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F. No. 8(131)/2025/DP/NPPA-Div. I

FriaEy. - 263/131/2025/F

The 263rd meeting of the Authority (overall), which is the 131st meeting under the DPCO,
2013 was held on 25th March, 2025 at 11.30 AM. under the Chairmanship of Shri p.

the meeting:
(i) Dr. Vinod Kotwal, Member Secretary, NPPA
(ii) Manmohan Sachdeva, Additional Chief Adviser Cost (ACAC),0/0 Chief Adviser
(Cost), Department of Expenditure
(iii)  Shri Antony Cyriac, Economic Advisor, Department of Economic Affairs

Shri Ranga Chandrashekar, Joint Drug Controller, CDSCo, Ministry of Health & Family
Welfare.

The following officers of NPPA attended the meeting and assisted the Authority in its
deliberations:

(i) Shri Sanjay Kumar, Advisor (Cost)

(ii) Shri G.L. Gupta, Director (M&E)

(iii) Ms. Rashmi Tahiliani, Director (Pricing)

(iv) Shri Mahaveer Saini, Deputy Director (Pricing)
(v) Ms. Yuvika Panwar, Assistant Director (Pricing)

3. Agenda item no, 1 - Confirmation of Minutes of the 130t Meeting held on
25.2.2025,

1.1 The Authority confirmed the minutes of the meeting without any change,

2. Agenda item no, 2 - Action Taken Report (ATR) on decisions taken by NPPA
in its 130Qth Meeting held on 25.2.2025.

2.1 Noted.
3 Agenda item no, 3 - Status of New Drug applications
3.1 Noted.

)=



4, Agenda item no, 4 - New Drug applications for Price fixation under Para 5
and Para 15 of DPCO, 2013

Name of the
Formulation
/ Brand

Manufacturer
& Marketing
Company

EW o

Each hard gelatin
capsule contains:
Rosuvastatin Calcium
IP eq. to Rosuvastatin

Aspirin M/s Pure & Cure

Gastro- Healthcare pyt.
: 20mg (as film coated
corAtant & Rosuvastatin ta blets Ltd./
Rosuvastatin M/s Micro Labs
IP)
Capsules Ltd.

Aspirin |P 75mg (as
Aspirin Gastro-
Resistant tablets [p
Each uncoated
bilayered tablet
contains:
Atorvastatin Calcium
IP eq. to Atorvastatin
10 mg

Clopidogrel Bisulphate
IP eq. to Clopidogrel 75
mg

Each uncoated
bilayered tablet
contains:

Atorvastatin Calcium
IP eq. to Atorvastatin
20 mg

Clopidogrel Bisulphate
IP eq. to Clopidogrel 75
me

Each uncoated
bilayered tablet

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

M/s Torrent
Pharmaceuticals
Ltd.

Atorvastatin &
Clopidogrel
Tablets

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

M/s Torrent
Pharmaceuticals
Ltd.

Atorvastatin &
Clopidogrel
Tablets

: M/s Pure and
contains: Cure Healthcare
torv i t i .
Atorvastatin & | A orvastatin Calcium Pvt. Ltd./

Clopidogrel
Tablets

IP eq. to Atorvastatin
40 mg

Clopidogrel Bisulphate
IP eq. to Clopidogrel 75

M/s Torrent

Pharmaceuticals
Ltd.




Agenda :‘ ame ff t.he Manufacturer | Retail
Ns(; Ho: o;r;:aa:;;on Strength Unit & Marketing Price
' n Rs.
Moo Company (Rs.)
(1) (2) (3) (4) (5) (6) (7
Each uncoated
bilayered tablet
contains: M/s Pure & Cure
Atorvastatin & | Atorvastatin Calcium Healthcare Pvt.
5 [4(v) Clopidogrel IP eq. to Atorvastatin |1 Tablet| Ltd./ 25.61
Tablets 40 mg M/s Micro Labs
Clopidogrel Bisulphate Ltd.
IP eq. to Clopidogrel 75
mg
Each film coated
Atorvaitatin & tablet contains:
6 |4t Ezétitiibe Atorvastatin Calcnum 1 Tablet M/s Micro Labs 19.40
IP eq. to Atorvastatin Ltd.
Tablets
10 mg
Ezetimibe IP 10 mg
Each film co?ted M/s Mascot
; tablet contains: >
Atorvastatin & Ktoivastusin Calchii Health Series
7 | 4(vii) Ezetimibe 166, to Atorvastatin 1 Tablet| Pvt. Ltd./ 27.68
Tablets 4 M/s Micro Labs
40 mg Ltd
Ezetimibe IP 10 mg ;
Each film coated
. tablet contains: M5 Mascqt
Atorvastatin & Abstvastatin Calclari Health Series
8 | 4(viii) Ezetimibe [ed. to Abarvastatin 1 Tablet| Pvt. Ltd./ 30.47
Tablets £ M/s Micro Labs
b Ltd
Ezetimibe IP 10 mg g
Each film coated M/s BRD
Atorvastatin | tablet contains: MediLabs (Unit-
. Calcium & Atorvastatin Calcium 1/
3 14 Fenofibrate IP eq. to Atorvastatin 1 %abiet M/s Troikaa 1533
Tablets 10 mg Pharmaceuticals
Fenofibrate IP 160 mg Ltd.
; Each film coated M/s Ravenbhel
Bisoprolol . Healthcare Pvt.
Pt tablet contains: Ltd./
10 | 4(x) Al Bisoprolol Fumarate IP |1 Tablet M/s Cadila 10.28
2.5mg .
Tablets ; Pharmaceuticals
Telmisartan IP 40 mg Ltd
M/s Ravenbhel
Bisoprolol Bach @lim co?ted Healthcare Pvt.
Fuinarite & tablet contains: Ltd./
11 | 4(xi) Pelimleartan Bisoprolol Fumarate IP |1 Tablet M/s Cadila 11.92
Tablets 5 i Pharmaceuticals
Telmisartan IP 40 mg Ltd
Calcium Each film coated M/s Mascot
12 | 4(xii) Citrate, tablet contains: 1 Tablet| Health Series 14.69
Vitamin D3, Calcium Citrate USP Pvt. Ltd./

