STATUS OF RETAIL PRICE APPLICATIONS AS ON 30-4-2025

si Acknowledgement IPDMS Name of the Strength Unit Manufacturer & Marketing | Date of receipt of Remarks
N(; Number Reference | Formulation / Brand Company application
) Number Name
Paracetamol sustained |Each film coated bilayered sustained M/s Pure and Cure Healthcare Clarification received
release Tablets release tablet contains: Pvt. Ltd. / M/s Pharmed 18.07.2024 from DCGI dated 25-4-
1 RPON2024070349 Paracetamol IP (as Immediate Tablet Limited Complete 25
release) 300mg documents 22-8- |Under Examination
Paracetamol IP (as sustained release) 24
TNNwvwAex
Paracetamol, Each 5ml (teaspoonful) contains: M/s Windlas Biotech Limited /
Phenylephrine HCI, Paracetamol IP 250mg M/s Biological E. Limited
Chlorpheniramine Phenylephrine Hydrochloride IP 5Smg 23.07.2024
2 RPON2024070361 maleate, Ammonium |Chlorpheniramine maleate IP 2mg Oral Complete Under Examination
Chloride, Sodium Ammonium Chloride IP 120mg Suspension documents 11-9-
Citrate & Menthol Sodium Citrate I[P 60mg 24
suspension Menthol IP 1mg
Each vial contains :
. Ceftriaxone Sodium IP eq. to . .
3 RPON2024090450 Ceftriaxone a_n(.i . anhydrous Ceftriaxone lqgm, Injection M/s East African (In_dla_\) 26-09-24 Under Examination
Tazobactam injection . Overseas / M/s FDC Limited
Tazobactam Sodium IP eq. to
Tazobactam 125mg
Paracetamol Infusion Each 100 ml Contains: M/s Pure and cure Healthcare 2(720(1)1?pi?tze4 Placed in 132 Authority
4 RPON2024090451 Paracetamol IP 1000mg Injection |pvt. Ltd./ M/s Hetero .
IP S documents 23-12- Meeting
water for injections IP Healthcare Itd. 24
Each 5 ml reconsituted suspension M/s Alkem Healthscience (A 21-11-24
conatins: . :
5 RPON2024110524 Cefixime & Ofloxacin |Cefixime Trihydrate IP eq. to Cefixime | Suspension 1/m1t of Alkem Laboratories Ltd, docu(ir(::rlllfc’lezt;-l} Under Examination
gr;l};};iz?;?lf g (;n rﬁg M/s Alkem Laboratories Ltd. 24
PP{I;zrzl:ﬁl;;:gZ . Each 5 ml contains: >/I/s Vapi Care Pharma Pvt. Ltd. 11124
6 RPON2024110525 . . Phenylephrine Hydrochloride 5 mg Suspension . Under Examination
Chlorpheniramine . . M/s Apex Laboratories Pvt.
. Chlorpheniramine Maleate 2 mg
Maleate Suspension Ltd.
Cholecalciferol Each 5 ml contains: LMtés/Ravenbhel healthcare pvt. 16-12-24 Placed in 132 Authority
7 RPON2024120578 (vitamin D3)oral Cholecalciferol IP (in nano droplet Suspension ) . .
solution 60000 1U form) 600001U M/s German Remedies Meeting
Pharmaceuticals Ltd.
Methylcobalamin
1500mcg, Alpha Lipoic |Each hard gelatin capsule contains : M/s East
Acid 100mg, Methylcobalamin IP 1500 mcg African(India)Overseas/ 31-12-24 Draft working sheet
8 RPON2024120595 Pyridoxine Alpha Lipoic Acid IP 100 mg Capsule M/s Softdeal Pharmaceuticals Complete uploaded
Hydrochloride 3mg & |Pyridoxine Hydrochloride IP 3 mg Pyt Ltd documents 8-4-25
Folic Acid 1.5mg Folic Acid IP 1.5mg T
Capsule
) . M/s Akums Drugs &
9 RPON2025010006 Bisoprolol Fumerate & E?;:p?iﬁf;iﬁi:;g?;cz?gﬁg' Tablet Pharmaceuticals Ltd./ goini)(l)cftse Placed in 132 Authority

Telmisartan Tablets

Telmisartan IP 40 mg

M/s BDR Pharmaceuticals
International Pvt. Ltd.

documents 7-3-25

Meeting




M/s Akums Drugs &

. Each film coated tablet Contain: . 3-1-2025 . .
10 | RPON2025010007 Bisoprolol Fumerate & |p, 011 Fumerate IP 5 mg Tablet |Fharmaceuticals Ltd.,/ Complete | F1aced in 132 Authority
Telmisartan Tablets . M/s BDR Pharmaceuticals Meeting
Telmisartan IP 40 mg . documents 7-3-25
International Pvt. Ltd.
M/s Akums Drugs & 08-01-25
11 | RPON2025010014 | 125010006 |Paracetamol Infusion |Loch100ml Contain: Infusion |F armaceuticals Ltd./ Complete | F1aced in 132 Authority
Paracetamol IP 1000 mg M/s Workcell Solutions Pvt. Meeting
Ltd documents 7-3-25
This Twin Pack Contains:
(a) One vial of Ceftriaxone &
. Tazobactum for Injection IP:
gggﬁ;ﬂiﬂ;g Sterile Ceftriaxone Sodium IP Eq. to M/s Prosperity 6 gz;r?ll-ezti Placed in 132 Authori
12 RPON2025010015 125010005 Ceftriaxone 1000 mg Injection |Pharmaceutics/ P . ty
Tazobactam for . . AR . documents 24-2- Meeting
L Sterile Tazobactum sodium IP Eq. to M/s Lupin Life Sciences Ltd.
Injection 25
Tazobactum 125 mg
(b) Each ampoule contains: 10 ml
Sterile Water for Injections IP
Empagliflozin & Each film coated tablet Contain:
Metformin Empagliflozin 25 mg 10-01-25 Placed in 132 Authority
13 RPON2025010026 125010007 Hydrochloride Metformin Hydrochloride [P 1000 mg Tablet M/s Abbott Healthcare Pvt. Ltd. Meeting
(SR)Tablets (as Sustained release)
Empagliflozin & Each film coated tablet Contain:
Metformin Empagliflozin 10 mg 10-01-25 Placed in 132 Authority
14 RPON2025010027 125010008 Hydrochloride Metformin Hydrochloride IP 1000 mg Tablet M/s Abbott Healthcare Pvt. Ltd. Meeting
(SR)Tablets (as Sustained release)
Each uncoated bilayered tablet
Glimepiride, Voglibose |Contain: 20-01-25
& Metformin Glimepiride IP 0.5 mg M/s Windlas Biotech Ltd./ Complete Placed in 132 Authority
15 RPON2025010043 125010021 Hydrochloride (SR) Voglibose IP 0.2 mg Tablet M/s USV Ltd documents 26-3- Meeting
Tablets Metformin Hydrochloride IP 500 mg 25
(Suctained release form)
Each film coated bilayered tablet
contains:
Clonazepam & Clonazepam IP 0.5 mg IP\’/Ih/:r?nl;L:tI:StE;lllsg i’ftli / éin? 1l-eztf; Placed in 132 Authori
16 RPON2025010057 125010029 |Paroxetine Controlled |Paroxetine Hydrochloride Tablet ’ . P . ty
. . M/s Torrent Pharmaceuticals | documents 19-2- Meeting
Release tablets Hemihydrate IP eq. to Paroxetine 12.5 Ltd 25
mg )
(as Controlled Release)
Each film coated bilayered tablet
contains:
Clonazepam & Clonazepam IP 0.5 mg IP\’/Ih/:r?nl;L:tI:StE;lllsg i’ftli / éin? 1l-eztf; Placed in 132 Authori
17 RPON2025010058 125010030 |Paroxetine Controlled |Paroxetine Hydrochloride Tablet ’ . P . ty
. . M/s Torrent Pharmaceuticals | documents 19-2- Meeting
Release tablets Hemihydrate IP eq. to Paroxetine 25 Ltd 25
mg )
(as Controlled Release)
18 RPON2025010079 C?otrlmazole Vaginal Each_vaglnal film contains: Vaginal Film [M/s Hetero Healthcare Ltd. 30-01-25 Placed in 132_ Authority
Film Clotrimazole IP 50 mg Meeting
Empagliflozin & Each film coated tablet contains: . 30-01-2025 . .
19 | RPON2025010080 Metformin Empagliflozin 12.5 mg Tablet | M/S Skymap Pharmaceuticals Complete | P1aced in 132 Authority

