F.No.12(7)/2021/DP/NPPA/Div.ll/ Vol-VI

National Pharmaceutical Pricing Authority

Subject: Minutes of the 67" meeting of the Multidisciplinary Committee of Experts held
on 2.4.2025 at 2:00 PM.

67" meeting of the Multidisciplinary Committee of Experts was held on 2.4.2025 at 2:00 FM
under the convenorship of Shri Sanjay Kumar, Advisor (Cost). The following members attended
the meeting: -

Shri Ranga Chandrashekar, joint Drugs Controller, CDSCO through Video Conferencing
Dr. ). ]. Cherian, Scientist-E [Med), ICMR

Dr. Rakesh Kr. Singh, Associate Professor, NIPER Raebareli, through Videa Con ferencing
Prof. ¥. K. Gupta, Princlpal Scientific Advisor (Projects), THSTI-DBT, Gol & Ex-HaoD,
Pharmacology & Dean (Academics), AlIMS, New Delhi - Co-opted member,

5. Dr. Jai Prakash, Indian Pharmacopoeia Commission - Co-opted member

g B b

The following officers of NPPA attended and presented the cases before the Committee:

1. Ms. Rashmi Tahiliani, Director (Pricing)
2. Shri Mahaveer Saini, Deputy Director (Pricing)
3. Ms. Yuvika Panwar, Assistant Directar (Pricing)

Agenda Item No. 1: Application by M/s Intas Pharmaceuticals Private limited for
exemption from the provisions of Drug Price Control Order 2013 under Para 32 (ii & iii)
for the formulation "Clozapine Extended Release 12.5 mg/ 25 mg/ 50 mg/ 100 mg/200

mg capsule.

1. The matter was earlier placed in 64 meeting of MDC held on 6.12.2024, wherein the agenda
was deferred and the committee directed that the matter may be pursued with DPIT for
nomination of suitable officer. Further, the representative of office of DPIIT attended the 66
meeting of MDC held on 3.3.2025 and informed that the subject application as forwarded by
NPPA is at an advanced stage of examination. The Committee requested that the comments may
be shared with NPPA by 15% March 2025 so that the matter may be deliberated in next meeting
for early disposal,

2. The meeting notice and the agenda for the 67™ meeting held on 2.4.2025 was sent to nominee
of DPIT on 26.3.2025 with reguest to attend the meeting and provide the comments in the
matter. However, neither any comments have been received nor the meeting was attended by
representative of DPIIT. Accordingly, the Committee deferred the agenda and directed to pursue
the matter with DPIIT for early inputs in the matter.

Agenda Item No. 2: Application from M /s Biological E Limited for exemption under Para
32 (i, ii & iii) of the DPCO, 2013 for the formulation Pneumococcal Polysaccharide
Conjugate Vaccine (PNELUBEVAX 14)

'y



1. The matter was earlier placed in 64 meeting of MDC held on 6.12.2024, wherein the agenda
was deferred and the committee directed that the matter may be pursued with DPIT for
nomination of suitable officer. Further, the representative of office of DPIIT attended the 66
meeting of MDC held on 3.3.2025 and informed that the subject application as forwarded by
NPPA is at an advanced stage of examination, The Committee requested that the comments may
be shared with NPPA by 15% March 2025 so that the matter may be deliberated in next meeting

for early disposal.

2. The meeting notice and the agenda for the 67 meeting held on 2.4.2025 was sent to nominee
of DPIIT on 26.3.2025 with request to attend the meeting and provide the comments in the
mattar. However, neither any comments have been received nor the meeting was attended by
representative of DPIIT. Accordingly, the Committee deferred the agenda and directed to pursue
the matter with DPIIT for early inputs in the matter.

Agenda Item No. 3: Retail price fixation of each Vaginal Film Contains: Clotrimazole IP 50
mg M /s Hetero Healthcare Ltd. (Manufacturer & Marketer) (F. No. 4471)

1. The Committee noted that the data for the applied formulation is not available in the market
dats base. The Committee deliberated and observed that the applied formulation is an anti-
Fungal drug. It was also noted that pessary form of the said drug has the same route of
administration for which ceiling price has been notified at Rs. 10.01 for 100mg / pessary.
Therefore, the Committee recommended the retail price of Rs. 6.01{excluding G5T) per film on
the basis of Clotrimazole Pessary 100mg using formula given in Pronab Sen Committee Report.

The details are as fallows:

[i] The Ceiling price of Clotrimazole Pessary 100mg applicable in June 2024 ie. 6 months prios
to application - Rs. 10.01 / Pessary (5.0. 1547(E) dated 26.3.2024)

The retail price of Clotrimazole Pessary 50mg based on formula recommended in the Pronab

Sen Committee report is as below: -
Derived retall price as per recommendation of Pronab Sen committee:

P(s) = P*[1+a.{{5-5*)/5%}]
Where: P[s] =Price ceiling of the strength s
* = price ceiling for reference strength s*
5 = strength in terms of APl content
5* = reference strength
a= (1.8 for tablet / capsule and 0.7 for injectables.

