Ason 30.11.2021

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 film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 5mg, ]
1 | RPON2021080347 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As | Tablet |/ Synokem Pharmaceuticals | ¢ g0, |  Placed Before the
Ltd. / M/s Panacea Biotec Ltd Authority Meeting
release form) Tablet Extended release form)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
b liflozin + Metformi eq. to Dapagliflozin 5mg,
apagiiliozin + Metiormin Metformin Hydrochloride IP 1000m, i
2 | RPON2021080348 |Hydrochloride (As Extended y & Tablet  |M/S Synokem Pharmaceuticals | g ;g 50, | Placed Before the
(As Extended release form) Ltd. / M/s Panacea Biotec Ltd Authority Meeting
release form) Tablet
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 10mg, ]
3 | RPON2021080349 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As | Tablet |/ Synokem Pharmaceuticals | ¢ g0, |  Placed Before the
Ltd. / M/s Panacea Biotec Ltd Authority Meeting
release form) Tablet Extended release form)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
b liflozin + Metformi eq. to Dapagliflozin 10mg,
apagiiliozin + Metiormin Metformin Hydrochloride IP 1000m, i
4 | RPON2021080350 |Hydrochloride (As Extended y & Tablet | /S Synokem Pharmaceuticals | g ;g 50, | Placed Before the
(As Extended release form) Ltd. / M/s Panacea Biotec Ltd Authority Meeting
release form) Tablet
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 10mg, M/s Synokem Pharmaceuticals Placed Before the
5 RPON2021080360 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet Ltd. / M/s Anthem Biopharma 31.08.2021 Authority Meeting

release form) Tablet

Extended release form)

Pvt Ltd




Dapagliflozin + Metformin

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
eq. to Dapagliflozin 10mg,

M/s Synokem Pharmaceuticals

6 | RPON2021090363 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet  |Ltd./ M/s Troikaa 01.09.2021 Ifliii‘ii]feﬁzee:&e
release form) Tablet Extended release form) Pharmaceuticals Ltd. Y &
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
L . eg. to Dapagliflozin 10mg, .
Dapagllﬂom.n + Metformin Metformin Hydrochloride IP 1000mg M/s Synokem .Pharmaceutlcals Placed Before the
7 RPON2021090364 |Hydrochloride (As Extended Tablet Ltd. / M/s Troikaa 01.09.2021 . .
(As Extended release form) . Authority Meeting
release form) Tablet Pharmaceuticals Ltd.
Each ml contains: .
8 RPON2021090380 (Cyclosporine Eye Drop Cyclosporine IP 0.9mg Aqueous Drops M/s Sur.l Pha}rn.laceutlcal 15.09.2021 Placed Befor.e the MDC
. Industries Limited Meeting
Buffered Vehicle g.s.
Each 5ml of reconstituted suspension
contains: M/s Alkem Healthscience A Unit
. . A illin Trihvdrate eq. t s Alkem Healthscience A Uni
9 | RPON2021090390 |Amoxyeillin + Potassium | Amoxyciiin Irihydrate eq. to Suspension |of Alkem Laboratories Ltd. / M/s | 22.09.2021 |Fiaced Before the MDC
Clavulanate Oral Suspenssion |Amoxycillin I[P 600mg Alkem Laboratories Ltd Meeting
Potassium Clavulanate Diluted IP eq. to em Laboratories Ld.
Clavulanic Acid 42.9mg
Composition:
. . . Povidone-lodine IP 5%w/w (Available .
10 RPON2021090397 P9V1done-lod1ne + Ornidazole lodine 0.5%w /w) Ointment M/s Innova Captab L_td. / M/s 24.09.2021 Working Sheet
Ointment . . . Emcure Pharmaceuticals Ltd. Uploaded
Ornidazole IP 1% w/w in an Ointment
base
Each film coated tablet contains: M/s Pure and Cure Healthcare
11 RPON2021090404 |Levetiracetam Tablet Levetiracetam IP 1000mg Tablet Pvt. Ltd. / M/s Mankind Pharma 30.09.2021 under Examination
Ltd.
Each 100ml solution contains:
Povidone lodine + Propanol |Povidone lodine Topical Solution 1gm . M/s GS Pharmabutor Pvt. Ltd../ Placed Before the MDC
12 RPONZ021100408 Solution Propanol 50gm in 100ml solution Solution M/s Win Medicare Pvt. Ltd. 12.10.2021 Meeting




