
Sl. 
No.

Acknowledgement  
Number

IPDMS 
Reference 

Number

Name of the 
Formulation / Brand 
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Strength Unit 

Manufacturer & Marketing 
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Date of receipt 
of application

Remarks

1 RPON2025070402 125070002

Paclitaxel Lipid suspension 
for Injection

Each vial contains:
Paclitaxel IP 100 mg

Injection

M/s Intas Pharmaceuticals Ltd.

04-07-2025 Complete
documents 22-7-

2025

Clarification sought from 
Company & DCGI dated 14-

11-25
reminder dated 24-11-2025

2 RPON2025070407 125070007

Paracetamol, 
Phenylephrine 
Hydrochloride and 
Chlorpheniramine Maleate 
Tablet

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

M/s  East African (I) Overseas/ 
M/s Macleods Pharmaceuticals Ltd.

05-07-2025
Under Examination

3 RPON2025070427 125070030

Calcium & Vitamin D3 
tablets

Each film coated tablet contains: Calcium Carbonate 
IP eq. to Elemental Calcium 500 mg 
Vitamin D3 IP 2000 IU.

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Eris Lifesciences Ltd.

24-07-2025
Under Examination

4 RPON2025090468 125090023

Linagliptin, Empagliflozin 
& Metformin 
Hydrochloride ER Tablets 

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

Tablet

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

29-09-2025
Complete documents

25-10-25
Placed in 74th MDC

5 RPON2025090469 125090024

Sitagliptin, Empagliflozin & 
Metformin Hydrochloride 
ER Tablets 

Each film coated bilayer tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 100 mg, Empagliflozin IP 10 mg,
Metformin Hydrochloride IP 1000 mg (extended-
release form)

Tablet

M/s Exemed Pharmaceuticals/
M/s Abbott Healthcare Pvt. Ltd. 29-09-2025

Complete documents
25-10-25

Placed in 74th MDC

6 RPON2025090470 125090025

Sitagliptin, Empagliflozin & 
Metformin Hydrochloride 
ER Tablets 

Each film coated bilayer tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to 
Sitagliptin 100 mg, Empagliflozin IP 25 mg,
Metformin Hydrochloride IP 1000 mg (extended-
release form) Tablet

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

30-09-2025
Complete documents

25-10-25
Placed in 74th MDC

7 RPON2025090471 125090027

Cetirizine Ophthalmic 
Solution

Each ml Contains:
Cetirizine Hydrochloride IP
Eq. to Cetirizine 0.24 % w/v
Benzalkonium Chloride Solution IP 0.02 % v/v (As 
preservative) 

Eye Drops

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Dr. Reddys Laboratories Ltd.

30-09-2025 Placed in 74th MDC

8 RPON2025100481 125100006

Calcium & Vitamin D3 
tablets

Each film coated tablet contains: Calcium Carbonate 
IP eq. to Elemental Calcium 500 mg 
Vitamin D3 IP 2000 IU Tablet

M/s Pure and Cure Healthcare Pvt. 
Ltd./
M/s Eris Lifesciences Ltd. 07-10-2025

Under Examination

STATUS OF RETAIL PRICE APPLICATIONS AS ON 15.1.2026



9 RPON2025100495 125100020

Empagliflozin, Linagliptin 
& Metformin 
Hydrochloride
ER Tablets

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

Tablet

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

16-10-2025
Complete documents

3-12-25
Placed in 74th MDC

10 RPON2025110528 125110028

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
Extended Release Tablets

Each film coated bilayer tablet contains:
Empagliflozin 10 mg
Metformin Hydrochloride (As Extended-Release) IP 
1000 mg
Sitagliptin Phosphate Monohydrate IP Sitagliptin 
100 mg

Tablet

M/s Exemed Pharmaceuticals/
M/s Kollectcare Pvt. Ltd.

