STATUS OF RETAIL PRICE APPLICATIONS AS ON 15-12-2025

Sl. | Acknowledgement IPDMS Nam(.e of the . Manufacturer & Marketing | Date of receipt
Reference |Formulation / Brand Strength Unit . Remarks
No. Number Company of application
Number Name
Paclitgxe! Lipid suspension Each. vial contains: M/s Intas Pharmaceuticals Ltd. Clarification sought from
for Injection Paclitaxel IP 100 mg 04-07-2025 Company & DCGI dated 14-
1 RPON2025070402 125070002 Injection Complete documents 11-25
22-7-2025 reminder dated 24-11-2025
Paracetamol, Each uncoated tablets contains: Paracetamol IP M/s East African (I) Overseas/
Phenylephrine 500mg M/s Macleods Pharmaceuticals Ltd.
Hydrochloride and Phenylephrine Hydrochloride IP 10 mg
2 RPON2025070407 125070007 |Chlorpheniramine Maleate |Chlorpheniramine Maleate IP 2 mg Tablet 05-07-2025 Under Examination
Tablet
Calcium & Vitamin D3 Each film coated tablet contains: Calcium Carbonate M/s Akums Drugs &
tablets IP eq. to Elemental Calcium 500 mg pharmaceuticals Ltd./
Vitamin D3 IP 2000 IU. M/s Eris Lifesciences Ltd. Clarification sought from
3 RPON2025070427 125070030 Tablet 24-07-2025 Company dated 7-8-2025
reminder dated 19-8-2025
Calcium, Vitamin D3, Each film coated tablet contains: M/s Pure & Cure Healthcare Pvt.
Metylcobalamin, L- Calcium Carbonate IP 1250 mg Eq. to Elemental Ltd. 17-09-2025
4 RPON2025090462 125090016 ﬁ“;ﬁg{}fg}aﬁe Sﬁffs‘;’{;f; \C,if:;llr: Sg?;‘ 5000 1U Tablee | narmedied Complete documents| DT l‘:\]’;l’ggg;gd%“t
Tablets Methylcobalamin IP 1500 mcg 31-10-2025
L-Methylfolate Calcium 1 mg,
Linagliptin, Empagliflozin |Each film coated bilayer tablet contains: M/s Exemed Pharmaceuticals/
& Metformin Linagliptin 5 mg M/s Abbott Healthcare Pvt. Ltd. 29-09-2025
5 RPON2025090468 125090023  |Hydrochloride ER Tablets |Empagliflozin IP 25 mg, Tablet Complete documents Under Examination
Metformin Hydrochloride IP 1000 mg (extended- 25-10-2025
release form)
Sitagliptin, Empagliflozin & |Each film coated bilayer tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Abbott Healthcare Pvt. Ltd.
ER Tablets Sitagliptin 100 mg, Empagliflozin IP 10 mg,
Metformin Hydrochloride IP 1000 mg (extended- 29-09-2025
6 RPON2025090469 125090024 release form) Tablet Complete documents Under Examination
25-10-2025
Sitagliptin, Empagliflozin & |Each film coated bilayer tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Abbott Healthcare Pvt. Ltd.
ER Tablets Sitagliptin 100 mg, Empagliflozin IP 25 mg 30-09-2025 -
7 RPON2025090470 125090025 . g - ’ Tablet Complete documents Under Examination
Metformin Hydrochloride IP 1000 mg (extended- 25.10-2025

release form)




