
Sl. 
No.

IPDMS 
Reference 

Number

Name of the 
Formulation / Brand 

Name
Strength Unit 

Manufacturer & Marketing 
Company 

Date of receipt 
of application

Remarks

1 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 &
DO letter sent to DCGI dated 30.1.26 & 

reminder dated 12-3-2026

2 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 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 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

5 126010036

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 Macmillon Pharmaceuticals Pvt. 
Ltd./
M/s Alembic Pharmaceuticals Ltd. 29-01-2026 Draft working sheet uploaded

6 126020004

Labetalol Hydrochloride
Tablets

Each film coated tablet contains:
Labetalol Hydrochloride IP 200 mg

Tablet

M/s Samarth Life Sciences Pvt Ltd

05-02-2026
Complete documents 

24-2-26
Draft working sheet uploaded

STATUS OF RETAIL PRICE APPLICATIONS AS ON 15-4-2026



7 126020011

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 Macmillon Pharmaceuticals Pvt. 
Ltd./
M/s Emcure Pharmaceuticals Ltd.

09-02-2026 Draft working sheet uploaded

8 126020014

Paracetamol, Caffeine, 
Diphenhydramine 
Hydrochloride & 
Phenylephrine 
Hydrochloride Tablets

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

Tablet

M/s Unispeed Pharmaceuticals Pvt. 
Ltd./
M/s Smart Laboratories Pvt. Ltd.

11-02-2026
Complete documents 

10-3-26
Draft working sheet uploaded

9 0

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

10 126020018

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 Macmillon Pharmaceuticals Pvt. 
Ltd./
M/s Jagsonpal Pharmaceuticals Ltd. 12-02-2026 Draft working sheet uploaded

11 126020019

Gliclazide & Metformin 
Hydrochloride Tablets

Each Uncoated Tablet Contains:
Gliclazide IP 80 mg
Metformin Hydrochloride 500 mg

Tablet

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

13-02-2026 Draft working sheet uploaded

12 126020023

Ivermectin & Albendazole
Tablets

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

M/s Ved Lifesavers (P) Ltd./
M/s Wockhardt Ltd. 18-02-2026

Complete documents 
24-2-26

Draft working sheet uploaded

13 126020024

Cefuroxime Axetil Tablets Each film coated tablet contains:
Cefuroxime Axetil IP
eq. to Anhydrous Cefuroxime 250 mg

Tablet

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

18-02-2026 Draft working sheet uploaded

14 126020025

Clopidogrel, Aspirin & 
Atorvastatin Capsule

Each hard gelatin capsule
contains:
Atorvastatin Calcium IP eq. to Atorvastatin 10 mg (as 
film coated tablet)
Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg 
Aspirin IP 75 mg (Gastro-Resistant Tablet IP)

Capsule

M/s Safetab Lifesciences/
M/s Corona Remedies Pvt. Ltd.

18-02-2026
Complete documents 

25-2-26
Draft working sheet uploaded



15 126020026

Clopidogrel, Aspirin & 
Atorvastatin Capsule

Each hard gelatin capsule
contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20 mg (as 
film coated tablet)
Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg 
Aspirin IP 75 mg (Gastro-Resistant Tablet IP)

Capsule

M/s Safetab Lifesciences/
M/s Corona Remedies Pvt. Ltd.

18-02-2026
Complete documents 

25-2-26
Draft working sheet uploaded

16 126020028

Cefuroxime Axetil & 
Potassium Clavulanate 
Tablets

Each Film Coated Tablet Each Film Coated Tablet 
Contains: 
Cefuroxime Axetil IP eq. to Cefuroxime 250 mg  
Potassium Clavulanate Diluted IP eq. to Clavulanic 
Acid 125 mg Tablet

M/s Associated Biopharma Pvt. Ltd./
M/s German Remedies 
Pharmaceuticals Pvt. Ltd.

19-02-2026
Complete documents 

17-3-26
Draft working sheet uploaded

17 126020029

Cefuroxime Axetil & 
Potassium Clavulanate 
Tablets

Each Film Coated Tablet Each Film Coated Tablet 
Contains: 
Cefuroxime Axetil IP eq. to Cefuroxime 500 mg  
Potassium Clavulanate Diluted IP eq. to Clavulanic 
Acid 125 mg

Tablet

M/s Associated Biopharma Pvt. Ltd./
M/s German Remedies 
Pharmaceuticals Pvt. Ltd. 19-02-2026

Complete documents 
19-3-26

Draft working sheet uploaded

18 126020033

Aceclofenac, Paracetamol & 
Serratiopeptidase Tablets

Each film coated tablet contains: 
Acelofenac IP 100 mg
Paracetamol IP 325 mg
Serratiopeptidase IP 15 mg
(As enteric coated eq. to enzyme activity 30,000 
units)

Tablet

M/s Pinnacle Life Science Pvt. Ltd./
M/s Softdeal Pharmaceuticals Pvt. 
Ltd.