= 10.01[1+0.80{[50-100]/100]] = Rs. .01 (excluding GST) per 50mg Pessary or
S50mg Vaginal Film

{11} Claimed Price is Rs. 21.25 (excluding GST) per pouch of 2 film i.e. 10.63 per film
(iii) Recommended Price (lower of worked out and claimed price) i.e. Rs. 6.01

[excluding GST) per film
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Agenda Item No.

4(a): Retail price fixation of each Film Coated Tablet

Contains: Empaglifiozin 10 mg + Linagliptin 5 mg + Metformin Hydrochloride IP 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare Pvt. Ltd. (Manufacturer) and M/s

Lupin Ltd. (Marketer] (F. No. 4540)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide $0. No. 2165(E] dated 11.05.2023 as below:

S.N.|Particulars [Details
1 [Manufacturer Name |M/s Pure and Cure Healtheare Pvi. Lid.
2 |Marketer Name [M /s Lupin Ltd. (Applicant)
3 |pate of Application 13.3.2025
4 [Patented Component - | Empagliflozin
5 [Patent Holder |M/s Boehringer
6 [License Holder ]M,,."s Lupin, M/s Cipla, M/s Torrent
7 [Date of Patent Expiry |I'-'Iar::h 2025
8 |Fatented Component - Il |Lir|.a.51iptin
2 ]Famnr. Holder |E'-'I /s Enehrlnﬂer
10 |Li-:ense Holder |!'-'I,,J's Lupin
11 [Date of Patent Expiry [February 2022

Calculation of Retail Pl_‘ll:e

S.N.[Particulars Data Option-I Option-1l
i Month  Empaglifiozin 10 [Linagliptin 5 mg
mg + Metformin | + Metformin
| Hydrochloride IP| Hydrochloride
- = . 1000 mg (ER) |IP 1000 mg (ER)
! A. | Retail price of FDC e:-:cludtng Patent & Aug 24 MA 11.70
| License Holder under Option 11
' B. | Other Component ie. Linagliptin Aug 24
| excluding Patent & License Holder and 10.31 19.72
Ernp aglifozin at 50% of price (Linagliptin 5mg) | (Empagliflozin
| 10mg)
I Total ST NA 31.42
| D. Less: 20 of lower of A&B taking inference MA 2.34
| lfrom the Pronab Sen Committee Report
| E. ICalculated Price of applied FDC NA 29.08
| F. lClaimed Price 2232 2232
' G. Recommended Price (Lower of worked out at and claimed | price) per 22.32
‘tablet
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Agenda Item No. 4{b): Retail

price fixation of each Film Coated Tahlet
Contains: Empagliflozin 10 mg + Linagliptin 5 mg + Metformin Hydrochloride IF 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare Pvt. Ltd, (Manufacturer)
and M/s Mankind Pharma Ltd. (Marketer) (F.No. 4534)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide 5.0. No. 2165(E) dated 11.05.2023 as below:

5.N./Particulars |Details
1 Manufacturer Name [M/s Pure and Cure Healthcare Pvt, Ltd.
2 [Marketer Name IM /s Mankind Pharma Ltd. {Applicant)
3 [Date of Application 11.3.2025
4 (Patented Component - | |Empagliflozin
5 |Patent Holder [M/s Boehringer
6 |[License Holder IM/s Lupin, M/s Cipla, M/s Torrent
7 |Date of Patent Expiry ﬁ-‘larch 2025
B [Patented Component - Il |Linag]fprln
9 |Patent Holder [M/s Boehringer
10 [License Holder [M/s Lupin
11 [Date of Patent Expiry IFEhruary 2022
Calculation of Retail Price
S.N.Particulars Data Option-1 Option-11
Month | Empagliflozin 10 Linagliptin 5 mg
mg + Metformin |+ Metformin
Hydrochloride IP, Hydrochloride
- 1000 mg (ER) [IP 1000 mg (ER)
A. [Retail price of FDC excluding Patent & LicenseAug 24 NA 11.70
‘Holder under Option Il |
B. Other Component i.e. Linagliptin excludingAug 24
Patent & License Holder and Empagliflozin at 10.31 19.72
50% of price (Linagliptin Smg) | (Empaglifiozin
. 10mg]
C. [Total NA 31.42
D. |Less: 200 of lower of ALR taking inference! NA 2.34
from the Pronab Sen Committee Report
E. [Calculated Price of applied FDC NA 29.08
F. /ClalmedPrice | | _34.00 34.00
(. |Recommended Price (Lower of worked out and claimed price) per 29.08
tablet
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Agenda Item No. 4(c): Retail price fixation of each Film Coated Tablet
Contains: Empaglifozin 10 mg + Linagliptin 5 mg + Metformin Hydrochloride [P 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare Pyt Ltd. (Manufacturer)
and M/s Eris Lifesciences Ltd. (Marketer) (F.No. 4499)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide 5.0. No. 2165(E) dated 11.05.2023 as below:

