
S No. Name of Firm RC No. Acceptance of 
Extension

Items details

1 Albert David Limited 145C Not-Accepted

279- Sodium Chloride Inj (For IV Infusion)- Each Bott to contain: Containing: Sodium Chloride 0.9% w/v
280- Sodium Chloride & Dextrose Inj(For I.V.Infusion)- Each Bott to contain: Dextrose Anhydrous 5% w/v, Sodium 
Chloride 0.9% w/v
1319- Dextrose With Nacl Soln- Each 100ml to contain:  Dextrose Anhydrous 5gm, Sodium Chloride  0.45 gm.
1320- Maintenance Solution For Paediatric Use- Each 100 ml to contain (in mmol/ L ) Sodium 23.0, Chloride 20.0, 
Potassium 20.0, Acetate 23.0, Magnesium 1.50, Phosphate1.50.
1727- DNS Inj-Each to contain:DNS 500ml Self Collapsible IV Fluid Bag / Self Collapsible container (FFS 
Technology)
1796- Dextrose 5% Inj (IV Fluids)- Each to contain: Dextrose 5% Self Collapsible I.V. Fluid Bag/ Self Collapsible 
container (FFS Technology)
2052- Dextrose Anhydrous 25% w/v Each 100ml to contain: Dextrose Anhydrous 25% w/v
2360- Amino Acid Injection-Each ml to contain: L-Isoleucine USP 5.6mg, L-Leucine USP 12.5mg, L-Lysine 
Hydrochloride USP 11.0mg, L-Methionine USP 3.5mg, L-Phenylalanine USP 9.35mg, L-Threonine USP 6.5mg, L-
Tryptophan USP 1.3mg, L-Valine USP 4.5mg, L-Alanine  USP 6.2mg, L-Arginine 
278a- Dextrose Inj(For I.V Infusion)- Each Bott to contain: Dextrose Anhydrous 5% w/v
278b- Dextrose Inj(For I.V Infusion)- Each Bott to contain: Dextrose Anhydrous 10% w/v

2
Franco-Indian 
Pharmaceuticals Pvt Ltd 

146C Not-Accepted
395- Clotri, Beclometh Oint-
Each tube to contain: Clotrimazole 10mg, Beclomethasone Dipropionate 0.25mg

3
Franco-Indian Remedies Pvt 
Ltd 

146C Not-Accepted
394- Clotrimazole Lotion- 
Each ml to contain: Clotrimazole 10mg

4 Laboratoires Griffon Pvt. Ltd 142C Not-Accepted
1504- Liver Disorders Syp- 
Each 10ml to contain: Tricholine Citrate 0.55gm, Sorbitol 7.15gm.
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5 Psychotropics India Limited 

142C,
143C,
145C,
146C

Not-Accepted

577- Ursodesoxycholic Acid Tab/Cap- Each Tab/Cap to contain: Ursodesoxycholic Acid 150mg.
1856- Tramadol and Paracetamol Tab/Cap- Each Tab/Cap to contain: Tramadol 37.50 mg, Paracetamol 325mg
2057- Ursodoxycholic Acid Tab/Cap-Each Tab/Cap to contain: Ursodoxycholic Acid 300mg
2260- Diclofenac Sodium & Thiocolchicoside Tab/Cap- Each Tab/ Cap to contain: Diclofenac Sodium 50mg, 
Thiocolchicoside 4mg
521- Tranexamic Acid Tab/Cap- Each Tab/Cap to contain: Tranexamic Acid 500mg
522- Tranexamic Acid Inj- Each 5ml to contain: Tranexamic Acid 500mg
1461- Hydroxyzine Hydrochloride Tab/Cap- Each Tab/Cap to contain: Hydroxyzine Hydrochloride 25mg
1668- Olmesartan Tab/Cap- Each Tab/Cap to contain : Olmesartan 20mg
1056a- Metoprolol Tab/Cap- Each Tab/Cap to contain : Metoprolol Tartrate 50 mg
1430b- Mirtazapine Tab/Cap- Each Tab/Cap to contain: Mirtazapine 15mg
555b- Clozapine Tab/Cap- Each Tab/Cap to contain: Clozapine 100mg
133- Dexamethasone Inj- Each ml to contain: Dexamethasone Sodium Phosphate 4 mg.
2358- Cefoperazone Sodium+Sulbactam Inj- Each Vial/Amp to contain: Cefoperazone Sodium 1gm, Sulbactam 
500mg 
2388- Prednisolone Tab/Cap- Each Tab/Cap to contain:Prednisolone 20mg
1285c- Ketamine Inj- Each ml to contain: Ketamine Hcl 50mg.
1685- Dexchlorpheniramine SR Tab/Cap- Each SR Tab/Cap to contain: Dexchlorpheniramine 6mg
1687- Loratidine Tab/Cap- Each Tab/Cap to contain: Loratidine 10mg
1940- Ketoconazole Lotion- Each Bott to contain: Ketoconazole 2% w/v

