As on 15th September, 2020

STATUS OF APPLICATIONS FOR RETAIL PRICE

. . Date of
Sl No. Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
Brand Name Company s
application
1. Metformin + Glimepiride + Each uncoated bilayered tablet contains: Tablet |M/s Swiss Garnier Genexiaa Sciences 29.06.2020 PLACED BEFORE
Voglibose Tablet Metformin Hydrochloride IP 1000mg (As Sustained Release), / M/s Sun Pharmaceutical Industries AUTHORITY
Glimepiride IP 2mg Limited
Voglibose IP 0.2mg Tablet
2. Metformin + Glimepiride + Each uncoated bilayered tablet contains: Tablet M/s Swiss Garnier Genexiaa Sciences 29.06.2020 PLACED BEFORE
Voglibose Tablet Metformin Hydrochloride IP 1000mg (As Sustained Release), / M/s Sun Pharma Laboratories AUTHORITY
Glimepiride IP 2mg Limited
Voglibose IP 0.2mg Tablet
3. Human Prothrombin Complex |Each vial contains: Injection [M/s Intas Pharmaceuticals Limited 29.06.2020 PLACED BEFORE
IP 2501U Powder for Injection [Human Coagulation Factor II ~ 175-412 IU AUTHORITY
Human Coagulation Factor VII 40-260 IU
Human Coagulation Factor IX 250 IU
Human Coagulation Factor X~ 150-530 IU
Protein C 230 - 4501U
ProteinS 220 - 440IU
Heparin 15-301U0
Total Protein Not More than 52 g/1
4. Dapagliflozin + Metformin Each film coated extended release tablet contains: Dapagliflozin 10 mg, Tablet [M/s Micro Labs Ltd. 13.07.2020 PLACED BEFORE
Hydrochloride Tablet Metformin Hydrochloride IP 500 mg AUTHORITY
5. Dapagliflozin + Metformin Each film coated extended release tablet contains: Dapagliflozin 10 mg, Tablet [M/s Micro Labs Ltd. 13.07.2020 PLACED BEFORE
Hydrochloride Tablet Metformin Hydrochloride IP 1000 mg AUTHORITY
6. Betadine Alcoholic Hand Rub  [Betadine Alcoholic Hand Rub (Povidone Iodine 1g+2-Propanol 50g in Solution [M/s G.S. Pharmbutor Pvt. Ltd.M/s 13.07.2020 PLACED BEFORE
(Povidone lodine 1g+2- 100ml solution) Win-Medicare Pvt. Ltd. AUTHORITY
Propanol 50g in 100ml
solution)
7. Glimepiride Tablet Each uncoated tablet contains: Tablet |M/s Skymap Pharmaceuticals Pvt. 24.07.2020 PLACED BEFORE
Glimepiride IP 3mg Ltd. AUTHORITY
8. Glimepiride Tablet Each uncoated tablet contains: Tablet |M/s Skymap Pharmaceuticals Pvt. 24.07.2020 PLACED BEFORE
Glimepiride IP 4mg Ltd. AUTHORITY