Hydrochloride tablets

Metformin Hydrochloride IP 500 mg

Pvt. Ltd.

documents 7-3-25

Meeting




Empagliflozin & Each film coated tablet contains: . 30-01-2025 . .
20 | RPON2025010081 Metformin Empagliflozin 12.5 mg Tablet glv/ts i‘dymap Pharmaceuticals Complete | P1aced ”1\141251 nAuth"“ty
Hydrochloride tablets |Metformin Hydrochloride IP 1000 mg B documents 7-3-25 g
Empagliflozin & Each film coated tablet contains: . 30-01-2025 . .
21 RPON2025010082 Metformin Empagliflozin 5 mg Tablet glv/ts Ei(dymap Pharmaceuticals Complete Placed 1rl\1/llzénAuthor1ty
Hydrochloride tablets |Metformin Hydrochloride IP 1000 mg B documents 7-3-25 g
Empagliflozin & Each film coated tablet contains: . 30-01-2025 . .
22 RPON2025010083 Metformin Empagliflozin 5 mg Tablet glv/ts Ei(dymap Pharmaceuticals Complete Placed 1rl\1/llzénAuthor1ty
Hydrochloride tablets |Metformin Hydrochloride IP 500 mg B documents 7-3-25 g
Empagliflozin & Each film coated tablet contains: IP\)A‘/(tS [S‘Ejy?lap Pharmaceuticals 30-01-2025 Placed in 132 Authori
23 RPON2025010084 Metformin Empagliflozin 5 mg Tablet M/é Ja .son al Pharmaceuticals Complete Meetin ty
Hydrochloride tablets |Metformin Hydrochloride IP 500 mg Ltd gsonp documents 7-3-25 g
Dehydroeplandrostero |Each hard gelatin capsule contains: M/s Akums Drugs &
ne Dehydroeplandrosterone Pharmaceuticals Ltd./ 04-02-2025
24 RPON2025020095 (DHEA)(Micronised) & |(DHEA)(Micronised) 25 mg, Capsule M/s Sun Pharma Laboratories docu(rz'f(l):rllrt)ieéi-ZS under examination
Folic Acid Capsules Folic Acid IP 1.5 mg Ltd.
Each vial contains :
Ceftriaxone, Disodium |Ceftriaxone Sodium IP eq. to .
Edetate & Sodium Ceftriaxone 1000 mg, L M/s BDR Pharmaceuticals 06-02-2025 Placed in 132 Authority
25 RPON2025020099 . s Injection |International Pvt Ltd./ Complete -
powder for solution for | Disodium Edetate IP 37 mg M/s Zydus Healthcare Ltd documents 5-3-25 Meeting
infusion Sulbactam Sodium IP eq. to Sulbactam yau ) “
500 mg
Each vial contains :
Ceftriaxone, Disodium |Ceftriaxone Sodium IP eq. to .
Edetate & Sodium Ceftriaxone 2000 mg, — M/s BDR Pharmaceuticals 06-02-2025 Placed in 132 Authority
26 RPON2025020100 . S Injection |International Pvt Ltd./ Complete -
powder for solution for | Disodium Edetate IP 74 mg M/s Zydus Healthcare Ltd documents 5-3-25 Meeting
infusion Sulbactam Sodium IP eq. to Sulbactam Y )
1000 mg
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 10 mg, M/s Pure and cure Healthcare . .
27 | RPON2025020104 | 125020005 |Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 07-02-25 Placed li\l/liztzl :“th"”ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Cipla Ltd. J
(ER)tablets (as Extended Release)
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare . .
28 | RPON2025020105 | 125020006 |Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 07-02-25 Placed ”1\‘41251 nAuthO“ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Cipla Ltd. g
(ER)tablets (as Extended Release)
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare . .
29 | RPON2025020106 Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 07-02-25 | Placed li\l/liztzl :“th"”ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Intas Pharmaceuticals Ltd. J
(ER)tablets (as Extended Release)
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 10 mg, M/s Pure and cure Healthcare . .
30 | RPON2025020107 Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 10-02-25 Placed ”1\‘41251 nAuthO“ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Eris Lifesciences Ltd. g

(ER)tablets

(as Extended Release)




Empagliflozin,

Each film coated tablet contains:

Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare . .
31 | RPON2025020108 Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 10-02-25 Placed ”1\‘41251 nAuthO“ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Eris Lifesciences Ltd. g
(ER)tablets (as Extended Release)
Telmisartan & Each film coated tablet contains: M/s Skymap Pharmaceuticals fro(;rllacr:)ﬁrﬁaggn ;Z'lcleg;g- 4
32 RPON2025020113 g Telmisartan IP 40 mg Tablet Pvt. Ltd./ 12-02-25 pany
Clinidipine Tablets Cilnidipine IP 10 m M/s Morepen Laboratories Ltd 2025
p g p ' reminder dated 21-4-
2025
Cholecalciferol . M/s Ravenbhel healthcare pvt. . .
33 | RPON2025020114 | 125020011 |(vitamin D3)oral Eif)}llei ;Cli;:r‘:)tla;gz 00001 Suspension |Ltd./ 13-02-25 | Placed li\l/liztzl :“thomy
solution 60000 1U M/s Cipla Ltd. &
Paracetamol, Each Uncoated tablet contains:
Phenylephrine HCL & |Paracetamol IP 500 mg M/s East African (India) Ltd./ e Placed in 132 Authority
34 RPON2025020115 Chlorepheniramine Phenylephrine HCL IP 10 mg Tablet M/s Glensmith Labs Pvt. Ltd. 17-02-25 Meeting
Maleate tablets Chlorpheniramine Maleate IP 2 mg
. . o M/s Rivpra Formulations Pvt. . .
35 | RPON2025020116 | 125020012 | y-ophenolate Mofedl Bach Film coated tablet contains: Tablet  |Ltd./ 170225 | Flacedin 132 Authority
yeop 8 M/s RPG Life Sciences Ltd. &
s symokem Prarmaceicls | ORI
36 | RPON2025020117 Clinidipine & crmsal & Tablet |Ltd./ P ; v
Chlorthalidone Tablets Cilnidipine IP 10 mg M/s Intas Pharmaceuticals Ltd documents 15-3- Meeting
Chlorthalidone IP 12.5 mg ) 25
Paracetamo.l, Each uncoated tablet contains: M/s East African (India)
Phenylephrine Paracetamol IP 500 mg Overseas/ Placed in 132 Authori
37 RPON2025020118 Hydrochloride & Phenylephrine Hydrochloride IP 10 Tablet . 19-02-25 - ty
. . M/s Jagsonpal Pharmaceuticals Meeting
Chlorpheniramine mg Ltd
Tablets Chlorpheniramine Tablet IP 2 mg )
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare . .
38 | RPON2025020119 Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 20-02-25 Placed ”1\‘41251 nAuthO“ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Micro Labs Ltd. g
(ER)tablets (as Extended Release)
o Each film coated tablet contains: M/s Akums Drugs & . .
39 | RPON2025020120 %ﬁ;‘;ﬁgﬁrablm Cilnidipine IP 20 mg Tablet  |Pharmaceuticals Ltd./ 20-02-25 Placed ”1\141251 nAuth"“ty
Telmisartan IP 40 mg M/s Micro Labs Ltd. &
Each film coated bilayered tablet
. contains:
Telmisartan, . M/s Ravenbhel Healthcare Pvt. 21-02-2025
Metoprolol Succinate Telmisartan [P 40 mg, Ltd./ Complete Placed in 132 Authori
40 | RPON2025020123 pro’o’ - Metoprolol Succinate IP 23.75mgeq. | Tablet : _ _ P ; ty
& Chlorthalidone M/s Alembic Pharmaceuticals | documents 23-2- Meeting
Tablets to Metoprolol Tartrate 25 mg (as Ltd. 25