Tt




;| et | vt | nen
No. /Brand Strength Unit & Marketing Price
KA Company (Rs.)
(1) (2) (3) (4) (5) (6) (7)
Methylcobala | 1000 mg M/s Mankind
min, Vitamin D3 IP 200 IU Pharma Ltd.
Pyridoxine Methylcobalamin [P
HCI & Folic 500 mcg
Acid Tablets Pyridoxine HCI IP 10
mg
Folic Acid IP 5 mg
Each vial contains:
Ceftriaxone, Ceftriaxone Sodium IP M/s BDR
Disodium eq. to Ceftriaxone 2000 Pharmaceuticals
Edetate & mg International
13 | 4(xiii) Sodium Disodium Edetate [P 1Vial | Pvt. Ltd./ 1036.60
powder for 74 mg M/s Aristo
solution for Sulbactam Sodium [P Pharmaceuticals
infusion eq. to Sulbactam 1000 Pvt. Ltd.
mg
Each vial contains:
Ceftriaxone, Ceftriaxone Sodium IP M/s BDR
Disodium eq. to Ceftriaxone 1000 Pharmaceuticals
Edetate & mg International
14 | 4(xiv) Sodium Disodium Edetate P 1Vial | Pvt. Ltd./ 515.57
powder for 37 mg M/s Aristo
solution for Sulbactam Sodium [P Pharmaceuticals
infusion eq. to Sulbactam 500 Pvt. Ltd.
mg
Each film coated
bilayered tablet
contains:
Dapagliflozin, | Dapagliflozin
Glimepiride & | Propanediol USP eq.to lTe/asl::)aSs::i::s
15 | 4(xv) Metformin Dapagliflozin 10 mg 1 Tablet 11.95
Hydrochloride | Glimepiride IP 1 m Sk Lul/
4 P g M/s USV Ltd.
(ER) Tablets Metformin
Hydrochloride IP 1000
mg (as extended
release)
Each film coated
bilayered tablet
contains:
Dapagliflozin, | Dapaglifiozin
Glimepiride & | Propanediol USP eq. to xe{:lth:la;::i:as
16 | 4(xvi) Metformin Dapagliflozin 10 mg 1 Tablet
Hydrochloride | Glimepiride IP 2 sk Lidy
e R mg M/s USV Ltd.
(ER) Tablets Metformin 12.74
Hydrochloride IP 1000 ]
mg (as extended
release)

N




S Ag:::da ll?oarr:ln‘:l?:ttil;!l Manufacturer Retail
N(;. v 1 Brand Strength Unit & Marketing Price
Néke Company (Rs.)
(1) (2) (3) (4) (5) (6) (7)
Each film coated
bilayered tablet
Empaglifiozin | contains: M/s Pure & Cure
" & Metformin Empagliflozin 5 mg Healthcare Pvt.
k| &) Hydrochloride | Metformin L Ltd./ hiae
(ER) Tablets Hydrochloride IP 1000 M/s Cipla Ltd.
mg (as Extended
Release)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
& Metformin Empagliflozin 5 mg Ltd./
18 | 4(xviil) Hydrochloride | Metformin 1 Tabler M/s Cadila S
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Ltd.
Release)
Each film coated
bilayered tablet
Empagliflozin | contains: M/s Pure & Cure
; & Metformin Empagliflozin 12.5 mg Healthcare Pvt.
18 | 40ax) Hydrochloride | Metformin L Favlet Ltd./ 3301
(ER) Tablets Hydrochloride IP 1000 M/s Cipla Ltd.
mg (as Extended
Release)
Each film coated
bilayered tablet
Empagliflozin | contains: M/s Pure & Cure
. G Healthcare Pvt.
20 | 4(xx) & Metformlp Empagllﬂmm 12.5 mg 1 Tablet| Ltd./ 19.01
Hydrochloride | Metformin
bt ciiad R M/s Micro Labs
(ER) Tablets Hydrochloride IP 1000
Ltd.
mg (as extended
release)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
: & Metformin | Empaglifiozin 12.5 m Ltd./
- | 4(ud) Hydrochloride | Metformin il Tableg M/s Torrent 1401
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Ltd.
= Release)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
7 & Metformin Empagliflozin 12.5 m Ltd.
23 | ) Hydrochloride Met;;ogmin ® |1 Tabler M/s/Aristo 1508
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Pvt. Ltd.
Release)

