Ason 31.01.2024

STATUS OF APPLICATIONS FOR RETAIL PRICE

IPDMS . Date of
Sl Acknowledgement Reference Name of the Formulation / Strength Unit Manufacturer & Marketing Company| receipt of STATUS
No. Number Brand Name s
Number application
Pneumococcal polysaccharide Singal dose vial of 0.5ml M/s Biological E. Limited
conjugate Vaccine (Adsorbed) IP  |Each dose of 0.5ml contains:
(14 Valent) Pneumococcal polysaccharide serotype 1 3.0 pg
Pneumococcal polysaccharide serotype 3, 4, 5, 7F, 9V, 14, 18C, 194, Clarification received From NHM
1 RPON2023040164 19F, 22F, 23F and 33F 2.2 g Injection 21-04-23 dated 06.12.2023 under
Pneumococcal polysaccharide serotype 6B 4.4 pg examination
Adsorbed onto Aluminium Phosphate, as AI*** < 0.75 Mg
Polysaccharides conjugated to 20-50pug of CRM197
Ceftazidime and Avibactam Each vial contains: M/s Protech Telelinks / M/s Samarth
2 RPON2023040168 123040011 |powder for concentrate for Ceftazidime Pentahydrate IP eq. to Ceftazidime 2.0gm Injection  |Life Sciences Pvt. Ltd. 26-04-23 Refer to M&E Division
solution for infusion Avibactam Sodium eq. to Avibactam 0.5gm
Paracetamol Paediatric Oral Each ml contains: M/s Aristo Pharmaceuticals Pvt. Ltd. e L. .
3 RPON2023050225 123050032  [Suspension Paracetamol IP 100mg Suspension 25-05-23 | Clarification received from DCGI
case under examination
Linagliptin + Metformin Each film coated tablet contains: M/s Morepen Laboratories Limited Clarification received from
4 RPON2023060247 Hydrochloride Tablet Linagliptin 2.5mg Tablet 07-06-23 company and case under
Metformin Hydrochloride IP 500mg examination
Linagliptin + Metformin Each film coated tablet contains: M/s Morepen Laboratories Limited Clarification received from
5 RPON2023060248 Hydrochloride Tablet Linagliptin 2.5mg Tablet 07-06-23 company and case under
Metformin Hydrochloride IP 850mg examination
Linagliptin + Metformin Each film coated tablet contains: M/s Morepen Laboratories Limited Clarification received from
6 RPON2023060249 Hydrochloride Tablet Linagliptin 2.5mg Tablet 07-06-23 company and case under
Metformin Hydrochloride IP 1000mg examination
Paracetamol and Dicyclomine Each uncoated tablet contains: M/s Prosperity Drugs Pvt. Ltd. / M/s
7 RPON2023070323 123070019 |Hydrochloride Tablets Paracetamol IP 325mg Tablet Torrent Pharmaceuticals Limited 21-07-23 working sheet uploaded
Dicyclomine Hydrochloride IP 20mg
Meropenem and Sulbactum for Each vial contains: M/s Aqua Vitoe Laboratories / M/s
Injection Meropenem IP (Sterile) eq. to Anhydrous Meropenem 1000mg FDC Limited
8 RPON2023080378 Sodium Carbonate IP (As buffer) eq. to Sodium 90.2mg Pawder for 23-08-23 working sheet uploaded
Sulbactam Sodium IP (Sterile) eq. to Sulbactum 500mg Injection
Linagliptin + Metformin Each film coated bilayered tablet contains: M/s Synokem Pharmaceuticals Ltd. /
Hydrochloride (ER) Tablet Linagliptin 5mg M/s Emcure Pharmaceuticals Limited . . .
9 RPON2023080382 Metformin Hydrochloride (as Extended release) IP 1000mg Tablet 28-08-23 [ To be placed in Authority Meeting
Dapagliflozin, Vildagliptin (As Each uncoated bilayer tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Sustained release) and Metformin |Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg M/s Macleods Pharmaceuticals Ltd.
Hydrochloride (as Sustained Vildagliptin (As Sustained release) IP 100mg L
10 RPON2023080384 123080015 Release) Tablets Metformin Hydrochloride (as Sustained Release) IP 500mg Tablet 28-08-23 Under Examination
Sitagliptin, Pioglitazone and Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Ltd. / M/s Cipla Ltd.
(Sustained Released) Tablet Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg L
11 RPON2023090395 123090004 Tablet 11-09-23 Under Examination

Metformin Hydrochloride IP 500mg (Sustained Release Form)
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Sitagliptin, Pioglitazone and Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Ltd. / M/s Cipla Ltd.
(Sustained Released) Tablet Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg o
12 RPON2023090396 123090005 Metformin Hydrochloride IP 1000mg (Sustained Release Form) Tablet 11-09-23 Under Examination
Linagliptin + Metformin Each film coated tablet contains: M/s Exemed Pharmaceuticals Ltd. /
Hydrochloride (ER) Tablet Linagliptin 5mg M/s USV Limited . . .
13 RPON2023090406 123090010 Metformin Hydrochloride (as Extended release) IP 1000mg Tablet 21-09-23 [ To be placed in Authority Meeting
Paracetamol, Phenylephrine HCl & | Each 5ml contains: M/s Mascot Health Series Pvt. Ltd. /
Chlorpheniramine Meleate Syrup |Paracetamol IP 125mg M/s Biological E. Limited
Phenylephrine Maleate IP 5.0mg .
14 RPON2023100420 Chlorpheniramine Maleate IP 1.0mg Oral Syrup 03-10-23 working sheet uploaded
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg
Releaseand Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As extended release) X X X
15 RPON2023100434 Glimepiride IP 1 mg Tablet 16-10-23 | To be placed in Authority Meeting
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg
Releaseand Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As extended release) X X X
16 RPON2023100435 Glimepiride IP 2 mg Tablet 16-10-23 | To be placed in Authority Meeting
Pantoprazole sodium and Each hard gelatin capsule contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
17 RPONZ0Z3100437 Iéevosulpiride sustained release Pantoprazole Sodium IP eq. to Pantoprazole 40mg (as enteric Capsule /M/s Quality Bestochem Formulations 17-10-23 Clarification sought from SLA
apsules coated pellets) (P) Ltd. Uttarakhand
Levosulpiride 75mg (as sustained release pellets)
Phenylephrine Hydrochloride and |Each 5ml contains: M/s Windlas Biotech Limited / M/s
Chlorpheniramine Maleate Syrup |Phenylephrine Hydrochloride IP 5.0mg Biological E. Limited .
18 RPON2023100438 Chlorpheniramine Maleate IP 2.0m. Syrup 18-10-23 working sheet uploaded
P g
Sitagliptin, Pioglitazone and Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Ltd. / M/s Abbott Healthcare Pvt. Ltd.
(Sustained Released) Tablet Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg L
19 RPON2023100447 123100007 Metformin Hydrochloride IP 500mg (Sustained Release Form) Tablet 20-10-23 Under Examination
Sitagliptin, Pioglitazone and Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Ltd. / M/s Abbott Healthcare Pvt. Ltd.
(Sustained Released) Tablet Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg L
20 RPON2023100448 123100008 Tablet 20-10-23 Under Examination

