STATUS OF RETAIL PRICE APPLICATIONS AS ON 30.06.2026

IPDMS Name of the . .
SL . . Manufacturer & Marketing | Date of receipt
No Reference Formulation / Strength Unit Compan of application Remarks
) Number Brand Name pany PP
Paclitaxel Lipid suspension |Each vial contains: M/s Intas Pharmaceuticals Ltd.
for Injection Paclitaxel IP 100 mg
04-07-2025 .
1 125070002 Injection Complete documents Placed in 78th MDC
22-07-2025
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 [P 2000 IU. M/s Eris Lifesciences Ltd.
2 125070030 Tablet 24-07-2025 Draft working sheet uploaded
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./
Vitamin D3 IP 2000 IU M/s Eris Lifesciences Ltd.
3 125100006 Tablet 07-10-2025 Under Examination
Gentamicin Each ml contains: M/s Cotec Healthcare Pvt. Ltd/
Injection ?:(I)l(;?)%lidl)l i;lphate IPltlaql. to Gebntamic(;liggse y M/s TTK Healthcare Ltd. Placed in 76th MDC
1U) 40mg Menthyl Paraben IP 0.18% w/v _ Clarification sought from
4 126020013 Propyl Paraben IP 0.02% w/v (as preservative) Injection 12-02-2026 company letter dated 17-4-26 &
reminder dated 21-5-2026
Tenecteplase Injection Each vial contains: M/s Boehringer Ingelheim India Pvt.
Tenecteplase 50 mg (10000 units) Ltd. 27-02-2026
5 126020039 Vial Complete documents Placed in 77th MDC
31-03-2026
Methylprednisolone Each Uncoated Tablet contains: Methylprednisolone M/s Foregen Helathcare Ltd./
Tablets 4 mg M/s Zorvia Healthcare Ltd. Clarification sought from DCGI
dated 17-4-26
6 126030027 Tablet 23-03-2026 reminder dated 27-4-26 & 13-5-

26




Methylprednisolone
Tablets

Each Uncoated Tablet contains: Methylprednisolone
16 mg

M/s Foregen Helathcare Ltd./
M/s Zorvia Healthcare Ltd.

Clarification sought from DCGI
dated 17-4-26
reminder dated 27-4-26 & 13-5-

7 126030028 Tablet 23-03-2026 26
Nepafenac& Moxifloxacin |Composition: M/s Akums Drugs &
Ophthalmic Solution Nepafenac IP 0.1% w/v Pharmaceuticals Ltd./
Moxifl in Hydrochloride IP Eq. Moxifl i M/s Cipla Ltd.
8 126030039 o ‘5’;2 v‘;’/(icm ydrochioride 1 5q. Moxifoxacii Solution /s Cipla 30-03-2026 Placed in 77th MDC
Benzalkonium Chloride Solution IP 0.01% w/v (As
Preservative)
Diclofenac,Diethylamine, Composition: M/s Sun Pharmaceutical Industries
Menthol & Methyl Diclofenac Diethylamine IP eq. to Diethylamine Ltd. Clarification sought from
9 126030048 Salicylate Aqueous Topical |Sodium 2% w/w Gel Com311e_t(t)33<i(2JS§t?1ents company letter dated 28-04-2026
Gel Menthol IP 5% w/w 86—05—2026 & reminder dated 25-05-2026 &
Methyl Salicylate IP 10% w/w 19-6-2026
Preservative:
Netarsudil & Latanoprost |Each ml contains: M/s Pure and Cure Healthcare Pvt.
Ophthalmic Solution Netarsudil Mesylate Ltd./
Eg. to Netarsudil 0.2 m M/s Sun Pharma Laboratories Ltd 01-04-2026
10 126040001 4 > mg Eye Drops ’ Complete documents Placed in 77th MDC
Latanoprost IP 0.05 mg 10-04-2026
Benzalkonium Chloride IP 0.2 mg
(As preservative)
Telmisartan & Each uncoated bilayered tablet contains: M/s Windlas Biotech Ltd./ 06-04-2026
Chlorthalidone Tablet Telmisartan IP 40 M/s Alkem Wellness Ltd. o
11 126040009 orthatidone Tablets emisartan me Tablet /s Alkem Wellness Complete documents | Draft working sheet uploaded
Chlorthalidone IP 12.5 mg
20-05-2026
Telmisartan & Each uncoated bilayered tablet contains: M/s Windlas Biotech Ltd./ 06-04-2026
Chlorthalidone Tablet Telmisartan IP 80 M/s Alkem Wellness Ltd. o
12 126040010 orthatidone Tablets emisartan me Tablet /s Alkem Wellness Complete documents | Draft working sheet uploaded
Chlorthalidone IP 12.5 mg
20-05-2026
Amoxicillin and Each Uncoated Dispersible tablet contains: M/s Malik Lifesciences Pvt. Ltd./
Potassiumm Amoxicillin Trihydrate Eq. to Amoxicillin 400 mg M/s Mankind Pharma Ltd.
. . . . . . 17-04-2026
Clavulanate Dispersible Potassium Clavulanate Diluted Eq. to Clavulanic Acid .
13 126040021 Tablet Complete documents | Draft working sheet uploaded
Tablets 57 mg
08-05-2026
Imatinib Oral Solution Each ml contains: M/s Beta Drugs Ltd.
14 126040022 Imatinib Mesylate IP Eq. to Imatinib 80 mg Oral Solution 17-04-2026 Placed in 77th MDC
Combikit of Darunavir 800 |Part A- M/s Emcure Pharmaceuticals Ltd.
mg and Ritonavir 100 mg  |Each film coated tablet contains: Darunavir
Tablets & Dolutegravir Ethanolate IP Eq. to Darunavir 800 mg
Tablets IP 50 mg Ritonavir I[P 100 mg 17-04-2026
15 126040023 Part B- Tablet Complete documents Placed in 77th MDC
Each film coated tablet contains Dolutegravir 04-05-2026

Sodium IP Eq. to Dolutegravir 50 mg




Telmisartan &
Chlorthalidone Tablets

Each uncoated bilayered Tablet Contains:
Telmisartan [P 40 mg
Chlorthalidone IP 6.25 mg

M/s Windlas Biotech Ltd./
M/s Alkem Wellness Ltd.