2




" Agenda | Name of t.he Manufacturer | Retail
Ns") . FO;‘I;;I;?::OH Strength Unit & Marketing Price
Naitie Company (Rs.)
(1) | (2 (3) (4) (5) (6) (7)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
& Metformin Empagliflozin 12.5 mg Ltd./
23 | 4(xxii) Hydrochloride | Metformin Lkablet M/s Cadila 1304
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Ltd.
Release)
Each film coated
e /s Toren
24 | 4(xxiv) 5 : 1 Tablet| Pharmaceuticals | 15.84
Hydrochloride | Metformin Ltd
Tablets Hydrochloride IP 500 »
mg
Each film coated M/s Skymap
Empaglifiozin | tablet contains: Pharmaceuticals
& Metformin | Empagliflozin 5 mg Pvt. Ltd./
25 | 40axv) Hydrochloride | Metformin 1Tablet M/s Jagsonpal 1135
Tablets Hydrochloride IP 1000 Pharmaceuticals
| mg Ltd.
Each film coated
SHatim |yt M/s Torrent
26 | 4(xxvi) . 3 1 Tablet| Pharmaceuticals 11.38
Hydrochloride | Metformin Ltd
Tablets Hydrochloride IP 1000 ;
mg
Each film coated M/s Pure & Cure
Empagliflozin | tablet contains: Healthcare Pvt.
i & Metformin Empagliflozin 12.5 mg Ltd./
27 | 4(xxvii) Hydrochloride Metfofmin + Table M/s Aristo 1519
Tablets Hydrochloride IP 500 Pharmaceuticals
mg Pvt. Ltd.
Each film coated
Empaglifiozin tablet contains: M/s Hetero Labs
& Metformin Empagliflozin IH 12.5 Ltd./
28 | 4(xxviii) 2 mg 1 Tablet| M/s Glenmark 18.10
Hydrochloride . -
Tablets Metformin Pharmaceuticals
Hydrochloride IP 500 Ltd.
mg
Each film coated
Empaglifiozin | tablet contains: M
; P /s Torrent
29 | 4(xxix) ﬁyh;:;fcohr;:rl? dis 54?32523?'" 125mg 1 Tablet Phdarmaceuticals 18.10
Tablets Hydrochloride IP 500 e
= mg
G Each film coated M/s Torrent
30 [ 4(xxx) Zn;dpagllﬂogln tablet contains: 1 Tablet Ph/armaceuticals 19.01
etformin o s
L Empagliflozin 12.5 mg Ltd. J

=



F Agenda | Name of t'he Manufacturer Retaﬂ
Ns(; N Fo;‘l;:;:t:’on Strength Unit & Marketing Price
Naiip Company (Rs.)
1) (2) (3) (4) (5) (6) (7)
Hydrochloride | Metformin
Tablets Hydrochloride IP 1000
mg
Each film co.ated M/s Skymap
tablet contains: Pharmaceuticals
Fexofenadine | Fexofenadine Pyt Ltd. / M/s
31 | 4(xxxi) gﬁ;‘:}ig}:&"s‘; :1” drochioride P20 - | paiid e e 14.73
Tablets Mgntelukast Sodium [P Remdios
Pharmaceuticals
eq. to Montelukast 10 Pvt. Ltd.
mg
Each uncoated M/s Akums
bilayered tablet Drugs &
Glimepiride & | contains: Pharmaceuticals
5 Metformin Glimepiride IP 2 mg Ltd. /
32 | 4(ouxi) Hydrochloride Metfor?min 171ablet M/s German 1459
(SR) Tablets Hydrochloride IP (As Remedies
sustained release Pharmaceuticals
form) 1000 mg Pvt. Ltd.
Each film coated M/s Synokem
Linagliptin & | tablet contains: Pharmaceuticals
..y | Metformin Linagliptin 2.5 mg Ltd.
33 | 4(ooxdif) Hydrochloride | Metformin - Rahles /M/s Cadila L
Tablets hydrochloride IP 500 Pharmaceuticals
mg Ltd.
Magaldrate, Each 5 ml contains:
Dicyclomine Magaldrate IP 480 mg
Hydrochloride | Dicyclomine
. , Activated Hydrochloride IP 10 M/s Indoco
34 | 4(xxxiv) Dimethicone mg LML Remedies Ltd. 0i58
& Oxetacaine | Activated Dimethicone
Oral IP 50 mg
Suspension Oxetacaine IP 10 mg
Each hard gelatin
capsule contains: M/s Akums
Pantoprazole Pantoprazole Sodium Drugs &
& IP eq. to Pantoprazole 1 Pharmaceuticals
35 | 4(xxxv) Levosulpiride 40 mg (as gastro- Capsiile Limited/ M/s Dr. | 17.89
Capsniles resistant tablet) Reddy's
Levosulpiride 75 mg Laboratories
(as uncoated sustained Ltd.
release tablet)
; Each uncoated tablet M/s Hetero
Polmacoxib & i
36 | 4(xxxvi) | Paracetamol lc’(c:;lnt;ic':;ib IH 2mg 1 Tablet ;,da/bssl‘l;:tr::sd / 14.75
- Tablets Paracetamol IP 325mg Healthcare Ltd.
..+ | Povidone- Povidone-lodine IP 2% M/s Nanz Med
. 37| Alxxxvii) lodine Gargle | w/v (Available lodine i Science Pharma 196

