Ason 15.12.2021

STATUS OF APPLICATIONS FOR RETAIL PRICE

. . Date of
SL Reference Number Name of the Formulation / Strength Unit Manufacturer & Marketing receipt of STATUS
No. Brand Name Company s
application
Each ml contains: .
1 | RPON2021090380 |Cyclosporine Eye Drop Cyclosporine IP 0.9mg Aqueous Drops  |M/S Sun Pharmaceutical 15.09.2021 |Placed Before the MDC
. Industries Limited Meeting
Buffered Vehicle g.s.
Each 5ml of reconstituted suspension
contains: M/s Alkem Healthscience A Unit
. . A illin Trihvdrate eq. t s Alkem Healthscience A Uni
2 RPON2021090390 Amoxycillin + Potassium . moxyerin | Hayarate eq. to Suspension |of Alkem Laboratories Ltd. / M/s | 22.09.2021 Placed Befor.e the MDC
Clavulanate Oral Suspenssion |[Amoxycillin IP 600mg Alkem Laboratories Ltd Meeting
Potassium Clavulanate Diluted IP eq. to em Laboratories Ltd.
Clavulanic Acid 42.9mg
Composition:
. . . Povidone-lodine IP 5%w/w (Available .
3 | RPON2021090397 |Fovidone-lodine +Ornidazole |y 4;o 0 504 /w) Ointment |M/8 Innova Captab Ltd. / M/s 24.09.2021 Working Sheet
Ointment . . . Emcure Pharmaceuticals Ltd. Uploaded
Ornidazole IP 1% w/w in an Ointment
base
Each film coated tablet contains: M/s Pure and Cure Healthcare
4 RPON2021090404 |Levetiracetam Tablet Levetiracetam IP 1000mg Tablet Pvt. Ltd. / M/s Mankind Pharma 30.09.2021 under Examination
Ltd.
Each 100ml solution contains:
Povidone lodine + Propanol |Povidone lodine Topical Solution 1gm , M/s GS Pharmabutor Pvt. Ltd../ Placed Before the MDC
5 RPON2021100408 Solution Propanol 50gm in 100ml solution Solution M/s Win Medicare Pvt. Ltd. 12.10.2021 Meeting
Each Hard Gelatin Capsule Contains:
Atorvastatin Calcium IP eq to
Atorvastatin 40mg (As green coloured
spherical pellets)
6 RPON2021100417 |Atorvastatin+Clopidogrel  |Clopidogrel Bisulphate IP eq. to Capsule M/s Windlas Biotech Lllmlted / 08.10.2021 Working Sheet
Capsule Clopidogrel 75mg (As two brown M/s Intas Pharmaceuticals Ltd. Uploaded
coloured film coated tablets Each
containing 37.5mg Clopidogrel Tablets
IP)
Contains:
. . . Diclofenac Diethylamine 2.32% w/w .
Diclofenac Diethylamine + (equivalent to Diclofenac Sodium LP M/s Tuton Pharmaceuticals /M/s Placed Before the MDC
7 RPON2021100424 |Methyl Salicylate + Menthol 2.0% w/w) o Gel UNISON PHARMACEUTICALS 12.10.2021 Meeting
Gel Methyl Salicylate 10% w/w PVL.LTD.
Menthol 5% w/w
Each film coated bilayered tablet
contains:
Telmisartan [P 40mg, M/s Ravenbhel Healthcare Pvt.
Telmisartan, Chlorthalidone & . Working Sheet
’ Chlorthalidone IP 6.25m .10.
8 RPON2021100432 Metoprolol (ER) Tablet g Tablet Ltd. /M/s Sun Pharma 23.10.2021 Uploaded

Metoprolol Succinate IP 23.75mg eq. to
Metoprolol Tartrate (as extended
release) 25mg

Laboratories Limited




RPON2021100433

Telmisartan, Chlorthalidone &
Metoprolol (ER) Tablet

Each film coated bilayered tablet
contains:

Telmisartan IP 40mg,

Chlorthalidone IP 6.25mg

Metoprolol Succinate IP 47.50mg eq. to
Metoprolol Tartrate (as extended
release) 50mg

Tablet

M/s Ravenbhel Healthcare Pvt.
Ltd. /M/s Sun Pharma
Laboratories Limited

23.10.2021

Working Sheet
Uploaded

10

RPON2021100434

Atorvastatin + Clopidogrel +
Aspirin Capsule

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 40mg (As coloured pellets),
Clopidogrel Bisulphate IP eq. to
Clopidogrel 75mg (As two brown
coloured film coated tablet each
containing 37.5mg clopidogrel tablet IP),
Aspirin IP 75mg (As enteric coated
white coloured pellets)