20-02-2026 Draft working sheet uploaded

19 126020037

 Tacrolimus Prolonged 
Release Capsules 

Each hard gelatin capsule contains:
Tacrolimus IP 3 mg

Capsule

M/s Zydus Lifesciences Ltd.

26-02-2026 Draft working sheet uploaded

20 126020038

Levosalbutamol & 
Ipratropium Bromide 
Respirator Solution

Each 2.5 ml contains: 
Levosalbutamol Sulphate eq. to Levosalbutamol 0.63 
mg 
Ipratropium Bromide IP eq. to Ipratropium 
(Anhydrous) 500 mcg Respules

M/s Axa Parenterals Ltd./
M/s Mankind Pharma Ltd.

27-02-2026
Complete documents 

29-3-26
Draft working sheet uploaded

21 126020039

Tenecteplase Injection Each vial contains: 
Tenecteplase 50 mg (10000 units)

Vial

M/s Boehringer Ingelheim India Pvt. 
Ltd.

27-02-2026
Complete documents 

31-3-26

Under Examination



22 126020040

Cefixime & Potassium
Clavulanate Tablets

Each film coated tablet contains:
Cefixime (as Trihydrate) IP
Eq. to Anhydrous Cefixime 200 mg
Potassium clavulanate Diluted IP 
Eq. to Clavulanic Acid 125 mg

Tablet

M/s Purobien Lifesciences/
M/s Unison Pharmaceuticals Pvt. 
Ltd. 27-02-2026 Draft working sheet uploaded

23 126030001

Telmisartan, 
Chlorthalidone
& Metoprolol Succinate
(ER) Tablet

Each film coated bilayer tablet contains: Telmisartan 
IP 40 mg 
Chlorthalidone IP 12.5 mg 
Metoprolol Succinate IP 47.50 mg Eq. to Metoprolol 
Tartrate 50 mg (As extended release form)

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Alkem Wellness Ltd. 04-03-2026

Complete documents 
17-3-26

Draft working sheet uploaded

24 126030002

Telmisartan, 
Chlorthalidone
& Metoprolol Succinate
(ER) Tablet

Each film coated bilayer tablet contains: Telmisartan 
IP 40 mg 
Chlorthalidone IP 12.5 mg 
Metoprolol Succinate IP 23.75 mg Eq. to Metoprolol 
Tartrate 25 mg (As extended release form) Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Alkem Wellness Ltd.

04-03-2026
Complete documents 

17-3-26
Draft working sheet uploaded

25 126030005

Acetylcysteine & Taurine 
tablets

Each Film Coated Tablet contains: Acetylcysteine 
USP 150 mg 
Taurine USP 500 mg

Tablet

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

05-03-2026
Complete documents 

17-3-26
Draft working sheet uploaded

26 126030006
Paracetamol &
Mefenamic Acid
Suspension

Each 5 ml Contains: 
Paracetamol IP 125 mg 
Mefenamic Acid IP 50 mg

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

06-03-2026
Complete documents 

3-4-26
Draft working sheet uploaded

27 126030010

Atorvastatin & Ezetimibe
Tablets

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

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

06-03-2026 Draft working sheet uploaded

28 126030011

Atorvastatin & Ezetimibe
Tablets

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

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

06-03-2026 Draft working sheet uploaded

29 126030012

Atorvastatin & Ezetimibe
Tablets

Each Film Coated Tablets Contains:
Atorvastatin Calcium IP
eq. to Atorvastatin 40 mg
Ezetimibe IP 10mg

Tablet

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

06-03-2026 Draft working sheet uploaded

30 126030013

Cefuroxime Axetil
Tablets

Each film coated tablet contains:
Cefuroxime Axetil IP
eq. to Anhydrous Cefuroxime 250mg

Tablet

M/s Theon Pharmaceuticals Ltd./
M/s Aristo Laboratories Pvt. Ltd.

