As on 28th February 2021

STATUS OF APPLICATIONS FOR RETAIL PRICE

. . Date of
Sl Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
No. Brand Name Company A
application
1. Each ml Contains:
Ciprofloxacin Hydrochloride IP Eq. to
Ciprofloxacin 0.3% w/v,
Ciprofloxacin + Dexamethasone [Dexamethasone Sodium Phosphate IP to M/s AXA Perentals Ltd. /M/s Sun .
RPON2020120128 Eye Drops Dexamethasone Phosphate 0.1% w/v, Drops Pharma Laboratories Limited 29.12.2020 Representation
Benzalkonium Chloride Soluthion IP 0.02%
v/v (As Preservative)
2. Each film coated tablet contains:
Paracetamol, Paracetamol IP 500mg,
Phenylephrine Hydrochloride, [Phenylephrine Hydrochloride IP 5mg,
RPON2021010015 [Caffeine & Caffeine (Anhydrous) IP 30mg Tablet M/s Skymap Healthcare Pvt. Ltd. 15.01.2021 | Working sheet uploaded
Diphenhydramine Tablet Diphenhydramine Hydrochloride IP 25mg
3. . Each film coated tablet contains:
Telmisartan, Telmisartan IP 40mg,
Amlodipine & - ' - M/s Skymap Healthcare Pvt. Ltd. / .
Amlod Besylate IP eq. to Amlod .01.
RPON2021010016 Hydrochlorothiazide Tablet 5;1; ipine Besylate IP eq. to Amlodipine Tablet M/s Glensmith Labs Pvt. Ltd. 15.01.2021 | Working sheet uploaded
Hydrochlorothiazide IP 12.50 mg
4. Each uncoated bilayered tablet contains:
Telmisartan & Telmisartan IP 40mg,
Metoprolol Succinate (ER) Metoprolol Succinate IP 23.75mg eq. to M/s Skymap Healthcare Pvt. Ltd. / .
RPON2021010017 Tablet Metoprolol Tartrate 25mg (Extended Tablet M/s Glensmith Labs Pvt. Ltd. 15.01.2021 | Working sheet uploaded
Release form)
5. Each uncoated bilayered tablet contains:
i Telmisartan IP 40mg,
Le;?olsfglt:lnsiccinate (ER) Metoprolol Succinati IP 23.75mg eq. to M/s Skymap Pharmaceuticals Pvt.
RPON2021010018 Tablet Ltd. / M/s Jagsonpal 15.01.2021 | Working sheet uploaded
Tablet Metoprolol Tartrate 25mg (Extended )
Pharmaceuticals Ltd.
Release form)
6. Each ml contains:
Dexamethasone Sodium Phosphate IP eq. to
Dexamethasone
RPON2021010019  |+Chloramphenicol Eye D Dexamethasone 0.1%w /v, D M/s Skymap Healthcare Pvt. Ltd. | 15.01.2021 | Working sheet uploaded
+Chloramphenicol Eye Drops Chloramphenicol IP 1% w/v, rops /s Skymap Healthcare Pvt. Ltd. 01, orking sheet uploade
Pheny mercuric Nitrate IP 0.002%w/v (As
preservative)
7. Each ml contains:
D th Dexamethasone Sodium Phosphate IP eq. to
examethasone
) Dexamethasone 0.1%w/v, M/s Skymap Healthcare Pvt. Ltd. / .
RPON2021010020 +Chloramphenicol Eye Drops Chloramphenicol IP 1% w/v, Drops M/s Albert David Limited 15.01.2021 | Working sheet uploaded
Pheny mercuric Nitrate IP 0.002%w/v (As
preservative)
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8. Each film coated tablet contains:
Telmisartan + Amlodipine + Telmisartan IP 40mg, M/s Skymap Pharmaceuticals Pvt.
RPON2021010021 |Hydrochlorathiazide Tablet Amlodipine Besylate IP eq. to Amlodipine Tablet Ltd. / M/s Jagsonpal 15.01.2021 | Working sheet uploaded
S5mg Pharmaceuticals Ltd.
Hydrochlorathiazide IP 12.5mg
9. Each film coated Bilayered tablet contains:
Telmisartan IP 40mg,
Telmisartan + Cilnidipine + Cilnidipine IP 10mg M/s Ravenbhel Healthcare Pvt.
RPON2021010022 |Metoprolol Tablet Metoprolol Succinate IP 23.75mg eq. to Tablet Ltd. / M/s Glenmark 19.01.2021 | Working sheet uploaded
Metoprolol Tartrate (as extended release) Pharmaceuticals Ltd.
25mg
10. Each film coated tablet contains:
Telmisartan IP 40mg,
Telmisartan + Cilnidipine + Cilnidipine IP 10m & M/s Ravenbhel Healthcare Pvt.
RPON2021010023 [Metoprolol Tablet p . & Tablet Ltd. / M/s Glenmark 19.01.2021 | Working sheet uploaded
Metoprolol Succinate IP 47.50mg eq. to Ph icals Ltd
Metoprolol Tartrate (as extended release) armaceuticals Ltd.
50mg
11. Telmisartan + Each uncoated bilayered tablet contains:
Hydrochlorothiazidel Tablet Telmisartan IP 80mg, M/s Macleods Pharmaceuticals .
RPOF2021010024 | 1) cSART H 80 & TELMIDUCE |Hydrochlorothiazide IP 12.50mg Tablet 1,44 18.01.2021 | Working sheet uploaded
H 80)
12. Each uncoated bilayered tablet contains:
Telmisartan + Amlodipine Telmisartan IP 80mg, M/s Macleods Ph tical
RPOF2021010026  |Tablet (MACSART AM 80 & Amlodipine Besylate IP eq. to Amlodipine Tablet |/ ds acleods Fharmaceuticals 18.01.2021 | Working sheet uploaded
TELMIDUCE AM 80) 5mg ’
13. Each uncoated bilayered tablet contains:
Metformin Hydrochloride IP 500mg (as
Metformin + Gliclazide Tablet [Extended Release form), M/s Macleods Pharmaceuticals .
RPOF2021010027 (MEFOMIN-GZ 60) Gliclazide IP 60mg (as Extended Release Tablet Ltd. 18.01.2021 | Working sheet uploaded
form),
14. Each uncoated bilayered tablet contains:
. . L Metformin Hydrochloride IP 500mg (As M/s Mascot Health Series Pvt. Ltd.
RPOF2021010028 | Metformin + Vildagliptin Tablet |, o504 release form) Tablet |/ M/s Macleods Pharmaceuticals | 18.01.2021 | Fiaced before Expert
(VILDAMAC M SR 50/500) . o Committee
Vildagliptin 50mg Ltd.
15. Each uncoated bilayered tablet contains:
. . . Metformin Hydrochloride IP 1000mg (As M/s Mascot Health Series Pvt. Ltd.
RPOF2021010029 | Metformin + Vildagliptin Tablet |5, o504 release form) Tablet |/ M/s Macleods Pharmaceuticals | 18.01.2021 | laced before Expert

