
Sl. No.
Acknowledgement  

Number

IPDMS 
Reference 

Number

Name of the 
Formulation / Brand 

Name
Strength Unit 

Manufacturer & 
Marketing Company 

Date of receipt of 
application

Remarks

1 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

30.04.2024
(Complete 

Documents dated
 30-08-24)

Under Examination

2 RPON2024070349

Paracetamol sustained 
release Tablets

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

Tablet

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

18.07.2024

Clarification sought 
from DCGI dated 

02.09.2024
& reminder dated 

31.01.2025

3 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
Under Examination

4 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 
Suspensio

n

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

23.07.2024
Under Examination

5 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.

29-07-2024
(Complete 

Documents dated
16-12-24)

Under Examination

STATUS OF RETAIL PRICE APPLICATIONS AS ON 15.02.2025



6 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.

29-07-2024
(Complete 

Documents dated
16-12-24)

Under Examination

7 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 

Documents dated
03-12-24)

Under Examination

8 RPON2024090450
Ceftriaxone and  
Tazobactam injection

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

Injection
M/s East African (India) 

Overseas / M/s FDC 
Limited

26-09-2024
(Complete 

Documents dated
25-10-24 )

Under Examination

9 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 Under Examination

10 RPON2024090459
Metformin oral solution 
IP

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

Oral 
Suspensio

n

M/s Eris therapeutics 
limited

01-10-24
Placed in 65th MDC

11 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 

Documents dated
16-11-24)

Under Examination



12 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 

Documents dated
17-01-25)

Under Examination

13 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.

08-10-24
Draft working sheet 

uploaded

14 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.

14-10-24
Draft working sheet 

uploaded

15 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.

29-10-24
Draft working sheet 

uploaded

16 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



17 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

18 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

19 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

20 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.

15-11-2024
(Complete 

Documents dated
16-12-24)

Under Examination



21 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

Suspensio
n

M/s  Malik Lifesciences Pvt. 
Ltd./ 
M/s FDC Ltd.

19-11-24
Draft working sheet 

uploaded

22 RPON2024110520
 Mycophenolate Mofetil 
Oral Suspension

Each 5 ml reconsituted 
suspension conatins:
Mycophenolate Mofetil  IP 1 gm

Suspensio
n

M/s  Zydus Lifesciences Ltd.
19-11-24

Under examination

23 RPON2024110521 124110016

Paracetamol, 
Phenylephrine 
Hydrochloride &
Chlorpheniramine 
Maleate Suspension

Each 5 ml contains:
Paracetamol 250 mg 
Phenylephrine Hydrochloride 5 
mg 
Chlorpheniramine Maleate 2 mg

Suspensio
n

M/s Mascot Health Series 
Pvt. Ltd. / 
M/s Mankind Prime Labs 
Pvt. Ltd.

19-11-24 Draft working sheet 
uploaded

24 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 German Remedies 
Pharmaceuticals Pvt. Ltd.

20-11-24 Draft working sheet 
uploaded

25 RPON2024110524 Cefixime & Ofloxacin

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

Suspensio
n

M/s Alkem Healthscience 
(A unit of Alkem 
Laboratories Ltd. / 
M/s Alkem Laboratories 
Ltd.

21-11-24
 Clarification sought 
from company dated 

24-1-2025

26 RPON2024110525

Phenylephrine 
Hydrochloride &
Chlorpheniramine 
Maleate Suspension

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

Suspensio
n

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

21-11-24
Under examination



27 RPON2024110529 124110017

Paracetamol, 
Phenylephrine 
Hydrochloride &
Chlorpheniramine 
Maleate Suspension

Each 5 ml contains:
Paracetamol 125 mg 
Phenylephrine Hydrochloride 5 
mg 
Chlorpheniramine Maleate 1 mg

Suspensio
n

M/s Mascot Health Series 
Pvt. Ltd. / 
M/s Mankind Prime Labs 
Pvt. Ltd.

22-11-24 Draft working sheet 
uploaded

28 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 Draft working sheet 
uploaded

29 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.

27-11-24
Draft working sheet 

uploaded

30 RPON2024110537
Linagliptin & Metformin 
Hydrochloride  tablets 

Each film coated  tablet contains:
Linagliptin 2.5 mg 
Metformin hydrochloride IP 500 
mg

Tablet

M/s Synokem 
Pharmaceuticals Ltd.
/M/s Cadila 
Pharmaceuticals Ltd.

