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No.

IPDMS 
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Formulation / 
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Marketing Company 
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Remarks

1 126020013

Gentamicin
Injection

Each ml contains: 
Gentamicin Sulphate IP eq. to Gentamicin Base (40000 IU) 40mg  
Menthyl Paraben IP 0.18% w/v 
Propyl Paraben IP 0.02% w/v (as preservative)

Injection

M/s Cotec Healthcare Pvt. Ltd/
M/s TTK Healthcare Ltd.

12-02-2026

Placed in 76th MDC
Clarification sought from company 

letter dated 17-4-26 & reminder 
dated 21-5-2026

2 126030027

Methylprednisolone
Tablets

Each Uncoated Tablet contains: Methylprednisolone 4 mg

Tablet

M/s Foregen Helathcare Ltd./
M/s Zorvia Healthcare Ltd.

23-03-2026

Clarification sought from DCGI dated 
17-4-26 reminder dated 27-4-26, 13-

5-26 & 20-08-2026

3 126030028

Methylprednisolone
Tablets

Each Uncoated Tablet contains: Methylprednisolone 16 mg

Tablet

M/s Foregen Helathcare Ltd./
M/s Zorvia Healthcare Ltd.

23-03-2026

Clarification sought from DCGI dated 
17-4-26 reminder dated 27-4-26 ,13-

5-26  & 20-08-2026

4 126050031

Doxylamine Succinate 
and
Pyridoxine Hydrochloride
Extended Release Tablets

Each Film Coated Extended Release Tablet Contains:
Doxylamine Succinate USP 20 mg
Pyridoxine Hydrochloride IP 20 mg Tablet

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

22-05-2026
Complete date 09-

07-2026
Draft working sheet uploaded

5 126060020

Ceftriaxone & 
Tazobactam Injection

Each Vial Contains:
Sterile Ceftriaxone Sodium IP
eq. to Ceftriaxone anhydrous 500 mg
Sterile Tazobactam Sodium IP
eq. to Tazobactam 62.5 mg

Injection

M/s Maya Biotech Pvt. Ltd./
M/s Vivaldis Health And Foods 
Pvt. Ltd. 13-06-2026

Complete date 19-
06-2026

Draft working sheet uploaded

6 126070008

Methotrexate Oral 
Solution BP

Each ml contains:
Methotrexate IP 2 mg

Oral Solution

M/s Beta Drugs Ltd. /
M/s Ipca Laboratories Ltd.

06-07-2026 Under Examination

7 126070011

Amoxycillin and 
Potassium Clavulanate for 
Oral Suspension
(Combipack of sterile 
water)

Each Combipack Contains:
(A) 1 Bottle of Amoxycillin and Potassium Clavulanate for Oral 
Suspension IP
Each 5 ml of Constituted Suspension Contains:
Amoxycillin Trihydrate IP  eq. to Amoxycillin 400 mg 
Potassium Clavulanate Diluted IP Eq. to Clavulanic Acid 57 mg
(B) 1 Vial of Sterile Water for Injections IP
Each Vial Contains: Sterile Water for Injections IP 30 ml

Dry Syrup

M/s Malik Lifesciences Pvt. Ltd./
M/s Apex Laboratories Pvt. Ltd.

10-07-2026
Complete date 12-

08-2026
Draft working sheet uploaded
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8 126070017

Multivitamin & 
Multimineral Drops

Each ml contains : 
Cholecalciferol (As Stabilized) IP 200 IU Pyridoxine HCL IP 0.5 mg 
Niacinamide IP 5 mg 
Cyanocobalamin IP 1 mcg 
Sodium Selenite Pentahydrate BP equivalent to elemental Selenium 10 
mcg 
Zinc Sulphate Monohydrate IP equivalent to elemental Zinc 2 mg 
Manganese Sulphate Monohydrate BP equivalent to elemental Manganese 
3 mcg 
Sodium Molybdate dihydrate BP equivalent to elemental Molybdenum 1 
mcg 
L-Lysine Hydrochloride IP 30 mg Potassium Iodide IP equivalent to 
elemental Iodine 20 mcg 
Biotin IP 5 mcg 
Chromium Picolinate IP equivalent to elemental chromium 1 mcg 
Myo-inositol IP 10 mg Beta Carotene Dispersion 2.5% 18 mg

Drops

M/s Ordain Health Care Global 
Pvt. Ltd./
M/s Mapra Laboratories Pvt. Ltd.

22-07-2026 Draft working sheet uploaded

9 126070022

Tranexamic Acid & 
Mefenamic Acid Tablets

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

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

29-07-2026
Complete date 20-

08-2026
Under Examination

10 126080001

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

Gel Eye 
Drops

M/s Kilitech Healthcare India 
Ltd./
M/s Sentiss Pharma Pvt. Ltd.

