
Sl. 
No.

Acknowledgement  
Number

IPDMS 
Reference 

Number

Name of the Formulation / 
Brand Name

Strength
Unit 

Manufacturer & Marketing 
Company Date of receipt of 

application
STATUS

1 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.
16-04-2024

Complete application 
08.07.2024

Placed in 128 th 
Authority Meeting

2 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 Placed in 64th MDC

3 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

Clarification sought 
from DCGI dated 

02.09.2024
reminder dated 

03.10.2024

4 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 23-07-2024

Complete application 
12.09.2024

Under examination

5 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 application 

11.09.2024
Under examination

6 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

29-07-2024
Complete application 

10.10.2024

Placed in 128 th 
Authority Meeting

STATUS OF RETAIL PRICE APPLICATIONS AS ON 15.12.2024



7 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
Clarification Sought 

from  Company on 21-
11-24

8 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
Clarification Sought 

from  Company on 21-
11-24

9 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.
29-07-2024 Complete 

application 29.10.2024
Placed in 128 th 

Authority Meeting

10 RPON2024080383

Famotidine, Calcium 
Carbonate & Magnesium 

Hydroxide Chewable 
Tablets

Each Chewable tablet contains:
Famotidine IP 10mg

Calcium Carbonate IP 800mg
Magnesium Hydroxide IP 165mg

Tablet

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

Healthcare Ltd.

01-08-2024
Complete application 

21.09.2024

Placed in 128 th 
Authority Meeting

11 RPON2024080384

Dextromethorphan 
Hydrobromide, Bilastine &

Phenylephrine 
Hydrochloride Syrup

Each 5ml contains: 
Dextromethorphan Hydrobromide IP 

10mg
Bilastine IP 3.3mg

Phenylephrine Hydrochloride IP 5mg                                  

ml

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

Healthcare Ltd. 01-08-2024
Complete application 

04.09.2024

Placed in 128 th 
Authority Meeting

12 RPON2024080387

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 Marine Medicare Pvt. Ltd. / 
M/s Nicholas Healthcare 

Limited 02-08-2024 Complete 
application 25.10.2024

Placed in 128 th 
Authority Meeting

13 RPON2024080395

Ceftriaxone, Disodium 
Edetate and Sulbactam 
Powder for Solution for 

Infusion.

Each vial contains:
Ceftriaxone Sodium IP eq. to 

Ceftriaxone 1000mg
Sulbactam Sodium USP eq. to 

Sulbactam 500mg 
Disodium Edetate IP 37mg

Injection

M/s Alkem Healthcare (A Unit 
of Alkem Laboratories Ltd.) / 
M/s Alkem Laboratories Ltd 07-08-2024

Complete application 
25.09.2024

Placed in 128 th 
Authority Meeting

14 RPON2024080396

Ceftriaxone, Disodium 
Edetate and Sulbactam 
Powder for Solution for 

Infusion.

Each vial contains:
Ceftriaxone Sodium IP eq. to 

Ceftriaxone 2000mg
Sulbactam Sodium USP eq. to 

Sulbactam 1000mg 
Disodium Edetate IP 74mg

Injection

M/s Alkem Healthcare (A Unit 
of Alkem Laboratories Ltd.) / 
M/s Alkem Laboratories Ltd 07-08-2024

Complete application 
25.09.2024

Placed in 128 th 
Authority Meeting



15 RPON2024080399 124080009

Vildagliptin (SR) & 
metformin Hydrocloride 

(SR) tablets

Each film coated bilayered tablet 
contains:

Vildagliptin IP 100 mg (as sustained 
release form) 

Metformin Hydrochloride IP 500 mg 
(as sustained releaese form)

Tablet

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

Remedies Ltd. 08-08-2024
Complete application 

09.09.2024

Placed in 128 th 
Authority Meeting

16 RPON2024080400 124080010

Vildagliptin (SR) & 
metformin Hydrocloride 

(SR) tablets

Each film coated bilayered tablet 
contains:

Vildagliptin IP 100 mg (as sustained 
release form) 

Metformin Hydrochloride IP 1000 mg 
(as sustained releaese form)

Tablet

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

Remedies Ltd. 08-08-2024
Complete application 

09.09.2024

Placed in 128 th 
Authority Meeting

17 RPON2024080404
Tranexamic Acid and 

Mefenamic Acid tablets
Each film coated Tablet contains:

Tranexamic Acid Ip 500 mg 
Mefenamic Acid IP 250 mg 

Tablet
M/s Pure and cure healthcare 

pvt. Ltd./
M/s Pharmed limited

10-08-2024 Placed in 128 th 
Authority Meeting

18 RPON2024080407 124080012

Tacrolimus Ointment 0.1% 
w/v

Composition
tacrolimus I.P. eq. to Anhudrous 

Tacrolimus 0.1%w/v ointment base Gm

M/s Rivpra formulations pvt. 
Ltd./

M/s RPG life sciences ltd.

13-08-2024
Complete application 

04.09.2024
Placed in 128 th 

Authority Meeting

19 RPON2024080408 124080011

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 14-08-2024

Complete application 
12.09.2024

Clarification recieved 
from DCGI dated 

19.11.2024 
Under Examination

20 RPON2024080409

Vitamin D3 Oral Drops  800 
IU

Each ml contains:
Cholecalciferol (vitamin D3)IP 800 IU

Drops

M/s Akums Drugs & 
Phharmaceuticals ltd. 21-08-2024

Complete application 
01.09.2024

Placed in 128 th 
Authority Meeting

21 RPON2024080410

Telmisartan & Indapamide 
(Sustained release) tablets

Each Uncoated bilayered tablet 
contains:

Telmisartan IP 40mg
Indapamide IP 1.5mg (As Sustained 

release form)

Tablet

M/s Windlas Biotech Ltd. / 
M/s Eris Lifesciences Limited

23-08-2024 Placed in 128 th 
Authority Meeting

22 RPON2024080416 124080017

Acebrophylline 100 mg and 
N-Acetylcysteine 600 mg

Each film coated  tablet contains:
Acebrophylline 100 mg 

 N-Acetylcysteine 600 mg Tablet

M/s win Medicare pvt. Ltd./ 
M/s Modi- mundipharma pvt. 

Tld.

28-08-2024
Complete application 

05.09.2024
Placed in 128 th 

Authority Meeting



23 RPON2024080417

Pantoprazole & cinitapride 
SR capsules

Each hard gelatine  capsule contains:
Pantoprazole Sodium IP  eq. to 

Pantoprazole 40 mg (as enteric coated 
tablets)

Cinitapride  Hydrogen tartrate eq. to 
Cinitapride (as Sustained relaease 

tablet)3 mg

Capsules

M/s Pure and Cure healthcare 
pvt. Ltd./

M/s Dr. Reddy's Laboratories 
ltd.

29-08-2024
Complete application 

21.09.2024
Placed in 128 th 

Authority Meeting

24 RPON2024080418 124080018

Ceftazidime+Avibactam 
2000/500mg Injection

Each vial contains:
Sterile Ceftazidime Pentahydrate IP eq. 
ti Anhydrous Ceftazidime 2 mg (added 
sodium Carbonate as buffering agent)

Sterile Avibactam sodium eq. to 
Avibactam 0.5 gm

Injection

M/s Gmh organics  Add :GMH 
Organics Baddi - Jhar Majri 

Road/
M/s Aurbindo Pharma Limited

29-08-2024
Complete application 

13.09.2024
Placed in 128 th 

Authority Meeting

25 RPON2024080419 124080019

Multivitamin & 
Multimineral Drops 15 ml

Each ml contians :
Cholecalciferol (as Stabilized)IP 200 IU

Pyridoxine HCL IP  0.5mg
Niacinamide IP 5mg

Cyanocobalamin IP 1mcg
sodium selenite Pentahydrate BP eq. 

to elemental selenium 10 mcg
Zinc sulphate Monohydrate IP eq. to 

elemental Zinc 2 mg
Maganese sulphate monohydrate BP 

eq. to elemental Maganese 3 mcg
Sodium molybdate dihydrate BP eq. to 

elemental Molybdenum 1 mcg
L-Lysine Hydrochloride IP 30 mcg

Pottasium Iodine IP eq. to elelmental 
iodine 20 mcg

Biotine IP 5 mcg
Chromium Picolinate IP eq. to 

elemental chromium 1 mcg
Myo-Inositol IP 10 mcg

Beta carotene Dispersion 2.5% 18 mcg

Drops

M/s ordian helath care  global 
pvt. Ltd. /

 M/s Aristo pharmaceuticlas 
pvt. Ltd.