Capsule

M/s Windlas Biotech Limited /
M/s Torrent Pharmaceuticals
Limited

25.10.2021

Placed Before the MDC
Meeting

11

RPON2021100435

Atorvastatin + Clopidogrel +
Aspirin Capsule

Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 40mg (As coloured pellets),
Clopidogrel Bisulphate IP eq. to
Clopidogrel 75mg (As two brown
coloured film coated tablet each
containing 37.5mg clopidogrel tablet IP),
Aspirin IP 75mg (As enteric coated
white coloured pellets)

Capsule

M/s Windlas Biotech Limited /
M/s USV Limited

26.10.2021

Placed Before the MDC
Meeting

12

RPON2021100436

Human Normal
Immunoglobulin for
Intravenous use IP 5% (Ig M
Enriched)

Each Vial contains:

Total Protein 50 g/L,
Immunoglobulin M 6g/L,
Immunoglobulin A 6g/L,
Immunoglobulin G 38g/L,

Glucose Monohydrate (as stabilizer)
27.5g/L, Sodium Chloride 4.56g/L,
Water for injection q.s.

Injection

M/s Intas Pharmaceuticals Ltd

27.10.2021

Placed Before the MDC
Meeting

13

RPON2021110444

Telmisartan, Chlorthalidone &
Metoprolol (ER) Tablet

Each film coated bilayered tablet
contains:

Telmisartan IP 40mg,

Chlorthalidone IP 6.25mg

Metoprolol Succinate IP 23.75mg eq. to
Metoprolol Tartrate (as extended
release) 25mg

Tablet

M/s Ravenbhel Healthcare Pvt.
Ltd. /M/s Lupin Limited

03.11.2021

Working Sheet
Uploaded




Telmisartan, Chlorthalidone &

Each film coated bilayered tablet
contains:
Telmisartan IP 40mg,

M/s Ravenbhel Healthcare Pvt.

Working Sheet

14| RPON2OZITIOMS yiotoprolol (BR) Tablet |y e e e 1P 47 50mgequto | o [Ltd/M/s Lupin Limited R Uploaded
Metoprolol Tartrate (as extended
release) 50mg
Each film coated bilayered tablet
contains:
. . Telmisartan IP 40mg, .
15 RPON2021110446 l"{/[(ﬁg;lsar]ta]n, ChlortLllalldone & Chlorthalidone IP 12.50mg Tablet M{js Ravenbhe.l H(.eathc;re Pvt. 03.11.2021 WorkllngdS};eet
prolol (ER) Tablet Metoprolol Succinate IP 47.50mg eq. to Ltd. /M/s Lupin Limite Uploade
Metoprolol Tartrate (as extended
release) 50mg
Each film coated bilayered tablet
contains:
. . Telmisartan IP 40mg, .
16 RPON2021110447 l’{/[eelzlsar]taln, Chlorthalidone & Chlorthalidone IP 12.50mg Tablet M/s Ravenbhe.l Hgal.thcare Pvt. 03.11.2021 Working Sheet
prolol (ER) Tablet Metoprolol Succinate IP 23.75mg eq. to Ltd. /M/s Lupin Limited Uploaded
Metoprolol Tartrate (as extended
release) 25mg
Each ml contains: et . .
17 | RPON2021110449 |Diclofenac Water for injection | Diclofenac Sodium IP 75mg Injection m{) ijﬁﬁ‘n]a‘if;}j;‘ri‘;elfvitiéw S| 11112021 W‘;Jr;‘:f di};e“
Each 5ml of the reconstituted
suspension contains:
Amoxycillin + Potassium Amoxycillin Trihydrate eq. to . M/s Associated Biotech./ M/s Working Sheet
18 RPON2021110450 Clavulanate Oral Suspenssion |[Amoxycillin IP 400mg Suspenssion Eris Healthcare Pvt. Limited 13.11.2021 Uploaded
Potassium Clavulanate Diluted IP eq. to
Clovulanic Acid 57mg
Mefenamic + Tranexamic Each film coated tablet contains: M/s Pure and cure Healthcare Working Sheet
19 RPON2021110451 Mefenamic Acid IP 250mg Tablet Pvt. Ltd. / M/s Eris Healthcare 13.11.2021
Tablet . . o Uploaded
Tranexamic Acid IP 500mg Pvt. Limited
Each film coated tablet contains: M/s Swiss Garnier Genexia
20 RPON2021110454 |Levetiracetam Tablet Levetiracetam IP 1000mg Tablet Sciences Pvt. Ltd. / M/s 15.11.2021 under Examination
Wockhardt Limited
. Each film coated prolonged release
Metoprolol Succinate tablet contains:
21 RPON2021110456 |prolonged Released Tablets IP lol Succinate IP 11.875mg e Tablet M/s Micro Labs Limited 16.11.2021 under Examination
12.5mg Tablet (Metapro XL) Metoprolo : & e
to Metoprolol Tartrate 12.5mg
. Each film coated prolonged release
Metoprolol Succinate tablet contains:
22 RPON2021110457 |prolonged Released Tablets IP Tablet M/s Micro Labs Limited 16.11.2021 under Examination

