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1 RPON2024030140 124030025

Potassium Chloride in 
(0.15% w/v) in 

Dextrose (5% w/v) and 
sodium chloride 

(0.9%w/v) water for 
injection IP

Each 100ml contains:
Potassium Chloride IP 150mg 

Dextrose Monohydrate IP 5000mg
Sodium Chloride IP 900mg 

Injection
M/s Otsuka 

Pharmaceutical India Pvt. 
Ltd.

27-03-24

Placed in 126th authority 
meeting

2 RPON2024030151 124030034

Potassium Chloride in 
(0.15% w/v) in 

Dextrose (5% w/v) and 
sodium chloride 

(0.45%w/v) water for 
injection IP

Each 100ml contains:
Potassium Chloride IP 150mg 

Dextrose Monohydrate IP 5000mg
Sodium Chloride IP 450mg 

Injection
M/s Otsuka 

Pharmaceutical India Pvt. 
Ltd.

29-03-24

Placed in 126th authority 
meeting

3 RPON2024040178 124040011
Iron tonic with Vitamin 

B12 and Folic Acid

Each 5ml contains:
Ferric Ammonium Citrate IP 80mg 

Folic Acid IP 0.166mg
Vitamin B12 IP 1mcg

Syrup
M/s Aagya Biotech / M/s J. 

B. Chemicals & 
Pharmaceuticals Ltd.

16-04-24

Placed in 126th authority 
meeting

4 RPON2024040196

Methylprednisolone 
Dispersible Tablets

Each uncoated dispersible tablet 
contains:
Methylprednisolone IP 4mg Tablet

M/s JK Print Packs 
(Pharma Division) /
M/s Biological E. Limited 30-04-24

Clarification sought from 
DCGI dated 19.06.2024 
and reminder dated 
08.08.2024

5 RPON2024050236

Pantoprazole sodium 
and Levosulpiride 
sustained release 
Capsules

Each hard gelatin capsule contains:
Pantoprazole Sodium IP eq. to 
Pantoprazole 40mg (as enteric coated 
pellets)
Levosulpiride 75mg (as sustained release 
pellets)

Capsule

M/s  Pure & Cure 
Healthcare Pvt. Ltd.  /  
Dr. Reddy's Laboratories 
Limited

22-05-2024
Complete 
application  
14.08.2024

Clarification received 
from company on 
14.08.2024
under examination

6 RPON2024060315 124060025

Dapagliflozin, 
Sitagliptin and 
Metformin 
Hydrochloride (ER) 
Tablets

Each film coated  bilayered tablet 
contains:
Dapagliflozin Propanediol Monohydrate 
eq. to Dapagliflozin 10mg
Sitagliptin Phosphate Monohydrate eq. to 
Sitagliptin 100mg
Metformin Hydrochloride IP 500mg (As 
Extende Release form)

Tablet

M/s Synokem 
Pharmaceuticals Ltd. / M/s 
Primus Remedies Pvt Ltd

26-06-2024
Complete 
application 
15.07.2024

Draft working sheet 
uploaded
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7 RPON2024060316 124060026

Dapagliflozin, 
Sitagliptin and 
Metformin 
Hydrochloride (ER) 
Tablets

Each film coated  bilayered tablet 
contains:
Dapagliflozin Propanediol Monohydrate 
eq. to Dapagliflozin 10mg
Sitagliptin Phosphate Monohydrate eq. to 
Sitagliptin 100mg
Metformin Hydrochloride IP 1000mg (As 
Extende Release form)

Tablet

M/s Synokem 
Pharmaceuticals Ltd. / M/s 
Primus Remedies Pvt Ltd

26-06-2024
Complete 
application 
15.07.2024

Draft working sheet 
uploaded

8 RPON2024060317

Enteric coated 
Esomeprazole and 
Domperidone 
Sustained Release 
capsule

Each hard gelatine capsule contains:
Esomeprazole Magnesium Trihydrate IP 
eq. to Esomeprazole 40mg (as enteric 
coated pellets),
Domperidone Maleate IP eq. to 
Domperidone 30mg (sustained release)