24-04-2026
Complete documents .
16 126040031 Tablet 20-05-2026 Draft working sheet uploaded
Nebivolol hydrochloride Each uncoated tablet contains: M/s Windlas Biotech Ltd./
and Amlodipinee Tablets  |Nebivolol hydrochloride IP M/s Alkem Wellness Ltd.
eq. to Nebivolol 5 mg
Amlodipine Besilate IP 28-04-2026
17 126040039 eq. to Amlodipine 5 mg Tablet Complete documents | Draft working sheet uploaded
21-05-2026
Olmesartan Medoxomil Each film coated tablet contains: M/s Windlas Biotech Ltd./
and Amlodipinee Tablets |Olmesartan Medoxomil IP 20 mg Amlodipine M/s Alkem Wellness Ltd.
Besilate IP 28-04-2026
18 126040040 eq. to Amlodipine 5 mg Tablet Complete documents | Draft working sheet uploaded
21-05-2026
Glimepiride, Voglibose and |Each uncoated bilayered tablet contains: M/s Windlas Biotech Ltd./
Metformin Hydrochloride |Glimepiride IP 0.5mg M/s Primus Remedies Pvt. Ltd. 28-04-2026
19 126040041 |sustained release Tablets |Voglibose IP 0.2mg Tablet Complete documents Draft working sheet uploaded
Metformin Hydrochloride IP 500mg (as sustained 06-06-2026
release form)
Cetirizine Hydrochloride Each ml contains: M/s Indoco Remedies Ltd.
Drops Cetirizine Hydrochloride IP 10 mg
29-04-2026
20 126040044 Drops Complete documents | Draft working sheet uploaded
11-05-2026
Vitamin D3 Oral Solution ~ [Each 5 ml contains: M/s Tirupati Medicare Ltd./
Cholecalciferol IP 60000 IU M/s German Remedies
(In nano droplet form) Pharmaceuticals Pvt. Ltd.
21 126040045 Oral Solution 30-04-2026 Draft working sheet uploaded




Aspirin gastro-resistant &
Atorvastatin capsule

Each hard gelatin capsule contains:
Aspirin IP 75 mg (as gastro-resistant white colored

M/s Windlas Biotech Ltd./
M/s Aristo Pharmaceuticals Pvt. Ltd.

pellets) 01-05-2026
22 126050001 Atorvastatin Calcium IP eq. to Atorvastatin 20 mg (as Capsule Complete documents | Draft working sheet uploaded
. 14-05-2026
green colored spherical pellets)
Nebivolol Hydrochloride  |Each uncoated bilayered tablet contains: M/s Windlas Biotech Ltd./
and Telmisartan Tablets Nebivolol Hydrochloride IP Eq. to Nebivolol 2.5 mg M/s Torrent Pharmaceuticals Ltd. 04-05-2026 Placed in 78th MDC
23 126050002 Telmisartan IP 40 mg Tablet Complete documents acedin
21-05-2026
Amlodipine, Bisoprolol & |[Each film coated tablet contains: Amlodipine M/s Ravenbhel Healthcare Pvt. Ltd./
Telmisartan Tablets Besylate IP eq. to Amlodipine 5 mg M/s Glenmark Pharmaceuticals Ltd.
24 126050003 Bisoprolol FumaratelP 2.5 mg Telmisartan IP 40 mg Tablet 05-05-2026 Placed in 77th MDC
Amlodipine, Bisoprolol & |[Each film coated tablet contains: Amlodipine M/s Ravenbhel Healthcare Pvt. Ltd./
Telmisartan Tablets Besylate IP eq. to Amlodipine 5 mg M/s Glenmark Pharmaceuticals Ltd.
Bisoprolol FumaratelP 5 mg
Telmisartan IP 40 mg
25 126050004 Tablet 05-05-2026 Placed in 77th MDC
Telmisartan, Amlodipine & |Each film coated tablet contains: M/s Ravenbhel Healthcare Pvt. Ltd./
Bisoprolol Tablets Amlodipine Besylate IP eq. to Amlodipine 5 mg M/s Torrent Pharmaceuticals Ltd. 07-05-2026
26 126050006 Bisoprolol Fumarate IP 5 mg Telmisartan IP 40 mg Tablet Complete documents Placed in 77th MDC
13-05-2026
Telmisartan, Amlodipine & |Each film coated tablet contains: M/s Ravenbhel Healthcare Pvt. Ltd./
Bisoprolol Tablets Amlodipine Besylate IP eq. to Amlodipine 5 mg M/s Torrent Pharmaceuticals Ltd. 07-05-2026
27 126050007 Bisoprolol Fumarate IP 2.5 mg Telmisartan [P 40 mg Tablet Complete documents Placed in 77th MDC
13-05-2026
Cilnidipine & Telmisartan |Each Film coated tablet contains: Cilnidipine IP M/s Synokem Pharmaceuticals Ltd./
Tablets 10mg M/s FDC Ltd.
Telmisartan IP 40mg 08-05-2026
28 126050008 Tablet Complete documents Draft working sheet uploaded
11-05-2026
Vitamin D3 Oral Solution  |Each 5ml Contains: M/s Windlas Biotech Ltd./
Cholecalciferol IP 60000 IU M/s FDC Ltd.
(In Nano Droplet Form) 08-05-2026
29 126050009 Oral Solution Complete documents Draft working sheet uploaded

31-05-2026




Combikit of Clarithromycin

Each Strip Contains:

M/s Malik Lifesciences Pvt. Ltd./

Tablets IP, Pantoprazole A. Clarithromycin Tablets IP (2 Tablets) M/s Aristo Pharmaceuticals Pvt. Ltd. 08-05-2026 laced i h
30 126050010 Tablets IP & Amoxicillin Each Film Coated Tablet Contains: Combi Kit Complete documents Placed in 78th MDC
Tablets Clarithromycin IP 500 mg 28-05-2026
B. Pantoprazole Tablets IP (2 Tablets)
Atorvastatin & Ezetimibe  |Each film coated tab contains: M/s Mascot Helath Series Pvt. Ltd./
Tablet At tatin Calci IP Eq to At tatin 10 M/s Pri R dies Pvt. Ltd.
31 | 126050011 | “>°° orvastatin Lacium T Eq to Atorvastatin 29mg Tablet /s Primus Remedies Pv 09-05-2026 Draft working sheet uploaded
Ezetimibe IP 10mg
Atorvastatin & Ezetimibe  [Each film coated tablet contains: M/s Mascot Helath Series Pvt. Ltd./
Tablet At tatin Calci IP Eq to At tatin 20 M/s Pri R dies Pvt. Ltd.
32 | 126050012 | ¢ orvastatin Laicium T Eq to Atorvastatin 20 mg Tablet /s Primus Remedies Pv 09-05-2026 Draft working sheet uploaded
Ezetimibe IP 10 mg
Trypsin-Chymotrypsin, Each Film coated tablet contains: M/s Synokem Pharmaceuticals Ltd./
Paracetamol & Aceclofenac {50000 Armour Units of Enzymatic Activity (Supplied M/s Medley Pharmaceuticals. Ltd.
Tablets by a Purified Concentrate which has specific Trypsin
. e . . 12-05-2026
& Chymotrypsin Activity in a Ratio of Approximately .
33 126050013 . . Tablet Complete documents | Draft working sheet uploaded
Six to One)(As enteric coated granules) 18-05-2026
Paracetamol IP 325 s
Aceclofenac IP 100mg
Amoxycillin and Clavulanic |Each Film Coated Tablet Contains: M/s Alkem Health Science (A unit of
acid Tablet Amoxycillin Trihydrate IP eq. to Amoxycillin 250 mg Alkem Laboratories Itd. /
34 126050014 Potassium Clavulanate Diluted IP eq. to Clavulanic Tablet M/s Alkem Wellness Ltd. 12-05-2026 Draft working sheet uploaded
acid 125 mg
Atorvastatin & Clopidogrel |Each uncoated bilayer tablet Contains: M/s Sun Pharma Laboratories Ltd. /
Tablet Atorvastatin calcium IP eq. to Atorvastatin 10 mg M/s Sun Pharmaceutical Industries
35 126050015 Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg Tablet Ltd. 14-05-2026 Draft working sheet uploaded
Atorvastatin & Clopidogrel |Each uncoated bilayer tablet Contains: M/s Sun Pharma Laboratories Ltd. /
Tablet Atorvastatin calcium IP eq. to Atorvastatin 20 mg M/s Sun Pharmaceutical Industries
36 126050016 Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg Tablet Ltd. 14-05-2026 Draft working sheet uploaded
Atorvastatin & Clopidogrel |Each uncoated bilayer tablet Contains: M/s Sun Pharma Laboratories Ltd.
Tablet Atorvastatin calcium IP eq. to Atorvastatin 10 mg
37 126050017 Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg Tablet 14-05-2026 Draft working sheet uploaded
Atorvastatin & Clopidogrel |Each uncoated bilayer tablet Contains: M/s Sun Pharma Laboratories Ltd.
Tablet Atorvastatin calcium IP eq. to Atorvastatin 20 mg
38 126050018 Clopidogrel Bisulphate IP eq. to Clopidogrel 75 mg Tablet 14-05-2026 Draft working sheet uploaded




Empagliflozin, Sitagliptin
and Metformin
Hydrochloride (ER) Tablets

Each Film Coated Bilayered Tablet Contains:
Empagliflozin 10 mg
Sitagliptin Phosphate Monohydrate IP

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

39 126050020 eq. to Sitagliptin 100 mg Tablet 14-05-2026 Draft working sheet uploaded
Metformin Hydrochloride IP 1000 mg
(As Extended Release)
Empagliflozin, Sitagliptin ~ |Each Film Coated Bilayered Tablet Contains: M/s Pure and Cure Healthcare Pvt.
and Metformin Empagliflozin 25 mg Ltd. /
Hydrochloride (ER) Tablets |Sitagliptin Phosphate Monohydrate IP M/s Medley Ph ticals Ltd.
40 | 126050021 |ydrochloride (ER) Tablets Sitagliptin Phosphate Monohydrate Tablet /s Medley Pharmaceuticals 14-05-2026 Draft working sheet uploaded
eqg. to Sitagliptin 100 mg
Metformin Hydrochloride IP 1000 mg
(As Extended Release)
Telmisartan, Amlodipine Each film coated tablet contains: M/s Ravenbhel Healthcare Pvt. Ltd. /
and Bisoprolol Tablets Amlodipine Besylate IP eq. to Amlodipine 5 mg M/s Mankind Pharma Ltd.
41 126050024 Bisoprolol Fumarate IP 5 mg Telmisartan IP 40 mg Tablet 20-05-2026 Under Examination
Telmisartan, Amlodipine Each film coated tablet contains: M/s Ravenbhel Healthcare Pvt. Ltd. /
and Bisoprolol Tablets Amlodipine Besylate IP eq. to Amlodipine 5 mg M/s Mankind Pharma Ltd.
42 126050025 Bisoprolol Fumarate IP 2.5 mg Telmisartan IP 40 mg Tablet 20-05-2026 Under Examination
Bisacodyl Tablets Each enteric coated tablet contains: M/s Windlas Biotech Ltd. / Clarification sought from DCGI
43 126050027 Bisacodyl IP 10 mg Tablet M/s Opella Healthcare India Pvt. Ltd. 21-05-2026 dated 17-06-2026
Cilnidipine & Telmisartan |Each film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. /
44 126050028 |Tablets Cilnidipine IP 10 mg Tablet M/s Alkem Wellness Ltd. 22-05-2026 Draft working sheet uploaded
Telmisartan [P 40 mg
Dapagliflozin & Each film coated tablet contains: M/s Exemed Pharmaceuticals / 22-05-2026
45 126050030 Telmisartan Tablets lljgpn?gllﬂozm Propanediol USP eq. to Dapagliflozin Tablet M/s Mankind Pharma Ltd. Complete documents Draft working sheet uploaded
Telmisartan IP 40 mg 12-06-2026
Doxylamine Succinate and |Each Film Coated Extended Release Tablet Contains: M/s Akums Drugs &
Pyridoxine Hydrochloride |Doxylamine Succinate USP 20 mg Pharmaceuticals Ltd / Clarification sought from
46 126050031 Extended Release Tablets |Pyridoxine Hydrochloride IP 20 mg Tablet M/s Mankind Pharma Ltd. 22-05-2026 company dated 17-06-2026
Telmisartan, Amlodipine Each film coated tablet contains: Telmisartan IP M/s Ravenbhel Healthcare Pvt. Ltd /
and Bisoprolol Tablets 40mg M/s Ipca Laboratories Ltd.
47 126050032 Amlodipine Besilate IP Eq. to Amlodipine 5Smg Tablet 22-05-2026 Under Examination
Bisoprolol Fumarate IP 2.5mg
Telmisartan, Amlodipine Each film coated tablet contains: Telmisartan IP M/s Ravenbhel Healthcare Pvt. Ltd /
and Bisoprolol Tablets 40mg M/s Ipca Laboratories Ltd.
48 126050033 Amlodipine Besilate IP Eq. to Amlodipine 5mg Tablet 22-05-2026 Under Examination