30-08-2024 Placed in 128 th 
Authority Meeting

26 RPON2024090423

Gliclazide MR 30mg 
+Metformin Hydrochloride 

ER 500 mg

Each Uncoated bilayered tablet 
contains:

Metformin Hydrochloride (in 
exteneded- release form) IP 500 mg

Gliclazide (in modified- release from) 
IP 30 mg 

Tablet

M/s Unison Pharmaceuticals 
Pvt. Ltd

04-09-2024
Placed in 128 th 

Authority Meeting



27 RPON2024090424

Gliclazide MR 60mg 
+Metformin Hydrochloride 

ER 500 mg

Each Uncoated bilayered tablet 
contains:

Metformin Hydrochloride (in 
exteneded- release form) IP 500 mg

Gliclazide (in modified- release from) 
IP 60 mg 

Tablet

M/s Unison Pharmaceuticals 
Pvt. Ltd

04-09-2024
Placed in 128 th 

Authority Meeting

28 RPON2024090425 124090001

Cefuroxime and Potassium 
clavulanic Acid 

Each film coated tabletscontains 
Cefuroxime Axetil IP eq. to Cefuroxime 

500 mg 
Potassium Clavulanate Diluted IP eq.  

To Clavulanic Acid 125 mg 

Tablet

M/s Alps communication pvt. 
Ltd./

M/s Aristo laboratories pvt. 
Ltd.

05-09-2024
Placed in 128 th 

Authority Meeting

29 RPON2024090426 124090002

Cholecalciferol (vitamin 
D3)oral solution 60000 IU

Each ml contains:
Cholecalciferol IP (in nano droplet 

form) 60000IU Syrup

M/s Ravenbhel healthcare pvt. 
Ltd./

M/s Aristo laboratories pvt. 
Ltd.

06-09-2024 Complete 
application 27.09.2024

Placed in 128 th 
Authority Meeting

30 RPON2024090427

Gimepiride IP 0.5 mg , 
Voglibose IP 0.2 mg, 

Metformin Hydrochloride 
(SR) 500 mg tab

Each Uncoated Bilayered Tablet 
Contains: 

Glimepiride IP 0.5 mg , Voglibose IP 
0.2 mg, Metformin Hydrochloride IP  
(As sustained release form) 500 mg 

tablet

M/s Windlas Biotech limited/ 
M/s Intas Pharmaceuticlas ltd.

06-09-2024
Placed in 128 th 

Authority Meeting

31 RPON2024090428

Sustained release 
propranolol hydrochloride 
and flunarizine Dihydrae 

tablets

Each uncoated Bilayered tablets 
contains :

Propranolon Hydrochloride IP 40 mg 
(as sustained release) Flunarizine 

Dihydrated IPO eq. to Flunarizine 5 mg

tablet

M/s Akums Drugs & 
Pharmaceuticals ltd./ M/s 

Alkem House 08-09-2024
Complete Application

03-12-2024
Under examination

32 RPON2024090429 124090003
Diclofenac Injection IP 1 ml 

Glass ampoule
Each ml contains Diclofenac sodium 

IP75 mg water for injection IP Injection
M/s Nitin lifesceinces /M/s 
Aristo laboratoires pvt. Ltd. 10-09-2024

Placed in 128 th 
Authority Meeting

33 RPON2024090430

Linagliptin & Metformin 
Hydrochloride (ER) tablets 

Each film coated Bilayered tablet 
contains:

Linagliptin 5 mg 
Metformin hydrochloride IP (as 
extended release form) 500 mg

tablet

M/s Mascot Helathseries 
pvt.ltd./M/s eris lifesciences 

limited 11-09-2024
Placed in 128 th 

Authority Meeting

34 RPON2024090431 124090006

Dapagliflozin, Glimepride, 
Metformin Hydrochloride 
(extended release) tablets 

Each film coated Bilayered tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 1 mg,

Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Helathseries 
pvt.ltd./ M/s Aristo 

laboratories pvt. Ltd.

12-09-2024
Placed in 128 th 

Authority Meeting



35 RPON2024090432 124090007

Dapagliflozin, Glimepride, 
Metformin Hydrochloride 
(extended release) tablets 

Each film coated Bilayered tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 2 mg,

 Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Helathseries 
pvt.ltd./ M/s Aristo 

laboratories pvt. Ltd.

12-09-2024
Placed in 128 th 

Authority Meeting

36 RPON2024090433

Dapagliflozin, Glimepride, 
Metformin Hydrochloride 
(extended release) tablets 

Each film coated Bilayered tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 1 mg,

Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Helath series pvt. 
ltd./

M/s Alembic pharmaceuticals 
ltd.

13-09-2024
Placed in 128 th 

Authority Meeting

37 RPON2024090434

Dapagliflozin, Glimepride, 
Metformin Hydrochloride 
(extended release) tablets 

Each film coated Bilayered tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 2 mg,

 Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Helath series pvt. 
ltd./

M/s Alembic pharmaceuticals 
ltd.

13-09-2024
Placed in 128 th 

Authority Meeting

38 RPON2024090435

 Atorvastatin and Ezetimibe 
tablets (80 mg+10mg) 10 

tab

Each film coated tablet contains: 
Atorvastatin Calcium IP equivalent to 

Atorvastatin  80 mg, Ezetimibe IP 
Excipients q.s. 10 mg

Tablet

M/a Windlas Biotech ltd./
M/s Intas pharmaceuticals ltd.

16-09-2024
Placed in 128 th 

Authority Meeting

39 RPON2024090436

 Sodium Alginate, Sodium 
Bicarbonate, Calcium 

Carbonate 

Each 5 ml contains: Sodium Alginate 
IP  250 mg

Sodium Bicarbonate IP 133.5 mg
Calcium Carbonate IP 80 mg

syrup

M/a Windlas Biotech ltd./
M/s Biological E. ltd. 16-09-2024 complete 

application 03.10.2024
Placed in 128 th 

Authority Meeting

40 RPON2024090439

Glimepiride, Voglibose and 
Metformin Hydrochloride 

(ER) tablets

Each  Uncoated Bi-layered Tablets. 
Contains:Glimepiride IP 1mg, 

Voglibose IP 0.2mg and Metformin HCl 
IP 500mg (Extened Release form)

Tablet

M/s  Mascot helath series Pvt. 
Ltd./ 

M/s German Remedies 
Pharmaceutricals pvt. Ltd.

17-09-2024
Placed in 128 th 

Authority Meeting

41 RPON2024090440

Glimepiride, Voglibose and 
Metformin Hydrochloride 

(ER) tablets

Each  Uncoated Bi-layered Tablets. 
Contains :

Glimepiride IP 2 mg, Voglibose IP 
0.2mg and Metformin HCl IP 500mg 

(Exteneded Release form)

Tablet

M/s  Mascot helath series Pvt. 
Ltd./ 

M/s German Remedies 
Pharmaceutricals pvt. Ltd. 17-09-2024

Placed in 128 th 
Authority Meeting



42 RPON2024090442

enetric coated 
Esomeprazole and 

Domperidone Sustained 
Release capsule

Each Hard Gelatin capsules contains: 
Esomeprazole Magnesium IP eq. to 

Esomeprazole 40 mg (as enetric 
coated tablets) 

Domperidone Maleate IP eq. to 
Domperidone 30 mg (as sustained 

release)

capsules

M/a Windlas Biotech ltd./
M/s Intas pharmaceuticals ltd.

18-09-2024
Placed in 128 th 

Authority Meeting

43 RPON2024090443 124090008

Bisoprolol Fumerate and 
Amlodipine tables 

Each Film coatged tablet contains: 
Bisoprolol Fumerate IP 5 mg 
Amlodipine besylate IP eq. to 

Amlodipine 5 mg
Tablet

M/s Dr. Miltons Laboratoreis 
pvt. Ltd./

M/s Aristo Pharmaceuticals 
pvt. Ltd.

23-09-24
Placed in 128 th 

Authority Meeting

44 RPON2024090444 124090009

Bisoprolol Fumerate and 
Amlodipine tables 

Each Film coatged tablet contains: 
Bisoprolol Fumerate IP 5 mg 
Amlodipine besylate IP eq. to 

Amlodipine 5 mg
Tablet

M/s Dr. Miltons Laboratoreis 
pvt. Ltd./

M/s Aristo Pharmaceuticals 
pvt. Ltd.