06-03-2026 Draft working sheet uploaded



31 126030015

L-Carnitine L-Tartrate, 
Methylcobalamin & Folic 
Acid Tablets

Each film coated tablet contains: 
L-Carnitine L-Tartrate eq. to L-Carnitine 500 mg 
Methylcobalamin IP 1500 mcg 
Folic Acid IP 1.5 mg 

Tablet

M/s Windlas Biotech Ltd. /
M/s Glensmith Labs Pvt. Ltd.

06-03-2026 Draft working sheet uploaded

32 126030016

Olanzapine &
Fluoxetine Tablets

Each film coated tablets contains:
Olanzapine IP 5 mg
Fluoxetine Hydrochloride IP
Eq. to Fluoxetine 20 mg

Tablet

M/s Windlas Biotech Ltd. /
M/s Cadila Pharmaceuticals Ltd.

07-03-2026 Draft working sheet uploaded

33 126030017

Olanzapine &
Fluoxetine Tablets

Each film coated tablets contains:
Olanzapine IP 10 mg
Fluoxetine Hydrochloride IP
Eq. to Fluoxetine 20 mg

Tablet

M/s Windlas Biotech Ltd. /
M/s Cadila Pharmaceuticals Ltd.

07-03-2026 Draft working sheet uploaded

34 126030018

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 Macmillon Pharmaceuticals Pvt. 
Ltd/
M/s Aristo Pharmaceuticals Pvt. Ltd. 09-03-2026 Draft working sheet uploaded

35 126030019

Albendazole & Ivermectin 
Tablets

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

Tablet

M/s Theta Pharmaceuticals Ltd/
M/s Aristo Laboratories Pvt. Ltd.

09-03-2026 Draft working sheet uploaded

36 126030023
Vitamin D3
Oral Solution

Each 5 ml Contains: 
Cholecalciferol (Vitamin D3) IP 60000 IU (In Nano 
Droplet Form) 

Oral Solution
M/s Foregen Helathcare Ltd./
M/s Zorvia Healthcare Ltd. 18-03-2026 Draft working sheet uploaded

37 126030024
Methylprednisolone
Tablets

Each Uncoated Tablet contains: Methylprednisolone 
8 mg

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

19-03-2026 Draft working sheet uploaded

38 126030025

Metoprolol Succinate
(Extended Release),
Chlorthalidone &
Telmisartan Tablets

Each Film Coated Tablet Contains:
Metoprolol Succinate IP 23.75 mg
Eq. to Metoprolol Tartrate 25 mg
(As Extended Release)
Chlorthalidone IP 12.5 mg 
Telmisartan IP 40 mg

Tablet

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

20-03-2026 Draft working sheet uploaded

39 126030026

Metoprolol Succinate
(Extended Release),
Chlorthalidone &
Telmisartan Tablets

Each Film Coated Tablet Contains:
Metoprolol Succinate IP 47.5 mg
Eq. to Metoprolol Tartrate 50 mg
(As Extended Release)
Chlorthalidone IP 12.5 mg 
Telmisartan IP 40 mg

Tablet

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

20-03-2026 Draft working sheet uploaded

40 126030027
Methylprednisolone
Tablets

Each Uncoated Tablet contains: Methylprednisolone 
4 mg

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

23-03-2026
Under Examination

41 126030028
Methylprednisolone
Tablets

Each Uncoated Tablet contains: Methylprednisolone 
16 mg

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

23-03-2026
Under Examination

42 126030029

Norethisterone Acetate 
Controlled Release Tablets

Each Film Coated Controlled Release Tablet 
contains: 
Norethisterone Acetate BP 10 mg

Tablet

M/s Synokem Pharmaceuticals Ltd./
M/s Zorvia Healthcare Ltd.

23-03-2026

Clarification sought from company 
dated 1-4-2026

& reminder dated 13-4-26



43 126030030

Norethisterone Acetate 
Controlled Release Tablets

Each Film Coated Controlled Release Tablet 
contains: 
Norethisterone Acetate BP 15 mg

Tablet

M/s Synokem Pharmaceuticals Ltd./
M/s Zorvia Healthcare Ltd.

23-03-2026

Clarification sought from company 
dated 1-4-2026

& reminder dated 13-4-26

44 126030031

Cholera Vaccine 
(Inactivated, Oral) B.P.

Each dose of 1.5 mL contains: 
V. cholerae (O1 El Tor Hikojima serotype 
recombinant strain) Formaldehyde inactivated 
whole cell greater than or equal to 900 micro grams 
of LPS Phosphate buffered saline q.s. to 1.5 mL

Respules

M/s Bharat Biotech International 
Ltd.