Bisoprolol Fumarate IP 5mg




Phenylephrine HCI,

Composition:

M/s Appasamy Ocular Devices Pvt.

Chlorpheniramine Maleate, |Phenylephrine HCI IP 0.12%w/v Chlorpheniramine Ltd. /
Boric Acid & Maleate IP 0.2 w/v Boric Acid IP 1.25%w/ M/s Mankind Pharma Ltd. .
49 126050034 Hydroxypropylmethyl Hydroxypropylmethyl Cellulose IP 0.3 w/v Eye Drops 25-05-2026 Draft working sheet uploaded
Cellulose Eye Drops Benzalkoonium Chloride IP 0.01%w/v
Torsemide & Each Uncoated Tablet Contains: M/s Pure and Cure Healthcare Pvt.
50 126050035  |Spironolactone Tablets Torsemide IP 10 mg Tablet Ltd. / 25-05-2026 Draft working sheet uploaded
Spironolactone IP 25 mg M/s RPG Lifesciences Ltd.
Amlodipine, Telmisartan & [Each Film Coated Bilayered Tablet Contains: M/s Akums Drugs &
Metoprolol Succinate Amlodipine Besilate IP Eq. to 5 mg Pharmaceuticals Ltd /
(Extended Release) Tablet |Telmisartan IP 40 mg M/s Ipca Laboratories Ltd.
51 126050036 Metoprolol Succinate IP 23.75 mg Tablet 25-05-2026 Draft working sheet uploaded
Eq. to Metoprolol Tartrate 25 mg (as extended
release tablet)
Telmisartan, Cilnidipine & |Each Film coated tablet contains: M/s Synokem Pharmaceuticals Ltd. /
52 12605003 | hiorthalidone Tablets | Telmisartan IP 40 mg Tablet M/s Alkem Wellness Ltd. 26-05-2026 Draft working sheet uploaded
Cilnidipine IP 10 mg
Chlorthalidone IP 6.25 mg
Aspirin, Atorvastatin & Each hard gelatin capsule M/s Safetab Life science/
Clopidogrel Capsule contains: M/s Alkem Wellness Ltd.
Atorvastatin Calcium IP eq. to Atorvastatin 10mg 26-05-2026
53 126050039 (As film coated tablet) Capsule Complete documents | Draft working sheet uploaded
Clopidogrel Bisuiphate IP eq. to Clopidogrel 75mg 03-06-2026
Aspirin IP 75mg
Vitamin D3 Oral Solution  |Each 5ml contains: M/s Tirupati Medicare Ltd./ 27-05-2026
Cholecalciferol IP 60000 IU M/s Aristo Laboratories Pvt. Ltd. o
54 126050040 o ecaiciiero Oral Suspension /s Aristo Laboratories Pv Complete documents | Draft working sheet uploaded
(In Nano Droplet Form)
17-06-2026
Netarsudil & Latanoprost |Each ml contains: M/s Pure and Cure Healthcare Pvt.
Ophthalmic Solution Netarsudil Mesylate Eq. to Netarsudil 0.2 mg Ltd. /
Latanoprost IP 0.05 mg M/s Mankind Pharma Ltd. .
55 126050041 Benzalkonium Chloride IP 0.2 mg (As Preservative) Eye Drops 27-05-2026 Under Examination
Clobazam Oral Suspension |Each ml contains: M/s Pure and Cure Healthcare Pvt.
Clobazam IP 2.5 mg . |Ltd./ .
56 126050042 Oral Suspension M/s Linux Laboratories Pvt. Ltd. 27-05-2026 Draft working sheet uploaded
Polmacoxib & Paracetamol |Each uncoated tablet contains: M/s Hetero Labs Ltd. /
57 126050043 tablets Polmacoxib IH 2 mg Tablet M/s La Renon Healthcare Pvt. Ltd. 29-05-2026 Draft working sheet uploaded

Paracetamol IP 325 mg




Aspirin, Atorvastatin &
Clopidogrel Capsule

Each hard gelatin capsule
contains:
Atorvastatin Calcium IP eq. to Atorvastatin 20 mg

M/s Safetab Life science/
M/s Alkem Wellness Ltd.