Cetirizine Ophthalmic
Solution

Each ml Contains:
Cetirizine Hydrochloride IP

M/s Akums Drugs &
pharmaceuticals Ltd./

8 RPON2025090471 125090027 Eqg. to Cetirizine 0.24 % w/v Eye Drops M/s Dr. Reddys Laboratories Ltd. 30-09-2025 Placed in 73rd MDC
Benzalkonium Chloride Solution IP 0.02 % v/v (As
preservative)
Sitagliptin, Gliclazide & Each film coated bilayered tablet contains: M/s Eris Lifesciences Ltd.
Metformin Sitagliptin phosphate Monohydrate IP eq. to
9 RPON2025100478 125100001  |Hydrochloride Sitagliptin 100 mg Tablet 01-10-2025 Placed in 73rd MDC
(SR) Tablets Gliclazide IP (As sustained release) 60 mg
Metformin hydrochloride IP (As sustained release)
500mg
Calcium & Vitamin D3 Each film coated tablet contains: Calcium Carbonate M/s Pure and Cure Healthcare Pvt.
tablets IP eq. to Elemental Calcium 500 mg Ltd./ Clarification sought from
10 RPON2025100481 125100006 Vitamin D3 IP 2000 IU Tablet M/s Eris Lifesciences Ltd. 07-10-2025 Company dated 7-11-2025
reminder dated 21-11-2025
Povidone-lodine & Composition: M/s Stedman Pharmaceuticals Pvt.
. . . RyeT o N . .
1 RPON2025100484 125100009 Metronidazole Ointment Pov.ldone lodine IP 5 % w/w (0.5 % w/w available Tablet Ltd. 07-10-2025 Draft Working Sheet
Iodine) uploaded
Metronidazole IP 1 % w/w
Aceclofenac & Each film coated tablet contains: M/s Shiva Biogenetic 09-10-2025
12 RPON2025100487 125100010 Paracetamol Tablets Aceclofenac IP 100 mg Tablet Pharmaceuticals Pvt. Ltd./ Complete documents Draft Working Sheet
Paracetamol IP 325 mg M/s Softdeal Pharmaceuticals Pvt. uploaded
Ltd. 15-10-2025
Mefenamic Acid & Each 5 ml contains: M/s Skymap Pharmaceuticals Pvt.
Paracetamol Suspension  |Mefenamic Acid IP 100 mg Paracetamol IP 250 mg Ltd./
M/s Glensmith Labs Pvt. Ltd. 10-10-2025 .
13 RPON2025100488 125100012 Suspension Complete documents |~ DTaft W‘l’rk(‘i“%Sheet
24-10-2025 Hploace
Mefenamic Acid & Each 5 ml contains: M/s Skymap Pharmaceuticals Pvt.
Paracetamol Suspension  |Mefenamic Acid IP 100 mg Paracetamol [P 250 mg Ltd./
M/s Jagsonpal Pharmaceuticals Ltd. 10-10-2025 f Kine Sh
14 RPON2025100489 125100013 Suspension Complete documents | "3 tzv?;a(‘i“eis eet
24-10-2025 P
Paracetamol & Each Uncoated Tablet Contains: M/s Indoco Remedies Ltd.
Chlorpheniramine Maleate |Paracetamol IP 325 mg
Tablets Chlorpheniramine Maleate IP 2 mg
15 RPON2025100492 125100011 Tablet 13-10-2025 Placed in 73rd MDC
Dapagliflozin & Each film coated tablet contains: Dapagliflozin M/s Exemed Pharmaceuticals/
Telmisartan Tablets Propanediol USP eq. to Dapagliflozin 10 mg M/s Glenmark Pharmaceuticals Ltd.
Telmisartan IP 40 mg
16 RPON2025100494 125100018 Tablet 15-10-2025 Placed in 73rd MDC