25-03-2026

Clarification sought from MOHFW 
dated 13-4-26

45 126030032

Ferric Ammonium Citrate,
Cyanocobalamin, Folic 
Acid, Cupric Sulphate & 
Manganese Sulphate Syrup

Each 15 ml (one tablespoonful) contains:
Ferric Ammonium Citrate IP 160mg
(Eq. to Elemental Iron 32.8 mg)
Cyanocobalamin IP 7.5 mcg
Folic Acid IP 0.5 mg
Cupric Sulphate USP 30 mcg
Manganese Sulphate USP 30 mcg

Syrup

M/s Crest Lifesciences Pvt. Ltd./
M/s Troikaa Pharmaceuticals Ltd.

27-03-2026
Complete documents 

7-4-26
Draft working sheet uploaded

46 126030033

Cilnidipine and 
Telmisartan Tablets

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

Tablet

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

27-03-2026
Complete documents 

14-4-26

Under Examination

47 126030034

Cilnidipine and 
Telmisartan Tablets

Each Film Coated Tablet Contains:
Cilnidipine IP 10 mg
Telmisartan IP 80 mg

Tablet

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

27-03-2026

Clarification sought from company 
dated 30-3-2026

& reminder dated 13-4-26

48 126030035

Telmisartan, Amlodipine & 
Hydrochlorothiazide 
Tablets

Each film coated tablet contains:
Telmisartan IP 40 mg
Amlodipine Besilate IP eq. to Amlodipine 5 mg
Hydrochlorothiazide IP 12.5 mg

Tablet

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

27-03-2026
Complete documents 

1-4-26
Draft working sheet uploaded

49 126030036

Atorvastatin and
Clopidogrel Capsules

Each hard gelatin capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 10 mg (as 
pellets)
Clopidogrel Bisulphate IP
eq. to Clopidogrel 75 mg (as pellets)

Capsule

M/s  Safetab Life Science/
M/s Corona Remedies Pvt. Ltd. 27-03-2026

Complete documents 
30-3-26

Draft working sheet uploaded

50 126030037

Atorvastatin and
Clopidogrel Capsules

Each hard gelatin capsule contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20 mg (as 
pellets)
Clopidogrel Bisulphate IP
eq. to Clopidogrel 75 mg (as pellets)

Capsule

M/s  Safetab Life Science/
M/s Corona Remedies Pvt. Ltd. 27-03-2026

Complete documents 
30-3-26

Draft working sheet uploaded

51 126030038

Atorvastatin and
Clopidogrel Capsules

Each hard gelatin capsule contains: Atorvastatin 
Calcium IP eq. to Atorvastatin 40 mg 
Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg Capsule

M/s  Windlas Biotech Ltd./
M/s Corona Remedies Pvt. Ltd. 27-03-2026

Complete documents 
30-3-26

Draft working sheet uploaded



52 126030039

Nepafenac& Moxifloxacin 
Ophthalmic Solution

Composition:
Nepafenac IP 0.1% w/v
Moxifloxacin Hydrochloride IP Eq. Moxifloxacin 
0.5% w/v 
Benzalkonium Chloride Solution IP 0.01% w/v (As 
Preservative)

Solution

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

30-03-2026
Under Examination

53 126030040

Lobeglitazone Sulfate & 
Metformin Hydrochloride 
(Extended Release) Tablet

Each Film Coated Bilayered Tablet Contains:
Lobeglitazone Sulfate 0.5 mg
Metformin Hydrochloride IP 500 mg
(As Extended release form)

Tablet

M/s  Akums Drugs & 
Pharmaceuticals Ltd./
M/s Zuventus Healthcare Ltd. 30-03-2026 Draft working sheet uploaded

54 126030041

Lobeglitazone Sulfate & 
Metformin Hydrochloride 
(Extended Release) Tablet

Each Film Coated Bilayered Tablet Contains:
Lobeglitazone Sulfate 0.5 mg
Metformin Hydrochloride IP 1000 mg
(As Extended release form)

Tablet

M/s  Akums Drugs & 
Pharmaceuticals Ltd./
M/s Zuventus Healthcare Ltd. 30-03-2026 Draft working sheet uploaded

55 126030042

Bilastine & Montelukast 
Tablets 

Each Film Coated Bilayered Tablet Contains:
Bilastine IP 40 mg
Montelukast Sodium IP eq. to Montelukast 10 mg

Tablet

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

30-03-2026
Complete documents 

13-4-26

Under Examination

56 126030043
Etoricoxib & Paracetamol 
Tablets 

Each Film Coated Tablet Contains:
Etoricoxib IP 60 mg
Paracetamol IP 325 mg

Tablet
M/s  Aagya Biotech/
M/s German Remedies 
Pharmaceuticals Pvt. Ltd.