Capsule

M/s Windlas Biotech 
Limited / M/s  Biological E. 
Limited 27-06-2024

Complete 
application 
13.08.2024

Draft working sheet 
uploaded

9 RPON2024070349

Paracetamol sustained 
release Tablets

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

Tablet

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

18-07-24

Clarification sought from 
DCGI dated 02.09.2024

10 RPON2024070350

Abacavir, Dolutegravir 
and Lamivudine Tablet

Each film coated tablet contains:
Abacavir sulfate eq. to Abacavir 600mg 
Dolutegravir Sodium eq. to Dolutegravir 
50mg 
Lamivudine 300mg

Tablet

M/s Aurobindo Pharma 
Limited 18-07-2024

Complete 
application 
14.08.2024 

Draft working sheet 
uploaded

11 RPON2024070352
Cefuroxime Axetil 
Tablets 

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

Tablet
M/s Innova Captab Limited 
/ Dr. Reddy Laboratories 
Ltd.

19-07-24
Draft working sheet 
uploaded

12 RPON2024070356

Dextromethorphan 
Hydrobromide, 
Bilastine &
Phenylephrine 
Hydrochloride Syrup

Each 5ml contains: 
Dextromethorphan Hydrobromide IP 
10mg
Bilastine IP 3.3mg
Phenylephrine Hydrochloride IP 5mg                                  

Syrup

M/s Pure and Cure 
Healthcare Pvt. Ltd. / M/s 
Cadila Pharmaceutical 
Limited

20-07-24

Clarification sought from 
company dated 
02.09.2024

13 RPON2024070359

Itraconazole Capsule 
BP 
(Supra-Bioavailable 
formulation)

Each hard gelatin capsule contains:
Itraconazole IP 50mg

Capsule

M/s Pure and Cure 
Healthcare Pvt. Ltd. / M/s 
Biological E. Limited 23-07-24

Clarification sought from 
company on 02.09.2024



Sl. 
No.

Acknowledgement  
Number

IPDMS 
Reference 
Number

Name of the 
Formulation / Brand 

Name
Strength Unit 

Manufacturer & 
Marketing Company 

Date of 
receipt of 

application
STATUS

14 RPON2024070360

Bilastine & 
Montelukast Oral 
Suspension

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

Suspensi
on

M/s Mascot Health Series 
Pvt. Ltd. / M/s Biological E. 
Limited 23-07-24

Clarification received 
from company on 
12.09.2024
Under examination

15 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 
Suspensi
on

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

23-07-24

Clarification received 
from company on 
11.09.2024
Under examination

16 RPON2024070368 124070016

Levosalbutamol & 
Ipratropium Bromide 
Inhalation solution

Each 2.5ml respule contains:
Levosalbutamol Sulphate IP eq. to 
Levosalbutamol 1.25mg
Ipratropium Bromide IP eq. to Ipratropium 
(Anhydrous) 500mcg

Respules

M/s Higgs Healthcare / M/s 
Mankind Prime Labs Pvt. 
Ltd. 24-07-24

Draft working sheet 
uploaded

17 RPON2024070369 124070011

Ceftraxone & 
Tazobactam Injection

Each vial contains:
Sterile Ceftraxone Sodium IP eq. to 
Ceftriaxone 250mg
Sterile Tazobactam Sodium eq. to 
Tazobactam 31.25mg 

Injection

M/s GMH Organics / M/s 
Aurobindo Pharma Limited 24-07-2024

Complete 
application 
14.08.2024 

Draft working sheet 
uploaded

18 RPON2024070370 124070012

Ceftraxone & 
Tazobactam Injection

Each vial contains:
Sterile Ceftraxone Sodium IP eq. to 
Ceftriaxone 500mg
Sterile Tazobactam Sodium eq. to 
Tazobactam 62.5mg 

Injection

M/s GMH Organics / M/s 
Aurobindo Pharma Limited 24-07-2024

Complete 
application 
14.08.2024 

Draft working sheet 
uploaded

19 RPON2024070364 124070021

Atorvastatin, 
Clopidogrel and Aspirin 
Capsule 

Each hard gelatine capsule contains:
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75mg 
Atorvastatin Calcium IP eq. to Atorvastatin 
10mg (as film coated tablet),
Aspirin IP 75mg (As enteric coated tablet 
IP)

Capsule

M/s Surien 
Pharmaceuticals (P) Ltd. / 
M/s Unison 
Pharmaceuticals Pvt. Ltd. 25-07-2024