(VILDAMAC M SR 50,/1000)

Vildagliptin 50mg

Ltd.

Committee
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16. Each film coated Bilayered tablet contains:
Telmisartan IP 40mg,
Telmisartan + Cilnidipine + Cilnidipine IP 10mg M/s Ravenbhel Healthcare Pvt.
RPOF2021010030 |Metoprolol Tablet (NEXOVAS  [Metoprolol Succinate IP 23.75mg eq. to Tablet Ltd. / M/s Macleods 18.01.2021 | Working sheet uploaded
TM 25) Metoprolol Tartrate (as extended release) Pharmaceuticals Ltd.
25mg
17. Each Hard gelatine capsule contains:
Atorvastatin calcium IP eq. to Atorvastatin
At tatin + Clopidogrel + 10mg (As Pellets), M/s Synokem Pharmaceuticals
RPOF2021010037 or.v.as aun opidogre Clopidogrel IP eq. to Clopidogrel 75mg (As Capsule Ltd. / M/s Aristo Pharmaceuticals| 19.01.2021 | Working sheet uploaded
Aspirin Capsule . .
Pellets), Private Limited.
Aspirin IP 75mg (As enteric coated pellets)
18. Each Hard gelatine capsule contains:
Atorvastatin calcium IP eq. to Atorvastatin
At tatin + Clopidogrel + 20mg (As Pellets), M/s Synokem Pharmaceuticals
RPOF2021010038 or.v.as aun opidogre Clopidogrel IP eq. to Clopidogrel 75mg (As Capsule Ltd. / M/s Aristo Pharmaceuticals| 19.01.2021 | Working sheet uploaded
Aspirin Capsule . .
Pellets), Private Limited.
Aspirin IP 75mg (As enteric coated pellets)
19. Each film coated tablet contains:
Aceclofenac + Paracetamol Aceclofenac IP 100mg M/s Akums Drugs &
RPON2021010039 Tablet Pharmaceuticals Ltd. /M/s Mylan| 21.01.2021 | Working sheet uploaded
Tablet Paracetamol IP 325mg . . o
Pharmaceuticals Private Limited.
20. Each film coated tablet contains:
Aceclofenac + Paracetamol + Aceclofenac IP 100mg, M/s Akums Drugs &
RPON2021010040 . . ’ Tablet Pharmaceuticals Ltd. /M/s Mylan| 21.01.2021 Referre to DCGI
Serratiopeptidase Tablet Paracetamol IP 325mg . ; o
. . Pharmaceuticals Private Limited.
Serratiopeptidase IP 15mg
21. Each film coated tablet contains:
Cefixime IP as Trihydrate eq. to Anhydrous M/s Akums Drugs &
RPON2021010042 |Cefixime & Ofloxacin Tablet Cefixime 200mg ' Tablet Pharmaceuticals Ltd. /M/s Mylan| 21.01.2021 | Working sheet uploaded
Ofloxacin IP 200mg Pharmaceuticals Private Limited.
22. Each film coated bi-layered tablet contains:
Azelnidipine + Telmisartan Azelnidipine IP 8mg, M/s Synokem Pharmaceuticals .
RPON2021010044 Tablets Telmisartan IP 40mg Tablet Ltd. / M/s Cipla Limited. 21.01.2021 | Working sheet uploaded
23. Each film coated bi-layered tablet contains:
Azelnidipine + Telmisartan Azelnidipine IP 8mg, M/s Synokem Pharmaceuticals .
RPON2021010045 Tablets Telmisartan IP 80mg Tablet Ltd. / M/s Cipla Limited. 21.01.2021 | Working sheet uploaded
24. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 4mg .
RPON2021010046  |Metformin Hydrochloride Metformin Hydrochloride IP 500mg (In Tablet  |M/S Skymap Pharmaceuticals PVt | 51 1 5651 | Working sheet uploaded

prolonged release tablets

prolonged release form)