9. Evogliptin + Metformin Each film-coated bilayer tablet contains: Tablet |M/s Alkem Healthsciences / M/s 24.07.2020 PLACED BEFORE
hydrochloride Tablet (Valera M|Evogliptin Tartrate eq. to Evogliptin 5mg, Alkem Laboratories Ltd. AUTHORITY
500) Metformin hydrochloride IP 500mg (As sustained release form)
10. Telmisartan + Metoprolol Each film coated bilayered tablet contains: Tablet |M/s Akums Drugs and 28.07.2020 PLACED BEFORE
Tablet (Telsartan Beta 25) Telmisartan IP 40mg, Pharmaceuticals Ltd. / M/s Dr. AUTHORITY
Metoprolol Succinate IP 23.75mg eq. to Metoprolol Tartrate 25mg (As Reddy’s Laboratories Limited
Extended Release Form)
11. Telmisartan + Metoprolol Each film coated bilayered tablet contains: Tablet |M/s Akums Drugs and 28.07.2020 PLACED BEFORE
Tablet (Telsartan Beta 50) Telmisartan IP 40mg, Pharmaceuticals Ltd. / M/s Dr. AUTHORITY
Metoprolol Succinate IP 47.50mg eq. to Metoprolol Tartrate 50mg (As Reddy’s Laboratories Limited
Extended Release Form)
12. Camylofin + Paracetamol Each film coated tablet contains: Tablet |M/s Khandelwal Laboratories Pvt. 28.07.2020 PLACED BEFORE
Tablet Camylofin Dihydrochloride 50mg, Ltd. / M/s Abbott Healthcare Pvt. Ltd. AUTHORITY
Paracetamol IP 325mg
13. Augmentin ES Powder for Each 5ml of the reconstituted suspension contains: Suspension |M/s Glaxo Wellcome Production / 28.07.2020 TO BE PLACED BEFORE
reconstituted into suspension |Amoxicillin Trihydrate (759.04mg) eq. to Amoxcillin Free Acid 652.78 mg M/s GlaxoSmithkline Pharmaceuticals EXPERT COMMITTEE
Potassium Clavulanate 61.48mg eq. to Clavulanate Acid 50.41mg Ltd.
14. L-Asparaginase powder Each vial contains: Injection |M/s Beta Drugs Limited / M/s Metta 01.07.2020 Refer to DCGI For
Injection L-Asparaginase - 10000 IU Life Sciences Pvt. Ltd. Clarification
15. L-Asparaginase powder Each vial contains: Injection |M/s Beta Drugs Limited / M/s Metta 01.07.2020 Refer to DCGI For
Injection L-Asparaginase - 5000 IU Life Sciences Pvt. Ltd. Clarification
16. Atorvastatin + Clopidogrel Each hard gelatine capsule contains: Capsule |M/s Akums Drugs & Pharmaceuticals 5..08.2020 PLACED BEFORE
Bisulphate + Aspirin Capsule [Atorvastatin Calcium IP eq. to Atorvastatin 20mg (As film coated tablet Ltd. / M/s Dr. Reddy’s Laboratories AUTHORITY