27-11-24
Under Examination

31 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 Draft working sheet 
uploaded

32 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 Draft working sheet 
uploaded

33 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 Draft working sheet 
uploaded



34 RPON2024110543
Paracetamol & Caffeine  
Tablets

Each uncoated Tablet contains:
Paracetamol 650mg 
Caffeine IP (Anhydrous) 50 mg

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

29-11-24 Draft working sheet 
uploaded

35 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 Draft working sheet 
uploaded

36 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

37 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

38 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
Draft working sheet 

uploaded

39 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
Draft working sheet 

uploaded



40 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

41 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 Draft working sheet 
uploaded

42 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 Placed in 65th MDC

43 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

44 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 Draft working sheet 
uploaded

45 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
Draft working sheet 

uploaded



46 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
Draft working sheet 

uploaded

47 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
Placed in 65th MDC

48 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 Draft working sheet 
uploaded

49 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 Dr. Reddy's 
Laboratories Ltd.

11-12-24 Draft working sheet 
uploaded

50 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

Suspensio
n

M/s Indoco Remedies Ltd.
11-12-24

Clarification received 
from DCGI dated 11-

02-2025
Under Examination

51 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



52 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 Draft working sheet 
uploaded

53 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 Draft working sheet 
uploaded

54 RPON2024120574 124120014

Vildagliptin (SR) , 
Dapagliflozin &Metformi
n 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 Draft working sheet 
uploaded

55 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 Draft working sheet 
uploaded

56 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
(Complete 

Documents dated 29-
01-25)

Under Examination

57 RPON2024120578
Cholecalciferol (vitamin 
D3)oral solution 60000 
IU

Each 5 ml contains:
Cholecalciferol IP (in nano droplet 
form) 60000IU

Suspensio
n

M/s Ravenbhel healthcare 
pvt. Ltd./
M/s German Remedies 
Pharmaceuticals Ltd.

16-12-24 Draft working sheet 
uploaded

58 RPON2024120580
Polmacoxib and 
Paracetamol tablets

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

Tablet
 M/s Hetero Labs Limited / 
M/s Hetero Healthcare Ltd.

24-12-24 Draft working sheet 
uploaded



59 RPON2024120582 Povidone-Iodine Gargle

Povidone-Iodine IP 2% w/v 
(Available Iodine 0.2% w/v)
Absolute Alcohol content 8.38% 
v/v

Solution

M/s Nanz Med Science 
Pharma Pvt. Ltd.
/M/s Troikaa 
Pharmaceuticals Pvt. Ltd.

26-12-24
(Complete 

Documents dated 16-
01-25)

Under Examination

60 RPON2024120584 124120016
Cefixime & Ofloxacin for 
Oral Suspension

Each 5 ml of the reconsituted 
Suspension contains:
Cefixime Trihydrate IP eq. to 
Cefixime anhydrous 50 mg
Ofloxacin IP 50 mg

Suspensio
n

M/s Theon Pharmaceuticals 
Ltd.
/M/s J.B Chemicals & 
Pharmaceuticals  Ltd.

26-12-24 Draft working sheet 
uploaded

61 RPON2024120585
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Morepen Laboratories 
Ltd.

28-12-24 Draft working sheet 
uploaded

62 RPON2024120586
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Morepen Laboratories 
Ltd.

28-12-24 Draft working sheet 
uploaded

63 RPON2024120587
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Morepen Laboratories 
Ltd.

28-12-24 Draft working sheet 
uploaded

64 RPON2024120588
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Morepen Laboratories 
Ltd.

28-12-24 Draft working sheet 
uploaded

65 RPON2024120589
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Morepen Laboratories 
Ltd.

28-12-24 Draft working sheet 
uploaded

66 RPON2024120590
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Morepen Laboratories 
Ltd.

28-12-24 Draft working sheet 
uploaded



67 RPON2024120591

Dextromethorphan 
Hydobromide 
,Chlorpheniramine 
Maleate
& Phenylephrine 
Hydrochloride 

Each film coated tablet Contain: 
Dextromethorphan Hydobromide 
IP 10 mg
Chlorpheniramine Maleate IP 2 
mg
Phenylephrine Hydrochloride IP 5 
mg

Tablet

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

28-12-24 Draft working sheet 
uploaded

68 RPON2024120592

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 5 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

Tablet M/s Zydus Healthcare Ltd.
30-12-24 Draft working sheet 

uploaded

69 RPON2024120593

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

Tablet M/s Zydus Healthcare Ltd.
31-12-24 Draft working sheet 

uploaded

70 RPON2024120594

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 25 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

Tablet M/s Zydus Healthcare Ltd.
31-12-24

Under Examination

71 RPON2024120595

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

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

Capsule

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

31-12-24 Under examination

72 RPON2024120596 124120017

Calcium Citrate Malate & 
Vitamin D3, 
Methylcobalamin, 
Pyridoxane HCL & Folic 
Acid Tablets

Each film coated Tablet contains :
Calcium Citrate USP 1000 mg
Vitamin D3 IP 200 IU 
Methylcobalamin IP 500 mcg
Pyridoxane HCL IP 10 mg
Folic Acid IP 5 mg

Tablet
M/s  Mascot Health Series 
Pvt. Ltd./ 
M/s Mankind Pharma Ltd.

