (As 
Sustained release) and 
Metformin Hydrochloride (as 
Sustained Release) Tablets

Each uncoated  bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Vildagliptin (As Sustained release)  IP 100mg
Metformin Hydrochloride (as Sustained Release)  IP 
1000mg

Tablet

M/s Synokem Pharmaceutical 
Ltd. / M/s Blue Cross 
Laboratories Ltd.

21-07-24
Draft working sheet 

uploaded

132 RPON2024070358

Telmisartan, Cilnidipine & 
Chlorthalidone Tablets

Each film coated  tablet contains:
Telmisartan IP 40mg
Cilnidipine IP 10mg
Chlorthalidone IP 6.25mg

Tablet

M/s Windlas Biotech Ltd. / M/s 
Emcure Pharmaceuticals Limited

23-07-24 Under examination

133 RPON2024070359

Itraconazole Capsule BP 
(Supra-Bioavailable 
formulation)

Each hard gelatin capsule contains:
Itraconazole IP 50mg Capsule

M/s Pure and Cure Healthcare 
Pvt. Ltd. / M/s Biological E. 
Limited

23-07-24 Under examination

134 RPON2024070360

Bilastine & Montelukast Oral 
Suspension

Each 5ml contains:
Bilastine 10mg
Montelikast Sodium IP eq. to Montelukast 4mg

Suspension

M/s Mascot Health Series Pvt. 
Ltd. / M/s Biological E. Limited 23-07-24 Under examination

135 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

23-07-24 Under examination

136 RPON2024070362 124070010

Amlodipine, Telmisartan and 
Metoprolol Succinate 
(Extended Release) tablet 

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 47.50mg eq. to Metoprolol 
Tartrate 50mg (as extended release)
Telmisartan IP 40mg
Amlodipine Besilate IP eq. to Amlodipine 5mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Cipla 
Limited 23-07-24 Under examination

137 RPON2024070368 124070016

Levosalbutamol & 
Ipratropium Bromide 
Inhalation solution

Each 2.5ml respule contains:
Levosalbutamol Sulphate IP eq. to Levosalbutamol 
1.25mg
Ipratropium Bromide IP eq. to Ipratropium (Anhydrous) 
500mcg

Respules

M/s Higgs Healthcare / M/s 
Mankind Prime Labs Pvt. Ltd.

24-07-24 Under examination

138 RPON2024070369 124070011

Ceftraxone & Tazobactam 
Injection

Each vial contains:
Sterile Ceftraxone Sodium IP eq. to Ceftriaxone 250mg
Sterile Tazobactam Sodium eq. to Tazobactam 31.25mg Injection

M/s GMH Organics / M/s 
Aurobindo Pharma Limited 

24-07-24
Clarification sought 
from company on 

30.07.2024

139 RPON2024070370 124070012

Ceftraxone & Tazobactam 
Injection

Each vial contains:
Sterile Ceftraxone Sodium IP eq. to Ceftriaxone 500mg
Sterile Tazobactam Sodium eq. to Tazobactam 62.5mg Injection

M/s GMH Organics / M/s 
Aurobindo Pharma Limited 

24-07-24
Clarification sought 
from company on 

30.07.2024



Sl. 
No.

Acknowledgement  
Number

IPDMS 
Reference 

Number

Name of the Formulation / 
Brand Name

Strength Unit 
Manufacturer & Marketing 

Company 
Date   of   receipt of 

application
STATUS

140 RPON2024070371 124070019

Ceftazidime and Avibactam 
powder for concentrate for 
solution for infusion

Each vial contains:
Sterile Ceftazidime Pentahydrate IP eq. to Ceftazidime 
2.0gm
(added Sodium carbonate as buffering agent)
Sterile Avibactam Sodium eq. to Avibactam 0.5gm

Injection

M/s GMH Organics / M/s 
Aurobindo Pharma Limited 

24-07-24 Under examination

141 RPON2024070363 124070018

Atorvastatin and Aspirin 
Capsule 

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 10mg,
Aspirin IP 150mg (As two enteric coated tablet USP 
75mg)

Capsule

M/s Unison Pharmaceuticals Pvt. 
Ltd.