Complete 
application

 07-08-2024

Draft working sheet 
uploaded
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20 RPON2024070367 124070022

Atorvastatin, 
Clopidogrel and Aspirin 
Capsule 

Each hard gelatine capsule contains:
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75mg 
Atorvastatin Calcium IP eq. to Atorvastatin 
20mg (as film coated tablet),
Aspirin IP 75mg (As enteric coated tablet 
IP)

Capsule

M/s Surien 
Pharmaceuticals (P) Ltd. / 
M/s Unison 
Pharmaceuticals Pvt. Ltd. 25-07-2024

Complete 
application  
07-08-2024

Draft working sheet 
uploaded

21 RPON2024070372 124070026

Sitagliptin Phosphate, 
Metformin 
Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. 
to Sitagliptin 50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg

Tablet

M/s Exemed 
Pharmaeuticals  / M/s 
Medley Pharmaceuticals 
Ltd.

26-07-2024
Complete 
application 
31.07.2024

Draft working sheet 
uploaded

22 RPON2024070373 124070027

Sitagliptin Phosphate, 
Metformin 
Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. 
to Sitagliptin 50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg

Tablet

M/s Exemed 
Pharmaeuticals  / M/s 
Medley Pharmaceuticals 
Ltd.

26-07-2024
Complete 
application 
31.07.2024

Draft working sheet 
uploaded

23 RPON2024070374

Ferrous Bis-glycinate, 
Folic Acid,
Zinc Bis-glycinate & 
Vitamin B12  
(Cyanocobalamin) 
Tablets

Each film coated tablet contains:
Ferrous Bis-glycinate eq. to Elemnetal 
Iron 60mg
Zinc Bis-glycinate eq. to Elemental Zinc 
15mg
Folic Acid IP 1mg
Vitamin B12 IP 15mcg (Cyanocobalamin)

Tablet

M/s Windlas Biotech 
Limited / M/s Biological E. 
Limited 29-07-2024

Complete 
application 
08.08.2024

under examination

24 RPON2024070376 124070009

Diclofenac Sodium,  
Paracetamol & 
Chlorzoxazone Tablets

Each uncoated tablet contains:
Diclofenac Sodium IP 50mg,
Paracetamol IP 325mg
Chlorzoxazone USP 250mg

Tablet

M/s Innova Captab Limited 
/ Dr. Reddy Laboratories 
Ltd. 29-07-24

Under examination

25 RPON2024070377 124070025

Diclofenac Sodium,  
Paracetamol & 
Serratiopeptiopeptidas
e Tablets

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

Tablet

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

29-07-24

Under examination

26 RPON2024070378

L-Carnitine, 
Methylcobalamin & 
Folic Acid Tablets

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

Tablet

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

29-07-2024 
Complete 
application  
16.08.2024

Draft working sheet 
uploaded
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27 RPON2024070380 124070028

Acyclovir  sustained-
release Tablets

Each uncoated sustained-release tablet 
contains:
Acyclovir 1200mg Tablet

M/s Rivpra Formulation 
Pvt. Ltd. / M/s Mankind 
Pharma Ltd. 29-07-24

clarification received 
from company             11-
09-2024 via letter
Under examination

28 RPON2024080383

Famotidine, Calcium 
Carbonate & 
Magnesium Hydroxide 
Chewable Tablets

Each Chewable tablet contains:
Famotidine IP 10mg
Calcium Carbonate IP 800mg
Magnesium Hydroxide IP 165mg

Tablet

M/s Pure and Cure 
Healthcare Pvt. Ltd. / M/s 
Akumentis Healthcare Ltd. 01-08-24

Calrification received 
from company dated 30-
08-2024
under examination

29 RPON2024080384

Dextromethorphan 
Hydrobromide, 
Bilastine &
Phenylephrine 
Hydrochloride Syrup

Each 5ml contains: 
Dextromethorphan Hydrobromide IP 
10mg
Bilastine IP 3.3mg
Phenylephrine Hydrochloride IP 5mg                                  

Tablet

M/s Pure and Cure 
Healthcare Pvt. Ltd. / M/s 
Akumentis Healthcare Ltd. 01-08-24

