Ason 31.08.2021

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 I
application
Each 100ml contains: M/s Ak D &
. . Leveti tam IP 500mg, s Akums Drugs
1 | RPON2021070287 |Levetiracetam Infusion evetiracetam me Injetion  |Pharmaceuticals Ltd. / M/s Linux | 19.07.2021 | 10 b€ placed before
500mg/100ml Sodium Chloride IP 820mg water for . Authority Meeting
S Laboratories Pvt. Ltd.
injection
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate
o . eq. to Dapagliflozin 5mg, .
ON2021070288 Dapagllﬂom.n + Metformin Metformin Hydrochloride IP 1000mg " M/s Synokem. Pharmaceutlcal.s 10.07.2021 To be placed before
2 RPON 7 Hydrochloride (As Extended (As Extended release form) Tablet Ltd. / M/s Aristo Pharmaceuticals .07. Authority Meeting
release form) Tablet Pvt. Ltd.
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 5mg, M/s Synokem Pharmaceuticals To be placed before
3 RPON2021070289 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet Ltd. / M/s Aristo Pharmaceuticals| 19.07.2021 P .
Authority Meeting
release form) Tablet Extended release form) Pvt. Ltd.
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate
o . eq. to Dapagliflozin 10mg, .
ON2021070290 Dapagllﬂom.n + Metformin Metformin Hydrochloride IP 1000mg " M/s Synokem. Pharmaceutlcal.s 10.07.2021 To be placed before
4 RPON 7 Hydrochloride (As Extended (As Extended release form) Tablet Ltd. / M/s Aristo Pharmaceuticals .07. Authority Meeting
release form) Tablet Pvt. Ltd.
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 10mg, M/s Synokem Pharmaceuticals To be placed before
5 RPON2021070291 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet Ltd. / M/s Aristo Pharmaceuticals| 19.07.2021 Authfrity Meeting

release form) Tablet

Extended release form)

Pvt. Ltd.




Each uncoated bilayered tablet contains:
Vildagliptin 50 mg,

M/s Mascot Health Series Pvt.

6 RPON2021070292 Vlldagllptm.+ Metformin Metformin Hydrochloride 500 mg (as Tablet Ltd./M/s Aristo Pharmaceuticals 19.07.2021 To be pllaced bef.ore
Hydrochloride (SR) Tablet . Authority Meeting
sustained release form) Pvt. Ltd.
Each uncoated bilayered tablet contains:
) . . Vildagliptin 50 mg, M/s Mascot Health Series Pvt.
7 RPON2021070293 Vlldagllptm.+ Metformin Metformin Hydrochloride 1000 mg (as Tablet Ltd./M/s Aristo Pharmaceuticals 19.07.2021 To be pllaced bef.ore
Hydrochloride (SR) Tablet . Authority Meeting
sustained release form) Pvt. Ltd.
Composition:
. Methotrexate IP 1.0% w/w M/s Ajanta Healthcare Pvt. Ltd. / To be placed before
8 RPON2021070294 | Methotrexate Topical Gel Praservative: Benzyle Alcohol IP 1.0% Tablet M/s IPCA Laboratories Ltd. 20.07.2021 Authority Meeting
w/wGel Base
Each Dispopen contains:
One 2ml multidose cartridge of
Erythropoietin concentrated solution IP . To be placed before
9 RPON2021070297 20000 IU with HSA stabiliser, Tablet M/s Wockhardt Limited 23.07.2021 Authority Meeting
Benzyl Alcohol as praservative.
Paracetamol Infusion IP Each 100ml contains : N M/s. Aishwarya Healthcare / M/s To be placed before
10 RPON2021080308 1%w/v Paracetamol IP.... 1000mg Injection FDC Limited 04.08.2021 Authority Meeting
Each film coated tablet contains:
Metoprolol Tartrate + Metoprolol Tartrate IP 25mg . . L
11 RPON2021080310 Ivabradine Tablet Ivabradine Hydrochloride eq. to Tablet M/s. Ajanta Pharma Limited 05.08.2021 under Examination
Ivabradine 5mg
Each film coated tablet contains:
Metoprolol Tartrate + Metoprolol Tartrate IP 50mg . . L
12 RPON2021080311 Ivabradine Tablet Ivabradine Hydrochloride eq. to Tablet M/s. Ajanta Pharma Limited 05.08.2021 under Examination
Ivabradine 5mg
Each 100ml contains: M/s.S h tical
. . 0 Leveti tam IP 500 s. Sun pharmaceutica
13 | RPON2021080312 |-evetiracetam in0.82% evetiracetam me Injection |Industries Limited / M/s Sun 05.08.2021 | 10 beplacedbefore
Sodium Chloride Injection Sodium Chloride IP 820mg S Authority Meeting
oo Pharma Laboratories Limited
Water for Injections IP q. s.
Each 100ml contains: M/s.S h tical
Levetiracetam in 0.75% Levetiracetam IP 1000mg N S u.n P 'flrr.naceu 1ca To be placed before
14 RPON2021080313 Sodium Chloride Injection Sodium Chloride IP 750mg Injection Industries Limited / M/s Sun 05.08.2021 Authority Meeting