form),

Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (As film coated tablet
form),

Aspirin IP 75mg (As enteric coated Tablet form)

Ltd.




Name of the Formulation /

Manufacturer & Marketing

Date of

Sl No. Reference Number Strength Unit receipt of STATUS
Brand Name Company .
application
17. Atorvastatin + Clopidogrel Each hard gelatine capsule contains: M/s Akums Drugs & Pharmaceuticals 5..08.2020 PLACED BEFORE
Bisulphate + Aspirin Capsule [Atorvastatin Calcium IP eq. to Atorvastatin 10mg (As film coated tablet Ltd. / M/s Dr. Reddy’s Laboratories AUTHORITY
form), Ltd.
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (As film coated tablet Capsule
form),
Aspirin IP 75mg (As enteric coated Tablet form)
18. Glimipiride + Voglibose + Each uncoated Bilayer tablet contains: M/s Akums Drugs & Pharmaceuticals 17..08.2020 PLACED BEFORE
Metformin Hydrochloride Glimipiride IP 1mg, Tablet Ltd. / M/s Sun Pharma Laboratories AUTHORITY
Tablet (Gemer V1) Voglibose IP 0.2mg Limited
Metformin Hydrochloride IP 500mg (As Extended Release form)
19. Rabeprazole + Ondansetron |Each Enteric Coated tablet contains: M/s Skymap Pharmaceuticals Pvt. 17.08.2020 PLACED BEFORE
Tablet Rabeprazole Sodium IP 20mg, Tablet |Ltd./M/s German Remedies AUTHORITY
Ondansetron Hydrochloride IP eq. to Ondansetron 4mg Pharmaceuticals Pvt. Ltd.
20. Nifedipine + Lidocaine Cream |Contains: M/s Om Sai Pharma Pack / M/s Zydus 17.08.2020 PLACED BEFORE
Nifedipine IP 0.30%w/w Healthcare Limited AUTHORITY
Lidocaine IP 1.50% w/w Cream
Prejervative :
Imidureal IP 0.20% w/w In a cream base
21. Cefixime + Ofloxacin Tablet Each uncoated dispersible table contains: M/s Windlas Biotech Pvt. Ltd. / M/s 17.08.2020 PLACED BEFORE
Cefixime IP (as trihydrate) eq. to Anhydrous Cefixime 200mg Tablet |Intas Pharmaceuticals Limited AUTHORITY
Ofloxacin IP 200mg
22. Desvenlafaxine + Clonazepam |Each uncoated Bilayered table contains: M/s Pure & Cure Healthcare Pvt. Ltd. 17..08.2020 PLACED BEFORE
Tablet Desvenlafaxine Succnate USP eq. to Desvenlafaxine 100mg (As Extended Tablet / M/s Intas Pharmaceuticals Limited AUTHORITY
Release Form)
Clonazepam IP 0.5mg
23. Diclofenac Diethylamine Bp Each gm tube contains: M/s Akums Drugs & Pharmaceuticals 17.08.2020 PLACED BEFORE
1.16% w/w (equivalent to Diclofenac Diethylamine Bp 1.16% w/w (equivalent to Diclofenac sodium Ltd. /M/s Wockhardt Limited AUTHORITY
Diclofenac sodium 1% w/w).  [1% w/w). Virgin Linseed oil BP 3% w/w (Containing Predominantly Tube
Alpha Linolenic acid), Methyl salicylate 10% w/w, Menthol IP 5% w/w,
Preservative Benzyl alchohol IP 1% w/w, gel bae q.s.
24. Norethisterone Tablet Each film coated controlled released table contains: M/s Akums Drugs & Pharmaceuticals 24..08.2020 PLACED BEFORE
Norethisterone Acetate USP 10mg Tablet Tablet [Ltd./ M/s Cadila Pharmaceuticals AUTHORITY
Limited
25. Norethisterone Tablet Each film coated controlled released table contains: M/s Akums Drugs & Pharmaceuticals 24..08.2020 PLACED BEFORE
Norethisterone Acetate BP 15mg Tablet Tablet |Ltd./M/s Cadila Pharmaceuticals AUTHORITY
Limited
26. Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 25..08.2020 TO BE PLACED BEFORE
Tablet Azelnidipine IP 8mg Tablet [Limited /M/s Glenmark EXPERT COMMITTEE
Telmisartan IP 80mg Pharmaceuticals Ltd.
27. Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 25..08.2020 TO BE PLACED BEFORE
Tablet Azelnidipine IP 8mg Tablet |Limited /M/s Glenmark EXPERT COMMITTEE
Telmisartan IP 40mg Pharmaceuticals Ltd.
28. Metformin Hydrochloride + Each uncoated bilayered tablet contains: M/s Macleods Pharmaceuticals 25..08.2020 PLACED BEFORE
Glimepiride Tablet (GEMINOR [Metformin Hydrochloride IP 500mg (As Prolonged Release form), Limited AUTHORITY
) . Tablet
M3) Glimepiride IP 3mg
29. Metformin Hydrochloride + Each uncoated bilayered tablet contains: M/s Macleods Pharmaceuticals 25..08.2020 PLACED BEFORE
Glimepiride Tablet (GEMINOR [Metformin Hydrochloride IP 500mg (As Prolonged Release form), Limited AUTHORITY
) . Tablet
M4) Glimepiride IP 4mg
30. Telmisartan + Cilnidipine Each film coated Tablet contains: M/s Macleods Pharmaceuticals 25..08.2020 PLACED BEFORE
Tablet (TELMIDUCE CL) Telmisartan IP 40mg, Tablet |Limited AUTHORITY
Cilnidipine IP 10mg,
31. Telmisartan + Cilnidipine + Each Film Coated Tablet contains: M/s Macleods Pharmaceuticals 25.08.2020 PLACED BEFORE
Chlorthalidone Tablet (NEXOV |Cilnidipine IP 10mg, Tablet Limited AUTHORITY