03-08-2026
Complete date 25-

08-2026
Under Examination

11 126080002

Moxifloxacin & 
Dexamethasone Eye 
Drops

Composition:
Moxifloxacin hydrochloride IP
eq. to Moxifloxacin 0.5%w/v, Dexamethasone sodium phosphate
eq. to Dexamethasone 0.1% w/v

Gel Eye 
Drops

M/s Vivimed Labs Ltd./
M/s Sentiss Pharma Pvt. Ltd. 03-08-2026

Complete date 25-
08-2026

Under Examination

12 126080003

Moxifloxacin 
Hydrochloride & 
LoteprednolEtabonate 
Eye Drops

Each ml contains:
Moxifloxacin Hydrochloride BP
Eq. to Moxifloxacin 5 mg
LoteprednolEtabonate 5 mg
Benzalkonium Chloride Solution IP 0.02%v/v (As preservative)

Suspension

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Sentiss Pharma Pvt. Ltd. 03-08-2026

Complete date 25-
08-2026

Under Examination

13 126080004

Alginate Raft-forming 
Oral
Suspension

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

Suspension

M/s Espi Industries & Chemicals 
Pvt. Ltd./
M/s Aristo Pharmaceuticals Pvt. 
Ltd.

05-08-2026 Draft working sheet uploaded

14 126080005

Rosuvastatin, Aspirin &
Clopidogrel Capsules

Each Hard Gelatin Capsule Contains:
Rosuvastatin Calcium IP
Eq. to Rosuvastatin 10 mg 
(As film coated tablet)
Aspirin IP 75 mg 
(As Gastro - resistant Tablet)
Clopidogrel Bisulphate IP
Eq. to Clopidogrel 75 mg
(as film coated tablet)

Capsule

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

06-08-2026 Draft working sheet uploaded



15 126080006

Rosuvastatin, Aspirin &
Clopidogrel Capsules

Each Hard Gelatin Capsule Contains:
Rosuvastatin Calcium IP
Eq. to Rosuvastatin 20 mg 
(As film coated tablet)
Aspirin IP 75 mg 
(As Gastro - resistant Tablet)
Clopidogrel Bisulphate IP
Eq. to Clopidogrel 75 mg
(as film coated tablet)

Capsule

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

06-08-2026 Draft working sheet uploaded

16 126080007

Rosuvastatin, Aspirin &
Clopidogrel Capsules

Each Hard Gelatin Capsule Contains:
Rosuvastatin Calcium IP
Eq. to Rosuvastatin 10 mg 
(As film coated tablet)
Aspirin IP 75 mg 
(As Gastro - resistant Tablet)
Clopidogrel Bisulphate IP
Eq. to Clopidogrel 75 mg
(as film coated tablet)

Capsule

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

06-08-2026 Under Examination

17 126080008

Rosuvastatin, Aspirin &
Clopidogrel Capsules

Each Hard Gelatin Capsule Contains:
Rosuvastatin Calcium IP
Eq. to Rosuvastatin 20 mg 
(As film coated tablet)
Aspirin IP 75 mg 
(As Gastro - resistant Tablet)

Capsule

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

06-08-2026 Under Examination

18 126080009

Combikit of 
Clarithromycin,
Vonoprazan & 
Amoxicillin Tablets 

Each strip contains: 
(A) Clarithromycin Tablets IP (2 Tablets)
Each Film Coated Tablet Contains.
Clarithromycin IP 500 mg
(B) Vonoprazan Tablets* (2 Tablets)
Each Film Coated Tablet Contains: 

Tablet

M/s Malik Lifesciences Pvt. Ltd./
M/s Mankind Pharma Ltd. 07-08-2026 

Complete date 27-
08-2026

Under Examination

19 126080012

Paracetamol and
Mefenamic Acid
Suspension

Each 5 ml contains:
Paracetamol IP 250 mg
Mefenamic Acid IP 100 mg Oral 

suspension

M/s Skymap Pharmaceuticals 
Pvt. Ltd./
M/s Profic organic Ltd. 08-08-2026 Under Examination

20 126080013

Gemcitabine Injection
1.4g,
 1.4g/36.84 ml

Each ml contains: 
Gemcitabine Hydrochloride IP Eq. to Gemcitabine 38 mg

Vial

M/s Adley Formulations Pvt. Ltd.