Calrification received 
from company dated 04-
09-2024
Under examination

30 RPON2024080385

Dapagliflozin, 
Sitagliptin and 
Metformin 
Hydrochloride (ER) 
Tablets

Each film coated  tablet contains:
Dapagliflozin Propanediol USP eq. to 
Dapagliflozin 10mg
Sitagliptin Phosphate Monohydrate IP eq. 
to Sitagliptin 100mg
Metformin Hydrochloride IP 500mg (As 
Extende Release form)

Tablet

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

01-08-24

Calrification sought from 
company dated 14-08-
2024

31 RPON2024080386 124080001

Multiple Electrolytes 
and 5% Dextrose 
Injection Type-I USP

Each 100ml contains:
Sodium Chloride IP 526mg
Sodium Gluconate USP 502mg
Sodium Acetate Trihydrate IP 368mg
Potassium Chloride IP 37mg
Magnessium Chloride Hexahydrate IP 
30mg
Dextrose Monohydrate IP 5000mg
Sodium Hydroxide IP q.s. to pH 
adjustment
Hydrochloric Acid IP q.s. to pH adjustment 
Water for Injections IP

Infusion

M/s Otsuka 
Pharmaceutical India Pvt. 
Ltd.

01-08-24

Under examination

32 RPON2024080387

Riboflavin, Folic Acid 
Niacinamide & Lactic 
Acid Bacllus Tablets

Each uncoated tablet contains:
Riboflavin IP 10mg 
Folic Acid IP 1.5mg
Niacinamide IP 100mg
Lactic Acid Bacllus 60Million Spores 
Excipients Q.S.

Tablet

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

02-08-24

Calrification received 
from company dated 06-
09-2024 Under 
examination 
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33 RPON2024080388

Calcium Citrate Malate, 
Vitamin D3 and Folic 
Acid Tablets

Each  film coated tablet contains:
Calcium Citrate Malate USP eq. to 
Element Calcium 250mg
Chlolecalciferol Concentrate (Powder 
Form) IP eq. to Cholecalciferol (Vitamin 
D3) 100 IU
Folic Acid IP 50mcg

Tablet

M/s Tirupati Medicare Ltd. / 
M/s Eris Healthcare Pvt. 
Limited

05-08-24

Calrification received 
from company dated 03-
09-2024 
Under examination

34 RPON2024080393 124080002

Bisoprolol Fumarate 
and Telmisartan 
Tablets

Each film coated bilayered tablet 
contains: 
Bisoprolol Fumarate IP 2.5 mg 
Telmisartan IP 40 mg

Tablet

M/s Mascot Health Series 
Pvt. Ltd. / M/s Macleods 
Pharmaceuticals Ltd. 05-08-24

Draft working sheet 
uploaded

35 RPON2024080394 124080003

Bisoprolol Fumarate 
and Telmisartan 
Tablets

Each film coated bilayered tablet 
contains: 
Bisoprolol Fumarate IP 5 mg 
Telmisartan IP 40 mg

Tablet

M/s Mascot Health Series 
Pvt. Ltd. / M/s Macleods 
Pharmaceuticals Ltd. 05-08-24

Draft working sheet 
uploaded

36 RPON2024080391 124080004

Sitagliptin Phosphate, 
Metformin 
Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. 
to Sitagliptin 50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg

Tablet

M/s Synokem 
Pharmaceuticals Limited / 
M/s Unison 
Pharmaceuticals Pvt. Ltd.

06-08-24

Draft working sheet 
uploaded

37 RPON2024080392 124080005

Sitagliptin Phosphate, 
Metformin 
Hydrochloride and 
Glimepiride Tablets

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. 
to Sitagliptin 50mg
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg

Tablet

M/s Synokem 
Pharmaceuticals Limited / 
M/s Unison 
Pharmaceuticals Pvt. Ltd.

06-08-24

Draft working sheet 
uploaded

38 RPON2024080395

Ceftriaxone, Disodium 
Edetate and 
Sulbactam Powder for 
Solution for Infusion.

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

Injection

M/s Alkem Healthcare (A 
Unit of Alkem Laboratories 
Ltd.) / M/s Alkem 
Laboratories Ltd 07-08-24

Under examination

39 RPON2024080396

Ceftriaxone, Disodium 
Edetate and 
Sulbactam Powder for 
Solution for Infusion.