Empagliflozin, Linagliptin
& Metformin

Each film coated tablet contains: Empagliflozin 25
mg

M/s Pure and Cure Healthcare Pvt.
Ltd./

Hydrochloride Linagliptin 5 mg M/s MSN Laboratories Pvt. Ltd. 16-10-2025
17 RPON2025100495 125100020  |ER Tablets Metformin Hydrochloride IP 1000 mg Tablet Complete documents Under Examination
(as extended release ) 3-12-2025
Multiple Electrolytes and |Each 100 mL contains: M/s Otsuka Pharmaceuticals India
5% Dextrose Injection Sodium Chloride IP 526 mg Pvt. Ltd.
Type-1 USP Sodium Gluconate USP 502 mg
Sodium Acetate Trihydrate IP 368 mg
Potassium Chloride IP 37 mg . Draft Working Sheet
18 RPON2025100497 125100021 Magnesium Chloride Hexahydrate IP 30 mg Infusion 17-10-2025 uploade%
Dextrose Monohydrate IP 5000 mg
Sodium Hydroxide IP g.s. to pH adjustment
Hydrochloric Acid IP g.s. to pH adjustment
Water for Injections IP
Metformin Hydrochloride [Each Film Coated Bilayered Tablet Contains: M/s Akums Drugs &
(SR) & myo-Inositol Tablet |Metformin Hydrochloride IP 500 mg pharmaceuticals Ltd.
(As sustained release) M/s Mankind Pharma Ltd. 17102025
19 RPON2025100498 125100022 myo-Inositel IF 600 mg Tablet Complete documents | Draft Working Sheet
1-12-2025 uploaded
Sucralfate with Mupirocin |Composition: M/s Sunbeam Lifesciences Pvt. Ltd./
Ointment Active: Sucralfate, I.P 7.0% w/w, Mupirocin, I.P 2.0% M/s Fourrts India laboratories Pvt.
w/w Ltd. Clarification sought from
Company dated 4-11-2025
20 RPON2025100499 125100023 Ointment 25-10-2025 & reminder dated 25-11-
2025
Moxifloxacin Composition: M/s East African India overseas /
Hydrochloride & Ketorolac |Moxifloxacin Hydrochloride IP Eq. to Moxifloxacin M/s Torrent Pharmaceuticals Ltd.
Tromethamine Eye Drops [0.5% w/v 27-10-2025 .
21 RPON2025100500 125100016 Ketorolac Tromethamine IP 0.5 % w/v Eye Drops Complete documents Draft Working Sheet
Preservative: 5-11-2025 uploaded
Benzalkonium Chloride solution IP 0.01% w/v
Paracetamol, Each uncoated Bilayered tablet contains: M/s Prochem Pharmaceuticals Pvt.
Caffeine,Diphenhydramine |Paracetamol I[P 500mg Ltd. / Draft Working Sheet
22 RPON2025100501 125100027 |Hydrochloride & Caffeine (Anhydrous) IP 30mg Tablet M/s Softdeal Pharmaceuticals Pvt. 31-10-2025 g
Phenylephrine Diphenhydramine Hydrochloride IP 25mg Ltd. uploaded
Hydrochloride Tablets Phenylephrine Hydrochloride IP 5mg
Dextromethorphan Each 5 ml contains: M/s East African India overseas /
Hydrobromide, Dextromethorphan Hydrobromide IP 15 mg M/s SRK Puremed LLP
Phenylephrine Phenylephrine Hydrochloride IP 5mg 01-11-2025 Draft Working Sheet
23 RPON2025110502 125110002 Hydrochloride & Chlorpheni ine Maleate IP 2 Syrup Complete documents loaded
ydrochloride orpheniramine Maleate mg 27-11-2025 uploade

Chlorpheniramine Maleate
Tablets




Mefenamic acid &
Paracetamol oral

Each 5 ml contains:
Mefenamic acid IP 50 mg

M/s East African India overseas /
M/s SRK Puremed LLP

suspension Paracetamol IP 125 mg
24 RPON2025110504 125110004 Oral Suspension 01-11-2025 Draft Working Sheet
uploaded
Mefenamic acid & Each 5 ml contains: M/s East African India overseas / 01-11-2025
25 RPON2025110505 125110005 Paraceta?mol oral Mefenamic acid IP 100 mg Oral Suspension M/s SRK Puremed LLP Complete documents Draft Working Sheet
suspension Paracetamol IP 250 mg uploaded
15-11-2025
Paracetamol, Each uncoated tablet contains: Paracetamol IP 500 M/s East African India overseas /
Phenylephrine mg Phenylephrine Hydrochloride IP 10 mg M/s Intas Pharmaceuticals Ltd. Draft Working Sheet
26 RPON2025110506 125110006 |Hydrochloride & Chlorpheniramine Maleate IP 2 mg Tablet 03-11-2025 ra (l’r ;“gd ee
Chlorpheniramine uploade
Maleate Tablets
Atorvastatin & Ezetimibe |Each Film Coated Tablet Contains: Atorvastatin M/s Pure and Cure Healthcare Pvt.
Tablets Calcium IP Eq. to Atorvastatin 80mg Ltd./
Ezetimibe IP 10mg M/s Eris Lifesciences Ltd. )
27 RPON2025110507 125110007 Tablet 03-11-2025 Draft Working Sheet
uploaded
Tropicamide, Each ml contains: M/s Samarth Life Sciences Pvt. Ltd.
Phenylephrine Tropicamide IP 0.2 mg
Hydrochloride & Lidocaine |Phenylephrine Hydrochloride IP 3.1 mg 03-11-2025
28 RPON2025110508 125110001 Hydrochloride Injection Lidocaine Hydrochloride IP 10 mg Ampoule Complete documents Draft Working Sheet
uploaded
21-11-2025
Vitamin D3 nano syrup Each 5ml Contains: M/s Unicare India Ltd./
Cholecalciferol IP 60,000 IU M/s Obsurge Biotech Ltd. 04-11-2025 Draft Working Sheet
29 RPON2025110509 125110008 (in Nano Droplet Form) Syrup Complete documents raft Working Shee
uploaded
28-11-2025
Bisoprolol fumarate & Each film coated Bi-layered tablet contains: M/s Mascot Health series Pvt. Ltd./ Draft Working Sheet
30 RPON2025110510 125110009 |Telmisartan Tablets Bisoprolol fumarate IP 2.5 mg Tablet M/s Primus Remedies Pvt. Ltd. 05-11-2025 ra ‘l’r (‘i“% ee
Telmisartan IP 40 mg uploade
Bisoprolol fumarate & Each film coated Bi-layered tablet contains: M/s Mascot Health series Pvt. Ltd./ Draft Working Sheet
31 RPON2025110511 125110010 |Telmisartan Tablets Bisoprolol fumarate IP 5 mg Tablet M/s Primus Remedies Pvt. Ltd. 05-11-2025 ra oring Shee
. uploaded
Telmisartan IP 40 mg
Dextromethorphan Each 5 ml contains: M/s East African (I) Overseas/
Hydrobromide, Dextromethorphan M/s ]. B. Chemicals &
Phenylephrine Hydrobromide IP 10mg Pharmaceuticals Ltd Clarification sought from
32 RPON2025110512 125100025 |Hydrochloride & Phenylephrine Hydrochloride IP 5mg Syrup 07-11-2025 Company dated 14-11-2025

