As on 15th October, 2020,

STATUS OF APPLICATIONS FOR RETAIL PRICE

. . Date of
SI. No. Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
Brand Name Company o
application
1. Betadine Alcoholic Hand Rub  [Betadine Alcoholic Hand Rub (Povidone lodine 1g+2-Propanol 50g in Solution M/s G.S.Pharmbutor Pvt. Ltd.M/s 13.07.2020
(Povidone Iodine 1g+2- 100ml solution) Win-Medicare Pvt. Ltd. To be Placed Expert
Propanol 50g in 100ml Committee
solution)
2. Augmentin ES Powder for Each 5ml of the reconstituted suspension contains: Suspension |M/s Glaxo Wellcome Production / 28.07.2020
reconstituted into suspension [Amoxicillin Trihydrate (759.04mg) eq. to Amoxcillin Free Acid 652.78 mg M/s GlaxoSmithkline To be Placed Expert
Potassium Clavulanate 61.48mg eq. to Clavulanate Acid 50.41mg Pharmaceuticals Ltd. Committee
3. L-._Asp_aragmase powder Each vial c_ontams: Injection M/s Be_ta Drugs Limited / M/s Metta 01.07.2020 Referred to DCGI
Injection L-Asparaginase - 10000 IU Life Sciences Pvt. Ltd.
4. L-._Asp_araginase powder Each vial c_ontains: Injection M/s Be_ta Drugs Limited / M/s Metta 01.07.2020 Referred to DCGI
Injection L-Asparaginase - 5000 IU Life Sciences Pvt. Ltd.
5. Norethisterone Tablet Each film coated controlled released table contains: M/s Akums Drugs & Pharmaceuticals 24.08.2020
Norethisterone Acetate USP 10mg Tablet Tablet Ltd. / M/s Cadila Pharmaceuticals Referred to DCGI
Limited
6. Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 25..08.2020 Placed before E ¢
Tablet Azelnidipine IP 8mg Tablet Limited / M/s Glenmark acec © OT; Xper
Telmisartan IP 80mg Pharmaceuticals Ltd. ommittee
7. Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 25..08.2020 Placed before E ¢
Tablet Azelnidipine IP 8mg Tablet Limited / M/s Glenmark acec © °Tft xpert
Telmisartan IP 40mg Pharmaceuticals Ltd. ommittee
8. RPON2020080005 Calcium Carbonate + Vitamin  |Each Film coated tablet contains: 28.08.2020
D3 + Mecobalamin + L- Calcium Carbonate IP 1250mg eq. to Elemental Calcium 500mg,
Methylfolate + Pyridoxal - 5-  |Vitamin D3 IP 20001U Tablet M/s Akums Drugs & Pharmaceuticals Placed before Expert
Phosphate Tablet Mecobalamin IP (Methylcobalamin) 1500mcg, Limited / M/s Cipla Limited Committee
L-Methylfolate Calcium 1mg,
Pyridoxal - 5- Phosphate 20mg
9. RPON2020080001 Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 28.08.2020
e S Placed before Expert
Tablet Azelnidipine IP 8mg Tablet Limited / M/s Emcure C it
Telmisartan IP 40mg Pharmaceuticals Ltd. ommittee
10. RPON2020080002 Azelnidipine + Telmisartan Each film coated bi-layered tablet contains: M/s Synokem Pharmaceuticals 28.08.2020
e S Placed before Expert
Tablet Azelnidipine IP 8mg Tablet Limited / M/s Emcure C itt
Telmisartan IP 80mg Pharmaceuticals Ltd. ommittee
11. RPON2020080009 Flunarizine Dihydrochloride Each uncoated tablet contains: Flunarizine Dihydrochloride BP eq. to M/s Windlas Biotech Pvt. Ltd./M/s 02.09.2020
BP eq. to Flunarizine 5mg, Flunarizine 5mg, Domperidone IP 10mg Mankind Pharma Limited Placed before Expert
) Tablet .
Domperidone IP 10mg Committee
12. RPON2020080011 Budesonide IP 400 mg, Budesonide IP 400 mg, Glycopyrronium (As Glycopyrrolate IP) 25mg, M/s Cipla Limited 02.09.2020
Glycopyrronium (As Formoterol Fumarate Dihydrate IP 12 mcg
Placed before Expert
Glycopyrrolate IP) 25mg, Capsule X
Committee
Formoterol Fumarate
Dihydrate IP 12 mcg
13. RPON2020080012 Alogliptin Benzonate17mg eq. |Each film coated tablet contains:Alogliptin Benzonate17mg eq. Alogliptin M/s Indoco Remediers Limited 10.09.2020 Placed before E ¢
Alogliptin 12..5mg, Metformin |12.5mg, Metformin HCL IP 5000mg Tablet acec before txper
Committee
HCL IP 500mg
14. 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
Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% (preservatives) Albert David Ltd.
Benzalkonium chloride Eye Drops Working Sheet Uploaded

solution 0.02% (preservatives)




