STATUS OF RETAIL PRICE APPLICATIONS AS ON 15-6-2025

SNo. |Acknowledgement Number IPDMS Reference | Name of the Formulation / Strength Unit Manufacturer & Marketing Date of .1”ec¢.eipt of Remarks
Number Brand Name Company application
Paracetamol, Phenylephrine |Each 5ml (teaspoonful) contains: M/s Windlas Biotech Limited / M/s
HCI, Chlorpheniramine Paracetamol IP 250mg Biological E. Limited
maleate, Ammonium Phenylephrine Hydrochloride IP 5mg 23-07-2024
1 RPON2024070361 Chloride, Sodium Citrate & |Chlorpheniramine maleate IP 2mg Oral Suspension Complete documents L
Menthol suspension Ammonium Chloride IP 120mg 11-9-24 Under Examination
Sodium Citrate IP 60mg
Menthol IP 1mg
Ceftriaxone and Tazobactam |Each vial contains : M/s East African (India) Overseas /
injection Ceftriaxone Sodium IP eq. to anhydrous M/s FDC Limited
Ceftriaxone 1gm, 26-09-2024
2 RPON2024090450 Tazobactam Sodium IP eq. to Tazobactam Injection Complete documents N
125mg 25-10-24 Under Examination
Cefixime & Ofloxacin Each 5 ml reconsituted suspension conatins: M/s Alkem Healthscience (A unit of
Cefixime Trihydrate IP eq. to Cefixime Alkem Laboratories Ltd. / 21-11-24
3 RPON2024110524 anhydrous 50 mg Suspension |M/s Alkem Laboratories Ltd. Complete documents Under Examination
Ofloxacin IP 50 mg 25-12-24
Methylcobalamin 1500mcg, |Each hard gelatin capsule contains : M/s East African(India)Overseas/
Alpha Lipoic Acid 100mg, Methylcobalamin IP 1500 mcg M/s Softdeal Pharmaceuticals Pvt. Ltd.
Pyridoxine Hydrochloride  |Alpha Lipoic Acid IP 100 m; 31-12-24
yri y p p g .
4 RPON2024120595 3mg & Folic Acid 1.5mg Pyridoxine Hydrochloride IP 3 mg Capsule Complete documents 8-| Draft working sheet uploaded
Capsule Folic Acid IP 1.5mg 425
Dehydroeplandrosterone Each hard gelatin capsule contains: M/s Akums Drugs & Pharmaceuticals
(DHEA)(Micronised) & Folic |Dehydroeplandrosterone (DHEA)(Micronised) Ltd./
Acid Capsules 25 mg, M/s Sun Pharma Laboratories Ltd. 04-02-2025
5 RPON2025020095 Folic Acid IP 1.5 mg Capsule Complete documents 8- Placed in 68th MDC
4-25
Paracetamol bilayered Each uncoated bilayered sustained release M/s Pure and cure Healthcare Pvt.
sustained release tablets tablet contains: Ltd./
Paracetamol IP (as Immediate release ) 300 mg M/s Glaxosmithkline Asia Pvt. Ltd. 24-02-2025 .
6 RPON2025020127 Paracetamol IP (as sustained release) 700 m Tablet Complete documents | Draft working sheet uploaded
& 12-3-25
Formoterol & Glycopyrrolate | Each actuation delivers: Glycopyrronium (As M/s Cipla Ltd.
Glycopyrrolate IP) .12.5mcg
Formoterol Fumarate Dihydrate IP . 6mcg 21-03-2025 )
7 RPON2025030168 125030024 Suspended in Propellant HFA 134a Inhaler Complete documents 4- Placed in 68th MDC
pen P 425
Ceftriaxone, Sulbactam & Each vial contains: M/s Protech Telelinks/
Disodium Edetate powder Ceftriaxone Sodium IP eq. to Ceftriaxone 1000 M/s Tyykem Pvt. Ltd. 31-03-2025
8 RPON2025030196 for solution for Infusion mg Injection Complete documents 8-| Draft working sheet uploaded
Disodium Edetate IP 37 mg Sulbactam Sodium 5-25
IP eq. Sulbactam 500 mg
Ceftriaxone, Sulbactam & Each vial contains: M/s Protech Telelinks/
Disodium Edetate powder Ceftriaxone Sodium IP eq. to Ceftriaxone 2000 M/s Tyykem Pvt. Ltd. 31-03-2025
9 RPON2025030197 for solution for Infusion mg Injection Complete documents 8-| Draft working sheet uploaded
Disodium Edetate IP 74 mg Sulbactam Sodium 5-25

IP eq. Sulbactam 1000 mg




Metoprolol, Amlodipine &
Telmisartan Tablets

Each film coated bilayered tablet contains:
Metoprolol Succinate IP 2..75 mg eq. to
Metoprolol Tartrate 25 mg (As extended
release)

M/s Ajanta Pharma Ltd.