Water for Injections IP q. s.

Pharma Laboratories Limited




Each film coated tablet contains:
Chlorthalidone IP 6.25mg

M/s. Akums Drugs &

15 | RPON2021080314 |Chlorthalidone, Amlodipine & |1, 4inine Besylate IP eq. to Tablet  |Pharmaceuticals Ltd. / M/sDr. | 09.08.2021 | IO beplacedbefore
Telmisartan Tablets g . Authority Meeting
Amlodipine 5mg Reddy Laboratories Ltd.
Telmisartan IP 40mg
Each film coated tablet contains:
. . Chlorthalidone IP 6.25mg M/s. Akums Drugs &
16 | RPON2021080315 |Chlorthalidone, Amlodipine & |1, 4inine Besylate IP eq. to Tablet  |Pharmaceuticals Ltd. / M/sDr. | 09.08.2021 | L° beplacedbefore
Telmisartan Tablets g . Authority Meeting
Amlodipine 5mg Reddy Laboratories Ltd.
Telmisartan IP 80mg
Each film coated tablet contains:
. . Chlorthalidone IP 12.50mg M/s. Akums Drugs &
17 | RPON2021080316 |CPiorthalidone, Amlodipine & |1, 4inine Besylate IP eq. to Tablet  |Pharmaceuticals Ltd. / M/sDr. | 09.08.2021 | L° beplacedbefore
Telmisartan Tablets g . Authority Meeting
Amlodipine 5mg Reddy Laboratories Ltd.
Telmisartan IP 40mg
Each film coated tablet contains:
. . Chlorthalidone IP 12.50mg M/s. Akums Drugs &
18 | RPON2021080317 |Chlorthalidone, Amlodipine & |1, 4inine Besylate IP eq. to Tablet  |Pharmaceuticals Ltd. / M/sDr. | 09.08.2021 | L° beplacedbefore
Telmisartan Tablets L . Authority Meeting
Amlodipine 5mg Reddy Laboratories Ltd.
Telmisartan IP 80mg
Each film coated tablet contains:
Met lol Succinate (ER) Metoprolol Succinate IP 23.75mg eq. to
etoprolol »uccinate ’ Met lol tartrate 25 As Extended
19 | RPON2021080321 |Cilnidipine & Telmisartan etoprolol tartrate 25mg (As Extende Tablet ~ |M/S Pure & Cure Healthcare Pt. | =g 5g505q | Tobe placed before
Release) Ltd. / M/s Lupin Limited Authority Meeting
Tablets e
Cilnidipine IP 10mg
Telmisartan IP 40mg
Each film coated tablet contains:
Met lol Succinate (ER) Metoprolol Succinate IP 47.5mg eq. to
etoprofol »uccinate ’ Met lol tartrate 50 As Extended
20 | RPON2021080322 |Cilnidipine & Telmisartan etoprolol tartrate 50mg (As Extende Tablet  |M/S Pure & Cure Healthcare Pt. | =g 595059 | Tobe placed before
Release) Ltd. / M/s Lupin Limited Authority Meeting
Tablets gy
Cilnidipine IP 10mg
Telmisartan IP 40mg
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 5mg, )
. : : M/s Synokem Pharmaceuticals To be placed before
Metformin Hydrochloride IP 500mg (As .08.
21 RPON2021080323 |[Hydrochloride (As Extended y g( Tablet Ltd. / M/s Panacea Biotec Ltd 11.08.2021 Authority Meeting

release form) Tablet

Extended release form)




Rosuvastatin + Clopidogrel

Each hard Gelatin Capsule contains :
Rosuvastatin Calcium IP eq. to
Rosuvastatin 20mg (as pellets) &