31-12-24 Draft working sheet 
uploaded



73 RPON2025010001 124120018
Telmisartan, Cilnidipine 
& Metoprolol tartrate  
(ER)

Each Film coated  tablet contains:
Telmisartan IP 40 mg 
 Cilnidipine IP 10 mg 
 Metoprolol Succinate IP 23.75 mg 
eq. to Metoprolol tartrate 25 mg ( 
Extended release form)

Tablet

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

01-01-25
Draft working sheet 

uploaded

74 RPON2025010002 124120019
Telmisartan, Cilnidipine 
& Metoprolol tartrate  
(ER)

Each Film coated  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  Pure & Cure 
Healthcare Pvt. Ltd./ 
M/s Torrent 
Pharmaceuticals Ltd.

01-01-25 Draft working sheet 
uploaded

75 RPON2025010003
Empagliflozin & 
Metformin 
Hydrochloride  Tablets

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

Tablet

M/s Exemed 
Pharmaceuticals/
M/s Cadila Pharmaceuticals 
Ltd.

02-01-25 Draft working sheet 
uploaded

76 RPON2025010004
Empagliflozin & 
Metformin 
Hydrochloride  Tablets

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

Tablet

M/s Exemed 
Pharmaceuticals/
M/s Cadila Pharmaceuticals 
Ltd.

02-01-25 Draft working sheet 
uploaded

77 RPON2025010005
Aspirin Gastro-resistant 
& Rosuvastatin Capsules 

Each hard gelatin capsule 
contains: Rosuvastatin Calcium IP 
eq. to Rosuvastatin 20mg (as film 
coated tablet) 
Aspirin IP 75mg (as enteric 
coated tablet)

Capsule
M/s Pure & Cure 
Healthcare Pvt. Ltd./
M/s Micro Labs Ltd.

02-01-25
Under examination

78 RPON2025010006
Bisoprolol Fumerate & 
Telmisartan Tablets

Each film coated tablet Contain: 
Bisoprolol Fumerate IP 2.5 mg
Telmisartan IP 40 mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd./
M/s BDR Pharmaceuticals 
International Pvt. Ltd.

03-01-25
(Complete 

Documents dated 11-
02-24)

Under Examination

79 RPON2025010007
Bisoprolol Fumerate & 
Telmisartan Tablets

Each film coated tablet Contain: 
Bisoprolol Fumerate IP 5 mg
Telmisartan IP 40 mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd./
M/s BDR Pharmaceuticals 
International Pvt. Ltd.

03-01-25
(Complete 

Documents dated 11-
02-24)

Under Examination



80 RPON2025010008 125010001
Empagliflozin & 
Metformin 
Hydrochloride  Tablets

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

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

03-01-25 Draft working sheet 
uploaded

81 RPON2025010009 125010002

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated tablet Contain: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

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

03-01-25 Draft working sheet 
uploaded

82 RPON2025010010

Chlorhexidine Gluconate, 
Metronidazole & 
Lignocaine 
Hydrochloride Gel

Composition:
 Chlorhexidine gluconate solution 
IP eq. to Chlorhexidine 1 % w/w 
Metronidazole Benzoate IP eq. to 
Metronidazole 1 % w/w
Lignocaine Hydrochloride IP 2 % 
w/w gel

Gel
M/s Stedman 
Pharmaceuticals Ltd.

04-01-25
(Complete 

Documents dated 12-
02-25)

Under Examination

83 RPON2025010011
Potassium Citrate, 
Magnesium Citrate & 
Vitamin B6 Oral Solution

Each 5 ml  Contains:
Potassium Citrate IP 1100 mg 
Magnesium Citrate USP 375 mg
Pyridoxine Hydrochloride 
(Vit.B6) IP 20 mg

Solution

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

04-01-25
Under examination

84 RPON2025010012 125010003
Ibuprofen & 
Paracetamol Suspension

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

Suspensio
n

M/s Shiva Biogenetic 
Pharmaceuticals Pvt. Ltd./
M/s Lupin Life Sciences Ltd.

08-01-25 Draft working sheet 
uploaded

85 RPON2025010013 125010004
Bisoprolol Fumarate & 
Amlodipine Besylate 
Tablets

Each film coated tablet Contain: 
Bisoprolol Fumerate IP 5 mg
Amlodipine Besilate eq. to 
Amlodipine IP 5 mg

Tablet

M/s Swiss Garnier Life 
Sciences/
M/s Workcell Solutions Pvt. 
Ltd.

08-01-25 Draft working sheet 
uploaded

86 RPON2025010014 125010006 Paracetamol Infusion 
Each 100 ml  Contain: 
Paracetamol IP 1000 mg

Infusion

M/s Akums Drugs & 
Pharmaceuticals Ltd./
M/s Workcell Solutions Pvt. 
Ltd.