Metformin Hydrochloride IP 1000mg (Sustained Release Form)
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Teneligliptin, Dapagliflozin & Each film coated bilayer tablet contains: M/s Synokem Parmaceuticals Ltd. /
Metformin Hydrochloride Teneligliptin Hydrobromide Hydrate IP eq. to Teneligliptin 20mg M/s Glenmark Pharmaceuticals
(Sustained Release) Tablets Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg Limited
21 RPON2023100449 123100010 Metformin Hydrochloride IP 500mg (As Sustained Release) Tablet 25-10-23 To be placed in MDC
Teneligliptin, Dapagliflozin & Each film coated bilayer tablet contains: M/s Synokem Parmaceuticals Ltd. /
Metformin Hydrochloride Teneligliptin Hydrobromide Hydrate IP eq. to Teneligliptin 20mg M/s Glenmark Pharmaceuticals
(Sustained Release) Tablets Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg Limited
22 RPON2023100450 123100011 Metformin Hydrochloride IP 1000mg (As Sustained Release) Tablet 25-10-23 To be placed in MDC
Albendazole & Ivermectin Each 5ml contains: M/s. Prochem Pharmaceuticals Pvt.
23 RPON2023100446 Suspenssion Albendazole IP 200mg Suspension |Ltd. / M/s Indoco Remedies Limited 25-10-23 working sheet uploaded
Ivermectin IP 3mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg
Releaseand Glimepiride Tablets  [Metformin Hydrochloride IP 500mg (As extended release) i X X
24 RPON2023110462 Glimepiride IP 1 mg Tablet 04-11-23 | To be placed in Authority Meeting
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg
Releaseand Glimepiride Tablets  [Metformin Hydrochloride IP 500mg (As extended release) i X X
25 RPON2023110463 Glimepiride IP 2 mg Tablet 04-11-23 | To be placed in Authority Meeting
Sitagliptin and Metformin Each film coated tablet contains: M/s Synokem Pharmaceuticals Pvt.
Hydrochloride Extended Sitagliptin Phosphate Monohydrate eq. to Sitagliptin 100mg Ltd. / M/s Mankind Pharma Ltd.
26 RPON2023110464 Releaseand Tablets Metformin Hydrochloride IP 1000mg (As extended release) Tablet 07-11-23 working sheet uploaded
Amikacin Sulphate Injection IP Each 2ml vial contains: M/s Zen Pharma (P) Limited / M/s
Amikacin Sulphate IP 100mg FDC Limited
27 RPON2023110467 Methylparaben IP 0.04% w/v Injection 08-11-23 Clarification sought from DCGI
Propyleparaben IP 0.01% w/v
Water for Injection g.s.
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Eris Lifesciences Limited
28 RPON2023110468 Tablets Metformin Hydrochloride IP 1000mg Tablet 08-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Eris Lifesciences Limited
29 RPON2023110469 Tablets Metformin Hydrochloride IP 1000mg Tablet 08-11-23 | To be placed in Authority Meeting

Glimepiride IP 2 mg
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Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Abbott Healthcare Pvt. Ltd.
Tablets Metformin Hydrochloride IP 1000mg
30 RPON2023110471 123110002 Glimepiride IP 1 mg Tablet 08-11-23 | To be placed in Authority Meeting
Sitagliptin Phosphate, Metformin |Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Abbott Healthcare Pvt. Ltd.
Tablets Metformin Hydrochloride IP 1000mg . . .
31 RPON2023110472 123110003 Glimeniride IP 2 Tablet 08-11-23 | To be placed in Authority Meeting
piride mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Glenmark Pharmaceuticals Limited
32 RPON2023110473 123110004 |Tablets Metformin Hydrochloride IP 1000mg Tablet 08-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Glenmark Pharmaceuticals Limited
33 RPON2023110474 123110005 |Tablets Metformin Hydrochloride IP 1000mg Tablet 08-11-23 | To be placed in Authority Meeting
Glimepiride IP 2 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Emcure Pharmaceuticals Limited
Tablets Metformin Hydrochloride IP 1000mg (Immediate Release) i X X
34 RPON2023110475 Glimepiride IP 1 mg Tablet 10-11-23 | To be placed in Authority Meeting
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Emcure Pharmaceuticals Limited
Tablets Metformin Hydrochloride IP 1000mg (Immediate Release) i X X
35 RPON2023110482 Glimepiride IP 2 mg Tablet 10-11-23 | To be placed in Authority Meeting
Amoxycillin and Potassium Each 5ml of reconstituted suspension contains: M/s Alps Communication Pvt. Ltd. /
Clavulanate Oral Suspension Amoxycillin Trihydrate IP eq. to Amoxycillin 600mg Oral M/s Aristo Pharmaceuticals Pvt. Ltd. .
36 RPON2023110477 123110006 Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 42.9mg Suspension 10-11-23 working sheet uploaded
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Torrent Pharmaceuticals Limited
37 RPON2023110478 123110007 |Tablets Metformin Hydrochloride IP 1000mg Tablet 10-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. /
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Torrent Pharmaceuticals Limited
38 RPON2023110479 123110008 |Tablets Metformin Hydrochloride IP 1000mg Tablet 10-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Torrent Pharmaceuticals Limited
39 RPON2023110480 123110009 |Tablets Metformin Hydrochloride IP 1000mg Tablet 10-11-23 | To be placed in Authority Meeting