Chlorpheniramine Maleate
Syrup

Chlorpheniramine Maleate IP 2mg

reminder dated 28-11-2025




Dextromethorphan

Each 5 ml contains:

M/s East African (I) Overseas/

Hydrobromide, Dextromethorphan M/s ]. B. Chemicals &
Phenylephrine Hydrobromide IP 10mg Pharmaceuticals Ltd Clarification sought from
33 RPON2025110513 125100026 |Hydrochloride & Phenylephrine Hydrochloride IP 5mg Syrup 07-11-2025 Company dated 14-11-2025
Chlorpheniramine Maleate |Chlorpheniramine Maleate IP 2mg reminder dated 28-11-2025
Syrup
Glycopyrronium, Each Smartule contains: Glycopyrrolate IP Eq. to M/s Glenmark Pharmaceuticals Ltd.
Formoterol Glycopyrronium 25 mcg
34 RPON2025110514 125110011 Fumarate and Budesonide |Formoterol Fumarate Dihydrate IP Eq. to SMARTULES 07-11-2025 Placed in 73rd MDC
Inhalation Suspension Formoterol Fumarate 20 mcg Budesonide IP 500
Meropenem & Sulbactam |Each vial contains: Sulbactam Sodium IP (Sterile) M/s Gufic Biosciences Ltd./
Injection eq. to Sulbactam 500 mg M/s Intas Pharmaceuticals Ltd. Draft Working Sheet
35 RPON2025110515 125110014 Meropenem IP (Sterile) eq to Anhydrous Vial 13-11-2025 T oloade e
Meropenem 1000 mg Sodium Carbonate IP (As uploade
buffer) (Sterile) eq to Sodium 90.2 mg
Bilastine & Montelukast Each film coated bilayered tablet contains: M/s Akums Drugs &
Tablets Bilastine 40mg, Pharmaceuticals Ltd./ Draft Working Sheet
36 RPON2025110516 125110015 Montelukast Sodium IP eq. to Montelukast10mg Tablet M/s Cipla Ltd. 14-11-2025 uploaded
Paroxetine & Clonazepam |Each hard gelatin capsule contains: M/s Windlas Biotech Ltd./
Capsule Paroxetine Hydrochloride Hemihydrate Eq. to M/s Ipca Laboratories Ltd.
Paroxetine 12.5 mg (as enteric coated controlled
release tablet) 14-11-2025 Draft Working Sheet
37 RPON2025110517 125110016 Capsule Complete documents
Clonazepam IP 0.25 mg (as uncoated Clonazepam uploaded
21-11-2025
Tablets IP)
Levocetirizine Each 5ml contains: M/s Tirupati Medicare Ltd./
Dihydrochloride & Levocetirizine Dihydrochloride IP 2.5 mg M/s German Remedies
38 RPON2025110518 125110017 Montelukast Sodium Syrup [Montelukast Sodium IP eq. to Montelukast 4 Mg Syrup Pharmaceuticals Pvt. Ltd. 14-11-2025 Draft Working Sheet
uploaded
Paracetamol, Each 5 ml contains: M/s Mascot Health Series Pvt. Ltd./
Phenylephrine Paracetamol IP 125mg M/s Macleods Pharmaceuticals Ltd.
Hydrochloride & Phenylephrine Hydrochloride IP 5mg Draft Working Sheet
39 RPON2025110519 125110019 Chlorpheniramine Chlorpheniramine Maleate IP 2mg Syrup 17-11-2025 uploaded
Maleate Suspension
Paracetamol, Each 5 ml contains: M/s Mascot Health Series Pvt. Ltd./
Phenylephrine Paracetamol IP 250 mg M/s Macleods Pharmaceuticals Ltd.
Hydrochloride & Phenylephrine Hydrochloride IP 5mg Draft Working Sheet
40 RPON2025110520 125110020 Chlorpheniramine Chlorpheniramine Maleate IP 2mg Syrup 17-11-2025 uploaded
Maleate Suspension
Metformin Hydrochloride |Each Film Coated Bilayered Tablet Contains: M/s Akums Drugs & 17-11-2025
4 RPON2025110521 125110021 (SR) & myo-Inositol Tablet Metforml.n Hydrochloride IP 500 mg Tablet pharmaceuticals Ltd. . Complete documents Draft Working Sheet
(As sustained release) M/s Emcure pharmaceuticals Ltd. uploaded
. 5-12-2025
myo-Inositol IP 600 mg
Paracetamol, Each 5 ml contains: M/s Mascot Health Series Pvt. Ltd./
Phenylephrine Paracetamol IP 250 mg M/s Stedman Pharmaceuticals Pvt. Draft Working Sheet
42 RPON2025110522 125110023  |Hydrochloride & Phenylephrine Hydrochloride IP 5 mg Suspension |Ltd. 17-11-2025 ra up?gag;% ee

