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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 working sheet uploaded

2 RPON2023100437

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 Skymap Pharmaceuticals Pvt. Ltd. 
/M/s Quality Bestochem Formulations 
(P) Ltd. 17-10-23

Clarification sought from 
SLA Uttarakhand

3 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 Refer to M&E Division

4 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 Refer to M&E Division

5 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

Clarification received from 
company and case under 

examination

6 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

Clarification received from 
company and case under 

examination

7 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

Clarification received from 
company and case under 

examination

8 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 Refer to DCGI

9 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

Clarification received from 
company and case under 

examination

10 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

Clarification received from 
company and case under 

examination

11 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 Under examination
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12 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 Under examination

13 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 working sheet uploaded

14 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 Refer to DCGI

15 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 working sheet uploaded

16 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 To be placed in MDC

17 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 To be placed in MDC

18 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 working sheet uploaded

19 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

Clarification received from 
company and case under 

examination

20 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

Clarification received from 
company and case under 

examination

21 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

13-05-24
Clarification sought from 

DCGI

22 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 working sheet uploaded
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23 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
Clarification received from 

company and case under 
examination

24 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
Clarification received from 

company and case under 
examination

25 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 working sheet uploaded

26 RPON2024050219 124050016

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.

16-05-24
Clarification sought from 

company 

27 RPON2024050220 124050017

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.

16-05-24
Clarification sought from 

company 

28 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 working sheet uploaded

29 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 working sheet uploaded

30 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 sought from 
DCGI

31 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 working sheet uploaded

32 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 working sheet uploaded

33 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 working sheet uploaded

34 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 working sheet uploaded
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35 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 working sheet uploaded

36 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 working sheet uploaded

37 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 working sheet uploaded

38 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 21-05-24

Clarification sought from 
company

39 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 Under examination

40 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 22-05-24

Clarification sought from 
company

41 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 working sheet uploaded

42 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 working sheet uploaded

43 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 working sheet uploaded

44 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 working sheet uploaded

45 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 working sheet uploaded

46 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 Under examination

47 RPON2024050247 124050035

Atorvastatin, Clopidogrel & 
Aspirin Capsule 

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 10mg (Asfilm coated 
tablet),
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg,
Aspirin IP 75mg (As gastro-resistant Tablet)

Capsule

M/s Unison Pharmaceuticals Pvt. Ltd.

25-05-24
Clarification sought from 

company
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48 RPON2024050248 124050036

Atorvastatin, Clopidogrel & 
Aspirin Capsule 

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

Capsule

M/s Unison Pharmaceuticals Pvt. Ltd.

25-05-24
Clarification sought from 

company

49 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
Clarification received from 

company and case under 
examination

50 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 To be placed in MDC

51 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 27-05-24

Clarification received from 
company and case under 

examination

52 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 27-05-24

Clarification received from 
company and case under 

examination

53 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
Clarification sought from 

company

54 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
Clarification sought from 

company

55 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 working sheet uploaded

56 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 working sheet uploaded

57 RPON2024050258
Telmisartan and 
Hydrochlorothiazide Tablets

Each Uncoated Bilayered Tablet Contains:
Telmisartan IP 40mg 
Hydrochlorothiazide IP 12.5mg

Capsule
M/s Hetero Labs Limited / M/s Hetero 
Healthcare Ltd. 28-05-24

Clarification sought from 
company

58 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 working sheet uploaded
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59 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 Under examination

60 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 working sheet uploaded

61 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

62 RPON2024050263

Cefixime and Ofloxacin Oral 
suspension

Each 5ml of recostituted suspenssion contains:
Cefixime Trihydrate IP eq. to Cefixime 50mg
Ofloxacin IP 50mg

Oral powder 
for suspension

M/s Saitech Medicare Pvt. Ltd. / M/s 
Biological E. Limited

31-05-24 Under examination

63 RPON2024050264
Telmisartan and Cilnidipine tablet Each film coated tablet contains:

Telmisartan IP 40mg
Cilnidipine IP 20mg

Tablet
M/s Saitech Medicare Pvt. Ltd. / M/s 
Biological E. Limited 31-05-24 Under examination

64 RPON2024050265 124050044
Lactulose Enema 20% Each ml contains:

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

Liquid
M/s Alkem Laboratories Limited

31-05-24 Under examination

65 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 Under examination

66 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 Under examination

67 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 Under examination

68 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 Under examination

69 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 Under examination

70 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 Under examination

71 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 Under examination
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72 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 Under examination

73 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 06-06-24 Under examination

74 RPON2024060277 124050039

Atorvastatin, Clopidogrel and 
Aspirin Capsule 

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

M/s Ravenbhel Healthcare Pvt. Ltd. / 
M/s Ipca Laboratories Ltd.

06-06-24 Under examination

75 RPON2024060278 124050040

Atorvastatin, Clopidogrel and 
Aspirin Capsule 

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

M/s Ravenbhel Healthcare Pvt. Ltd. / 
M/s Ipca Laboratories Ltd.

06-06-24 Under examination

76 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 Under examination

77 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 Under examination

78 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 Under examination

79 RPON2024060282 124060007

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.

08-06-24 Under examination

80 RPON2024060283 124060008

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.

08-06-24 Under examination

81 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

Clarification sought from 
company
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82 RPON2024060285
Acyclovir  sustained-release 
Tablets

Each uncoated sustained-release tablet contains:
Acyclovir 1200mg

Capsule
M/s Rivpra Formulation Pvt. Ltd. / M/s 
Mankind Pharma Ltd.

11-06-24 Under examination

83 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 Under examination

84 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 Under examination

85 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 Under examination

86 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 Under examination

87 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 Under examination

88 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 Under examination

89 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 Under examination

90 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 Under examination

91 RPON2024060294 124060015

Glimepiride & Metformin 
Hydrochloride  prolonged release 
tablet

Each uncoated Bilayered tablet contains:
Glimepiride IP 0.5mg 
Metformin Hydrochloride IP 500mg (in prolonged Release) Tablet

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

13-06-24 Under examination

92 RPON2024060295
Omeprazole Delayed Release 
Orally Disintegrating Tablets

Each Delayed Release Orally Disintegrating Tablets contains:
Omeprazole IP 20mg Tablet

Dr. Reddy's Laboratories Ltd.
13-06-24 Under examination

93 RPON2024060296
Omeprazole Delayed Release 
Orally Disintegrating Tablets

Each Delayed Release Orally Disintegrating Tablets contains:
Omeprazole IP 10mg Tablet

Dr. Reddy's Laboratories Ltd.
13-06-24 Under examination

94 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 Under examination
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95 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 Under examination

96 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. 13-06-24 Under examination

97 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. 13-06-24 Under examination


