As on 15.11.2023

STATUS OF APPLICATIONS FOR RETAIL PRICE

Sl Acknowledgement IPDMS Name of the Formulation / Date of
Reference Strength Unit Manufacturer & Marketing Company receipt of STATUS
No. Number Brand Name L
Number application
Pneumococcal Singal dose vial of 0.5ml M/s Biological E. Limited
polysaccharide conjugate Each dose of 0.5ml contains:
Vaccine (Adsorbed) IP (14  |Pneumococcal polysaccharide serotype 1 3.0 ug
Valent) Pneumococcal polysaccharide serotype 3, 4, 5, 7F, 9V,
14, 18C, 19A, 19F, 22F, 23F and 33F 2.2 ug it
1 RPON2023040164 Pneumococcal polysaccharide serotype 6B 4.4 ug Injection 21-04-23 ClarléLia;o’;\Hs&ught
Adsorbed onto Aluminium Phosphate, as AI*** <0.75
Mg
Polysaccharides conjugated to 20-50ug of CRM197
Ceftazidime and Avibactam |Each vial contains: M/s Protech Telelinks / M/s Samarth Life
2 RPON2023040168 123040011 powqer for c.oncejntrate for Ceftazidime Pe'ntahydrate IP. eq. to Ceftazidime 2.0gm Injection Sciences Pvt. Ltd. 26-04-23 Working sheet
solution for infusion Avibactam Sodium eg. to Avibactam 0.5gm uploaded
Dapagliflozin, Sitagliptin and [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. / M/s Clarification received
Metformin Hydrochloride  [Dapagliflozin Propanediol Monohydrate eq. to Unison Pharmaceuticals Pvt. Ltd. from company and
(ER) Tablets Dapagliflozin 10mg case under
3 RPON2023050184 123050005 Sitagliptin Phosphate Monohydrate eq. to Sitagliptin Tablet 04-05-23 examination
100mg
Metformin Hydrochloride IP 500mg (As Extende Release
form)
Dapagliflozin, Sitagliptin and [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. / M/s Clarification received
Metformin Hydrochloride  [Dapagliflozin Propanediol Monohydrate eq. to Unison Pharmaceuticals Pvt. Ltd. from company and
(ER) Tablets Dapagliflozin 10mg case under
4 RPON2023050185 123050006 Sitagliptin Phosphate Monohydrate eq. to Sitagliptin Tablet 04-05-23 examination
100mg
Metformin Hydrochloride IP 1000mg (As Extende
Release form)
Dapagliflozin, Sitagliptin and [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. / M/s Clarification received
Metformin Hydrochloride  [Dapagliflozin Propanediol Monohydrate eq. to Primus Remedies Pvt Ltd from company and
(ER) Tablets Dapagliflozin 10mg case under
5 RPON2023050198 123050010 Sitagliptin Phosphate Monohydrate eq. to Sitagliptin Tablet 12-05-23 examination
100mg
Metformin Hydrochloride IP 500mg (As Extende Release
form)
Dapagliflozin, Sitagliptin and [Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. / M/s Clarification received
Metformin Hydrochloride  [Dapagliflozin Propanediol Monohydrate eq. to Primus Remedies Pvt Ltd from company and
(ER) Tablets Dapagliflozin 10mg case under
6 RPON2023050200 123050012 Sitagliptin Phosphate Monohydrate eq. to Sitagliptin Tablet 12-05-23 examination
100mg
Metformin Hydrochloride IP 1000mg (As Extende
Release form)
Ceftazidime and Avibactam |Each vial contains: M/s BDR Pharmaceuticals Internation Clarification received
7 RPON2023050200 123050023 powder for concentrate for |Ceftazidime (As Ceftazidime pentahydrate) IP 2gram Infusion Pvt. Ltd. / M/s Natco Pharma Limited 20-05-23 from company and

solution for infusion

Avibactam Sodium eg. to Avibactam 0.5gm

case under
examination




Paracetamol Paediatric Oral

Each ml contains:

M/s Aristo Pharmaceuticals Pvt. Ltd.