Chlorpheniramine Maleate
Suspension

Chlorpheniramine Maleate IP 2 mg




Cholecalciferol (Vitamin

Each 5 ml contains:

M/s Ravenbhel Healthcare Pvt. Ltd./

43 RPON2025110523 125110013 D3 Oral Solution Cholecaciferol IP 60000 (In Nano Droplet form) Suspension M/s Troikaa Pharmaceuticals Ltd. 20-11-2025 Draft Working Sheet
uploaded
Olmesartan Medoxomil, Each film coated tablet contains: M/s Windlas Biotech Ltd./
Amlodipine & Olmesartan Medoxomil IP 20 mg M/s Alkem Wellness Ltd. I
Hydrochlorothiazide Amlodipine Besilate IP Clarification sought from
44 RPON2025110524 125110024 . Tablet 21-11-2025 Company dated 2-12-25
Tablets Eg. to Amlodipine 5 mg
Hydrochlorothiazide IP 12.5 mg
Olmesartan Medoxomil, Each film coated tablet contains: M/s Windlas Biotech Ltd./
Amlodipine & Olmesartan Medoxomil IP 40 mg M/s Alkem Wellness Ltd. I
Hydrochlorothiazide Amlodipine Besilate IP Clarification sought from
45 RPON2025110525 125110025 . Tablet 21-11-2025 Company dated 2-12-25
Tablets Eg. to Amlodipine 5 mg
Hydrochlorothiazide IP 12.5 mg
Empagliflozin, Sitagliptin & |Each film coated bilayer tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Empagliflozin 10 mg M/s Kollectcare Pvt. Ltd. Clarification sought from
Extended Release Tablets |Metformin Hydrochloride (As Extended-Release) IP Company dated 26-11-2025
46 RPON2025110528 125110028 1000 mg Tablet 24-11-2025 & reminder dated 5-12-
Sitagliptin Phosphate Monohydrate IP Sitagliptin 2025
100 mg
Empagliflozin, Sitagliptin & |Each film coated bilayer tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Empagliflozin 25 mg M/s Kollectcare Pvt. Ltd. Clarification sought from
Extended Release Tablets |Metformin Hydrochloride (As Extended-Release) IP Company dated 26-11-2025
47 RPON2025110529 125110029 1000 mg Tablet 24-11-2025 & reminder dated 5-12-
Sitagliptin Phosphate Monohydrate IP Sitagliptin 2025
100 mg
Albendazole & Ivermectin |Each 5ml contains: M/s Yacca Lifesciences Pvt. Ltd./
48 RPON2025110530 125110030 |Suspension Albendaz_ole IP 200 mg Suspension M/s Wockhardt Ltd. 27.11-2025 Draft Working Sheet
Ivermectin IP 3 mg uploaded
Gemcitabine Each ml contains: M/s Sun Pharmaceutical Industries
Hydrochloride Injection 10 |Gemcitabine Hydrochloride IP eq. to Ltd/
49 RPON2025110531 125110031 | ™&/m) (1200 mg/120 mL) |Gemcitabine 10 mg Injection | "1/ Sun Pharma Laboratories Ltd. 28-11-2025 Under Examination
Sodium Chloride IP 9 mg
Water for Injection IP
Gemcitabine Each ml contains: M/s Sun Pharmaceutical Industries
Hydrochloride Injection 10 |Gemcitabine Hydrochloride IP eq. to Ltd/
50 RPON2025110532 125110032 | ™&/m(1400 mg/140mL) |Gemcitabine 10 mg Injection | "1/ Sun Pharma Laboratories Ltd. 28-11-2025 Under Examination
Sodium Chloride IP 9 mg
Water for Injection IP
Gemcitabine Each ml contains: M/s Sun Pharmaceutical Industries
Hydrochloride Injection 10 |Gemcitabine Hydrochloride IP eq. to Ltd/
51 RPON2025110533 125110033 | ™&/m) (1600 mg/160 mL) |Gemcitabine 10 mg Injection | "1/ Sun Pharma Laboratories Ltd. 28-11-2025 Under Examination