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

Injection

M/s Alkem Healthcare (A 
Unit of Alkem Laboratories 
Ltd.) / M/s Alkem 
Laboratories Ltd 07-08-24

Under examination
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40 RPON2024080399 124080009

Vildagliptin (SR) & 
metformin Hydrocloride 
(SR) tablets

Each film coated bilayered tablet 
contains:
Vildagliptin IP 100 mg (as sustained 
release form) 
Metformin Hydrochloride IP 500 mg (as 
sustained releaese form)

Tablet

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

08-08-24

Calrification received 
from company dated 09-
09-2024
under examination

41 RPON2024080400 1240800100

Vildagliptin (SR) & 
metformin Hydrocloride 
(SR) tablets

Each film coated bilayered tablet 
contains:
Vildagliptin IP 100 mg (as sustained 
release form) 
Metformin Hydrochloride IP 1000 mg (as 
sustained releaese form)

Tablet

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

08-08-24

Calrification received 
from company dated 09-
09-2024
under examination

42 RPON2024080404

Tranexamic Acid and 
Mefenamic Acid tablets

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

M/s Pure and cure 
healthcare pvt. Ltd./
M/s Pharmed limited

10-08-2024
Calrification received 
from company dated 09-
09-2024
under examination

43 RPON2024080405 124080006

Gentamicin & 
Dexamethasone Eye 
Drops 

Composition:
Gentamicin 0.3%W/v (as Gentamicin 
Sulphate IP (3000 units/ml))
Dexamethasone IP 0.1%w/v (as 
dexamethasone sodium phospateIP)
Water for injection IP q.s. 
Benzalkonium Chloride IP 0.01%w/v

Drops

M/s HAB Pharmaceuticals 
& Research Limited /
M/S Mankind prime labs 
pvt. Ltd. 12-08-2024

Draft working sheet 
uploaded

44 RPON2024080407 124080012

Tacrolimus Ointment 
0.1% w/v

Composition
tacrolimus I.P. eq. to Anhudrous 
Tacrolimus 0.1%w/v ointment base Tablet

M/s Rivpra formulations 
pvt. Ltd./
M/s RPG life sciences ltd.

13-08-2024
Calrification received 
from company dated 04-
09-2024
Under examination

45 RPON2024080408 124080011

Doxycycline & Lactic 
Acid Bacillus Capsule

Each hard gelatine  capsule contains:
Doxycycline hyclate IP eq. to Doxycycline 
100mg 
Lactic Acid Bacillus (As enteric coated 
pellets) 5 Billion Spores

Capsule

M/s NULIFE 
PHARMACEUTICALS

14-08-2024

Calrification received 
from company dated 12-
09-2024
Under examination

46 RPON2024080409

Vitamin D3 Oral Drops  
800 IU

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

Drops

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

01-09-2024

Calrification received 
from company dated 01-
09-2024
under examination
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47 RPON2024080410

Telmisartan & 
Indapamide (Sustained 
release) tablets

Each Uncoated bilayered tablet contains:
Telmisartan IP 40mg
Indapamide IP 1.5mg (As Sustained 
release form)

Tablet

M/s Windlas Biotech Ltd. / 
M/s Eris Lifesciences 
Limited 23-08-2024

Under examination

48 RPON2024080411

Metoprolol succinate 
(ER) and Telmisartan 
tablets 

Each film coated  tablet contains:
Metoprolol succinate  23.75 mg 
eq. to Metoprolol Tartrate ( as extended 
release form) 25 mg 
Telmisartan I.P. 40 mg

Tablet

M/s Amster Labs Ltd. / 
M/s Morepen laboratories 
ltd. 23-08-2024

Calrification received 
from company dated 08-
09-2024
Under examination 

49 RPON2024080412

Metoprolol succinate 
(ER) and Telmisartan 
tablets 

Each film coated  tablet contains:
Metoprolol succinate  47.5 mg 
eq. to Metoprolol Tartrate ( as extended 
release form) 50 mg 
Telmisartan I.P. 40 mg

Tablet

M/s Amster Labs Ltd. / 
M/s Morepen laboratories 
ltd. 23-08-2024

Calrification received 
from company dated 08-
09-2024
Under examination 

50 RPON2024080413

Telmisartan tablets and 
cilnidipine tablets

Each film coated  tablet contains:
Telmisartan I.P. 40 mg
cilnidipine 10 mg Tablet

M/s Amster Labs Ltd. / 
M/s Morepen laboratories 
ltd.