10 RPON2025040201 125040003 Amlodipine Besilate IP eq. to Amlodipine 5 mg Tablet 07-04-25 Placed in 68th MDC
Telmisartan [P 40 mg
Phenylephrine HCL, Composition: M/s Appasamy Ocular Devices (P)
Chlorpheniramine Maleate, |Phenylephrine HCL IP 0.12 %w/v Ltd./
Boric Acid & Chlorpheniramine Maleate IP 0.2 % w/v M/s Intas Pharmaceuticals Ltd.
Hydroxypropylmethyl Boric Acid IP 1.25 % w/v 09-04-2025 .
11 RPON2025040208 125040012 Cellulose Eye Drops Hydroxypropylmethyl Cellulose IP 0.3 % w/v Eye Drops Complete documents | Draft working sheet uploaded
Benzalkoonium Choride IP 0.01 % w/v 23-4-25
Sitagliptin, Glimepiride Each film coated tablet contains: Sitagliptin M/s Exemed Pharmaceuticals/
&Metformin Hydrochloride |Phosphate Monohydrate IP eq. to Sitagliptin M/s Eris Lifesciences Ltd. 17-04-2025
12 RPON2025040221 125040023 Tablets 50mg, Tablet Complete documents 8-| Draft working sheet uploaded
Glimepiride IP 1 mg, 5-25
Metformin Hydrochloride IP 500mg,
Sitagliptin, Glimepiride Each film coated tablet contains: Sitagliptin M/s Exemed Pharmaceuticals/
&Metformin Hydrochloride |Phosphate Monohydrate IP eq. to Sitagliptin M/s Lupin Ltd. 17-04-2025
13 RPON2025040222 125040025 Tablets 50mg, Tablet Complete documents 8-| Draft working sheet uploaded
Glimepiride IP 1 mg, 5-25
Metformin Hydrochloride IP 500mg,
Sitagliptin, Glimepiride Each film coated tablet contains: Sitagliptin M/s Exemed Pharmaceuticals/
&Metformin Hydrochloride |Phosphate Monohydrate IP eq. to Sitagliptin M/s Lupin Ltd. 17-04-2025
14 RPON2025040223 125040026  |Tablets 50mg, Tablet Complete documents 8-| Draft working sheet uploaded
Glimepiride IP 2 mg, 5-25
Metformin Hydrochloride IP 500mg,
Cefixime Oral Suspension Each 5 ml of reconstituted suspension contains: M/s Alps Communication Pvt. Ltd./
Cefixime Equivalent to Cefixime Anhydrous 200 M/s Galpha Laboratories Ltd.
mg 23-04-2025
15 RPON2025040224 125040031 Suspension Complete documents | Draft working sheet uploaded
23-4-25
Cefuroxime Axetil & Each Film coated tablet contains: M/s Hetero Labs Itd./ M/s Troikaa
Clavulanate Potassium Cefuroxime Axetil IP Eq. to Cefuroxime 500 mg Pharmaceuticals Ltd. 24-04-2025
16 RPON2025040227 125040033 Tablets Potassium clavulanate Diluted IP Eq. to Tablet Complete documents 7-| Draft working sheet uploaded
Clavulanic Acid 125 mg 5-25
Amoxycillin & Clavulanic Each Film coated tablet contains : Amoxycillin M/s Medicef Pharma /M/s Cadila
Acid Tablets Trihydrate IP eq. to Amoxycillin 875 mg Pharmaceuticals Ltd. 25-04-2025
17 RPON2025040229 125040034 Potassium Clavulanate Diluted IP eq. to Tablet Complete documents | Draft working sheet uploaded
Clavulanic Acid 125 mg 30-5-25
Empagliflozin & Metformin |Each Film Coated Bilayered Tablet Contains: M/s Pure and Cure Healthcare Pvt.
Hydrochloride (ER) Tablets |Empagliflozin 12.5mg Ltd./ 25-04-2025
18 RPON2025040230 125040035 Metformin Hydrochloride 1000mg Tablet M/s Blue Cross Laboratories Pvt. Ltd. | Complete documents | Draft working sheet uploaded
(as extended release) 16-5-25
Sitagliptin, Glimepiride & Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to M/s Torrent pharmaceuticals Ltd. 25-04-2025
19 RPON2025040235 125040040 tablets Sitagliptin 50 mg Tablet Complete documents 8-| Draft working sheet uploaded
Glimepiride IP 2 mg 5-25
Metformin Hydrochloride IP 500 mg
20 RPON2025050247 125040041 Paracetamol Oral Suspension |Each 5 ml Contains: 1 vial M/s Naxpar Pharma Pvt. Ltd./ 02-05-25 Draft working sheet uploaded

Paracetamol IP 500 mg

M/s Micro Labs Ltd.




Budesonide, Glycopyrronium
& Formoterol fumarate

Each actuation delivers :
Budesonide IP 200 mcg

M/s Lupin Ltd.

Inhalation Glycopyrronium Bromide ph. Eur.eq. to 02-05-2025
21 RPON2025050250 125050005 Glycopyrronium 12.5 mcg Inhaler Complete documents | Draft working sheet uploaded
Formoterol fumarate Dihydrate IP 6 mcg 15-5-25
Sitagliptin, Glimepiride & Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to M/s Micro Labs Ltd.
22 RPON2025050252 125050008 tablets Sitagliptin 50 mg Tablet 05-05-25 Draft working sheet uploaded
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg
Sitagliptin, Glimepiride & Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to M/s Micro Labs Ltd.
23 RPON2025050253 125050009 tablets Sitagliptin 50 mg Tablet 05-05-25 Draft working sheet uploaded
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg
Ibuprofen & Paracetamol Each 5 ml contains: M/s Mascot Health Series Pvt. Ltd./
suspension Ibuprofen IP 100 mg M/s Alembic Pharmaceuticals Ltd. 06-05-2025
24 RPON2025050254 125050006 P Suspension Complete documents | Draft working sheet uploaded
aracetamol IP 162.5 mg
21-5-25
Mefenamic Acid & Each 5 ml contains: M/s Mascot Health Series Pvt. Ltd./
Paracetamol suspension Mefenamic Acid IP 100 mg M/s Alembic Pharmaceuticals Ltd. 06-05-2025
25 RPON2025050255 125050007 P Suspension Complete documents | Draft working sheet uploaded
aracetamol IP 250 mg
21-5-25
Zolpidem Tartrate & Each film coated tablet contains: M/s Windlas Biotech Ltd./
26 RPON2025050256 125050011 Melatonin tablets Zolpidem Tartrate IP 5 mg Tablet M/s Intas Pharmaceuticals Ltd. 06-05-25 Draft working sheet uploaded
Melatonin BP 3 mg
Zolpidem Tartrate & Each film coated tablet contains: M/s Windlas Biotech Ltd./
27 RPON2025050257 125050012 Melatonin tablets Zolpidem Tartrate IP 10 mg Tablet M/s Intas Pharmaceuticals Ltd. 06-05-25 Draft working sheet uploaded
Melatonin BP 3 mg
Sitagliptin, Glimepiride & Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to M/s Intas Pharmaceuticals Ltd.
28 RPON2025050258 125050013 tablets Sitagliptin 50 mg Tablet 06-05-25 Draft working sheet uploaded
Glimepiride IP 2 mg
Metformin Hydrochloride IP 500 mg
Sitagliptin, Glimepiride & Each film coated tablet contains: M/s Exemed Pharmaceuticals/
Metformin Hydrochloride Sitagliptin Phosphate Monohydrate IP eq. to M/s Intas Pharmaceuticals Ltd.
29 RPON2025050259 125050014  |tablets Sitagliptin 50 mg Tablet 06-05-25 Draft working sheet uploaded
Glimepiride IP 1 mg
Metformin Hydrochloride IP 500 mg
Levofloxacin Infusion IP Each 100 ml contains: M/s Axa Parenterals Ltd./
Levofloxacin Hemihydrate IP eq. to M/s Aristo Laboratories Pvt. Ltd. 08-05-2025
30 RPON2025050261 125050017 Levofl in 500 Injection Complete documents | Draft working sheet uploaded
evofloxacin mg
Dextrose (Anhydrous) IP 5% w/v 16-5-25
Vitamin D3, Myo-Inositol & D-{Each 5g Sachet contains: M/s Safetab Life Science / M/s Sun
31 RPON2025050265 125050018 Chiro Inositol \lclitamin D? (Stabilized form) 1000 TU Powder Pharma Laboratories Limited 09-05-25 Draft working sheet uploaded
yo-Inositol IP 2000 mg
D-Chiro Inositol 50 mg
Diclofenac Sodium Each ml contains: M/s Nitin Lifesciences Ltd. /M/s.
32 RPON2025050266 125050021 Diclofenac Sodium IP 75 mg Injection Mankind Prime labs Ltd. 12-05-25 Draft working sheet uploaded
Empagliflozin, Sitagliptin & |Each Film Coated Bilayer Tablet contains: M/s Exemed Pharmaceuticals / M/s
Metformin (ER) tablets Empagliflozin 10 mg Zydus Healthcare Limited
Sitagliptin Phosphate Monohydrate IP
33 RPON2025050267 125050023 Equivalent to Sitagliptin 100 mg Metformin Tablet 12-05-25 Placed in 68th MDC

Hydrochloride IP (As Extended Release) 1000
mg.