S.N.[Particulars IDetails
1 [Manufacturer Name IM /s Pure and Cure Healthcare Pvt. Ltd.
2 [Marketer Name M /s Eris Lifesciences Ltd. (Applicant)
3 |Date of Application 10.2.2025
4 |Patented Component - | Empagliflozin
5 |Patent Haolder M /s Boehringer
6 |License Holder |M/s Lupin, M/s Cipla, M/s Torrent
7 |Date of Patent Expiry March 2025
8 |Patented Component - I1 Linagliptin
9 |Patent Holder M/s Boehringer
10 |License Holder M /s Lupin
11 [Date of Patent Expiry February 2022
Calculation of Retail Price
S.N.Particulars Data Option-1 Option-11
' Month | Empagliflozin 10 Linagliptin 5 mg
mg + Metformin | + Metformin |
Hydrochloride IP| Hydrochloride
. 1000 mg (ER) |IP 1000 mg (ER),
A, [Retail price of FDL excluding Patent & Licensejuly 24 NA 11.70
|___Holder under Option [1 ——
{B. Dther Component i.e. Linagliptin excludingluly 24
Patent & License Holder and Empagliflozin at 10.27 19.72
509 of price (Linagliptin 5mg) | (Empagliflozin
, 10mg]
C. [Total _NA 31.42
D. [Less: 20% of lower of A&B taking inference NA 2.34
from the Pronab Sen Committee Report i
E. [Calculated Price of applied FDC NA 29.08
F. Claimed Price 42.41 42.41
[L Recommended Price (Lower of worked out and claimed price) per 29.08
| tablet

.
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Agenda Item No. 4{d): Retail price fixation of each Film Coated Tablet
Contains: Empaglifiozin 10 mg + Linagliptin 5 mg + Metformin Hydrochloride [P 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare Pvt Ltd. (Manufacturer)
and M/s Cipla Ltd. (Marketer) (F.No. 4496)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide 5.0. No. 2165(E) dated 11.05.2023 as below:

S.N. Iparﬂm_]aﬂ |DEL‘:1I]5
1 !Manul‘acturer Name |H,-’s Pure and Cure Healthcare Py, Lid.
2 |Marketer Name M/s Cipla Ltd. (Applicant)
3 |Date of Application 7.2.2025
4 |F‘atente:! Component - | Empagliflozin
| 5 |Patent Holder (M /s Boehringer
6 |License Halder iM/s Lupin, M/s Cipla, M/s Torrent
7 |Date of Patent Expiry IMarch 2025
8 |Patented Component - Il !Linﬂg_i! ptin
9 |Patent Holder ]I'-"l /5 Boehringer
10 [License Holder I s Lupin
11 |Date of Patent Expiry [February 2022
Calculation of Retail Price
&N, Particulars Data Option-1 Option-11
! Month| Empaglifiozin 10| Linagliptin 5
mg + Metformin \mg + Metformin
Hydrochloride IP| Hydrochloride
| r 1000 mg (ER) |IP 1000 mg (ER)
A. [Retail price of FDC excluding Patent & License]uly 24 NA 11.70
Holder under Option I
B. |Other Component ie. Linagliptin excluding]uly 24
Patent & License Holder and Empagliflozin at 10.27 19.72
509 of price (Linagliptin 5mg) | (Empaglifiozin
10mg)
C. [Total _ NA 3i.42
D. |Less: 20% of lower of A&B taking inference NA 2.34
from the Pronab Sen Committee Report
'E. |Calculated Price of applied FDC NA 29.08
F Claimed Price i 25.00 25.00 |
G. | Recommended Price (Lower of worked out and claimed price) per 25.00
- tablet
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Agenda Item No.5(a): Retail price

fixation of each Film Coated Tablet

Contains: Empagliflozin 25 mg + Linagliptin 5 mg + Metformin Hydrochloride [P 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare Pvt Ltd. (Manufacturer)

and M/s Lupin Ltd. (Marketer) (F.No. 4541)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide S5.0. No. 2165(E) dated 11.05.2023 as below:

S.N.|Particulars ||:'-"3'-"“'|:|5It
1 Minufacturer Natie |M,rs Pure and Cure Healthcare Pvt. Ltd.
2 [Marketer Name M /s Lupin Ltd.
3 [Date of Application 13.3.2025
4 |Patented Companent - | Empagliflozin
5 |Patent Holder M /s Boehringer
6 IL[::ense Holder M/s Lupin, M/s Cipla, M/s Torrent
7 |Date of Patent Expiry March 2025
B |F'atE'n'tE|:I Component - [l {Linagliptin
9 |Patent Holder IM/s Boehringer
10 IL[EEHS-E Holder h'-'lf's Lupin
11 Iﬂatu of Patent Expiry February 2022

