
Sl. 
No.

Reference Number
Name of the Formulation / 

Brand Name
Strength Unit 

Manufacturer & Marketing 
Company 

Date   of   
receipt of 

application
STATUS

1 RPON2021100436

Human Normal 
Immunoglobulin for 
Intravenous use IP 5% (Ig M 
Enriched) 

Each Vial contains: 
Total Protein 50 g/L, 
Immunoglobulin M 6g/L,
Immunoglobulin A 6g/L, 
Immunoglobulin G 38g/L, 
Glucose Monohydrate (as stabilizer) 
27.5g/L, Sodium Chloride 4.56g/L, Water 
for injection q.s.

Injection M/s Intas Pharmaceuticals Ltd 27.10.2021 under Examination

2 RPON2021110456
Metoprolol Succinate 
prolonged Released Tablets IP 
12.5mg Tablet (Metapro XL)

Each film coated prolonged release tablet 
contains:
Metoprolol Succinate  IP 11.875mg  eq. 
to Metoprolol Tartrate 12.5mg  

Tablet M/s Micro Labs Limited 16.11.2021 under Examination

3 RPON2021110460 Tacrolimus Capsule
Each hard gelatin capsule s contains:
Tacrolimus IP 3mg Capsule M/s Cadila Healthcare Limited 19.11.2021 under Examination

4 RPON2021120475
Paracetamol + Phenylephrine 
+ Caffeine+ Diphenhydramine 
Tablet

Each film coated tablet contains:                              
Paracetamol 500 mg + 
Phenylephrine Hydrochloride 5 mg + 
Caffeine (anhydrous) 30 mg +
Diphenhydramine Hydrochloride 25 mg 
Tablets

Tablet
M/s Mediforce Healthcare Pvt. 
Ltd./ M/s Mankind Prime Labs 
pvt. Ltd.

07.12.2021
Placed Before the 
Authority Meeting

5 RPON2021120476
Gliclazide ER + Metformin ER 
Tablet

Each uncoated bilayered tablet contains:     
Gliclazide IP (as extended release form) 
60mg
Metformin Hydrochlorided IP (As 
extended release form) 1000mg

Tablet
M/s Ravenbhel Healthcare Pvt. 
Ltd. / M/s Eris lifesciences 
Limited

07.12.2021
Placed Before the 
Authority Meeting

6 RPON2021120478
Sitagliptin Phoshate  + 
Metformin Hydrochloride 
Tablet

Each film coated tablet contains:             
Sitagliptin Phoshate Monohydrate IP 
64.25mg is eq. to Sitagliptin 50mg
Metformin Hydrochloride IP 1000mg  Tablet

M/s Alkem Healthsciences (A 
Unit of Alkem Laboratories Ltd.) / 
M/s Alkem Laboratories Limited 

07.12.2021 under Examination

7 RPON2021120479
Sitagliptin Phoshate  + 
Metformin Hydrochloride 
Tablet

Each film coated tablet contains:             
Sitagliptin Phoshate Monohydrate IP 
64.25mg is eq. to Sitagliptin 50mg
Metformin Hydrochloride IP 500mg  Tablet

M/s Alkem Healthsciences (A 
Unit of Alkem Laboratories Ltd.) / 
M/s Alkem Laboratories Limited 

07.12.2021 under Examination

As on  31.01.2022
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8 RPON2021120480
Chlorthalidone  + Telmisartan 
+ Amlodipine Tablet

Each film coated tablet contains:             
Chlorthalidone IP 6.25mg
Telmisartan IP 40mg
Amlodipine Besilate IP eq. to Amlodipine 
5mg

Tablet
M/s Swiss Garnier Genexiaa 
Sciences / M/s USV Pvt. Ltd.

08.12.2021
Placed Before the 
Authority Meeting

9 RPON2021120481
Telmisartan + Cilnidipine 
Tablet

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

Tablet
M/sWindlas Biotech Pvt. Ltd. / 
M/s USV Pvt. Ltd.