34

RPON2025050268

125050024

Empagliflozin, Sitagliptin &
Metformin (ER) tablets

Each Film Coated Bilayer Tablet contains:
Empagliflozin 25 mg

Sitagliptin Phosphate Monohydrate IP
Equivalent to Sitagliptin 100 mg Metformin
Hydrochloride IP (As Extended Release) 1000
mg.

Tablet

M/s Exemed Pharmaceuticals / M/s
Zydus Healthcare Limited

12-05-25

Placed in 68th MDC

35

RPON2025050269

125050030

Empagliflozin, Linagliptin &
Metformin (ER) Tablets

Each Film coated bilayer tablet contains:
Linagliptin 5 mg

Empagliflozin 25 mg

Metformin Hydrochloride (As Extended
Release) IP 1000 mg

Tablet

M/s Exemed Pharmaceuticals & M/s
Natco Pharma Ltd.

13-05-2025
Complete documents
29-5-25

Under Examination

36

RPON2025050270

125050031

Empagliflozin ,Sitagliptin &
Metformin Hydrochloride ER
Tablets

Each film coated bilayer tablet contains:
Empagliflozin 10mg

Sitagliptin Phosphate Monohydrate IP
equivalent to Sitagliptin 100mg Metformin
Hydrochloride IP (As extended release)
1000mg

Tablet

M/s Exemed Pharmaceuticals / M/s
Lupin Ltd

13-05-25

Placed in 68th MDC

37

RPON2025050271

125050032

Empagliflozin ,Sitagliptin &
Metformin Hydrochloride ER
Tablets

Each film coated bilayer tablet contains:
Empagliflozin 25 mg

Sitagliptin Phosphate Monohydrate IP
equivalent to Sitagliptin 100mg Metformin
Hydrochloride IP (As extended release)
1000mg

Tablet

M/s Exemed Pharmaceuticals / M/s
Lupin Ltd

13-05-25

Placed in 68th MDC

38

RPON2025050272

125050035

Aceclofenac, Paracetamol &
Trypsin Chymotrypsin
Tablets

Each enteric coated tablet contains:
Proteolytic enzymes Trypsin & Chymotrypsin
in the ratio of

Approximately 6:1 and provides enzymatic
activity Eq. to

1,50,000 Armour units

Aceclofenac IP 100 mg

Paracetamol IP 325 mg

Tablet

M/s Akums Drugs & pharmaceuticals
Ltd / M/s Aristo Pharmaceutical Pvt.
Ltd

13-05-25

Draft working sheet uploaded

39

RPON2025050273

125050036

Meropenem & Sulbactam
Injection

Each vial contains:

Meropenem Trihydrate IP equivalent to
Anhydrous Meropenem 1000 mg Sodium (as
sodium carbonate IP)

90.2 mg

Sulbactam Sodium IP equivalent to Sulbactam
500 mg

Injection

M/s GMH Organics / M/s Zydus
Healthcare Ltd.

13-05-25
Complete documents
06-06-25

Under Examination

40

RPON2025050274

125050025

Empagliflozin, Linagliptin &
Metformin (ER) Tablets

Each film coated bilayer tablet contains:
Empagliflozin 25 mg,

Linagliptin 5 mg,

Metformin Hydrochloride IP 1000 mg (as
extended release form)

Tablet

M/s Exemed Pharmaceuticals / M/s
Corona Remedies Pvt. Ltd.

13-05-2025
Complete documents
23-5-25

Under Examination

41

RPON2025050275

125050033

Linezolid L.V. injection

Each 100ml. contains:
Linezolid IP 200 mg,
Dextrose Anhydrous IP 5% w/v

Injection

M/s Amanta Healthcare Ltd. / M/s
Corona Remedies Pvt. Ltd.

13-05-2025
Complete documents
23-5-25

Draft working sheet uploaded

42

RPON2025050276

125050022

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each Film Coated bilayered Tablet Contains:
Empagliflozin 25mg

Sitagliptin Phosphate Monohydrate IP
Equivalent to Sitagliptin 100mg Metformin
Hydrochloride IP (As Extended Release)
1000mg

Tablet

M/s Exemed Pharmaceuticals / M/s
Mankind Pharma Ltd.

14-05-25

Placed in 68th MDC

43

RPON2025050277

125050046

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each Film Coated bilayered Tablet Contains:
Empagliflozin 10 mg

Sitagliptin Phosphate Monohydrate [P
Equivalent to Sitagliptin 100mg Metformin
Hydrochloride IP (As Extended Release)
1000mg

Tablet

M/s Exemed Pharmaceuticals / M/s
Alkem Laboratories Ltd.

14-05-25

Placed in 68th MDC




Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each Film Coated bilayered Tablet Contains:
Empagliflozin 25mg
Sitagliptin Phosphate Monohydrate [P

M/s Exemed Pharmaceuticals / M/s
Alkem Laboratories Ltd.

44 RPON2025050278 125050047 Equivalent to Sitagliptin 100mg Metformin Tablet 14-05-25 Placed in 68th MDC
Hydrochloride IP (As Extended Release)
1000mg
Empagliflozin, Sitagliptin & |Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 10 mg Intas Pharmaceuticals Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate IP
45 RPON2025050279 125050048 Equivalent to Sitagliptin 100mg Metformin Tablet 14-05-25 Placed in 68th MDC
Hydrochloride IP (As Extended Release)
1000mg
Empagliflozin, Sitagliptin & [Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 25 mg Intas Pharmaceuticals Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate [P
46 RPON2025050280 125050049 Equivalent to Sitagliptin 100mg Metformin Tablet 14-05-25 Placed in 68th MDC
Hydrochloride IP (As Extended Release)
1000mg
Empagliflozin, Sitagliptin & |Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 10 mg Sun Pharmaceuticals Industries Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate IP
47 RPON2025050281 125050050 Equivalent to Sitagliptin 100mg Metformin Tablet 14-05-25 Placed in 68th MDC
Hydrochloride IP (As Extended Release)
1000mg
Empagliflozin, Sitagliptin & [Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 25 mg Sun Pharmaceuticals Industries Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate IP
48 RPON2025050282 125050051 Equivalent to Sitagliptin 100mg Metformin Tablet 14-05-25 Placed in 68th MDC
Hydrochloride IP (As Extended Release)
1000mg
Paracetamol, Phenylephrine |Each uncoated tablet contains: Paracetamol IP M/s East African (India) Overseas /
Hydrochloride & 500 mg Phenylephrine Hydrochloride IP 10 mg M/s Aristo Laboratories Pvt. Ltd.
49 RPON2025050283 125050034 Chlorpheniramine Maleate  |Chlorpheniramine Maleate IP 2 mg Tablet 15-05-25 Draft working sheet uploaded
Tablets
Empagliflozin, Sitagliptin & [Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 10 mg Torrent Pharmaceuticals Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate [P
50 RPON2025050284 125050054 Equivalent to Sitagliptin 100mg Metformin Tablet 16-05-25 Placed in 68th MDC
Hydrochloride IP (As Extended Release)
1000mg
Empagliflozin, Sitagliptin & |Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 25 mg Torrent Pharmaceuticals Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate IP
51 RPON2025050285 125050055 Equivalent to Sitagliptin 100mg Metformin Tablet 16-05-25 Placed in 68th MDC
Hydrochloride IP (As Extended Release)
1000mg
Glimepiride, Sitagliptin & Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Glimepiride 1 mg Torrent Pharmaceuticals Ltd.
Tablets Sitagliptin Phosphate Monohydrate IP k
52 RPON2025050286 125050056 Tablet 16-05-25 Draft working sheet uploaded