08-01-25
Clarification sought 

from company dated 
12-02-25



87 RPON2025010015 125010005
Combipack of 
Ceftriaxone & 
Tazobactam for Injection

This Twin Pack Contains: 
(a) One vial of Ceftriaxone & 
Tazobactum for Injection IP:
Sterile Ceftriaxone Sodium IP Eq. 
to Ceftriaxone 1000 mg
 Sterile Tazobactum sodium IP Eq. 
to Tazobactum 125 mg
(b) Each ampoule contains: 10 ml 
Sterile Water for Injections IP

Injection
M/s Prosperity 6 
Pharmaceutics/
M/s Lupin Life Sciences Ltd.

09-01-25
Under examination

88 RPON2025010016
Telmisartan, & 
Metoprolol tartrate  (ER)

Each Film coated Bilayered tablet 
contains:
Telmisartan IP 40 mg 
Metoprolol Succinate IP 23.75 mg 
eq. to Metoprolol tartrate 25 mg ( 
as Extended release form)

Tablet

M/s J.K Printpack (Pharma 
Division)/
M/s Cadila Pharmaceuticals 
Ltd.

09-01-25
Under examination

89 RPON2025010017

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 10 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

Tablet

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

09-01-25
Under Examination

90 RPON2025010018

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

Tablet

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

09-01-25 Draft working sheet 
uploaded

91 RPON2025010019
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet

M/s Exemed 
Pharmaceuticals/
M/s Emcure 
Pharmaceuticals Ltd.

09-01-25 Draft working sheet 
uploaded

92 RPON2025010020
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet

M/s Exemed 
Pharmaceuticals/
M/s Emcure 
Pharmaceuticals Ltd.

09-01-25 Draft working sheet 
uploaded



93 RPON2025010021

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 5 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

Tablet

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

09-01-25 Draft working sheet 
uploaded

94 RPON2025010022

Empagliflozin & 
Metformin 
Hydrochloride  ER 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 25 mg
Metformin Hydrochloride IP 1000 
mg (Extended Release form)

Tablet

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

09-01-25
Under Examination

95 RPON2025010023
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet M/s Lupin Ltd.

10-01-25
(Complete 

Documents dated 23-
01-25)

Under Examination

96 RPON2025010024
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet M/s Lupin Ltd.

10-01-25
(Complete 

Documents dated 23-
01-25)

Under Examination

97 RPON2025010025
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Intas Pharmaceuticals 
Ltd.

10-01-25 Draft working sheet 
uploaded

98 RPON2025010026 125010007

Empagliflozin & 
Metformin 
Hydrochloride 
(SR)Tablets

Each film coated tablet Contain: 
Empagliflozin 25 mg
Metformin Hydrochloride IP 1000 
mg (as Sustained release)

Tablet
M/s Abbott Healthcare Pvt. 
Ltd.

10-01-25
Under Examination

99 RPON2025010027 125010008

Empagliflozin & 
Metformin 
Hydrochloride 
(SR)Tablets

Each film coated tablet Contain: 
Empagliflozin 10 mg
Metformin Hydrochloride IP 1000 
mg (as Sustained release)

Tablet
M/s Abbott Healthcare Pvt. 
Ltd.

10-01-25
Under Examination



100 RPON2025010028 125010009
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet

M/s Exemed 
Pharmaceuticals/
M/s Abbott Healthcare Pvt. 
Ltd.

10-01-25 Draft working sheet 
uploaded

101 RPON2025010029 125010010
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet

M/s Exemed 
Pharmaceuticals/
M/s Abbott Healthcare Pvt. 
Ltd.

10-01-25 Draft working sheet 
uploaded

102 RPON2025010030

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 25 mg
Metformin Hydrochloride IP 1000 
mg (as extended release)

Tablet

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

13-01-25
Under Examination

103 RPON2025010031
Bisoprolol Fumerate & 
Telmisartan Tablets

Each film coated tablet Contain: 
Bisoprolol Fumerate IP 2.5 mg
Telmisartan IP 40 mg

Tablet

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

15-01-25 Draft working sheet 
uploaded

104 RPON2025010032
Bisoprolol Fumerate & 
Telmisartan Tablets

Each film coated tablet Contain: 
Bisoprolol Fumerate IP 5 mg
Telmisartan IP 40 mg

Tablet

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

15-01-25 Draft working sheet 
uploaded

105 RPON2025010033 125010017
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Torrent 
Pharmaceuticals Ltd.

16-01-25
Under examination

106 RPON2025010034 125010018
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Torrent 
Pharmaceuticals Ltd.

16-01-25
Under examination

107 RPON2025010035 125010019
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Torrent 
Pharmaceuticals Ltd.

16-01-25
Under examination

108 RPON2025010036 125010020
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet
M/s Torrent 
Pharmaceuticals Ltd.

16-01-25
Under examination



109 RPON2025010037

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 25 mg
Metformin Hydrochloride IP 1000 
mg (as extended release)

Tablet
M/s Pure & Cure 
Healthcare Pvt. Ltd./
M/s Eris Lifesciences Ltd.