100mg Tablet (Metapro XL)

Metoprolol Succinate IP 95mg eq. to
Metoprolol Tartrate 100mg




Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 40mg (As green coloured
spherical pellets),

M/s Windlas Biotech Limited /

23 RPON2021110458 Atorvastatin + Clopidogrel Clopidogrel Bisulphate IP eq. to Capsule M/s Torrent Pharmaceuticals 16.11.2021 Working Sheet
Capsule Clopidogrel 75mg (As two brown Limited Uploaded
coloured film coated tablets Each
containing 37.5mg Clopidogrel Tablets
IP),
Each capsule contains:
Glycopyrrolate IP eq. to Glycopyrronium
Glycopyrrolate + Formoterol 25mcg
24 RPON2021110459 |Fumarate + Budesonide . Capsule M/s Zydus Healthcare Limited 19.11.2021 under Examination
c : Formoterol Fumarate Dihydrate IP eq.
apsule to Formoterol Fumarate 12mcg
Budesonide IP 400mcg
) Each hard gelatin capsule s contains: ] o o
25 RPON2021110460 |Tacrolimus Capsule Tacrolimus IP 3mg Capsule M/s Cadila Healthcare Limited 19.11.2021 under Examination
Each uncoated bilayer tablet contains :
Glimepiride I+ Glimepiride IP - 1 mg
Metformin Hydrochloride + [Metformin Hydrochloride IP - 500 mg M/s Theon Pharmaceuticals Working Sheet
26 | RPON2021110461 (Sustained Release) + (Sustained Release Form) Tablet Limited / M/s FDC Limited 2z.11.2021 Uploaded
Voglibose Tablet Voglibose IP - 0.2 mg
Each uncoated bilayer tablet contains :
Glimepiride I+ Glimepiride IP - 2mg
Metformin Hydrochloride + Metformin Hydrochloride IP - 500 mg M/s Theon Pharmaceuticals N
27 RPON2021110462 (Sustained Release) + (Sustained Release Form) Tablet Limited / M/s FDC Limited 22.11.2021 under Examination
Voglibose Tablet Voglibose IP - 0.2 mg
Clob Mouth Dissolvi Each uncoated Mouth Dissolving tablet M/s Pure & Cure Healthcare Pvt.
28 RPON2021110463 obazam Fouth PISSOIVINE | contains: Tablet Ltd. / M/s Intas Pharmaceuticals 24.11.2021 under Examination
tablet o
Clobazam IP 2.5mg Limited
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s East African (India) O
29 | RPOF2021110464 |, coormin+&iumepiride Metformin Hydrochloride IP 500mg (as Tablet /s East African (India) Overseas| 14 5059 | ynder Examination
Tablet / M/s La-Medica Life Sciences
Prolonged-Release)
Glimepiride IP 1mg
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s East African (India) O
30 | RPOF2021110465 |, orm*uimepirde Metformin Hydrochloride IP 500mg (as Tablet /s Bast African (India) Overseas| ¢ 11 5051 | under Examination
Tablet / M/s La-Medica Life Sciences
Prolonged-Release)
Glimepiride IP 2mg
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s Associated Biotech / M
31 | RPOF2021110466 | o i+ imepiride Metformin Hydrochloride IP 500mg (as Tablet /s Associated Biotech / M/s 30.11.2021 | under Examination

Tablet

Prolonged-Release)
Glimepiride IP 2mg

Dales Laboratories




Metformin + Glimepiride

Each Uncoated bilayered tablet
contains:

M/s Associated Biotech / M/s

32 RPOF2021110467 Metformin Hydrochloride IP 500mg (as Tablet . 30.11.2021 under Examination
Tablet Dales Laboratories
Prolonged-Release)
Glimepiride IP 1mg
Each Uncoated bilayered tablet
Metformin + Glimepirid contains: M/s Associated Biotech / M
33 | RPOF2021110468 |, c ormin+&imepiride Metformin Hydrochloride IP 500mg (as Tablet /s Associated Biotech / M/s 30.11.2021 | under Examination
Tablet Dales Laboratories
Extended-Release)
Tenegliptin Hydrobromide 20mg
Each hard Gelatin Capsule Contains:
Esomeprazole Magnesium Trihydrate IP
; eq. to Esomeprazole 40mg (as gastro-
34 RPON2021120469 ?Z(t))rlr;:prazole + Domperidone resistant pellets) Tablet M/s Indu Drugs Private Limited 02.12.2021 under Examination
Domperidone IP 30mg (as sustained
release pellets)
Each hard gelatine capsule contains:
Atorvastatin Calcium IP eq. to
Atorvastatin 40mg (As green coloured
spherical pellets),
35 | RPON2021120470 |Atorvastatin+Clopidogrel |Clopidogrel Bisulphate IP eq. to Tablet  |M/S Windlas Biotech Limited /1 5 12 5021 | ynder Examination
Capsule Clopidogrel 75mg (As two brown M/s Zydus Healthcare Pvt. Ltd.
coloured film coated tablets Each
containing 37.5mg Clopidogrel Tablets
IP),
Each uncoated bilayer tablet contains:
Glimepiride + Metformin Glimepiride IP 1mg .
36 | RPON2021120471 |Hydrochloride (As sustained |Metformin Hydrochloride IP500mg (As |  Tablet  |M/S MaxBien PharmaPvt Ltd. /-1 13 19 5059 | \nder Examination
. M/s Indu Drugs Private Limited
release) Tablet sustained release)
Each Film Coated tablet contains:
i ide,|Phenylephrine Hydrochloride IP 5 m
gEi?r}gﬁzr}:irrlgslikrll};dlxra(;cl:i:ge' Chlor};hsniramin}; Maleate IP 2 mg ¢ M /s Haelwood Laboratories Pvt.
37 RPON2021120472 . Tablet Ltd. / M/s Eris Healthcare Pvt. 03.12.2021 under Examination
Dextromethorphan Dextromethorphan Hydrobromide IP 10
. Ltd.
Hydrobromide Tablet mg
Each Film Coated Controlled Release
Norethisterone Acetate tablet contains: M/s Akums Drugs &
38 RPON2021120473 . X Tablet Pharmaceuticals Ltd. / M/s Group| 07.12.2021 under Examination
Controlled Release Tablet Norethisterone Acetate BP 10mg .
Pharmaceuticals Ltd.
Etoricoxib + Paracetamol Each film coated tablet contains: M/s Haelwood Laboratories Pvt.
39 RPON2021120474 Etoricoxib [P 60 mg Tablet Ltd. / M/s Eris Healthcare Pvt. 07.12.2021 under Examination

Tablet

Paracetamol IP 325 mg

Ltd.




Paracetamol + Phenylephrine

Each film coated tablet contains:
Paracetamol 500 mg +
Phenylephrine Hydrochloride 5 mg +

M/s Mediforce Healthcare Pvt.