Glimepiride IP 2 mg
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Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. /
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Torrent Pharmaceuticals Limited
40 RPON2023110481 123110010 |Tablets Metformin Hydrochloride IP 1000mg Tablet 10-11-23 | To be placed in Authority Meeting
Glimepiride IP 2 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Micro Labs Limited
41 RPON2023110483 Tablets Metformin Hydrochloride IP 1000mg Tablet 16-11-23 | To be placed in Authority Meeting
Glimepiride IP 2 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Micro Labs Limited
42 RPON2023110484 Tablets Metformin Hydrochloride IP 1000mg Tablet 16-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin, Pioglitazone and Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Ltd. / M/s Mankind Pharma Ltd.
43 RPON2023110485 (Sustained Released) Tablet Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg Tablet 19-11-23 Under Examination
Metformin Hydrochloride IP 1000mg (Sustained Release Form)
Sitagliptin, Pioglitazone and Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Ltd. / M/s Mankind Pharma Ltd.
(Sustained Released) Tablet Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg L
44 RPON2023110486 Metformin Hydrochloride IP 500mg (Sustained Release Form) Tablet 19-11-23 Under Examination
Levetiracetam Extended-release |Each film coated Extended-release tablet contains: M/s Akums Drugs & Pharmaceuticals
45 RPON2023110487 123110011 |Tablets Levetiracetam IP 1000mg Tablet Ltd. / M/s Cipla Ltd. 17-11-23 working sheet uploaded
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Lupin Limited
46 RPON2023110488 Tablets Metformin Hydrochloride IP 1000mg Tablet 20-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Lupin Limited
47 RPON2023110489 Tablets Metformin Hydrochloride IP 1000mg Tablet 20-11-23 | To be placed in Authority Meeting
Glimepiride IP 2 mg
Cefuroxime Axetil & Potassium Each film coated tablet contains: M/s Theon Pharmaceuticals Ltd. / M/s
Clavulanate IP Tablets Cefuroxime Axetil IP eq. to Anhydrous Cefuroxime 500mg Torrent Pharmaceuticals Ltd.
48 RPON2023110490 123110012 Potassium Clavulanate Diluted IP Eq. to Clavulanic Acid 125mg Tablet 21-11-23 working sheet uploaded
TRYPSIN-CHYMOTRYPSIN WITH |EACH FILM COATED TABLET CONTAINS: M/s Synokem Pharmaceuticals Ltd. /
PARACETAMOL AND 150000 ARMOUR UNITS ENZYMATIC ACTIVITY (SUPPLIED BY A M/s Troikaa Pharmaceuticals Limited
ACECLOFENAC TABLETS PURIFIED CONCENTRATE WHICH HAS SPECIFIC TRYPSIN &
CHYMOTRYPSIN ACTIVITY IN A RATIO OF APPROXIMATELY SIX
49 RPON2023110492 Tablet 22-11-23 working sheet uploaded

TO ONE) (AS ENTERIC COATED GRANULES)
PARACETAMOL IP
ACECLOFENACIP
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Linagliptin + Metformin Each film coated tablet contains: M/s Exemed Pharmaceuticals Ltd. /
50 RPON2023110493 123110013 Hydrochloride (ER) Tablet Linagliptin 5mg Tabl M/s Abbott Healthcare Pvt. Ltd. 22-11-23 | To be placed in Authority Meeti
Metformin Hydrochloride (as Extended release) IP 1000mg ablet o 0 be placed in Authority Meeting
Trypsin, Bromelain, Rutoside Each enteric coated tablet contains: M/s Synokem Pharmaceutical Ltd./
Trihydrate and Diclofenac Sodium |Trypsin BP 48mg M/s Intas Pharmaceuticals Ltd.
51 RPON2023110494 Tablets Bromelain 90mg Tablet 24-11-23 working sheet uploaded
Rutoside Trihydrate BP 100mg
Diclofenac Sodium IP 50mg
Amoxycillin and Potassium Each film coated tablet contains: M/s Brooks Laboratories Ltd. / M/s
52 RPON2023110495 Clavulanate Tablets IP Amoxycillin Trihydrate IP eq. to Amoxycillin 875mg Tabl German Remedies Pharmaceuticals 24-11-23 i h loaded
Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 125mg ablet Private Limited i working sheet uploade
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. /
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Mankind Pharma Limited
53 RPON2023110496 Tablets Metformin Hydrochloride IP 1000mg Tablet 26-11-23 | To be placed in Authority Meeting
Glimepiride IP 2 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. /
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Mankind Pharma Limited
54 RPON2023110497 Tablets Metformin Hydrochloride IP 1000mg Tablet 26-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Dr.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Reddy’s Laboratories Limited
55 RPON2023110498 Tablets Metformin Hydrochloride IP 1000mg Tablet 28-11-23 | To be placed in Authority Meeting
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Dr.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Reddy’s Laboratories Limited
56 RPON2023110499 Tablets Metformin Hydrochloride IP 1000mg Tablet 28-11-23 | To be placed in Authority Meeting
Glimepiride IP 2 mg
Zolpidem Tartrate Prolonged Each film coated bilayered Prolonged release tablets contains: M/s Abbott India Limited
57 RPON2023110500 release tablets Zolpidem Tartrate IP 6.25mg Tablet 29-11-23 working sheet uploaded
Zolpidem Tartrate Prolonged Each film coated bilayered Prolonged release tablets contains: M/s Abbott India Limited
58 RPON2023110501 release tablets Zolpidem Tartrate IP 12.50mg Tablet 29-11-23 working sheet uploaded
Diclofenac Diethylamine, Virgin Each gram contains: M/s Curetech Sckincare / M/s ].B.
Linseed Oil, Methyl Salicylate, Diclofenac Diethylamine IP 1.16%, Chemicals & Pharmaceuticals Ltd.
Menthol & Capsacin Gel Virgin Linseed Oil 3%, .
59 RPON2023120502 Methyl Salicylate 10%, Gel 01-12-23 working sheet uploaded
Menthol 5%
Capsacin 0.025%
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride and Glimepiride Dapagliflozin Propanediol Monohydrate IP eq. to Dapagliflozin
60 RPON2023120503 Tablets 5mg Tablet 01-12-23 To be placed in MDC