7
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S Ag:nda ]?' e ;)fttihe Manufacturer Retail
: » s non Strength Unit | &Marketing | Price
29 { Brand Company (Rs.)
Name
1) (2) (3) (4) (5) (6) (7)
0.2% w/v) Pvt. Ltd.
Absolute Alcohol /M/s Troikaa
content 8.38% v/v Pharmaceuticals
Ltd.
Each uncoated X
M/s Windlas
4 0oxxviii Telmisartan & :;':tya el:"esd Tl Biotech Ltd./
38 Amlodipine et 1 Tablet| M/s Alkem 20.15
) Telmisartan IP 80 mg, ;
Tablets Gt 2 Laboratories
Amlodipine Besilate [P Ltd
eq. to Amlodipine 5 mg g
Each 5 ml of
Mycophenolat | reconstituted
39 | 4(xxxix) | e Mofetil Oral | suspension contains: | F2cK of| M/s Zydus 2673.00
é . | 55gm | Lifesciences Ltd.
Suspension Mycophenolate Mofetil
IP1gm
M/s Pure and
Acetylcysteine sach fllm co:'ited cure Healthcare
& tablet contains: Pvt. Ltd./
40 | 4(xD) Acebrophyllin .:lcetylcysteme BP 600 |1 Tablet M /s Neon 15.09
e Tablets g . Laboratories
Acebrophylline 100 mg Ltd
Chlorhexidine
gluconate solution [P
Chlorhexidine | eq.to Chlorhexidine 1
Gluconate, % w/w
: Metronidazole | Metronidazole M/s Stedmap
41 | 4(xli) p ; 1GM | Pharmaceuticals 3.65
& Lignocaine | Benzoate IP eq. to Pvt. Ltd
Hydrochloride | Metronidazole 1 % - Sy
Gel w/w
Lignocaine
Hydrochloride IP 2 %
w/w
Sodium Each 5 ml contains:
Alginate, Sodium Alginate IP 250 M/s Alkums
: Drugs &
Jodigm e Pharmaceuticals | 0.88
42 | 4(xlii) Bicarbonate & | Sodium Bicarbonate IP 1 ML :
: Ltd./ (Note 2)
Calcium 133.5 mg, :
¢ M/s Aurobindo
carbonate Calcium carbonate [P Bl avia Led
Oral Liquid 80 mg ;
Each film coated
bilayer tablet
Dapagliflozin contains: M/s Exemed
43 | 4(xliii) | & Metoprolol | PaPagliflozin 1 Tablet| Pharmaceuticals | .
(ER) Tablets propanediol USP eq. to / M/s Ajanta
Dapagliflozin 10mg Pharma Ltd.