58 126050044 (As film coated tablet) Capsule 29-05-2026 Draft working sheet uploaded
Clopidogrel Bisuiphate IP eq. to Clopidogrel 75mg
Aspirin IP 75mg
Bisoprolol Fumarate & Each Film coated tablet contains: M/s Akums Drugs &
Telmisartan Tablet Bisoprolol Fumarate IP 5 mg Pharmaceuticals Ltd./ .
59 126050045 Telmisartan IP 40 mg Tablet M /s Workcell Solutions Pvt. Ltd. 30-05-2026 Draft working sheet uploaded
Bisoprolol Fumarate & Each Film coated tablet contains: M/s Akums Drugs &
Telmisartan Tablet Bisoprolol Fumarate IP 2.5 mg Pharmaceuticals Ltd./ .
60 126050046 Telmisartan IP 40 mg Tablet M /s Workcell Solutions Pvt. Ltd. 30-05-2026 Draft working sheet uploaded
Paracetamol Oral Each 5 ml contains: M/s Naxpar Pharma Pvt. Ltd. /
Suspension Paracetamol IP 500 mg M/s Glaxosmithkline 04-06-2026
61 126060003 Oral Suspension . Complete documents | Draft working sheet uploaded
Pharmaceuticals Ltd.
09-06-2026
Sitagliptin, Metformin Each Film Coated Tablet Contains: M/s Synokem Pharmaceuticals
Hydrochloride and Sitagliptin Phosphate Monohydrate IP Limited /
62 126060004 |Glimepiride Tablets eq. to Sitagliptin 50 mg Tablet M/s Alkem Wellness Ltd 04-06-2026 Draft working sheet uploaded
Metformin Hydrochloride IP 1000 mg
Glimepiride IP 2 mg
Sitagliptin, Metformin Each Film Coated Tablet Contains: M/s Synokem Pharmaceuticals
Hydrochloride and Sitagliptin Phosphate Monohydrate IP Limited/
63 126060005 Glimepiride Tablets eq. to Sitagliptin 50 mg Tablet M/s Alkem Wellness Ltd 04-06-2026 Draft working sheet uploaded
Metformin Hydrochloride IP 1000 mg
Glimepiride IP 1 mg
Dapagliflozin, Pioglitazone |Each film coated bilayered tablet contains: M/s Eris Lifesciences Ltd
& Metformin Dapagliflozin Propanediol USP
Hydrochloride SR Tablets |Eq. to Dapagliflozin 10mg 05-06-2026 .
64 126060006 Pioglitazone Hydrochloride IP Tablet Complete documents Placed in 78th MDC
eg. to Pioglitazone 15mg 17-06-2026
Metformin Hydrochloride IP 1000mg
(as sustained release)
Amoxycillin and Potassium |Each vial contains: M/s Innova Captab Ltd./
Clavulanate Injection Amoxycillin Sodium IP Eq. to Amoxycillin 1000 mg M/s Smart Laboratories Pvt. Ltd.
65 126060007 Potassium Clavulanate IP Eq. to Clavulanic Acid 200 Injection 06-06-2026 Under Examination
mg
Iron & Folic Acid Syrup Each 15 ml contains: M/s Skymap Pharmaceuticals Pvt.
Iron (III) Hydroxide Polymaltose complex eq. to Ltd./ .
66 126060008 Elemental Iron 50 mg Syrup M/s German Remedies 09-06-2026 Draft working sheet uploaded
Folic Acid IP 0.5 mg Pharmaceuticals Pvt. Ltd.
Sitagliptin, Glimepiride & |Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Sun Pharma Laboratories Ltd.
67 126060009 Extended Release Tablets |Sitagliptin 100 mg Tablet 10-06.2026 Placed in 78th MDC

Glimepiride IP 1 mg
Metformin Hydrochloride IP 1000 mg (As Extended
Release)




Sitagliptin, Glimepiride &
Metformin Hydrochloride

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

M/s Exemed Pharmaceuticals/
M/s Sun Pharma Laboratories Ltd.

68 126060010 Extended Release Tablets Slt‘agllp.tl.n 100 mg Tablet 10-06.2026 Placed in 78th MDC
Glimepiride IP 2 mg
Metformin Hydrochloride IP 1000 mg (As Extended
Release)
Sitagliptin, Glimepiride & |Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Alkem Laboratories Ltd.
69 126060011 Extended Release Tablets Sit.aglip_ti_n 100 mg Tablet 11.06.2026 Placed in 78th MDC
Glimepiride IP 2 mg
Metformin Hydrochloride IP 1000 mg (As Extended
Release)
Sitagliptin, Glimepiride & |Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Alkem Laboratories Ltd.
70 126060012 Extended Release Tablets Slt‘agllp.tl.n 100 mg Tablet 11-06-2026 Placed in 78th MDC
Glimepiride IP 1 mg
Metformin Hydrochloride IP 1000 mg (As Extended
Release)
Telmisartan & Each Film coated tablet contains: M/s Pure and Cure Healthcare Pvt.
Chlorthalidone Tablets Telmisartan IP 40 mg Ltd. / Clarification sought from
71 126060013 Chlorthalidone IP 12.5 mg Tablet M/s Sun Pharmaceutical Industries 12-06-2026 company letter dateigi 19-6-2026
Ltd.
Sitagliptin, Glimepiride & |Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Torrent Pharmaceticals Ltd.
72 126060014 Extended Release Tablets Sit.aglip_ti_n 100 mg Tablet 19.06.2026 Placed in 78th MDC
Glimepiride IP 1 mg
Metformin Hydrochloride IP 1000 mg (As Extended
Release)
Sitagliptin, Glimepiride & |Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Torrent Pharmaceticals Ltd.
73 126060015 Extended Release Tablets Sit‘aglip.ti.n 100 mg Tablet 12-06-2026 Placed in 78th MDC
Glimepiride IP 2 mg
Metformin Hydrochloride IP 1000 mg (As Extended
Release)
Telmisartan & Amlodipine |Each Uncoated Bilayered Tablet Contains: M/s Pure and Cure Healthcare Pvt.
Tablets Telmisartan IP 40 mg Ltd. / Clarificati ht f
74 126060018 Amlodipine Besilate IP Tablet M/s Sun Pharmaceutical Industries 12-06-2026 arification sought from
. company dated 16-6-2026
eqg. Amlodipine 5 mg Ltd.
Netarsudil & Latanoprost |Each ml Contains: M/s Pure and Cure Healthcare Pvt.
Ophthalmic Solution Netarsudil Mesylate eq. to Netarsudil 0.2 mg Ltd. /
75 | 126060019 ]éz?g“‘:ggfi:: CO}'S;EE P02 mg EyeDrops | /S/anta PharmaLtd 12-06-2026 Under Examination
(As Preservative)
Ceftriaxone & Tazobactam |Each Vial Contains: M/s Maya Biotech Pvt. Ltd./
Injection Sterile Ceftriaxone Sodium IP M/s Vivaldis Health And Foods Pvt.
. 13-06-2026
eqg. to Ceftriaxone anhydrous 500 mg L Ltd. .
76 126060020 Sterile Tazobactam Sodium IP Injection Complete documents Under Examination
19-06-2026