Metformin Hydrochloride IP 500mg
Glimepiride IP 1 mg
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Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride and Glimepiride Dapagliflozin Propanediol Monohydrate IP eq. to Dapagliflozin
61 RPON2023120504 Tablets 5mg Tablet 01-12-23 To be placed in MDC
Metformin Hydrochloride IP 500mg
Glimepiride IP 2 mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride and Glimepiride Dapagliflozin Propanediol Monohydrate IP eq. to Dapagliflozin
62 RPON2023120505 Tablets 5mg Tablet 01-12-23 To be placed in MDC
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride and Glimepiride Dapagliflozin Propanediol Monohydrate IP eq. to Dapagliflozin
63 RPON2023120506 Tablets 5mg Tablet 01-12-23 To be placed in MDC
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg
Linagliptin, Metformin Each film coated bilayered tablet contains: M/s Synokem Pharmaceuticals Limited
Hydrochloride (Extended Release) | Linagliptin 5mg / M/s Mankind Pharma Limited .
64 RPON2023120507 Tablets Metformin Hydrochloride IP 1000mg (As Extended Release) Tablet 03-12-23 working sheet uploaded
Linagliptin, Metformin Each film coated bilayered tablet contains: M/s Synokem Pharmaceuticals Limited
Hydrochloride (Extended Release) | Linagliptin 2.5mg / M/s Mankind Pharma Limited .
65 RPON2023120508 Tablets Metformin Hydrochloride IP 1000mg (As Extended Release) Tablet 03-12-23 working sheet uploaded
Leuprolide acetate injection Each ml contains: o M/s Relience Life Sciences Private L
66 RPON2023120509 123120002 Leuprolide acetate 4m Injection Limited 01-12-23 Clarification sought from DCGI
p g
Trypsin, Bromelain, Rutoside Each enteric coated tablet contains: M/s Synokem Pharmaceuticals Limited
Trihydrate and Diclofenac Sodium | Trypsin BP 48mg / M/s Neon Laboratories Limited
67 RPON2023120510 123120001  |Tablets Bromelain 90mg Tablet 03-12-23 working sheet uploaded
Rutoside Trihydrate BP 100mg
Diclofenac Sodium IP 50mg
Dapagliflozin, Vildagliptin (As Each uncoated bilayer tablet contains: M/s Synokem Pharmaceuticals Limited
Sustained release) and Metformin |Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg / M/s Aristo Pharmaceuticals Pvt. Ltd.
Hydrochloride (as Sustained Vildagliptin (As Sustained release) IP 100mg .
68 RPON2023120511 123120003 Release) Tablets Metformin Hydrochloride (as Sustained Release) IP 500mg Tablet 05-12-23 To be placed in MDC
Dapagliflozin, Vildagliptin (As Each uncoated bilayer tablet contains: M/s Synokem Pharmaceuticals Limited
Sustained release) and Metformin |Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg / M/s Aristo Pharmaceuticals Pvt. Ltd.
Hydrochloride (as Sustained Vildagliptin (As Sustained release) IP 100mg .
69 RPON2023120512 123120004 Release) Tablets Metformin Hydrochloride (as Sustained Release) IP 1000mg Tablet 05-12-23 To be placed in MDC
Chlorpheniramine Maleate, Each 5ml contains: M/s Yacca Lifesciences Pvt. Ltd. / M/s
Dextromethorphan Hydrochloride |Chlorpheniramine Maleate IP 2mg German Remedies Pharmaceuticals
70 RPON2023120513 & Phenylephrine Hydrochloride Phenylephrine Hydrochloride IP 5Smg Syrup Private Limited 08-12-23 working sheet uploaded
Syrup Dextromethorphan Hydrochloride IP 10mg
Chlorpheniramine Maleate, Each 5ml contains: M/s Yacca Lifesciences Pvt. Ltd. / M/s
Dextromethorphan Hydrochloride |Chlorpheniramine Maleate IP 2mg German Remedies Pharmaceuticals
71 RPON2023120514 & Phenylephrine Hydrochloride Phenylephrine Hydrochloride IP 5Smg Syrup Private Limited 08-12-23 working sheet uploaded

Syrup

Dextromethorphan Hydrochloride IP 15mg
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Dapagliflozin, Sitagliptin and Each film coated tablet contains: M/s Synokem Pharmaceuticals Limited
Metformin Hydrochloride (ER) Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg / M/s Unison Pharmaceuticals Pvt. Ltd. o .
Tablets Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Clarification received from
72 RPON2023120515 123120005 Metformin Hydrochloride IP 500mg (extended release) Tablet 09-12-23 company an.d ca-se Under
examination
Dapagliflozin, Sitagliptin and Each film coated tablet contains: M/s Synokem Pharmaceuticals Limited
Metformin Hydrochloride (ER) Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg / M/s Unison Pharmaceuticals Pvt. Ltd. o .
Tablets Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100mg Clarification received from
73 RPON2023120516 123120006 Metformin Hydrochloride IP 1000mg (extended release) Tablet 09-12-23 company an.d ca-se Under
examination
Montelukast and Acebrophylline |Each uncoated bilayered tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
74 RPON2023120517 (SR) Tablets Montelukast Sodium IP eq. to Montelukast 10mg Tablet / M/s Apex Laboratories Private 11-12-23 working sheet uploaded
Acebrophylline 200mg (As sustained release) Limited
Chlorpheniramine Maleate & Each 5ml contains: M/s Akums Drugs & Pharmaceuticals
75 RPON2023120518 Phenylephrine Hydrochloride Chlorpheniramine Maleate IP 2mg Tablet Ltd.. / M/s Apex Laboratories Private 11-12-23 working sheet uploaded
Syrup Phenylephrine Hydrochloride IP 5mg Limited
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Eris Lifesciences Limited
76 RPON2023120519 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 11-12-23 working sheet uploaded
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Eris Lifesciences Limited
77 RPON2023120520 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 11-12-23 working sheet uploaded
Glimepiride IP 2 mg
Diclofenac Diethylamine, Methyl [Each gram contains: M/s Pontika Aerotech Limited / M/s
Salicylate & Menthol Topical Spray | Diclofenac Diethylamine IP 2.32% w/w (eq. to Diclofenac Sodium Cadila Pharmaceuticals Ltd.
78 RPON2023120521 2% w/w), Topical Spray 12-12-23 working sheet uploaded
Methyl Salicylate 10% w/w,
Menthol 5% w/w
Rosuvastatin + Clopidogrel Each gelatin capsule contains: M/s Pure and cure Healthcare Pvt. Ltd.
Capsules Rosuvastatin Calcium IP Eq. to Rosuvastatin 20mg (As film coated / Dr.Reddy's Laboratories Limited
79 RPON2023120522 Tablet form) Capsule 15-12-23 working sheet uploaded
Clopidogrel Bisulphate IP Eq. to Clopidogrel 75mg (As Film coated
Tablet form)
Linagliptin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Linagliptin 5mg Torrent Pharmaceuticals Ltd. .
80 RPON2023120523 123120007 Tablets Metformin Hydrochloride IP 500mg (As Extended Release) Tablet 16-12-23 working sheet uploaded
Omeprazole & Domperidone Each hard gelatin capsule contains: M/s Innova Captab Limited / M/s Eris
81 RPON2023120524 Capsules IP Omeprazole IP 20mg (as gastro-resistant pallets) Capsule Healthcare Pvt. Ltd. 18-12-23 working sheet uploaded
Domperidone IP 10mg (as pallets)
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Mankind Pharma Ltd.
82 RPON2023120525 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 18-12-23 working sheet uploaded