Metoprolol Succinate
IP 23.75 mg eq. to

R




F Agenda | Name ff t.he Manufacturer | Retail
NS(') Ne- Fo;z:ait‘;on Strength Unit & Marketing Price
Name Company (Rs.)
(1) (2) (3) (4) (5) (6) (7)
Metoprolol Tartrate 25
mg (extended release)
Each film coated
bilayer tablet
contains:
Dapagliflozin Dap aglxﬂ;znlnusp M/s Exemed
44 | 4(xliv) & Metoprolol prepauEciv §g. 50 1 Tablet| Pharmaceuticals | 15.96
(ER) Tablets | Dapagliflozin 10mg /M/s Cipla Ltd
Metoprolol Succinate :
IP 23.75 mg eq. to
Metoprolol Tartrate 25
mg (extended release)
Each film coated
tablet contains:
Paracetamol, | Paracetamol IP 500 M/s Skymap
Phenylephrin | mg, Pharmaceuticals
e Phenylephrine Pvt. Ltd./
45 | 4(xlv) Hydrochloride | Hydrochloride IP 5 mg (1 Tablet| M/s Quality 4.22
, Caffeine & Caffeine (Anhydrous) Bestochem
Diphenhydra | IP 30 mg Formulations
mine Tablets | Diphenhydramine (P) Ltd.
Hydrochloride IP 25
mg
Each film coated
tablet contains:
Paracetamol, | Paracetamol IP 500
Phenylephrin | mg, M/s Skymap
e Phenylephrine Pharmaceuticals
46 | 4(xlvi) Hydrochloride | Hydrochloride IP 5 mg |1 Tablet| Pvt. Ltd./ 4.22
, Caffeine & Caffeine (Anhydrous) M/s Albert
Diphenhydra | IP 30 mg David Ltd.
mine Tablets | Diphenhydramine
Hydrochloride IP 25
mg
Each 5 ml contains:
Potassium Potassium Citrate [P s Skymag
2 Pharmaceuticals
Citrate, 1100 mg
; Magnesium Magnesium Citrate USP FVE Lta,/
47 | 4(xlvii) Gi 1ML | M/s German 0.89
itrate & 375 mg ?
R oy Remedies
Vitamin B6 Pyridoxine Phanhaceuticals
Oral Solution | Hydrochloride (Vit.B6)
Pvt. Ltd.
IP 20 mg
Sitagliptin Each film coated M/s Synokem
D lifl 2 bilayered tablet Pharmaceuticals
apagliflozin -
48 | 4(xlviii) | & Metformin | CODtains: 1 Tablet| 119/ 11.70
Hydrochloride Sitagliptin Phosphate M/s Blue (;ross
(Extended Monqhysirate IP eq. to Laboratories
Sitagliptin 100 mg Pvt. Ltd.

9
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S Agrs uda :’ Yimes ;)ftt'he Manufacturer | Retail
N(; - o;r;:a::“;on Strength Unit & Marketing Price
Nafie Company (Rs.)
1) (2) (3) (4) (5) (6) (7)
Release) Dapagliflozin
Tablets Propanediol USP eq. to
Dapagliflozin 10mg
Metformin
Hydrochloride IP 500
Mg (as Extended
release)
Each film coated
bilayered tablet
contains:
Sltagllptm, : Sitagliptin Phosphate MJs Syabkem
Dapagliflozin | Monohydrate IP eq. to :
; O Pharmaceuticals
& Metformin | Sitagliptin 100 mg Ltd./
49 | 4(xlix) Hydrochloride | Dapagliflozin 1 Tablet B 12.60
; M/s Blue Cross
(Extended Propanediol USP eq. to :
by, Laboratories
Release) Dapagliflozin 10mg Pvt. Ltd
Tablets Metformin ek
Hydrochloride IP 1000
Mg (as Extended
release)
Each film coated
bilayer tablet
. contains:
Telmlsart.an, Telmisartan IP 40 mg Ny/s Mascqt
Chlorthalidon i Health Series
Chlorthalidone IP 12.5
e& Pvt. Ltd./
50 |4(]) mg 1 Tablet . 13.70
Metoprolol 4 M/s Alembic
: Metoprolol Succinate :
Succinate IPU7.5 mgeq: to Pharmaceuticals
(ER) Tablets Metoprolol Tartrate 50 B
mg (as extended-
release form)
Each film coated
bilayer tablet
: contains:
Telmlsart‘an, Telmisartan IP 40 mg Mz Mascqt
Chlorthalidon : Health Series
Chlorthalidone IP 6.25
. e& Pvt. Ltd./
51 | 4(li) mg 1 Tablet : 10.52
Metoprolol . M/s Alembic
. Metoprolol Succinate ;
Succinate IP 23.75 mg eq. to Pharmaceuticals
(ER) Tablets Metoprolol Tartrate 25 e
mg (as extended-
release form)
Telmisartan, Each film coated M/s Mascot
Chlorthalidon | bilayer tablet Health Series
. e& contains: Pvt. Ltd./
3% | 40u Metoprolol Telmisartan IP 40 mg 1 Tabiet M/s Alembic i
Succinate Chlorthalidone IP 6.25 Pharmaceuticals
(ER) Tablets mg Ltd.