24-11-2025
Clarification sought from 

Company dated 13-1-2026

11 RPON2025110529 125110029

Empagliflozin, Sitagliptin & 
Metformin Hydrochloride 
Extended Release Tablets

Each film coated bilayer tablet contains:
Empagliflozin 25 mg
Metformin Hydrochloride (As Extended-Release) IP 
1000 mg
Sitagliptin Phosphate Monohydrate IP Sitagliptin 
100 mg

Tablet

M/s Exemed Pharmaceuticals/
M/s Kollectcare Pvt. Ltd.

24-11-2025
Clarification sought from 

Company dated 13-1-2026

12 RPON2025110531 125110031

Gemcitabine 
Hydrochloride Injection 10 
mg/ml, (1200 mg/120 mL)

Each ml contains:
Gemcitabine Hydrochloride IP eq. to
Gemcitabine 10 mg
Sodium Chloride IP 9 mg
Water for Injection IP

Injection

M/s Sun Pharmaceutical Industries 
Ltd/
M/s Sun Pharma Laboratories Ltd.

28-11-2025 Placed in 74th MDC

13 RPON2025110532 125110032

Gemcitabine 
Hydrochloride Injection 10 
mg/ml,(1400 mg/140 mL)

Each ml contains:
Gemcitabine Hydrochloride IP eq. to
Gemcitabine 10 mg
Sodium Chloride IP 9 mg
Water for Injection IP

Injection

M/s Sun Pharmaceutical Industries 
Ltd/
M/s Sun Pharma Laboratories Ltd.

28-11-2025 Placed in 74th MDC

14 RPON2025110533 125110033

Gemcitabine 
Hydrochloride Injection 10 
mg/ml, (1600 mg/160 mL)

Each ml contains:
Gemcitabine Hydrochloride IP eq. to
Gemcitabine 10 mg
Sodium Chloride IP 9 mg
Water for Injection IP

Injection

M/s Sun Pharmaceutical Industries 
Ltd/
M/s Sun Pharma Laboratories Ltd.

28-11-2025 Placed in 74th MDC

15 RPON2025110535 125110035

Calcium Citrate,Vitamin 
D3, Methylcobalamin, 
Pyridoxine HCL & Folic 
Acid Tablets

Each Film Coated Tablets Contains: Calcium Citrate 
USP 1000 mg 
Vitamin D3 IP 200 IU Methylcobalamin IP 500 mcg 
Pyridoxine Hydrochloride IP 10 mg Folic Acid IP 5 
mg Tablet

M/s Troikaa Pharmaceutical Ltd.

29-11-2025
Complete documents 

2-12-2025
Draft working sheet 

uploaded 



16 RPON2025110538
125110039

&
125110040

Chlorpheniramine Maleate,
Phenylephrine 
Hydrochloride
& Dextromethorphan
Hydrobromide Syrup

Each 5 ml contains
Chlorpheniramine Maleate IP 2 mg
Phenylephrine Hydrochloride IP 5 mg
Dextromethorphan Hydrobromide IP 10 mg

Syrup

M/s East African (I) Overseas/ 
M/s SRK puremed LLP

29-11-2025
Draft working sheet 

uploaded 

17 RPON2025120545
125120005

Cetirizine Ophthalmic 
Solution

Each ml contains: .
Cetirizine Hydrochloride Eq. to Cetirizine 0.24% 
w/v 
 Benzalkonium Chloride Solution 0.02% v/v (As 
preservative)

Eye Drops

M/s Akums Drugs & 
pharmaceuticals Ltd.
M/s Mankind Pharma. Ltd.

04-12-2025 Placed in 74th MDC

18 RPON2025120546
125120006

Cefuroxime & Potassium 
Clavulanate Tablets 

Each film coated tablet contains: Cefuroxime Axetil 
IP eq. to Anhydrous Cefuroxime 250 mg Potassium 
Clavulanate Diluted IP eq. to Clavulanic Acid 125 mg Tablet

M/s Theon pharmaceuticals Ltd.
M/s Emcure Lifesciences Pvt. Ltd.