Equivalent to Sitagliptin 50 mg Metformin
Hydrochloride IP 500 mg




53

RPON2025050287

125050052

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each Film Coated bilayered Tablet Contains:

Empagliflozin 10 mg

Sitagliptin Phosphate Monohydrate [P
Equivalent to Sitagliptin 100mg Metformin
Hydrochloride IP (As Extended Release)
1000mg

Tablet

M/s Exemed Pharmaceuticals / M/s
Mankind Pharma Ltd.

19-05-25

Placed in 68th MDC

54

RPON2025050288

125050057

Combikit of Clarithromycin
Tablets IP, Esomeprazole
Tablets IP and Amoxicillin
Tablets USP

Composition:

Each Strip Contains:

A. Clarithromycin Tablets IP 2 Tablets
Each Film Coated Tablet Contains:
Clarithromycin IP 500 mg

B. Esomeprazole Tablets IP 2 Tablets
Each enteric coated Tablet Contains:
Esomeprazole Magnesium Trihydrate IP
Equivalent to Esomeprazole 40 mg

C. Amoxicillin Tablets USP 2 Tablets
Each Film Coated Tablet Contains:
Amoxycillin Trihydrate IP

Equivalent to Amoxycillin 1000 mg

Tablet

M/s Malik Lifesciences Pvt. Ltd. / M/s
Torrent Pharmaceuticals Ltd.

19-05-25

Draft working sheet uploaded

55

RPON2025050289

125050071

Empagliflozin, Linagliptin &
Metformin (ER) Tablets

Each film coated bilayer tablet contains:
Empagliflozin 25 mg,

Linagliptin 5 mg,

Metformin Hydrochloride IP 1000 mg (as
extended release form)

Tablet

M/s Pure & Cure Healthcare Pvt. Ltd. /
M/s Aristo Pharmaceuticals Pvt. Ltd.

19-05-25

Draft working sheet uploaded

56

RPON2025050290

125050072

Empagliflozin, Linagliptin &
Metformin (ER) Tablets

Each film coated bilayer tablet contains:
Empagliflozin 10 mg,

Linagliptin 5 mg,

Metformin Hydrochloride IP 1000 mg (as
extended release form)

Tablet

M/s Pure & Cure Healthcare Pvt. Ltd. /
M/s Aristo Pharmaceuticals Pvt. Ltd.

19-05-25

Draft working sheet uploaded

57

RPON2025050292

125050075

Polmacoxib & Paracetamol
Tablets

Each uncoated tablet contains:
Polmacoxib 2 mg,
Paracetamol IP 325 mg

Tablet

M/s Hetero Labs Ltd. / M/s Intas
Pharmaceuticals Ltd.

20-05-25

Draft working sheet uploaded

58

RPON2025050293

125050073

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each film coated bilayered tablet contains:
Empagliflozin 25mg,

Sitagliptin Phosphate Monohydrate IP
equivalent to Sitagliptin 100mg, Metformin
Hydrochloride IP 1000mg (as extended
release)

Tablet

M/s Exemed Pharmaceuticals / M/s
Micro Labs Ltd.

20-05-2025
Complete documents
10-6-25

Under Examination

59

RPON2025050294

125050074

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each film coated bilayered tablet contains:
Empagliflozin 10 mg,

Sitagliptin Phosphate Monohydrate IP
equivalent to Sitagliptin 100 mg, Metformin
Hydrochloride IP 1000 mg (as extended
release)

Tablet

M/s Exemed Pharmaceuticals / M/s
Corona Remedies Pvt. Ltd.

20-05-2025
Complete documents
27-5-25

Placed in 68th MDC

60

RPON2025050295

125050076

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each film coated bilayered tablet contains:
Empagliflozin 25mg,

Sitagliptin Phosphate Monohydrate IP
equivalent to Sitagliptin 100mg, Metformin
Hydrochloride IP 1000mg (as extended
release)

Tablet

M/s Exemed Pharmaceuticals / M/s
Corona Remedies Pvt. Ltd.

20-05-2025
Complete documents
27-5-25

Placed in 68th MDC

61

RPON2025050297

125050079

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each film coated bilayered tablet contains:
Empagliflozin 10 mg,

Sitagliptin Phosphate Monohydrate IP
equivalent to Sitagliptin 100 mg, Metformin
Hydrochloride IP 1000 mg (as extended
release)

Tablet

M/s Exemed Pharmaceuticals / M/s
Cipla Ltd.

21-05-25

Placed in 68th MDC




Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each film coated bilayered tablet contains:
Empagliflozin 25 mg,
Sitagliptin Phosphate Monohydrate IP

M/s Exemed Pharmaceuticals / M/s
Cipla Ltd.