Clarification sought

8 RPON2023050225 123050032 Suspension Paracetamol IP 100mg Suspension 25-05-23 from DCGI
Linagliptin + Metformin Each film coated tablet contains: M/s Morepen Laboratories Limited Clarification received
Hydrochloride Tablet Linagliptin 2.5mg from company and
S RPON2023060247 Metformin Hydrochloride IP 500mg Tablet 07-06-23 case under
examination
Linagliptin + Metformin Each film coated tablet contains: M/s Morepen Laboratories Limited Clarification received
10 RPON2023060248 Hydrochloride Tablet Linagliptin 2.5mg Tablet 07-06-23 from company and
Metformin Hydrochloride IP 850mg case under
examination
Linagliptin + Metformin Each film coated tablet contains: M/s Morepen Laboratories Limited Clarification received
Hydrochloride Tablet Linagliptin 2.5mg from company and
1 RPON2023060249 Metformin Hydrochloride IP 1000mg Tablet 07-06-23 case under
examination
Paracetamol and Each uncoated tablet contains: M/s Prosperity Drugs Pvt. Ltd. / M/s Representation
12 RPON2023070323 123070019 |Dicyclomine Hydrochloride |Paracetamol IP 325mg Tablet Torrent Pharmaceuticals Limited 21-07-23 received from is
Tablets Dicyclomine Hydrochloride IP 20mg under examination
Thiocolchicoside and Each film coated Tablet Contain: M/s Corona Remedies Pvt. Ltd. Clarification sought
13 RPON2023080346 Paracetamol Tablet Thiocolchicoside IP 4mg Tablet 04-08-23 from company
Paracetamol IP 500mg
Trastuzumab 150mg Combipack of Each pack contains: M/s Hetero Biopharma Limited / M/s Working sheet
Vial-1 Mankind Pharma Limited uploaded
Lyophilized Powder for concerntrate for solution for
Intravenous Infusion, Multi use vial
Composition:
Trastuzumab (r-DNA Origin) IH (Active ingredient)
150mg,
a,0-Trehalose Dihydrate USP (as Lyoprotectant)
136.2mg L
14 RPON2023080352 L-Histidine Hydrochloride Monohydrate EP (as buffering Injection 09-08-23
agent) 3.36mg
L-Histidine USP (as buffering agent) 2.16mg
Polysorbate 20 IP (as surfactant) 0.6mg
Vial -2
Bacteriostatic Water for Injection 10 ml
Single use vial
Composition:
Benzyl Alcohol IP 1.1% V/V Water for Injection
Trypsin, Bromelain, Each enteric coated tablet contains: M/s Synokem Pharmaceuticals Limited / Clarification sought
Rutoside Trihydrate and Trypsin BP 48mg M/s Sun Pharmaceuticals Industries Ltd. from Company
15 RPON2023080354 Diclofenac Sodium Tablets |Bromelain 90mg Tablet 09-08-23
Rutoside Trihydrate BP 100mg
Diclofenac Sodium IP 50mg
Meropenem and Sulbactum [Each vial contains: M/s Aqua Vitoe Laboratories / M/s FDC Under examination
for Injection Meropenem [P (Sterile) eq. to Anhydrous Meropenem Limited
1000mg
16 | RPON2023080378 Sodium Carbonate IP (As buffer) eq. to Sodium 90.2mg Pf’n‘],vedc‘;rof:r 23-08-23

Sulbactam Sodium IP (Sterile) eq. to Sulbactum 500mg




Levosalbutamol and
Ipratropium Bromide

Each 3ml contains:
Levosalbutamol Sulphate eq. to Levosalbutamol 1.25mg

M/s AXA Parenterals Ltd. / M/s Mankind
Pharma Ltd.