31-03-2026 Draft working sheet uploaded

57 126030044

Bisoprolol Fumarate and 
Amlodipine Tablets

Each Film Coated Tablet Contains:
Bisoprolol Fumarate IP 2.5 mg
mlodipine Besylate IP eq. to Amlodipine 5 mg Tablet

M/s  Swiss Garnier life sciences/
M/s Ipca Laboratories Ltd.

31-03-2026

Clarification sought from company 
dated 13-4-2026

58 126030045

Bisoprolol Fumarate and 
Amlodipine Tablets

Each Film Coated Tablet Contains:
Bisoprolol Fumarate IP 5 mg
mlodipine Besylate IP eq. to Amlodipine 5 mg Tablet

M/s  Swiss Garnier life sciences/
M/s Ipca Laboratories Ltd.

31-03-2026

Clarification sought from company 
dated 13-4-2026

59 126030046

Cilnidipine and 
Telmisartan Tablets

Each Film Coated Tablet Contains:
Cilnidipine IP 20 mg
Telmisartan IP 40 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Alkem Laboratories Ltd.

31-03-2026
Complete documents 

14-4-26

Under Examination

60 126030047

Calcium, Vitamin D3,
Methylcobalamin, 
 L-Methylfolate Calcium  & 
Pyridoxal-5 Phosphate 
Tablets

Each Film Coated Tablet Contains:
Calcium Carbonate IP 1250 mg eq. to Elemental 
Calcium 500 mg
Vitamin D3 IP 2000 IU 
Mecobalamin IP (Methylcobalamin) 1500 mcg
L-Methylfolate Calcium 1 mg
Pyridoxal - 5 - Phosphate 20 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Sun Pharmaceutical Industries 
Ltd. 31-03-2026

Complete documents 
15-4-26

Under Examination



61 126030048

Diclofenac,Diethylamine, 
Menthol & Methyl 
Salicylate Aqueous Topical 
Gel

Composition:
Diclofenac Diethylamine IP eq. to Diethylamine 
Sodium 2% w/w
Menthol IP 5% w/w
Methyl Salicylate IP 10% w/w
Preservative:
(Benzyl Alcohol. IP 1% w/w

Gel

M/s Sun Pharmaceutical Industries 
Ltd.

31-03-2026
Complete documents 

15-4-26

Under Examination

62 126040001

Netarsudil & Latanoprost 
Ophthalmic Solution

Each ml contains:
Netarsudil Mesylate
Eq. to Netarsudil 0.200 mg
Latanoprost IP 0.050 mg
Benzalkonium Chloride IP 0.200 mg
(As preservative) 

Eye Drops

M/s Pure and Cure Healthcare Pvt. 
Ltd./
M/s Sun Pharma Laboratories Ltd. 01-04-2026

Complete documents 
10-4-26

Under Examination

63 126040002

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 Macmillon Pharmaceuticals Pvt. 
Ltd/
M/s Zydus Healthcare Ltd. 02-04-2026 Draft working sheet uploaded

64 126040003

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 Intas Pharmaceuticals Ltd. 02-04-2026 Draft working sheet uploaded

65 126040004

Telmisartan & Metoprolol
Succinate (ER) 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)

Tablet

M/s Windlas Biotech Ltd./
M/s Alkem Wellness Ltd.

03-04-2026

Clarification sought from company 
dated 10-4-26

66 126040005

Telmisartan & Metoprolol
Succinate (ER) Tablets

Each film coated bilayered tablet contains:
Telmisartan IP 40 mg
Metoprolol Succinate IP47.50 mg
Eq. to Metoprolol Tartrate 50 mg
(As extended release)

Tablet

M/s Windlas Biotech Ltd./
M/s Alkem Wellness Ltd.

03-04-2026

Clarification sought from company 
dated 10-4-26

67 126040006

Vildagliptin and Metformin
Hydrochloride Tablets

Each film coated tablet contains:
Vildagliptin 50 mg
Metformin Hydrochloride IP 1000 mg

Tablet

M/s Ved Lifesavers (P) Ltd./
M/s Alkem Wellness Ltd.