05-12-2025
Draft working sheet 

uploaded 

19 RPON2025120547
125120007

Cefuroxime & Potassium 
Clavulanate Tablets 

Each film coated tablet contains: Cefuroxime Axetil 
IP eq. to Anhydrous Cefuroxime 500 mg Potassium 
Clavulanate Diluted IP eq. to Clavulanic Acid 125 mg

Tablet

M/s Theon pharmaceuticals Ltd.
M/s Emcure Lifesciences Pvt. Ltd.

05-12-2025
Draft working sheet 

uploaded 

20 RPON2025120548
125120008

Clindamycin &
Tretinoin Gel

Clindamycin Phosphate IP
Equivalent to Clindamycin 1.0% w/w
Tretinoin USP. 0.025% w/w
(As microspheres)
Silicone gel base Gel

M/s Om Sai Pharma Pack
M/s Cipla Ltd.

05-12-2025
Draft working sheet 

uploaded 

21 RPON2025120551
125120011

Mecobalamin, Alpha Lipoic 
Acid, Vitamin D3, 
Pyridoxine Hydrochloride 
& Folic Acid Tablets

Each film coated tablet contains: Mecobalamin 1500 
mcg
Alpha Lipoic Acid IP 100 mg 
Vitamin D3 IP 1000 IU  
Pyridoxine Hydrochloride IP 3 mg  Folic Acid IP 1.5 
mg

Tablet

M/s JK Print Pack (Pharma Division)
M/s Mankind Prime Labs Pvt. Ltd.

05-12-2025
Complete documents 

15-1-26

 Under Examination

22 RPON2025120552
125120012

Enteric Coated 
Pantoprazole &
Sustained Release
Levosulpiride Capsules

Each hard gelatin capsule contains:
Pantoprazole Sodium Sesquihydrate IP Equivalent 
to Pantoprazole 40 mg
(As enteric coated pellets)
Levosulpiride 75 mg
(As sustained release tablet)

Capsule

M/s Innova Captab Ltd.
M/s Emcure Pharmaceuticals Ltd.

09-12-2025
Draft working sheet 

uploaded 

23 RPON2025120553 125120013

Metformin Hydrochloride 
(SR) & myo-Inositol Tablet

Each Film Coated Bilayered Tablet Contains:
Metformin Hydrochloride IP 500 mg
(As sustained release)
myo-Inositol IP 600 mg

Tablet

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

09-12-2025
Draft working sheet 

uploaded 



24 RPON2025120554 125120014

Ciprofloxacin and 
Tinidazole Tablets

Each film-coated tablet contains:
Ciprofloxacin Hydrochloride
IP Eq. to Ciprofloxacin 500mg
Tinidazole IP 600mg

Tablet

M/s East African (I) overseas
M/s SRK Puremed LLP

10-12-2025
Draft working sheet 

uploaded 

25 RPON2025120555 125120015
Mefenamic Acid & 
Dicyclomine Tablets

Each film coated tablet contains:
Mefenamic Acid IP 250 mg
Dicyclomine Hydrochloride IP 10 mg

Tablet
M/s East African (I) overseas
M/s SRK Puremed LLP 10-12-2025

Draft working sheet 
uploaded 

26 RPON2025120556 125120017
Drotraverine & Mefanamic
Acid tablets

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

Tablet
M/s East African (I) overseas
M/s SRK Puremed LLP 10-12-2025

Clarification sought from 
Company dated 5-1-2026

27 RPON2025120557 125120020

Paracetamol & 
Chlorpheniramine
Maleate Syrup

Each 5 ml Contains:
Paracetamol IP 125 mg
Chlorpheniramine Maleate IP 1.5 mg

Syrup

M/s Indoco Remedies Ltd.