eg. to Tazobactam 62.5 mg




Telmisartan & Metoprolol
Succinate ER Tablet

Each film coated bilayered tablet contains:
Telmisartan [P 40 mg
Metoprolol Succinate IP eq. to Metoprolol Tartrate

M/s Windlas Biotech Ltd./
M/s FDC Ltd.

77 126060021 50 mg Tablet 15-06-2026 Under Examination
(as Extended release)
Telmisartan & Metoprolol |Each film coated bilayered tablet contains: M/s Windlas Biotech Ltd./
Succinate ER Tablet Telmisartan IP 40 mg M/s FDC Ltd.
78 | 126060022 gdsegl’gmm Succinate IP eq. to Metoprolol Tartrate Tablet 15-06-2026 Under Examination
(as Extended release)
Sitagliptin, Glimepiride & |Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Macleods Pharmaceuticals Ltd.
Extended Release Tablets |Sitagliptin 100 mg 15-06-2026
79 126060023 Glimepiride IP 2 mg Tablet Complete documents Under Examination
Metformin Hydrochloride IP 1000 mg (As Extended 23-06-2026
Release)
Sitagliptin, Glimepiride & |Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride |Sitagliptin Phosphate Monohydrate IP eq. to M/s Macleods Pharmaceuticals Ltd.
Extended Release Tablets |Sitagliptin 100 mg 15-06-2026
80 126060024 Glimepiride IP 1 mg Tablet Complete documents Under Examination
Metformin Hydrochloride IP 1000 mg (As Extended 23-06-2026
Release)
Norethisterone Acetate Each film coated controlled release tablet Contains: M/s Synokem Pharmaceuticals Pvt.
controlled release tablets |Norethisterone Acetate BP 10 mg Ltd./ N
81 126060026 Tablet M/s Smart Laboratories Pvt. Ltd. 16-06-2026 Under Examination
Dolutegravir, Lamivudine |Each Film Coated Tablet contains: Lamivudine IP M/s Emcure Pharmaceuticals Ltd.
& Tenofovir Alafenamide |300 mg
82 126060027 |tablets Tenofovir Alafenamide Fumarate IP eq. to Tenofovir Tablet 17-06-2026 Under Examination
Alafenamide 25 mg Dolutegravir Sodium IP eq. to
Dolutegravir 50 mg
Povidone lodine Ointment |Composition: M/s Glide Chem Pvt. Ltd./
83 126060028 Povidone Iodine IP 5% w/w Ointment M/s Soft deal Pharmaceuticals Pvt. 18-06-2026 Under Examination
(Available Iodine 0.5% w/w) Ltd.
Ofloxacin & Metronidazole |Each 5 ml contains: M/s Hema Laboratories Pvt. Ltd./
Suspension Ofloxacin IP 100 mg . M/s Aristo Pharmaceuticals Pvt. Ltd. L
84 126060029 Metronidazole Benzoate IP eq. to Metronidazole 200 Suspension 18-06-2026 Under Examination
mg
Ofloxacin & Metronidazole |Each 5 ml contains: M/s Hema Laboratories Pvt. Ltd./
S i 0fl inIP 50 M/s Aristo Ph ticals Pvt. Ltd.
85 | 126060030 |PUSPESIOM oxacln ' >4 Mg Suspension | /S Aristo Pharmaceuticals Pv 18-06-2026 Under Examination

Metronidazole Benzoate IP eq. to Metronidazole 100
mg
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126060031

Amlodipine, Telmisartan &
Metoprolol

Succinate

(Extended Release) Tablets

Each Film Coated Bilayered Tablet Contains:
Amlodipine Besilate IP eq. to Amlodipine 5 mg
Telmisartan [P 40 mg

Metoprolol Succinate IP 23.75 mg Eq. to Metoprolol
Tartrate 25 mg

(as extended release form)

Tablet

M/s Akums Drugs &
Pharmaceuticals Ltd./
M/s Mankind Pharma Ltd.