62 RPON2025050298 125050080 equivalent to Sitagliptin 100 mg, Metformin Tablet 21-05-25 Placed in 68th MDC
Hydrochloride IP 1000 mg (as extended
release)
Methylprednisolone Tablets |Each uncoated tablet contains: M/s Innova Captab Ltd. 21-05-2025
63 RPON2025050300 125050078 Methylprednisolone IP 8 mg Tablet / M/s Troikaa Pharmaceuticals Ltd. Complete documents 3-| Draft working sheet uploaded
6-25
Empagliflozin, Sitagliptin & |Each film coated bilayered tablet contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 10 mg, Eris Lifesciences Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate IP
64 RPON2025050301 125050081 equivalent to Sitagliptin 100 mg, Metformin Tablet 21-05-25 Placed in 68th MDC
Hydrochloride IP 1000 mg (as extended
release)
Empagliflozin, Sitagliptin & |Each film coated bilayered tablet contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 25 mg, Eris Lifesciences Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate IP
65 RPON2025050302 125050082 equivalent to Sitagliptin 100 mg, Metformin Tablet 21-05-25 Placed in 68th MDC
Hydrochloride IP 1000 mg (as extended
release)
Aspirin Gastro-resistant Each hard gelatin capsule contains: Aspirin IP M/s Synokem Pharmaceuticals Ltd. /
Pellets & Atorvastatin 75mg (As Gastro-resistant Pellets) M/s Alkem Laboratories Ltd.
66 RPON2025050303 125050084 Capsule Atorvastatin Calcium IP Eqv. Atorvastatin Capsule 21-05-25 Draft working sheet uploaded
10mg (As Pellets)
Moxifloxacin Eye Drops IP Moxifloxacin Hydrochloride IP Eq. to M/s Hanuchem Laboratories / M/s
Moxifloxacin 0.5% w/v Aristo Laboratories Pvt. Ltd.
67 RPON2025050304 125050085 Benzalkonium Chloride Solution IP 0.02% v/v Eye Drops 21-05-25 Draft working sheet uploaded
(as preservative)
Sterile aqueous buffered vehicle
Trastuzumab for Injection Each Lyophilized vial contains: M/s Reliance Life Sciences Pvt. Ltd.
Trastuzumab (In House) (375 mg) - a,a
68 RPON2025050306 125050087 ;f:g;ﬁi?é?’ﬁ;ﬁ;grgt“erpfgf1(;“3 ng) | Injection 22-05-25 Draft working sheet uploaded
L-Histidine Ph. Eur. (5.45 mg) - Polysorbate 20
IP (1.53 mg)
Ciprofloxacin & Ciprofloxacin Hydrochloride IP eq. to M/s Hanuchem Laboratories/
Dexamethasone Eye /Ear Ciprofloxacin 0.3% w/v M/s Aristo Laboratories Pvt. Ltd.
69 RPON2025050307 125050088 Drops Dexamethasone IP 0.1% w/v Eye/Ear Drops 23-05-25 Draft working sheet uploaded
Bezalkonium Chloride Solution IP 0.02 % w/v
(Preservative)
Paracetamol,Phenylephrine |Each film coated tablet contains: Paracetamol M/s Prosperity Drugs Pvt. Ltd./
Hydrochloride,Caffeine IP 500 mg, Phenylephrine Hydrochloride IP 5 M/s Intas Pharmaceuticals Ltd.
&Diphenhydramine mg, Clarification sought from
70 RPON2025050308 125050089 Hydrochloride Tablets Caffeine (Anhydrous) IP 30 mg, Tablet 23-05-25 company dated 4?—6-2025
Diphenhydramine Hydrochloride IP 25 mg
Myo-Inositol,D-Chiro Inositol |Each 5g Sachet contains: M/s Safetab Life Science./
71 RPON2025050309 125050090 &Vitamin D3 Powder Vitamin D? (Stabilized form) 1000 IU, Tablet M/s Corona Remedies Pvt. Ltd. 23-05-25 Draft working sheet uploaded
Myo-Inositol IP 2000 mg,
D-Chiro Inositol 50 mg
Empagliflozin, Sitagliptin & |Each film coated bilayered tablet contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 25 mg, USV Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate IP
72 RPON2025050311 125050094 equivalent to Sitagliptin 100 mg, Metformin Tablet 26-05-25

Hydrochloride IP 1000 mg (as extended
release)

Under Examination




Paracetamol Oral Suspension

Each 5ml contains:

M/s Pure and Cure Healthcare Pvt.

73 RPON2025050312 125050095 Paracetamol IP 500mg Oral Suspension|Ltd./ 26-05-25 Draft working sheet uploaded
M/s Alkem Laboratories Ltd.
Vitamin D3 (Cholecalciferol) |Each ml contains: M/s Indchemie Health Specialities Pvt. .
74 RPON2025050315 125050098 Drops Cholecalciferol (Vitamin D3) IP 800 1U Drops Ltd. 28-05-25 Draft working sheet uploaded
Clarithromycin Extended Each Extended Release Film Coated Tablets 28-05-2025
75 RPON2025050317 125050100 Release Tablet Contains: Tablet M/s Abbott Healthcare Pvt. Ltd. Complete documents 5- -
) . Under Examination
Clarithromycin IP 1000 mg 6-25
Empagliflozin & Metformin |Each film coated tablet Contain:
Hydrochloride Tablets Empagliflozin 12.5 mg M/s Mediforce Healthcare Pvt. Ltd./
76 RPON2025050318 125050091 Metformin Hydrochloride IP 500 mg Tablet M/s Mankind Prime Labs Pvt. Ltd. 28-05-25 Draft working sheet uploaded
Empagliflozin & Metformin |Each film coated tablet Contain:
Hydrochloride Tablets Empagliflozin 12.5 mg M/s Mediforce Healthcare Pvt. Ltd./
77 RPON2025050319 125050092 Metformin Hydrochloride IP 1000 mg Tablet M/s Mankind Prime Labs Pvt. Ltd. 28-05-25 Draft working sheet uploaded
Sitagliptin, Glimepiride and |Each film coated tablet contains: Sitagliptin
Metformin Hydrochloride Phosphate Monohydrate eq. to Sitagliptin 50 M/s Exemed Pharmaceuticals/

78 RPON2025050320 125050101 Tablets mg Tablet M/s Mankind Pharma Ltd. 28-05-25 Draft working sheet uploaded
Glimepiride 1 mg
Metformin Hydrochloride 500 mg

Itraconazole (Supra- Each hard gelatin capsule contains:
79 RPON2025050321 125050102 bioavailable formulation) Itraconazole IP 65 mg Capsule m/s Ravenbhel HealthFare Pvt. Ltd/ 28-05-25 Draft working sheet uploaded
/s Intas Pharmaceuticals Ltd.
Dapagliflozin & Metformin  |Each film coated tablet Contain:
Tablet Dapagliflozin Propanediol Monohydrate eq. to M/s Tristar Formulations Pvt. Ltd/

80 RPON2025050322 125050103 Dapagliflozin 10 mg Tablet M/s Franco Indian Pharmaceuticals 30-05-25 .
Metformin Hydrochloride IP 500 mg (extended Pvt. Ltd. Under Examination
release form)

Dapagliflozin & Metformin  |Each film coated tablet Contain:
Tablet Dapagliflozin Propanediol Monohydrate eq. to M/s Tristar Formulations Pvt. Ltd/

81 RPON2025050323 125050104 Dapagliflozin 10 mg Tablet M/s Franco Indian Pharmaceuticals 30-05-25
Metformin Hydrochloride IP 1000 mg Pvt. Ltd. Under Examination
(extended release form)

Sitagliptin & Metformin Each film coated tablet Contain:
Tablet Sitagliptin phosphate Monohydrate IP 64.25 M/s Tristar Formulations Pvt. Ltd/

82 RPON2025050324 125050105 mg eq. to Sitagliptin 50 mg Tablet M/s Franco Indian Pharmaceuticals 30-05-25 L
Metformin Hydrochloride IP 500 mg Prolonged Pvt. Ltd. Under Examination
release form)

Sitagliptin & Metformin Each film coated tablet Contain:
Tablet Sitagliptin phosphate Monohydrate IP 64.25 M/s Tristar Formulations Pvt. Ltd/

83 RPON2025050325 125050106 mg eq. to Sitagliptin 50 mg Tablet M/s Franco Indian Pharmaceuticals 30-05-25 .
Metformin Hydrochloride IP 1000 mg Pvt. Ltd. Under Examination
Prolonged release form)

Dapagliflozin, Sitagliptin &  |Each film coated bilayered tablet contains:

Metformin Tablet Dapagliflozin Propanediol monohydrate eq. to M/s Tristar Formulations Pvt. Ltd/
Dapagliflozin 10 mg M/s Franco Indian Pharmaceuticals
Sitagliptin Phosphate Monohydrate IP eq. to Pvt. Ltd.