11-12-2025
Under Examination

28 RPON2025120558 125120018

Gliclazide modified release 
& Metformin 
Hydrochlordie extended 
release Tablets

Each Uncoated Bilayered Tablet
contains: 
Gliclazide IP 30mg (in modified release form) 
Metformin Hydrochlordie IP 500mg (in extended 
release form)

Tablet

M/s Mascot Health series Pvt. Ltd./
M/s Primus Remedies Pvt. Ltd.

12-12-2025
Draft working sheet 

uploaded 

29 RPON2025120559 125120019

Gliclazide modified release 
& Metformin 
Hydrochlordie extended 
release Tablets

Each Uncoated Bilayered Tablet
contains: 
Gliclazide IP 60 mg (in modified release form) 
Metformin Hydrochlordie IP 500mg (in extended 
release form)

Tablet

M/s Mascot Health series Pvt. Ltd./
M/s Primus Remedies Pvt. Ltd.

12-12-2025
Draft working sheet 

uploaded 

30 RPON2025120560 125120021

Telmisartan, Cilnidipine & 
Chlorthalidone Tablets 

Each film coated tablet contains: Telmisartan IP 40 
mg 
Cilnidipine IP 10 mg 
Chlorthalidone IP 12.5 mg

Tablet

M/s Glenmark Pharmaceuticals Ltd.
15-12-2025

Complete documents 
23-12-25

Draft working sheet 
uploaded 

31 RPON2025120561 125120022

Combikit of 
Clarithromycin, 
Esomeprazole& 
Amoxicillin Tablets 

Composition:
Each Strip Contains:
A. Clarithromycin Tablets IP 2 Tablets
Each Film Coated Tablet Contains:
Clarithromycin IP 500 mg
B. Esomeprazole Tablets IP 2 Tablets
Each Enteric Coated Tablet Contains:
Esomeprazole Magnesium Trihydrate IP
eq. to Esomeprazole 40 mg
C. Amoxicillin Tablets USP 2 Tablets
Each Film Coated Tablet Contains:
Amoxycillin Trihydrate IP
eq. to Amoxycillin 1000 mg

Tablet

M/s Malik Lifesciences Pvt. Ltd./
M/s Primus Remedies  Pvt. Ltd.

16-12-2025
Complete documents 

5-1-26

Draft working sheet 
uploaded 



32 RPON2025120562 125120023

Relugolix, Estradiol &
Norethindrone Acetate 
Tablets

Each Film Coated Tablet contains:
Relugolix 40 mg 
Estradiol (As Hemihydrate) USP eq. to Anhydrous 
Estradiol 1 mg
Norethindrone Acetate USP 0.5 mg

Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd./
M/s Mankind Pharma Ltd. 17-12-2025

Under Examination

33 RPON2025120563 125120024

Cetirizine Ophthalmic 
Solution

Each ml contains: 
Cetirizine Hydrochloride IP eq. to Cetirizine 
0.24%w/v, 
Benzalkonium Chloride solution IP 0.02%v/v (as 
preservative)

Eye Drops

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

18-12-2025
Complete documents 

5-1-26

 Under Examination

34 RPON2025120564 125120025

Mefenamic & Paracetamol 
tablets

Each uncoated tablet contains: Mefenamic Acid IP 
500mg 
Paracetamol IP 325mg Tablet

M/s Akums Drugs & 
Pharmaceuticals Ltd./
M/s Aurobindo Pharma Ltd. 22-12-2025

Clarification sought from 
Company dated 5-1-2026

35 RPON2025120567 125120030

Metformin Hydrochloride 
(SR) & myo-Inositol Tablet

Each Film Coated Bilayered Tablet Contains:
Metformin Hydrochloride IP 500 mg
(As sustained release)
myo-Inositol IP 600 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd.
M/s Macleods Pharmaceuticals Ltd. 22-12-2025