Dapagliflozin + Metformin

Each film-coated bilayer tablet contains:

Dapagliflozin Propanediol Monohydrate
eq. to Dapagliflozin 10mg,

M/s Synokem Pharmaceuticals

Placed Before the

13 | RPON2021100409 [Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet Ltd. / M/s Blue Cross 04.10.2021 Authority Meeti
release form) Tablet Extended release form) Laboratories Pvt. Ltd. uthority Meeting
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
o . eq. to Dapagliflozin 10mg, .
Dapagllﬂom.n + Metformin Metformin Hydrochloride IP 1000mg M/s Synokem Pharmaceuticals Placed Before the
14 RPON2021100410 |Hydrochloride (As Extended Tablet Ltd. / M/s Blue Cross 04.10.2021 . .
(As Extended release form) . Authority Meeting
release form) Tablet Laboratories Pvt. Ltd.
Each Hard Gelatin Capsule Contains:
Atorvastatin Calcium IP eq to
Atorvastatin 40mg (As green coloured
spherical pellets)
Atorvastatin + Clopidogrel Clopidogrel Bisulphate IP eq. to M/s Windlas Biotech Limited / Working Sheet
15 RPON2021100417 Capsule Clopidogrel 75mg (As two brown Capsule M/s Intas Pharmaceuticals Ltd. 08.10.2021 Uploaded
coloured film coated tablets Each
containing 37.5mg Clopidogrel Tablets
IP)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
L . eq. to Dapagliflozin 10mg, .
Dapagllﬂom_n + Metformin Metformin Hydrochloride IP 1000mg M/s Synokem.Pharmaceutlca.ls Placed Before the
16 RPON2021100419 [Hydrochloride (As Extended Tablet Itd. / M/s Cadila Pharmaceuticals | 08.10.2021 . ;
(As Extended release form) Ll Authority Meeting
release form) Tablet Limited
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eg. to Dapagliflozin 10mg, M/s Synokem Pharmaceuticals Placed Before the
17 | RPON2021100420 |Hydrochloride (As Extended [Metformin Hydrochloride IP 500mg (As Tablet Itd. / M/s Cadila Pharmaceuticals | 08.10.2021 Authority Meeting

release form) Tablet

Extended release form)

Limited




Diclofenac Diethylamine +

Contains:
Diclofenac Diethylamine 2.32% w/w
(equivalent to Diclofenac Sodium L.P.

M/s Tuton Pharmaceuticals /M/s

Placed Before the MDC

18 RPON2021100424 ([Methyl Salicylate + Menthol o Gel UNISON PHARMACEUTICALS 12.10.2021 .
Gel 2.0% w/w) PVTLTD Meeting
€ Methyl Salicylate 10% w/w ’ ’
Menthol 5% w/w
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 5mg, Placed Before the
19 | RPON2021100426 |Hydrochloride (As Extended [Metformin Hydrochloride IP 500mg (As Tablet M/s Morepen Labs Ltd. 21.10.2021 . .
Authority Meeting
release form) Tablet Extended release form)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
Dapagliflozin + Metformin eq. to Dapagliflozin 10mg, Placed Before the
20 | RPON2021100427 |Hydrochloride (As Extended |Metformin Hydrochloride IP 500mg (As Tablet M/s Morepen Labs Ltd. 21.10.2021 . .
Authority Meeting
release form) Tablet Extended release form)
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
liflozi formi eq. to Dapagliflozin 5mg,
Dapagli 021_n + Metformin Metformin Hydrochloride IP 1000mg Placed Before the
21 RPON2021100428 |[Hydrochloride (As Extended Tablet M/s Morepen Labs Ltd. 21.10.2021 . -
(As Extended release form) Authority Meeting
release form) Tablet
Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
L . eg. to Dapagliflozin 10mg,
Dapagllﬂom.n + Metformin Metformin Hydrochloride IP 1000mg Placed Before the
22 RPON2021100429 |Hydrochloride (As Extended Tablet M/s Morepen Labs Ltd. 21.10.2021

release form) Tablet

(As Extended release form)

Authority Meeting




23

RPON2021100430

Dapagliflozin + Metformin
Hydrochloride (As Extended
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
eq. to Dapagliflozin 10mg,

Metformin Hydrochloride IP 1000mg
(As Extended release form)

Tablet

M/s Unison Pharmaceuticals Ltd.