Ltd.
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25. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 4mg .
RPON2021010047  |Metformin Hydrochloride Metformin Hydrochloride IP 1000mg (In Tablet LMtés Skymap Pharmaceuticals PVt-1 1 41 5051 | Working sheet uploaded
prolonged release tablets prolonged release form) ’
26. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 3mg .
RPON2021010048  |Metformin Hydrochloride Metformin Hydrochloride IP 500mg (In Tablet LMtés Skymap Pharmaceuticals PVt 1 5051 | Working sheet uploaded
prolonged release tablets prolonged release form) ’
27. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 3mg .
RPON2021010049  |Metformin Hydrochloride Metformin Hydrochloride IP 1000mg (In Tablet LMtés Skymap Pharmaceuticals PVt 1 5051 | Working sheet uploaded
prolonged release tablets prolonged release form) '
28. Each Film coated tablet contains:
Calcium Carb Vitamin D3 Calcium Carbonate IP 1250mg,
 Methyloobamin 1 |Vitamin D3 IP 2000 1L M/s Tirupati Medicare Limited To be placed bef
RPON2021010051 ethylcobalamin + L- Methylcobalamin IP 1500mcg, Tablet /s Tirupati Medicare Limited /| - 1 501 0 be placed beltore
Methylfolate Calcium + . M/s Intas Pharmaceuticals Ltd. Experts Committee
Pyridoxal -5- Phosphate Tabl Calcium L-5-Methyltetrahydrofolate (L-
yridoxal ->- Phosphate Tablets Methylfolate Calcium) USP 1mg
Pyridoxal -5- Phosphate 20mg
29. Each film coated Bilayered tablet contains:
Telmisartan IP 40mg,
Telmisartan + Cilnidipine + Cilnidipine IP 10mg M/s Ravenbhel Healthcare Pvt.
RPOF2021010052  |Metoprolol Tablet (NEXOVAS  [Metoprolol Succinate IP 47.50mg eq. to Tablet Ltd. / M/s Macleods 28.01.2021 | Working sheet uploaded
TM 50) Metoprolol Tartrate (as extended release) Pharmaceuticals Ltd.
50mg
30. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 4mg M/s Skymap Pharmaceuticals Pvt.
RPON2021010054 |Metformin Hydrochloride Metformin Hydrochloride IP 1000mg (In Tablet Ltd. / M/s Jagsonpal 29.01.2021 | Working sheet uploaded
prolonged release tablets prolonged release form) Pharmaceuticals Ltd.
31. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 4mg M/s Skymap Pharmaceuticals Pvt.
RPON2021010055 |Metformin Hydrochloride Metformin Hydrochloride IP 500mg (In Tablet Ltd. / M/s Jagsonpal 29.01.2021 | Working sheet uploaded
prolonged release tablets prolonged release form) Pharmaceuticals Ltd.
32. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 3mg M/s Skymap Pharmaceuticals Pvt.
RPON2021010056 |Metformin Hydrochloride Metformin Hydrochloride IP 500mg (In Tablet Ltd. / M/s Jagsonpal 29.01.2021 | working sheet uploaded

prolonged release tablets

prolonged release form)

Pharmaceuticals Ltd.
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33. Each uncoated bi-layered tablet contains:
Glimepiride + Glimepiride IP 3mg M/s Skymap Pharmaceuticals Pvt.