15. RPONZ2020080014 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
Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% (preservatives) Albert David Ltd.
Benzalkonium chloride Eye Drops Working Sheet Uploaded
solution 0.02% (preservatives)
16. 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
Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% (preservatives) Albert David Ltd.
Benzalkonium chloride Eye Drops Working Sheet Uploaded
solution 0.02% (preservatives)
17. RPON2020080016 Alogliptin Benzonate17mg eq. |Each film coated tablet contains:Alogliptin Benzonate17mg eq. Alogliptin M/s Indoco Remediers Limited 10.09.2020 Placed before Expert
Alogliptin 12..5mg, Metformin |12.5mg, Metformin HCL IP 1000mg Tablet Committee
HCLIP 1000mg
18. 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
Dexamethasone 0.1% w/v + Benzalkonium chloride solution 0.02% v/v(preservatives), Sterile
Benzalkonium chloride Aqueous Vehicle...q.s .
solution 0.02% Eye Drops Working Sheet Uploaded
v/v(preservatives), Sterile
Aqueous Vehicle...q.s
19. . - . Each uncoated bilayered tablet contains: M/s Mascot Health Series Pvt. 16.09.2020
RPON2020090021 V128t * Metformin Vildagliptin 50 mg, Tablet |Ltd./M/s Emcure Pharmaceutical Placed before Expert
Y Metformin Hydrochloride 500 mg (sustained release) Limited
20. : L . Each uncoated bilayered tablet contains: M/s Mascot Health Series Pvt. 16.09.2020
RPON2020090022 Vllgagh]]:ltm; Met::l)rmm Vildagliptin 50 mg, Tablet Ltd./M/s Emcure Pharmaceutical Placed bef"fe Expert
Hydrochloride Tablet Metformin Hydrochloride 1000 mg (sustained release) Limited Committee
21. Each film coated tablet contains: 18.09.2020
Thiocolchicoside + Aceclofenac | Thiocolchicoside IP 4mg M/s Akums Drugs & Pharmaceuticals
RPON2020090023 + Paracetamol Tablet Aceclofenac IP 100 mg Tablet / M/s Cadila Phagrmaceutical Limited Referred to DCGI
Paracetamol IP 325 mg
22. Each film coated tablet contains: 18.09.2020
Thiocolchicoside + Aceclofenac | Thiocolchicoside [P 8mg M/s Akums Drugs & Pharmaceuticals
RPON2020090024 + Paracetamol Tablet Aceclofenac IP 100 mg Tablet / I{/l/s Cadila Phagrmaceutical Limited Referred to DCGI
Paracetamol IP 325 mg
23. Each uncoated bilayered tablet contains: 22.09.2020
Telmisartan + Cilnidipine + Telmisartan IP 40mg M/s Swiss Garnier Genexia Sciences
RPON2020090027 Metoprolol Tablet (Telmiprime |Cilnidipine IP 10mg Tablet Pvt.Ltd. / M/s Primus Remedies Pvt. Working Sheet Uploaded
MC 25) Metoprolol Succinate Ip 23.75mg eq. to Metoprolol Tartarate 25 mg (as Ltd.
Extended Release form)
24. Each uncoated bilayered tablet contains: 22.09.2020
Telmisartan + Cilnidipine + Telmisartan IP 40mg M/s Swiss Garnier Genexia Sciences
RPON2020090028 Metoprolol Tablet (Telmiprime |Cilnidipine IP 10mg Tablet Pvt.Ltd. / M/s Primus Remedies Pvt. Working Sheet Uploaded
MC 50) Metoprolol Succinate IP 47.50mg eq. to Metoprolol Tartarate 50 mg (as Ltd.
Extended Release form)
25. . X Each Film Coated Bilayered Tablet Contain: X ) . . 22.09.2020
Metformin Hydrochloride + Metformin Hydrochloride IP 500mg (Sustained Release Form) M/s Swiss Garnier Genexia Sciences
RPON2020080029 Gliclazide + Pioglitazone Tablet Gliclazide IP 30mg (Sustained Release Form) Tablet Pvt. Ltd. / M/s Primus Remedies Pvt. Working Sheet Uploaded
- g (Sus
(Prizide MP 30) Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg. Ltd.
26. X X Each Film Coated Bilayered Tablet Contain: X . . . 22.09.2020
Metformin Hydrochloride + Metformin Hydrochloride IP 500mg (Sustained Release Form) M/s Swiss Garnier Genexia Sciences
RPON2020080030 Gliclazide + Pioglitazone Tablet Gliclazide IP 60mg (Sustained Release Form) Tablet Pvt. Ltd. / M/s Primus Remedies Pvt. Working Sheet Uploaded
- g
(Prizide MP 60) Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg. Ltd.
27. Contains: 23.09.2020
RPON2020090036 | Clotrimazole + Lignocaine | Clotrimazole IP 1.0% w/v Drop  |M/s Skymap Healthcare Pvt. Ltd. Working Sheet Uploaded