03-04-2026

Clarification sought from company 
dated 10-4-26

68 126040007

Rabeprazole Sodium and 
Domperidone
(Sustained release) 
capsules

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

Capsule

M/s Stedman Pharmaceuticals Pvt. 
Ltd.

03-04-2026
Under Examination

69 126040008

Empagliflozin, Sitagliptin 
and Metformin 
Hydrochloride Extended 
Release Tablet

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

Tablet

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

06-04-2026
Complete documents 

14-4-26

Under Examination



70 126040009

Telmisartan & 
Chlorthalidone Tablets

Each uncoated bilayered tablet contains:
Telmisartan IP 40 mg
Chlorthalidone IP 12.5 mg

Tablet

M/s Windlas Biotech Ltd./
M/s Alkem Wellness Ltd.

06-04-2026

Clarification sought from company 
dated 10-4-26

71 126040010

Telmisartan & 
Chlorthalidone Tablets

Each uncoated bilayered tablet contains:
Telmisartan IP 80 mg
Chlorthalidone IP 12.5 mg

Tablet

M/s Windlas Biotech Ltd./
M/s Alkem Wellness Ltd.

06-04-2026

Clarification sought from company 
dated 10-4-26

72 126040011

Drotaverine hydrochloride 
& Mefenamic Acid Tablets

Each Film coated tablet contains: Drotaverine HCl IP 
80 mg 
Mefenamic Acid IP 250 mg

Tablet

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

07-04-2026
Under Examination

73 126040012

Drotaverine hydrochloride 
& Mefenamic Acid Tablets

Each Film coated tablet contains: Drotaverine HCl IP 
80 mg 
Mefenamic Acid IP 250 mg

Tablet

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

09-04-2026
Under Examination

74 126040013

Cholecalciferol Oral 
Solution

Each 5ml contains:
Cholecalciferol IP 60000 IU

Oral Liquid

M/s Pharma Synth Formulations Ltd.

09-04-2026

Clarification sought from company 
dated 15-4-26

75 126040014

Cholecalciferol Oral 
Solution

Each 5ml contains:
Cholecalciferol IP 60000 IU
(In nano Droplet form)

Oral Liquid

M/s Tirupati Medicare Ltd./
M/s Intas Pharmaceuticals Ltd.

09-04-2026
Under Examination

76 126040015

Dicyclomine Hydrochloride 
&
Diclofenac Sodium 
Injection

Each ml contains: 
Dicyclomine Hydrochloride IP 10mg  Diclofenac 
Sodium IP 25mg 
Benzyl Alcohol IP ( As Preservative) 4% v/v,

Injection

M/s Nichepharm Lifesciences Pvt. 
Ltd./
M/s Blue Cross Laboratories Pvt. 
Ltd.

10-04-2026
Under Examination

77 126040016

Dicyclomine Hydrochloride 
&
Diclofenac Sodium 
Injection

Each ml contains: 
Dicyclomine Hydrochloride IP 20 mg  Diclofenac 
Sodium IP 50 mg 

Injection

M/s Fast Pharma Pvt. Ltd./
M/s German Remedies 
Pharmaceuticals Pvt. Ltd.

10-04-2026
Under Examination

78 126040017

Norethisterone Acetate 
Controlled Release Tablet

Each Film Coated Controlled Release Tablet 
contains: 
Norethisterone Acetate BP 10 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Zorvia Healthcare Ltd.

14-04-2026
Under Examination

79 126040018

Norethisterone Acetate 
Controlled Release Tablet

Each Film Coated Controlled Release Tablet 
contains: 
Norethisterone Acetate BP 15 mg

Tablet

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Zorvia Healthcare Ltd.

14-04-2026
Under Examination

80 126040019

Alginate Raft -Forming Oral 
Suspension

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

Suspension

M/s Akums Drugs & 
pharmaceuticals Ltd./
M/s Blue Cross Laboratories Pvt. 
Ltd.

15-04-2026
Under Examination

81 126040020

Diclofenec Potassium, 
Paracetamol &
Serratiopeptidase Tablets

Each film coated tablet contains:
Diclofenac Potassium BP 50 mg
Paracetamol IP 325 mg
Serratiopeptidase IP 10 mg
(As enteric coated granules Eq. 20000 
Serratiopeptidase Units)

Tablet

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

15-04-2026
Under Examination