09.12.2021
Placed Before the 
Authority Meeting

10 RPON2021120483 Paracetamol Infusion
Each 100ml contains:
Paracetamol 1.0% w/v (10mg/ml) Infusion

M/s Axa Parenterals Limited / 
M/s Aristo Pharmaceuticals 
Limited

10.12.2021
Placed Before the 
Authority Meeting

11 RPON2021120484
Sitagliptin Phoshate  + 
Metformin Hydrochloride 
Tablet

Each film coated tablet contains:             
Sitagliptin Phoshate eq. to Sitagliptin 
100mg
Metformin Hydrochloride IP 500mg  

Tablet
M/s Alkem Healthsciences (A 
Unit of Alkem Laboratories Ltd.) / 
M/s Alkem Laboratories Limited 

10.12.2021 under Examination

12 RPON2021120485
Sitagliptin Phoshate  + 
Metformin Hydrochloride 
Tablet

Each film coated tablet contains:             
Sitagliptin Phoshate eq. to Sitagliptin 
100mg
Metformin Hydrochloride IP 1000mg  

Tablet
M/s Alkem Healthsciences (A 
Unit of Alkem Laboratories Ltd.) / 
M/s Alkem Laboratories Limited 

10.12.2021 under Examination

13 RPON2021120486
Gliclazide  + Metformin 
Hydrochloride Tablet

Each uncoated bilayered sustained 
release tablet contains:
Gliclazide  IP 60 mg (as extended release 
form)
Metformin Hydrochloride IP 1000 mg (as 
extended release form)

Tablet
M/s Windlas Biotech Pvt. Ltd. / 
Panacea Biotec Pharma Ltd

13.12.2021
Placed Before the 
Authority Meeting

14 RPON2021120487
Diclofenac Diethylamine + 
Methyl Salicylate + Menthol 
Spray

Composition:
Diclofenac Diethylamine IP 2.32% w/w
(Eq. to Diclofenac Sodium 2% w/w)
Methyl Salicylate IP 10% w/w
Menthol IP 5% w/w

Spray
M/s Pontika Aerotech Limited / 
M/s Intas Pharmaceuticals 
Limited

13.12.2021
Placed Before the 
Authority Meeting

15 RPON2021120488 Diclofenac Tablet

Each film coated prolonged release tablet 
contains:
Diclofenac Sodium IP 100mg Tablet

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

15.12.2021
Placed Before the 
Authority Meeting

16 RPON2021120491 Clonazepam Tablet
Each uncouted mouth dissolving tablet 
contains:
Clonazepam IP 2mg

Tablet
M/s Lifecare Neuro Products 
Ltd./ M/s Mankind Pharma Ltd. 

20.12.2021 under Examination
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17 RPON2021120492

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

Each film coated tablet contains:
Calcium Carbonate IP 1250mg eq. to 
Elemental Calcium 500mg
Vitamin D3 IP 2000IU
Mecobalamin IP (Methylcobalamin) 
1500mcg
L-Methylfolate Calcium 1mg
Pyridoxal-5-Phosphate 20mg

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

20.12.2021
Placed Before the 
Authority Meeting

18 RPON2021120493 Diclofenac Patch
Each 37.5 Sq cm Transdermal Patch 
contains:
Diclofenac Diethylamine IP 100mg

Patch
M/s Azista Industries Pvt. Ltd. / 
M/s Hetero Healthcare Ltd.

20.12.2021
Placed Before the 
Authority Meeting

19 RPON2021120494
Atorvastatin & Clopidogrel 
Capsule

Each hard Gelatin Capsule contains:
Atorvastatin Calcium IP eq. to 
Atorvastatin 10mg (As Film Coated 
Tablet)
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75mg (As two film coated 
tablets) Each containing 37.5 mg 
Clopidogrel