23-08-2024
Calrification received 
from company dated 08-
09-2024
Under examination 

51 RPON2024080416 124080017

Acebrophylline 100 mg 
and N-Acetylcysteine 
600 mg

Each film coated  tablet contains:
Acebrophylline 100 mg 
 N-Acetylcysteine 600 mg Tablet

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

28-08-2024
Calrification received 
from company dated 05-
09-2024
Under examination

52 RPON2024080417

Pantoprazole & 
cinitapride SR 
capsules

Each hard gelatine  capsule contains:
Pantoprazole Sodium IP  eq. to 
Pantoprazole 40 mg (as enteric coated 
tablets)
Cinitapride  Hydrogen tartrate eq. to 
Cinitapride (as Sustained relaease tablet) 
3 mg

Capsules

M/s Pure and Cure 
healthcare pvt. Ltd./
M/s Dr. Reddy's 
Laboratories ltd. 29-08-2024

Calrification received 
from company dated 13-
09-2024
Under examination

53 RPON2024080418 124080018

Ceftazidime+Avibacta
m 2000/500mg 
Injection

Each vial contains:
Sterile Ceftazidime Pentahydrate IP eq. ti 
Anhydrous Ceftazidime 2 mg (added 
sodium Carbonate as buffering agent)
Sterile Avibactam sodium eq. to 
Avibactam 0.5 gm

Injection

M/s Gmh organics  Add 
:GMH Organics Baddi - 
Jhar Majri Road/
M/s Aurbindo Pharma 
Limited

29-08-2024

Calrification received 
from company dated 13-
09-2024
Under examination
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54 RPON2024080419 124080019

Multivitamin & 
Multimineral Drops

Each ml contians :
Cholecalciferol (as Stabilized)IP 200 IU
Pyridoxine HCL IP  0.5mg
Niacinamide IP 5mg
Cyanocobalamin IP 1mcg
sodium selenite Pentahydrate BP eq. to 
elemental selenium 10 mcg
Zinc sulphate Monohydrate IP eq. to 
elemental Zinc 2 mg
Maganese sulphate monohydrate BP eq. 
to elemental Maganese 3 mcg
Sodium molybdate dihydrate BP eq. to 
elemental Molybdenum 1 mcg
L-Lysine Hydrochloride IP 30 mcg
Pottasium Iodine IP eq. to elelmental 
iodine 20 mcg
Biotine IP 5 mcg
Chromium Picolinate IP eq. to elemental 
chromium 1 mcg
Myo-Inositol IP 10 mcg
Beta carotene Dispersion 2.5% 18 mcg

Drops

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

30-08-2024

Under examination 

55 RPON2024080421 124080020

Bisoprolol and 
Amlodipine tablets

Each film coated tablets contains:
Bisoprolol fumarate IP 2.5 mg amlodipine 
Besilate IP eq. Amlodipine 5 mg Tablet

M/s Swiss Garnier 
Genexiaa Sciences pvt. 
Ltd./
M/s Abott healthcare pvt. 
Ltd.

30-08-2024

Draft working sheet 
uploaded

56 RPON2024080422 124080021

Bisoprolol and 
Amlodipine tablets

Each film coated tablets contains:
Bisoprolol fumarate IP 5 mg amlodipine 
Besilate IP eq. Amlodipine 5 mg Tablet

M/s Swiss Garnier 
Genexiaa Sciences pvt. 
Ltd./
M/s Abott healthcare pvt. 
Ltd.

