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T R A HATAT
(3fwrer fasamT)
(T sy e Rarieor i)
ST
7% faeett, 19 famwaw, 2024

T3, 5496(3T).—Ta T FIHA (i) FeaAT=E 100 THESH (i) FSHMATES 200 TARATST A (jii)
HIHISIA 6 THHIS + FeHAES 100 THHIST STATEten, 2013 #it Aqg=1-1 & Tgd AT ~d BT &
T I ATEFad FId T B
2. 3% StafF T sty goa Mateor srfder (R s wadifie % =7 § g=2fia B o) #7 )
FREMTET 100 THHTST -200 THETEATE, (i) REMTEE 200 THHISH -200 THSTAE, 0 (jii) HHET 6
THHTSIT + FeamTee 100 TRHIST -120 THETTS & o0 "HHEie sqaas ITHr il S HiAd aq a9

fereaT ferfies | e wTe gefr o)

3. 3T Stat, Fae BT fofies & araes 25.09.2024 FT Ao o+t 6247 do% & faarwsi #it ag-
o afafa & awer Tar @ om af@fa 7 e G & gieshs qam=m o agmEr 39 % o wigeaT #
FHT FT 20% T T Ueh TR ToF I A= 3T ST aadT g1 aaqare, aiafa F Srderar, 2013 % a7

8208 G1/2024 )
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11(3) * qgd a9« e forffes % oo Suas &7 2 § i< wigera F fore "fwsie sagaT Susa
0 AL 6T ATTFTA HHT % 20% T T H TF AT ToF 1 [HRIer 6|

4, T Safe, TAdT F 12.12.2024 FT AT T 1284F dow § Fae e forfaes F srEea 1w
ferame-famet fora sfiw e 2013 F 927 11(3) F d2d U w1 2 § Sfoafed wigaas & forw feer
e fofies % fore y=for sAfeswas o7 % 20% 2% 8 "THFRET Siga? SURu” & o oo 9o
wa U ST 3q farerwsti i sg-fawaes atafa & et wir e 77 o)

5. THIMT, AT TLRTE o TETAF Ud ATk HATAT T AT faA1h 30 W, 2013 Fi srfag=mr €. 1394(3)
& AT afeq sfuter (YeF ) smaer, 2013 F RRME 11(3) T 9&T Ol FT TIRT Fd g0
TAAdT vagrT, A9 et forfies & fore #itaw (3) § AfRe 2o % arr wiew (2) #§ e wigaes
oo fiwrsits Taeee U % gy § f=r & T arferr F wtaw (4) 7 e go7 A1 avq vd Far 77,
7f% 1< 21, F Afafew woa =1 § [aifa Far g;

qrierT
FHF, [BrAAAT T Hiew (2) § B
F gag # st
EUECAS T |
Ffaw FiHg (§IQ
#)
(1) (2) (3) (4)
1 T TAge H 200 gUE & forw 1 gt 56.40
EEMIEE TAGAT (THSTEE) 100
THESH/GRT & forT R gaga}
2 TF TAgAT # 200 gIE F forw 1 AT 41.20
JEHMIEE TAGAT (THETEE) 200
THHTSH/ERTE  for fwshia Sge
3 TF AR W 120 GIE F U 1 Zq2T 50.88
FEEMTEE 100 THHIST + HIAIA 6
TS 2 Rt gee

feoafor:
(F) Faw (4) ¥ WiEe susor £ Fraa 7ae [T o, F oo st (2) § [y wigeas 92 9r) R
(@) 799 freer fofies S arfersT & waq (4) § [fdy gox #r [fwsty sagar suwar & oo

U arterst & (3) # FAfdE zare & Ay wtaw (2) § Ay wiqe % oy sfasaw gex § sie
qHAT gl

(M) FEE frear o aeq ud gar w7 AT S gHdr g, TG 99 arad § G AT g1 7 g ST
AqTOft F Fiew (4) § Sfeaferd ger 9w awwr #i1 7g afer 37 En
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() FEd Frear o, Srfeter, 2013 F WRTE 24 F aqEr AfggEer A Aty 7 og9=m- VoA
AEASITUHUH % ATeAT F TAUTINT T JoF TAT ST HAT 3T 57 uter Haeh i fFawst &
THT U T T T

(3) ST arfert F wew (2) #§ e wigeem ¥ forw wtaw (4) § [AfE {iwstr zageas sowr i
Fraa ST, 2013 F 927 16 F ATETE A6 Tod TAFH (SoqUTATE) F ST 9T Feriaa £t ST
LET

() STHETST 2013 & 977 24(4) F ATHTR, TdF G [Gohar 3T faa<s &1 FHATar g s&=qd 307 T30
ST ST IF qoF =T, FTQ HIT &l, Fl TET & U [Sfg 90T 9% YT A1 g, Sei a8 Aa9d
FAT &, ATTH SH T@ 6 Togh (hHT 9T SATh & [T A AT | ITASH 2T

(B) S FT ITAH HIAA Fad HEH Fear ffies o @ g i "@ated Haray/Eadaem daee g
T TIIIFET AT FRA/ATsT ATsHET arigwer ¥ ARt aeda # sqafa afta awmtes
FIEA/ AT Tad TR FIRT eiid aot ang Fgri=es sraeahara i fd & 77 2|