20-01-25
Under Examination

110 RPON2025010038
Atorvastatin & 
Clopidogrel  Tablets

Each film coated Bilayered tablet 
Contain: 
Atorvastatin Calcium IP eq. to 
Atorvastatin 40 mg
Clopidogrel Sulphate IP eq. to 
Clopidogrel 75 mg

Tablet
M/s Pure & Cure 
Healthcare Pvt. Ltd./
M/s Micro Labs Ltd.

20-01-25 Draft working sheet 
uploaded

111 RPON2025010039

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

Each film coated Bilayered tablet 
Contain: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (as extended release)

Tablet
M/s Pure & Cure 
Healthcare Pvt. Ltd./
M/s Micro Labs Ltd.

20-01-25
Under examination

112 RPON2025010040
Atorvastatin & Ezetimibe  
Tablets

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

Tablet
M/s Mascot Health Series 
Pvt. Ltd./
M/s Micro Labs Ltd.

20-01-25 Draft working sheet 
uploaded

113 RPON2025010041
Atorvastatin & Ezetimibe  
Tablets

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

Tablet M/s Micro Labs Ltd.
20-01-25 Draft working sheet 

uploaded

114 RPON2025010042
Atorvastatin & Ezetimibe  
Tablets

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

Tablet M/s Micro Labs Ltd.
20-01-25 Draft working sheet 

uploaded

115 RPON2025010043 125010021

Glimepiride, Voglibose & 
Metformin 
Hydrochloride (SR) 
Tablets

Each uncoated bilayered tablet 
Contain: 
Glimepiride IP 0.5 mg
Voglibose IP 0.2 mg
Metformin Hydrochloride IP 500 
mg (Sustained release form)

Tablet
M/s Windlas Biotech Ltd./
M/s USV Ltd

20-01-25
Under examination



116 RPON2025010044 125010022

Dapagliflozin, 
Glimepiride & Metformin 
Hydrochloride (ER) 
Tablets

Each film coated bilayered tablet 
Contain: 
Dapagliflozin Propanediol USP eq. 
to Dapagliflozin IP 10 mg
Glimepiride IP 1 mg
Metformin Hydrochloride IP 1000 
mg (as extended release form)

Tablet
M/s Windlas Biotech Ltd./
M/s USV Ltd

20-01-25
Under examination

117 RPON2025010045 125010023

Dapagliflozin, 
Glimepiride & Metformin 
Hydrochloride (ER) 
Tablets

Each film coated bilayered tablet 
Contain: 
Dapagliflozin Propanediol USP eq. 
to Dapagliflozin IP 10 mg
Glimepiride IP 2 mg
Metformin Hydrochloride IP 1000 
mg (as extended release form)

Tablet
M/s Windlas Biotech Ltd./
M/s USV Ltd

20-01-25
Under examination

118 RPON2025010046

Telmisartan, 
Chlorthalidone & 
Metoprolol Succinate 
(ER) Tablets

Each film coated bilayer tablet 
Contain: 
Telmisartan IP 40 mg
Chlorthalidone IP 6.25 mg
Metoprolol Succinate IP 23.75 mg 
eq. to Metoprolol Tartrate 25 mg 
(as extended release form)

Tablet

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

21-01-25
(Complete 

Documents dated 12-
02-25)

Under examination

119 RPON2025010047

Telmisartan, 
Chlorthalidone & 
Metoprolol Succinate 
(ER) Tablets

Each film coated bilayer tablet 
Contain: 
Telmisartan IP 40 mg
Chlorthalidone IP 6.25 mg
Metoprolol Succinate IP 47.5 mg 
eq. to Metoprolol Tartrate 50 mg 
(as extended release form)

Tablet

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

21-01-25
(Complete 

Documents dated 12-
02-25)

Under examination

120 RPON2025010048

Telmisartan, 
Chlorthalidone & 
Metoprolol Succinate 
(ER) Tablets

Each film coated bilayer tablet 
Contain: 
Telmisartan IP 40 mg
Chlorthalidone IP12.5 mg
Metoprolol Succinate IP 23.75 mg 
eq. to Metoprolol Tartrate 25 mg 
(as extended release form)

Tablet

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

21-01-25
(Complete 

Documents dated 12-
02-25)

Under examination



121 RPON2025010049

Telmisartan, 
Chlorthalidone & 
Metoprolol Succinate 
(ER) Tablets

Each film coated bilayer tablet 
Contain: 
Telmisartan IP 40 mg
Chlorthalidone IP 12.5 mg
Metoprolol Succinate IP 47.5 mg 
eq. to Metoprolol Tartrate 50 mg 
(as extended release form)

Tablet

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

21-01-25
(Complete 

Documents dated 12-
02-25)

Under examination

122 RPON2025010050 125010025 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 Micropure Parenterals 
Pvt. Ltd./
M/s J.B. Chemicals & 
Pharmaceuticals Ltd.