Calculation of Retail Price
5.N.Particulars Data Option-I Dption-1I
. Month | Empaglifiozin |[Linagliptin 5 mg
| 25 mg + + Metformin
Metformin Hydrochloride
- Hydrochloride [IP 1000 mg (ER)
l AP 1000 mg (ER)
-rrn.- Retail price of FDC excluding Patent & LicenselAug 24 NA 11.70
Holder under Option 11
‘B. |Other Component ie. Linagliptin excludinglAug 24 23.07
Patent & License Holder and Empagliflozin at 10.31 (Empagliflozin
| |50% of price ((Linagliptin Smg) Z5mg)
IC._[Total NA 34.77
D, |Less: 20% of lower of ARB taking inference MNA 234
from the Pronab Sen Committee Report
(E. [Calculated Price of applied FDXC NA 32.43
iF. |Claimed Price o 23.21 23.21
G. | Recommended Price (Lower of worked out and claimed price) per 23.21

tablet

4.



Agenda

Item No.5(b): Retail price fixation

of each Film Coated Tablet

Contains: Empaglifiozin 25 mg + Linagliptin 5 mg + Metformin H ydrechloride IP 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare Pvi. Ltd. (Manufacturer)
and M/s Mankind Pharma Ltd. (Marketer) (F.No.4511)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO

amendment vide 5.0. No. 2165{E) dated 11.05.2023 as below:

EN-[F:.rﬂmiars

Iuemlls

1 Manufacturer Name l!'-'l /s Pure and Cure Healthcare Pvt. Ltd.
2 [Marketer Name M/s Mankind Pharma Ltd.
3 [Date of Application 11.3.2025
4 jPatented Component - | |[Empaglifiozin
5 |Patent Holder IM/s Boehringer
6 |License Holder IMfs Lupin, M/s Cipla, M/s Torrent
7 IDate of Patent Expiry |March 2025
8 |Patented Component - 11 |Linagliptin
9 |Patent Holder IM/s Boehringer
10 [License Holder [M/s Lupin
11 |Date of Patent Expiry [February 2022
Calculation of Retail Price
S.N.[Particulars Data Option-| Option-11
Month |Empaglifiozin 25 Linagliptin 5 mg
mg + Metformin | + Metformin
Hydrochloride IP, Hydrochloride
i 1000 mg (ER] 1P 1000 mg (ER)
A. [Retail price of FDC excluding Patent & LicenselAug 24 NA 1170
| iHolder under Option [1
‘8. |Other Component ie. Linagliptin excludingAug 24 23.07
Patent & License Holder and Empagliflozin at 10.31 (Empaglifiozin
50% of price | (Linagliptin S5mg) 25mg)
iC. [Total NA 34.77
D. |Less: 20% of lower of A%B taking inference NA 2.34
from the Pronab Sen Committee Report
E, |Calculated Price of applied FOC NA 32.43
F. [Claimed Price 38.00 38.00
G. | Recommended Price (Lower of worked out and claimed price) per 3243
' tablet

-




Agenda Item No.5(c): Retail price fixation of each Film Coated Tablet
Contains: Empaglifiozin 25 mg + Linagliptin 5 mg + Metformin Hydrochloride IP 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare Pvt Ltd. (Manufacturer)
and M /s Micro Labs Ltd. (Marketer) (F.No. 4511)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide 5.0. No. 2165(E) dated 11.05.2023 as helow:

E.H Jﬁrﬂ:ulaﬂ |DEH.I]5
1 IManufacturer Name ]Mfs Pure and Cure Healthcare Pvt. Ltd.
2 [Marketer Name M/s Micro Labs Ltd. [Applicant)
3 |Date of Application 20.2.2025
4 |Patented Component - | Empaglifiozin
5 |Patent Holder M /s Boehringer
f IL.ltr_-nsr: Holder |I'-'I,,."5 Lupin, M/s Cipla, M/s Tarrent
7 IDatE of Patent Expiry |Mar:h 2025
B |Par.anted Component - |1 |Linag;[iptin
9 |Fa:ent Holder |I'-‘!.,."5 Boehringer
10 IL.lr:Ensa Holder |I'-'Ij's Lupin
11 IDaEE of Patent Expiry |Fe|:|mar_|,' 2022
Calculation of Retail Price
S.N.Particulars Data Option-I Option-II
Month | Empaglifiozin Linagliptin 5 mg|
25 mg + + Metformin
Metformin | Hydrochloride
' Hydrochloride 1P 1000 mg (ER)|
it i 1P 1000 mg (ER),
A. |Retail price of FDC excluding Patent & Licensefjuly 24 NA 11.70
Holder under Option 1l 1\
B. |[Other Component Le. Linagliptin excludingfuly 24 | 23.87
Patent & License Holder and Empaglifiozin at 10.27 (Empaglifiozin
50% of price [Linagfiptin Smg]| 25mg)
C. [Total NA 3557
D, [Less: 20% of lower of ARB taking inference NA 2.34
. |from the Pronab Sen Committee Report |
E. [Calculated Price of applied FDC | NA 33.23
F. |Claimed Price | 35.71 35.71
{'-' Recommended Price [Lower of worked out and claimed price) per 33.23
tablet