10-08-2026 Under Examination

21 126080014

Moxifloxacin Eye Drops Composition: 
Moxifloxacin Hydrochloride IP eq. to Moxifloxacin 0.5% w/v
Benzalkonium Chloride Solution IP 0.02% w/v (As Preservative) Eye Drops

M/s Skymap Pharmaceuticals 
Pvt. Ltd./
M/s Wellgen Medicare LLP

10-08-2026
Complete date 21-

08-2026
Under Examination

22 126080015

Gentamicin Sulphate &
Dexamethasone Sodium 
Phosphate
Eye/Ear Drops

Composition:
Gentamicin Sulphate IP Eq. to Gentamicin base 0.3% w/v
Dexamethasone Sodium Phosphate IP
Eq. to Dexamethasone Phosphate 0.1% w/v
Sodium Methylparaben IP 0.05%w/v
(as Preservative)
Sodium Propylparaben
(as Preservative)

Eye/Ear 
Drops

M/s Skymap Pharmaceuticals 
Pvt. Ltd./
M/s Wellgen Medicare LLP

10-08-2026
Complete date 21-

08-2026
Under Examination



23 126080016

Moxifloxacin 
Hydrochloride &
Dexamethasone 
Phosphate Eye Drops

Each ml contains:
Moxifloxacin Hydrochloride IP
eq. to Moxifloxacin 0.5% w/v
Dexamethasone Sodium Phosphate IP
Eq. to Dexamethasone Phosphate 0.1% w/v
Benzalkonium Chloride Solution IP 0.01% v/v
(As Preservative)

Eye Drops

M/s Skymap Pharmaceuticals 
Pvt. Ltd./
M/s Wellgen Medicare LLP

10-08-2026
Complete date 21-

08-2026
Under Examination

24 126080017

Ofloxacin & 
Dexamethasone Sodium
Phosphate Eye/Ear Drops

Composition:
Ofloxacin IP 0.3% w/v
Dexamethasone Sodium
Phosphate IP 0.1% w/v
Benzalkonium Chloride Solution IP 0.02% v/v (As Preservative)

Eye/Ear 
Drops

M/s Skymap Pharmaceuticals 
Pvt. Ltd./
M/s Wellgen Medicare LLP 10-08-2026

Complete date 21-
08-2026

Under Examination

25 126080018

Ciprofloxacin & 
Dexamethasone Eye
Drops

Composition: 
Ciprofloxacin Hydrochloride IP eq. to Ciprofloxacin 0.3% w/v 
Dexamethasone IP 0.1% w/v 
Benzalkonium Chloride Solution IP 0.02% v/v (As Preservative)

Eye/Ear 
Drops

M/s Skymap Pharmaceuticals 
Pvt. Ltd./
M/s Wellgen Medicare LLP 10-08-2026

Complete date 21-
08-2026

Under Examination

26 126080019

Vitamin D3 
(Cholecalciferol) Drops

Each 1 ml contains: 
Vitamin D3 IP 800 IU (Cholecalciferol)

Oral Drops

M/s Synokem Lifesciences Pvt. 
Ltd./
M/s FDC Ltd. 11-08-2026 Under Examination

27 126080020

Benfotiamine, 
Methylcobalamin,
Alpha Lipoic Acid, Folic 
Acid,
Chromium Picolinate, 
MyoInositol & Pyridoxine
Hydrochloride Tablets

Each Film Coated Tablet Contains:
Benfotiamine 200 mg 
Methylcobalamin IP 1500 mcg
Alpha Lipoic Acid IP 200 mg 
Folic Acid IP 1.5 mg 
Chromium Picolinate IP 200 mcg
Myo-Inositol IP 100 mg
Pyridoxine Hydrochloride IP 3 mg

Tablet

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

11-08-2026 Under Examination

28 126080021

Combikit of Vonoprazan 
& Amoxicillin Tablets 

Each Strip contains:
(A) Vonoprazan Tablets (2 Tablets) 
Each film coated tablet contains 
Vonoprazan Fumarate eq. to Vonoprazan 20mg (B) Amoxicillin Tablets 
USP (3 Tablets) 
Each film coated tablet contains
 Amoxycillin Trihydrate IP eq to Amoxycillin 1000mg

Tablet

M/s Malik Lifesciences Pvt. Ltd./
M/s Dr. Reddys Laboratories Ltd.

12-08-2026
Complete date 27-

08-2026
Under Examination

29 126080022

Combikit of 
Clarithromycin,
Vonoprazan & 
Amoxicillin Tablets 

Each strip contains:
(A) Clarithromycin Tablets IP (2 Tablets)
Each Film Coated Tablet Contains.
Clarithromycin IP 500 mg
(B) Vonoprazan Tablets (2 Tablets)
Each Film Coated Tablet Contains: 
Vonoprazan Fumarate Eq.to 
Vonoprazan 20 mg
(C) Amoxicillin Tablets USP (2 Tablets)
Each Film Coated Tablet Contains.
Amoxycyllin Trihydrate IP
Eq. to Amoxycillin 1000 mg

Tablet

M/s Malik Lifesciences Pvt. Ltd./
M/s Dr. Reddys Laboratories Ltd.