Extended Release form),
Chlorthalidone IP 6.25 mg




Each film coated bilayered tablet
contains:

Telmisartan, Telmisartan IP 40 mg M/s Ravenbhel Healthcare Pvt. 21-02-2025
41 | RPON2025020124 Metoprolol Succinate |y, o101 Succinate IP 23.75 mgeq. |  Tablet |4/ . . Complete Placed in 132 Authority
& Chlorthalidone M/s Alembic Pharmaceuticals | documents 23-2- Meeting
Tablets to Metoprolol Tartrate 25 mg (as Ltd 25
Extended Release form), )
Chlorthalidone IP 12.5 mg
Each film coated bilayered tablet
Telmisartan, ;‘Zrllr:?ilszsljtan IP 40 mg M/s Ravenbhel Healthcare Pvt. 21-02-2025
42 | RPON2025020125 Metoprolol Succinate |y, 0101 Succinate 1P 47.5 mg eq. Tablet |09/ . . Complete Placed in 132 Authority
& Chlorthalidone M/s Alembic Pharmaceuticals | documents 23-2- Meeting
Tablets to Metoprolol Tartrate 50 mg (as Ltd 25
Extended Release form), )
Chlorthalidone IP 6.25 mg
Each film coated bilayered tablet
Telmisartan, ;‘Zrllr:?ilszsljtan IP 40 mg M/s Ravenbhel Healthcare Pvt. 21-02-2025
43 | RPON2025020126 Metoprolol Succinate |y, 0101 Succinate 1P 47.5 mg eq. Tablet |19/ . . Complete Placed in 132 Authority
& Chlorthalidone M/s Alembic Pharmaceuticals | documents 23-2- Meeting
Tablets to Metoprolol Tartrate 50 mg (as Ltd 25
Extended Release form), )
Chlorthalidone IP 12.5 mg
h dbil d ned Clarification received
Each uncoated bi ayere sustaine from DCGI dated 25-4-
. release tablet contains: M/s Pure and cure Healthcare 24-02-2025
Paracetamol bilayered P " 11p I diate rel Pyt Ltd C let 25
44 | RPON2025020127 sustained release aracetamol [P (as Immediate release | p.p) . A/ OMPEY  |Under Examination
tablets ) 300 mg M/s Glaxosmithkline Asia Pvt. | documents 12-3-
Paracetamol IP (as sustained release) Ltd. 25
700 mg
Paracetamol & Each 5 ml contains: LMt{js/Parrlsh Pharmaceuticals 23;3:%&265 Placed in 132 Authori
45 RPON2025020128 Mefenamic Acid Paracetamol IP 250 mg Suspension ) . . P . ty
. . . M/s Alembic Pharmaceuticals | documents 12-3- Meeting
Suspension Tablets Mefenamic Acid IP100 mg Ltd 25
Each 5 ml contains: M/s Parrish Pharmaceuticals 25-02-2025
46 | RPON2025020129 Paracetamol &  p - cetamol IP 162.5 mg Suspension |F94/ _ Complete - | Placed in 132 Authority
Ibuprofen Suspension M/s Alembic Pharmaceuticals | documents 12-3- Meeting
Ibuprofen IP 100 mg
Ltd. 25
Each 5 ml contains:
Iron, Folic Acid, EETEX?IEISDO?ISE Citrate [P 110 mg M/s East African (I) Overseas / 26-02-2025 Draft working sheet
47 RPON2025020130 125020013 |Cyanocobalamin & ) 8 Syrup M/s Mankind Prime Labs Pvt. Complete §
Sorbitol Syrup Cyanocobalamin IP 15 mcg Ltd documents 1-4-25 uploaded
Sorbitol (70%) (Non-Crystallising) )
Paracetamol, .
Phenylephrine EZIC"ch:cl;;a:)tleg()tglﬁlet comain M/s East African (1) Overseas / Placed in 132 Authori
48 RPON2025020131 125020014 |Hydrochloride & 5 Tablet M/s Mankind Prime Labs Pvt. 26-02-25 ty

Chlorpheniramine
Maleate Tablet

Phenylephrine Hydrochloride 10 mg
Chlorpheniramine Maleate 2 mg

Ltd.

Meeting




Empagliflozin &

Each film coated bilayered tablet

M/s Pure and cure Healthcare

49 RPON2025030132 Metformin _ contalns:. Empagllﬂozn? 25mg Tablet Pyt. Ltd./ 03-03-25 Placed in 132_ Authority
Hydrochloride ER Metformin Hydrochloride IP 1000mg . Meeting
. M/s Micro Labs Ltd.
Tablets (in extended release form)
Empagliflozin & Each film coated tablet contains: . .
50 | RPON2025030133 Metformin Empaglifiozin 12.5mg Tablet wz é‘;’;ﬁ;i%iﬁi%kfé . 03-03-25 | Placed li\l/liztzl :“thomy
Hydrochloride Metformin Hydrochloride IP 1000mg ) &
Empagliflozin & Each film coated tablet contains: . .
51 | RPON2025030134 Metformin Empagliflozin 12.5mg Tablet wz é‘;’;ﬁ;i%iﬁi%kfé . 03-03-25 | Placed li\l/liztzl :“thomy
Hydrochloride Metformin Hydrochloride IP 500 mg ) &
Each film coated tablet contains:
. . . M/s Pure and cure Healthcare . .
52 RPON2025030136 125010034 Atorlvastatm & Atorvastat}n Calcium eq. to Tablet Pyt. Ltd./ 04-03-25 Placed in 132' Authority
Ezetimibe Tablets Atorvastatin 80 mg M/s Ipca laboratories Ltd Meeting
Ezetimibe IP 10 mg P )
Budesonide & Each 2 ml contains:
53 | RPON2025030137 | 125030002 |Formoterol Fumarate |CudesonidelPlmg Solution | 1/$ Axa Parenterals Ltd./ 05-03-25 | Placedin 132 Authority
. Formoterol Fumarate Dihydrate IP eq. M/s Mankind Pharma Ltd. Meeting
Respirator System
to Formoterol Fumarate 20 mcg
Empagliflozin & (E::(?g?a}l:rlllsm coated bilayered tablet M/s Pure and cure Healthcare Placed in 132 Authori
54 RPON2025030139 125030003 Metformin Empaglif:lozin 25 mg Tablet Pvt. Ltd./ 10-03-25 Meeting ty
Hydrochloride Tablets Metformin Hydrochloride IP 1000 mg M/s Mankind Pharma Ltd.
Mefenamic Acid & Each 5 ml contains: glv/ts Ei(dy;nap Pharmaceuticals Placed in 132 Authori
55 RPON2025030140 125030004 |Paracetamol Mefenamic Acid IP 50 mg Suspension T . 11-03-25 . v
. M/s German Pharmaceuticals Meeting
Suspension Paracetamol IP 250 mg
Pvt. Ltd.
Phenylephrine Each uncoated tablet contains: M/s East African (India) 11-03-2025
Hydrochloride,Chlorph Paracetamol [P 500 mg Overseas Complete Placed in 132 Authority
56 RPON2025030141 125010024 eniramine Maleate & ;};enylephrme Hydrochloride IP 10 Tablet M/s Glenmark Pharmaceuticals| documents 28-3- Meeting
Paracetamol Tablet Chlorpheniramine Maleate IP 2 mg Pvt Ltd 25
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 10 mg, M/s Pure and cure Healthcare . .
57 | RPON2025030142 | 125030010 |Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 11-03-25 Placed ”1\‘41251 nAuthO“ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Mankind pharma Ltd. J
(ER)tablets (as Extended Release)
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare . .
58 | RPON2025030143 | 125030011 |Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 11-03-25 Placed li\l/liztzl :“th"”ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Mankind pharma Ltd. J