Draft working sheet 
uploaded 

36 RPON2025120568 125120027

Phenylephrine 
Hydrochloride & 
Chlorpheniramine Maleate 
Drops

Each ml contains:
Phenylephrine Hydrochloride IP 2.5mg 
Chlorpheniramine Maleate Ip 1mg Drops

M/s Kingston Aqua Industries Pvt. 
Ltd./
M/s Aurobindo Pharma Ltd. 22-12-2025

Clarification sought from 
Company dated 5-1-2026

37 RPON2025120569 125120031

Relugolix, Estradiol &
Norethindrone Acetate 
Tablets

Each Film Coated Tablet contains:
Relugolix 40 mg 
Estradiol (As Hemihydrate) USP eq. to Anhydrous 
Estradiol 1 mg
Norethindrone Acetate USP 0.5 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s La Renon Helathcare Pvt. Ltd. 23-12-2025

Under Examination

38 RPON2025120570 125120032

Paracetamol, 
Phenylephrine 
Hydrochloride, Caffeine & 
Diphenhydramine 
Hydrochloride 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 Pure & Cure Healthcare Pvt. 
Ltd./
M/s Abbott Healthcare Pvt. Ltd.

23-12-2025
Draft working sheet 

uploaded 

39 RPON2025120571 125120029

Relugolix, Estradiol &
Norethindrone Acetate 
Tablets

Each Film Coated Tablet contains:
Relugolix 40 mg 
Estradiol (As Hemihydrate) USP eq. to Anhydrous 
Estradiol 1 mg
Norethindrone Acetate USP 0.5 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Torrent Pharmaceuticals Ltd. 23-12-2025

Under Examination

40 RPON2025120572 125120033

Atorvastatin & Ezetimibe 
tablets 

Each Film Coated Tablet contains:
Atorvastatin Calcium IP eq. to Atorvastatin 10 mg
Ezetimibe IP 10 mg Tablet

M/s Macleods Pharmaceuticals Ltd.

23-12-2025
Draft working sheet 

uploaded 

41 RPON2025120573 125120034

Atorvastatin & Ezetimibe 
tablets 

Each Film Coated Tablet contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20 mg
Ezetimibe IP 10 mg Tablet

M/s Macleods Pharmaceuticals Ltd.

23-12-2025
Draft working sheet 

uploaded 

42 RPON2025120574 125120035

Atorvastatin & Ezetimibe 
tablets 

Each Film Coated Tablet contains:
Atorvastatin Calcium IP eq. to Atorvastatin 40 mg
Ezetimibe IP 10 mg Tablet

M/s Macleods Pharmaceuticals Ltd.

23-12-2025
Draft working sheet 

uploaded 

43 RPON2025120575 125120037

Relugolix, Estradiol &
Norethindrone Acetate 
Tablets

Each Film Coated Tablet contains:
Relugolix 40 mg 
Estradiol (As Hemihydrate) USP eq. to Anhydrous 
Estradiol 1 mg
Norethindrone Acetate USP 0.5 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Akumentis Heathcare Ltd. 27-12-2025

Under Examination



44 RPON2025120576 125120038

Dapagliflozin & 
Telmisartan Tablets

Each film coated tablet contains: Dapagliflozin 
Propanediol USP eq. to Dapagliflozin 10 mg 
Telmisartan IP 40 mg Tablet

M/s Exemed Pharmaceuticals/
M/s Eris Lifesciences Ltd.

29-12-2025
Draft working sheet 

uploaded 

45 RPON2025120577 125120039

Dried Factor VIII Fraction 
I.P. 1000 IU / Lyophilized

Each vial contains:
Factor VIII IP (1000 IU)
- Protein content IP (s 80 g/L)
- Sodium Chloride IP (≤ 250 mM)
- Sodium Citrate IP (s 10 mM)
- Calcium Chloride IP (s1 mM)
- Mannitol IP (s 7.6 % МN)
- Glycine IP (≤ 300 mM)
- Lycine HCL BP (s 25 mM)
- Sucrose IP (s 1% ww)
- Sodium ion content IP (s 200 mM/L)
- Fibrinogen content (oftotal protein) (s 80%)

Vial

M/s Reliance Life Sciences Pvt. Ltd.