23-09-24
Placed in 128 th 

Authority Meeting

45 RPON2024090445 124090010

Telmisartan + Cilnidipine  + 
Chlorthalidone 

Each Film coated tablet 
contains:Telmisartan IP 40 MG + 

Cilnidipine IP 10 MG + Chlorthalidone 
IP 12.50 MG

Tablet

M/s Pure and cure Healthcare 
pvt. Ltd./ M/s Torrent 
pharmaceuticals ltd. 24-09-24

Placed in 128 th 
Authority Meeting

46 RPON2024090446

Sitagliptin  + Dapagliflozin + 
Metformin Hydrochloride 

(extended release) Tab 

Each Film Coated Bilayered Tablet 
Contain: Sitagliptin phosphate 

monohydrate IP eq. to sitagliptin 
100mg 

Dapagliflozin propandiol USP eq. to 
dapagliflozin  10mg 

Metformin hydrochloride IP (As an 
extended release form) 1000mg 

Tablet

M/s  Mascot helath series Pvt. 
Ltd./ 

M/s FDC limited

24-09-2024 Complete 
application 25.10.2024

Placed in 128 th 
Authority Meeting

47 RPON2024090447

Sitagliptin  + Dapagliflozin + 
Metformin Hydrochloride 

(extended release) Tab 

Each Film Coated Bilayered Tablet 
Contain: Sitagliptin phosphate 

monohydrate IP eq. to sitagliptin 
100mg 

Dapagliflozin propandiol USP eq. to 
dapagliflozin  10mg 

Metformin hydrochloride IP (As an 
extended release form) 500mg 

Tablet

M/s  Mascot helath series Pvt. 
Ltd./ 

M/s FDC limited

24-09-2024 Complete 
application 25.10.2024

Placed in 128 th 
Authority Meeting

48 RPON2024090448

Cefuroxime Axetil & 
Potassium Clavulanate 

Tablets

Each film coated tablet contains:
Cefuroxime Axetil IP eq. to Cefuroxime 

500mg 
Potassium Clavulanate Diluted IP Eq. 

to Clavulanic Acid 125mg

Tablet

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

Limited 25-09-24
Placed in 128 th 

Authority Meeting



49 RPON2024090449 124090013

Cholecalciferol (vitamin 
D3)oral solution 60000 IU

Each ml contains:
Cholecalciferol IP (in nano droplet 

form) 60000IU Syrup

M/s Ravenbhel healthcare pvt. 
Ltd./

M/s Macleods Pharmaceuticals 
Ltd.

26-09-24
Placed in 128 th 

Authority Meeting

50 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 
application 25.10.2024 

Under 
Examination

51 RPON2024090451

Paracetamol Infusion IP Each 100 ml Contains:
Paracetamol IP 1000mg
water for injections IP Injection

M/s Pure and cure Healthcare 
pvt. Ltd./ M/s Hetero 

Healthcare ltd. 27-09-24

clarification sought 
from company 14-11-

2024
reminder dated 17-12-

24

52 RPON2024090452 124090011

Clindipine & Metoprolol 
Succinate (ER) Tablets

Each film coated bilayered tablet 
contains:

Clindipine IP 10mg 
Metoprolol Succinate USP 23.75mg eq. 

to Metoprolo Tartrate 25mg (in 
extended release from)

Tablet

M/s Ravenbhel healthcare pvt. 
Ltd./

M/s Mankind Pharma Ltd.
28-09-24

Placed in 128 th 
Authority Meeting

53 RPON2024090453 124090012

Clindipine & Metoprolol 
Succinate (ER) Tablets

Each film coated bilayered tablet 
contains:

Clindipine IP 10mg 
Metoprolol Succinate USP 47.5mg eq. 

to Metoprolo Tartrate 25mg (in 
extended release from)

Tablet

M/s Ravenbhel healthcare pvt. 
Ltd./

M/s Mankind Pharma Ltd.
29-09-24

Placed in 128 th 
Authority Meeting

54 RPON2024090454

Atorvastatin & Ezetimibe 
Tablets.

Each film Coated tablet contains:
Atorvastatin Calcium IP eq. to 

Atorvastatin 40 mg 
Ezetimibe IP 10 mg

Tablet

M/s Pure and cure Healthcare 
pvt. Ltd./ M/s Sun Pharma 

Laboratories limited 30-09-24
Placed in 128 th 

Authority Meeting

55 RPON2024090455

Atorvastatin & Ezetimibe 
Tablets.

Each film Coated tablet contains:
Atorvastatin Calcium IP eq. to 

Atorvastatin 40 mg 
Ezetimibe IP 10 mg

Tablet

M/s Pure and cure Healthcare 
pvt. Ltd./ M/s Sun 

Pharmaceuticals Industries 
limited

30-09-24
Placed in 128 th 

Authority Meeting

56 RPON2024090456

Atorvastatin & Ezetimibe 
Tablets.

Each film Coated tablet contains:
Atorvastatin Calcium IP eq. to 

Atorvastatin 20 mg 
Ezetimibe IP 10 mg

Tablet

M/s Sun Pharma Laboratories 
limited/ M/s Sun 

Pharmaceuticals Industries 
limited

30-09-24
Placed in 128 th 

Authority Meeting

57 RPON2024090457

Atorvastatin & Ezetimibe 
Tablets.

Each film Coated tablet contains:
Atorvastatin Calcium IP eq. to 

Atorvastatin 20 mg 
Ezetimibe IP 10 mg

Tablet

M/s Sun Pharma Laboratories 
limited

30-09-24
Placed in 128 th 

Authority Meeting

58 RPON2024090458

Paracetamol & Mefenamic 
Acid Suspension

Each 5 ml contains:
Paracetamol IP 250 mg

Mefanamic Acid IP 100 mg Suspension

M/s Tirupati Medicare ltd./
M/s Dr. reddy's laboratories 

limited

30-09-2024
Complete application 

13.10.2024

Placed in 128 th 
Authority Meeting



59 RPON2024090459

Metformin oral solution IP Each 1 ml oral solution contains:
Metformin Hydrochloride IP 500mg Oral 

Suspension

M/s Eris therapeutics limited

01-10-24 Placed in 64th MDC

60 RPON2024090460

Itraconazole BP 50 mg Each ahrd gelatin capsules conains:
Itraconazole BP 50 mg

capsules

M/s Pure and cure heatlhcare 
pvt. Ltd./

M/s Biological E. Limited
01-10-2024 Complete 

application 19.10.2024
Placed in 128 th 

Authority Meeting

61 RPON2024090461

Paracetamol IP  & 
Mefenamic Acid Suspension 

Each 5 ml contains:
Paracetamol IP 125 mg

Mefenamic Acid IP 50 mg Suspension

M/s Trupati Medicare Limited /
M/s Dr. reddy's laboratories 

limited

01-10-2024
Complete application 

13.10.2024

Placed in 128 th 
Authority Meeting

62 RPON2024100462 124100001

Paracetamol, caffeine 
Anhydrous, Phenylephrine 
HCL & Chlorepheniramine 

Maleate tablets 

Each Uncoated tablet contains:
Paracetamol IP 650 mg

caffeine Anhydrous IP 30 mg
Phenylephrine HCL IP 10 mg

Chlorpheniramine Maleate IP 2 mg

Tablet

M/s Dallas drugs pvt. Ltd./
M/s Centure pharmaceuticals 

pvt. Ltd.
03-10-2024

Complete application 
16.11.2024

under Examiantion

63 RPON2024100463 124100002

Paracetamol, caffeine 
Anhydrous, Phenylephrine 
HCL & Chlorepheniramine 

Maleate tablets 

Each Uncoated tablet contains:
Paracetamol IP 500 mg

caffeine Anhydrous IP 30 mg
Phenylephrine HCL IP 10 mg

Chlorpheniramine Maleate IP 2 mg

Tablet

M/s Dallas drugs pvt. Ltd./
M/s Centure pharmaceuticals 

pvt. Ltd.
03-10-2024

Complete application 
16.11.2024

under Examiantion

64 RPON2024100464

Paracetamol, Phenylephrine 
Hydrochloride, 

Chlorpheniramine Maleate, 
Ammonium Chloride, 

Sodium Citrate & Menthol 
Suspension

Each 5 ml contains:
Paracetamol IP 250 mg

Phenylephrine Hydrochloride IP 5 mg
Chlorpheniramine Maleate IP 2 mg

Ammonium Chloride IP 120 mg
Sodium Citrate IP 60 mg 

Menthol IP 1 mg

Suspension

M/s Healcure lifesciecnes/ M/s 
Plenteous pharmaceuticals ltd.

07-10-2024
Complete application 

05-12-2024
Under examination

65 RPON2024100465

Diclofenac sodium & 
Thiocolchicoside capsule 

(50mg + 4 mg)

Each Hard Gelatin Capsules contains:
Diclofenac sodium IP 50 mg (as 

Diclofenac sodium Gastro- Resistant 
tablets IP)

Thiocolchicoside IP 4 mg (as uncoated 
Thiocolchicoside tablet)

capsules

M/s Akums Drugs & 
Pharmaceuticals ltd./ 

M/s Dr. Reddy's laboratories 
ltd. 08-10-2024

clarification sought 
from company 14-11-

2024

66 RPON2024100466

Glimepiride IP 0.5mg, 
Voglibose IP 0.2mg, 

Metformin Hydrochloride IP 
500mg (as sustained release 

form).

Each uncoated bilayered tablet 
contains:

Glimepiride IP 0.5mg
Voglibose IP 0.2mg

Metformin Hydrochloride IP 500mg 
(as sustained release form)

Tablet

M/s windlas Biotech ltd./
M/s Lupin Limited

08-10-2024
Complete application 

16.10.2024
Placed in 128 th 

Authority Meeting



67 RPON2024100470

 Paracetamol and 
Mefenamic Acid Suspension.