Hydrochloride Ear Drops

Lignocaine Hydrochloride IP 2.0% w/v
Glycerin IP & Propylene Glycol base IP g.s.




28. Each ml contains: 23.09.2020
Moxifloxacin Hydrochloride IP eq. to Moxifloxacin 0.5% w/v
RPON2020090039 Moxifloxacin + Dexamethasone Sodium Phosphate IP eq. to Dexamethasone Phosphate D M/s Sk Health Pot. Ltd Working Sheet Uploaded
Dexamethasone Eye Drops 0.1% w/v, rop /s Skymap Healthcare Pvt. Ltd. orking Sheet Uploade
Benzalkonium Chloride Soluthion IP 0.01% v/v (As Preservative)
29. Contains: 23.09.2020
Ofloxacin + Betamethasone Ofloxacin IP 0.3% w/v A
RPON2020090040 Eye/Ear Drops Betamethasone Sodium Phosphate IP 0.1% w/v Drop M/s Skymap Healthcare Pvt. Ltd. Under Examination
Benzalkonium Chloride Soluthion IP 0.02% v/v (As Preservative)
30. Povidone-lodine Gargle 0.5% |Contains: B M/s Windlas Biotech Pvt. Ltd. / M/s To be Placed before
RPON2020090042 w/v Povidone-Iodine IP 0.5% w/v (available Iodone 0.06% w/v) Injection Mankind Pharma Limited 29.09.2020 Expert Committee
31. : L . Each uncoated bilayered tablet contains: )
RPON2020090043 X“gagl'lfltm_; MTetli‘l"im“ Vildagliptin 50mg, Tablet ?"{ s Egsmed Pha:_malce]igcals /M/s 29.09.2020 Placeg bef‘)fftEXpe"
ydrochloride Table Metformin Hydrochloride IP 500mg (As sustained release form) ntas Fharmaceuticals Ltd. ommittee
32. Each uncoated bilayered tablet contains:
Vildagliptin + Metformin Vildagliptin 50mg, M/s Exemed Pharmaceuticals / M/s Placed before Expert
RPON2020090044 . . . Tablet 29.09.2020
Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As sustained release form) able Intas Pharmaceuticals Ltd. Committee
33. Each hard gelatine capsule contains:
. . Atorvastatin Calcium IP eq. to Atorvastatin 20mg (As film coated tablet .
Atorvastatin + Clopidogrel + form) M/s Akums Drugs & Pharmaceuticals
RPON2020100046 Aspirin Capsule (Atocor Gold Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (As film coated tablet Capsule Ltd. / M/s Dr. Reddy’s Laboratories 02.10.2020 | Working Sheet Uploaded
20) form), Ltd.
Aspirin IP 75mg (As enteric coated Tablet form)
34, ) . Each uncoated Chewable tablet contains: X
Ascorbic + Sodium Ascorbate + Ascorbic Acid IP 100m M/s Akums Drugs & Pharmaceuticals
RPOF2020100047 Zinc Citrate Tablet (Bluvit-CZ X H . . Tablet Ltd. / M/s Blue Cross Laboratories 01.10.2020 Under Examination
Chewabl Sodium Ascorbate IP 450mg eq. to Ascorbic Acid 400mg Pyt Ltd
ewable) Zinc Citrate USP eq. to Elemental Zinc Smg vt Ltd.
35. ) . Each uncoated tablet contains: . To be Placed before
RPOF2020100048 Trihexyphenidyl Tablet Trihexyphenidyl Hydrochloride IP 1mg Tablet M/s D. D. Pharmaceuticals Pvt. Ltd. 01.10.2020 Expert Committee
36. ) L. ) Each uncoated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
RPON2020100050 X"gagl‘lfl““_; "gegl"rtmm Vildagliptin 50mg, Tablet  |M/s]. B. Chemicals & Pharmaceuticals|  06.10.2020 P'aceg bef°fftEXpe"
ydrochloride Table Metformin Hydrochloride IP 500mg (As sustained release form) Limited ommittee
37. Each uncoated bilayered tablet contains: M/s M { Health Series Pt Ltd, /
Vildagliptin + Metformin Vildagliptin 50mg, s Masco E'fa eries Fvt. . Placed before Expert
RPON2020100051 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As sustained release form) Tablet r/s_{' ﬁ Chemicals & Pharmaceuticals 06.10.2020 Committee
imite
38. Each hard gelatin capsule contains:
Rosuvastatin + Aspirin + Rosuvastatin Calcium IP eq. to Rosuvastatin 20mg (As Pellets) M/s Synokem Pharmaceuticals Itd. / .
RPOF2020100053 Clopidogrel Capsule Aspirin IP 75mg (as enteric coated pellets) Capsule M/s Cadila Pharmaceuticals Limited 06.10.2020 Working Sheet Uploaded
Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg (As Pellets)
39. Each film coated tablet contains: . .
RPON2020100054 Paracetamol + Caffeine Tablet |Paracetamol IP 650mg Tablet M/slAcme Generics LLP / M/s Cipla 07.10.2020 Working Sheet Uploaded
. Limited
Caffeine Anhydrous IP 50mg
40. RPON2020100055 Mesalazine Suppositories BP 1g Each Supposuory contains: Suppositories M/s Bll_ss.GVS Pharma Ltd. / M/s 07.10.2020 Referred to DCGI
Mesalazine IP 1g Cipla Limited
41. ) L. . Each uncoated bilayered tablet contains: X
RPOF2020100056 X“gagl'lfltm_; MTetli‘l"im“ Vildagliptin 50mg, Tablet gl/s E_’;e';‘e.d Phar?ac_iugcals /M/s 08.10.2020 T]f:’ be Ptlacced b?:fre
ydrochloride Table Metformin Hydrochloride IP 500mg (As sustained release form) ris Lite sciences Limite xpertL.ommittee
42. Each uncoated bilayered tablet contains:
RPOF2020100057 Vildagliptin + Metformin Vildagliptin 50mg, Tablet M/s Exemed Pharmaceuticals / M/s 08.10.2020 To be Placed before