(ER)tablets

(as Extended Release)




Dapagliflozin,

Each film coated tablet Contain:

Glimepiride & Dapagliflozin Propanediol USP eq. to 11-03-2025
59 RPON2025030144 125030007 |Metformin D;pagll_ﬂf)zm IP 10 mg Tablet M/s Windlas Biotech Ltd. Complete Placed in 132_ Authority
Hydrochloride (ER) Glimepiride IP 1 mg M/s USV Ltd documents 27-3- Meeting
y Metformin Hydrochloride IP 1000 mg 25
Tablets
(as extended release form)
Dapagliflozin Each film coated tablet Contain:
Glimepiride & Dapagtiflonn P 10mg M/s Mascot Heath Series Pt | ¢S b 152 duthor
60 | RPON2025030145 | 125030008 |Metformin ipagiti’ g Tablet  |Ltd. P ; ty
Hydrochloride (ER) Glimepiride IP 2 mg M/s USV Ltd documents 27-3- Meeting
y Metformin Hydrochloride IP 1000 mg 25
Tablets
(as extended release form)
Empagllﬂozm & Each fllr.n co.ated tablet contains: M/s Pure and cure Healthcare 12-03-2025 . .
Metformin Empagliflozin 10 mg, Complete Placed in 132 Authority
61 RPON2025030146 . . . Tablet  |Pvt. Ltd./ .
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Lupin Ltd documents 19-3- Meeting
(ER)tablets (as Extended Release) P ' 25
Metormin [Empgifionn 25mgs M/s Pure and cure Healtheare Placed in 132 Authori
62 | RPON2025030147 _ paght & Tablet  |Pvt. Ltd./ 12-03-25 ; ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Lupin Ltd Meeting
(ER)tablets (as Extended Release) P '
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 10 mg, M/s Pure and cure Healthcare . .
63 | RPON2025030148 Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 13-03-25 Placed ”1\‘4125] nAuthO“ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Lupin Ltd. g
(ER)tablets (as Extended Release)
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare . .
64 | RPON2025030149 Metformin Linagliptin 5 mg, Tablet  |Pvt. Ltd./ 13-03-25 | Placed li\l/liztzl :“th"”ty
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Lupin Ltd. J
(ER)tablets (as Extended Release)
(Lg;actltol Monohydrate Each 15 g granules contains: M/s Tirupati Medicare Ltd./ Placed in 132 Authori
65 RPON2025030150 Lactitol Monohydrate USP - NF 10 g Granules |M/s Emcure Pharmaceuticals 13-03-25 . ty
Ispaghula Husk Meeting
Ispaghula Husk IP 3.5 g Ltd.
Granules
. Each film coated tablet contains: M/s Mascot Health Series Pvt.
Telmisartan & Telmisartan IP 40 m Ltd./ Placed in 132 Authori
66 RPON2025030152 125030012 |Metoprolol Succinate - e Tablet ) . 13-03-25 . ty
Metoprolol Succinate IP 50 mg (as M/s German Remedies Meeting
ER tablets .
extended release form) Pharmaceuticals Pvt. Ltd.
67 RPON2025030153 Cilnidipine & S & Tablet  |Pvt. Ltd./ 14-03-25 . ty
Chlorthalidone tablets Cilnidipine IP 10 mg M/s Micro labs Ltd Meeting
Chlorthalidone IP 12.5 mg )
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP . . .
68 | RPON2025030154 | 125030013 |& Metformin eq. to Sitagliptin 50 mg Tablet |1/S Exemed Pharmaceuticals/ 15-03-25 | Flacedin 132 Authority

Hydrochloride tablets

Glimepiride IP 1 mg
Metformin Hydrochloride IP 1000 mg

M/s Usv Ltd.

Meeting




Sitagliptin, Glimepiride

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP

M/s Exemed Pharmaceuticals/

Placed in 132 Authority

69 RPON2025030155 125030014 |& Metformin eq. to Sitagliptin 50 mg Tablet 15-03-25 .
Hydrochloride tablets |Glimepiride IP 2 mg M/s Usv Ltd, Meeting
Metformin Hydrochloride IP 1000 mg
Cilnidiine Each film coated tablet contains:
TelmisI;rta‘n & Cilnidipine IP 10 mg M/s Pure and cure Healthcare
70 | RPON2025030156 | 125030017 |Metoprolol Succinate | o misartan IP 40 mg Tablet  |FVELtd/ . 18-03-25 | Flacedin 132 Authority
Metoprolol Succinate 47.5 mg Eq. to M/s Cadila Pharmaceuticals Meeting
(Extended Release)
Metoprolol Tartrate 50 Mg (Extended Ltd.
Tablets
Release)
Cilnidipine Each film coated tablet contains:
Telmisl;rta;l & Cilnidipine IP 10 mg M/s Pure and cure Healthcare
71 | RPON2025030157 | 125030018 |Metoprolol Succinate |.c.isartanIP 40 mg Tablet |bV-Ltd/ _ 18-03-25 | Placedin 132 Authority
(Extended Release) Metoprolol Succinate 23.75 mg Eq. to M/s Cadila Pharmaceuticals Meeting
Metoprolol Tartrate 25 Mg (Extended Ltd.
Tablets
Release)
Each film coated tablet contains:
Sitagliptin & Metformin Sltagllp_tln Phgsphate Monohydrate M./s. Synokem Pharmaceuticals Placed in 132 Authority
72 RPON2025030158 125030016 |Hydrochloride (ER) eq. to Sitagliptin 100 mg Tablet  |Limited/ 18-03-25 Meetin
Tablets Metformin Hydrochloride 500 mg (As M/s Mankind Pharma Ltd. J
Extended Release)
Each film-coated tablet contains: 19-03-2025
Atorvastatin & Atorvastatin Calcium IP equivalent to M/s Safetab Life Science/ Complete Placed in 132 Authority
3 RPON2025030159 1125030020 Ezetimibe Tablets Atorvastatin 40mg Tablet M/s Ajanta Pharma Ltd. documents 26-3- Meeting
Ezetimibe IP 10mg 25
Each film-coated tablet contains: 19-03-2025
Atorvastatin & Atorvastatin Calcium IP equivalent to M/s Safetab Life Science/ Complete Placed in 132 Authority
74 RPON2025030160 1125030021 Ezetimibe Tablets Atorvastatin 10mg Tablet M/s Ajanta Pharma Ltd. documents 26-3- Meeting
Ezetimibe IP 10mg 25
Cefixime Oral E(?ri}tla!i;nr:l efreconstifuted suspension M/s Alps Communication Pvt. Placed in 132 Authori
75 RPON2025030162 125030019 X . L . .. Suspension |Ltd./ 20-03-25 . u v
Suspension Cefixime Equivalent to Cefixime . Meeting
M/s Mankind Pharma Ltd.
Anhydrous 200 mg
Empagliflozin & Each Film coated tablet contains: . . .
76 | RPON2025030163 | 125030022 |Metformin Empaglifiozin 12.5 mg Tablet I]\J/Iir/rfifgg‘:le"ds Pharmaceuticals |, 3 55 | Placed ‘ﬁdizé :“th"”ty
Hydrochloride Tablets |Metformin Hydrochloride IP 500 mg J
Empagliflozin & Each Film coated tablet contains: . . .
77 | RPON2025030164 125030023 |Metformin Empaglifiozin 12.5 mg Tablet ~|M/SMacleods Pharmaceuticals | 5 55 | Placed in 132 Authority