Under examination

17 RPON2023080381 Respitator soluition Ipratropium Bromide eq. to Ipratropium (anhydrous) R::E:?:sr 24-08-23
500mcg
Linagliptin + Metformin Each film coated bilayered tablet contains: M/s Synokem Pharmaceuticals Ltd. / M/s
18 RPON2023080382 Hydrochloride (ER) Tablet Linaglipti.n 5mg . Tablet Emcure Pharmaceuticals Limited 28-08-23 To be placed in MDC
Metformin Hydrochloride (as Extended release) IP
1000mg
Dapagliflozin, Vildagliptin Each uncoated bilayer tablet contains: M/s Mascot Health Series Pvt. Ltd. / M/s Under Examination
(As Sustained release) and |Dapagliflozin Propanediol Monohydrate eq. to Macleods Pharmaceuticals Ltd.
Metformin Hydrochloride  [Dapagliflozin 10mg
19 RPON2023080384 123080015 |(as Sustained Release) Vildagliptin (As Sustained release) IP 100mg Tablet 28-08-23
Tablets Metformin Hydrochloride (as Sustained Release) IP
500mg
Trypsin, Bromelain, Each enteric coated tablet contains: M/s Synokem Pharmaceutical Ltd./ M/s Clarification received
Rutoside Trihydrate and Trypsin BP 48mg Intas Pharmaceuticals Ltd. from company and
20 RPON2023090391 Diclofenac Sodium Tablets |Bromelain 90mg Tablet 02-09-23 case under
Rutoside Trihydrate BP 100mg examination
Diclofenac Sodium IP 50mg
Sitagliptin, Pioglitazone and |Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals Ltd. Clarification received
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin / M/s Cipla Ltd. from company and
(Sustained Released) Tablet |100mg case under
21 RPON2023090395 123090004 Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg Tablet 11-09-23 examination
Metformin Hydrochloride IP 500mg (Sustained Release
Form)
Sitagliptin, Pioglitazone and |Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals Ltd. Clarification received
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin / M/s Cipla Ltd. from company and
(Sustained Released) Tablet |100mg case under
22 RPON2023090396 123090005 Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg Tablet 11-09-23 examination
Metformin Hydrochloride IP 1000mg (Sustained Release
Form)
Linagliptin + Metformin Each film coated tablet contains: M/s Exemed Pharmaceuticals Ltd. / M/s Clarification received
23 RPON2023090406 123090010 Hydrochloride (ER) Tablet Linaglipti‘n 5mg . Tablet USV Limited 91-06-23 from company and
Metformin Hydrochloride (as Extended release) IP case under
1000mg examination
Aceclofenac + Paracetamol |Each film coated tablet contains: M/s Akums Drugs & Pharmaceuticals Ltd. Working sheet
+ Serratiopeptidase Tablet |Aceclofenac IP 100mg, /M/s Apex Laboratories Private Limited uploaded
Paracetamol IP 325mg
2 RPON2023090410 Serratiopeptidase IP 15mg (As enteric coated granules Tablet 22:09-23
eq. to 30000 enzyme actuvity unity of
serratiopeptidase)
Povidone lodine Gargle Each contains: M/s Stedman Pharmaceuticals Pvt. Ltd. Working sheet
25 RPON2023090413 Povidone-lodine IP 2% w/v (Availabile lodine 0.2w/v) Gargle 26-09-23 uploaded