Glimepiride IP 1 mg
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Number application
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Mankind Pharma Ltd.
83 RPON2023120526 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 18-12-23 working sheet uploaded
Glimepiride IP 2 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Cipla Ltd.
84 RPON2023120527 123120008 |Tablets Metformin Hydrochloride IP 1000mg Tablet 18-12-23 working sheet uploaded
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg Cipla Ltd.
85 RPON2023120528 123120009 |Tablets Metformin Hydrochloride IP 1000mg Tablet 18-12-23 working sheet uploaded
Glimepiride IP 2 mg
Dapagliflozin, Sitagliptin and Each film coated tablet contains: M/s Synokem Pharmaceuticals Limited
Metformin Hydrochloride (ER) Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg / M/s Primus Remedies Pvt. Ltd.
Tablets Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100m, Clarification sought from
86 RPON2023120529 123120010 Met%o:)min Hydfochloride IP}iOOOmg (egtended %eli\ase) ¢ Tablet 18-12-23 Companyg
Dapagliflozin, Sitagliptin and Each film coated tablet contains: M/s Synokem Pharmaceuticals Limited
Metformin Hydrochloride (ER) Dapagliflozin Propanediol Monohydrate eq. to Dapagliflozin 10mg / M/s Primus Remedies Pvt. Ltd.
Tablets Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100m, Clarification sought from
87 RPON2023120530 123120011 Met%o:)min Hydfochloride 1P éOOmg (ex'gended rgleri)ise) ¢ Tablet 18-12-23 Companyg
Vildagliptin and Metformin Each film coated tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
88 RPON2023120531 Hydrochloride Tablet Vildagliptin IP 50mg Tablet / M/s German Remedies 19-12-23 working sheet uploaded
Metformin Hydrochloride IP 1000mg Pharmaceuticals Private Limited
Vildagliptin and Metformin Each film coated tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
89 RPON2023120532 Hydrochloride Tablet Vildagliptin IP 50mg Tablet / M/s German Remedies 19-12-23 working sheet uploaded
Metformin Hydrochloride IP 500mg Pharmaceuticals Private Limited
Aceclofenac and Paracetamol Each film coated tablet contains: M/s Stedman Pharmaceuticals Pvt. Ltd.
90 RPON2023120534 tablets Aceclofenac IP 100mg Tablet 19-12-23 working sheet uploaded
Paracetamol IP 325mg
Linagliptin and Metformin Each film coated tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
91 RPON2023120535 Hydrochloride Tablet Linagliptin 2.5mg Tablet / M/s German Remedies 20-12-23 working sheet uploaded
Metformin Hydrochloride IP 500mg Pharmaceuticals Private Limited
Sitagliptin Phosphate and Each film coated tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
Metformin Hydrochloride tablets |Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg / M/s German Remedies .
92 RPON2023120536 Metformin Hydrochloride IP 500mg Tablet Pharmaceuticals Private Limited 20-12-23 working sheet uploaded
Sitagliptin Phosphate and Each film coated tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
Metformin Hydrochloride tablets |Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg / M/s German Remedies .
93 RPON2023120537 Metformin Hydrochloride IP 1000mg Tablet Pharmaceuticals Private Limited 20-12-23 working sheet uploaded
94 RPON2023120538 Escitalopram Oxalate Tablets Each film coated tablet contains: . Tablet M/s Lupin Limited 20-12-23 working sheet uploaded
Escitalopram Oxalate IP eq. to Escitalopram 15mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
95 RPON2023120539 Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg Tablet M/s Alkem Laboratories Limited 20-12-23 working sheet uploaded

and Glimepiride Tablets

Metformin Hydrochloride IP 1000mg (As Extended release)
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Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
96 RPON2023120540 Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg Tablet M/s Alkem Laboratories Limited 20-12-23 working sheet uploaded
and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release)
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Torrent Pharmaceuticals Limited
97 RPON2023120541 123120015 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 20-12-23 working sheet uploaded
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Torrent Pharmaceuticals Limited
98 RPON2023120542 123120016 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 20-12-23 working sheet uploaded
Glimepiride IP 2 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s La Renon Healthcare Pvt. Ltd. L
99 RPON2023120543 123120012 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 19-12-23 Clarification sought from
Glimepiride IP 1 mg company
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s La Renon Healthcare Pvt. Ltd. L
100 RPON2023120544 123120013 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 19-12-23 Clarification sought from
Glimepiride IP 2 mg company
Olmesartan Medoxomil, Each film coated tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
Amlodipine & Olmesartan Medoxomil IP 20mg / M/s Blue Cross Laboratories Private .
101 RPON2023120545 123120014 HydrochlorothiazideTablet Amlodipine Besilate IP eq. to Amlodipine 5mg Tablet Limited 20-12-23 working sheet uploaded
Hydrochlorothiazide IP 12.5mg
Olmesartan Medoxomil, Each film coated tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
Amlodipine & Olmesartan Medoxomil IP 40mg / M/s Blue Cross Laboratories Private .
102 RPON2023120546 123120017 HydrochlorothiazideTablet Amlodipine Besilate IP eq. to Amlodipine 5mg Tablet Limited 20-12-23 working sheet uploaded
Hydrochlorothiazide IP 12.5mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg /M/s Alkem Laboratories Limited
103 RPON2023120547 Tablets Metformin Hydrochloride IP 1000mg Tablet 21-12-23 working sheet uploaded
Glimepiride IP 1 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg /M/s Alkem Laboratories Limited
104 RPON2023120548 Tablets Metformin Hydrochloride IP 1000mg Tablet 21-12-23 working sheet uploaded
Glimepiride IP 2 mg
Amoxycillin and Potassium Each 5ml of reconstituted suspension contains: M/s Brooks Laboratories Ltd. / M/s
Clavulanate Oral Suspension Amoxycillin Trihydrate IP eq. to Amoxycillin 400mg Oral German Remedies Pharmaceuticals .
105 RPON2023120549 Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 57mg Suspension |Private Limited 21-12-23 working sheet uploaded
Cefixime and Ofloxacin Tablets Each film coated tablet contains: M/s Aagya Biotech Pvt. Ltd. / M/s
106 RPON2023120550 Cefixime eq. to Cefixime Anhydrous IP 200mg Tablet German Remedies Pharmaceuticals 21-12-23 working sheet uploaded
Ofloxacin IP 200mg Private Limited
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Lupin Limited
107 RPON2023120551 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 22-12-23 working sheet uploaded