M/s Synokem Pharmaceuticals

To be placed before

22 RPON2021080328 Capsule Clopidogrel Bisulphate IP eq. to Capsule Ltd. / M/s Micro Lab Ltd. 11.08.2021 Authority Meeting
Clopidogrel 75mg
Each film coated tablet contains:
Efavi + Tenofovi Efavirenz IP 400mg
avirenz + Tenofovir s .
Tenof D 1fi te IP 300
23 | RPON2021080339 |Disoproxil + Lamivudine enotovir Lisoproxti fumarare \F SUUMEl Tablet  |M/s Cipla Limited 20.08.2021 | 10 Dbe placedbefore
equivalent to Tenofovir Disoproxil Authority Meeting
Tablet
245mg
Lamivudine IP 300mg
Each uncoated bilayered tablet contains:
. . Nebivolol Hydrochloride IP eq. to . .
24 | RPON2021080340 |Nebivolol+Telmisartan Nebivolol 5mg, Tablet | M/$ Windlas Biotech Pvt. Ltd. 20082021 | 1O beplacedbefore
Tablet . M/s Cadila Pharmaceuticals Ltd. Authority Meeting
Telmisartan IP 40mg
Each Hard Gelatin Capsule Contains:
Atorvastatin Calcium IP eq to M/s Synokem Ph tical
. . At tatin 20 As pellet s Synokem Pharmaceuticals
25 RPON2021080341 Atorvastatin + Clopidogrel orvastati meg (As pellets) Capsule Ltd. / M/s Aristo Pharmaceuticals| 21.08.2021 To be pl.a\ced bef.ore
Capsule Clopidogrel Bisulphate IP eq. to Pt Ltd Authority Meeting
Clopidogrel 75mg (As pellets) vt.Ld.
Each uncoated tablet contains:
Amlodipine Besylate IP eq. t i i
26 | RPON2021080343 |Amlodipine + Atenalol Tablet |G Pine Desyiate I eq. to Tablet | /s Wings Biotech LLP /M/s 23.082021 | under Examination
Amlodipine 5mg Zuventus Healthcare Ltd.
Atenalol IP 50mg
Each uncoated bilayerd tablet contains:
Telmisartan + Chlorthalidone |Telmisartan IP 80.mg M/s Windlas Biotech Pvt. Ltd. -
27 RPON2021080344 Tablet Chlorthalidone IP 6.25mg Tablet /M /s Mankind Pharma Ltd. 24.08.2021 under Examination
Each film coated tablet contains:
Escitalopram Oxalate + Escitalopram Oxalate IP eq. to M/s Pure and Cure Healthcare
28 RPON2021080345 p . ’ Tablet Pvt. Ltd. / M/s Micro Labs 24.08.2021 under Examination
Clonazepam Tablet Escitalopram 5mg o
Limited
Clonazepam IP 0.5mg
Each 5ml contains:
Escitalopram Oxalate + Ofloxacin [P 50mg Oral M/s Hema Laboratories Pvt. Ltd. -
29 RPON2021080346 Clonazepam Tablet Metronidazole Benzoate IP eq. to Suspension |/M/s Abbott Healthcare Pvt. Ltd. 24.08.2021 under Examination

Metronidazole 100mg




Dapagliflozin + Metformin

Each film-coated bilayer tablet contains:

Dapagliflozin Propanediol Monohydrate
eq. to Dapagliflozin 5mg,

M/s Synokem Pharmaceuticals

30 | RPON2021080347 |Hydrochloride (As Extended [Metformin Hydrochloride IP 500mg (As Tablet ; 25.08.2021 under Examination
Ltd. / M/s Panacea Biotec Ltd
release form) Tablet Extended release form)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
b liflozin + Metformi eq. to Dapagliflozin 5mg,
apaglifiozin + Metiormin Metformin Hydrochloride IP 1000mg M/s S i
. ynokem Pharmaceuticals -
31 RPON2021080348 |Hydrochloride (As Extended (As Extended release form) Tablet Ltd. / M/s Panacea Biotec Ltd 25.08.2021 under Examination
release form) Tablet
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin ed. to Dapagliflozin 10me, M/s Synokem Pharmaceuticals
32 RPON2021080349 [Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet y : 25.08.2021 under Examination
Ltd. / M/s Panacea Biotec Ltd
release form) Tablet Extended release form)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
b liflozin + Metformi eq. to Dapagliflozin 10mg,
apaglifiozin + Metiormin Metformin Hydrochloride IP 1000mg M/s S i
. ynokem Pharmaceuticals -
33 RPON2021080350 |Hydrochloride (As Extended (As Extended release form) Tablet Ltd. / M/s Panacea Biotec Ltd 25.08.2021 under Examination
release form) Tablet
Each film coated tablet contains: M/s. Pure & Cure Healthcare Pyt
i ipi Chlorthalidone IP 12.50 ’ .
34 RPON2021080351 Chlor.thalldone, Amlodipine & [ ormandone me Tablet Ltd. / M/s Dr. Reddy Laboratories| 25.08.2021 under Examination
Telmisartan Tablets Cilnidipine IP 10mg
. Ltd.
Telmisartan IP 40mg
Each film coated tablet contains: M/s. Pure & Cure Healthcare Pyt
i ipi Chlorthalidone IP 6.25 ’ .
35 RPON2021080352 Chlor.thalldone, Amlodipine & [ ormandone me Tablet Ltd. / M/s Dr. Reddy Laboratories| 25.08.2021 under Examination
Telmisartan Tablets Cilnidipine IP 10mg
. Ltd.
Telmisartan IP 40mg
Each film coated tablet contains: M/s. Hema Laboratories Pvt. Ltd.
36 RPON2021080353 |Cefixime Tablets Cefixime IP as Trihydrate eq. to Tablet / M/s Softdeal Pharmaceuticals 25.08.2021 under Examination

Anhydrous Cefixime 100mg

Pvt. Ltd.




Steril water for Injection 500mg

M/s. Fresenius Kabi India Pvt.

37 RPON2021080354 |Steril water for Injection Injection Ltd 26.08.2021 under Examination
38 RPON2021080355 (Steril water for Injection Steril water for Injection 1000mg Injection LMt{jS Fresenius Kabi India Pvt. 26.08.2021 under Examination
39 RPON2021080356 |Tacrolimus Ointment Each g.m of Ointment contains: Ointment M/s Hellos Pha.rmace}ltlicals / 26.08.2021 under Examination
Tacrolimus IP 0.3mg M/s Panacea Biotec Limited
40 RPON2021080357 |Tacrolimus Ointment Each g_m of Ointment contains: Ointment M/s Hellos Pha.rmacegtl.cals / 26.08.2021 under Examination
Tacrolimus IP 1mg M/s Panacea Biotec Limited
Each hard gelatin capsule contains:
0 le+D d Omeprazole IP 20mg (as enteric coated M/s. Eris Lifesci Ltd. /M
41 | RPON2021080358 |- nePrazoie+bomperidone |, o¢c) Tablet /s. Eris Lifesciences Ltd. /M/s | 469021 | under Examination
Tablets . . Eris Healthcare Pvt. Ltd.
Domperidone IP 30mg (as sustained
release pallets)
L Each film coated tablet contains: .
42 | RPON2021080359 |Etoricoxib+Paracetamol g, oo i 1p 60 mg Tablet | M/S Acme Lifetech LLP. / M/s 26.08.2021 | under Examination
Tablet Troikaa Pharmaceuticals Ltd.
Paracetamol IP 325 mg
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 10mg, M/s Synokem Pharmaceuticals
43 | RPON2021080360 [Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet Ltd. / M/s Anthem Biopharma 31.08.2021 under Examination
release form) Tablet Extended release form) Pvt Ltd
Each film-coated bilayer tablet contains:
Telmisartan IP 40mg,
Dapagliflozin + Metformin Chlorthalidone IP 12.5mg,
44 | RPON2021080361 |Hydrochloride (As Extended [Metoprolol Succinate IP 23.75mg eq. to Tablet ~ |M/S Ravenbhel Healthcare Pvt. 31.08.2021 | under Examination
Ltd.. / M/s Micro Labs Ltd.
release form) Tablet Metoprolol Tartrate (as Extended
release) 25mg
Each film-coated bilayer tablet contains:
Telmisartan IP 40mg,
Telmisartan + Chlorthalidone |Chlorthalidone IP 12.5mg, M/s Ravenbhel Healthcare Pyt
45 | RPON2021080362 [+ Metoprolol (As Extended |Metoprolol Succinate IP 47.50mg eq. to Tablet : 31.08.2021 under Examination

release form) Tablet

Metoprolol Tartrate (as Extended
release) 50mg

Ltd.. / M/s Micro Labs Ltd.