Hydrochloride Tablets

Metformin Hydrochloride IP 1000 mg

Limited

Meeting




Esomeprazole
Magnesium &

Each hard gelan capsule contains:
Esomeprazole Magnesium Trihydrate
IP equivalent to Esomeprazole 40 mg

M/s Ravenbhel Healthcare
Ltd./

Placed in 132 Authority

78 RPON2025030165 Domperldone (as enteric coated pellets) Capsule M/s Troikka Pharmaceuticals 20-03-25 Meeting
Sustained Release . .
Domperidone IP 30 mg (as sustained Ltd.
Capsules
release pellets)
Empagliflozin & Each Film coated tablet contains: . . . .
79 | RPON2025030166 Metformin Empagliflozin 12.5 mg Tablet ]\1:[/[//5 SZVZ g;iltfsli;‘;:fﬁ‘;‘:']dt . 210325 | Placed ”1\‘41251 nAuthO“ty
Hydrochloride Tablets |Metformin Hydrochloride IP 500 mg ' &
Empagliflozin & Each Film coated tablet contains: . . . .
80 | RPON2025030167 Metformin Empagliflozin 12.5 mg Tablet ]\1:[% SZVZ ;r;iltfs]i;‘;;’tc}?;‘:'Lt . 210325 | Placed ”1\141251 nAuth"“ty
Hydrochloride Tablets |Metformin Hydrochloride IP 1000 mg ’ &
Each actuation delivers:
Formoterol & ?g§cf§};2;2nlum (As Glycopyrrolate M/s Cipla Ltd 21-03-2025
81 RPON2025030168 125030024 o 8 . Inhaler p ) Complete Under Examination
Glycopyrrolate Formoterol Fumarate Dihydrate IP . documents 4-4-25
6mcg Suspended in Propellant HFA
134a
Empagliflozin & Each Film coated tablet contains: LMt{js Skymap pharmaceuticals Placed in 132 Authori
82 RPON2025030169 125030026 Metformin Empagliflozin 5 mg Tablet ) . 24-03-25 . ty
. . . M/s German Remedies Meeting
Hydrochloride Tablets |Metformin Hydrochloride IP 500 mg .
Pharmaceuticals Ltd.
Empagliflozin & Each Film coated tablet contains: LMt{is Skymap pharmaceuticals Placed in 132 Authori
83 RPON2025030170 |125030027 Metformin Empagliflozin 5 mg Tablet ) . 24-03-25 . ty
. . . M/s German Remedies Meeting
Hydrochloride Tablets |Metformin Hydrochloride IP 1000 mg .
Pharmaceuticals Ltd.
Empagliflozin & Each Film coated tablet contains: LMt{js Skymap pharmaceuticals Placed in 132 Authori
84 RPON2025030171 125030028 Metformin Empagliflozin 12.5 mg Tablet ) . 24-03-25 . ty
. . . M/s German Remedies Meeting
Hydrochloride Tablets |Metformin Hydrochloride IP 500 mg .
Pharmaceuticals Ltd.
Empagliflozin & Each Film coated tablet contains: LMt{is Skymap pharmaceuticals Placed in 132 Authori
85 RPON2025030172 |125030029 Metformin Empagliflozin 12.5 mg Tablet ) . 24-03-25 . ty
. . . M/s German Remedies Meeting
Hydrochloride Tablets |Metformin Hydrochloride IP 1000 mg .
Pharmaceuticals Ltd.
Each Film coated tablet contains:
Cefuroxime Axetil & Cefuroxime Axetil IP eq. to M/s Supermax Drugs & 24-03-2025 Draft working sheet
86 RPON2025030173 Clavulanate Potassium |Cefuroxime 500 mg Tablet  [Pharmaceuticals Pvt. Ltd. Complete u loade%i
Tablets Potassium Clavulanate Diluted IP eq. M/s Profic Organic Ltd. documents 3-4-25 P
to Clavulanic Acid 125 mg
Empagliflozin, Each film coated tablet contains:
. > o 25-03-2025
Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare Complete
87 RPON2025030174 125030030 Metformin Linagliptin 5 mg, Tablet  |Pvt.Ltd./ documerrl’ts 23-4- Under Examination
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Zydus Healthcare Ltd. 25

(ER)tablets

(as Extended Release)




Empagliflozin,

Each film coated tablet contains:

Linagliptin & Empagliflozin 10 mg, M/s Pure and cure Healthcare 23;)015-%&2:
88 RPON2025030175 [125030031 Metformin Linagliptin 5 mg, Tablet Pvt. Ltd./ documerl’:n)ts 23-4- Under Examination
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Zydus Healthcare Ltd. 25
(ER)tablets (as Extended Release)
89 RPON2025030179 125030032 . Paracetamol IP 650 mg Tablet My C 26-03-25 . ! ty
Atorvastatin capsules Caffeine (Anhydrous) IP 50 m M/s Mankind Consumer Meeting
P 4 8 Products Pvt. Ltd.
Empagliflozin & Each Film coated tablet contains: M/s Ravenbhel Healthcare Pvt. . .
90 | RPON2025030180 Metformin Empaglifiozin 5 mg Tablet  |Ltd. 27-03-25 | Placed li\l/liztzl :“th"”ty
Hydrochloride Tablets |Metformin Hydrochloride IP 500 mg M/s Alkem Laboratories Ltd. J
Empagliflozin & Each Film coated tablet contains: M/s Ravenbhel Healthcare Pvt. . .
91 | RPON2025030181 Metformin Empagliflozin 12.5 mg Tablet  |Ltd. 27-03-25 Placed ”1\‘41251 nAuthO“ty
Hydrochloride Tablets |Metformin Hydrochloride IP 500 mg M/s Alkem Laboratories Ltd. g
. Each uncoated tablet contains: 27-03-2025 .
| weovamzsosone: oWl e | Complee | D ering e
Paracetamol IP 325 mg " |documents 1-4-25 P
o Each hard gelatin capsule contains:
Aspirin (gastro- Aspirin IP 75 mg (as gastro-resistant
93 | RPON2025030183 |125030035 |.cSistantd) & tablet IP) Capsule | /s Windlas Biotech Ltd. 27.03-25 | Placedin 132 Authority
Atorvastatin capsules . . M/s Mankind Pharma Ltd. Meeting
P Atorvastatin Calcium IP eq. to
Atorvastatin 40 mg
94 | RPON2025030184 | 125030036 . paght > M8 Tablet  |M/s MSN Laboratories Pvt. Ltd. Complete Under Examination
Hydrochloride ER Metformin Hydrochloride IP 1000 mg
documents 5-4-25
Tablets (as Extended release form)
fdrzlgzgi;filgzm & E?Ifha}?lllilfillocz(i)itgg fﬁblet contains: 28-03-2025
95 | RPON2025030185 | 125030040 _ bagi’ & Tablet ~ [M/s MSN Laboratories Pvt. Ltd.| ~ Complete Under Examination
Hydrochloride ER Metformin Hydrochloride IP 1000 mg
documents 5-4-25
Tablets (as Extended release form)
. Each vial contains: Ceftriaxone .
8(: e;g:)ziixi?;::ES&lelEaiztam Sodium LP. eq. to Ceftriaxone 1000 i\fl{zriggoig?;n;feﬁgci ' 28-03-2025 Draft working sheet
96 RPON2025030186 125030041 . mg Disodium Edetate I.P. 37 mg Injection T Complete &
powder for solution for M/S Glenmark uploaded