RPON2021010057 |Metformin Hydrochloride Metformin Hydrochloride IP 1000mg (In Tablet Ltd. / M/s Jagsonpal 29.01.2021 | Working sheet uploaded
prolonged release tablets prolonged release form) Pharmaceuticals Ltd.
34. Each film coated tablet contains:
Escitalopram Oxalate + Escitalopram Oxalate IP Eq. to Escitalopram M/s Pure and Cure Healthcare
RPOF2021010058 p P & P Tablet [Pyt Ltd. /M/s Aristo 29.01.2021 | Working sheet uploaded
Clonazepam Tablets IP 5mg, . . .
Pharmaceuticals Private Limited.
Clonazepam IP 0.25mg
35. Each film coated tablet contains:
Escitalopram Oxalate + Escitalopram Oxalate IP Eq. to Escitalopram M/s Pure and Cure Healthcare
RPOF2021010059 p P & P Tablet [Pyt Ltd. /M/s Aristo 29.01.2021 | Working sheet uploaded
Clonazepam Tablets IP 5mg, . . .
Pharmaceuticals Private Limited.
Clonazepam IP 0.5mg
36. Each film coated tablet contains:
Escitalopram Oxalate + Escitalopram Oxalate IP Eq. to Escitalopram M/s Pure and Cure Healthcare
RPOF2021010060 p P & P Tablet  |Pvt.Ltd. /M/s Aristo 29.01.2021 | Working sheet uploaded
Clonazepam Tablets IP 10mg, . . .
Pharmaceuticals Private Limited.
Clonazepam IP 0.25mg
37. Each film coated tablet contains:
Escitalopram Oxalate + Escitalopram Oxalate IP Eq. to Escitalopram M/s Pure and Cure Healthcare
RPOF2021010061 p P & P Tablet [Pyt Ltd. /M/s Aristo 29.01.2021 | Working sheet uploaded
Clonazepam Tablets IP 10mg, . . .
Pharmaceuticals Private Limited.
Clonazepam IP 0.5mg
38. Each film coated tablet contains:
Aceclofenac + Paracetamol + Aceclofenac IP 100mg, M/s Akums Drugs &
RPOF2021010062 . . ’ Tablet Pharmaceuticals Ltd. / M/s 29.01.2021 Referre to DCGI
Serratiopeptidase Tablet Paracetamol IP 325mg . .
. . Torrent Pharmaceuticals Limited.
Serratiopeptidase IP 15mg
39. Each vial contains: e
RPOF2021010063  |Doxycycline Injection Doxycycline Hydrochloride IP eq. to Injection | M/S Gufic Biosciences Ltd. /M/s |5 1 5099 under Examination
. Abbott Healthcare Pvt. Ltd.
Doxycycline 100mg
40. Each vial contains:
Ceftriaxone & Tazabactam for Ceftraxone Sodium IP (Sterile) eq. to M/s Nitin Lifesciences Limited /
RPON2021020064 L Ceftriaxone 1g Injection M/s Mylan Pharmaceticals Private| 03.02.2021 | Working sheet uploaded
Injection 1125mg . . .
Tazobactam Sodium (Sterile) eq. to Limited
Tazobactam 125mg
41. Each uncoated bilayered tablet contains:
. L i Vildagliptin 50mg, .
RPON2021020065 |/ ildagliptin + Metformin Metformin Hydrochloride IP 500mg (As Tablet  |M/s Exemed Pharmaceuticals / 03.02.2021 To be placed before
Hydrochloride Tablet . M/s Mankind Pharma Ltd. Experts Committee
sustained release form)
42. Each uncoated bilayered tablet contains:
. - . Vildagliptin 50mg, _
RPON2021020066 |V dagliptin + Metformin Metformin Hydrochloride IP 1000mg (As Tablet ~ |M/S Exemed Pharmaceuticals / 03.02.2021 To be placed before