21-01-25
Under examination

123 RPON2025010051 125010026 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 Micropure Parenterals 
Pvt. Ltd./
M/s J.B. Chemicals & 
Pharmaceuticals Ltd.

21-01-25
Under examination

124 RPON2025010052 125010014
Atorvastatin & 
Clopidogrel  tablets

Each uncoated bilayered  tablet 
contains: 
Atorvastatin Calcium IP eq. to 
Atorvastatin 10 mg
 Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75 mg

Tablet

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

22-01-25
Under examination

125 RPON2025010053 125010015
Atorvastatin & 
Clopidogrel  tablets

Each uncoated bilayered  tablet 
contains: 
Atorvastatin Calcium IP eq. to 
Atorvastatin 20 mg
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75 mg

Tablet

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

22-01-25
Under examination

126 RPON2025010054 125010016
Atorvastatin & 
Clopidogrel  tablets

Each uncoated bilayered  tablet 
contains: 
Atorvastatin Calcium IP eq. to 
Atorvastatin 40 mg
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75 mg

Tablet

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

22-01-25
Under examination

127 RPON2025010055 125010027

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

Tablet

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

22-01-25
Under Examination



128 RPON2025010056 125010028

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

Each film coated bilayered tablet 
contains: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (as Extended Release)

Tablet

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

22-01-25
Under examination

129 RPON2025010057 125010029
Clonazepam & 
Paroxetine Controlled 
Release tablets

Each film coated bilayered tablet 
contains: 
Clonazepam IP 0.5 mg
Paroxetine Hydrochloride 
Hemihydrate IP eq. to Paroxetine 
12.5 mg
(as Controlled Release)

Tablet

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

23-01-25
Under examination

130 RPON2025010058 125010030
Clonazepam & 
Paroxetine Controlled 
Release tablets

Each film coated bilayered tablet 
contains: 
Clonazepam IP 0.5 mg
Paroxetine Hydrochloride 
Hemihydrate IP eq. to Paroxetine 
25 mg
(as Controlled Release)

Tablet

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

23-01-25
Under examination

131 RPON2025010059 125010031
Empagliflozin & 
Metformin 
Hydrochloride Tablets

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

Tablet

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

24-01-25
Under examination

132 RPON2025010060 125010032

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

Each film coated bilayered tablet 
contains: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (as Extended Release)

Tablet

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

24-01-25
Under examination

133 RPON2025010061 125010033

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

Tablet

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

24-01-25
Under Examination

134 RPON2025010062 12501003

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

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

24-01-25
Under examination



135 RPON2025010063 125010036

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

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

24-01-25
Under Examination

136 RPON2025010064 125010037

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

Each film coated bilayered tablet 
contains: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (as Extended Release)

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

24-01-25
Under examination

137 RPON2025010065 125010038

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

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

24-01-25
Under Examination

138 RPON2025010066
Atorvastatin Calcium & 
Fenofibrate Tablets 

Each film coated tablet contains: 
Atorvastatin Calcium IP eq to 
Atorvastatin 10 mg 
Fenofibrate IP 160 mg

Tablet

M/s BRD MediLabs (Unit-
II)/
M/s Troikaa 
Pharmaceuticals Ltd.

24-01-25
Under examination

139 RPON2025010067
Telmisartan, Metoprolol 
Succinate  & 
Chlorthalidone  Tablets

Each film coated bilayered tablet 
contains:
Telmisartan IP 40 mg,
Metoprolol Succinate  IP 23.75 mg 
eq. to Metoprolol Tartrate 25 mg 
(as Extended Release form),
Chlorthalidone IP 6.25 mg

Tablet

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

27-01-25
Under examination

140 RPON2025010068
Telmisartan, Metoprolol 
Succinate  & 
Chlorthalidone  Tablets

Each film coated bilayered tablet 
contains:
Telmisartan IP 40 mg,
Metoprolol Succinate  IP 23.75 mg 
eq. to Metoprolol Tartrate 25 mg 
(as Extended Release form),
Chlorthalidone IP 12.5 mg

Tablet

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

27-01-25
Under examination



141 RPON2025010069
Telmisartan, Metoprolol 
Succinate  & 
Chlorthalidone  Tablets

Each film coated bilayered tablet 
contains:
Telmisartan IP 40 mg,
Metoprolol Succinate  IP 47.5 mg 
eq. to Metoprolol Tartrate 50 mg 
(as Extended Release form),
Chlorthalidone IP 6.25 mg

Tablet

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

27-01-25
Under examination

142 RPON2025010070
Telmisartan, Metoprolol 
Succinate  & 
Chlorthalidone  Tablets

Each film coated bilayered tablet 
contains:
Telmisartan IP 40 mg,
Metoprolol Succinate  IP 47.5 mg 
eq. to Metoprolol Tartrate 50 mg 
(as Extended Release form),
Chlorthalidone IP 12.5 mg

Tablet

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

27-01-25
Under examination

143 RPON2025010071 125010039
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet
M/s Hetero Labs Ltd./
M/s Glenmark 
Pharmaceuticals Ltd.