Infusion

Sulbactam Sodium L.P. eq. Sulbactam
500 mg

Pharmaceuticals Ltd.

documents 1-4-25




Aspirin Atorvastatin

Each hard gelatin capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 20 mg (as pellets)

M/s Synokem Pharmaceuticals
Ltd./

Clarification sought
from company

97 RPON2025030187 125030042 |capsules, Clopidogrel |Clopidogrel Bisulphate IP eq. to Capsule . . 28-03-25 01-04-2025
o . M/S Aristo Laboratories Pvt. .
&Aspirin capsules Clopidogrel 75 mg (as pellets) Ltd Reminder dated
Aspirin IP 75 mg (as enteric coated ) 11.4.2025
pellets)
Each hard gelatin capsule contains:
Atorvastatin Calcium IP eq. to . Clarification sought
Aspirin Atorvastatin |Atorvastatin 10 mg (as pellets) LMtfis /Synokem Pharmaceuticals from company
98 RPON2025030188 125030043 |capsules, Clopidogrel |Clopidogrel Bisulphate IP eq. to Capsule S . 28-03-25 01-04-2025
o . M/S Aristo Laboratories Pvt. .
&Aspirin capsules Clopidogrel 75 mg (as pellets) Ltd Reminder dated
Aspirin IP 75 mg (as enteric coated ) 11.4.2025
pellets)
E_mpaghﬂ_ozm, Each fllm co.ated tablet contains: M/s Pure and cure Healthcare
Linagliptin & Empagliflozin 10 mg, Pyt. Ltd./ Under examination
99 RPON2025030189 Metformin Linagliptin 5 mg, Tablet M/; Ca(iila Pharmaceuticals 29-03-25
Hydrochloride Metformin Hydrochloride IP 1000 mg Ltd
(ER)tablets (as Extended Release) )
Empagllf!ozm, Each fllr.n co.ated tablet contains: M/s Pure and cure Healthcare
Linagliptin & Empagliflozin 25 mg, Pyt. Ltd./ Under examination
100 RPON2025030190 Metformin Linagliptin 5 mg, Tablet M/é Ca(iila Pharmaceuticals 29-03-25
Hydrochloride Metformin Hydrochloride IP 1000 mg Ltd
(ER)tablets (as Extended Release) )
P Each Film coated bilayered tablet
Empagliflozin & .
Metformin contains: M/s Pure and cure Healthcare Placed in 132 Authori
101 RPON2025030191 125030037 Hvdrochloride ER Empagliflozin 5 mg Tablet  |Pvt. Ltd./ 30-03-25 Meetin v
y Metformin Hydrochloride IP 1000 mg M/s Mankind Pharma Ltd. J
Tablets
(as Extended release form)
e Each Film coated bilayered tablet
Empagliflozin & .
Metformin contains: M/s Pure and cure Healthcare Placed in 132 Authori
102 RPON2025030192 125030038 Hvdrochloride ER Empagliflozin 10 mg Tablet  |Pvt. Ltd./ 30-03-25 Meetin ty
y Metformin Hydrochloride IP 1000 mg M/s Mankind Pharma Ltd. g
Tablets
(as Extended release form)
o Each Film coated bilayered tablet
Empagliflozin & .
Metformin contains: M/s Pure and cure Healthcare Placed in 132 Authori
103 RPON2025030193 125030039 Hvdrochloride ER Empagliflozin 12.5 mg Tablet  |Pvt. Ltd./ 30-03-25 Meetin v
y Metformin Hydrochloride IP 1000 mg M/s Mankind Pharma Ltd. J
Tablets
(as Extended release form)
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 10 mg, M/s Pure and cure Healthcare Under examination
104 RPON2025030194 Metformin Linagliptin 5 mg, Tablet  |Pvt.Ltd./ 31-03-25
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Alkem Laboratories Ltd.

(ER)tablets

(as Extended Release)




Empagliflozin,

Each film coated tablet contains:

Linagliptin & Empagliflozin 25 mg, M/s Pure and cure Healthcare Under examination
105 RPON2025030195 Metformin Linagliptin 5 mg, Tablet Pvt. Ltd./ 31-03-25
Hydrochloride Metformin Hydrochloride IP 1000 mg M/s Alkem Laboratories Ltd.
(ER)tablets (as Extended Release)
. Each vial contains: e
Ceftriaxone, Sulbactam . . Clarification Sought
& Disodium Edetate Ceftriaxone Sodium [P eq. to M/s Protech Telelinks/ from Compan
106 RPON2025030196 . Ceftriaxone 1000 mg Injection 31-03-25 pany
powder for solution for |~ M/s Tyykem Pvt. Ltd. 21-4-2025
Infusion Disodium Edetate IP 37 mg Sulbactam throush Letter
Sodium IP eq. Sulbactam 500 mg g
. Each vial contains: P
Ceftriaxone, Sulbactam . . Clarification Sought
& Disodium Edetate Ceftriaxone Sodium IP eq. to M/s Protech Telelinks/ from Compan
107 RPON2025030197 . Ceftriaxone 2000 mg Injection 31-03-25 pany
powder for solution for| -~ . M/s Tyykem Pvt. Ltd. 21-4-2025
Infusion Disodium Edetate IP 74 mg Sulbactam
Sodium IP eq. Sulbactam 1000 mg
Compostion: M/s Skymap Pharmaceuticals
Clindamycin & Clindamycin Phosphate IP eq. to Pvt. Ltd./ ' Draft working sheet
108 RPON2025040199 1125040001 Nicotinamide gel Clindamycin 1.00% w/w Gel M/s German Remedies 03-04-25 uploaded
Nicotinamide IP 4.00% w/w Pharmaceuticals Pvt. Ltd.
Empagliflozin, Each film coated tablet contains:
Linagliptin & Empagliflozin 25 mg, M/s Exemed Pharmaceuticals/
109 RPON2025040200 [125040002 Metformin Linagliptin 5 mg, Tablet  |[M/s Emcure Pharmaceuticals 04-04-25 Under examination
Hydrochloride Metformin Hydrochloride IP 1000 mg Ltd.
(ER)tablets (as Extended Release)
Each film coated bilayered tablet
contains:
eopaa, - Meep st 275 o
110 RPON2025040201 [125040003 Amlodipine & extender(’i release) g Tablet M/s Ajanta Pharma Ltd. 07-04-25 Under examination
Telmisartan Tablets Amlodipine Besilate IP eq. to
Amlodipine 5 mg
Telmisartan IP 40 mg
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
111 | RPON2025040202 |125040004 |& Metformin eq. to Sitagliptin 50 mg Tablet w: Ezi‘i’f; Pharmaceuticals/ 08-04-25 Under Examination
Hydrochloride Tablets |Glimepiride IP 1 mg '
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
112 | RPON2025040203 |125040008 |& Metformin eq. to Sitagliptin 50 mg Tablet w: Ezi‘i’f; Pharmaceuticals/ 08-04-25 Under Examination
Hydrochloride Tablets |Glimepiride IP 2 mg '
Metformin Hydrochloride IP 500 mg
E_mpaghﬂ_ozm, Each fllm co.ated tablet contains: M/s Pure and cure Healthcare
Linagliptin & Empagliflozin 10 mg, Pyt. Ltd./
113 RPON2025040204 |125040006 Metformin Linagliptin 5 mg, Tablet M/; Gle.nmark Pharmaceuticals 08-04-25 Under examination
Hydrochloride Metformin Hydrochloride IP 1000 mg

(ER)tablets

(as Extended Release)

Ltd.