84 RPON2025050326 125050107 Sitagliptin 100 mg Metformin Hydrochloride [P Tablet 30-05-25 Under Examination

500 mg (as sustained-release form)
Dapagliflozin, Sitagliptin & |Each film coated bilayered tablet contains:
Metformin Tablet Dapagliflozin Propanediol monohydrate eq. to M/s Tristar Formulations Pvt. Ltd/
Dapagliflozin 10 mg M/s Franco Indian Pharmaceuticals
Sitagliptin Phosphate Monohydrate IP eq. to Pvt. Ltd.
85 RPON2025050327 125050108 Tablet 30-05-25

Sitagliptin 100 mg Metformin Hydrochloride IP
1000 mg (as sustained-release form)

Under Examination




86

RPON2025050328

125050109

Sitagliptin, Glimpiride &
Metformin Tablet

Each film coated bilayered tablet contains:
Sitagliptin Phosphate Monohydrate IP 64.25
mg eq. to Sitagliptin 50 mg

Glimepiride IP 1 mg

Metformin Hydrochloride IP 1000 mg

Tablet

M/s Tristar Formulations Pvt. Ltd/
M/s Franco Indian Pharmaceuticals
Pvt. Ltd.

30-05-25

Under Examination

87

RPON2025050329

125050110

Sitagliptin, Glimpiride &
Metformin Tablet

Each film coated bilayered tablet contains:
Sitagliptin Phosphate Monohydrate IP 64.25
mg eq. to Sitagliptin 50 mg

Glimepiride IP 2 mg

Metformin Hydrochloride IP 1000 mg

Tablet

M/s Tristar Formulations Pvt. Ltd/
M/s Franco Indian Pharmaceuticals
Pvt. Ltd.

30-05-25

Under Examination

88

RPON2025050330

125050111

Aceclofenac, Paracetamol &
Trypsin Chymotrypsin
Tablets

Each Enteric Coated Tablet Contains:
Proteolytic enzymes Trypsin & Chymotrypsin
in the ratio of Approximately 6:1 and provides
enzymatic activity Eq. to 1,50,00 Aceclofenac IP
100 mg

Paracetamol IP 325 mg

Tablet

M/s Akums Drugs & Pharmaceuticals
Ltd/
M/s Dr. Reddys Laboratories Ltd.

30-05-2025
Complete documents
13-6-25

Under Examination

89

RPON2025050331

125050112

Diclofenac Sodium,
Paracetamol &
Chlorzoxazone Tablet

Each uncoated tablet contains:
Diclofenac Sodium IP 50 mg
Paracetamol IP 325 mg
Chlorzoxazone USP 250 mg

Tablet

M/s Innova Captab Ltd/
M/s Dr. Reddys Laboratories Ltd.

30-05-2025
Complete documents
13-6-25

Under Examination

90

RPON2025050332

125050113

Sitagliptin,Glimepiride
&Metformin Hydrochloride
Tablets

Each film coated tablet contains: Sitagliptin
Phosphate Monohydrate eq. to Sitagliptin 50
mg

Glimepiride 2 mg

Metformin Hydrochloride 500 mg

Tablet

M/s Exemed Pharmaceuticals/
M/s Mankind Pharma Ltd.

30-05-25

Draft working sheet uploaded

91

RPON2025050333

125050114

Combipack of Ceftriaxone,
Disodium Edetate and
Sulbactam powder for
solution for Infusion 1.5 gm

Each Combi-pack Contains:

(A) Ceftriaxone, Disodium Edetate and
Sulbactam powder for solution for infusion
1.5gm

Each Vial Contains:

Ceftriaxone sodium IP eq. to ceftriaxone
1000mg

Disodium Edetate IP 37mg

Sulbactam Sodium IP Equivalent to Sulbactam
500mg

B) Sterile water for injection IP 10ml Each
ampoules contains :

Water for injection IP 10ml

Injection

M/s BDR Pharmaceuticals
Internationals Pvt. Ltd.
M/s Bluecross Laboratories Pvt. Ltd.

30-05-25

Draft working sheet uploaded

92

RPON2025050334

125050115

Combipack of Ceftriaxone,
Disodium Edetate and
Sulbactam powder for
solution for Infusion 3.0 gm

Each Combi-pack Contains:

(A) Ceftriaxone, Disodium Edetate and
Sulbactam powder for solution for infusion 3.0
gm

Each Vial Contains:

Ceftriaxone sodium IP eq. to ceftriaxone 2000
mg

Disodium Edetate IP 74 mg

Sulbactam Sodium IP Equivalent to Sulbactam
1000 mg

B) Sterile water for injection IP 20 ml Each
ampoules contains :

Water for injection IP 20 ml

Injection

M/s BDR Pharmaceuticals
Internationals Pvt. Ltd.
M/s Bluecross Laboratories Pvt. Ltd.

30-05-25

Draft working sheet uploaded

93

RPON2025060335

125060001

Telmisartan & Amlodipine
Tablet

Each film coated tablet Contain:
Telmisartan IP 80 mg
Amlodipine Besilate [P eq. to Amlodipine 5 mg

Tablet

M/s Lifecare Formulations Pvt. Ltd.
M/s Primus Remedies Pvt. Ltd.

02-06-25

Under Examination

94

RPON2025060336

125060002

S (-) Pantoprazole for
Injection 20 mg
(Ly'ophilized)

Each Vial Contains: S (-) Pantoprazole Sodium
equivalent to S (-) Pantoprazole 20mg

Injection

M/s Gufic Biosciences Ltd.

03-06-25

Under Examination




Amoxycillin & Clavulanic
Acid Tablets

Each 5 ml of the constituted suspension
contains:
Amoxycillin Trihydrate IP equivalent to

M/s Copmed Pharmaceuticals Pvt.
Ltd./

95 RPON2025060337 125060005 Amoxycillin 400 mg Oral Suspension M/s Zydus Healthcare Ltd. 04-06-25 Under Examination
Potassium Clavulanate Diluted IP equivalent to
Clavulanic Acid 57 mg

Meropenem Iniection Each Vial Contains:
Meropenem (sterile) IP Eq. to anhydrous M/s Protech Telelinks/
Meropenem 2000mg Sodium Cadonate IP Eq. to M/s Tyykem Pvt. Ltd.