Trypsin, Bromelain,
Rutoside Trihydrate and

Each enteric coated tablet contains:
Trypsin BP 48mg

M/s Synokem Pharmaceuticals Limited /
M/s Neon Laboratories Limited

Clarification received
from company and

26 RPON2023090418 123090014 |Diclofenac Sodium Tablets [Bromelain 90mg Tablet 27-09-23 case under
Rutoside Trihydrate BP 100mg examination
Diclofenac Sodium IP 50mg
Amoxycillin + Potassium Each film coated tablet contains: M/s Theon Pharmaceuticals Ltd. / M/s Working sheet
Clavulanate Tablets IP Amoxycillin Trihydrate eq. to Amoxycillin IP 875mg J.B. Chemicals & Pharmaceuticals Ltd. uploaded
27 RPON2023100419 Potassium Clavulanate Diluted eq. to Clavulanic Acid IP Tablet 03-10-23
125mg
Paracetamol, Phenylephrine [Each 5ml contains: M/s Mascot Health Series Pvt. Ltd. / M/s Clarification sought
28 RPON2023100420 HCI & Chlorpheniramine Paracetamoll IP 125mg Oral Syrup Biological E. Limited 03-10-23 from Company
Meleate Syrup Phenylephrine Maleate IP 5.0mg
Chlorpheniramine Maleate IP 1.0mg
Bilastine and Montelukast |Each film coated tablet contains: M/s Ravenbhel Healthcare Pvt. Ltd. / M/s Working sheet
29 RPON2023100429 Tablets I\/.Iont'elukast Sodium IP Eqg. to Montelukast 10mg Tablet Cadila Pharmaceuticals Ltd. T uploaded
Bilastine 20mg
Bisoprolol Fumarate & Each film coated tablet contains: M/s Swiss Garniers Biotech Private Working sheet
30 RPON2023100432 Amlodipine tablet Bisoprolol Fumarate IP 2.5mg Tablet Limited / M/s Zydus Healthcare Limited 11-10-23 uploaded
Amlodipine Besylate IP Eq. to Amlodipine 5mg
Metoprolol Succinate Each film coated bilayered tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd. / Working sheet
Extended Release & Metoprolol Succinate IP 23.75mg eq. to Metoprolol M/s Cipla Limited uploaded
31 RPON2023100441 123100005 |Cilnidipine Tablet Tartrate IP 25mg (As Extended release) Tablet 13-10-23
Cilnidipine IP 10mg
Metoprolol Succinate Each film coated bilayered tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd. / Working sheet
Extended Release & Metoprolol Succinate IP 47.50mg eq. to Metoprolol M/s Cipla Limited uploaded
32 RPON2023100442 123100006 |Cilnidipine Tablet Tartrate IP 50mg (As Extended release) Tablet 13-10-23
Cilnidipine IP 10mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to
Releaseand Glimepiride Dapagliflozin 10mg i
33 RPON2023100434 Tablets Metformin Hydrochloride IP 1000mg (As extended Tablet 16-10-23 To be placed in MDC
release)
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to
Releaseand Glimepiride Dapagliflozin 10mg i
34 RPON2023100435 Tablets Metformin Hydrochloride IP 1000mg (As extended Tablet 16-10-23 To be placed in MDC
release)
Glimepiride IP 2 mg
Telmisartan and Metoprolol |Each film coated bilayered tablet contains: M/s Pure and Cure Healthcare Pvt. Ltd. / Working sheet
Succinate (ER) Tablet Telmisartan IP 40mg M/s La Renon Healthcare Pvt. Ltd. uploaded
35 RPON2023100436 Metoprolol Succinate IP 47.50mg eq. to Metoprolol Tablet 17-10-23

Tartrate 50mg (as extended release form)




Pantoprazole sodium and
Levosulpiride sustained

Each hard gelatin capsule contains:
Pantoprazole Sodium IP eq. to Pantoprazole 40mg (as

M/s Skymap Pharmaceuticals Pvt. Ltd.
/M/s Quality Bestochem Formulations (P)