Sodium Chloride IP 9 mg
Water for Injection IP




Calcium Aspartate, Calcium
Orotate,Calcitriol, Minerals
& vitamins tablets

Each Film Coated Tablets Contains: Calcium
Aspartate 500 mg

Calcium Orotate 500 mg

Calcitriol IP 0.25 mcg

M/s Troikaa Pharmaceutical Ltd.

. . 29-11-2025
Zinc 7.5 As Zinc Sulphate Monohydrate IP i
52 RPON2025110534 125110034 inc 7.5 mg (As Zinc Sulphate Monohydrate IP) Tablet Complete documents | Draft Working Sheet
Magnesium Hydroxide IP 50 mg Hydroxocobalamin uploaded
2-12-2025
[P 100 mcg
Folic Acid IP 1.5 mg
Calcium Citrate,Vitamin Each Film Coated Tablets Contains: Calcium Citrate M/s Troikaa Pharmaceutical Ltd.
D3, Methylcobalamin, USP 1000 mg 29-11-2025
Pyridoxine HCL & Folic Vitamin D3 [P 200 IU Methylcobalamin IP 500 mcg o Draft Working Sheet
53 RPON2025110535 125110035 Acid Tablets Pyridoxine Hydrochloride IP 10 mg Folic Acid IP 5 Tablet Compzleiez dZOOC;;nents uploaded
mg e
Phenylephrine Each 5ml contains: M/s East African (I) Overseas/
Hydrochloride Phenylephrine Hydrochloride IP 5 mg M/s SRK puremed LLP Draft Working Sheet
54 RPON2025110536 125110036 & Chlorpheniramine Chlorpheniramine Maleate IP 2 mg Syrup 20-11-2025 uploaded
Maleate Syrup
Mefenamic acid & Each uncoated tablet contains: M/s East African (I) Overseas/ Draft Working Sheet
55 RPON2025110537 125110037 |Paracetamol Tablet Mefenamic Acid IP 500mg Tablet M/s SRK puremed LLP 29-11-2025 ratt Working shee
uploaded
Paracetamol IP 325mg
Chlorpheniramine Maleate, |[Each 5 ml contains M/s East African (I) Overseas/
Phenylephrine Chlorpheniramine Maleate IP 2 mg M/s SRK puremed LLP
Hydrochloride Phenylephrine Hydrochloride IP 5 mg
125110039 & Dextromethorphan Dextromethorphan Hydrobromide IP 10 mg
56 RPON2025110538 & . Syrup 29-11-2025 Under Examination
Hydrobromide Syrup
125110040
Sitagliptin, Glimepiride & |Each film coated tablet contains: Sitagliptin M/s Mascot Health Series Pvt. Ltd./
Metformin Hydrochloride |Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Systopic laboratories Pvt Ltd
Tablets Metformin Hydrochloride IP 1000mg Glimepiride IP
1mg
57 RPON2025120539 125110038 Tablet 02-12-2025 Under Examination
Sitagliptin, Glimepiride & |Each film coated tablet contains: Sitagliptin M/s Mascot Health Series Pvt. Ltd./
Metformin Hydrochloride |Phosphate Monohydrate IP eq. to Sitagliptin 50mg M/s Systopic laboratories Pvt Ltd
Tablets Metformin Hydrochloride IP 1000mg Glimepiride IP
2mg
58 RPON2025120540 125110041 Tablet 02-12-2025 Under Examination