96 RPON2025060338 125060006 Sodium 180.4 mg Oral Suspension 04-06-25 N
(A Sterile mixture ofMeropenem Ip & Sodium Under Examination
carbonate IP)

Ceftriaxone, Disodium Each Vial Contains:
Edetate & Sulbactam powder |Ceftriaxone Sodium L.P (Sterile) Eq. to M/s Gufic Biosciences Ltd./
for solution for infusion Ceftriaxone 1000 mg L M/s Criticare Division LLP

97 RPON2025060339 125060007 Disodium Edetate IP 37 mg Sulbactam Sodium Injection 05-06-25 Under Examination
L.P (Sterile) Eq. to Sulbactam 500 mg

Ceftriaxone, Disodium Each Vial Contains:
Edetate & Sulbactam powder |Ceftriaxone Sodium I.P (Sterile) Eq. to M/s Gufic Biosciences Ltd./
for solution for infusion Ceftriaxone 2000 mg L M/s Criticare Division LLP
98 RPON2025060340 125060008 Disodium Edetate IP 74 mg Sulbactam Sodium Injection 05-06-25 Under Examination
L.P (Sterile) Eq. to Sulbactam 1000 mg
Cefixime, Dicloxacillin (CR) |Each Film Coated Tablet Contains: Cefixime IP
and Lactic Acid Bacillus as Trihydrate Eq. to Anhydrous Cefixime M/s Akums Drugs & Pharmaceuticals
Tablets 200mg Dicloxacillin Sodium IP Eq. to Ltd. /

Dicloxacillin 500 mg (Controlled release) M/s Alkem Laboratories Ltd.

99 RPON2025060341 125060009 Lactic Acid Bacillus 2.5 Billion Spores Tablet 05-06-25 A
(Appropriate Overages of Lactic Acid Bacillus Under Examination
Spores Added)

Paracetamol Infusion IP 1% |Each ml contains:
w/v Paracetamol IP 10 mg . M/s Appasamy Ocular Devices Pvt Ltd/
100 RPON2025060342 125060012 Infusion M/s Tyykem Pvt. Ltd. 06-06-25 Under Examination
Povidone-lodine & Povidone-lodine IP 5 % w/w
Metronidazole Ointment Metronidazole IP 1% w/w M/s Nanz Med Science Pharma (P)
101 RPON2025060343 125060003 Ointment  |Ltd./ 06-06-25 Under Examination
M/s Mankind Prime Labs Pvt. Ltd.
Atorvastatin Calcium and Each hard gelatin capsule contains:
Clopidogrel Capsules Atorvastatin Calcium IP eq. to Atorvastatin M/s Synokem Pharmaceuticals Ltd./
102 RPON2025060344 125060014 10mg (As pellets) Clopidogrel Bisulphate IP eq. Capsule M/s Alkem Laboratories Ltd. 06-06-25 o
to Clopidogrel 75mg (As pellets) Under Examination
Cefixime Oral Suspension IP |Each 5ml of reconstituted suspension contains:
(Combipack) Cefixime IP eq. to Cefixime Anhydrous 200 mg M/s Alps Communication Pvt. Ltd./
103 RPON2025060345 125060015 Oral Suspension |M/s Aristo Pharmaceuticals Pvt. Ltd. 07-06-25 N
Under Examination
Telmisartan & Amlodipine Each uncoated Tablet contains:
104 RPON2025060346 125060010 Tablet Telmisartan IP 80 mg Tablet M/s Swiss Garnier Life Sciences/ 09-06-25

Amlodipine Besilate [P eq. to Amlodipine 5 mg

M/s Workeell Solutions Pvt. Ltd.

Under Examination




Metformin Hydrochloride
(SR), Gliclazide (SR) and
Pioglitazone Hydrochloride
Tablets

Each film coated bilayered tablet contains:
Metformin Hydrochloride IP 500 mg

(as sustained release form)

Gliclazide IP 60 mg

M/s Swiss Garnier Life Sciences/
M/s Workeell Solutions Pvt. Ltd.

105 RPON2025060347 125060011 (as sustained release form) Tablet 09-06-25 Under Examination
Pioglitazone Hydrochloride IP
eq. to Pioglitazone 15 mg
Voglibose & Metformin Each uncoated bilayered tablet contains:
HCI (SR) Tablets Voglibose IP 0.3 mg M/s Swiss Garnier Life Sciences/
Metformin Hydrochloride IP 500 mg M/s Workcell Solutions Pvt. Ltd.
106 RPON2025060348 125060013 . Tablet 09-06-25 -
(as sustained release form) Under Examination
Bilastine & Montelukast Each film coated bilayered tablet contains:
Tablet Bilastine IP 40 mg M/s Akums Drugs & Pharmaceuticals
107 RPON2025060349 125060016 Montelukast Sodium IP eq. to Montelukast 10 Tablet Ltd./ 09-06-25 N
mg M/s Lupin Ltd. Under Examination
Cilnidipine & Telmisartan Each Film Coated Tablet Contains: Cilnidipine
Tablets IP 20 mg M/s Akums Drugs & Pharmaceuticals
108 RPON2025060350 125060018 Telmisartan [P 40 mg Tablet Led./ 09-06-25 Under Examination
M/s Lupin Ltd.
Cholecalciferol Oral Drops  |Each ml contains:
109 RPON2025060351 125060020 Cholecalciferol (Vitamin D3) IP 800 IU (as Oral Drops  |M/s Ravenbhel Biotech/ 09-06-25 Under Examination
Stabilized) M/s Zydus Healthcare Ltd.
Empagliflozin & Metformin |Each film coated tablet Contain:
Hydrochloride Tablets Empagliflozin 12.5 mg M/s Windlas Biotech Ltd./
110 RPON2025060352 125060021 Metformin Hydrochloride IP 500 mg Tablet M/s Medley Pharmaceuticals Ltd. 11-06-25 Under Examination
Empagliflozin & Metformin |Each film coated tablet Contain:
Hydrochloride Tablets Empagliflozin 12.5 mg M/s Windlas Biotech Ltd./
11 RPON2025060353 125060022 Metformin Hydrochloride IP 500 mg Tablet M/s Medley Pharmaceuticals Ltd. 11-06-25 Under Examination
Cilnidipine & Telmisartan Each Film Coated Tablet Contains: Cilnidipine
Tablets IP 10 mg M/s Pure and Cure Healthcare Pvt.
112 RPON2025060354 125060023 Telmisartan [P 80 mg Tablet Led./ 11-06-25 Under Examination
M/s Lupin Ltd.
Sitagliptin, Glimepiride Each film coated tablet contains: Sitagliptin M/s Exemed Pharmaceuticals/
&Metformin Hydrochloride |Phosphate Monohydrate IP eq. to Sitagliptin M/s Primus Remedies Pvt. Ltd.
113 RPON2025060355 125060023 Tablets 50mg, Tablet 11-06-25 A
. . Under Examination
Glimepiride IP 1 mg,
Metformin Hydrochloride IP 500mg,
Sitagliptin, Glimepiride & Each film coated tablet contains: Sitagliptin M/s Exemed Pharmaceuticals/
Metformin Hydrochloride Phosphate Monohydrate IP eq. to Sitagliptin M/s Primus Remedies Pvt. Ltd.
114 RPON2025060356 125060024 Tablets 50mg, Tablet 11-06-25 A
Glimepiride IP 2 mg, Under Examination
Metformin Hydrochloride IP 500mg,
Amoxycillin & Potassium Each 5 ml of the reconstituted suspension M/s Copmed Pharmaceuticals Pvt.
Clavulanate Oral suspension |contains: Ltd./
115 RPONZ025060357 125060025 2(1]1:)0xyc111m Trihydrate IP eq. to Amoxycillin Oral suspension M/s Zydus Healthcare Ltd. 11.06.25 o
mg Under Examination
Potassium Clavulanate Diluted IP eq. to
Clavulanic Acid 42.9 mg
Povidone lodine Alcoholic Povidone lodine 10% w/v . M/s G S Pharmbutor Pvt. Ltd./
116 RPON2025060358 125060026 Prep 10% w/v Ethanol 30% v/v Topical Forms M/s Win-Medicare Pvt. Ltd. 11-06-25 Under Examination
Atorvastatin & Ezetimibe Each Film Coated Tablet Contains: Atorvastatin M/s Pure and Cure Healthcare Pvt.
Tablets Calcium IP Eq. to Atorvastatin 10 mg Ltd./
117 RPON2025060359 125060027 Ezetimibe IP 10 mg Tablet M/s Cadila Pharmaceuticals Ltd. 12-06-25