; :



Agenda ltem No. 5(d): Retail price fixation of each Film Coated Tablet
Contains: Empagliflozin 25 mg + Linagliptin 5 mg + Metformin Hydrochloride IP 1000 mg
(As Extended Release) for M/s Fure and Cure Healthcare Pvt Ltd. (Manufacturer)
and M/s Eris Lifesciences Ltd. (Marketer) (F.No. 4500)

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide 5.0. No. 2165(E) dated 11.05.2023 as below:

[5.N.|particulars Details
1 |Manufacturer Name ih‘l,.i’ s Pure and Cure Healthcare Pyt Ld.
2 |Marketer Name [M /s Eris Lifesciences Ltd. [Applicant]
3 |Date of Application 10.2.2025
4 [Patented Component - | Empagliflozin
5 [Patent Holder M/s Boehringer
& |License Holder M/s Lupin, M/s Cipla, M/s Torrent
7 |Date of Patent Expiry March 2025
8 [Patented Component - 1 Linagliptin
9 [Patent Holder M /s Boehringer
10 |License Holder [M /s Lupin
11 |Datt of Patent Expiry |Februar;.r 2022

Calculation of Retail Price

S.N.Particulars Data Option-1 Option-1I
Month Empaglifiozin 25 [Linagliptin 5 mg
mg + Metformin | + Metformin
Hydrochloride IP| Hydrochloride
_ 1000 mg (ER) |IP 1000 mg (ER)
A, [Retail price of FDC excluding Patent & License|uly 24 MA 11.70
Holder under Option 11
B. |Other Component i.e. Linagliptin July 24 23.87
excluding Patent & License Holder and 10.27 (Empagliflozin
| |Empagliflozin at 509 of price (Linagliptin Smg) 25mg)
iC, [Total - NA 35.57
ID. |Less: 20% of lower of A&B taking inference NA 234
from the Pronab Sen Committee Report .
E, |Calculated Price of applied FDC NA 33.23
F. [Claimed Price 4464 4464
G. | Recommended Price (Lower of worked out and claimed price) per 33.23
tablet

b
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Agenda Item No.5(e): Retail
Contains: Empaglifiozin 25 mg + Li
(As Extended Release) for M/s

price fixation of each Film Coated Tablet
nagliptin 5 mg « Metformin Hydrochloride IP 1000 mg
Pure and Cure Healthcare Pvt Ltd. (Manufacturer)

and M/s Intas Pharmaceuticals Ltd. (Marketer]) (F.No. 4498)

The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide 5.0. No. 2165(E) dated 11.05.2023 as below:

S.N.Particulars IDetails
1 |Manufacturer Name IM/s Pure and Cure Healthcare Pvt. Ltd.
2 |Marketer Name l_l!l-l[;"s Intas Pharmaceuticals Ltd.(Applicant]
3 |Date of Application 7.2.2025
4 |Patented Component - | iEmpagiiﬂuz.in
5 [Patent Holder '[H,.n"s Boehringer
6 |License Holder IM/s Lupin, M /s Cipla, M/s Torrent
7 |Date of Patent Expiry [March 2025
8 |Patented Component - [l |I..irtaE|'E|:|l:in
9 |Patent Holder IM /s Boehringer
10 |License Holder |Mf‘5 Lupin
11 [Date of Patent Expiry [February 2022
ol Calculation of Retail Price
S.N.Particulars Data Option-I Option-11 |
Month| Empaglifiozin 25 Linagliptin 5 mg,
mg + Metformin | + Metformin
Hydrochloride IP| Hydrochloride
| | 1000 mg (ER) |IP 1000 mg (ER)
A. [Retail price of FDC excluding Patent & Licensejuly 24 MNA 11.70
|H older under Option (1
B. !{]thur Component i.e. Linagliptin July 24 10.27 23.87
excluding Patent & License Holder and (Linagliptin 5mg) | (Empagliflozin
t J}I_mpagijﬂuzin at 50% of price 25mg)
C. [Total NA 3.5
D. [Less: Z0% of lower of A&B taking Inference NA 2.34
from the Pronab Sen Committee Report "
E. [Calculated Price of applied FDC NA 33.23
F. |Claimed Price 15.00 15.00
. | Recommended Price [Lower of worked out and claimed price) per 15.00
tablet
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Agenda Item No.5(f): Retail price fixation of each Film Coated Tablet
Contains: Empagliflozin 25 mg + Linagliptin 5 mg + Metformin Hydrochloride [P 1000 mg
(As Extended Release) for M/s Pure and Cure Healthcare PvL Ltd. (Manufacturer)

and

M /s Cipla Ltd. (Marketer) (F.No. 4497}

1. The Committee deliberated on the matter and recommended retail price on the lines of DPCO
amendment vide 5.0. No, 2165(E] dated 11.05.2023 as below:

S.N./particulars IDetails
1 IManufacturer Name IM /s Pure and Cure Healthcare Pvt. Ltd.
2 |Marketer Name IM/s Cipla Ltd.(Applicant)
3 |Date of Application 7.2.2025
4 |Patented Component - | [Empagliflozin
5 |Patent Holder {M /s Boehringer
6 [License Holder [M/s Lupin, M/s Cipla, M/s Torrent
7 |Date of Patent Expiry i!l-'lar:h 2025
] |F‘at&nted Component - 11 1Lir:aglhptln
9 |Fatent Holder IM/s Boehringer
10 !Li::ense Holder M/s Lupin
11 [Date of Patent Expiry February 2022

Calculation of Retail Price

JParticulars Data Option-| Dption-Ii
Month Empaglifiozin 25 Linagliptin 5 mg
| mg + Metformin |+ Metformin
Hydrachloride IP| Hydrochloride
, . 1000 mg (ER) |IP 1000 mg (ER)
A |Retail price of FDC excluding Patent & License]uly 24 NA 11.70
| |Holder under Option Il |
B. |Other Components Le. Linagliptin excludingfuly 24 10.27 23.87
Patent & License Holder and Empagliflozin at (Linagliptin Smg) | (Empaglifiozin
50% of price 25mg)
C. [Total . — NA 35.57
D. |Less: 200 of lower of A&B taking inference NA 2.34
| |from the Pronab Sen Committee Report =
E. |Calculated Price of applied FDC NA 33.23
F. |Claimed Price 29.00 29.00 |
G. | Recommended Price {Lower of worked out and claimed price) per 29.00 .
tahlet |

12
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Agenda Item No. 6: Request for consideration of Price Fixation under Para 11(3) of DPCO-
2013 for "Each 100ml contains: Potassium Chloride IP 150mg + Dextrose Monohydrate IP
5000mg + Sodium Chloride IF 900mg- in 500ml pack” with pack of non-glass container in
plastic bottle with Euro head having special features filed by M /s Otsuka Pharmaceutical
India Pvt. Lid.

1. The Committee noted that the matter was earlier deliberated in 60th to 64th meeting of MDC,
The Committee in its 64th meeting held on 6.12.2024 recommended the following price:

Details Price (for packing with special
features)
(i} Derived Price of Potassium Chleride IP 150mg in 9.12
100m| [For pack size of 500ml)
(ii) Ceiling Price of Each 100ml contains: Dextrose g5.52

Monohydrate [P 5000mg + Sodium Chloride [P (5.0. 4663(E) dated 25.10.2023)
90mg OR Glucose [A) + Sodium
Chloride (E) Injection 5% (A) + 0.9% (B)
Pack Size - 500ml

Total (i+i) 94.64
Less: 20% of Lower of i and ii based on inference 1.82
drawn from the Pronab Sen Committee Report

Worked Cut Price 92.82
Claimed Price 284.83
Recommended Price (Lower of the Claimed & 92.82

Waorked out retall price)

2. The committee noted submissions made by the applicant In their representations dated
13,1.2025, 21.1.2025 and 07.03.2025 requested to review the retail price determination of the
subject formulation. The Committee deliberated upon the same and reiterated its earlier
recommendation as given in 64" meeting ie. retail price of Rs. 92.82 for pack of 500ml of MDC
may be placed before the Authority for approval.

Agenda Item No. 7: Request for consideration of Price Fixation under Para 11(3) of DPCOD-
2013 for "Each 100ml contains: Potassium Chlaride IP 150mg + Dextrose Monohydrate IP
5000mg + Sodinm Chloride IP 450mg- in 500ml pack” with pack of non-glass container in
plastic bottle with Euro head having special features filed by M/s Otsuka Pharmaceutical
India Pvt. Ltd.

1. The Committee recalled that the matter was earlier deliberated in 60t meeting to 64t meeting
of MDC. The Committee in its 64 meeting held on 6.12.2024 recommended retail price of
Rs.68.30 as below:

4
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Details Price (for packing
with special features)

(1) Derived Price of Potassium Chloride IP 150mg in 100ml (For 9,12
pack size of 500ml)
(if) Retail Price of Each 100ml contains: Dextrose Monohydrate 2.52
1P 5000mg OR Glucose Injection 5% Pack Size - 500m|
(iii) Derived Price of Each 100ml contains: Sodium Chloride [P 57.16
450mg OR Sodium Chloride Injection 0.45% Pack Size - 500ml
Total (i+ii+iii) 68.80
Less: 200 of Lower of (i), (ii) and (iii) based on inference 0.50
drawn from the Pronab Sen Committee Report
Waorked Out Price 68.30
Claimed Price 267.00
Recommended Price (Lower of worked out and claimed 68.30
price)

2. The applicant vide letters dated 13.1.2025 requested to review the retail price of the subject
formulation. Further, the applicant vide emails dated 21.01.2025 & 07.3.2025 informed that the
price of Dextrose Monchydrate IP 5000mg OR Glucose Injection 5% has been considered at
Rs.2.52 for a pack of 100 ml, whereas the applied pack size is of 500 ml.