Capsule
M/s Windlas Biotech Limited / 
M/s Torrent Pharmaceuticals 
Limited

22.12.2021
Placed Before the 
Authority Meeting

20 RPON2021120495
Atorvastatin & Clopidogrel 
Capsule

Each hard Gelatin Capsule contains:
Atorvastatin Calcium IP eq. to 
Atorvastatin 20mg (As two Film Coated 
Tablets) Each containing Atorvastatin 
10mg
Clopidogrel Bisulphate IP eq. to 
Clopidogrel 75mg (As two film coated 
tablets) Each containing 37.5 mg 
Clopidogrel

Capsule
M/s Windlas Biotech Limited / 
M/s Torrent Pharmaceuticals 
Limited

22.12.2021
Placed Before the 
Authority Meeting

21 RPON2021120496
Telmisartan, Cilnidipine & 
Metoprolol (ER) Tablets

Each film coated bilayered tablet 
contains:
Telmisartan IP 40mg
Cilnidipine IP 10mg
Metoprolol Succinate IP 23.75mg eq. to 
Metoprolol Tartrate (as extended 
release) 25mg

Tablet
M/s Ravenbhel Healthcare Pvt. 
Ltd./ M/s Alkem Laboratories 
Limited

22.12.2021
Placed Before the 
Authority Meeting

22 RPON2021120497
Telmisartan, Cilnidipine & 
Metoprolol (ER) Tablets

Each film coated bilayered tablet 
contains:
Telmisartan IP 40mg
Cilnidipine IP 10mg
Metoprolol Succinate IP 47.50mg eq. to 
Metoprolol Tartrate (as extended 
release) 50mg

Tablet
M/s Ravenbhel Healthcare Pvt. 
Ltd./ M/s Alkem Laboratories 
Limited

22.12.2021
Placed Before the 
Authority Meeting
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23 RPON2021120498
Metformin + Glimepiride 
Tablet

Each Uncoated bilayered tablet contains:
Metformin Hydrochloride IP 500mg (as 
Prolonged-Release)
Glimepiride IP 2mg

Tablet
M/s Associated Biotech / M/s 
Dales Laboratories

22.12.2021
Placed Before the 
Authority Meeting

24 RPON2021120499
Metformin + Glimepiride 
Tablet

Each Uncoated bilayered tablet contains:
Metformin Hydrochloride IP 500mg (as 
Prolonged-Release)
Glimepiride IP 1mg

Tablet
M/s Associated Biotech / M/s 
Dales Laboratories

22.12.2021
Placed Before the 
Authority Meeting

25 RPON2021120500
Metformin + Tenegliptin 
Tablet

Each Uncoated bilayered tablet contains:
Metformin Hydrochloride IP 500mg (as 
Extended-Release)
Tenegliptin Hydrobromide 20mg

Tablet
M/s Associated Biotech / M/s 
Dales Laboratories

22.12.2021
Placed Before the 
Authority Meeting

26 RPON2021120501

Diclofenac Diethylamine + 
Methyl Salicylate + Linseed Oil+ 
Menthol Spray

Composition:
Diclofenac Diethylamine IP 1.16% w/w eq. to 
1% w/w 
Virgin Linseed Oil 3% 
Methyl Salicylate IP 10% w/w 
Menthol IP 5% w/w 

Topical Spray
M/s Pontika Aerotech Ltd./M/s 

Zuventus Healthcare Ltd.
24.12.2021 under Examination

27 RPON2021120502

Diclofenac Diethylamine + Virgin 
Linseed Oil+ Methyl Salicylate 
+Menthol Gel

Composition:
Diclofenac Diethylamine IP 1.16% w/w eq. to 
1% w/w + 
Virgin Linseed Oil(Oleum Lini) 3% + 
Methyl Salicylate IP 10% w/w + 
Menthol IP 5% w/w 

Gel
M/s Nanz Med Science Pharma Pvt. 
Ltd./M/s Zuventus Healthcare Ltd.

24.12.2021 under Examination

28 RPON2021120503

Telmisartan + Amlodipine + 
Hydrochlorothiazide Tablet

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

Tablet
M/s Akums Drugs & Pharmaceuticals 

Ltd./M/s Emcure Pharmaceuticlas 
Ltd.