10
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S Ag;nda ;‘ BN :’fttih . I Manufacturer Retail
N(; . o;l;:a?: don Strength Unit & Marketing Price
R Company (Rs.)
1) (2) (3) (4) (5) (6) (7)
Metoprolol Succinate
IP 47.5 mg eq. to
Metoprolol Tartrate 50
mg (as extended-
release form)
Each film coated
bilayer tablet
: contains:
Telmlsart.an, Telmisartan IP 40 mg M/s Mascqt
Chlorthalidon : Health Series
Chlorthalidone IP12.5
53 | aqii) | ¢ m 1 Tablet| FVE Ltd/ 1130
Metoprolol g ; M/s Alembic '
: Metoprolol Succinate :
Succinate Pharmaceuticals
(ER) Tablets | [P 23.75mg eq. to Ltd
Metoprolol Tartrate 25 2
mg (as extended-
release form)
Each film coated
Empaglifiozin | tablet contains: il nap
& Metformi Empagliffosis 5 m Pharmaceuticals
54 | 4(liv) Feotban. | &mpaglifiog & 1 Tablet| Pvt. Ltd./ 15.84
Hydrochloride | Metformin ;
Tablets Hydrochloride IP 500 M/s Glensmith
e Labs Pvt. Ltd.
Each film coated
| bilayered tablet M/s Pure and
Empaglifiozin | contains:
& Metformin Empagliflozin 5 m cure Healthcare
55 | 4(lv) : Al & |1 Tablet| Pyt. Ltd,/ 11.83
Hydrochloride | Metformin M/s Eris
(ER) Tablets Hydrochloride IP 1000 e
Lifesciences Ltd.
mg (as Extended
L Release)
Each film coated
Empaglifiozin | tablet contains: v/s Skymap
& Metformin | Empagliflozin 5 mg Pharmaceuticals
56 | 4(lvi) ; G 1 Tablet| Pvt. Ltd./ 11.38
Hydrochloride | Metformin M/s Glensmith
Tablets rfrll)édrochlonde [P 1000 Labs Bvk L.
Each film coated M/s Lifecare
Empagliflozin | tablet contains: Formulations
55 & Metformin Empagliflozin 12.5 mg Pvt. Ltd./
57 | #{wif) Hydrochloride | Metformin 1 Tablet M/s Primus 1840
Tablets Hydrochloride IP 500 Remedies Pvt.
mg Ltd.
Each film coated
Empagliflozin | tablet contains: M/s Skymap
& Metformin Empagliflozin 12.5 mg Pharmaceuticals
58 | 4(lviii) A i ' 1 Tablet| Pvt. Ltd./ 18.10
Hydrochloride | Metformin M/s Glensmith
Tablets Hydrochloride IP 500 Labs Pyt Led.