20.10.2021

Placed Before the
Authority Meeting

24

RPON2021100431

Dapagliflozin + Metformin
Hydrochloride (As Extended
release form) Tablet

Each film-coated bilayer tablet contains:
Dapagliflozin Propanediol Monohydrate
eq. to Dapagliflozin 10mg,

Metformin Hydrochloride IP 500mg (As
Extended release form)

Tablet

M/s Unison Pharmaceuticals Ltd.

20.10.2021

Placed Before the
Authority Meeting

25

RPON2021100432

Telmisartan, Chlorthalidone &
Metoprolol (ER) Tablet

Each film coated bilayered tablet
contains:

Telmisartan IP 40mg,

Chlorthalidone IP 6.25mg

Metoprolol Succinate IP 23.75mg eq. to
Metoprolol Tartrate (as extended
release) 25mg

Tablet

M/s Ravenbhel Healthcare Pvt.
Ltd. /M/s Sun Pharma
Laboratories Limited

23.10.2021

Working Sheet
Uploaded

26

RPON2021100433

Telmisartan, Chlorthalidone &
Metoprolol (ER) Tablet

Each film coated bilayered tablet
contains:

Telmisartan IP 40mg,

Chlorthalidone IP 6.25mg

Metoprolol Succinate IP 47.50mg eq. to
Metoprolol Tartrate (as extended
release) 50mg

Tablet

M/s Ravenbhel Healthcare Pvt.
Ltd. /M/s Sun Pharma
Laboratories Limited

23.10.2021

Working Sheet
Uploaded

27

RPON2021100434

Atorvastatin + Clopidogrel +
Aspirin Capsule

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 40mg (As coloured pellets),
Clopidogrel Bisulphate IP eq. to
Clopidogrel 75mg (As two brown
coloured film coated tablet each
containing 37.5mg clopidogrel tablet IP),
Aspirin IP 75mg (As enteric coated
white coloured pellets)

Capsule

M/s Windlas Biotech Limited /
M/s Torrent Pharmaceuticals
Limited

25.10.2021

Placed Before the MDC
Meeting




Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 40mg (As coloured pellets),
Clopidogrel Bisulphate IP eq. to
Clopidogrel 75mg (As two brown

Atorvastatin + Clopidogrel + |coloured film coated tablet each M/s Windlas Biotech Limited / Placed Before the MDC
28 | RPON2021100435 |, i1 Capsule containing 37.5mg clopidogrel tablet IP),|  CaPSUIe I\ oy Tinied 26102021 Meeting
Aspirin IP 75mg (As enteric coated
white coloured pellets)
Each Vial contains:
Total Protein 50 g/L,
Human Normal lmmum’gioguim 2’[668//L-
Immunoglobulin for Immunoglobulin A 6g/L, - ) Placed Before the MDC
29 RPON2021100436 Intravenous use IP 5% (Ig M Immunoglobulin G 38g/L, Injection M/s Intas Pharmaceuticals Ltd 27.10.2021 Meeting
Enriched) Glucose Monohydrate (as stabilizer)
27.5g/L, Sodium Chloride 4.56g/L,
Water for injection q.s.
Each hard gelatine capsule contains:
] o Atorvastatin Calcium IP eq. to ] ati q laced Bef h
30 RPON2021100441 Atorvzlistatln + Aspirin Atorvastatin 20mg Capsule M/s TrlSt’fll' F.orr.nudatlon Pvt. Ltd. 28.10.2021 P afle .Be ore t_ e
Capsule Aspirin IP 75mg (As gastro-resistant /M/s Lupin Limite Authority Meeting
tablet IP)
Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin + Aspiri Atorvastatin 20mg M/s Tristar Formulation Pvt. Ltd Placed Before th
+ . . Ltd.
31 | RPON2021100442 | ‘m”l‘s atn + Aspirin Aspirin IP 150mg (As two gastro- Capsule l\f E‘S ar L_‘m_rtm da ton By 28102021 | , ifle . el\‘/’[ret_ ©
apsule resistant tablet IP each containing 75mg /M/s Lupin Limite uthority Meeting
of Aspirin)
Each Fast Dissloving Strip contains: M/s Amenan Therapeutica Pvt. Placed Before the
32 RPON2021100443 ([Ondansetron Tablet Ondansetron 4mg Strips Ltd. / M/s Delvin Formulation 29.10.2021 . -
Authority Meeting
Pvt. Ltd.
Each film coated bilayered tablet
contains:
Telmisartan, Chlorthalidone &| L sartan IP 40me, M/s Ravenbhel Healthcare Pyt Working Sheet
elmisartan, Chlorthalidone . s Ravenbhel Healthcare Pvt. orking Shee
Chlorthalidone IP 6.25m
33 RPON2021110444 Metoprolol (ER) Tablet 8 Tablet Ltd. /M/s Lupin Limited 03.11.2021 Uploaded