27-01-25
Under examination

144 RPON2025010072 125010040

Ceftriaxone, Disodium 
Edetate & Sodium 
powder for solution for 
infusion 

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

Injection

M/s BDR Pharmaceuticals 
International Pvt Ltd./
M/s Aristo Pharmaceuticals 
Pvt. Ltd.

27-01-25
Under examination

145 RPON2025010073 125010041

Ceftriaxone, Disodium 
Edetate & Sodium 
powder for solution for 
infusion 

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

Injection

M/s BDR Pharmaceuticals 
International Pvt Ltd./
M/s Aristo Pharmaceuticals 
Pvt. Ltd.

27-01-25
Under examination

146 RPON2025010074

Telmisartan & 
Amlodipine tablets

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

Tablet
M/s Windlas Biotech Ltd./
M/s Alkem Laboratories 
Ltd.

28-01-25
Under examination

147 RPON2025010075

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

Tablet

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

28-01-25
Under examination



148 RPON2025010076

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

Tablet

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

28-01-25
Under Examination

149 RPON2025010077

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

Each film coated bilayered tablet 
contains: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (as Extended Release)

Tablet

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

28-01-25
Under examination

150 RPON2025010078

Empagliflozin & 
Metformin 
Hydrochloride  (ER) 
Tablets

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

Tablet

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

28-01-25
Under Examination

151 RPON2025010079
Clotrimazole Vaginal 
Film

Each vaginal film contains: 
Clotrimazole IP 50 mg

Vaginal 
Film

M/s Hetero Healthcare Ltd. 30-01-25 Under examination

152 RPON2025010080
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet
M/s Skymap 
Pharmaceuticals Pvt. Ltd.

30-01-25 Under examination

153 RPON2025010081
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet
M/s Skymap 
Pharmaceuticals Pvt. Ltd.

30-01-25 Under examination

154 RPON2025010082
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet
M/s Skymap 
Pharmaceuticals Pvt. Ltd.

30-01-25 Under examination

155 RPON2025010083
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet
M/s Skymap 
Pharmaceuticals Pvt. Ltd.

30-01-25 Under examination

156 RPON2025010084
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination



157 RPON2025010085
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination

158 RPON2025010086
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination

159 RPON2025010087
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination

160 RPON2025010088
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination

161 RPON2025010089
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination

162 RPON2025010090
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination

163 RPON2025010091
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

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

30-01-25 Under examination

164 RPON2025020092

Empagliflozin & 
Metformin 
Hydrochloride  
(ER)tablets

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

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Eris Lifesciences Ltd.

03-02-25 Under examination



165 RPON2025020093

Empagliflozin & 
Metformin 
Hydrochloride  
(ER)tablets

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

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Eris Lifesciences Ltd.

03-02-25 Under examination

166 RPON2025020094

Empagliflozin & 
Metformin 
Hydrochloride  
(ER)tablets

Each film coated bilayered tablet 
contains: 
Empagliflozin 12.5 mg
Metformin Hydrochloride IP 1000 
mg (as Extended Release)

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Eris Lifesciences Ltd.

03-02-25 Under examination

167 RPON2025020095
Dehydroeplandrosteron
e (DHEA)(Micronised) & 
Folic Acid Capsules

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

Capsule

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

04-02-25 Under examination

168 RPON2025020096

Paracetamol, 
Phenylephrine 
Hydrochloride, Caffeine 
& Diphenhydramine 
Tablets

Each film coated tablet contains: 
Paracetamol IP 500 mg, 
Phenylephrine Hydrochloride IP 5 
mg
Caffeine (Anhydrous) IP 30 mg
Diphenhydramine Hydrochloride 
IP 25 mg

Tablet

M/s Skymap 
Pharmaceuticals Pvt. Ltd./
M/s Quality Bestochem 
Formulations (P) Ltd.

05-02-25 Under examination

169 RPON2025020097 125020001
Acetylcysteine & 
Acebrophylline Tablets

Each Film Coated Tablet Contain: 
Acetylcysteine BP 600 mg
Acebrophylline 100 mg

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Neon Laboratories Ltd.