mg

11
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Agenda | Name of t.he Manufacturer | Retail
NS(') b °;g‘r‘;‘:$°" Strength Unit | & Marketing | Price
Name Company (Rs.)
(1) (2) (3) (4) (5) (6) (7)
Each film coated
Empagliflozin | tablet contains:
59 | 4(lix) g‘y“gfgfcc’hrl':r';‘de fd':t‘;:fmz'" 1518 |3 tabilal WIS Lugtadea, | 4240
Tablets Hydrochloride IP 500
[ mg
Each film coated M/s Skymap
Empagliflozin | tablet contains: Pharmaceuticals
& Metformin Empagliflozin 12.5 mg Pvt. Ltd./
60 | 4(kx) Hydrochloride | Metformin 1 Tablg M/s Jagsonpal 18:20
Tablets Hydrochloride IP 500 Pharmaceuticals
mg Ltd.
Each film coated
- bilayered tablet M/s Pure and
Empagliflozin | contains:
& Metformin Empagliflozin 12.5 mg Gure Healthcare
61 | 4(Ixi) . : ' 1 Tablet| Pvt. Ltd./ 19.01
Hydrochloride | Metformin M/s Eris
(ER) Tablets Hydrochloride IP 1000 Lifesci
ifesciences Ltd.
mg (as Extended
Release)
Each film coated M/s Lifecare
Empagliflozin | tablet contains: Formulations
X & Metformin Empagliflozin 12.5 m Pvt. Ltd./
62 | 4(lxii) Hydrochloride | Metformin X 1 Taplet M/s Primus ol
Tablets Hydrochloride IP 1000 Remedies Pvt.
mg Ltd.
Each film coated M/s Skymap
Empagliflozin | tablet contains: Pharmaceuticals
& Metformin Empagliflozin 12.5 mg Pvt. Ltd./
63 | 4(hii) Hydrochloride | Metformin 1 Tabiet M/s Jagsonpal 19.01
Tablets Hydrochloride IP 1000 Pharmaceuticals
mg Ltd.
Each film coated
Empagliflozin | tablet contains: /s Skymap
& Metformin Empagliflozin 12.5 mg Pharmaceuticals
64 | 4(Ixiv) H . . 1 1 Tablet| Pvt. Ltd./ 19.01
ydrochloride | Metformin M/s Glensmith
Tablets ?édrochlonde [P 1000 Labs Pk [td
Each film coated
Empagliflozin | tablet contains:
& Metformin Empagliflozin 12.5 m ;
65 | 4(Ixv) Hodes Bloriile | Mutte s, ® |1 Tablet| M/s LupinLtd. | 19.01
Tablets Hydrochloride IP 1000
_— mg =
Empagliflozin | Each film coated M/s Pure & Cure
; & Metformin | bilayered tablet Healthcare Pvt.
66 | 4(hxvi) Hydrochloride | contains: 1 Taplet Ltd./ L
(ER) Tablets Empagliflozin 25 mg M/s Intas
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Agenda | Name of t.he Manufacturer | Retail
o Fo;g:;z;t(;on Strength Unit & Marketing Price
Netixe Company (Rs.)
(2) (3) (4) (5) (6) (7)
Metformin Pharmaceuticals
Hydrochloride IP 1000 Ltd.
mg (as extended
release)
Each film coated
R bllaygred tablet M/s Pure & Cure
Empagliflozin | contains:
& Metformin | Empagliflozin 25 mg Heaithcare Pyt
67 | 4(Ixvii) : : 1 Tablet| Ltd./ 27.11
Hydrochloride | Metformin M/s Eris
(ER) Tablets Hydrochloride IP 1000 Lifesci L
ifesciences Ltd.
mg (as extended
release)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
& Metformin | Empagliflozin 25 mg Ltd./
68 | 4(xvii) Hydrochloride | Metformin 1 Tablet M/s Torrent 2700
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Ltd.
Release)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
. & Metformin | Empagliflozin 25 mg Ltd./
69 | 4(lxix) Hydrochloride | Metformin 1 Tabies M/s Aristo 74
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Pvt. Ltd.
Release)
Each film coated
bilayered tablet
Empagliflozin | contains: M/s Pure & Cure
& Metformin Empagliflozin 25 mg Healthcare Pvt.
70 | #x) Hydrochloride Met‘;ormin 1 Tablet Ltd./ 713
(ER) Tablets Hydrochloride IP 1000 M/s Cipla Ltd.
mg (as Extended
Release)
Each film coated
bilayered tablet M/s Pure & Cure
Empaglifiozin | contains: Healthcare Pvt.
> & Metformin Empagliflozin 25 m Ltd./
71 | 4(bxxi) Hydrochloride | Metformin | 1 Tabler M/s Cadila 4141
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Ltd.
i Release)
Empagliflozin | Each film coated
- & Metformin | bilayered tablet M/s Zydus
72 | 4(lxxii) Hydrochloride cont);ins: 1 Tablet He/altg,care Ltd. 27.11
T . (ER) Tablets Empagliflozin 25 mg
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r Agenda | Name ;)ft.he Manufacturer Retail
NS(', No. |F °;“l;:‘ait(;°" Strength Unit | &Marketing | Price
' Narns Company (Rs.)
1) (2) (3) (4) (5) (6) (7)
Metformin
Hydrochloride IP 1000
mg (Extended Release
form)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
& Metformin | Empagliflozin 25 mg Ltd./
73 | 4{bexii) Hydrochloride | Metformin +Tahigt M/s Alkem 27
(ER) Tablets Hydrochloride IP 1000 Laboratories
mg (Extended Release Ltd.
form)
Each film coated
bilayered tablet
Empagliflozin | contains: M/s Pure & Cure
; & Metformin | Empagliflozin 10 mg Healthcare Pvt.
74 | 4(xdv) Hydrochloride | Metformin 1 Taiiet Ltd./ 19400
(ER) Tablets Hydrochloride IP 1000 M/s Cipla Ltd.
mg (as Extended
Release)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
& Metformin Empagliflozin 10 mg Ltd./
75 | 4(xoo) Hydrochloride | Metformin 1V ahles M/s Cadila &G
(ER) Tablets Hydrochloride IP 1000 Pharmaceuticals
mg (as Extended Ltd.
Release)
Each film coated
Sl bllaye_red wahlug M/s Pure and
Empagliflozin | contains:
? & Metformin Empagliflozin 10 mg gire Healthiare
76 | 4(Ixxvi) H : ; 1 Tablet| Pvt. Ltd./ 22.96
ydrochloride | Metformin M/s Eris
(ER) Tablets Hydrochloride IP 1000 A
Lifesciences Ltd.
mg (as Extended
Release)
Each film coated
bilayered tablet M/s Pure & Cure
Empagliflozin | contains: Healthcare Pvt.
..~ | & Metformin Empagliflozin 10 m Ltd.
77 | #vii) Hydrochloride Megogmin - 1 Tablet M/s/Alkem 2145
(ER) Tablets Hydrochloride IP 1000 Laboratories
mg (Extended Release Ltd.
| form)
Dapagliflozin, | Each film coated
...y | Gliclazide & bilayered tablet M/s Eris
78, | 4(lxxvili) Metformin contains: 1 Tablet Lifesciences Ltd. o
L Hydrochloride | Dapagliflozin
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S Ag: - ::I sHe ;)ftt.he Manufacturer | Retail
N(; . o;g:az:“llon Strength Unit & Marketing Price
: Rs.
Naine Company (Rs.)
(1) (2) (3) (4) (5) (6) (7)
sustained propanediol USP eq. to
release) Dapagliflozin 10mg
Tablets Gliclazide IP 30 mg (as
sustained release
form)
Metformin
hydrochloride IP
500mg (as Sustained
release form)
Each film coated
bilayered tablet
contains:
S Dapagliflozin
Da}pagl.lﬂozm, propanediol USP eq. to
Gliclazide & A AR
Metformin Dapagliflozin 10mg
; ; Gliclazide IP 60 mg (as M/s Eris
7 | 4haix) | By drt_;chlorlde sustained release 4. Tables Lifesciences Ltd. 2993
sustained
form)
release) 3
Tablets Metformin
hydrochloride IP
500mg (as Sustained
release form)
Bilastine & Each 5ml contains: Mis Mascqt
Montelukast Bilastine 10mg Health Serles
89 | 40n0x) Oral Montelukast Sodium IP L PYL Ltfj' { M/s s
; Biological E.
Suspension eq. to Montelukast 4mg Limited