Empagliflozin,

Each film coated tablet contains:

M/s Pure and cure Healthcare

Linagliptin & Empagliflozin 25 mg, Pyt. Ltd./
114 RPON2025040205 |125040007 Metformin Linagliptin 5 mg, Tablet M/; Gle.nmark Pharmaceuticals 08-04-25 Under examination
Hydrochloride Metformin Hydrochloride IP 1000 mg Ltd
(ER)tablets (as Extended Release) )
Each 5 ml contains: M/s Akums Drugs & 09-04-2025
Alginate Raft-Forming |Sodium Alginate IP 250 mg Oral Pharmaceuticals Ltd./ Complete Draft working sheet
115 RPON2025040207 1125040009 Oral Suspension BP Sodium Bicarbonate IP 133.5 mg Suspension |M/s Apex Laboratories Pvt. documents 17-4- uploaded
Calcium Carbonate IP 80 mg Ltd. 25
Composition:
Phenylephrine HCL IP 0.12 %w/v
Phenylephrine HCL, Chlorpheniramine Maleate IP 0.2 %
. . . 09-04-2025
Chlorpheniramine w/v M/s Appasamy Ocular Devices Complete
116 RPON2025040208 125040012 Maleate, Boric Acid & |Boric Acid IP 1.25 % w/v Tablet |(P) Ltd./ documents 23-4-
Hydroxypropylmethyl |Hydroxypropylmethyl Cellulose IP 0.3 M/s Intas Pharmaceuticals Ltd. 25 Under Examination
Cellulose Eye Drops % w/v
Benzalkoonium Choride IP 0.01 %
w/v
Cholecalciferol oral Each ml of Suspension contains: M/s Stedman Pharmaceuticals Draft working sheet
117/} RPON2025040209 1125040013 |, ‘506 1) /ml Vitamin D3 IP goo U Oral Drops Pv/t. Ltd. 10-04-25 uploadegd
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP M/s Exemed Pharmaceuticals/
118 RPON2025040210 |125040014 & Metformin eq. to Sitagliptin 50 mg Tablet  |[M/s Emcure Pharmaceuticals 10-04-25
Hydrochloride Tablets |Glimepiride IP 1 mg Ltd. Under Examination
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP M/s Exemed Pharmaceuticals/
119 RPON2025040211 [125040015 & Metformin eq. to Sitagliptin 50 mg Tablet  |[M/s Emcure Pharmaceuticals 10-04-25
Hydrochloride Tablets |Glimepiride IP 2 mg Ltd. Under Examination
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains: 11-04-2025
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP M/s Exemed Pharmaceuticals/ Complete
120 RPON2025040212 |125040016 & Metformin eq. to Sitagliptin 50 mg Tablet . -
. . . M/s Alkem Laboratories Ltd. documents 24-4- Under Examination
Hydrochloride Tablets |Glimepiride IP 1 mg 25
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains: 11-04-2025
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP M/s Exemed Pharmaceuticals/ Complete
121 RPON2025040213 125040017 & Metformin eq. to Sitagliptin 50 mg Tablet . -
. . . M/s Alkem Laboratories Ltd. documents 24-4- Under Examination
Hydrochloride Tablets |Glimepiride IP 2 mg 25
Metformin Hydrochloride IP 500 mg
122 RPON2025040214 1125040018 Melatonin & Zolpidem f/laeclztfélnnilncg:tgcxgblet contains: Tablet M/s Windlas Biotech Ltd./ 11-04-2025 Reply

Tartrate Tablets

Zolpidem Tartrate IP 5 mg

M/s Ipca Laboratories Ltd.

received 24-4-25

Under Examination




123

RPON2025040215

125040019

Melatonin & Zolpidem

Each film coated tablet contains:
Melatonin BP 3 mg

Tablet

M/s Windlas Biotech Ltd./

11-04-2025 Reply

Tartrate Tablets Zolpidem Tartrate IP 10 mg M/s Ipca Laboratories Ltd. received 24-4-25 Under Examination
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
124 | RPON2025040216 125040010 |&Metformin eq. to Sitagliptin 50mg, Tablet ~|M/S Exemed Pharmaceuticals/ 14-04-25 Under Examination
. . . M/s Micro Labs Ltd.
Hydrochloride Tablets |Glimepiride IP 1mg,
Metformin Hydrochloride IP 500mg,
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
125 | RPON2025040217 125040011 |&Metformin eq. to Sitagliptin 50mg, Tablet mjzﬁfcer‘:iil:‘ignaceutmals/ 14-04-25 Under Examination
Hydrochloride Tablets |Glimepiride IP 2 mg, '
Metformin Hydrochloride IP 500mg,
Empagliflozin & Each film coated tablet Contain: . . .
126 | RPON2025040218 |125040020 |Metformin Empagliflozin 12.5 mg Tablet glv/ts Et‘éls"“ Pharmaceuticals 15-04-25 Draftl‘l""fgggg“’heet
Hydrochloride Tablets |Metformin Hydrochloride IP 1000 mg B P
Empagliflozin & Each film coated tablet Contain: . . .
127 | RPON2025040219 |125040021 |Metformin Empagliflozin 12.5 mg Tablet glv/ts Et‘éls"“ Pharmaceuticals 15-04-25 Draftl‘l""fgggg“’heet
Hydrochloride Tablets |Metformin Hydrochloride IP 500 mg B P
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
128 | RPON2025040220 | 125040022 |&Metformin eq. to Sitagliptin 50mg, Tablet ~|M/S Exemed Pharmaceuticals/ 16-04-25 Under examination
. . . M/s Eris Lifesciences Ltd.
Hydrochloride Tablets |Glimepiride IP 2mg,
Metformin Hydrochloride IP 500mg,
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
129 | RPON2025040221 | 125040023 |&Metformin eq. to Sitagliptin 50mg, Tablet ~|M/S Exemed Pharmaceuticals/ 17-04-25 Under examination
. . . M/s Eris Lifesciences Ltd.
Hydrochloride Tablets |Glimepiride IP 1 mg,
Metformin Hydrochloride IP 500mg,
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
130 | RPON2025040222 | 125040025 |&Metformin eq. to Sitagliptin 50mg, Tablet w: Eﬁe‘;’f‘f‘tgharm“e“t‘cals/ 17-04-25 Under examination
Hydrochloride Tablets |Glimepiride IP 1 mg, p '
Metformin Hydrochloride IP 500mg,
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
131 | RPON2025040223 | 125040026 |&Metformin eq. to Sitagliptin 50mg, Tablet w: Eﬁe‘;’f‘f‘tgharm“e“t‘cals/ 17-04-25 Under examination
Hydrochloride Tablets |Glimepiride IP 2 mg, p '

Metformin Hydrochloride IP 500mg,




Cefixime Oral

Each 5 ml of reconstituted suspension
contains:

M/s Alps Communication Pvt.