Under Examination

36 RPON2023100437 release Capsules enteric coated pellets) Capsule Ltd. 17-10-23
Levosulpiride 75mg (as sustained release pellets)
Phenylephrine Each 5ml contains: M/s Windlas Biotech Limited / M/s Clarification sought
Hydrochloride and Phenylephrine Hydrochloride IP 5.0mg Biological E. Limited from Company
37 RPON2023100438 Chlorpheniramine Maleate |Chlorpheniramine Maleate IP 2.0mg Syrup 18-10-23
Syrup
Norethisterone Acetate Each Film Coated Controlled Release tablet contains: M/s Akums Drugs & Pharmaceuticals Ltd. Working sheet
38 RPON2023100443 Controlled Release Tablet  |Norethisterone Acetate BP 10mg Tablet / M/s Group Pharmaceuticals Ltd. 3-10-23 uploaded
Sitagliptin, Pioglitazone and |Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals Ltd.
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin / M/s Abbott Healthcare Pvt. Ltd.
(Sustained Released) Tablet |100mg
39 RPON2023100447 123100007 Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg Tablet 20-10-23 To be placed in MDC
Metformin Hydrochloride IP 500mg (Sustained Release
Form)
Sitagliptin, Pioglitazone and |Each film coated Bilayered Tablet Contain: M/s Akums Drugs & Pharmaceuticals Ltd.
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin / M/s Abbott Healthcare Pvt. Ltd.
(Sustained Released) Tablet |100mg
40 RPON2023100448 123100008 Pioglitazone Hydrochloride IP eq. to Pioglitazone 15 mg Tablet 20-10-23 To be placed in MDC
Metformin Hydrochloride IP 1000mg (Sustained Release
Form)
Teneligliptin, Dapagliflozin |Each film coated bilayer tablet contains: M/s Synokem Parmaceuticals Ltd. / M/s
& Metformin Hydrochloride |Teneligliptin Hydrobromide Hydrate IP eq. to Glenmark Pharmaceuticals Limited
(Sustained Release) Tablets |Teneligliptin 20mg
41 RPON2023100449 123100010 Dapagliflozin Propanediol Monohydrate eq. to Tablet 25-10-23 To be placed in MDC
Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (As Sustained
Release)
Teneligliptin, Dapagliflozin |Each film coated bilayer tablet contains: M/s Synokem Parmaceuticals Ltd. / M/s
& Metformin Hydrochloride |Teneligliptin Hydrobromide Hydrate IP eq. to Glenmark Pharmaceuticals Limited
(Sustained Release) Tablets |Teneligliptin 20mg
42 RPON2023100450 123100011 Dapaglifiozin Propanediol Monohydrate eq. to Tablet 25-10-23 To be placed in MDC
Dapagliflozin 10mg
Metformin Hydrochloride IP 500mg (As Sustained
Release)
Albendazole & Ivermectin  |Each uncoated chewable tablet contains: M/s IBN Herbals / M/s Indoco Remedies Under Examination
43 RPON2023100445 Tablets Albendazole IP 400mg Tablet Limited 25-10-23
lvermectin IP 6mg
Albendazole & Ivermectin  |Each 5ml contains: M/s. Prochem Pharmaceuticals Pvt. Ltd. / Under Examination
a4 RPON2023100446 Suspenssion Albendazole IP 200mg Suspension |M/s Indoco Remedies Limited 25-10-23
lvermectin IP 3mg
Thiocolchicoside and Each uncoated Tablet Contain: M/s Synokem Pharmaceuticals Ltd. / M/s Under Examination
45 RPON2023100451 Paracetamol Tablet Thiocolchicoside IP 4mg Tablet Apex Laboratories Private Limited 30-10-23