27.12.2021
Placed Before the 
Authority Meeting

29 RPON2021120504
Paracetamol + Thiocolchicoside 
Tablet

Each uncoated tablet contains:
Paracetamol IP 500 mg  
Thiocolchicoside IP 4 mg 

Tablet M/s Micro Labs Limited 29.12.2021
Placed Before the 
Authority Meeting

30 RPON2021120505

Pantaprozole Dual-release Gastro-
resistant tablet (Aristo Pantop 
80)

Each Dual-release Gastro-resistant tablet 
contains: 
Pantoprazole Sodium IP eq. To Pantoprazole 
80 mg

Tablet M/s Aristo Pharmaceuticals Pvt. Ltd. 29.12.2021
Placed Before the 
Authority Meeting

31 RPON2022010001

Telmisartan  + Cilnidipine + 
Chlorthalidone Tablet

Each film coated tablet contains: 
Telmisartan IP 40 mg +
Cilnidipine IP 10 mg +
 Chlorthalidone IP 6.25 mg 

Tablet M/s Unison Pharmaceuticals Pvt. Ltd. 01.01.2022 under Examination

32 RPON2022010002

Telmisartan  + Cilnidipine + 
Chlorthalidone Tablet

Each film coated tablet contains: 
Telmisartan IP 40 mg +
Cilnidipine IP 10 mg +
 Chlorthalidone IP 12.50 mg 

Tablet M/s Unison Pharmaceuticals Pvt. Ltd. 01.01.2022 under Examination
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33 RPON2022010003

Paracetamol Bilayer Tablets 
1000 mg

Each uncoated bilayer tablet contains: 
Paracetamol IP 300 mg (as immediate 
release) Paracetamol IP 700 mg (as sustained 
release)

Tablet
M/s Sterling Labs  / M/s Micro Labs 

Limited
03.01.2022 under Examination

34 RPON2022010004

Levofloxacin 5mg/ml Infusion Each 100 ml contains: 
Levofloxacin Hemihydrate IP eq. to 
Levofloxacin 500 mg 
Sodium Chloride IP 900 mg , Water for 
Injection IP q.s.

Large Volume 
Parentral 
(Infusion)

M/s Akums Drugs & Pharmaceuticals 
Ltd./M/s Emcure Pharmaceuticlas 

Ltd.
04.01.2022 under Examination

35 RPON2022010005 Levetiracetam Tablet Each film coated tablet contains: 
Levetiracetam IP 1000 mg

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

M/s Zydus Healthcare Ltd.
04.01.2022 under Examination

36 RPON2022010006
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate 
eq. to Dapagliflozin 10mg,
Metformin Hydrochloride IP 500mg (As 
Extended release form) 

Tablet
M/s Synokem Pharmaceuticals 
Ltd. / M/s Apex Laboratories 
Private Limited

06.01.2022 under Examination

37 RPON2022010007
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate 
eq. to Dapagliflozin 10mg,
Metformin Hydrochloride IP 1000mg (As 
Extended release form) Tablet

M/s Synokem Pharmaceuticals 
Ltd. / M/s Apex Laboratories 
Private Limited

06.01.2022 under Examination

38 RPON2022010008
Cefixime, Dicloxacillin IR & 
Lactic Acid Bacillus Tablets

Each modified release tablet contains:
Cefixime IP as Trihydrate eq. to 
Anhydrous Cefixime 200mg (in 
immediate release form), 
Dicloxacillin Sodium IP eq. to 
Dicloxacillin 500mg (in modified release 
form), 
Lactic Acid Bacillus 2.5 Billion Spores.

Tablet
M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Abbott Healthcare Pvt. Ltd.

11.01.2022 under Examination

39 RPON2022010009
Cefixime, Cloxacillin ER & 
Lactic Acid Bacillus Tablets

Each film coated tablet contains:
Cefixime IP as Trihydrate eq. to 
Anhydrous Cefixime 200mg,
Cloxacillin Sodium IP eq. to Cloxacillin 
500mg (in extended release form), 
Lactic Acid Bacillus 90 Million Spores.