Hydrochloride Tablet

sustained release form)

M/s Mankind Pharma Ltd.

Experts Committee




Date of

Sl Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
No. Brand Name Company s
application
43. Each ml contains:
Moxifloxacin Hydrochloride IP eq. to
Moxifl in+ D h Moxifloxacin 5.0mg
RPOF2021020067 oxiioxacin exar.net ascjme Dexamethasone Sodium Phosphate IP eq. to Drops M/s Micro Labs Limited 05.02.2021 | Working sheet uploaded
Phosphate Ophthalmic Solution
Dexamethasone Phosphate 1.0mg
Water for Injections IP g.s. to 1ml
44, Each uncoated bilayered tablet contains:
Metformin Hydrochloride Metformin Hydrochloride IP (in prolonged
RPOF2021020068 [prolonged release + Glimepiride |release form) 500mg Tablet M/s Inventia Healthcare Limited 05.02.2021 | Working sheet uploaded
tablet IP Glimepiride IP 1mg
45. Each uncoated bilayered tablet contains:
Metformin Hydrochloride Metformin Hydrochloride IP (in prolonged
RPOF2021020069 [prolonged release + Glimepiride |release form) 500mg Tablet M/s Inventia Healthcare Limited 05.02.2021 | Working sheet uploaded
tablet IP Glimepiride IP 2mg
46. Each uncoated bilayered tablet contains:
Metformin Hydrochloride Metformin Hydrochloride IP (in prolonged
RPOF2021020070 [prolonged release + Glimepiride |release form) 1000mg Tablet M/s Inventia Healthcare Limited 05.02.2021 | Working sheet uploaded
tablet IP Glimepiride IP 1mg
47. Each hard Gelatin Capsule Contains:
Esomeprazole Magnesium Trihydrate IP eq.
Esomeprazole & sustained to Esomeprazole 40mg (as enteric coated M/s Pure & Cure Healthcare Pvt.
RPOF2021020072 . Capsule Ltd. / M/s Alembic 09.02.2021 under Examination
release Domperidone Capsule [pellets) Ph ticals Limited
Domperidone IP 30mg (as sustained armaceuticals Limite
release pellets)
48. Each uncoated bilayered tablet contains:
Metformin Hydrochloride Metformin Hydrochloride IP (in prolonged
RPOF2021020071 [prolonged release + Glimepiride |release form) 1000mg Tablet M/s Inventia Healthcare Limited 05.02.2021 | Working sheet uploaded
tablet IP Glimepiride IP 2mg
49. Norethisterone Acetate Each film coated controlled release tablet M/s Synokem Pharmaceuticals
RPON2021020073 Contains: Tablet Ltd. / M/s Mankind Pharma 10.02.2021 | Working sheet uploaded
Controlled release Tablets . -
Norethisterone Acetate BP 10 mg Limited
50. Norethist Acetat Each film coated controlled release tablet M/s Synokem Pharmaceuticals
RPON2021020074 | .o costerone Acetate Contains: Tablet  |Ltd. / M/s Mankind Pharma 10.02.2021 | Working sheet uploaded
Controlled release Tablets . -
Norethisterone Acetate BP 15 mg Limited
51. Each 100ml contains:
Levetiracetam Infusion L:\CletiracreTla:r?rl]Pa:(lJSOm M/s Akums Drugs &
RPOF2021020077 . . . Injection Pharmaceuticals Limited / M/s 12.02.2021 under Examination
500mg/100ml Sodium Chloride IP 820mg
- Abbott Healthcare Pvt. Ltd.
Water for Injections IP q. s.
52. Each 100ml contains:
Levetiracetam Infusion L:\CletiracreTla:r?rl]Pair(lJSOOm M/s Akums Drugs &
RPOF2021020078 N Injection Pharmaceuticals Limited / M/s 12.02.2021 under Examination