ASTC)

Telmisartan IP 40mg,
Chlorthalidone IP 12.5mg
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32. RPON2020080003 Levetiracetam + Sodium Each 100ml contains: Infusion |M/s Akums Drugs & Pharmaceuticals 27.08.2020 PLACED BEFORE
Chloride Infusion (Levenue Levetiracetam IP 500mg Limited / M/s Alkem Laboratories AUTHORITY
RTU 500) Sodium Chloride IP 820mg Ltd.
33. RPON2020080006 Levetiracetam + Sodium Each 100ml contains: Infusion |M/s Akums Drugs & Pharmaceuticals 27.08.2020 PLACED BEFORE
Chloride Infusion (Levenue Levetiracetam IP 1000mg Limited / M/s Alkem Laboratories AUTHORITY
RTU 1000) Sodium Chloride IP 750mg Ltd.
34, RPON2020080004 Paracetamol + Mefenamic Each 5ml contains: . . . 28.08.2020 PLACED BEFORE
Suspension Paracetamol IP 250mg, Suspension g{ja'rg::;;:;Medlcare Ltd. /M/s AUTHORITY
Mefenamic Acid IP 100mg Suspension
35. RPON2020080005 Calcium Carbonate + Vitamin  |Each Film coated tablet contains: 28.08.2020 TO BE PLACED BEFORE
D3 + Mecobalamin + L- Calcium Carbonate IP 1250mg eq. to Elemental Calcium 500mg, EXPERT COMMITTEE
Methylfolate + Pyridoxal - 5-  |Vitamin D3 IP 20001U Tablet M/s Akums Drugs & Pharmaceuticals
Phosphate Tablet Mecobalamin IP (Methylcobalamin) 1500mcg, Limited / M/s Cipla Limited
L-Methylfolate Calcium 1mg,
Pyridoxal - 5- Phosphate 20mg
36. RPON2020080001 Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 28.08.2020 TO BE PLACED BEFORE
Tablet Azelnidipine IP 8mg Tablet [Limited /M/s Emcure EXPERT COMMITTEE
Telmisartan IP 40mg Pharmaceuticals Ltd.
37. RPON2020080002 Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 28.08.2020 TO BE PLACED BEFORE
Tablet Azelnidipine IP 8mg Tablet |Limited /M/s Emcure EXPERT COMMITTEE
Telmisartan IP 80mg Pharmaceuticals Ltd.
38. RPON2020080007 Pantoprazole Gastro Resistant Each Gastro resistant tablet contains: 01.09.2020 PLACED BEFORE
Tablet . ) Tablet [M/s Panacea Biotec Pharma Limited AUTHORITY
Pantoprazole Sodium IP eq. to Pantoprazole 40mg
39. RPON2020080009 Flunarizine Dihydrochloride Each uncoated tablet contains: Flunarizine Dihydrochloride BP eq. to M/s Windlas Biotech Pvt. Ltd./M/s 02.09.2020 TO BE PLACED BEFORE
BP eq. to Flunarizine 5mg, Flunarizine 5mg, Domperidone IP 10mg Tablet Mankind Pharma Limited EXPERT COMMITTEE
Domperidone IP 10mg
40. RPON2020080010 Telmisartan IP 40mg, Each film coated tablet contains:Telmisartan IP 40mg, Cilnidipine IP M/s Synokem Pharmaceuticals 02.09.2020 PLACED BEFORE
Cilnidipine IP 10mg, 10mg, Chlorthalidone IP 12.5mg Tablet |Limited Ltd./M/s Mankind Pharma AUTHORITY
Chlorthalidone IP 12.5mg Limited
41. RPON2020080011 Budesonide IP 400 mg, Budesonide IP 400 mg, Glycopyrronium (As Glycopyrrolate IP) 25mg, M/s Cipla Limited 02.09.2020 TO BE PLACED BEFORE
Glycopyrronium (As Formoterol Fumarate Dihydrate IP 12 mcg EXPERT COMMITTEE
Glycopyrrolate IP) 25mg, Capsule
Formoterol Fumarate
Dihydrate IP 12 mcg
42. RPON2020080012 Alogliptin Benzonate17mg eq. |Each film coated tablet contains:Alogliptin Benzonate17mg eq. Alogliptin M/s Indoco Remediers Limited 10.09.2020 UNDER EXAMINATION
Alogliptin 12..5mg, Metformin [12.5mg, Metformin HCL IP 5000mg Tablet
HCL IP 500mg
43. RPON2020080013 Ciprofloxacin0.3% w/v, Each drops: contains:Ciprofloxacin0.3% w/v, Dexamethasone 0.1% w/v + M/s Skymap Healthcare Pvt. Ltd. / 10.09.2020 UNDER EXAMINATION
Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% (preservatives) Albert David Ltd.
Benzalkonium chloride Eye Drops
solution 0.02% (preservatives)
44, RPON2020080014 Ofloxacin0.3% w/v, Each drops contains: Ofloxacin0.3% w/v, Dexamethasone 0.1% w/v + M/s Skymap Healthcare Pvt. Ltd. / 10.09.2020 UNDER EXAMINATION
Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% (preservatives) Albert David Ltd.
Benzalkonium chloride Eye Drops
solution 0.02% (preservatives)
45, RPON2020080015 Moxifloxacin 0.5% w/v, Each drops contains: Moxifloxacin 0.5% w/v, Dexamethasone 0.1% w/v + M/s Skymap Healthcare Pvt. Ltd. / 10.09.2020 UNDER EXAMINATION
Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% (preservatives) Albert David Ltd.
Benzalkonium chloride Eye Drops
solution 0.02% (preservatives)
46. RPON2020080016 Alogliptin Benzonatel7mg eq. |Each film coated tablet contains:Alogliptin Benzonate17mg eq. Alogliptin M/s Indoco Remediers Limited 10.09.2020 UNDER EXAMINATION
Alogliptin 12..5mg, Metformin [12.5mg, Metformin HCL IP 1000mg Tablet