24-07-24 Under examination

142 RPON2024070366 124070017

Atorvastatin and Aspirin 
Capsule 

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20mg,
Aspirin IP 75mg (As gastro-resistant tablet IP) Capsule

M/s Unison Pharmaceuticals Pvt. 
Ltd.

24-07-24 Under examination

143 RPON2024070365 124070020
Atorvastatin and Aspirin 
Capsule 

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20mg,
Aspirin IP 150mg (As gastro-resistant tablet IP)

Capsule
M/s Unison Pharmaceuticals Pvt. 
Ltd. 25-07-24 Under examination

144 RPON2024070364 124070021

Atorvastatin, Clopidogrel and 
Aspirin Capsule 

Each hard gelatine capsule contains:
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg 
Atorvastatin Calcium IP eq. to Atorvastatin 10mg (as film 
coated tablet),
Aspirin IP 75mg (As enteric coated tablet IP)

Capsule

M/s Surien Pharmaceuticals (P) 
Ltd. / M/s Unison 
Pharmaceuticals Pvt. Ltd. 25-07-24 Under examination

145 RPON2024070367 124070022

Atorvastatin, Clopidogrel and 
Aspirin Capsule 

Each hard gelatine capsule contains:
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg 
Atorvastatin Calcium IP eq. to Atorvastatin 20mg (as film 
coated tablet),
Aspirin IP 75mg (As enteric coated tablet IP)

Capsule

M/s Surien Pharmaceuticals (P) 
Ltd. / M/s Unison 
Pharmaceuticals Pvt. Ltd. 25-07-24 Under examination

146 RPON2024070372 124070026

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg

Tablet

M/s Exemed Pharmaeuticals  / 
M/s Medley Pharmaceuticals Ltd. 26-07-2024

Complete application 
31.07.2024

Under examination

147 RPON2024070373 124070027

Sitagliptin Phosphate, 
Metformin Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg

Tablet

M/s Exemed Pharmaeuticals  / 
M/s Medley Pharmaceuticals Ltd. 26-07-2024

Complete application 
31.07.2024

Under examination

148 RPON2024070374

Ferrous Bis-glycinate, Folic 
Acid,
Zinc Bis-glycinate & Vitamin 
B12  (Cyanocobalamin) 
Tablets

Each film coated tablet contains:
Ferrous Bis-glycinate eq. to Elemnetal Iron 60mg
Zinc Bis-glycinate eq. to Elemental Zinc 15mg
Folic Acid IP 1mg
Vitamin B12 IP 15mcg (Cyanocobalamin)

Tablet

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

29-07-24
Clarification sought 
from company on 

31.07.2024

149 RPON2024070375 124070008
Ibuprofen and Paracetamol 
Suspension

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

Suspension
M/s Innova Captab Pvt. Ltd. / Dr. 
Reddy Laboratories Ltd. 29-07-24 Under examination

150 RPON2024070376 124070009

Diclofenac Sodium,  
Paracetamol & Chlorzoxazone 
Tablets

Each uncoated tablet contains:
Diclofenac Sodium IP 50mg,
Paracetamol IP 325mg
Chlorzoxazone USP 250mg

Tablet

M/s Innova Captab Limited / Dr. 
Reddy Laboratories Ltd.

29-07-24 Under examination
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151 RPON2024070377 124070025

Diclofenac Sodium,  
Paracetamol & 
Serratiopeptiopeptidase 
Tablets

Each film coated tablet contains:
Diclofenac Potassium BP 50mg,
Paracetamol IP 325mg
Serratiopeptdase IP 10mg (As enteric coated granules eq. 
to 20000 Serratiopeptidase Units)

Tablet

M/s Innova Captab Limited / Dr. 
Reddy Laboratories Ltd.