30-08-2024

Draft working sheet 
uploaded

57 RPON2024090420

Entric coated 
Esomeprazole 40 mg & 
Domperidone 30 mg 
sustained release 
Capasules

Each hard gelatin capsule contains: 
Esomeprazole Magnesium IP, Equivalent 
to Esomeprazole 40mg (As enteric coated 
pellets) Color: Titanium Dioxide IP 
Domperidone Maleate IP, Equivalent to 
Domperidone 30mg (Sustained Release) 

Capsules

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

31-08-2024

Under examination
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58 RPON2024090423

Gliclazide MR 30mg 
+Metformin 
Hydrochloride ER 500 
mg

Each Uncoated bilayered tablet contains:
Metformin Hydrochloride (in exteneded- 
release form) IP 500 mg
Gliclazide (in modified- release from) IP 
30 mg 

Tablet
M/s Unison 
Pharmaceuticals Pvt. Ltd

04-09-2024

Under examination

59 RPON2024090424

Gliclazide MR 60mg 
+Metformin 
Hydrochloride ER 500 
mg

Each Uncoated bilayered tablet contains:
Metformin Hydrochloride (in exteneded- 
release form) IP 500 mg
Gliclazide (in modified- release from) IP 
60 mg 

Tablet
M/s Unison 
Pharmaceuticals Pvt. Ltd

04-09-2024

Under examination

60 RPON2024090425 124090001
Cefuroxime and 
Potassium clavulanic 
Acid 

Each film coated tabletscontains 
Cefuroxime Axetil IP eq. to Cefuroxime 
500 mg 
Potassium Clavulanate Diluted IP eq.  To 
Clavulanic Acid 125 mg 

Tablet

M/s Alps communication 
pvt. Ltd./
M/s Aristo laboratories pvt. 
Ltd.

05-09-2024

Under examination

61 RPON2024090426 124090002
Cholecalciferol (vitamin 
D3)oral solution 60000 
IU

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

Syrup

M/s Ravenbhel healthcare 
pvt. Ltd./
M/s Aristo laboratories pvt. 
Ltd.

06-09-2024

Under examination

62 RPON2024090427

imepiride IP 0.5 mg , 
Voglibose IP 0.2 mg, 
Metformin 
Hydrochloride (SR) 
500 mg tab

Each Uncoated Bilayered Tablet 
Contains: 
Glimepiride IP 0.5 mg , Voglibose IP 0.2 
mg, Metformin Hydrochloride IP  (As 
sustained release form) 500 mg 

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

06-09-2024

Under examination

63 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.

08-09-2024

Under examination

64 RPON2024090429 124090003
Diclofenac Injection IP 
1 ml Glass ampoule

Each ml contains Diclofenac sodium IP75 
mg water for injection IP

Injection
M/s Nitin lifesceinces /M/s 
Aristo laboratoires pvt. Ltd.

10-09-2024
Under examination

65 RPON2024090430
Linagliptin & Metformin 
Hydrochloride (ER) 
tablets 

Each film coated Bilayered tablet 
contains:
Linagliptin 5 mg 
Metformin hydrochloride IP (as extended 
release form) 500 mg

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

11-09-2024

Under examination
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66 RPON2024090431 124090006

Dapagliflozin, 
Glimepride, Metformin 
Hydrochloride 
(extended release) 
tablets 

Each film coated Bilayered tablet 
contains:
Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 1 mg,
 Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet
M/s Mascot Helathseries 
pvt.ltd./ M/s Aristo 
laboratories pvt. Ltd.

12-09-2024

Under examination

67 RPON2024090432 124090007

Dapagliflozin, 
Glimepride, Metformin 
Hydrochloride 
(extended release) 
tablets 

Each film coated Bilayered tablet 
contains:
Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 2 mg,
 Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet
M/s Mascot Helathseries 
pvt.ltd./ M/s Aristo 
laboratories pvt. Ltd.

12-09-2024

Under examination

68 RPON2024090433

Dapagliflozin, 
Glimepride, Metformin 
Hydrochloride 
(extended release) 
tablets 

Each film coated Bilayered tablet 
contains:
Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 1 mg,
 Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Helath series 
pvt. ltd./
M/s Alembic 
pharmaceuticals ltd.

13-09-2024

Under examination

69 RPON2024090434

Dapagliflozin, 
Glimepride, Metformin 
Hydrochloride 
(extended release) 
tablets 

Each film coated Bilayered tablet 
contains:
Dapagliflozin Propanedlol USP eq. to 
dapagliflozin 10 mg,
Glimepride IP 2 mg,
 Metformin Hydrochloride (extended 
release) tablets IP 500 mg

Tablet

M/s Mascot Helath series 
pvt. ltd./
M/s Alembic 
pharmaceuticals ltd.

13-09-2024

Under examination