6
Sanofi Healthcare India Pvt. 
Ltd. 

142C Not-Accepted
1347- Thiocolchicoside Tab/Cap- 
Each Tab/Cap to contain: Thiocolchicoside 4mg

7 Windlas Biotech Limited 143C Not-Accepted

2309- Codein Lint. Syp/Susp- 
Each 5ml to contain: Chlorpheniramine Maleate 4mg, Codeine Phosphate 10mg
68a- Ethamsylate Tab/Cap- 
Each Tab/Cap to contain Ethamsylate 250 mg

8 Cosmas Research Lab Ltd 144C
No response 

whether willing or 
non-willing

1404- Docetaxel Inj- Each Vial to contain: Docetaxel 80mg
1809- Bortezomib Inj- Each Vial to contain: Bortezomib 3.5 mg
1984- Paclitaxel Inj- Each Vial to contain: Paclitaxel 260mg
2320- Cytarabine Inj-Each ml to contain: Cytarabine1 gm 
2321- Daunorubicin Inj- Each Vial/Amp to contain: Daunorubicin-20 Mg 
2323- Docetaxel Inj- Each Vial/Amp to contain: Docetaxel 20mg
2324- Docetaxel Inj- Each Vial/Amp to contain: Docetaxel 120mg
459b- Gemcitabine Inj- Each Vial to contain: Gemcitabine 1gm
487b- Paclitaxel Inj- Each Vial to contain: Paclitaxel 100mg



9
Panacea Biotec Pharma 
Limited

142C, 144C
No response 

whether willing or 
non-willing

1823- Lactulose Syp- Each 15ml to contain: Lactulose 10gm
1836- Haemorrhoidal Cream- Each gm to contain: Euphorbia Prostrata Dry Extract Ethanolic 80% (v/v) ((35-70):1)
10 mg (Containing 0.315 -0.825 mg Total Flavonoids Calcluated as Apigenin-7 Glucoside And 1.26-4.40 mg Total
Phenolics Calculated as Gallic Acid)Cream Base Q.S.
1968- Valganociclovir Tab/Cap- Each Tab/Cap to contain: Valganociclovir 450mg
1971- Mycophenolate Tab/Cap- Each Tab/Cap to contain: Mycophenolic Acid (As Sodium Salt) 540mg
2159- Azacitidine Inj-Each Vial to contain: Azacitidine 100 mg
2225- Paclitaxel (Protein Bound Particales)-Each Inj to contain: Paclitaxel (Protein Bound Particales) For Injectable
Suspension 100 Mg And This Is An Albumin-Bound Form Of Paclitaxel And This Is Presented As 100 Mg Of
Paclitaxel In A Single Use 50 ml USP Type 1 Molded Glass Vial Individually Packaged In a Carton

10
Procter & Gamble Health 
Limited (Formerly Known As 
Merck Limited)

146C
No response 

whether willing or 
non-willing

265- Vitamin Inj- 
Each 2ml to contain: Thiamine 10mg. Riboflavin 4 mg. Nicotinamide 40 mg. Cyanocobalamine 8 mcg. Pyridoxine
4mg. D-Panthenol 6mg.Benzyl Alcohol 0.9%

11 Revat Laboratories Pvt. Ltd. 142C, 143C
No response 

whether willing or 
non-willing

2011- Sucralfate Susp- Each 5 ml to contain:  Sucralfate  1 g
98- Phenytoin Sodium Tab/Cap- Each Tab/Cap to contain: Phenytoin Sodium 100mg

12 Sai Parenterals Pvt. Ltd.
143C, 

145C, 146C

No response 
whether willing or 

non-willing

71- Heparin Sodium Inj- Each ml to contain: Heparin Sod. 5000 IU
1357- Methylprednisolone Sod. Succinate Inj- Each Vial to contain: Methyl Prednisolone Sod. Succinate 500mg.
1438- Iron Inj- Each ml to contain: Iron Sucrose 20mg

13 Wockhardt Ltd. 146C
No response 

whether willing or 
non-willing

408d- Erythropoietin Inj- 
Each PFS to contain: Recombinant Human Erythropoietin 3000 Units

14 Zydus Healthcare Ltd. 143C
No response 

whether willing or 
non-willing

1349- Metolazone Tab/Cap- Each Tab/Cap to contain Metolazone 5mg
486a- Paroxetine Tab/Cap- Each Tab/Cap to contain: Paroxetine 10mg
486b- Paroxetine Tab/Cap-Each Tab/Cap to contain: Paroxetine 20mg