Note 1: The Authority noted that M/s Boehringer Ingelheim India Pvt. Ltd. (M/s BIIPL ) vide
has filed representations through letters dated 7.3.2025 and 12.3.2025 against the retail
prices of FDCs of ‘Empagliflozin and Metformin’ as recommended by MDC in its 66t meeting
held on 3.3.2025 (minutes uploaded on 6.3.2025). M/s BIIPL mentioned that the patent
expiry date of Empagliflozin is 11.3.2025 and not 10.03.2025 as mentioned in the minutes
of the 66t MDC meeting and M/s C, ipla Limited is incorrectly mentioned as the license holder
for patent for Empaglifiozin. M/S BIIPL also requested to recalculate the retail price
considering the prices of Boehringer and co-marketers duly authorized by it ie. by
considering brands ‘lardiance’, ‘Gibtulo’ and ‘Cospiaq’ only.

The Authority noted that MDC has followed the methodology of reducing 50% of the
patented component i.e. ‘Empagliflozin’ in line with Para 5 (3) (i) of DPCO 2013. Hence all
brands with 1% or more market share including the brand of M/s Cipla Ltd. as appearing
in Pharmarack database have been considered for working out the retail price of subject
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FDC. Therefore, the Authority noted that the issues raised in the said representation
including date of patent expiry do not impact the prices recommended by MDC.

Note 2: The Authority directed that the price may be notified on per ml basis as per practice.
9 Agenda item no. 5: Status of implementation of Review order cases

51 Noted.

6. Agenda item no. 6: Minutes of 66th meeting of Multidisciplinary Committee of
Experts held on 3.3.2025

6.1 Noted.

7 Agenda item no. 7: Retail price fixation of Each uncoated dispersible tablet
contains Methylprednisolone IP 4mg for M/s ].K. Printpack (Pharma Division)
(Manufacturer) & M/s Biological E. Ltd. (Marketer) (F.No. 3992)

7.1 The Authority noted that M/s Biological E. Ltd. has applied for retail price fixation
of each uncoated dispersible tablet containing ‘Methylprednisolone IP 4 mg’. The
company has furnished approval of DCGI for ‘Methylprednisolone' ie. without
mentioning the strength and dosage form. The Authority noted the deliberation held in
the MDC and directed that the applicant may be asked to submit the approval of the DCGI
for the applied formulation wherein the strength of the formulation is also mentioned.

8. Agenda item no. 8: Form -1V intimation for discontinuation of 4 scheduled
formulation viz., (i) Urografin 76%-20ml (ii) Urografin 76%-50ml (iii) Urografin
76%-100ml and (iv) Urografin 60%-20ml by Bayer Zydus Pharma under Para
21(2) of DPCO, 2013

8.1  The Authority deliberated upon the matter and noted the re-invocation of Para 3
of DPCO, 2013 on M/s Bayer Zydus Pharma in r/o Urografin 76%-20ml, Urografin 76%-
50ml, Urografin 76%-100ml, and Urografin 60%-20ml, effective till 28.02.2026. The
Authority also noted that the company has been directed to comply with the directions
as issued vide letter dated 28.02.2024.

9. Agenda item no. 9: Wholesale Price Index as per Para 16 of DPCO, 2013 to be
applicable from 1.4.2025

9.1 The Authority noted that DPIIT, Ministry of Commerce and Industry, Government of
India has confirmed the monthly final Wholesale Price Indices (WPI) of all commodities
for the year 2023 and 2024 vide O.M. OEA-11025(13)/18/2017-WPD-Part (256) dated
18.3.2025. The Authority deliberated upon the matter in detail and as per provisions of
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DPCO, 2013 approved the WPI @ (+) 1.74028% to be applicable on scheduled
formulations w.e.f 1.4.2025. The Authority further decided to issue an Office
Memorandum intimating the WPI to be applicable w.e.f. 1.4.2025 and to issue notification

(s) for revised ceiling price of scheduled formulations based on WP] @ (+) 1.74028% to
be effective from 1.4.2025.

The meeting ended with a vote of thanks to the Chair and all the participants in

the meeting.
%ﬁrﬁr{_ %
CAPER
(Dr. Vinodlf( twal)

Member Secretary
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