Each 5 ml contains : 
Paracetamol IP 125 mg and 

Mefenamic Acid IP 50 mg Suspension. Suspension

M/s Skymap Pharmaceuticals 
Pvt. Ltd./ M/s German 

Remedies Pharmaceuticals Pvt. 
Ltd.

09-10-2024 Placed in 128 th 
Authority Meeting

68 RPON2024100471

Telmisartan, Amlodipineand 
Hydrochlorothiazide IP  

Tablets

Each Film Coated Tablet contains:
Telmisartan IP 40 mg

 Amlodipine Besylate IP 5 mg and 
Hydrochlorothiazide IP 12.5 mg Tablet

M/s Skymap Pharmaceuticals 
Pvt. Ltd./ M/s German 

Remedies Pharmaceuticals Pvt. 
Ltd.

11-10-2024
Complete application 

25.10.2024
Placed in 128 th 

Authority Meeting

69 RPON2024100472

Telmisartan & Cilnidipine 
Tablets

Each Film Coated Tablet contains:
Telmisartan IP 40 mg
 Cilnidipine IP 10 mg Tablet

M/s Skymap Pharmaceuticals 
Pvt. Ltd./ M/s German 

Remedies Pharmaceuticals Pvt. 
Ltd.

11-10-2024 Placed in 128 th 
Authority Meeting

70 RPON2024100473

Telmisartan & 
Chorthalidone Tablets

Each uncoated Tablet contains:
Telmisartan IP 40 mg

 Chorthalidone IP 12.5 mg Tablet

M/s Skymap Pharmaceuticals 
Pvt. Ltd./ M/s German 

Remedies Pharmaceuticals Pvt. 
Ltd.

11-10-2024 Placed in 128 th 
Authority Meeting

71 RPON2024100474 124100003

Paracetamol, Phenylephrine 
Hydrochloride &

Chlorpheniramine Maleate 
Tablets

Each uncoated Tablet contains:
Paracetamol 500mg 

Phenylephrine Hydrochloride 10mg 
Chlorpheniramine Maleate 2 mg

Tablet

M/s East African (I) Overseas 
/M/s Medley Pharmaceuticals 

Ltd.
11-10-2024

Complete application 
12.11.2024

Draft working sheet 
Uploaded

72 RPON2024100475 124100004

Sitagliptin & Metformin 
Hydrochloride (sustained 

Release) tablets 

Each Film Coated Bilayered tablets 
contains:

Sitagliptin Phosphate Monohydrate IP 
eq. to sitagliptin 100 mg

Metformin Hydrochloride IP 500 Mg 
(as sustained release form)

Tablet

M/s Pure and Cure healthcare 
pvt. Ltd./

M/s Primus Remedies Pvt. Ltd. 14-10-2024
Complete application 

08.11.2024

Draft working sheet 
Uploaded

73 RPON2024100476 124100005

Sitagliptin & Metformin 
Hydrochloride (sustained 

Release) tablets 

Each Film Coated Bilayered tablets 
contains:

Sitagliptin Phosphate Monohydrate IP 
eq. to sitagliptin 100 mg

Metformin Hydrochloride IP 1000 Mg 
(as sustained release form)

Tablet

M/s Pure and Cure healthcare 
pvt. Ltd./

M/s Primus Remedies Pvt. Ltd.
14-10-2024

Complete application 
08.11.2024

Draft working sheet 
Uploaded

74 RPON2024100477

Etamsylate & Tranexamic 
Acid Tablets

Each Film Coated  tablet contains:
Etamsylate BP 250 mg 

Tranexamic Acid IP 250 mg Tablet

M/s Skymap Pharmaceuticals 
Pvt. Ltd./ M/s German 

Remedies Pharmaceuticals Pvt. 
Ltd.

17-10-2024 Placed in 128 th 
Authority Meeting

75 RPON2024100478

Cefadroxil & Potassium 
Clavulante dispersible 

tablets

Each uncoated dispersible tablet 
contains:

Cefadroxil Monohydrate IP eq. to 
Anhydrous Cefadroxil 250 mg 

Potassium Clavulante Diluted IP eq. to 
Clavulanic Acid 62.5 mg

Tablet

M/s Innova Captab Limited / 
Ms Indoco Remedies Ltd.

18-10-2024
Complete application 

13.11.2024

Draft working sheet 
Uploaded



76 RPON2024100479

Cefadroxil & Potassium 
Clavulante  tablets

Each film coated tablet contains:
Cefadroxil Monohydrate IP eq. to 

Anhydrous Cefadroxil 500 mg 
Potassium Clavulante Diluted IP eq. to 

Clavulanic Acid 125 mg

Tablet

M/s Innova Captab Limited / 
Ms Indoco Remedies Ltd. 18-10-2024

Complete application 
13.11.2024

Draft working sheet 
Uploaded

77 RPON2024100481 124100007

Telmisartan & Cilnidipine 
Tablets

Each Film Coated Bilayered Tablet 
contains:

Telmisartan IP 80 mg
 Cilnidipine IP 10 mg

Tablet

M/s Macleods Pharmaceuticals 
Ltd. 19-10-2024 Placed in 128 th 

Authority Meeting

78 RPON2024100482

Esomeprazole & 
Domperidone Tablets

Each Hard Gelatin capsules contains: 
Esomeprazole Magnesium IP eq. to 

Esomeprazole 40 mg (as enetric 
coated pellets) 

Domperidone IP  30 mg (as sustained 
release pellets)

Capsule

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

M/s German Remedies 
Pharmaceutricals pvt. Ltd. 23-10-2024 Placed in 128 th 

Authority Meeting

79 RPON2024100484 124100009

Empagliflozin & Metformin 
Hydrochloride Tablets

Each Film Coated Bilayered Tablet 
contains:

Empagliflozin 5 mg
 Metformin Hydrochloride IP 500 mg

Tablet

M/s Cipla Ltd.

23-10-2024 Placed in 128 th 
Authority Meeting

80 RPON2024100485 124100010

Empagliflozin & Metformin 
Hydrochloride Tablets

Each Film Coated Bilayered Tablet 
contains:

Empagliflozin 12.5 mg
 Metformin Hydrochloride IP 500 mg

Tablet

M/s Cipla Ltd.

23-10-2024 Placed in 128 th 
Authority Meeting

81 RPON2024100486

Sitagliptin  + Pioglitazone 
Metformin Hydrochloride 
sustained release) Tablets 

Each Film Coated Bilayered Tablet 
Contain: Sitagliptin phosphate 

monohydrate IP eq. to sitagliptin 
100mg 

Pioglitazone Hydrochloride eq. to 
Pioglitazone 15mg 

Metformin hydrochloride IP (As an 
sustained release form) 500mg 

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd./

M/s Cadila Pharmaceuticals 
Ltd. 24-10-2024

complete application 
18.11.2024

Placed in 128 th 
Authority Meeting

82 RPON2024100487

Sitagliptin  + Pioglitazone 
Metformin Hydrochloride 
sustained release) Tablets 

Each Film Coated Bilayered Tablet 
Contain: Sitagliptin phosphate 

monohydrate IP eq. to sitagliptin 
100mg 

Pioglitazone Hydrochloride eq. to 
Pioglitazone 15mg 

Metformin hydrochloride IP (As an 
sustained release form) 1000mg 

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd./

M/s Cadila Pharmaceuticals 
Ltd. 24-10-2024

complete application 
18.11.2024

Placed in 128 th 
Authority Meeting



83 RPON2024100488 124100011

Dapagliflozin, Glimepride, 
Metformin Hydrochloride 
(extended release) tablets 

Each film coated Bilayered tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
Dapagliflozin 10 mg,
Glimepride IP 1 mg,

Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd./

M/s La Renon Healthcare Pvt. 
Ltd. 25-10-2024 Draft working sheet 

Uploaded

84 RPON2024100489 124100012

Dapagliflozin, Glimepride, 
Metformin Hydrochloride 
(extended release) tablets 

Each film coated Bilayered tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
Dapagliflozin 10 mg,
Glimepride IP 2 mg,

Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Health Series Pvt. 
Ltd./

M/s La Renon Healthcare Pvt. 
Ltd. 25-10-2024 Draft working sheet 

Uploaded

85 RPON2024100490 124100013

Diclofenac Sodium,  
Paracetamol & 

Chlorzoxazone Tablets

Each uncoated tablet contains:
Diclofenac Sodium IP 50mg,

Paracetamol IP 325mg
Chlorzoxazone USP 250mg

Tablet

M/s Aagya Biotech /
M/s Macleods Pharmaceuticals 

Ltd.
28-10-2024 Draft working sheet 

Uploaded

86 RPON2024100491

Telmisartan & 
Hydrochlorothiazide tablets

Each uncoated bilayered tablet 
contains:

Telmisartan IP 40mg,
Hydrochlorothiazide IP 12.5 mg

Tablet

M/s Sano-Cito Therapeutics Inc-
Unit-II /

M/s Zuventus Healthcare Ltd.