3. The Committee deliberated up on the representation of the company and observed that the
required APl quantity of Dextrose in 500ml pack is 25 grams whereas while working out the
recommended price, price of 5 grams of APl was considered, Accordingly, the Committee

recommended the revised price as follows:

Details Price (for packing with|
special features)

{i) Derived Price of Potassium Chloride [P 150mg in 100ml (For 9.12
pack size of 500ml]
(ii] Retail Price of Each 100ml contains: Dextrose Monohydrate 11.21
IP 5000mg OR Glucose Injection 5% Pack Size - 500ml (Note-1)
(iil) Derived Price of Each 100ml contains: Sedium Chloride [P 57.16
45(mg OR Sodium Chloride Injection 0.45% Pack Size - 500ml
Total (i+ii+iii) 77.49
Less: 20% of Lower of (i), (i) and (iif} based on inference 1.82
drawn_from the Pronab Sen Committee Report
Worked Out Price 75.67
Claimed Price 267.00
Recommended Price (Lower of worked out and claimed 75.67

price}
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Note-1: The retail price of Glucose Sgm has been attempted as per the formula recommended in
the Pronab Sen Committee report. The calculation is as below: -

Derived retall price as per recommendation of Pronab Sen committee:
P(s) = P*[1+#a.{(s-5*)/5*}]
where, P(s] =Price ceiling of the strength s
P* = price ceiling for reference strength s*
s = strength in terms of API content
5* = reference strength
a= 0.8 for tablét / capsule and 0.7 for injectables.
Calculated Retall price of Glucose 1gm powder as per para 5 of DPCO from Pharmatrac Data for
lanuary, 2024 = Rs. .63

Derived retail price of Glucose 5% in 100ml or 25gm in 500ml = 0.63 [1+0.7{[25-1)/1}] =Rs.
11.21

Agenda item No. 8: Request for consideration of Price fixation for Multiple electrolytes
and 5% Dextrose injection Type | USP for pack of non-glass container in plastic bottle with
Eurn Head and Non-PVC bag having special feature under Para 11(3) of DPCO, 2013 as
applied by M/s Otsuka Pharmaceuticals India Pvi. Ltd. (Manufacturer & Marketer).

1. The Committee noted that the matter was earlier deliberated in 62™ to 64 meeting of MDC,
The Committee in its 64 meeting held on 6.12.2024 recommended the following price

5. No. Particulars Source/Method Amount (Rs.)
{a) Derived retail price of Sodium  [Ceiling Price (5.0. No. 4663(E) dated 62.36
Chloride IP 546mg 25.10.2023)
[b) |Derived retail price of Sodium [Retail Price [as per the formula of 1.54
Gluconate USP 502mg Pronab San Committee] based on
anuary, 2024 data
(c) I‘Eeri-.re:l retail price of Sodium [Retail Price [as per the formula of 1.19
cetate Trihydrate IP 36Bmg  [Pronab Sen Committee] based on
[]a nuary, 2024 data
{d) Derived retall price of Ceiling Price (5.0. No. 4663(E) dated 2.79
Potassium Chloride IP 37mg  [25.10.2023)
(€] Derived retail price of Ceiling Price (5.0. 4663(E) dated 2.71
Magnesium Chloride 25.10.2023)
Hexahydrate [P 30mg
{f) Derived retail price of Dextrose |Retail Price [as per the formula of 11.21
Monohydrate IP 5000mg Pronab Sen Committee] based on
anuary, 2024 data
{g) Less 20% of the lower of (a) to (f) based on inference drawn from the 0.24
Pronab 5en Committee Report
{h] [Worked out Retail Price (sum of [a) to (f) less (g]) B81.56
[i] Claimed Retail price 37947
r[L‘l Recommended retail price {Lower of worked out & claimed) Bl1.56
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2. The applicant vide letters dated 13.1.2025 and 21.1.2025 req uested to review the retail price
of the subject formulation. Applicant informed that their current application is for Multiple
Electrolyte and 5% Dextrose Injection Type | USP pack and they are selling Multiple Electrolyte
at Rs. 350 for pack of 500ML. The MRP of Multiple Electrolyte of M/s Fresenius Kabi is Rs. 343
for pack of 500ml, Further, the applicant vide email dated 7.3.2025 again mentioned that retail
price application is for subject formulation in a non-glass container in a plastic bottle with a euro
head and in non-PVC bag and requested that the retail price of the Multiple Electrolyte US
Pharmacopeia compaosition be reconsidered after taking into account the literature provided on
subject formulation.