Tablet
M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Abbott Healthcare Pvt. Ltd.

11.01.2022 under Examination
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40 RPON2022010010
Diclofenac Sodium and
Paracetamol Tablets

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

Tablet
M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s 
Emcure Pharmaceuticals Ltd.

13.01.2022 under Examination

41 RPON2022010011
Torsemide and
Spironolactone Tablets

Each film coated tablet contains:
Torsemide IP 10mg
Spironolactone IP 25mg

Tablet
M/s Mascot Health Series Pvt. 
Ltd. / M/s J. B. Chemicals & 
Pharmaceuticals Limited

13.01.2022 under Examination

42 RPON2022010012
Paracetamol, Phenylephrine 
HCL, Caffeine and 
Diphenhydramine HCL  tablet

Each film coated tablet contains:
Paracetamol IP 500mg + 
Phenylephrine HCL IP 5mg +
Caffeine (anhydrous) IP 30mg + 
Diphenhydramine HCL IP 25mg

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

13.01.2022 under Examination

43 RPON2022010013
Nimesulide & Paracetamol  
tablet

Each uncoated tablet contains:
Nimesulide BP 100mg
Paracetamol IP 325mg

Tablet
M/s Softdeal Pharmaceutical 
Private Limited

14.01.2022 under Examination

44 RPON2022010014

Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate 
eq. to Dapagliflozin 10mg,
Metformin Hydrochloride IP 500mg (As 
Extended release form) 

Tablet
M/s Synokem Pharmaceuticals 
Ltd. / M/s Natco Pharma Ltd.

14.01.2022 under Examination

45 RPON2022010015

Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate 
eq. to Dapagliflozin 10mg,
Metformin Hydrochloride IP 1000mg (As 
Extended release form) Tablet

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

14.01.2022 under Examination

46 RPON2022010016 Diclofenac Patch
Each 75Sq cm Transdermal Patch 
contains:
Diclofenac Diethylamine IP 200mg

Patch
M/s Azista Industries Pvt. Ltd. / 
M/s Hetero Healthcare Ltd.

25.01.2022 under Examination

47 RPON2022010017
Metformin + Glimepiride 
Tablet

Each Uncoated bilayered tablet contains:
Metformin Hydrochloride IP 500mg (as 
Prolonged-Release)
Glimepiride IP 2mg

Tablet
M/s East African (India) Overseas 
/ M/s La-Medica Life Sciences

25.01.2022 under Examination

48 RPON2022010018
Metformin + Glimepiride 
Tablet

Each Uncoated bilayered tablet contains:
Metformin Hydrochloride IP 500mg (as 
Prolonged-Release)
Glimepiride IP 1mg

Tablet
M/s East African (India) Overseas 
/ M/s La-Medica Life Sciences

25.01.2022 under Examination
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49 RPON2022010019
Sitagliptin Phoshate  + 
Metformin Hydrochloride 
Tablet

Each film coated tablet contains:             
Sitagliptin Phoshate Monohydrate IP eq. 
to Sitagliptin 50mg
Metformin Hydrochloride IP 500mg  

Tablet
M/s Sun Pharma Laboratories 
Limited

28.01.2022 under Examination

50 RPON2022010020
Sitagliptin Phoshate  + 
Metformin Hydrochloride 
Tablet

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

Tablet
M/s Sun Pharma Laboratories 
Limited

28.01.2022 under Examination

51 RPON2022010021
Efonidipine Hydrochloride 
Ethanolate + Telmisartan 
Tablet

Each uncoated bilayered tablet contains:
Efonidipine Hydrochloride Ethanolate 
20mg,
Telmisartan IP 40mg

Tablet M/s Zuventus Healthcare Limited 31.01.2022 under Examination

52 RPON2022010022
Efonidipine Hydrochloride 
Ethanolate + Telmisartan 
Tablet

Each uncoated bilayered tablet contains:
Efonidipine Hydrochloride Ethanolate 
40mg,
Telmisartan IP 40mg

Tablet M/s Zuventus Healthcare Limited 31.01.2022 under Examination