1000mg/100ml

Sodium Chloride IP 750mg
Water for Injections IP q. s.

Abbott Healthcare Pvt. Ltd.
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53. Each film coated tablet contains: .
Aceclofenac + Paracetamol + Aceclofenac IP 100mg M/s Synokem Pharmaceuticals
RPON2021020079 . .. ’ Tablet Ltd. /M/s Mylan Pharmaceuticals | 12.02.2021 Referre to DCGI
Thiocolchicoside Tablet Paracetamol IP 325mg ) o
. L Private Limited.
Thiocolchicoside IP 4mg
54. Each hard gelatine capsule contains:
Rab le+D d Rabeprazole Sodium IP 20mg (as enteric M/s Theon Pharmaceuticals Ltd.
RPOF2021020080 a e;;razo ¢+ bomperidone coated pellets) Capsule / M/s Eris Healthcare Private 17.02.2021 under Examination
capsule Domperidone IP 30mg (As sustained Limited
release pellets)
55. P " |+ Ni lid Each hard gelatine capsule contains: M/s Shivalik Remedies Pvt. Ltd.
RPOF2021020081 | - acetamol+ imesuiide Paracetamol IP 325myg, Capsule |/ M/s Eris Healthcare Private 17.02.2021 under Examination
capsule . . L
Nimesulide BP 100mg Limited
56. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s Exemed Pharmaceutical / To be placed before
RPON2021020083 Hydrochloride Tablet Metformin Hydrochloride IP 500mg (As Tablet M/s Zydus Healthcare Limited 17.02.2021 Experts Committee
Extended release form)
57. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s Exemed Pharmaceutical / To be placed before
RPON2021020084 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As Tablet M/s Zydus Healthcare Limited 17.02.2021 Experts Committee
Extended release form)
58. Each film coated tablet contains:
. . Telmisartan IP 40mg,
Telmisartan + Cilnidipine + Cilnidipine IP 10m M/s Ravenbhel Healthcare Pvt.
RPON2021020085 [Metoprolol Tablet . & Tablet Ltd. / M/s Mankind Pharma 18.02.2021 under Examination
Metoprolol Succinate IP 47.50mg eq. to Limited
Metoprolol Tartrate (as extended release) imite
50mg
59. Each film coated tablet contains:
Telmisartan IP 40mg,
Telmisartan + Cilnidipine + Cilnidipine IP 10m & M/s Ravenbhel Healthcare Pvt.
RPON2021020086 [Metoprolol Tablet p . & Tablet Ltd. / M/s Mankind Pharma 18.02.2021 under Examination
Metoprolol Succinate IP 23.75mg eq. to Limited
Metoprolol Tartrate (as extended release) imite
25mg
60. Each film coated tablet contains:
. M/s Pure and Cure Healthcare
Labetalol Hydrochloride IP 200
RPOF2021020087 | aPetalol Tablet abetalol Hydrochioride me Tablet  |Pvt. Ltd./M/s Sun Pharma 18.02.2021 under Examination
Laboratories Limited
61. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq. . .
Dapagliflozin + Metformin to Dapagliflozin 5mg M/s Alkem Healthscience (A unit To be placed before
RPOF2021020088 pag g Tablet  |of Alkem Laboratories Ltd.) / M/s | 19.02.2021 p