Paracetamol IP 500mg




Glimepiride and Metformin
Hydrochloride Prolonged

Each uncoated bilayered tablet contains:
Glimepiride IP 1mg

M/s Swiss Garnier Genexiaa Sciences Pvt
Ltd. / M/s Apex Laboratories Private

Under Examination

46 RPON2023100452 release Tablets Metformin Hydrochloride IP 500mg (as Prolonged Tablet Limited 30-10-23
release form)
Glimepiride and Metformin |Each uncoated bilayered tablet contains: M/s Swiss Garnier Genexiaa Sciences Pvt Under Examination
Hydrochloride Prolonged Glimepiride IP 2mg Ltd. / M/s Apex Laboratories Private
47 RPON2023100453 release Tablets Metformin Hydrochloride IP 500mg (as Prolonged Tablet Limited 30-10-23
release form)
Sodium Alginate, Sodium Each 5 ml contains: M/s Skymap Pharmaceuticals Pvt. Ltd. Under Examination
Bicarbonate & Calcium Sodium Alginate IP 250mg oral
48 RPON2023100454 Carbonate Oral Suspension |Sodium Bicarbonate IP 133.5mg . 31-10-23
. Suspension
Calcium Carbonate IP 80mg
In a Flavoured base q.s.
Sodium Alginate, Sodium Each 5 ml contains: M/s Skymap Pharmaceuticals Pvt. Ltd. / Under Examination
Bicarbonate & Calcium Sodium Alginate IP 250mg oral M/s Glensmith Labs Pvt. Ltd.
49 RPON2023100455 Carbonate Oral Suspension |Sodium Bicarbonate IP 133.5mg . 31-10-23
. Suspension
Calcium Carbonate IP 80mg
In a Flavoured base g.s.
Sodium Alginate, Sodium Each 5 ml contains: M/s Skymap Pharmaceuticals Pvt. Ltd. / Under Examination
Bicarbonate & Calcium Sodium Alginate IP 250mg oral M/s Jagsonpal Pharmaceuticals Ltd.
50 RPON2023100456 Carbonate Oral Suspension |Sodium Bicarbonate IP 133.5mg . 31-10-23
. Suspension
Calcium Carbonate IP 80mg
In a Flavoured base q.s.
Sucralfate, Metronidazole [Composition: M/s Stedman Pharmaceuticals Pvt. Ltd. Under Examination
and Lignocaine Sucralfate IP 7.0% w/w
51 RPON2023100457 Hydrochloride Cream Metronidazole IP 1.0% w/w Cream 31-10-23
Lignocaine Hydrochloride IP 4.0% w/w
Cream base g.s.
Bisoprolol Fumarate and Each film coated tablet contains: M/s Ravenbhel Healthcare Pvt Ltd / M/s Under Examination
52 RPON2023110458 Telmisartan Tablets Bisoprolol Fumarate IP 2.5 mg Tablet La Renon Healthcare Pvt Ltd 01-11-23
Telmisartan IP 40 mg
Bisoprolol Fumarate and Each film coated tablet contains: M/s Ravenbhel Healthcare Pvt Ltd / M/s Under Examination
53 RPON2023110459 Telmisartan Tablets Bisoprolol Fumarate IP 5 mg Tablet La Renon Healthcare Pvt Ltd 01-11-23
Telmisartan IP 40 mg
Bisoprolol Fumarate and Each film coated tablet contains: M/s Mascot Health Series Pvt. Ltd. / M/s Under Examination
54 RPON2023110460 Telmisartan Tablets Bisoprolol Fumarate IP 2.5 mg Tablet Zydus Healthcare Ltd. 03-11-23
Telmisartan IP 40 mg
Bisoprolol Fumarate and Each film coated tablet contains: M/s Mascot Health Series Pvt. Ltd. / M/s Under Examination
55 RPON2023110461 Telmisartan Tablets Bisoprolol Fumarate IP 5 mg Tablet Zydus Healthcare Ltd. 03-11-23
Telmisartan IP 40 mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited Under Examination
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to
Releaseand Glimepiride Dapagliflozin 10mg
56 RPON2023110462 Tablets Metformin Hydrochloride IP 500mg (As extended Tablet 04-11-23
release)
Glimepiride IP 1 mg
Dapagliflozin, Metformin Each film coated tablet contains: M/s Sun Pharma Laboratories Limited Under Examination
Hydrochloride Extended Dapagliflozin Propanediol Monohydrate eq. to
57 RPON2023110463 Releaseand Glimepiride Dapagliflozin 10mg Tablet 04-11-23

Tablets

Metformin Hydrochloride IP 500mg (As extended
release)
Glimepiride IP 2 mg




Sitagliptin and Metformin
Hydrochloride Extended

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate eq. to Sitagliptin

M/s Synokem Pharmaceuticals Pvt. Ltd. /
M/s Mankind Pharma Ltd.