Glimepiride IP 1 mg
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Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Lupin Limited
108 RPON2023120552 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 22-12-23 working sheet uploaded
Glimepiride IP 2 mg
Atorvastatin and Fenofibrate Each film coated tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
109 RPON2023120553 Tablets Atorvastatin Calcium IP eq. to Atorvastatin 10mg Tablet / M/s German Remedies 22-12-23 working sheet uploaded
Fenofibrate IP 160mg Pharmaceuticals Private Limited
Clopidogrel & Aspirin Tablets Each uncoated bilayered tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
110 RPON2023120554 Clopidogrel Bisulphate IP eq. to Clopidogrel 75mg Tablet / M/s German Remedies 22-12-23 working sheet uploaded
Aspirin IP 150mg Pharmaceuticals Private Limited
Telmisartan, Amlodipine & Each film coated tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
Hydrochlorothiazide Tablet Telmisartan IP 80mg / M/s Mankind Pharma Ltd. .
111 RPON2023120555 Amlodipine Besilate IP eq. to Amlodipine 5 Tablet 25-12-23 working sheet uploaded
pine Besilate IP eq. to Amlodipine 5mg
Hydrochlorothiazide IP 12.5mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Windlas Biotech Limited (Plant-2)
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg / M/s Emcure Pharmaceuticals Limited
112 RPON2023120557 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 26-12-23 To be placed in MDC
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Windlas Biotech Limited (Plant-2)
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg / M/s Emcure Pharmaceuticals Limited
113 RPON2023120558 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 26-12-23 To be placed in MDC
Glimepiride IP 2 mg
Pantoprazole & Domperidone Each enteric coated tablet contains: M/s Akums Drugs & Pharmaceuticals .
114 RPON2023120559 Tablet Pantoprazole Sodium IP eq. to Pantoprazole 40mg Tablet Ltd. / M/s Zuventus Healthcare 26-12-23 Clerification sought from
Domperidone IP 10m Limited Compnay
P g
Mecobalamin, Zinc, Calcium Each film coated tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
Pantothenate, Vitamin B6, Folic Mecobalamin IP 500mcg / M/s Blue Cross Laboratories Private
Acid, Niacinamide & Chromium Zinc Sulphate Monohydrate IP 61.8mg (eq. to elemnetal Zinc Limited
Tablets 22.5mg)
115 RPON2023120560 123120018 Calcium Pantothenate IP 10mg Tablet 24-12-23 To be placed in MDC
Pyridoxine Hydrochloride IP 3mg
Folic Acid IP 1.5mg
Niacinamide IP 50mg
Chromium 50mcg (As Chromium Picolinate IP)
Mecobalamin, Alpha Lipoic Acid, |Each film coated tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
Vitamin D3, Pyridoxine Mecobalamin IP 1500mcg / M/s Blue Cross Laboratories Private
Hydrochloride & Folic Acid Tablets|Alpha Lipoic Acid IP 100mg Limited .
116 RPON2023120561 123120019 Vitamin D3 IP 1000IU Tablet 24-12-23 working sheet uploaded
Pyridoxine Hydrochloride IP 3mg
Folic Acid IP 1.5mg
Paracetamol, Phenylephrine HCl & |Each uncoated tablet contains: M/s Akums Drugs and Pharmaceuticals
Chlorpheniramine Maleate Tablets |Paracetamol IP 500mg Ltd./ M/s Blue Cross Laboratories .
117 RPON2023120562 123120020 Phenylephrine HCl IP 10mg Tablet Private Limited 24-12-23 working sheet uploaded
Chlorpheniramine Maleate IP 2mg
Meropenem and Sulbactum for Each vial contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
Injection Meropenem IP eq. to Anhydrous Meropenem 1000mg (A Sterile / M/s German Remedies
Mixture of meropenem & Sodium Carbonate (Sodium 90.2mg) L Pharmaceuticals Private Limited .
118 RPON2023120563 Injection 27-12-23 working sheet uploaded