28-10-2024
complete application 

12.11.2024

Draft working sheet 
Uploaded

87 RPON2024100492

Linezolid for Oral 
Suspension

Each 5 ml constituted suspension  
contains:

Linezolid IP 100 mg Suspension

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

M/s German Remedies 
Pharmaceutricals pvt. Ltd.

28-10-2024
Under examination

88 RPON2024100493

Paracetamol, Anhydrous, 
Phenylephrine HCL & 

Chlorepheniramine Maleate 
tablets 

Each Uncoated tablet contains:
Paracetamol IP 500 mg

Phenylephrine HCL IP 10 mg
Chlorpheniramine Maleate IP 2 mg

Tablet

M/s  Shiv Industries/ 
M/s Profic Organic Ltd.

29-10-2024
clarification sought 

from company 14-11-
2024

89 RPON2024100494

 Dispersible Amoxycillin & 
Potassium Clavulanate 

Tablets BP

Each Uncoated dispersible tablet 
contains:

Amoxycillin Trihydrate IP eq. to 
Amoxycillin 400 mg 

Potassium Clavulanate Diluted IP eq. 
to Clavulanic Acid 57 mg

Tablet

M/s  Malik Lifesciences Pvt. 
Ltd./ 

M/s Micro Labs Ltd. 29-10-2024 Placed in 128 th 
Authority Meeting

90 RPON2024100495

Paracetamol, Anhydrous, 
Phenylephrine HCL & 

Chlorepheniramine Maleate 
tablets 

Each Uncoated tablet contains:
Paracetamol IP 500 mg

Phenylephrine HCL IP 10 mg
Chlorpheniramine Maleate IP 2 mg

Tablet

M/s  East 
African(India)Overseas/ 

M/s Micro Labs Ltd. 29-10-2024
clarification sought 

from company 20-11-
2024

91 RPON2024100496
Paracetamol & Polmacoxib 

tablets 
Each Uncoated tablet contains:

Paracetamol IP 325 mg
Polmacoxib IH 2 mg

Tablet
M/s  Hetero Labs Ltd./ 

M/s Micro Labs Ltd. 30-10-2024
Placed in 64th MDC



92 RPON2024100497 124100014

Bisoprolol Fumerate and 
Amlodipine tables 

Each Film coated tablet contains: 
Bisoprolol Fumerate IP 2.5 mg 
Amlodipine besylate IP eq. to 

Amlodipine 5 mg

Tablet

M/s Macleods Pharmaceuticals 
Ltd.

30-10-2024
Complete 

Documents
30-11-2024

Under examination

93 RPON2024100498 124100015

Bisoprolol Fumerate and 
Amlodipine tables 

Each Film coated tablet contains: 
Bisoprolol Fumerate IP 5 mg 
Amlodipine besylate IP eq. to 

Amlodipine 5 mg

Tablet

M/s Macleods Pharmaceuticals 
Ltd.

30-10-2024
Complete 

Documents
30-11-2024

Under examination

94 RPON2024110499 124110001
Levetiracetam Tablets Each Film coated tablet contains: 

Levetiracetam IP 1000 mg
Tablet

M/s Macleods Pharmaceuticals 
Ltd.

05-11-2024 Draft working sheet 
Uploaded

95 RPON2024110500

Tranexamic Acid and 
Mefenamic Acid tablets

Each Film coated tablet contains: 
Tranexamic Acid IP 500 mg
Mefenamic Acid IP 250 mg Tablet

M/s Skymap Pharmaceuticals 
Pvt. Ltd./ M/s Glensmith Labs 

Pvt. Ltd.
05-11-2024 Draft working sheet 

Uploaded

96 RPON2024110501 124110002

Sitagliptin & Metformin 
Hydrochloride tablets 

Each Film Coated Bilayered tablets 
contains:

Sitagliptin Phosphate Monohydrate IP 
eq. to sitagliptin 50 mg

Metformin Hydrochloride IP 500 Mg 
Tablet

M/s Pure and Cure healthcare 
pvt. Ltd./

M/s Blue Cross Laboratories 
Pvt. Ltd. 07-11-2024 Placed in 128 th 

Authority Meeting

97 RPON2024110502 124110003

Sitagliptin & Metformin 
Hydrochloride tablets 

Each Film Coated Bilayered tablets 
contains:

Sitagliptin Phosphate Monohydrate IP 
eq. to sitagliptin 50 mg

Metformin Hydrochloride IP 1000 Mg 
Tablet

M/s Pure and Cure healthcare 
pvt. Ltd./

M/s Blue Cross Laboratories 
Pvt. Ltd. 07-11-2024 Placed in 128 th 

Authority Meeting

98 RPON2024110503
Paracetamol & Polmacoxib 

tablets 
Each Uncoated tablet contains:

Paracetamol IP 325 mg
Polmacoxib IH 2 mg

Tablet
M/s  Hetero Labs Ltd./ 

M/s Abott Healthcare Pvt. Ltd. 08-11-2024
Placed in 64th MDC

99 RPON2024110504 124110005
Paracetamol & Polmacoxib 

tablets 
Each Uncoated tablet contains: 

Polmacoxib 2 mg 
 Paracetamol 325 mg

Tablet
M/s Hetero Labs Limited/ M/s 

Mankind Pharma Ltd. 08-11-2024
Placed in 64th MDC

100 RPON2024110505
Clindamycin & Nicotinamide 

gel
Clindamycin Phosphate IP eq. to 

Clindamycin 1.0% w/w and 
Nicotinamide IP 4.0% w/w

GM
M/s Pilco Healthcare Pvt. Ltd. 
/M/s Glensmith Labs Pvt. Ltd 08-11-2024 Draft working sheet 

Uploaded

101 RPON2024110506

Escitalopram & Clonazepam 
tablets

Each film coated tablet contains : 
Escitalopram Oxalate IP Eq. to 

Escitalopram 20mg Clonazepam IP 
0.5mg 

Tablet

 M/s Akums Drugs & 
Pharmaceuticals Limited / M/s 

Lupin Limited

11-11-2024
Complete 

Documents
29-11-2024

Under examination

102 RPON2024110507

Escitalopram & Clonazepam 
tablets

Each film coated tablet contains : 
Escitalopram Oxalate IP Eq. to 

Escitalopram 5mg Clonazepam IP 
0.25mg

Tablet

 M/s Akums Drugs & 
Pharmaceuticals Limited / M/s 

Lupin Limited

11-11-2024
Complete 

Documents
29-11-2024

Under examination

103 RPON2024110508 124110007
Polmacoxib and 

Paracetamol tablets
Each uncoated tablet contains:

 Polmacoxib IH 2mg ,
 Paracetamol IP 325mg

Tablet
 M/s Hetero Labs Limited / M/s 

Torrent Pharmaceuticals Ltd. 12-11-24 Placed in 64th MDC



104 RPON2024110509

Bilastine & Montelukast Oral 
Suspension

Each 5 ml suspension contains: 
Bilastine IP 10 mg Montelukast 

Sodium IP Eqv. To Montelukast 4mg ML

M/s Synokem Pharmaceuticals 
Limited / M/s Intas 

Pharmaceuticals Limited 12-11-24
Draft working sheet 

Uploaded

105 RPON2024110510 124110010

Sitagliptin & Metformin 
tablet

Each film coated contains: Sitagliptin 
Phosphate Monohydrate IP 64.25mg 

eq. to Sitagliptin 50mg, Metformin 
Hydrochloride IP (as Extended Release 

form) 500mg 

Tablet

M/s Tristar Formulations Pvt 
Limited / M/s Franco Indian 

Pharmaceuticals Private 
Limited 13-11-24 Under examination

106 RPON2024110511 124110011

Sitagliptin & Metformin 
tablet

Each film coated contains: Sitagliptin 
Phosphate Monohydrate IP 64.25mg 

eq. to Sitagliptin 50mg, Metformin 
Hydrochloride IP (as Extended Release 

form) 1000mg 

Tablet

M/s Tristar Formulations Pvt 
Limited / M/s Franco Indian 

Pharmaceuticals Private 
Limited 13-11-24 Under examination

107 RPON2024110512 124110012

Dapagliflozin & Metformin 
tablets

Each film coated contains: 
Dapagliflozin Propanediol 

Monohydrate eq. to Dapagliflozin 
10mg, Metformin Hydrochloride Ip (as 

Extended Release form) 500mg 

Tablet

M/s Tristar Formulations Pvt 
Limited / M/s Franco Indian 

Pharmaceuticals Private 
Limited 13-11-24 Under examination

108 RPON2024110513 124110013

Dapagliflozin & Metformin 
tablets

Each film coated contains: 
Dapagliflozin Propanediol 

Monohydrate eq. to Dapagliflozin 
10mg, Metformin Hydrochloride Ip (as 

Extended Release form) 1000mg 

Tablet

M/s Tristar Formulations Pvt 
Limited / M/s Franco Indian 

Pharmaceuticals Private 
Limited 13-11-24 Under examination

109 RPON2024110514 124110006

Glimepiride ,Voglibose & 
Metformin Hydrochloride 

(SR) 

Each Uncoated Bilayered Tablet 
Contains: 

Glimepiride IP 0.5 mg , Voglibose IP 
0.2 mg, Metformin Hydrochloride IP  
(As sustained release form) 500 mg 

Tablet

M/s Windlas Biotech limited/ 
M/s Mankind Pharma Ltd.