19-06-2026

Under Examination

87

126060032

Clonazepam & Propranolol
Hydrochloride Tablets

Each uncoated tablet contains: Propranolol
Hydrochloride IP 10mg Clonazepam IP 0.25mg

Tablet

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

19-06-2026

Under Examination

88

126060033

Multivitamins,
Multiminerals &
Antioxidants Tablets

Each film coated tablet contains:

Benfotiamine 25 mg, Mecobalamin IP 500 mcg,
Pyridoxine Hydrochloride IP 3 mg, Biotin USP 30
mcg, Folic Acid IP 1 mg, Sodium Selenite
Pentahydrate BP eq. to Elemental Selenium 60 mcg,
Zinc Sulphate Monohydrate IP eq. to Elemental Zinc
15 mg, Cupric Oxide USP eq. to Elemental Copper 2.5
mg, Manganese Chloride USP eq. to Elemental
Manganese 1.4 mg, Chromium Chloride Hexahydrate
USP eq. to Elemental Chromium 65 mcg, Calcium
Carbonate IP 162 mg, Magnesium Chloride IP 15 mg,
Potassium lodide IP 150 mg, Beta carotene 20% BP
10 mg, Lycopene 10% USP 1000 mcg, Ferrous
Fumarate IP 33.3 mg, Taurine USP 7.2 mg, Choline
Bitartrate USP 30 mcg, Sodium Molybdate Dihydrate
BP 30 mcg, Niacinamide IP 50 mg, Vitamin D3 IP 200
U

Tablet

M/s Goodman Pharmaceuticals /

M/s Mint Pharmaceuticals Pvt. Ltd.

20-06-2026

Under Examination
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126060034

Myo-Inositol, D-Chiro
Inosito & Vitamin D3
Powder

Each 5 g sachet contains:

Vitamin D3 (Stabilized form) 1000 IU
Myo-Inositol IP 2000 mg

D-Chiro Inositol 50 mg

Sachet

M/s Safetab Lifescience /
M/s Anax Lifescience Pvt. Ltd.

20-06-2026

Under Examination

90

126060035

Ferrous Ascorbate & Folic
Acid Tablets

Each film coated tablet contains:
Ferrous Ascorbate IP eq. to elemental
iron 100 mg

Folic Acid 1.5 mg

Tablet

M/s Crius Life sciences Pvt. Ltd. /
M/s Eris Lifesciences Ltd.

22-06-2026

Under Examination
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126060036

Metformin Hydrochloride
& Sitaglipin Prologed
relase Tablet

Each Film coated Bi-layered tablet contains:
Metformin Hydrochloride IP 500mg ( As Prologed
Relase)

Sitagliptin Phosphate Mohohydrate IP Eq.to
Sitaglipin 100mg

Tablet

M/s Synokem Pharmaceuticals Ltd. /

M/s FDC Ltd.

22-06-2026

Under Examination
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126060037

Dopamine Hydrochloride
Injection

(For IV use)(5ml pre-filled syringe)
Each ml of pre-filled syringe contains:
Dopamine Hydrochloride IP 40mg

Prefilled Syringe

M/s VIM Meditech Pvt. Ltd.

22-06-2026

Under Examination

93

126060038

Tranexamic Acid Injection

(For Intravenous route only) 5SML
Each ml of pre-filled syringe contains: Tranexamic
Acid BP 100 mg

Prefilled Syringe

M/s VIM Meditech Pvt. Ltd.

22-06-2026

Under Examination

94

126060039

Iron Sucrose Injection

(For IV Use) (For IM/IV Use)

Each ml of pre-filled syringe contains:

Ferric Hydroxide in complex with sucrose Eq. to
Elemental Iron 20 mg

Prefilled Syringe

M/s VIM Meditech Pvt. Ltd.

22-06-2026

Under Examination

95

126060040

Heparin Sodium Injection

(For Intravenous or subcutaneous use)

Each ml of pre-filled syringe contains:

Heparin Sodium IP 1000 [U

(Derived from Procaine Mucosa)

Benzyl Alcohol IP 0.95%w /v (As Preservative)

Prefilled Syringe

M/s VIM Meditech Pvt. Ltd.

22-06-2026

Under Examination
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126060041

Amikacin Injection

(For IM/IV use)(2ml pre-filled syringe)

Each 2 ml of pre-filled syringe contains:
Amikacin Sulphate IP Eq.to Amikacin 500mg
Methylparaben IP 0.08%w/v (as preservative)
Propylparaben IP 0.02%w/v (as preservative)

Prefilled Syringe

M/s VIM Meditech Pvt. Ltd.

22-06-2026

Under Examination
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126060042

Sitagliptin, Glimepiride &
Metformin Hydrochloride
Extended Release Tablets

Each film coated tablet contains:

Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 100 mg

Glimepiride IP 1 mg

Metformin Hydrochloride IP 1000 mg (As Extended
Release)

Tablet

M/s Exemed Pharmaceuticals /
M/s Aristo Pharmaceuticals Pvt. Ltd.

22-06-2026

Under Examination
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126060043

Sitagliptin, Glimepiride &
Metformin Hydrochloride
Extended Release Tablets

Each film coated tablet contains:

Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 100 mg

Glimepiride IP 2 mg

Metformin Hydrochloride IP 1000 mg (As Extended
Release)

Tablet

M/s Exemed Pharmaceuticals /
M/s Aristo Pharmaceuticals Pvt. Ltd.

22-06-2026

Under Examination




Atorvastatin, Clopidogrel
and Aspirin Capsules

Each Hard Gelatin Capsule Contains:

Atorvastatin Calcium IP Eq. to Atorvastatin 10 mg
(As Film Coated Atorvastatin Tablets IP) Clopidogrel
Bisulphate IP Eq. to Clopidogrel 75 mg (As Film

M/s Akums Drugs &
Pharmaceuticals Ltd. /
M/s Sun Pharma Laboratories Ltd.