Under Examination

58 RPON2023110464 Releaseand Tablets 100mg Tablet 07-11-23
Metformin Hydrochloride IP 1000mg (As extended
release)
Sitagliptin Phosphate, Each film coated tablet contains: M/s Synokem Pharmaceuticals Pvt. Ltd. / Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin M/s Intas Pharmaceuticals Ltd.
59 RPON2023110465 and Glimepiride Tablets 50mg Tablet 07-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Synokem Pharmaceuticals Pvt. Ltd. / Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin M/s Intas Pharmaceuticals Ltd.
60 RPON2023110466 and Glimepiride Tablets 50mg Tablet 07-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg
Amikacin Sulphate Injection [Each 2ml vial contains: M/s Zen Pharma (P) Limited / M/s FDC Under Examination
IP Amikacin Sulphate IP 100mg Limited
61 RPON2023110467 Methylparaben IP 0.04% w/v Injection 08-11-23
Propyleparaben IP 0.01% w/v
Water for Injection qg.s.
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Eris Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Lifesciences Limited
62 RPON2023110468 and Glimepiride Tablets 50mg Tablet 08-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Eris Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Lifesciences Limited
63 RPON2023110469 and Glimepiride Tablets 50mg Tablet 08-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg
Framycetin Skin Cream Formula: M/s Encube Ethicals Private Limited Under Examination
Framycetin sulphate IP 1 %w/w
64 RPON2023110470 123110001 Preservatives Cream 08-11-23
Methyl Paraben IP 0.08%w/w
Propyl Paraben IP 0.04% w/w
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Abbott Healthcare Pvt. Ltd.
65 RPON2023110471 123110002 |and Glimepiride Tablets 50mg Tablet 08-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Abbott Healthcare Pvt. Ltd.
66 RPON2023110472 123110003 |and Glimepiride Tablets 50mg Tablet 08-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Glenmark Pharmaceuticals Limited
67 RPON2023110473 123110004 |and Glimepiride Tablets 50mg Tablet 08-11-23

Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg




Sitagliptin Phosphate,
Metformin Hydrochloride

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin

M/s Exemed Pharmaceuticals / M/s
Glenmark Pharmaceuticals Limited

Under Examination

68 RPON2023110474 123110005 |and Glimepiride Tablets 50mg Tablet 08-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Emcure Pharmaceuticals Limited
and Glimepiride Tablets 50mg
69 RPON2023110475 Metformin Hydrochloride IP 1000mg (Immediate Tablet 10-11-23
Release)
Glimepiride IP 1 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Emcure Pharmaceuticals Limited
and Glimepiride Tablets 50mg
70 RPON2023110482 Metformin Hydrochloride IP 1000mg (Immediate Tablet 10-11-23
Release)
Glimepiride IP 1 mg
7 RPON2023110476 Tranexamic Tablets Each unco.ated‘tablet contains: Tablet M/s Emcure Pharmaceuticals Limited 10-11-23 Under Examination
Tranexamic Acid IP 1000mg
Amoxycillin and Potassium |Each 5ml of reconstituted suspension contains: M/s Alps Communication Pvt. Ltd. / M/s Under Examination
Clavulanate Oral Suspension |Amoxycillin Trihydrate IP eq. to Amoxycillin 600mg oral Aristo Pharmaceuticals Pvt. Ltd.
72 RPON2023110477 123110006 Potassium Clavulanate Diluted IP eq. to Clavulanic Acid . 10-11-23
Suspension
42.9mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Torrent Pharmaceuticals Limited
73 RPON2023110478 123110007 |and Glimepiride Tablets 50mg Tablet 10-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Torrent Pharmaceuticals Limited
74 RPON2023110479 123110008 |and Glimepiride Tablets 50mg Tablet 10-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 1 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Exemed Pharmaceuticals / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Torrent Pharmaceuticals Limited
75 RPON2023110480 123110009 |and Glimepiride Tablets 50mg Tablet 10-11-23
Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg
Sitagliptin Phosphate, Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. / M/s Under Examination
Metformin Hydrochloride  [Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin Torrent Pharmaceuticals Limited
76 RPON2023110481 123110010 |and Glimepiride Tablets 50mg Tablet 10-11-23

Metformin Hydrochloride IP 1000mg
Glimepiride IP 2 mg