29-12-2025
 Under Examination

46 RPON2025120578 125120040

Dehydroepiandrosterone 
(DHEA)
(Micronized) and Folic 
Acid Hard
Gelatin Capsules

Each Hard Gelatin Capsule Contains:
Dehydroepiandrosterone 25 mg
(Micronized)
Folic Acid IP 1.5 mg

Capsule

M/s Akums Drugs & 
Pharmaceuticals Ltd./
M/s Mankind Pharma Ltd. 30-12-2025

 Under Examination

47 RPON2025120579 125120041

Diclofenac Potassium & 
Serrattiopeptidase Tablets

Each enteric coated tablet contains:
Diclofenac Potassium IP 50 mg
Serrattiopeptidase IP 10 mg
(Eq.to 20,000 units of enzyme activity)

Tablet

M/s SRK Puremed LLP/
M/s East African (I) overseas

30-12-2025
Draft working sheet 

uploaded 

48 RPON2025120580 125120044

Metformin Hydrochloride 
(SR) & myo-Inositol Tablet

Each Film Coated Bilayered Tablet Contains:
Metformin Hydrochloride IP 500 mg
(As sustained release)
myo-Inositol IP 600 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd.
M/s Zydus Healthcare Ltd. 30-12-2025

Draft working sheet 
uploaded 

49 RPON2025120581 125120045

Magnesium & Vitamin D3 
tablets

Each film coated tablet contains:
Magnesium bisglycinate
eq. to elemental Magnesium 250 mg
Vitamin D3 IP 1000 IU

Tablet

M/s Alkem laboratories Ltd.

30-12-2025
 Under Examination

50 RPON2025120582 125120042

Cetirizine Ophthalmic 
Solution

Each ml Contains:
Cetirizine Hydrochloride IP
Eq. to Cetirizine 0.24 % w/v
Benzalkonium Chloride Solution IP 0.02 % v/v (As 
preservative) 

Eye Drops

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Sun Pharma Laboratories Ltd. 30-12-2025

 Under Examination

51 RPON2025120583 125120046

Relugolix, Estradiol &
Norethindrone Acetate 
Tablets

Each Film Coated Tablet contains:
Relugolix 40 mg 
Estradiol (As Hemihydrate) USP eq. to Anhydrous 
Estradiol 1 mg
Norethindrone Acetate USP 0.5 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Dr. Reddys Laboratories Ltd. 30-12-2025

Clarification sought from 
Company dated 12-1-2026

52 RPON2025120584 125120043

Paracetamol, 
Phenylephrine
HCI, Caffeine &
Diphenhydramine HCl 
Tablets

Each uncoated tablet contains:
Paracetamol IP 500 mg
Phenylephrine HCl IP 5 mg
Caffeine (Anhydrous) IP 30 mg
Diphenhydramine HCI IP 25 mg

Tablet

M/s Innova Captab Ltd./
M/s Softdeal Pharmaceutical Pvt. 
Ltd.

30-12-2025
Complete documents 

7-1-26

Draft working sheet 
uploaded 

53 RPON2025120585 125120048

Relugolix, Estradiol &
Norethindrone Acetate 
Tablets

Each Film Coated Tablet contains:
Relugolix 40 mg 
Estradiol (As Hemihydrate) USP eq. to Anhydrous 
Estradiol 1 mg
Norethindrone Acetate USP 0.5 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Eris Lifesciences Ltd. 31-12-2025

Under Examination



54 RPON2025120586 125120047

Aceclofenac, Paracetamol 
& Chlorzoxazone Tablets

Each film coated tablet contains:
Aceclofenac IP 100 mg
Paracetamol IP 325 mg
Chlorzoxazone USP 250 mg

Tablet

M/s Innova Captab Ltd./
M/s Dr. Reddys Laboratories Ltd.