14-11-24
Draft working sheet 

Uploaded

110 RPON2024110515

Pantoprazole & 
Levosulpiride Capsules

Each hard gelatin capsule contains:
Pantoprazole Sodium IP eq. to 

Pantoprazole 40 mg (as gastro-
resistant tablet)

Levosulpiride 75 mg (as uncoated 
sustained release tablet)

Capsule

M/s Akums Drugs & 
Pharmaceuticals limited/ M/s 
Dr. Reddy's Laboratories Ltd.

15-11-24
Clarification Sought  

from company dated 
10-12-24



111 RPON2024110516

Magaldrate, Dicyclomine 
Hydrochloride , Activated 
Dimethicone & Oxetacaine

Each 5 ml contains:
Magaldrate IP 480 mg 

Dicyclomine Hydrochloride IP 10 mg
Activated Dimethicone IP 50 mg 

Oxetacaine IP 10 mg
Suspension

M/s Indoco Remedies Ltd.

15-11-24 Under examination

112 RPON2024110517 124110014

 Amoxycillin & Potassium 
Clavulanate Oral Suspension 

IP

Each ml of the reconstituted 
suspension contains:

Amoxycillin Trihydrate IP eq. to 
Amoxycillin 80 mg 

Potassium Clavulanate Diluted IP eq. 
to Clavulanic Acid 11.4 mg

Suspension

M/s  Malik Lifesciences Pvt. 
Ltd./ 

M/s Aurobindo Pharma Ltd.
18-11-2024

Complete Documents
27-11-24

Under examination

113 RPON2024110518 124110015

 Amoxycillin & Potassium 
Clavulanate Oral Suspension 

IP

Each ml of the reconstituted 
suspension contains:

Amoxycillin Trihydrate IP eq. to 
Amoxycillin 600 mg 

Potassium Clavulanate Diluted IP eq. 
to Clavulanic Acid 42.9 mg

Suspension

M/s  Malik Lifesciences Pvt. 
Ltd./ 

M/s Aurobindo Pharma Ltd.
18-11-2024

Complete Documents
27-11-24

Under examination

114 RPON2024110519

 Cefixime Oral Suspension IP 
(Combipack with Sterile 

Water)

Each Combipack Contains:
(A) Cefixime Oral Suspension IP

 Each 5 ml of reconstituted suspension 
contains:

Cefixime IP as Trihydrate eq. to 
Anhydrous Cefixime 200 mg 

(B) 1 Vial of Sterile Water for Injection 
IP

Each Vial Contains:
Sterile Water for injection IP 30 ml

Suspension

M/s  Malik Lifesciences Pvt. 
Ltd./ 

M/s FDC Ltd.

19-11-24
Under examination

115 RPON2024110520
 Mycophenolate Mofetil Oral 

Suspension
Each 5 ml reconsituted suspension 

conatins:
Mycophenolate Mofetil  IP 1 gm

Suspension
M/s  Zydus Lifesciences Ltd.

19-11-24
Under examination

116 RPON2024110521 124110016

Paracetamol, Phenylephrine 
Hydrochloride &

Chlorpheniramine Maleate 
Suspension

Each 5 ml contains:
Paracetamol 250 mg 

Phenylephrine Hydrochloride 5 mg 
Chlorpheniramine Maleate 2 mg

Suspension

M/s Mascot Health Series Pvt. 
Ltd. / 

M/s Mankind Prime Labs Pvt. 
Ltd.

19-11-2024
Complete Documents

04-12-2024
Under examination

117 RPON2024110522

Gimepiride IP & Metformin 
Hydrochloride (SR) mg 

tablet

Each Uncoated Bilayered Tablet 
Contains: 

Glimepiride IP 2 mg 
Metformin Hydrochloride IP  (As 
sustained release form) 1000 mg 

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. / 

M/s Glenmark Remedies 
Pharmaceuticals Pvt. Ltd.

20-11-24 Draft working sheet 
Uploaded

118 RPON2024110523

Telmisartan, Cilnidipine  & 
Chlorthalidone  Tablets

Each Film coated Tablet contains:
Telmisartan IP 40 mg,
Cilnidipine IP 10 mg,

Chlorthalidone IP 12.50 mg

Tablet

M/s Ravenbhel Healthcare Pvt.  
Ltd. / 

M/s Corona Remedies Pvt. Ltd.
21-11-24 Draft working sheet 

Uploaded



119 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
Under examination

120 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

Under examination

121 RPON2024110526

Glimepiride & Metformin 
Hydrochloride SR Tablet

Each Uncoated Bilayered Tablet 
Contains: 

Glimepiride IP 1 mg 
Metformin Hydrochloride IP  (As 
sustained release form) 1000 mg 

Suspension

M/s Akums Drugs & 
Pharmaceuticals Ltd. / 
M/s German Remedies 

Pharmaceuticals Pvt. Ltd.

21-11-24 Draft working sheet 
Uploaded

122 RPON2024110527 124090004

Atorvastatin , Clopidogrel & 
Aspirin Capsules

Each hard gelatin capsule Contains: 
Atorvastatin Calcium IP eq. to 

Atorvastatin 10 mg (As Pellets)
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75 mg (As Pellets)

Aspirin IP 75 mg (as enteric coated 
Pellets)

Capsule

M/s Synokem Pharmaceuticals 
Ltd. / 

M/s Ipca Laboratories Ltd.

22-11-24
Under examination

123 RPON2024110528 124090005

Atorvastatin , Clopidogrel & 
Aspirin Capsules

Each hard gelatin capsule Contains: 
Atorvastatin Calcium IP eq. to 

Atorvastatin 20 mg (As Pellets)
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75 mg (As Pellets)

Aspirin IP 75 mg (as enteric coated 
Pellets)

Capsule

M/s Synokem Pharmaceuticals 
Ltd. / 

M/s Ipca Laboratories Ltd.

22-11-24
Under examination

124 RPON2024110529 124110017

Paracetamol, Phenylephrine 
Hydrochloride &

Chlorpheniramine Maleate 
Suspension

Each 5 ml contains:
Paracetamol 125 mg 

Phenylephrine Hydrochloride 5 mg 
Chlorpheniramine Maleate 1 mg

Suspension

M/s Mascot Health Series Pvt. 
Ltd. / 

M/s Mankind Prime Labs Pvt. 
Ltd.

22-11-24
Under examination

125 RPON2024110530

Glimepiride & Metformin 
Hydrochloride (SR) tablets

Each  Uncoated Bi-layered Tablets. 
Contains :

Glimepiride IP 3 mg, 
Metformin HCl IP 1000mg (Sustained 

Release form)

Tablet

M/s  Akums Drugs & 
Pharmaceuticals Ltd./ 
M/s German Remedies 

Pharmaceutricals Pvt. Ltd.

22-11-24
Under examination

126 RPON2024110531

 Atorvastatin & Ezetimibe 
tablets 

Each film coated tablet contains: 
Atorvastatin Calcium IP eq. to 

Atorvastatin  80 mg,
Ezetimibe IP 10 mg

Tablet

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

M/s Cadila Pharmaceuticals ltd.
23-11-24

Under examination



127 RPON2024110532

 Atorvastatin & Ezetimibe 
tablets 

Each film coated tablet contains: 
Atorvastatin Calcium IP eq. to 

Atorvastatin  80 mg,
Ezetimibe IP 10 mg

Tablet

M/s Windlas Biotech Ltd. (Plant 
2)/

M/s Cadila Pharmaceuticals ltd.
23-11-24

Under examination

128 RPON2024110533

Glimepiride & Metformin 
Hydrochloride (SR) tablets

Each  Uncoated Bi-layered Tablets. 
Contains :

Glimepiride IP 4 mg, 
Metformin HCl IP 1000mg (Sustained 

Release form)

Tablet

M/s  Akums Drugs & 
Pharmaceuticals Ltd./ 
M/s German Remedies 

Pharmaceutricals Pvt. Ltd.

25-11-24
Under examination

129 RPON2024110534

Domperidone & Naproxen 
Sodium Tablets

Each Film Tablets Contains :
Domperidone Maleate IP eq. to 

Domperidone 10 mg, 
Naproxen Sodium Usp 550 mg eq. to 

Naproxen 500 mg

Tablet

M/s  Akums Drugs & 
Pharmaceuticals Ltd./ 
M/s German Remedies 

Pharmaceutricals Pvt. Ltd.