40 | RPON2021120475 [+ Caffeine+ Diphenhydramine |Caffeine (anhydrous) 30 mg + Tablet Ltd./ M/s Mankind Prime Labs 07.12.2021 under Examination
Tablet Diphenhydramine Hydrochloride 25 mg pvt. Ltd.
Tablets
Each uncoated bilayered tablet contains:
Gliclazide IP (as extended release form) M/s R bhel Health Pyt
Gliclazide ER + Metformin ER [60mg s havenbhel Peatheare Fvt o
41 RPON2021120476 Tablet Metformin Hydrochlorided IP (As Tablet t.td../ 1\(/1[/5 Eris lifesciences 07.12.2021 under Examination
extended release form) 1000mg imite
Each Uncoated bi-layered tablet
contains: M/s Ak D &
izi Flunarizine Dihydrochloride IP Eq. to § AKUMS Urugs
42 | RPON2021120477 |Flunarizine +Propranolol SR ne Dihy a Tablet  |Pharmaceuticals Ltd. / M/s Eris | 07.12.2021 | under Examination
Tablet Flunarazine 10 mg Propranolol lifesci Limited
Hydrochloride IP 40 mg (As Sustained tfesciences Limite
release)
Each film coated tablet contains: ]
Sitagliptin Phoshate + Sitagliptin Phoshate Monohydrate 1P M/_S Alkem Healthsc1eanes (A
43 RPON2021120478 [Metformin Hydrochloride 64.25mg is eq. to Sitagliptin 50mg Tablet Unit of Alkem Laboratorles Ltd) 07.12.2021 under Examination
Tablet Metformin Hydrochloride IP 1000mg / M/s Alkem Laboratories
Limited
Each film coated tablet contains: )
Sitagliptin Phoshate + Sitagliptin Phoshate Monohydrate IP M/.S Alfke]r}r() Healtll)lsaenc.es (Ad
44 | RPON2021120479 |Metformin Hydrochloride  [64.25mgis eq. to Sitagliptin 50mg Tablet ~ |JMtO ?k em L’;‘) oratories Ltd-) | 47152021 | under Examination
Tablet Metformin Hydrochloride IP 500mg / M/s Alkem Laboratories
Limited
Each film coated tablet contains:
Chlorthalid + Telmisart Chlorthalidone IP 6.25mg M/s Swiss Garmier G .
45 RPON2021120480 or a.l_one eimisartan | polmisartan [P 40mg Tablet /S WISS Garnler Lenexiaa 08.12.2021 under Examination
+ Amlodipine Tablet L . Sciences / M/s USV Pvt. Ltd.
Amlodipine Besilate IP eq. to
Amlodipine 5mg
Each film coated bilayered tablet
Telmisartan + Cilnidipine contains: M/sWindlas Biotech Pvt. Ltd. / -
46 RPON2021120481 Tablet Telmisartan IP 40mg Tablet M/s USV Pvt. Ltd. 09.12.2021 under Examination
Cilnidipine IP 10mg
Each 755Sq cm Transdermal Patch . X
47 | RPON2021120482 |Diclofenac Patch contains: Patch | M/sAsstalndustries PVt Ltd. /| 4419 2021 | under Examination
- . . M/s Hetero Healthcare Ltd.
Diclofenac Diethylamine IP 200mg
Each 100ml contains: M/s Axa Parenterals Limited /
48 RPON2021120483 |Paracetamol Infusion Paracetamol 1.0% w/v (10mg/ml) Infusion M/s Aristo Pharmaceuticals 10.12.2021 under Examination

Limited




Sitagliptin Phoshate +

Each film coated tablet contains:
Sitagliptin Phoshate eq. to Sitagliptin

M/s Alkem Healthsciences (A
Unit of Alkem Laboratories Ltd.)

49 RPON2021120484 |Metformin Hydrochloride 100mg Tablet M /s Alkem Laboratori 10.12.2021 under Examination
Tablet Metformin Hydrochloride IP 500mg /, (S em Laboratories
Limited
Each film coated tablet contains: M/s Alkem Healthsci A
Sitagliptin Phoshate + Sitagliptin Phoshate eq. to Sitagliptin U /i fAe]II? ei tb sc1etnc.es (Ltd
50 | RPON2021120485 |Metformin Hydrochloride  |100mg Tablet M /e Al O )| 10122021 | under Examination
Tablet Metformin Hydrochloride IP 1000mg /, (S cm Laboratories
Limited
Each uncoated bilayered sustained
release tablet contains:
51 RPON2021120486 Gliclazide + Metformin Gliclazide IP 60 mg (as extended release Tablet M/s Wlndl.as Biotech Pvt. Ltd. / 13.12.2021 under Examination
Hydrochloride Tablet form) Panacea Biotec Pharma Ltd
Metformin Hydrochloride IP 1000 mg
(as extended release form)
Composition:
Diclofenac Diethylamine IP 2.32% w/w
Diclofenac Diethylamine + (Eq. to Diclofenac Sodium 2% w/w) M/s Pontika Aerotech Limited /
52 RPON2021120487 |Methyl Salicylate + Menthol  |Methyl Salicylate IP 10% w/w Spray M/s Intas Pharmaceuticals 13.12.2021 under Examination
Spray Menthol IP 5% w/w Limited
fabclhtﬁlm Eolate.d prolonged release M/s Pure and Cure Healthcare
53 RPON2021120488 |Diclofenac Tablet ablet contains: Tablet Pvt. Ltd. / M/s Alembic 15.12.2021 under Examination

Diclofenac Sodium IP 100mg

Pharmaceuticals Ltd.