1. The Committee noted that data for the "Multiple electrolytes is available in the [FDMa.
Accordingly, the committee deliberated that since the exact composition of subject formulation
excluding 5% Dextrose injection is available, the retail price of the subject formulation may be
calculated based on price of Multiple Electrolyte in plastic bottle plus 15% for innovation on
account of special packaging as per the current practice and price of 5% Dextrose injection
may be added to the same. Accordingly, the Committee recommended the revised retall price for
the subject formulation for pack of non-glass container in plastic bottle with Euro Head and Naon-
PVC bag having special feature as follows:

5. No. Particulars Source/Method Amount (Rs.)
(a] |Derived retail price of Multiple [Note 1) based on January, 142.92
Electralyte Type 1 USP 2024 data
(b) [Derived retail price of Dextrose Retall Price (as per the 11.21
IMonohydrate [P 5000mg formula of Pronab Sen
Committee) based on
January, 2024 data (Note-2)

n inference drawn from the Pronab Sen

(] EEES 20% of the lower of (a) to (b) based 2.24
ommittee Report

(d) [Worked out Retail Price (sum of a+h-c) 151.89

[e) |Claimed Retail price 379.47

(] [Recommended retail price (Lower of 151.89
rked out & claimed)

Note-1: Retail price of Multiple Electrolyte Type 1 USP in 500ml packing

PTR of Multiple Electralyte Type 1 USP in Non-PVC packaging as per data 107.14

available in IPDMS (Farm-V filed on 20.7.2023)

"Add: Retailer's margin @16% ' 17.14
Total 12428
Add: 15% on account of special packaging i.e. Euro Head Bottle and Nnn—FH’Ci}ags 18.64
Total 142,92

16

f



Note-2: Retail price of Glucose 5gm as per the formula recommended in the Pronab 5en
Committee Report

Calculated Retail price of Glucose 1gm powder as per para 5 of DPCO from Pharmatrac Data for
January, 2024 = Rs. 0.63

Derived retail price as per recommendation of Pronab Sen committee:

P(s) = P*[1+a.{(s-5%]/s"}]
where, P(s) =Price ceiling of the strength s
P* = price ceiling for reference strength s*
5 = strength in terms of APl content
g* = reference strength
a= (.8 for tablet / capsule and 0.7 for injectables.
Derived retail price of Glucese 5000mg or S5gm in 100ml or 25gm for a pack of 500ml = 0.63

[140.7{(25-1)/1}]

=Hs. 11.21 per 500m] pack

Agenda ltem No. 9: Application for approval of separate ceiling prices of IV fluids in special
feature packaging by M /s Cartel Lifescience Pvt Ltd

1. The Committee noted that M /s Cartel Lifescience Pyt Ltd vide letter dated 20.2.2025 applied
for approval of separate ceiling prices of [V fluids in special feature packaging (Special feature
product in PP granules, where dual port cap is the special feature] for the following formulations:

Sr.  [Name of Product I:Z-Eh MRP including GST
(No, ize Claimed
. [Sodium Chloride 100ml 47.10
Inj 0.9% w/v
2. Sodium Chlacide I500ml OB.45
Inj 0.9% w/v
3. |[Compound Sodium Lactate Injection {500ml 7275
4, |Dextrose Injection IF 5% w /v {500m| g92.11
5. |[Dextrose 5% + Sodium Chloride 0.9% Inj. {500ml 95.75
6. |Dextrose Injection IP 100 w /v {500ml 39,15
7. [Multiple Electrolytes and Dextrose Injection [P Type | {P){500m] 299.00
B [Multiple Electrolytes and Dextrose Injection [P Type Il [500ml 299.00
(M)

&
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7. The Committee deliberated upon the application of the company and directed that the
applicant may be asked to appear before the committee in next meeting to present their case and
demonstrate the product for additional benefits claimed in the application.

Agenda Item No. 10: Application for separate pricing for paracetamol infusion as per Para
11 (3) of the Drugs Price control order (DPCOJ, 2013,

1. The Committee noted that M/ Themis Medicare Limited applied for special price approval of
Paracetamol 1000MG/100ML pack in FFS bottle, which is a non-schedule formulation under
Para 11(3) of the DPCO, 2013. In its application, applicant has mentioned that they are already
marketing the formulation in FFS Bottle. Now, they are intending to launch the same formulation
in new package i.e. Non-PVC pack with special feature offering advantages of closed system of
infusion like no air embolism, no contamination during admixing, No error of mixing, totally
collapsible and optimize design for easy handling. Applicant has requested for special price of
Rs, 850,/100ml pack.

2. The applicant has claimed the following additional benefits for here new packages:

« No microbiological fehemical contamination during admixing
o (Closed system of infusion
s Drains without needle prick (least chances of infection}
» MNoair embolism
+ No medication error during admixing
= Two ports for infusion and injection
s Self-sealable ports to prevent leakage
« Totally collapsible - easy to store
» Optimize design for easy handling

3. The Committee deliberated upon the application of the company and directed that the
applicant may be asked to appear before the committee in next meeting to present their case and
demonstrate the product for additional benefits claimed in the application.

The meeting ended with a vote of thanks to all.

54
Q\ﬁ%w

(Rashmi Tahiliani)
Director (Pricing)
Copoy to:
All members of the Committee.
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