31-12-2025
 Under Examination

55 RPON2025120587 125120050

Atorvastatin & Ezetimibe 
Tablets

Each Film Coated Tablet Contains:
Atorvastatin Calcium IP
Eq. to Atorvastatin 10 mg
Ezetimibe IP 10 mg

Tablet

M/s Pure & Cure Healthcare Pvt. 
Ltd./
M/s Mankind Pharma Ltd. 31-12-2025

Draft working sheet 
uploaded 

56 RPON2025120588 125120051

Atorvastatin & Ezetimibe 
Tablets

Each Film Coated Tablet contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20 mg
Ezetimibe IP 10 mg Tablet

M/s Pure & Cure Healthcare Pvt. 
Ltd./
M/s Mankind Pharma Ltd. 31-12-2025

Draft working sheet 
uploaded 

57 RPON2025120589 125120052

Atorvastatin & Ezetimibe 
Tablets

Each Film Coated Tablet Contains:
Atorvastatin Calcium IP
Eq. to Atorvastatin 40 mg
Ezetimibe IP 10 mg

Tablet

M/s Pure & Cure Healthcare Pvt. 
Ltd./
M/s Mankind Pharma Ltd. 31-12-2025

Draft working sheet 
uploaded 

58 RPON2025120590 125120049
Diclofenac Injection IP Each ml contains:

Diclofenac Sodium IP 75 mg Injection
M/s Nitin Lifesciences Ltd./
M/s Aristo Pharmaceuticals Pvt. Ltd. 31-12-2025

Draft working sheet 
uploaded 

59 RPON2025120591 125120053

Relugolix, Estradiol &
Norethindrone Acetate 
Tablets

Each Film Coated Tablet contains:
Relugolix 40 mg 
Estradiol (As Hemihydrate) USP eq. to Anhydrous 
Estradiol 1 mg
Norethindrone Acetate USP 0.5 mg

Tablet

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

31-12-2025
Complete documents 

13-1-26
Under Examination

60 RPON2025120592 125120054

Levofloxacin Eye Drops Composition:
Levofloxacin Hemihydrate IP
Eq. to Levofloxacin 0.5% w/v
Benzalkonium Chloride 0.005% w/v
(As Preservative)
Sterile aqueous vehicle 

Tablet

M/s Skymap Pharmaceuticals Pvt. 
Ltd./
M/s German Remedies 
Pharmaceuticals Pvt. Ltd. 31-12-2025

 Under Examination

61 RPON2026010001 126010001

Meropenem &
Sulbactam for Injection

Each Combi Pack contains:
 1) Each vial contains: 
Meropenem IP eq. to Meropenem (Anhydrous)  1 g 
Sodium (as Sodium Carbonate IP) 90.2 mg eq. to 
Sulbactam 500 mg 
2) One ampoule of solvent contains: Sterile Water 
for Injections IP 20 ml 

Injection

M/s Venus Remedies Ltd.

02-01-2026
Draft working sheet 

uploaded 

62 RPON2026010002 126010003
Ivermeciin & Albendazole 
Tablets

Each uncoated chewable tablet contains:
Albendazole IP 400 mg
Ivermectin IP 6 mg

Chewable Tablet
M/s Skymap Pharmaceuticals Pvt. 
Ltd./ M/s Glensmith Labs Pvt. Ltd. 05-01-2026

 Under Examination

63 RPON2026010003 126010007

Rabeprazole & 
Domperidone Capsule

Each capsule contains :
Rabeprazole Sodium IP 20 mg (as enteric coated 
pellets)
Domperidone IP 30 mg (as sustained release 
pellets)

Capsule

M/s. Stedman Pharmaceuticals Pvt. 
Ltd.

