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No.
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1 RPON2021050213 Budesonide Respule
Each 2 ml respule contains: 
Budesonide IP 0.5 mg Respule

SOFTDEAL PHARMACEUTICAL 
PRIVATE LIMITED

27.05.2021
Placed before 

Authority Meeting

2 RPON2021060227

Zinc Sulphate Monohydrate + 
Sodium Citrate + Potassium 
Chloride + Dextrose 
Anhydrous Injection

Each pack of 200ml contains:
Zinc Sulphate Monohydrate IP 0.0110 g
Sodium Citrate IP 0.5800 g
Potassium Chloride IP 0.5200 g
Dextrose Anhydrous IP 2.700 g

Injection
M/s Halewood Laboratories Pvt. 
Limited / M/s FDC Limited 

09.06.2021
Placed before 

Authority Meeting

3 RPON2021060228
Rabeprazole Sodium + 
Ondansetron Hydrochloride 
Tablet

Each Enteric coated tablet contains:
Rabeprazole Sodium IP 20mg
Ondansetron Hydrochloride eq. to 
Ondansetron IP 4mg 

Tablet
M/s Dallas Drugs Pvt. Ltd. / M/s 
Alkem Laboratories Limited

09.06.2021
Placed before 

Authority Meeting

4 RPON2021060247

Paracetamol, Phenylepherine 
Hydrochloride, 
Chlorpheniramine Maleate, 
Sodium Citrate  and Menthole 
Syrup

Each 5ml contains:
Paracetamol IP 125mg  
Phenylepherine Hydrochloride IP 5mg
Chlorpheniramine Maleate IP 0.5mg
Sodium Citrate  IP 60mg
Menthole IP 1mg

Syrup
M/s Shiv Industries / M/s Profic 
Organic Limited 

17.06.2021
Placed before 

Authority Meeting

5 RPON2021060248
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate 
eq. to Dapagliflozin 5mg,
Metformin Hydrochloride IP 500mg (As 
Extended release form) 

Tablet
M/s Synokem Pharmaceuticals 
Ltd. / M/s Lupin Limited

18.06.2021
Placed before 

Authority Meeting

6 RPON2021060249
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate 
eq. to Dapagliflozin 5mg,
Metformin Hydrochloride IP 1000mg 
(As Extended release form) Tablet

M/s Synokem Pharmaceuticals 
Ltd. / M/s Lupin Limited

18.06.2021
Placed before 

Authority Meeting

As on  31.07.2021
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7 RPON2021060250
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 Lupin Limited

18.06.2021
Placed before 

Authority Meeting

8 RPON2021060251
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 Lupin Limited

18.06.2021
Placed before 

Authority Meeting

9 RPON2021060257

Methylcobalamin, Alpha 
Lipoic Acid, Vitamin D3, 
Pyridoxine Hydrochloride & 
Folic Acid Tablet

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

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

22.06.2021
Placed before 

Authority Meeting

10 RPON2021060258

Methylcobalamin, Alpha 
Lipoic Acid, Vitamin D3, 
Pyridoxine Hydrochloride & 
Folic Acid Tablet

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

Tablet
M/s Unision Pharmaceuticals Pvt. 
Ltd.

23.06.2021
Placed before 

Authority Meeting

11 RPON2021060259

Diclofenac Diethylamine, 
Methyl Salicylate, Capsaicin, 
Menthol & Linseed Oil Gel

Contains:
Diclofenac Diethylamine IP 1.16% w/w 
eq. to Diclofenac Sodium 1.0% w/w,
Methyl Salicylate IP 10%w/w, 
Capsaicin USP 0.025% w/w,
Menthol IP 5.0% w/w & Linseed Oil BP 
3.0% Gel base

Gel M/s Hetero Healthcare Ltd. 26.06.2021
Placed before 

Authority Meeting

12 RPON2021060264 Paracetamol + Caffeine Tablet
Each uncoated tablet contains:
Paracetamol IP 650mg
Caffeine IP 50mg

Tablet M/s Micro Labs Limited 28.06.2021
Placed before 

Authority Meeting



13 RPON2021060265
Metoprolol Succinate (ER) +  
Cilnidipine + Telmisartan 
Tablet

Each film coated tablet contains:
Metoprolol Succinate IP 23.75mg eq. to 
Metoprolol Tartrate 25mg, (As Extended 
Release),
Cilnidipine IP 10mg
Telmisartan IP 40mg

Tablet
M/s Pure & Cure Healthcare Pvt. 
Ltd. / M/s Alembic 
Pharmaceuticals Ltd.