Dapagliflozin &
Telmisartan Tablets

Each film coated tablet contains: Dapagliflozin
Propanediol USP eq. to Dapagliflozin 10 mg
Telmisartan IP 40 mg

M/s Eris Lifesciences Ltd.

59 RPON2025120541 125120003 Tablet 02-12-2025 Under Examination
Bisoprolol fumarate & Each uncoated bilayered tablet contains: M/s Windlas Biotech Ltd./ .
60 RPON2025120542 125120001 Telmisartan Tablets Bisoprolol fumarate IP 2.5 mg Tablet M/s Dr. Reddys Laboratories Ltd. 02-12-2025 Draft W(l)rk(lin%Sheet
Telmisartan IP 40 mg uploade
Bisoprolol fumarate & Each uncoated bilayered tablet contains: M/s Windlas Biotech Ltd./ .
61 RPON2025120543 125120002 Telmisartan Tablets Bisoprolol fumarate IP 5 mg Tablet M/s Dr. Reddys Laboratories Ltd. 02-12-2025 Draft Working Sheet
. uploaded
Telmisartan IP 40 mg
Metformin Hydrochloride [Each Film Coated Bilayered Tablet Contains: M/s Akums Drugs & 03-12-2025
62 RPON2025120544 125120004 |(SR) & myo-Inositol Tablet Metforml.n Hydrochloride IP 500 mg Tablet pharmaceuticals Ltd. . Complete documents Draft Working Sheet
(As sustained release) M/s Torrent pharmaceuticals Ltd. uploaded
. 8-12-2025
myo-Inositol [P 600 mg
Cetirizine Ophthalmic Each ml contains: . M/s Akums Drugs &
125120005 Solution Cetirizine Hydrochloride Eq. to Cetirizine 0.24% pharmaceuticals Ltd.
63 RPON2025120545 w/v Eye Drops M/s Mankind Pharma. Ltd. 04-12-2025 Under Examination
Benzalkonium Chloride Solution 0.02% v/v (As
preservative)
Cefuroxime & Potassium  |Each film coated tablet contains: Cefuroxime Axetil M/s Theon pharmaceuticals Ltd.
64 RPON2025120546 125120006 |Clavulanate Tablets IP eq. to Anhyfirous Cefuroxime 250 n.lg Pqtassmm Tablet M/s Emcure Lifesciences Pvt. Ltd. 05-12-2025 Under Examination
Clavulanate Diluted IP eq. to Clavulanic Acid 125 mg
Cefuroxime & Potassium  |Each film coated tablet contains: Cefuroxime Axetil M/s Theon pharmaceuticals Ltd.
65 RPON2025120547 125120007 |Clavulanate Tablets IP eq. to Anhyfirous Cefuroxime 500 n.lg Pqtassmm Tablet M/s Emcure Lifesciences Pvt. Ltd. 05-12-2025 Under Examination
Clavulanate Diluted IP eq. to Clavulanic Acid 125 mg
Clindamycin & Clindamycin Phosphate IP M/s Om Sai Pharma Pack
125120008 Tretinoin Gel Equivalent to Clindamycin 1.0% w/w M/s Cipla Ltd.
66 RPON2025120548 Tretinoin USP. 0.025% w/w Gel 05-12-2025 Under Examination
(As microspheres)
Silicone gel base
Aspirin Gastro resistance & |Each hard gelatin capsule contains: M/s Synokem pharmaceuticals Ltd.
Atorvastatin Capsules Aspirin IP 75 mg (as gastro-reistance pellets) M/s Alkem Wellness Ltd. o
125120009 Atorvastatin Calcium IP eq. to Atorvastatin 10 mg Clarification sought from
67 RPON2025120549 Capsule 05-12-2025 Company dated 9-12-2025
(as pellets)
Atorvastatin & Clopidogrel |Each hard gelatin capsule contains: M/s Synokem pharmaceuticals Ltd.
Capsules Atorvastatin Calcium IP eq. to Atorvastatin 10 mg M/s Alkem Wellness Ltd. o
125120010 (as pellets) Clarification sought from
68 RPON2025120550 Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg Capsule 05-12-2025 Company dated 9-12-2025
(as pellets)
Mecobalamin, Alpha Lipoic |Each film coated tablet contains: Mecobalamin 1500 M/s JK Print Pack (Pharma Division)
Acid, Vitamin D3, mcg M/s Mankind Prime Labs Pvt. Ltd.
125120011 Pyridoxine Hydrochloride |Alpha Lipoic Acid IP 100 mg
69 RPON2025120551 & Folic Acid Tablets Vitamin D3 IP 1000 [U Tablet 05-12-2025 Under Examination