Hydrochloride Tablet

Metformin Hydrochloride IP 1000mg (As sustained release form)

Eris Life Sciences Limited

Expert Committee




STATUS OF APPLICATIONS FOR SEPARATE PRICE UNDER PARA 11 (3)

. . Date of
Sl No. Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
Brand Name Company o
application
1. SPOF2020080008 Synchrobreathe Inhaler Synchrobreathe Inhaler Inhaler M/s Cipla Limited 28.08.2020 To be Placed Expert
Committee
2. RPON2020080017 Pheniramine Maleate IP 22.75 |Each 33ml Pack Injection contains; Pheniramine Maleate IP 22.75 mg/ml - M/s Intervet India Pvt. Ltd. 11.09.2020 To be Placed Expert
e o Injection .
mg/ml (Avilin® Vet) (Avilin® Vet) Committee
3. RPON2020080018 Pheniramine Maleate IP 22.75 |Each 100ml Pack Injection contains; Pheniramine Maleate IP 22.75 mg/ml - M/s Intervet India Pvt. Ltd. 11.09.2020 To be Placed Expert
e o Injection .
mg/ml (Avilin® Vet) (Avilin® Vet) Committee
4. Each vial of 0.5ml contains: 22.09.2020
rRabies + Disodium Hydrogen |rRabies G Protein 50.00 pg
+ Monobasic Sodium + Sodium |Disodium Hydrogen Phosphate Anhydrous IP 0.87mg aced bef
RPOF2020090031 Chloride + Tergitol Vaccine Monobasic Sodium Phosphate Monohydrate BP 0.88mg Tablet M/s Cadila Pharmaceuticals Limited Placed before Expert

(Recombinant Rabies G
Protein)

Sodium Chloride IP 8.76mg
Tergitol NP9 0.1 pl
Sodium Hydroxide IP g.s.

Committee