Hydrochloride Tablet

Metformin Hydrochloride IP 500mg (As
Extended release form)

Alkem Laboratories Ltd.

Experts Committee
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62. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Saf)agliﬂozin 5$ng g ! M/s Alkem Healthscience (A unit To be placed before
RPOF2021020089 pagitozl : - Tablet  |of Alkem Laboratories Ltd.) / M/s | 19.02.2021 P :
Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As . Experts Committee
Alkem Laboratories Ltd.
Extended release form)
63. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq. . .
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s Alkem Healthscience (A unit To be placed before
RPOF2021020090 pagirozl : g Tablet  |of Alkem Laboratories Ltd.) / M/s | 19.02.2021 P .
Hydrochloride Tablet Metformin Hydrochloride IP 500mg (As . Experts Committee
Alkem Laboratories Ltd.
Extended release form)
64. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Saf)agliﬂozin 1%mg g ! M/s Alkem Healthscience (A unit To be placed before
RPOF2021020091 pagitozl : ' Tablet  |of Alkem Laboratories Ltd.) / M/s | 19.02.2021 P :
Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As . Experts Committee
Alkem Laboratories Ltd.
Extended release form)
65. Each Hard gelatine capsule contains:
At tati d Atorvastatin calcium IP eq. to Atorvastatin To be placed bef
RPON2021020092 [, orvas Ca n a]“ 40mg, Capsule  |M/s USV Private Limited. 22.02.2021 E" ef acce "jti’“’
spirin L.apsule Aspirin IP 75mg (As Gastro-resistant tablet Xperts Lommittee
1P)
66. Vildagliptin + Metformin Each film coated tablet contains: M/s Pure & Cure Healthcare Pvt. To be placed before
RPON2021020093 |Hydrochloride Tablet Metformin Hydrochloride IP 500mg Tablet Ltd. / M/s Blue Cross 23.02.2021 p :
. L . Experts Committee
Vildagliptin 50mg, Laboratories Pvt. Ltd.
67. Vildagliptin + Metformin Each film coated tablet contains: M/s Pure & Cure Healthcare Pvt. To be placed before
RPON2021020094 [Hydrochloride Tablet Metformin Hydrochloride IP 1000mg Tablet Ltd. / M/s Blue Cross 23.02.2021 P :
. - . Experts Committee
Vildagliptin 50mg, Laboratories Pvt. Ltd.
68. Each vial contains: .
RPOF2021020095  |Doxycycline Injection Doxycycline Hydrochloride IP eq. to Injection | V/S Gufic Biosciences Ltd-/M/s | ) ) 059 under Examination
. Abbott Healthcare Pvt. Ltd.
Doxycycline 100mg
69. Each uncoated tablet contains:
RPOF2021020096 Thyroxine Sodium IP 112mcg Thyrox¥ne Sod¥um IP eq. to anhydrous Tablet M/s.Macleods Pharmaceuticals 23.02.2021 To be placed be:fore
Thyroxine Sodium 112mcg Limited Experts Committee
70. Each uncoated tablet contains:
RPOF2021020097 Thyroxine Sodium IP 112mcg Thyrox¥ne Sod¥um IP eq. to anhydrous Tablet M/s.Macleods Pharmaceuticals 23.02.2021 To be placed be:fore
Thyroxine Sodium 37.5mcg Limited Experts Committee
71. . i Each uncoated tablet contains:
Telmisartan + Chlorthalidone .
Tablet (TELMIDUCE CH & Telmisartan IP 40me, M/s Macleods Ph, tical
RPOF2021020098 | -2Piet( Chlorthalidone IP 6.25mg Tablet /s Macleods Pharmaceuticals 23.02.2021 under Examination