25-11-24
Under examination

130 RPON2024110535

Lactulose Enema 20% W/v Each ml Contains :
Lactulose Solution IP eq. to Lactulose 

200 mg 
Sodium Benzoate IP 3 mg (as 

preservative)

Enema

M/s  Naxpaar Pharma Pvt. Ltd./ 
M/s Abbott India Ltd.

13-11-24
Under examination

131 RPON2024110536

Cefixime Oral Suspension IP Each 5 ml reconsituted suspension 
conatins:

Cefixime  IP eq. to Cefixime anhydrous 
200 mg 

Suspension

M/s  Alps Communiucation Pvt.  
Ltd./ 

M/s Galpha Laboratories Ltd. 27-11-24
Under examination

132 RPON2024110537

Linagliptin & Metformin 
Hydrochloride (ER) tablets 

Each film coated Bilayered tablet 
contains:

Linagliptin 2.5 mg 
Metformin hydrochloride IP (as 
extended release form) 500 mg

Tablet

M/s Synokem Pharmaceuticals 
Ltd.

/M/s Cadila Pharmaceuticals 
Ltd.

27-11-24
Under examination

133 RPON2024110538

Telmisartan ,Cilnidipine  & 
Chlorthalidone 

Each Film coated tablet contains:
Telmisartan IP 40 mg 
 Cilnidipine IP 10 mg 

 Chlorthalidone IP 6.25 mg

Tablet

M/s Synokem Pharmaceuticals 
Ltd.

/M/s Cadila Pharmaceuticals 
Ltd.

27-11-24
Under examination

134 RPON2024110539

Telmisartan ,Cilnidipine  & 
Chlorthalidone 

Each Film coated tablet contains:
Telmisartan IP 40 mg 
 Cilnidipine IP 10 mg 

 Chlorthalidone IP 12.50 mg

Tablet

M/s Synokem Pharmaceuticals 
Ltd.

/M/s Cadila Pharmaceuticals 
Ltd.

27-11-24
Under examination

135 RPON2024110540

Telmisartan Metoprolol 
tartrate  & Chlorthalidone 

(ER)

Each Film coated Bi- Layer tablet 
contains:

Telmisartan IP 40 mg 
 Chlorthalidone IP 12.5 mg 

 Metoprolol Succinate IP 47.50 mg eq. 
to Metoprolol tartrate 50 mg ( 

Extended release form)

Tablet

M/s  Mascot helath series Pvt. 
Ltd./ 

M/s German Remedies 
Pharmaceutricals pvt. Ltd. 29-11-24

Under examination



136 RPON2024110541

Telmisartan Metoprolol 
tartrate  & Cilnidipine  (ER)

Each Film coated Bi- Layer tablet 
contains:

Telmisartan IP 40 mg 
 Cilnidipine IP 10 mg 

 Metoprolol Succinate IP 47.50 mg eq. 
to Metoprolol tartrate 50 mg ( 

Extended release form)

Tablet

M/s  Mascot helath series Pvt. 
Ltd./ 

M/s German Remedies 
Pharmaceutricals pvt. Ltd. 29-11-24

Under examination

137 RPON2024110542

Paracetamol, Phenylephrine 
Hydrochloride, Caffeine & 

Diphenyhydramine Tablets

Each uncoated Tablet contains:
Paracetamol 500mg 

Phenylephrine Hydrochloride 5 mg 
Diphenyhydramine 25 mg 

Caffeine IP (Anhydrous) 30 mg

Tablet

M/s Juugat Pharma (Pharma 
Division of Jagdale Industries 

Pvt. Ltd.) 29-11-24
Under examination

138 RPON2024110543

Paracetamol, Phenylephrine 
Hydrochloride, Caffeine & 

Diphenyhydramine Tablets

Each uncoated Tablet contains:
Paracetamol 650mg 

Caffeine IP (Anhydrous) 50 mg Tablet

M/s Juugat Pharma (Pharma 
Division of Jagdale Industries 

Pvt. Ltd.) 29-11-24
Under examination

139 RPON2024110544 124110019

Linagliptin  , Dapagliflozin & 
Metformin Hydrochloride 

sustained release) Tab 

Each Film Coated Bilayer Tablet 
Contain: Linagliptin 5 mg

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Metformin hydrochloride IP500mg  
(As an Sustained release form) 

Tablet

M/s  Theon Pharmaceuticals 
Ltd./ 

M/s Akumentis Healthcare Ltd.
02-12-24

Under examination

140 RPON2024110545

 Dapagliflozin , Gliclazide & 
Metformin Hydrochloride 

sustained release) Tab 

Each Film Coated Bilayered Tablet 
Contain: 

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Gliclazide IP 60 mg (as sustained 
release form)

Metformin hydrochloride IP 500mg  
(As an Sustained release form) 

Tablet

M/s  Eris Lifesciences Ltd.

03-12-24
Under examination

141 RPON2024110546

 Dapagliflozin , Gliclazide & 
Metformin Hydrochloride 

sustained release) Tab 

Each Film Coated Bilayered Tablet 
Contain: 

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Gliclazide IP 30 mg (as sustained 
release form)

Metformin hydrochloride IP 500mg  
(As an Sustained release form) 

Tablet

M/s  Eris Lifesciences Ltd.

03-12-24
Under examination

142 RPON2024110547

Escitalopram & Clonazepam 
tablets

Each film coated tablet contains : 
Escitalopram Oxalate IP Eq. to 

Escitalopram 20mg 
Clonazepam IP 0.5mg 

Tablet

 M/s Pure & Cure Healthcare 
Pvt. Limited / M/s Lupin 

Limited
03-12-24

Under examination



143 RPON2024110548

Escitalopram & Clonazepam 
tablets

Each film coated tablet contains : 
Escitalopram Oxalate IP Eq. to 

Escitalopram 5 mg
 Clonazepam IP 0.25mg 

Tablet

 M/s Pure & Cure Healthcare 
Pvt. Limited / M/s Lupin 

Limited
03-12-24

Under examination

144 RPON2024120549
12412001 &

12412003

 Dapagliflozin & Metoprolol 
(ER)  Tablets 

Each Film Coated Bilayer Tablet 
Contain: 

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Metoprolol Succinate eq. to Metoprolol 
Tartrate 25 mg (extended release)

Tablet

 M/s Exemed Pharmaceuticals / 
M/s Ajanta Pharma Ltd.

03-12-24
Under examination

145 RPON2024120550 12412002

 Dapagliflozin & Metoprolol 
(ER)  Tablets 

Each Film Coated Bilayer Tablet 
Contain: 

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Metoprolol Succinate eq. to Metoprolol 
Tartrate 50 mg (extended release)

Tablet

 M/s Exemed Pharmaceuticals / 
M/s Ajanta Pharma Ltd.

03-12-24
Under examination

146 RPON2024120551 12412004

 Cefixime & Erdosteine 
Capsules

Each hard gelatin capsule Contain: 
Cefixime IP eq. to Cefixime Anhydrous 

200 mg 
Erdosteine 300 mg

Capsule

 M/s Macleods Pharmaceuticals 
Ltd.

03-12-24
Under examination

147 RPON2024120552 12412005

 Bictegravir, Emtricitabine &
Tenofovir alafenamide 

Tablets

Each film coated tablet Contain: 
Bictegravir 50 mg

 Emtricitabine 200 mg
Tenofovir alafenamide 25 mg

Tablet

 M/s Hetero Labs Limited / M/s 
Cipla Ltd. 03-12-24

Under examination

148 RPON2024120553

Fexofenadine Hydrochloride 
& Montelukast Tablets

Each film coated tablet Contain: 
Fexofenadine Hydrochloride IP 120 

mg
Montelukast Sodium IP eq. to 

Montelukast 10 mg

Tablet

 M/s Skymap Pharmaceuticals 
Pvt. Ltd. / M/s German 

Remedies Pharmaceuticals Pvt. 
Ltd. 