06-01-2026
 Under Examination

64 RPON2026010004 126010009

Paracetamol,
Caffeine Anhydrous,
Phenylephrine Hcl
& Chlorpheniramine
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 Centaur Pharmaceuticals Pvt. 
Ltd.

08-01-2026
Complete documents 

14-1-26

 Under Examination

65 RPON2026010005 126010005

Rosuvastatin &
Clopidogrel Tablets

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

Tablet

M/s Sun Pharma Laboratories Ltd./

09-01-2026
 Under Examination



66 RPON2026010006 126010002

Telmisartan & Cilnidipine 
Tablet

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

M/s East African (I) overseas/
M/s SRK Puremed LLP

10-01-2026
 Under Examination

67 RPON2026010007 126010010

Atorvastatin &
Clopidogrel Capsules

Each hard gelatin capsule contains:
Atorvastatin calcium IP
eq. to Atorvastatin 40 mg (As pellets)
Clopidogrel Bisulphate IP eq. to
Clopidogrel 75 mg (As pellets)

Capsule

M/s Macleods Pharmaceuticals Ltd.

10-01-2026
 Under Examination

68 RPON2026010008 126010011

Cholecalciferol (Vitamin 
D3) Drops

Each ml contains: 
Cholecalciferol IP 800 IU (In a nano droplet form)

Drops

M/s Tirupati Medicare Ltd./
M/s Galpha Laboratories Ltd.

12-01-2026
 Under Examination

69 RPON2026010009 126010012

Magnesium & Vitamin D3 
tablets

Each film coated tablet contains:
Magnesium bisglycinate
eq. to elemental Magnesium 250 mg
Vitamin D3 IP 1000 IU

Tablet

M/s Alkem laboratories Ltd.

12-01-2026
 Under Examination

70 RPON2026010010 126010006

Meloxicam,
Paracetamol &
Serratiopeptidase
Bolus

Each uncoated bolus contains:
Meloxicam IP 100 mg
Paracetamol IP 2000 mg
Serratiopeptidase IP 75 mg

Bolus

M/s Acme Lifetech LLP/ 
M/s Smart laboratories Pvt. Ltd.

13-01-2026
 Under Examination

71 RPON2026010011 126010004

Meloxicam &
Paracetamol BolusVet

Each uncoated bolus contains:
Meloxicam IP 100 mg
Paracetamol IP 1500 mg Bolus

M/s Acme Lifetech LLP/ 
M/s Smart laboratories Pvt. Ltd.

13-01-2026
 Under Examination

72 RPON2026010012 126010015

Tacrolimus Ointment Composition:
Tacrolimus IP 0.1%w/w

Ointment

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

15-01-2026
 Under Examination

73 RPON2026010013 126010013

Atorvastatin, Clopidogrel 
and
Aspirin Capsules

Each Hard Gelatin Capsule Contains:
Atorvastatin Calcium IP
Eq. to Atorvastatin 10 mg
(As Film Coated Atorvastatin Tablets IP)
Clopidogrel Bisulphate IP
Eq. to Clopidogrel 75 mg
(As Film Coated Clopidogrel Tablets IP)
Aspirin IP 75 mg (As Aspirin Gastro-Resistant 
Tablets IP)

Capsule

M/s Akums Drugs & 
Pharmaceuticals Ltd.

15-01-2026
 Under Examination

74 RPON2026010014 126010014

Atorvastatin, Clopidogrel 
and
Aspirin Capsules

Each Hard Gelatin Capsule Contains:
Atorvastatin Calcium IP
Eq. to Atorvastatin 20 mg
(As Film Coated Atorvastatin Tablets IP)
Clopidogrel Bisulphate IP
Eq. to Clopidogrel 75 mg
(As Film Coated Clopidogrel Tablets IP)
Aspirin IP 75 mg (As Aspirin Gastro-Resistant 
Tablets IP)

Capsule

M/s Akums Drugs & 
Pharmaceuticals Ltd.

15-01-2026
 Under Examination