Sulbactam Sodium IP eq. to Anhydrous Sulbactum 500mg
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Bictegravir, Emtricitabine & Each film coated tablet contains: M/s Hetero Labs Limited / M/s
Tenofovir Alafenamide Tablets Bictegravir Sodium eq. to Bictegravir 50mg Emcure Pharmaceuticals Limited
Emtricitabine IP 200mg L
119 RPON2023120564 Tenofovir Alafenamide Fumarate IP eq. to Tenofovir Alafenamide Tablet 27-12-23 Under examination
25mg
Calcium & Vitamins Tablet Each film coated tablet contains: M/s Premier Nutraceuticals Pvt. Ltd. /
Calcium Carbonate IP (From Coral Grains) eq. to Elemental M/s Zuventus Healthcare Limited
Calcium 500mg
Vitamin D3 IP (As Stabilised) 2000 IU
120 RPON2023120565 Methylcobalamin IP 1500mcg Tablet 27-12-23 working sheet uploaded
L-Methylfolate Calcium USP 1mg
Pyridoxal 5 Phosphate 20mg
Olmesartan Medoxomil, Each film coated tablet contains: M/s Skymap Pharmaceuticals Pvt. Ltd.
Hydrochlorothiazide & Amlodipin |Olmesartan Medoxomil IP 20mg / M/s German Remedies
121 RPON2023120566 Tablet Hydrochlorothiazide IP 12.5mg Tablet Pharmaceuticals Private Limited 27-12-23 working sheet uploaded
Amlodipin Besylate IP eq. to Amlodipine 5mg
Moxifloxacin hydrochloride & Composition: M/s Skymap Pharmaceuticals Pvt. Ltd.
Dexamethasone Phosphate Eye Moxifloxacin hydrochloride IP eq. to Moxofloxacin 0.5%w/v / M/s German Remedies
122 RPON2023120567 Drops Dexamethasone Sodium Phosphate IP eq. to Dexamethasone Tablet Pharmaceuticals Private Limited 28-12-23 working sheet uploaded
Phosphate 0.1% w/v
Cefpodoxime & Potassium Each 5ml reconstituted suspension contains: M/s Saitech Medicare Pvt. Ltd. / M/s
Clavulanate Oral suspension Cefpodoxime Proxetil IP eq. to Anhydrous Cefpodoxime 50mg German Remedies Pharmaceuticals
123 RPON2023120568 Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 31.25mg Suspension |Private Limited 28-12-23 working sheet uploaded
Cefpodoxime & Potassium Each film coated tablet contains: M/s Saitech Medicare Pvt. Ltd. / M/s
Clavulanate Tablets Cefpodoxime Proxetil IP eq. to Anhydrous Cefpodoxime 200mg German Remedies Pharmaceuticals
124 RPON2023120569 Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 125mg Tablet Private Limited 28-12-23 working sheet uploaded
Cefuroxime & Potassium Each film coated tablet contains: M/s Saitech Medicare Pvt. Ltd. / M/s
Clavulanate Tablets Cefuroxime Axetil IP eq. to Cefuroxime 500mg German Remedies Pharmaceuticals .
125 RPON2023120570 Potassium Clavulanate Diluted IP eq. to Clavulanic Acid 125mg Tablet Private Limited 28-12-23 working sheet uploaded
Telmisartan & Chlorthalidone Each film coated tablet contains: M/s Aristo Pharmaceuticals Pvt. Ltd.
126 RPON2023120571 123120024 |Tablet Telmisartan IP 80mg Tablet 28-12-23 working sheet uploaded
Chlorthalidone 6.25mg
127 RPON2023120572 Tranexamic Tablets Each unco'ated ltablet contains: Tablet M/s Emcure Pharmaceuticals Limited 29-12-23 working sheet uploaded
Tranexamic Acid IP 1000mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Medley Pharmaceuticals Ltd.
128 RPON2023120573 123120021 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 29-12-23 working sheet uploaded
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Medley Pharmaceuticals Ltd.
129 RPON2023120574 123120022 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 29-12-23 working sheet uploaded

Glimepiride IP 2 mg
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Ceftriaxone and Sulbactam Each Combipack Contains: M/s East African (India) Overseas /
injection Part-1 Each vial contains : M/s Softdeal Pharmaceuticals Private
Ceftriaxone Sodium IP (Sterile) eq. to anhydrous Ceftriaxone Limited
1000mg, L )
130 RPON2024010002 Sulbactam Sodium IP (Sterile) eq. to Sulbactum 500mg Injection 03-01-24 working sheet uploaded
Part-1I (SWFI For Reconstitution)
Each FFS Ampoule contains:
Sterile Water for Injection IP 10ml
Ceftriaxone and Tazobactam Each Combipack Contains: M/s East African (India) Overseas /
injection Part-1 Each vial contains : M/s Softdeal Pharmaceuticals Private
Ceftriaxone Sodium IP (Sterile) eq. to anhydrous Ceftriaxone 1gm, Limited
Tazobactam Sodium IP (Sterile) eq. to Tazobactam 125mg
131 RPON2024010003 Part-1I (SWFI For Reconstitution) Injection 03-01-24 working sheet uploaded
Each FFS Ampoule contains:
Sterile Water for Injection IP 10ml
Antacid Antigas gel Each 10ml (two teaspoonful) contains: M/s Intas Pharmaceuticals Pvt. Ltd.
Dried Aluminium Hydroxide Gel IP (added as paste) 830mg
Magnesium Hydroxide IP (added as paste) 185mg L
132 RPON2024010004 Sodium Carboxymethylcellulose IP 100mg Gel 05-01-24 Under examination
Simethicone IP 50mg
Metoprolol Succinate Extended Each film coated bilayered tablet contains: M/s Ajanta Pharma Limited / M/s Sun
Release, Amlodipine and Metoprolol Succinate IP 47.50mg eq. to Metoprolol Tartrate 50mg Pharma Laboratories Limited
133 RPON2024010005 Telmisartan Tablet (As Extended release) Tablet 08-01-24 To be placed in MDC
Amlodipine Besilate IP eq. to Amlodipine 5mg
Telmisartan IP 40mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Akums Drugs & Pharmaceuticals
Hydrochloride (Extended Release) | Dapagliflozin Propanediol eq. to Dapagliflozin 10mg Ltd. / Dr. Reddy's Laboratories Limited L
134 RPON2024010007 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 12-01-24 Clarification sought from
Glimepiride IP 1 mg company
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Akums Drugs & Pharmaceuticals
Hydrochloride (Extended Release) | Dapagliflozin Propanediol eq. to Dapagliflozin 10mg Ltd. / Dr. Reddy's Laboratories Limited L
135 RPON2024010008 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 12-01-24 Clarification sought from
Glimepiride IP 2 mg company
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg /M/s Intas Pharmaceuticals Ltd.
136 RPON2024010009 Tablets Metformin Hydrochloride IP 1000mg Tablet 12-01-24 working sheet uploaded
Glimepiride IP 2 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg /M/s Intas Pharmaceuticals Ltd.
137 RPON2024010010 Tablets Metformin Hydrochloride IP 1000mg Tablet 13-01-24 working sheet uploaded
Glimepiride IP 1 mg
Telmisartan & Cilnidipine Tablet |Each film coated bilayered tablet contains: M/s Windlas Biotech Ltd. (Plant 2) /
138 RPON2024010011 Telmisartan IP 40mg Tablet M/s Emcure Pharmaceuticals Limited 17-01-24 working sheet uploaded