132 RPON2025040224 125040031 . . . . Suspension |Ltd./ 23-04-25 Under examination
Suspension Cefixime Equivalent to Cefixime .
M/s Galpha Laboratories Ltd.
Anhydrous 200 mg
Each film-coated tablet contains:
Atorvastatin & Atorvastatin Calcium IP equivalent to M/s Windlas Biotech Ltd./ -
133 RPON2025040225 125040024 Ezetimibe Tablets Atorvastatin 80 mg Tablet M/s Zydus Healthcare Ltd. 23-04-25 Under examination
Ezetimibe IP 10mg
Empagliflozin & Each f‘lm coated bilayered tablet M/s Pure and Cure Healthcare
. contains:
Metformin P Pvt. Ltd./ s
134 RPON2025040226 125040029 . Empagliflozin 25 mg Tablet . 24-04-25 Under examination
Hydrochloride (ER) . . M/s Blue Cross Laboratories
Metformin Hydrochloride 1000 mg
Tablets Pvt. Ltd.
(as extended release form)
Each Film coated tablet contains:
Cefuroxime Axetil & Cefuroxime Axetil IP Eq. to
135 | RPON2025040227 | 125040033 |Clavulanate Potassium |Cefuroxime 500 mg Tabler |M/S Hetero Labs ltd./ M/s 24-04-25 Under examination
. . Troikaa Pharmaceuticals Ltd.
Tablets Potassium clavulanate Diluted IP Eq.
to Clavulanic Acid 125 mg
Empagliflozin & Each Ellm Coated Bilayered Tablet M/s Pure and Cure Healthcare
Metformin Contains: Pvt. Ltd./
136 RPON2025040228 125040027 . Empagliflozin 10mg Tablet R . 25-04-25 Under examination
Hydrochloride (ER) . . M/s Blue Cross Laboratories
Metformin Hydrochloride 1000mg
Tablets Pvt. Ltd.
(as extended release)
Each Film coated tablet contains :
Amoxveillin & Amoxycillin Trihydrate IP eq. to M/s Medicef Pharma /M/s
137 RPON2025040229 125040034 4 . . Amoxycillin 875 mg Tablet Cadila Pharmaceuticals Ltd. 25-04-25 Under examination
Clavulanic Acid Tablets . .
Potassium Clavulanate Diluted IP eq.
to Clavulanic Acid 125 mg
Empagliflozin & Each Film Coated Bilayered Tablet M/s Pure and Cure Healthcare
Metformin Contains: Empagliflozin 12.5mg Pvt. Ltd./ ' -
138 RPON2025040230 125040035 Hydrochloride (ER) Metformin Hydrochloride 1000mg Tablet M/s Blue Cross Laboratories 25-04-25 Under examination
Tablets (as extended release) Pvt. Ltd.
Cefixime Oral fgg?a?nﬁl of constiruted suspension Oral M/s Alps Communications Pvt.
139 RPON2025040231 125040036 . L . - . Ltd. / M/s Aristo 25-04-25 Under examination
Suspension Cefixime IP Equivalent to Cefixime Suspension .
Pharmaceuticals Pvt. Ltd.
Anhydrous 200 mg
E_mpaghﬂ_ozm, Each fllm co.ated tablet contains: M/s Pure and cure Healthcare
Linagliptin & Empagliflozin 10 mg, Pyt. Ltd./
140 RPON2025040232 125040037 |Metformin Linagliptin 5 mg, Tablet M/; Tor.rent harmaceuticals 25-04-25 Under examination
Hydrochloride (ER) Metformin Hydrochloride IP 1000 mg p
Ltd.
tablets (as Extended Release)
Empagllf!ozm, Each fllm co.ated tablet contains: M/s Pure and cure Healthcare
Linagliptin & Empagliflozin 25 mg, Pyt. Ltd./
141 RPON2025040233 125040038 |Metformin Linagliptin 5 mg, Tablet M/é Tor.rent harmaceuticals 25-04-25 Under examination
Hydrochloride (ER) Metformin Hydrochloride IP 1000 mg Ltd P
tablets (as Extended Release) )




Sitagliptin, Glimepiride

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP

M/s Exemed Pharmaceuticals/

142 RPON2025040234 125040039 |& Metformin eq. to Sitagliptin 50 mg Tablet  |M/s Torrent pharmaceuticals 25-04-25 Under examination
Hydrochloride tablets |Glimepiride IP 1 mg Ltd.
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP M/s Exemed Pharmaceuticals/
143 RPON2025040235 125040040 |& Metformin eq. to Sitagliptin 50 mg Tablet  |M/s Torrent pharmaceuticals 25-04-25 Under examination
Hydrochloride tablets |Glimepiride IP 2 mg Ltd.
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP M/s Exemed Pharmaceuticals/
144 RPON2025040236 125040042 |& Metformin eq. to Sitagliptin 50 mg Tablet  |[M/s Dr. Reddys Laboratories 28-04-25 Under examination
Hydrochloride tablets |Glimepiride IP 1 mg Ltd.
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP M/s Exemed Pharmaceuticals/
145 RPON2025040237 125040043 |& Metformin eq. to Sitagliptin 50 mg Tablet  |[M/s Dr. Reddys Laboratories 28-04-25 Under examination
Hydrochloride tablets |Glimepiride IP 2 mg Ltd.
Metformin Hydrochloride IP 500 mg
Empagliflozin & Each Film Coated Tablet Contains: M/s Exemed Pharmaceuticals/
146 RPON2025040238 125040044 |Metformin Empagliflozin 12.5 mg Tablet M/s Zydus Healthcare Ltd 28-04-25 Under examination
Hydrochloride tablets |Metformin Hydrochloride IP 500 mg ¥y ’
Each Film Coated Bilayered Tablet
Contains: M/s Pure and cure Healthcare
Ramipril & Metoprolol |Ramipril IP 2.5 mg Pvt. Ltd./ A R
147 RPON2025040239 125040045 Tartrate Tablets Metoprolol Succinate IP 23.75 mg Tablet M/s Dr. Reddys Laboratories 29-04-25 Under examination
Eg. to Metoprolol Tartrate 25 mg Ltd.
(As Extended Release From)
Each Film Coated Bilayered Tablet
Contains: M/s Pure and cure Healthcare
148 | RPON2025040240 | 125040046 |Ramipril & Metoprolol |Ramipril IP 5 mg Tablet |FVELtd/ 29-04-25 Under examination

Tartrate Tablets

Metoprolol Succinate IP 47.5 mg
Eq. to Metoprolol Tartrate 50 mg
(As Extended Release From)

M/s Dr. Reddys Laboratories
Ltd.




Sitagliptin, Glimepiride

Each film coated tablet contains:
Sitagliptin Phosphate Monohydrate IP

M/s Exemed Pharmaceuticals/

149 RPON2025040241 125040047 |& Metformin eq. to Sitagliptin 50 mg Tablet 29-04-25 Under examination
Hydrochloride tablets |Glimepiride IP 2 mg M/s Zydus Healthcare Ltd.
Metformin Hydrochloride IP 500 mg
Each film coated tablet contains:
Sitagliptin, Glimepiride |Sitagliptin Phosphate Monohydrate IP .
150 | RPON2025040242 | 125040048 |& Metformin eq. to Sitagliptin 50 mg Tablet w: Exg‘;’segg;?}:?;zeftzcals/ 29-04-25 Under examination
Hydrochloride tablets |Glimepiride IP 1 mg Y )
Metformin Hydrochloride IP 500 mg
Each film coated sustained relese
Cefixime & Ofloxacin tablet contains: M/s Malik Lifescieces Pvt. Ltd.
151 RPON2025040243 125040049 SR Tablets Cefixime IP as Trihydrate Eq. to Tablet |/ 30-04-25 Under examination
Anhydrous Cefixime 400 mg M/s Alkem Laboratories Ltd.
Ofloxacin IP 400 mg
Each modified release tablet contains:
Cefixime IP as Trihydrate Eq.to
Cefixime, Dicloxacillin ﬁ::l};%rlzltf r(o:eel:«?::;loeril(;omg (In M/s Akums Drugs &
152 RPON2025040244 125040050 |(MR) & Lactic Acid Tablet  |Pharmaceuticals Ltd./ 30-04-25 Under examination

Bacillus Tablets

Dicloxacillin Sodium IP Eq. to
Dicloxacillin 500 mg (In modified
release form)

Lactic Acid Bacillus 2.5 billion spores

M/s Alkem Laboratories Ltd.