05-02-25 Under examination

170 RPON2025020098 125020002

Paracetamol, 
Phenylephrine HCL, & 
Chlorpheniramine 
Maleate Oral Suspension

Each 5 ml contains:
Paracetamol IP 250 mg,
Phenylephrine HCL IP 5 mg,
Chlorpheniramine Maleate IP 2 
mg

Suspensio
n

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

05-02-25 Under examination

171 RPON2025020099

Ceftriaxone, Disodium 
Edetate & Sodium 
powder for solution for 
infusion 

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

Injection
M/s BDR Pharmaceuticals 
International Pvt Ltd./
M/s Zydus Healthcare Ltd.

06-02-25 Under examination



172 RPON2025020100

Ceftriaxone, Disodium 
Edetate & Sodium 
powder for solution for 
infusion 

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

Injection
M/s BDR Pharmaceuticals 
International Pvt Ltd./
M/s Zydus Healthcare Ltd.

06-02-25 Under examination

173 RPON2025020101

Paracetamol, 
Phenylephrine 
Hydrochloride, Caffeine 
& Diphenhydramine 
Tablets

Each film coated tablet contains: 
Paracetamol IP 500 mg, 
Phenylephrine Hydrochloride IP 5 
mg
Caffeine (Anhydrous) IP 30 mg
Diphenhydramine Hydrochloride 
IP 25 mg

Tablet
M/s Skymap 
Pharmaceuticals Pvt. Ltd./
M/s Albert David Ltd.

07-02-25 Under examination

174 RPON2025020102 125020003
Sodium Alginate, Sodium 
Bicarbonate & Calcium 
carbonate oral Liquid

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

Oral 
Liquid

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

07-02-25 Under examination

175 RPON2025020103 125020004
Amoxicillin & Clavulanic 
Acid oral suspension

Each ml of the reconstituted 
suspension contains: 
Amoxycillin Trihydrate IP eq. to 
Amoxycillin 80 mg,
Potassium Clavulanate Diluted IP 
eq. to Clauvlanic Acid 11.4 mg

Oral 
Suspensio

n

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

07-02-25 Under examination

176 RPON2025020104 125020005

Empagliflozin, 
Linagliptin & Metformin 
Hydrochloride  
(ER)tablets

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

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Cipla Ltd.

07-02-25 Under examination

177 RPON2025020105 125020006

Empagliflozin, 
Linagliptin & Metformin 
Hydrochloride  
(ER)tablets

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

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Cipla Ltd.

07-02-25 Under examination



178 RPON2025020106

Empagliflozin, 
Linagliptin & Metformin 
Hydrochloride  
(ER)tablets

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

Tablet

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

07-02-25 Under examination

179 RPON2025020107

Empagliflozin, 
Linagliptin & Metformin 
Hydrochloride  
(ER)tablets

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

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Eris Lifesciences Ltd.

10-02-25 Under examination

180 RPON2025020108

Empagliflozin, 
Linagliptin & Metformin 
Hydrochloride  
(ER)tablets

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

Tablet
M/s Pure and cure 
Healthcare Pvt. Ltd./
M/s Eris Lifesciences Ltd.

10-02-25 Under examination

181 RPON2025020109 125020009

Sitagliptin,Dapagliflozin 
& Metformin 
Hydrochloride Extended 
Release) tablets 

Each Film Coated Bilayered 
tablets contains:
Sitagliptin Phosphate 
Monohydrate IP eq. to sitagliptin 
100 mg
Dapagliflozin Propanediol 
Monohydrate eq. to Dapagliflozin 
10mg
Metformin Hydrochloride IP 500 
Mg (as Extended release form)

Tablet

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

11-02-25 Under examination

182 RPON2025020110 125020010

Sitagliptin,Dapagliflozin 
& Metformin 
Hydrochloride Extended 
Release) tablets 

Each Film Coated Bilayered 
tablets contains:
Sitagliptin Phosphate 
Monohydrate IP eq. to sitagliptin 
100 mg
Dapagliflozin Propanediol 
Monohydrate eq. to Dapagliflozin 
10mg
Metformin Hydrochloride IP 1000 
Mg (as Extended release form)

Tablet

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

11-02-25 Under examination



183 RPON2025020111 125020007
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

M/s Lifecare Formulations 
Pvt. Ltd./
M/s Primus Remedies Pvt. 
Ltd.

12-02-25 Under examination

184 RPON2025020112 125020008
Empagliflozin & 
Metformin 
Hydrochloride  tablets

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

Tablet

M/s Lifecare Formulations 
Pvt. Ltd./
M/s Primus Remedies Pvt. 
Ltd.

12-02-25 Under examination

185 RPON2025020113
Telmisartan & 
Clinidipine Tablets

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

Tablet

M/s Skymap 
Pharmaceuticals Pvt. Ltd./
M/s Morepen Laboratories 
Ltd.

12-02-25 Under examination