28.06.2021
Placed before 

Authority Meeting

14 RPON2021060266
Metoprolol Succinate (ER) +  
Cilnidipine + Telmisartan 
Tablet

Each film coated tablet contains:
Metoprolol Succinate IP 47.50mg eq. to 
Metoprolol Tartrate 50mg, (As Extended 
Release),
Cilnidipine IP 10mg
Telmisartan IP 40mg

Tablet
M/s Pure & Cure Healthcare Pvt. 
Ltd. / M/s Alembic 
Pharmaceuticals Ltd.

28.06.2021
Placed before 

Authority Meeting

15 RPON2021060268 Atorvastatin + Ezetimibe

Each film coated tablet contains:
Atorvastatin Calcium IP eq. to 
Atorvastatin 40mg,
Ezetimibe IP 10mg

Tablet
M/s Safteb Life Sciences. / M/s 
Lupin Limited

30.06.2021
Placed before 

Authority Meeting

16 RPOF2021050200 Lorazepam Tablet 
Each uncoated Orodispresible tablet 
contains:
Lorazepam Orodispersible 1mg 

Tablet
M/s La Pharma Pvt. Limited / 
M/s Manas Pharma MFG

30.06.2021
Placed before 

Authority Meeting

17 RPOF2021050201 Lorazepam Tablet 
Each uncoated Orodispresible tablet 
contains:
Lorazepam Orodispersible 2mg 

Tablet
M/s La Pharma Pvt. Limited / 
M/s Manas Pharma MFG

30.06.2021
Placed before 

Authority Meeting

18 RPON2021070269
Cefixime + Potassium 
Clavulanate tablet

Each film coated tablet contains:
Cefixime Trihydrate IP eq. to Anhydrous 
Cefixime 200mg,
Potassium Clavulanate Diluted IP 125mg  

Tablet
M/s Zeneka Healthcare Ltd. / M/s 
Cadila Pharmaceuticals Limited

02.07.2021
Placed before 

Authority Meeting

19 RPON2021070270
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate 
eq. to Dapagliflozin 5mg,
Metformin Hydrochloride IP 500mg (As 
Extended release form) 

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

02.07.2021
Placed before 

Authority Meeting

20 RPON2021070271
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 Primus Remedies Pvt 
Ltd

02.07.2021
Placed before 

Authority Meeting



21 RPON2021070272
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 Primus Remedies Pvt 
Ltd

02.07.2021
Placed before 

Authority Meeting

22 RPON2021070273
Diclofenac Sodium +  
Paracetamol Tablet IP

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

Tablet
M/s Softdeal Pharmaceutical Pvt. 
Ltd.

09.07.2021
Placed before 

Authority Meeting

23 RPON2021070274
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 Indoco Remedies 
Limited

10.07.2021
Placed before 

Authority Meeting

24 RPON2021070275
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 Indoco Remedies 
Limited

10.07.2021
Placed before 

Authority Meeting

25 RPON2021070280
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate 
eq. to Dapagliflozin 5mg,
Metformin Hydrochloride IP 1000mg 
(As Extended release form) Tablet

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

14.07.2021
Placed before 

Authority Meeting



26 RPON2021070285

Calcium Carbonate + Vitamin 
D3  
Methylcobalamin + Calcium L-
5-Methyltetrahydrofolate & 
Pyridoxal – 5- Phosphate 
Tablet 

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

Tablet M/s Unison Pharmaceuticals Ltd. 13.07.2021
Placed before 

Authority Meeting

27 RPON2021070286
Calcium Carbonate +  Vitamin 
D3  Tablet 

Each Film coated tablet contains:
Calcium Carbonate IP 1250mg eq. to 
Elemental Calcium 500mg,
Vitamin D3 IP 1000IU 

Tablet M/s Unison Pharmaceuticals Ltd. 13.07.2021
Placed before 

Authority Meeting

28 RPON2021070287
Levetiracetam Infusion 
500mg/100ml

 Each 100ml  contains:
Levetiracetam IP 500mg,
Sodium Chloride IP 820mg water for 
injection

Injetion
M/s Akums Drugs & 
Pharmaceuticals Ltd. / M/s Linux 
Laboratories Pvt. Ltd.