Metoprolol Succinate IP 23.75mg eq. to
Metoprolol Tartrate (as extended
release) 25mg




Each film coated bilayered tablet
contains:
Telmisartan IP 40mg,

34 RPON2021110445 Le;:r;lsarltaln, Chlorthalidone & Chlorthalidone IP 6.25mg Tablet M/s Ravenbhefl He.athcare Pvt. 03.11.2021 Working Sheet
prolol (ER) Tablet Metoprolol Succinate IP 47.50mg eq. to Ltd. /M/s Lupin Limited Uploaded
Metoprolol Tartrate (as extended
release) 50mg
Each film coated bilayered tablet
contains:
. . Telmisartan IP 40mg, .
35 RPON2021110446 'I\l;lilglsarltaln, Chlorthalidone & Chlorthalidone IP 12.50mg Tablet M/s Ravenbhe_l H(.eal*.chc;re Pvt. 03.11.2021 WorkllngdS}:ieet
prolol (ER) Tablet Metoprolol Succinate IP 47.50mg eq. to Ltd. /M/s Lupin Limite Uploade
Metoprolol Tartrate (as extended
release) 50mg
Each film coated bilayered tablet
contains:
. . Telmisartan IP 40mg, .
36 RPON2021110447 Le;:r;lsarltaln, Chlorthalidone & Chlorthalidone IP 12.50mg Tablet M/s Ravenbhefl He.athcare Pvt. 03.11.2021 Working Sheet
prolol (ER) Tablet Metoprolol Succinate IP 23.75mg eq. to Ltd. /M/s Lupin Limited Uploaded
Metoprolol Tartrate (as extended
release) 25mg
Each ml contains: L . X
37 | RPON2021110449 |Diclofenac Water for injection |Diclofenac Sodium IP 75mg Injection ﬂé Zfﬁ?ﬂg‘fsﬁ:ﬁ;e&?i‘t{iw S| 11112021 W‘g}‘)‘l‘;‘ag dsel:ieet
Each 5ml of the reconstituted
suspension contains:
Amoxycillin + Potassium Amoxycillin Trihydrate eq. to . M/s Associated Biotech./ M/s Working Sheet
38 RPON2021110450 Clavulanate Oral Suspenssion |Amoxycillin IP 400mg Suspenssion Eris Healthcare Pvt. Limited 13.11.2021 Uploaded
Potassium Clavulanate Diluted IP eq. to
Clovulanic Acid 57mg
Mefenamic + Tranexamic Each film coated tablet contains: M/s Pure and cure Healthcare Working Sheet
39 RPON2021110451 Mefenamic Acid IP 250mg Tablet Pvt. Ltd. / M/s Eris Healthcare 13.11.2021
Tablet . . L Uploaded
Tranexamic Acid IP 500mg Pvt. Limited
Each film coated tablet contains: M/s Swiss Garnier Genexia
40 RPON2021110454 |Levetiracetam Tablet Levetiracetam IP 1000mg Tablet Sciences Pvt. Ltd. / M/s 15.11.2021 under Examination

Wockhardt Limited




41

RPON2021110455

Capecitabine Tablets

1- Capecitabine Tablets USP - 150mg

2- Capecitabine Tablets USP - 500mg

3- Bortezomib Dry Vial - Lyo IH - 3.5 mg
4- Lenalidomide Capsules IH - 5 mg

5- Lenalidomide Capsules IH - 10mg

6- Lenalidomide Capsules IH - 15mg

7- Lenalidomide Capsules IH - 25 mg

8- Bendamustine Inj Lyo Dry vial
100mg/vial

Tablet

M/s Aurobindo pharma

16.11.2021

under Examination

42

RPON2021110456

Metoprolol Succinate
prolonged Released Tablets IP
12.5mg Tablet (Metapro XL)

Each film coated prolonged release
tablet contains:

Metoprolol Succinate IP 11.875mg eq.
to Metoprolol Tartrate 12.5mg

Tablet

M/s Micro Labs Limited

16.11.2021

under Examination

43

RPON2021110457

Metoprolol Succinate
prolonged Released Tablets [P
100mg Tablet (Metapro XL)

Each film coated prolonged release
tablet contains:

Metoprolol Succinate IP 95mg eq. to
Metoprolol Tartrate 100mg

Tablet

M/s Micro Labs Limited

16.11.2021

under Examination

44

RPON2021110458

Atorvastatin + Clopidogrel
Capsule

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 40mg (As green coloured
spherical pellets),

Clopidogrel Bisulphate IP eq. to
Clopidogrel 75mg (As two brown
coloured film coated tablets Each
containing 37.5mg Clopidogrel Tablets
IP),

Capsule

M/s Windlas Biotech Limited /
M/s Torrent Pharmaceuticals
Limited

16.11.2021

Working Sheet
Uploaded

45

RPON2021110459

Glycopyrrolate + Formoterol
Fumarate + Budesonide
Capsule

Each capsule contains:

Glycopyrrolate IP eq. to Glycopyrronium
25mcg

Formoterol Fumarate Dihydrate IP eq.
to Formoterol Fumarate 12mcg
Budesonide IP 400mcg

Capsule

M/s Zydus Healthcare Limited

19.11.2021

under Examination

46

RPON2021110460

Tacrolimus Capsule

Each hard gelatin capsule s contains:
Tacrolimus IP 3mg

Capsule

M/s Cadila Healthcare Limited

19.11.2021

under Examination




Glimepiride I+

Each uncoated bilayer tablet contains :
Glimepiride IP - 1 mg

Metformin Hydrochloride + |Metformin Hydrochloride IP - 500 mg M/s Theon Pharmaceuticals Working Sheet
47 RPON2021110461 (Sustained Release) + (Sustained Release Form) Tablet Limited / M/s FDC Limited 22.11.2021 Uploaded
Voglibose Tablet Voglibose IP - 0.2 mg
Each uncoated bilayer tablet contains :
Glimepiride I+ Glimepiride IP - 2mg
Metformin Hydrochloride + |Metformin Hydrochloride IP - 500 mg M/s Theon Pharmaceuticals L
48 RPON2021110462 (Sustained Release) + (Sustained Release Form) Tablet Limited / M/s FDC Limited 22.11.2021 under Examination
Voglibose Tablet Voglibose IP - 0.2 mg
Clobazam Mouth Dissolvin Each uncoated Mouth Dissolving tablet M/s Pure & Cure Healthcare Pvt.
49 RPON2021110463 & |contains: Tablet Ltd. / M/s Intas Pharmaceuticals 24.11.2021 under Examination
tablet L
Clobazam IP 2.5mg Limited
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s East African (India) O
50 RPOF2021110464 etlormin imepiride Metformin Hydrochloride IP 500mg (as Tablet /s Eas rlc.an (.n 1a). VErseas| 26.11.2021 under Examination
Tablet / M/s La-Medica Life Sciences
Prolonged-Release)
Glimepiride IP 1mg
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s East African (India) O
51 RPOF2021110465 etlormin imepiride Metformin Hydrochloride IP 500mg (as Tablet /s Eas rlc.an (.n 1a). VErseas| 26.11.2021 under Examination
Tablet / M/s La-Medica Life Sciences
Prolonged-Release)
Glimepiride IP 2mg
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s Associated Biotech / M
52 RPOF2021110466 etlormin imepiride Metformin Hydrochloride IP 500mg (as Tablet /s Associate . iotech / M/s 30.11.2021 under Examination
Tablet Dales Laboratories
Prolonged-Release)
Glimepiride IP 2mg
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s Associated Biotech / M
53 RPOF2021110467 etlormin imepiride Metformin Hydrochloride IP 500mg (as Tablet /s Associate . iotech / M/s 30.11.2021 under Examination
Tablet Dales Laboratories
Prolonged-Release)
Glimepiride IP 1mg
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s Associated Biotech / M
54 RPOF2021110468 etlormin imepiride Metformin Hydrochloride IP 500mg (as Tablet /s Associated Biotech / M/s 30.11.2021 under Examination

Tablet

Extended-Release)
Tenegliptin Hydrobromide 20mg

Dales Laboratories