Cilnidipine IP 10mg
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Tranexamic Acid Tablet Each film coated tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
Tranexamic Acid IP 250mg / M/s Sun Pharmaceutical Industries .
139 RPON2024010012 Tablet Limited 17-01-24 working sheet uploaded
Diclofenac Sodium & Paracetamol |Each uncoated tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd.
140 RPON2024010013 Tablets Diclofenac Sodium IP 50mg, Tablet / M/s Softdeal Pharmaceuticals Private| 17-01-24 working sheet uploaded
Paracetamol IP 325mg Limited
Vitamin D3 (Cholecalciferol) Oral |Each ml contains: M/s SAF Fermion Limited .
141 RPON2024010014 124010004 Drops Vitamin D3 (Cholecalciferol) 800IU Oral Drops 29-01-24 working sheet uploaded
Vitamin D3 (Cholecalciferol) Oral |Each 5 ml syrup contains: M/s Ravenbhel Healthcare Pvt. Ltd. /
142 RPON2024010015 Solution Cholecalciferol IP 600001U Solution M/s Emcure Pharmaceuticals Limited 18-01-24 Under examination
Phenylephrine Hydrochloride, Each 5 ml contains: M/s Trupati Medicare Limited / M/s
Chlorpheniramine maleate, Phenylephrine Hydrochloride IP 5Smg Macleods Pharmaceuticals Limited
143 RPON2024010016 124010008 ;aer:fsjgitzomum Citrate & 1521222?:::1;13 In;l;‘; Snr;agleate 1P0.5mg Solution 22-01-24 Clar'f'cact;‘;?;;?fht from
Sodium Citrate IP 60mg
Menthol IP 1mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg /M/s Macleods Pharmaceuticals L
. . L Clarification sought from
144 RPON2024010017 124010009 |Tablets Metformin Hydrochloride IP 1000mg Tablet Limited 22-01-24
Glimepiride IP 1 mg company
Telmisartan & Chlorthalidone Each film coated tablet contains: M/s Akums Drugs and Pharmaceuticals
145 RPON2024010018 124010006 |Tablet Telmisartan IP 40mg Tablet Ltd. / M/s Blue Cross Laboratories Pvt. 22-01-24 working sheet uploaded
Chlorthalidone 6.25mg Ltd.
Telmisartan & Chlorthalidone Each film coated tablet contains: M/s Akums Drugs and Pharmaceuticals
146 RPON2024010019 124010005 |Tablet Telmisartan IP 40mg Tablet Ltd. / M/s Blue Cross Laboratories Pvt. 23-01-24 working sheet uploaded
Chlorthalidone 12.50mg Ltd.
Levosalbutamol & Ipratropium Each 2.5ml contains: M/s Axa Parentrals Limited / M/s
147 RPON2024010020 124010002 |Bromide respirator solution Levosalbutamol IP 1.25mg Respules  [Workcell Solution Private Limited 23-01-24 Under examination
Ipratropium Bromide IP 500mcg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Eris Lifesciences Limited
148 RPON2024010021 and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 24-01-24 Under examination
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Eris Lifesciences Limited
149 RPON2024010022 and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 24-01-24 Under examination
Glimepiride IP 2 mg
Sitagliptin Phosphate, Metformin [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd.
Hydrochloride and Glimepiride Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 50mg /M/s Macleods Pharmaceuticals
150 RPON2024010023 124010010 |Tablets Metformin Hydrochloride IP 1000mg Tablet  [Limited 24-01-24 Under examination
Glimepiride IP 2 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Medley Pharmaceuticals Ltd.
151 RPON2024010024 124010011 |and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 25-01-24 Under examination

Glimepiride IP 1 mg
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Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Medley Pharmaceuticals Ltd.
152 RPON2024010025 124010012 |and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 25-01-24 Under examination
Glimepiride IP 2 mg
Itraconazole Capsules 130mg Each hard gelatin capsule contains: M/s Synokem Pharmaceuticals Ltd. /
153 RPON2024010026 124010013  |(Supra- Bioavailable Formulation) |Itraconazole BP 130mg Capsule M/s Aristo Pharmaceuticals Pvt. Ltd. 25-01-24 working sheet uploaded
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Torrent Pharmaceuticals Limited o
154 RPON2024010027 124010016 |and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 25-01-24 Under examination
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Torrent Pharmaceuticals Limited o
155 RPON2024010028 124010017 |and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 25-01-24 Under examination
Glimepiride IP 2 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Alkem Laboratories Limited o
156 RPON2024010029 and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 25-01-24 Under examination
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Alkem Laboratories Limited o
157 RPON2024010030 and Glimepiride Tablets Metformin Hydrochloride IP 500mg (As Extended release) Tablet 25-01-24 Under examination
Glimepiride IP 2 mg
Azelnidipine and Metoprolol Each film coated bilayered tablet contains: M/s Akums Drugs & Pharmaceuticals
Succinate (Sustained Release) Azelnidipine IP 16mg Ltd. / M/s Torrent Pharmaceuticals Under examination
158 RPON2024010031 124010014 Tablet Metoprolol Succinate IP eq. to Metoprolol Tartrate 25mg (as Tablet Ltd. 25-01-24
Sustained release)
Azelnidipine and Metoprolol Each film coated bilayered tablet contains: M/s Akums Drugs & Pharmaceuticals
Succinate (Sustained Release) Azelnidipine IP 16mg Ltd. / M/s Torrent Pharmaceuticals Under examination
159 RPON2024010032 124010015 Tablet Metoprolol Succinate IP eq. to Metoprolol Tartrate 50mg (as Tablet Ltd. 25-01-24
Sustained release)
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Micro Labs Limited o
160 RPON2024010033 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 29-01-24 Under examination
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Mascot Health Series Pvt. Ltd. /
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg M/s Micro Labs Limited o
161 RPON2024010034 and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet 29-01-24 Under examination
Glimepiride IP 2 mg
Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Akums Drugs and Pharmaceuticals
Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg Ltd. / M/s Blue Cross Laboratories Pvt. o
162 RPON2024010035 124010018 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet Ltd. 29-01-24 Under examination

Glimepiride IP 1 mg
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Dapagliflozin, Metformin Each film coated bilayered tablet contains: M/s Akums Drugs and Pharmaceuticals

Hydrochloride (Extended Release) | Dapagliflozin Propanediol USP eq. to Dapagliflozin 10mg Ltd. / M/s Blue Cross Laboratories Pvt. o
163 RPON2024010036 124010020 |and Glimepiride Tablets Metformin Hydrochloride IP 1000mg (As Extended release) Tablet Ltd. 29-01-24 Under examination

Glimepiride IP 2 mg

Linagliptin & Metformin Each film coated bilayered tablet contains: M/s Mascot Health Service Pvt. Ltd. / L
164 RPON2024010037 Hydrochloride (Extended Release) |Linagliptin IP 5mg Tablet M/s Lupin Limited 31-01-24 Under examination

Tablets Metformin Hydrochloride IP 500mg (As Extended release)

Telmisartan & Cilnidipine Tablets [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. / L
165 RPON2024010038 Telmisartan IP 40 mg Tablet M/s Emcure Pharmaceuticals Limited 31-01-24 Under examination

Cilnidipine IP 10mg