MACSART CH 6.25)

Limited
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72. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020099 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As Tablet M/s USV Limited 24022021 Experts Committee
Extended release form)
73. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020100 Hydrochloride Tablet Metformin Hydrochloride IP 500mg (As Tablet M/s USV Limited 24022021 Experts Committee
Extended release form)
74. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Saf)agliﬂozin 5$ng g ! M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020101 Hydrochloride Tablet Metformin Hydrochloride IP 500mg (As Tablet M/S.Intas Pharmaceuticals 25.02.2021 Experts Committee
Limited
Extended release form)
75. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq. .
Dapagliflozin + Metformin to Dapagliflozin 5mg M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020102 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As Tablet M/s.lntas Pharmaceuticals 25.02.2021 Experts Committee
Limited
Extended release form)
76. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Saf)agliﬂozin 1%mg g ! M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020103 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As Tablet M/S.Intas Pharmaceuticals 25.02.2021 Experts Committee
Limited
Extended release form)
77. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq. .
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020104 Hydrochloride Tablet Metformin Hydrochloride IP 500mg (As Tablet M/s.lntas Pharmaceuticals 25.02.2021 Experts Committee
Limited
Extended release form)
78. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
o ) oD liflozin 5meg, .
RPON2021020105 Dapagliflozin + Metformin o Dapagliflozin 5mg, Tablet M/s Exemed Pharmaceutical / 25.02.2021 To be placed before

Hydrochloride Tablet

Metformin Hydrochloride IP 500mg (As
Extended release form)

M/s Zydus Healthcare Limited

Experts Committee




Date of

Sl Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
No. Brand Name Company application
79. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 5mg, M/s Exemed Pharmaceutical / To be placed before
RPON2021020106 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As Tablet M/s Zydus Healthcare Limited 25.02.2021 Experts Committee
Extended release form)
80. Each film coated extended release tablet M/s Sun Pharmaceutical To be placed before
RPON2021020107 |Budesonide Tablet contains: Tablet Industries Limited / M/s Sun 26.02.2021 Ex erltjs Committee
Budesonide IP 9mg Pharma Laboratories Limited P
81. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 5mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020108 Hydrochloride Tablet Metformin Hydrochloride IP 500mg (As Tablet M/s Eris Lifesciences Limited 25.02.2021 Experts Committee
Extended release form)
82. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 5mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020109 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As Tablet M/s Eris Lifesciences Limited 25022021 Experts Committee
Extended release form)
83. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020110 Hydrochloride Tablet Metformin Hydrochloride IP 500mg (As Tablet M/s Eris Lifesciences Limited 25.02.2021 Experts Committee
Extended release form)
84. Each film-coated tablet contains:
Dapagliflozin Propanediol monohydrate eq.
Dapagliflozin + Metformin to Dapagliflozin 10mg, M/s MSN Laboratories Pvt. Ltd. / To be placed before
RPON2021020111 Hydrochloride Tablet Metformin Hydrochloride IP 1000mg (As Tablet M/s Eris Lifesciences Limited 25022021 Experts Committee
Extended release form)
STATUS OF APPLICATIONS FOR SEPARATE PRICE UNDER PARA 11 (3)
. . Date of
Sl Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
No. Brand Name Company A
application
1. RPON2020080017 |Pheniramine Maleate IP 22.75 [Each 33ml Pack Injection contains; Injection M/s Intervet India Pvt. Ltd. 11.09.2020
mg/ml (Avilin® Vet) Pheniramine Maleate IP 22.75 mg/ml under Examination
(Avilin® Vet)
2. RPON2020080018 |Pheniramine Maleate IP 22.75 [Each 100ml Pack Injection contains; Injection M/s Intervet India Pvt. Ltd. 11.09.2020

mg/ml (Avilin® Vet)

Pheniramine Maleate IP 22.75 mg/ml
(Avilin® Vet)

under Examination