29-07-24 Under examination

152 RPON2024070378

L-Carnitine, Methylcobalamin 
& Folic Acid Tablets

Each film coated tablet contains:
L-Carnitine L-Tartate eq. to  L-Carnitine 500mg
Methylcobalamin IP 1500mcg
Folic Acid IP 1.5mg

Tablet

M/s J.K. Prints Pack (Pharma 
Division) / M/s Cadila 
Pharmaceuticals Ltd. 29-07-24 Under examination

153 RPON2024070379

Telmisartan & Indapamide 
(Sustained release) tablets

Each film coated bilayered tablet contains:
Telmisartan IP 40mg
Indapamide IP 1.5mg (As Sustained release form)

Tablet

M/s Mascot Health Series Pvt. 
Ltd. / M/s Eris Lifesciences 
Limited

30-07-24 Under examination

154 RPON2024070380 124070028
Acyclovir  sustained-release 
Tablets

Each uncoated sustained-release tablet contains:
Acyclovir 1200mg Tablet

M/s Rivpra Formulation Pvt. Ltd. 
/ M/s Mankind Pharma Ltd. 29-07-24 Under examination

155 RPON2024070381 124070029
Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 2.5 mg 
Telmisartan IP 40 mg

Tablet
M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Medley Pharmaceuticals Ltd.

31-07-24 Under examination

156 RPON2024070382 124070030
Bisoprolol Fumarate and 
Telmisartan Tablets

Each film coated tablet contains: 
Bisoprolol Fumarate IP 5 mg 
Telmisartan IP 40 mg

Tablet
M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Medley Pharmaceuticals Ltd.

31-07-24 Under examination

1 RPON2023080384 123080015

Dapagliflozin, Vildagliptin (As 
Sustained release) and 
Metformin Hydrochloride (as 
Sustained Release) Tablets

Each uncoated  bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Vildagliptin (As Sustained release)  IP 100mg
Metformin Hydrochloride (as Sustained Release)  IP 
500mg

Tablet

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

28-08-23
Considered in 125th 
Authority Meeting

2 RPON2023120515 123120005

Dapagliflozin, Sitagliptin and 
Metformin Hydrochloride 
(ER) Tablets

Each film coated tablet contains:
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Metformin Hydrochloride IP 500mg (extended release)

Tablet

M/s Synokem Pharmaceuticals 
Limited / M/s Unison 
Pharmaceuticals Pvt. Ltd.

09-12-23
Considered in 125th 
Authority Meeting

3 RPON2023120516 123120006

Dapagliflozin, Sitagliptin and 
Metformin Hydrochloride 
(ER) Tablets

Each film coated tablet contains:
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 
100mg
Metformin Hydrochloride IP 1000mg (extended release)

Tablet

M/s Synokem Pharmaceuticals 
Limited / M/s Unison 
Pharmaceuticals Pvt. Ltd.

09-12-23
Considered in 125th 
Authority Meeting

4 RPON2024060280 124060005

Teneligliptin, Dapagliflozin & 
Metformin Hydrochloride 
(Sustained Release) Tablets

Each film coated bilayer tablet contains:
Teneligliptin Hydrobromide Hydrate IP eq. to 
Teneligliptin 20mg
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (As Sustained 
Release)

Tablet

M/s Synokem Parmaceuticals Ltd. 
/ M/s Glenmark Pharmaceuticals 
Limited

07-06-24

Applied formulation 
already considered as 

WPA case in 125th 
Authority Meeting 

STATUS OF WITHOUT PRICE APPROVAL (WPA)  CASES
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5 RPON2024060281 124060006

Teneligliptin, Dapagliflozin & 
Metformin Hydrochloride 
(Sustained Release) Tablets

Each film coated bilayer tablet contains:
Teneligliptin Hydrobromide Hydrate IP eq. to 
Teneligliptin 20mg
Dapagliflozin Propanediol Monohydrate eq. to 
Dapagliflozin 10mg
Metformin Hydrochloride IP 1000mg (As Sustained 
Release)

Tablet

M/s Synokem Parmaceuticals Ltd. 
/ M/s Glenmark Pharmaceuticals 
Limited

07-06-24

Applied formulation 
already considered as 

WPA case in 125th 
Authority Meeting 