12-08-2026 Under Examination



30 126080023

Myo-Inositol &  
Metformin Hydrochloride 
Sustained release Tablets 

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

M/s Akums Drugs & 
Pharmaceuticals Ltd./
M/s Zorvia Helathcare Ltd. 14-08-2026 Under Examination

31 126080024

Metformin &
Sitagliptin Extended 
Release Tablets

Each Film coated tablet contains: 
Metformin Hydrochloride IP 500mg ( As Extended Relase)  
Sitagliptin Phosphate Mohohydrate IP Eq.to Sitaglipin 100mg Tablet

M/s Synokem Pharmaceuticals 
Ltd./
M/s FDC Ltd. 14-08-2026 Under Examination

32 126080025

Diclofenac Injection IP Each ml contains:
Diclofenac Sodium IP 75 mg 
Benzyl Alcohol IP 10% v/v (as preservative) Injection

M/s Sri Ram Healthcare Pvt. Ltd. 
Unit-II/
M/s Aristo Laboratories Pvt. Ltd. 18-08-2026 Under Examination

33 126080026

Bilastine and Montelukast
Suspension

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

M/s Synokem Lifesciences Pvt. 
Ltd./
M/s Aristo Pharmaceuticals Pvt. 
Ltd.

18-08-2026 Under Examination

34 126080027

Paracetamol and Caffeine 
Tablets

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

M/sAlkem Health Science (A 
Unit of Alkem Laboratories Ltd.) 
– Unit-2./
M/s Alkem Laboratories Ltd..

20-08-2026 Under Examination

35 126080028

Povidone Iodine Gargle Povidone Iodine IP  0.5% w/v 

Gargle

M/s Pontika Aerotech Ltd./
M/s Indoco Remedies Limited.

21-08-2026 Under Examination

36 126080029

Paracetamol Injection 
1000mg/4ml 

Each ml contains:
Paracetamol IP 250 mg 
Absolute Alcohol 30%v/v 
Sterile Water for Injection IP 16ml

Injection

M/s Troikaa Pharmaceuticals Ltd.

25-08-2026 Under Examination

37 126080030

Clobetasol & Gentamicin 
Cream

Composition: 
Clobetasol propionate IP 0.05% w/w ,
Gentamicin sulphate IP eq. to Gentamycin 0.1 % w/w Cream

M/s Esdab Medicare Pvt. Ltd.

26-08-2026 Under Examination

38 126080031

Combikit of 
Clarithromycin,
Vonoprazan & 
Amoxicillin Capsules 

Each Combipack contains:
 A. Vonoprazan tablets (2 Tablets) 
Each film coated tablet contains: 
Vonoprazan Fumarate eq. to Vonoprazan 20mg 
B. Clarithromycin tablets (2 Tablets) 
Each film coated tablet contains: 
Clarithromycin IP 500mg 
C. Amoxycillin Capsules (4 Capsules) 
Each hard Gelatin Capsule contains: 
Amoxycillin Trihydrate IP eq. to Amoxycillin 500mg

Combikit

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

27-08-2026 Under Examination

39 126080032

Ibuprofen & Paracetamol 
Suspension

Each 5ML contains: 
Ibuprofen IP 100 mg
Paracetamol IP 162.5 mg Oral 

Suspension

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

31-08-2026 Under Examination



40 126080033

Combikit of 
Clarithromycin,
Vonoprazan & 
Amoxicillin Capsules 

Each Strip Contains:
Clarithromycin Tablets (2 Tablets)
Each Film Coated tablet contains:
Clarithromycin IP 500 mg
Vonoprazan Tablets (2 Tablets)
Each Film Coated Tablets:
Vonoprazan Fumarate Eq. to Vonoprazan 20 mg
Amoxicillin Tablets (4 Capsulse)
Amoxycillin Trihydrate IP Eq. to Amoxicillin 500 mg

Combikit

M/s BDR Pharmaceuticals Intl 
Pvt. Ltd./
M/s Torrent Pharmaceuticals Ltd.

31-08-2026 Under Examination

41 126080034

Ondansetron Orally 
Disintegrating Strips

Each orally disintegrating strip contains:
Ondansetron IP 2 mg

Disintegratin
g strip

M/s Zim Laboratories Ltd./
M/s Sun Pharma Laboratories  
Ltd. 31-08-2026 Under Examination

42 126080035

Ondansetron Orally 
Disintegrating Strips

Each orally disintegrating strip contains:
Ondansetron IP 4 mg

Disintegratin
g strip

M/s Zim Laboratories Ltd./
M/s Sun Pharma Laboratories  
Ltd. 31-08-2026 Under Examination