Pyridoxine Hydrochloride IP 3 mg Folic Acid IP 1.5
mg




Enteric Coated
Pantoprazole &

Each hard gelatin capsule contains:
Pantoprazole Sodium Sesquihydrate IP Equivalent

M/s Innova Captab Ltd.
M/s Emcure Pharmaceuticals Ltd.

70 RPON2025120552 125120012 |Sustained Release to Pantoprazole 40 mg Capsule 09-12-2025 Under Examination
Levosulpiride Capsules (As enteric coated pellets)
Levosulpiride 75 mg
(As sustained release tablet)
Metformin Hydrochloride |Each Film Coated Bilayered Tablet Contains: M/s Akums Drugs &
71 RPON2025120553 125120013 (SR) & myo-Inositol Tablet Metformi.n Hydrochloride IP 500 mg Tablet pharmaceuticals Ltd. . 09-12-2025 Under Examination
(As sustained release) M/s Sun Pharma Laboratories
myo-Inositol IP 600 mg Limited
Ciprofloxacin and Each film-coated tablet contains: M/s East African (I) overseas
72 RPON2025120554 125120014 | | nidazole Tablets Ciprofloxacin Hydrochloride Tablet  |M/S SRKPuremed LLP 10-12-2025 Under Examination
IP Eq. to Ciprofloxacin 500mg
Tinidazole IP 600mg
Mefenamic Acid & Each film coated tablet contains: M/s East African (I) overseas
73 RPON2025120555 125120015 |Dicyclomine Tablets Mefenamic Acid IP 250 mg Tablet M/s SRK Puremed LLP 10-12-2025 Under Examination
Dicyclomine Hydrochloride IP 10 mg
Drotraverine & Mefanamic |Each film coated tablet contains: M/s East African (I) overseas
74 RPON2025120556 125120017  |Acid tablets Mefenamic Acid IP 250 mg. Tablet M/s SRK Puremed LLP 10-12-2025 Under Examination
Drotaverine Hydrochloride IP 80 mg
Paracetamol & Each 5 ml Contains: M/s Indoco Remedies Ltd.
Chlorpheniramine Paracetamol IP 125 mg .
75 RPON2025120557 125120020 Maleate Syrup Chlorpheniramine Maleate IP 1.5 mg Syrup 11-12-2025 Under Examination
Gliclazide modified release |Each Uncoated Bilayered Tablet M/s Mascot Health series Pvt. Ltd./
& Metformin contains: M/s Primus Remedies Pvt. Ltd.
Hydrochlordie extended  |Gliclazide IP 30mg (in modified release form)
76 RPON2025120558 125120018 |release Tablets Metformin Hydrochlordie IP 500mg (in extended Tablet 12-12-2025 Under Examination
release form)
Gliclazide modified release |Each Uncoated Bilayered Tablet M/s Mascot Health series Pvt. Ltd./
& Metformin contains: M/s Primus Remedies Pvt. Ltd.
Hydrochlordie extended  |Gliclazide IP 60 mg (in modified release form)
77 RPON2025120559 125120019 release Tablets Metformin Hydrochlordie IP 500mg (in extended Tablet 12-12-2025 Under Examination
release form)
Telmisartan, Cilnidipine & |Each film coated tablet contains: Telmisartan IP 40 M/s Glenmark Pharmaceuticals Ltd.
Chlorthalidone Tablets mg
78 RPON2025120560 125120021 Cilnidipine IP 10 mg Tablet 15-12-2025 Under Examination

Chlorthalidone IP 12.5 mg