99 126060044 Coated Clopidogrel Tablets IP) Capsule 25-06-2026 Under Examination
Aspirin IP 75 mg (As Aspirin Gastro-Resistant
Tablets IP)
Atorvastatin, Clopidogrel  [Each Hard Gelatin Capsule Contains: M/s Akums Drugs &
and Aspirin Capsules Atorvastatin Calcium IP Eq. to Atorvastatin 20 mg Pharmaceuticals Ltd. /
(As Film Coated Atorvastatin Tablets IP) Clopidogrel M/s Sun Pharma Laboratories Ltd.
Bisulphate IP Eq. to Clopidogrel 75 mg (As Film .
100 126060045 Coated Clopidogrel Tablets IP) Capsule 25-06-2026 Under Examination
Aspirin IP 75 mg (As Aspirin Gastro-Resistant
Tablets IP)
Atorvastatin, Clopidogrel  [Each Hard Gelatin Capsule Contains: M/s Akums Drugs &
and Aspirin Capsules Atorvastatin Calcium IP Eq. to Atorvastatin 10 mg Pharmaceuticals Ltd. /
(As Film Coated Atorvastatin Tablets IP) Clopidogrel M/s Sun Pharmaceutical Industries
Bisulphate IP Eq. to Clopidogrel 75 mg (As Film Ltd. L
101 126060046 Coated Clopidogrel Tablets IP) Capsule 25-06-2026 Under Examination
Aspirin IP 75 mg (As Aspirin Gastro-Resistant
Tablets IP)
Atorvastatin, Clopidogrel  [Each Hard Gelatin Capsule Contains: M/s Akums Drugs &
and Aspirin Capsules Atorvastatin Calcium IP Eq. to Atorvastatin 20 mg Pharmaceuticals Ltd. /
(As Film Coated Atorvastatin Tablets IP) Clopidogrel M/s Sun Pharmaceutical Industries
Bisulphate IP Eq. to Clopidogrel 75 mg (As Film Ltd. .
102 126060047 Coated Clopidogrel Tablets IP) Capsule 25-06-2026 Under Examination
Aspirin IP 75 mg (As Aspirin Gastro-Resistant
Tablets IP)
126060048, |Gemcitabine Injection Each ml contains: M/s Adley Formulations Pvt. Ltd.
103 126060049 & Gemcitabine Hydrochloride IP Eq. to Gemcitabine 38 Vial 26-06-2026 Under Examination
126060050 mg
Escitalopram Oxalate & Each film coated tablet contains: M/s Windlas Biotech Ltd./
104 126060051 Clonazepam Tablets Escitalopram Oxalate IP eq. to Escitalopram 5 mg Tablet M/s Ipca Laboratories Ltd. 26-06-2026 Under Examination
Clonazepam IP 0.5 mg
Etoricoxib & Paracetamol |Each film coated tablet contains: M/s JK Print Packs (Pharma
Tablets Etoricoxib IP 60 mg Division)/
105 126060052 Paracetamol [P 325 mg Tablet M/s Torrent Pharmaceuticals Ltd. 29-06-2026 Under Examination




Trypsin Chymotrypsin
with Paracetamol and
Aceclofenac Tablets

Each film coated tablet contains:

150,000 Armour units enzymatic activity (supplied
by purified concentrate which has Specific Trypsin &
Chymotrypsin activity in a ratio of approximately Six

M/s Synokem Pharmaceuticals Ltd./

M/s Mankind Pharma Ltd.

106 126060053 . Tablet 30-06-2026 Under Examination
to One) (as enteric coated granules)
Paracetamol [P 325 mg
Aceclofenac IP 100 mg
Telmisartan, Each film coated bilayer tablet contains: M/s Mascot Health Series Pvt. Ltd./
Chlorthalidone & Telmisartan IP 40mg M/s Mankind Pharma Ltd.
Metoprolol Succinate Chlorthalidone IP 6.25 mg .
107 126060054 (ER)Tablets Metoprolol Succinate IP 47.50 mg eq. to Metoprolol Tablet 30-06-2026 Under Examination
Tartrate 50 mg (As extended release form)
Telmisartan, Each film coated bilayer tablet contains: M/s Mascot Health Series Pvt. Ltd./
Chlorthalidone & Telmisartan [P 40mg M/s Mankind Pharma Ltd.
Metoprolol Succinate Chlorthalidone IP 6.25 mg L
108 126060055 (ER)Tablets Metoprolol Succinate IP 23.75 mg eq. to Metoprolol Tablet 30-06-2026 Under Examination
Tartrate 25 mg (As extended release form)
Clonazepam & Paroxetine |Each Film Coated Bilayered Tablet Contains: M/s Akums Drugs &
Controlled Release Tablets |Clonazepam IP 0.5 mg Pharmaceuticals Ltd./
109 126060056 Paroxetine Hydrochloride Hemihydrate IP eq. to Tablet M/s Mankind Pharma Ltd. 30-06-2026 Under Examination
Paroxetine 12.5 mg (As Controlled Release)
Clonazepam & Paroxetine |Each Film Coated Bilayered Tablet Contains: M/s Akums Drugs &
Controlled Release Tablets |Clonazepam IP 0.5 mg Pharmaceuticals Ltd./
110 126060057 Paroxetine Hydrochloride Hemihydrate IP eq. to Tablet M/s Mankind Pharma Ltd. 30-06-2026 Under Examination
Paroxetine 25 mg (As Controlled Release)
Desvenlafaxine Extended |Each Uncoated Bilayered Tablet Contains: M/s Pure and Cure Healthcare Pvt.
Release and Clonazepam Desvenlafaxine Succinate USP Ltd./
111 126060058 |Tablets Eq. to Desvenlafaxine 50 mg Tablet M/s Mankind Pharma Ltd. 30-06-2026 Under Examination
(In Extended Release Form)
Clonazepam IP 0.5 mg
Desvenlafaxine Extended |Each Uncoated Bilayered Tablet Contains: M/s Pure and Cure Healthcare Pvt.
Release and Clonazepam Desvenlafaxine Succinate USP Ltd./
112 126060059 |Tablets Eq. to Desvenlafaxine 100 mg Tablet M/s Mankind Pharma Ltd. 30-06-2026 Under Examination
(In Extended Release Form)
Clonazepam IP 0.5 mg
113 126060060 Vitamin D3 Oral Solution  |Each 5 ml oral solution contains: oral Solution M/s Sun Pharma Laboratories Ltd. 30-06-2026 Under Examination

Vitamin D3 IP 60000 IU