04-12-24
Under examination

149 RPON2024120554

Paracetamol & Mefenamic 
Acid Suspension

Each 5 ml suspension contains:
Paracetamol IP 250 mg

Mefanamic Acid IP 100 mg Suspension

M/s Yacca Lifesciences Pvt. 
Ltd./

M/s Intas Pharmaceuticals Ltd.
05-12-24

Under examination

150 RPON2024120555

 Aspirin(as gastro-resistant 
tablet IP) & Atorvastatin 

Capsules

Each hard gelatin capsule Contain: 
Aspirin IP 75 mg (as gastro-resistant 

tablet IP)
Atorvastatin Calcium IP eq. to 

Atorvastatin 40 mg

Capsule

M/s Windlas Biotech Ltd. (Plant-
2)/

M/s Intas Pharmaceuticals Ltd. 05-12-24
Under examination

151 RPON2024120556

Empagliflozin & Metformin 
Hydrochloride Tablets

Each film coated tablet Contain: 
Empagliflozin 5 mg

Metformin Hydrochloride IP 500 mg Tablet

M/s Micro Labs Ltd.
06-12-24

Under examination



152 RPON2024120557

Empagliflozin & Metformin 
Hydrochloride Tablets

Each film coated tablet Contain: 
Empagliflozin 12.5 mg

Metformin Hydrochloride IP 500 mg Tablet

M/s Micro Labs Ltd.
06-12-24

Under examination

153 RPON2024120558

Empagliflozin & Metformin 
Hydrochloride Tablets

Each film coated tablet Contain: 
Empagliflozin 12.5 mg

Metformin Hydrochloride IP 1000 mg Tablet

M/s Micro Labs Ltd.
06-12-24

Under examination

154 RPON2024120559

Empagliflozin & Metformin 
Hydrochloride Tablets

Each film coated tablet Contain: 
Empagliflozin 5 mg

Metformin Hydrochloride IP 1000 mg Tablet

M/s Micro Labs Ltd.
06-12-24

Under examination

155 RPON2024120560

Dapagliflozin & Metoprolol 
Succinate (as extended 

relese form)

Each film coated Bilayer tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
Dapagliflozin 10 mg,

Metoprolol Succinate eq. to Metoprolol 
Tartrate (as extended release) 50 mg

Tablet

M/s Exemed Pharmaceuticals 
/ M/s Zydus Healthcare Ltd.

06-12-24
Under examination

156 RPON2024120561 124120007

Methylcobalamin, Alpha 
Lipoic Acid, Folic Acid, 

Pyridoxine Hcl & Vitamin 
D3 tablets

Each film coated tablet contains:
Methylcobalamin IP 1500 mcg

Alpha Lipoic Acid IP 100 mg
Folic Acid IP 1.5 mg 

Pyridoxine Hcl IP 3 mg
Vitamin D3 IP 1000 IU

Tablet

M/s Mascot Health Series Pvt. 
Ltd.

/ M/s Macleods 
Pharmaceuticals Ltd.

06-12-24
Under examination

157 RPON2024120562 124120008

Mefenamic Acid & 
Paracetamol Suspension 

Each 5 ml contains:
Mefenamic Acid IP 50 mg

Paracetamol IP 125 mg Suspension

M/s Shiva Biogenetic 
Pharmacetamol Pvt. Ltd.

/M/s Aristo Laboratories Pvt. 
Ltd.

06-12-24
Under examination

158 RPON2024120563 124120009

Mefenamic Acid & 
Paracetamol Suspension 

Each 5 ml contains:
Mefenamic Acid IP 100 mg

Paracetamol IP 250 mg Suspension

M/s Shiva Biogenetic 
Pharmacetamol Pvt. Ltd.

/M/s Aristo Laboratories Pvt. 
Ltd.

06-12-24
Under examination

159 RPON2024120564

Calcium Citrate Malate & 
Vitamin D3 Tablets

Each film coated tablet contains:
Calcium Citrate Malate IP eq. to 

Elemental Calcium 250 mg
Vitamin D3 IP 1000 IU

Tablet

M/s Marine Medicare Pvt. Ltd.
/M/s Alkem Laboratories Ltd. 09-12-24

Under examination

160 RPON2024120565

Dapagliflozin & Metoprolol 
Succinate (as extended 

relese form)

Each film coated Bilayer tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
Dapagliflozin 10 mg,

Metoprolol Succinate eq. to Metoprolol 
Tartrate (as extended release) 25 mg

Tablet

M/s Exemed Pharmaceuticals 
/ M/s Zydus Healthcare Ltd.

09-12-24
Under examination



161 RPON2024120566 124120010

Dapagliflozin , Teneligliptin 
& Metformin Tablets

Each film coated Bilayer tablet 
contains:

Dapagliflozin Propanedlol USP eq. to 
Dapagliflozin 10 mg,

Teneligliptin Hydrobromide Hydrate 
IP eq to Teneligliptin 20 mg

Metformin Hydrochloride IP 500 mg 
(as sustained release)

Tablet

M/s Synokem Pharmaceuticals 
Ltd  

/ M/s Blue Cross Laboratories 
Pvt. Ltd.

10-12-24
Under examination

162 RPON2024120567

Mefenamic Acid & 
Tranexamic Acid  Tablets

Each Film Coated Tablet contains:
Mefenamic Acid IP 250 mg
Tranexamic Acid IP 500 mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd. C/o Pure 

& Cure Healthcare Pvt. Ltd.
/M/s Aristo Laboratories Pvt. 

Ltd.

11-12-24
Under examination

163 RPON2024120568

Amikacin Injection IP Each 2 ml contains:
Amikacin Sulphate IP eq. to Amikacin 

100 mg
Methylparaben IP 0.08%w/v

Propylparaben IP 0.02% W/v (as 
preservatives) 

Injection

M/s Skymap Pharmaceuticals 
Pvt. Ltd.

/M/s Glensmith Labs Pvt. Ltd. 11-12-24
Under examination

164 RPON2024120569

Amikacin Injection IP Each 2 ml contains:
Amikacin Sulphate IP eq. to Amikacin 

250 mg
Methylparaben IP 0.08%w/v

Propylparaben IP 0.02% W/v (as 
preservatives) 

Injection

M/s Skymap Pharmaceuticals 
Pvt. Ltd.

/M/s Glensmith Labs Pvt. Ltd. 11-12-24
Under examination

165 RPON2024120570

Magaldrate, Dicyclomine 
Hydrochloride , Activated 
Dimethicone & Oxetacaine

Each 5 ml contains:
Magaldrate IP 480 mg 

Dicyclomine Hydrochloride IP 10 mg
Activated Dimethicone IP 50 mg 

Oxetacaine IP 10 mg
Suspension

M/s Indoco Remedies Ltd.

11-12-24
Under examination

166 RPON2024120571 124120011

 Dapagliflozin & Metoprolol 
(ER)  Tablets 

Each Film Coated Bilayer Tablet 
Contain: 

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Metoprolol Succinate eq. to Metoprolol 
Tartrate 25 mg (extended release)

Tablet

M/s Exemed Pharmaceuticals
/M/s Cipla Ltd.

12-12-24
Under examination

167 RPON2024120572 124120012

 Dapagliflozin & Metoprolol 
(ER)  Tablets 

Each Film Coated Bilayer Tablet 
Contain: 

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Metoprolol Succinate eq. to Metoprolol 
Tartrate 50 mg (extended release)

Tablet

M/s Exemed Pharmaceuticals
/M/s Cipla Ltd.

12-12-24
Under examination



168 RPON2024120573 124120013

Acetylcysteine & 
Acebrophylline Tablets

Each Film Coated Tablet Contain: 
Acetylcysteine BP 600 mg

Acebrophylline 100 mg Tablet

M/s Pure & Cure Healthcare 
Pvt. Ltd.

/M/s Aurobindo Pharma Ltd.
13-12-24

Under examination

169 RPON2024120574 124120014

Vildagliptin (SR) , 
Dapagliflozin &Metformin 
Hydrocloride (SR) tablets

Each film coated bilayered tablet 
contains:

Vildagliptin IP 100 mg (as sustained 
release form) 

Dapagliflozin propandiol USP eq. to 
Dapagliflozin  10mg 

Metformin Hydrochloride IP 500 mg 
(as sustained releaese form)

Tablet

M/s Synokem Pharmaceuticals 
Ltd.

/M/s Blue Cross Laboratories 
Pvt. Ltd. 13-12-24

Under examination

170 RPON2024120575

Telmisartan , Cilnidipine  & 
Chlorthalidone 

Each Film coated tablet Contains:
Telmisartan IP 40 mg
 Cilnidipine IP 10 mg

 Chlorthalidone IP 6.25 mg

Tablet

M/s Skymap Pharmaceuticals 
Pvt. Ltd.

/M/s German Remedies 
Pharmaceuticals Pvt. Ltd.

13-12-24
Under examination

171 RPON2024120576

Nebivolol Hydrochloride & 
Telmisartan 

Each uncoated Bilayered tablet 
Contains:

Nebivolol Hydrochloride IP eq. to 
Nebivolol 5 mg 

Telmisartan IP 40 mg

Tablet

M/s Skymap Pharmaceuticals 
Pvt. Ltd.

/M/s German Remedies 
Pharmaceuticals Pvt. Ltd.

13-12-24
Under examination

172 RPON2024120577

Sustained release 
propranolol hydrochloride 
and flunarizine Dihydrae 

tablets

Each uncoated Bilayered tablets 
contains :

Propranolon Hydrochloride IP 40 mg 
(as sustained release) 

Flunarizine Dihydrated IP eq. to 
Flunarizine 5 mg

Tablet

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

Alkem House 14-12-24
Under examination