HCLIP 1000mg
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47. RPOF2020080019 Ciprofloxacin0.3% w/v, Each drops contains:Ciprofloxacin0.3% w/v, Dexamethasone 0.1% w/v + M/s Sun Pharma Laboratories Limited|  15.09.2020 UNDER EXAMINATION

Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% v/v(preservatives), Sterile

Benzalkonium chloride Aqueous Vehicle...q.s EveD

solution 0.02% ye Drops

v/v(preservatives), Sterile

Aqueous Vehicle...q.s
48. RPOF2020080020 Metronidazole, Dextrose Each Injection contains: Metronidazole IP 0.2 gm, Dextrose IP 5.0 gm, Iniection M/s Aculife Healthcare 14.09.2020 UNDER EXAMINATION

Water for Injection IP g.s. )
STATUS OF APPLICATIONS FOR SEPARATE PRICE UNDER PARA 11 (3)
Name of the Formulation / Manufacturer & Marketin, Date of
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application
1. SPOF2020080008 Synchrobreathe Inhaler Synchrobreathe Inhaler Inhaler M/s Cipla Limited 28.08.2020 UNDER EXAMINATION
2. RPON2020080017 Pheniramine Maleate IP 22.75 [Each 33ml Pack Injection contains; Pheniramine Maleate IP 22.75 mg/ml L M/s Intervet India Pvt. Ltd. 11.09.2020 UNDER EXAMINATION
i, o Injection

mg/ml (Avilin® Vet) (Avilin® Vet)

3. RPON2020080018 Pheniramine Maleate IP 22.75 [Each 100ml Pack Injection contains; Pheniramine Maleate IP 22.75 mg/ml]| Injection M/s Intervet India Pvt. Ltd. 11.09.2020 UNDER EXAMINATION

mg/ml (Avilin® Vet)

(Avilin® Vet)