19.07.2021 under Examination

29 RPON2021070288
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate 
eq. to Dapagliflozin 5mg,
Metformin Hydrochloride IP 1000mg 
(As Extended release form) Tablet

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

19.07.2021 under Examination

30 RPON2021070289
Dapagliflozin + Metformin 
Hydrochloride (As Extended 
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate 
eq. to Dapagliflozin 5mg,
Metformin Hydrochloride IP 500mg (As 
Extended release form) 

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

19.07.2021 under Examination

31 RPON2021070290
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 Aristo Pharmaceuticals 
Pvt. Ltd.

19.07.2021 under Examination



32 RPON2021070291
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 Aristo Pharmaceuticals 
Pvt. Ltd.

19.07.2021 under Examination

33 RPON2021070292
Vildagliptin + Metformin 
Hydrochloride (SR) Tablet

Each uncoated bilayered tablet contains: 
Vildagliptin 50 mg, 
Metformin Hydrochloride 500 mg (as 
sustained release form)

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

19.07.2021 under Examination

34 RPON2021070293
Vildagliptin + Metformin 
Hydrochloride (SR) Tablet

Each uncoated bilayered tablet contains: 
Vildagliptin 50 mg, 
Metformin Hydrochloride 1000 mg (as 
sustained release form)

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

19.07.2021 under Examination

35 RPON2021070294 Methotrexate Topical Gel

Composition:
Methotrexate IP 1.0% w/w 
Praservative: Benzyle Alcohol IP 1.0% 
w/wGel Base

Tablet
M/s Ajanta Healthcare Pvt. Ltd. / 
M/s IPCA Laboratories Ltd.

20.07.2021 under Examination

36 RPON2021070295
Clotrimazole + 
Beclomethasone Dipropionate 
Lotion

Composition:
Clotrimazole……………1% w/w
Beclomethasone Dipropionate….0.025% 
w/w

1 ML
M/s Curetech Skincare / M/s 
J.B.Chemicals & Pharmaceuticals 
Ltd.

23.07.2021 under Examination

37 RPON2021070296
Dolutegravir + Tenofovir 
Disoproxil + Lamivudine 
Tablet

Composition:
Dolutegravir 50mg Tenofovir Disoproxil 
fumarate IP 300mg equivalent to 
Tenofovir Disoproxil 245mg Lamivudine 
IP 300mg 

Tablet M/s Natco Pharma Ltd. 23.07.2021 under Examination

38 RPON2021070297

Each Dispopen contains: 
One 2ml multidose cartridge of 
Erythropoietin concentrated solution IP 
20000 IU with HSA stabiliser,
Benzyl Alcohol as praservative.

Tablet M/s Wockhardt Limited 23.07.2021 under Examination

39 RPON2021070298 Capecitabine Tablet
Each film coated tablet contains:
Capecitabine IP 150mg Tablet

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination

40 RPON2021070299 Lenalidomide capsule
Each capsule contains:
Lenalidomide 10mg Capsule

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination



41 RPON2021070300 Lenalidomide capsule
Each capsule contains:
Lenalidomide 5mg Capsule

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination

42 RPON2021070301 Lenalidomide capsule
Each capsule contains:
Lenalidomide 15mg Capsule

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination

43 RPON2021070302
Bendamustine Hydrochloride 
Injection

Each Lyophilized vial contains:
Bendamustine Hydrochloride 100mg Injection

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination

44 RPON2021070303 Bortezomib Injection
Each Lyophilized vial contains:
Bortezomib IP 3.5mg Injection

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination

45 RPON2021070304 Capecitabine Tablet
Each film coated tablet contains:
Capecitabine IP 500mg Tablet

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination

46 RPON2021070305 Lenalidomide capsule
Each capsule contains:
Lenalidomide 25mg Capsule

M/s Eugia Pharma Specialities 
Limited / M/s Aurobindo Pharma 
Limited

29.07.2021 under Examination

47 RPON2021070306 Diclofenac Sodium Injection

Each ml contains:
Diclofenac Sodium IP 75mg
Benzyl Alcohol (As Preservative) IP 
4%v/v  water for injection

Injecion M/s Rainbow Laboratories 27.07.2021 under Examination

48 RPON2021070307
Esomeprazole + Domperidone 
Capsule

Each hard Gelatin Capsule Contains:
Esomeprazole Magnesium Trihydrate IP 
eq. to Esomeprazole 40mg (as enteric 
coated pellets)
Domperidone IP 30mg (as sustained 
release pellets)

Capsule M/s Indu Drugs Private Limited 28.07.2021 under Examination