Under Examination




Atorvastatin & Ezetimibe
Tablets

Each Film Coated Tablet Contains: Atorvastatin
Calcium IP Eq. to Atorvastatin 20 mg

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

118 RPON2025060360 125060028 Ezetimibe IP 10 mg Tablet M/s Cadila Pharmaceuticals Ltd. 12-06-25 L
Under Examination
Atorvastatin & Ezetimibe Each Film Coated Tablet Contains: Atorvastatin M/s Pure and Cure Healthcare Pvt.
Tablets Calcium IP Eq. to Atorvastatin 40 mg Ltd./
119 RPON2025060361 125060029 Ezetimibe IP 10 mg Tablet M/s Cadila Pharmaceuticals Ltd. 12-06-25 N
Under Examination
Empagliflozin & Metformin |Each Film Coated Tablet Contains: M/s Pure and Cure Healthcare Pvt.
Hydrochloride Tablets Empagliflozin 12.5mg Ltd./
120 RPON2025060362 125060030 Metformin Hydrochloride 500 mg Tablet M/s Eris Lifesciences Ltd. 12-06-25 Under Examination
Escitalopram & Clonazepam |Each Film Coated Tablet Contains: M/s Pure and Cure Healthcare Pvt.
Tablets Escitalopram Oxalate IP eq.to Escitalopram 5 Ltd./
121 RPON2025060363 125060031 mg Tablet M/s Abbott Healthcare Pvt. Ltd. 12-06-25 Under Examination
Clonazepam IP 0.25 mg
Aceclofenac, Paracetamol & |Each Enteric Coated Tablet Contains: M/s Akums Drugs & Pharmaceuticals
Trypsin Chymotrypsin Proteolytic enzymes Trypsin & Chymotrypsin Ltd./
Tablets in the ratio of Approximately 6:1 and provides M/s Cadila Pharmaceuticals Ltd.
enzymatic activity Eq. to 1,50,000 Armour units
122 RPON2025060364 125060032 Aceclofenac IP 100 mg Tablet 13-06-25 Under Examination
Paracetamol IP 325 mg
Recombinant Streptokinase |Each Lyophilized vial contains:
123 RPON2025060365 125060033 for injection 15,00,000 IU Streptokinase 15,00,000 IU Vial M/s Levim Lifetech Pvt. Ltd. 13-06-25 .
Under Examination
Recombinant Streptokinase |Each Lyophilized vial contains: N
T . . M/s Levim Lifetech Pvt. Ltd./
124 RPON2025060366 125060034 for injection 15,00,000 IU Streptokinase 15,00,000 IU Vial M/s Abbott Healthcare Pvt. Ltd. 13-06-25 Under Examination
Recombinant Streptokinase |Each Lyophilized vial contains: o
125 RPON2025060367 125060035 |for injection 15,00,0001U |Streptokinase 15,00,000 IU Vial M/s Levim Lifetech P Led./ 13-06-25 -
M/s Lupin Ltd. Under Examination
Recombinant Streptokinase |Each Lyophilized vial contains: o
126 RPON2025060368 125060036 |for injection 15,00,0001U |Streptokinase 15,00,000 IU vial ~ |M/sLevim Lifetech Pt. Ltd./ 13-06-25 .
M/s Gland Pharma Ltd. Under Examination
Liraglutide Solution for Liraglutide (6 mg) - Phenol L.P (as preservative) N
L _ R . M/s Levim Lifetech Pvt. Ltd./
127 RPON2025060369 125060037 injection (5.5 mg) - Water for Injection IP (QS) Disposable Pen M/s Glenmark Pharmaceuticals Ltd. 13-06-25 Under Examination
Bisoprolol Fumarate & Each film coated tablet contains:
Amlodipne tablets Bisoprolol Fumarate IP 2.5 mg M/s Swiss Garnier Life Sciences/
128 RPON2025060370 125060038 Amlodipne Besylate IP eq to Amlodipne IP 5 mg Tablet M/s Cadila Pharmaceuticals Ltd. 13-06-25 Under Examination
Amoxycillin & Potassium Each ml of the reconstituted suspension
Clavulanate Oral suspension |contains:
Amoxycillin Trihydrate IP equivalent to M/s Malik LifeSciences Pvt. Ltd./
129 RPON2025060371 125060039 Amoxycillin 80 mg Drops M/s Aurobindo Pharma Ltd. 13-06-25 Under Examination
Potassium Clavulanate Diluted IP equivalent to
Clavulanic Acid 11.4 mg
Empagliflozin, Sitagliptin & [Each Film Coated bilayered Tablet Contains: M/s Exemed Pharmaceuticals / M/s
Metformin Hydrochloride Empagliflozin 10 mg Cadila Pharmaceuticals Ltd.
(ER) Tablets Sitagliptin Phosphate Monohydrate [P
130 RPON2025060372 125060040 Equivalent to Sitagliptin 100 mg Metformin Tablet 14-06-25

Hydrochloride IP (As Extended Release)
1000mg

Under Examination




131

RPON2025060373

125060041

Empagliflozin, Sitagliptin &
Metformin Hydrochloride
(ER) Tablets

Each Film Coated bilayered Tablet Contains:
Empagliflozin 25 mg

Sitagliptin Phosphate Monohydrate [P
Equivalent to Sitagliptin 100 mg Metformin
Hydrochloride IP (As Extended Release)
1000mg

Tablet

M/s Exemed Pharmaceuticals / M/s
Cadila Pharmaceuticals Ltd.

14-06-25

Under Examination