() wE foear forffee srefiuaue & Aregw & SrdEfe, 2013 FF STqg=-1 F To7-1ll § S Fqr7
TT FIHALT F AT ITRL 6 AT/ e et & "ag #§ uadffio #7 fGumgr et ywqa
FOM FE AT FAET ST ST dEEa BT w1 SR 98 FAT ATgdT 8, SH AqEad
HHALT 6 IATEA /AT AATT Al 9 KL 6 qag | Srdrera, 2013 H dAqg=i-1l F qa=7-1V §
At Ot & #7977 g2 A Tgol UAT AT Fl TR TE&d HLAT g

() =fa ITHTOT AT HHAT FT Tehre qod ATTGAAT T FAT MY Tl F AT ATATAT Aol (AT

STaT g, a7 7eE T e & sraeas aeq ataf==w, 1955 F |ry 9feq Srdreten, 2013 %
TTLTHL o dgd AT F AT TTATATIG T STHT FHXAT gHM|

[FIT/260/128/2024/T%/%T. &. 8(128)/2024/S1 Y. /oadfrfiu-fEeisr-11]
HETET &+, 37 Ao

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICAL PRICING AUTHORITY)
ORDER
New Delhi, the 19th December, 2024

S.0. 5496(E).—Whereas formulations (i) Budesonide 100mcg (ii) Budesonide 200mcg and (iii) Formoterol
6mcg + Budesonide 100mcg are scheduled formulation under Schedule-1 of DPCO 2013 and their ceiling prices are
fixed.

2. And whereas National Pharmaceutical Pricing Authority (hereinafter referred as NPPA) had received application
from M/s Cipla Ltd for separate price of ‘Synchrobreathe Inhaler Device’ for the formulation (i) Budesonide 100mcg-
200 MDI, (ii) Budesonide 200mcg-200 MDI, and (iii) Formoterol 6mcg + Budesonide 100mcg-120 MDI.

3. And whereas, the application of M/s Cipla Limited was placed before the Multidisciplinary Committee of Experts
in its 62nd meeting held on 25.09.2024. The Committee noted that a separate price @20% of the price of the
formulations could be considered to promote incremental innovation if the same is supported by published literature.
Accordingly, it recommended a separate price for “Synchrobreathe Inhaler Device” for the formulations specified in
Para 2 above for M/s Cipla Ltd under Para 11(3) of DPCO,2013 @20% of the prevailing ceiling price of the
formulation.

4. And whereas, NPPA in its 128th meeting held on 12.12.2024 deliberated upon the application of M/s Cipla Limited
and accepted the recommendations of the Multidisciplinary Committee of Experts to give separate price for
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“Synchrobreathe Inhaler Device” @ 20% of the prevailing ceiling price for M/s Cipla Limited for the formulations
mentioned in Para 2 above under para 11(3) of DPCO 2013.

5. Therefore, in exercise of powers, conferred by paragraph 11(3) of the Drugs (Prices Control) Order, 2013 read with
S.0. No. 1394(E) dated the 30th May, 2013 issued by the Government of India in the Ministry of Chemicals and
Fertilizers, the NPPA, hereby fixes, the price as specified in column (4) of the table herein below as the price
exclusive of goods and services tax, if any, in relation to the Synchrobreathe Inhaler Device for the formulation

specified in column (2) with the unit as specified in column (3) for M/s Cipla Ltd;

TABLE
S. No. Formulation Unit Separate Ceiling Price of
Synchrobreathe Inhaler in
respect of formulations in
column (2)
(in Rs.)
1) (2) 3) 4)
1 Synchrobreathe Inhaler for Budesonide 1 inhaler 56.40
Inhalation (MDI) 100 mcg/dose for 200 doses in
one inhaler
2 Synchrobreathe Inhaler for Budesonide 1 inhaler 41.20
Inhalation (MDI) 200 mcg/dose for 200 doses in
one inhaler
3 Synchrobreathe Inhaler for Budesonide 100mcg| 1 inhaler 50.88
+ Formoterol 6mcg for 120 doses in one inhaler
Notes:
(@) The price of device as specified in column (4) would be applicable to formulation as specified in column (2) for

(b)

(©)

(d)

(€)

()

(9)

(h)

(i)

M/s Cipla Ltd.

M/s Cipla Ltd may add the price as specified in column (4) of the above table to the ceiling price, as applicable of the
formulation as specified in column (2) with the unit as specified (3) of the above table for Synchrobreathe Inhaler
Device.

M/s Cipla Ltd may add goods and services tax only if they have paid actually or it is payable to the Government on
the price mentioned in column (4) of the above said table.

M/s Cipla Ltd shall issue a price list in Form-V from date of Notification as per paragraph 24 of the DPCO, 2013 to
NPPA through IPDMS and submit a copy to State Drug Controller and dealers.

The price of the Synchrobreathe Inhaler Device as specified in column (4) for the formulations as specified in column
(2) of the above said table may be revised based on Wholesale Price Index (WPI) as per para 16 of DPCO, 2013.

As per para 24(4) of DPCO 2013, every retailer and dealer shall display price list and the supplementary price list, if
any, as furnished by the manufacturer on a conspicuous part of the premises where he carries on business in a manner
S0 as to be easily accessible to any person wishing to consult the same.

The above-mentioned price of the device is applicable only to M/s Cipla Ltd and subject to fulfilment of all the
applicable statutory requirements as laid down by the Govt. under relevant statutes/ rules, including manufacturing
license permission from the Competent Authority i.e. the Central/State Licensing Authority, as may be applicable, by
the concerned manufacturer/marketing companies.

M/s Cipla Ltd shall furnish quarterly return to the NPPA, in respect of production / import and sale of the device with
the formulation as stated hereinabove in Form-lIl of Schedule-1lI of the DPCO, 2013 through IPDMS. Any
manufacturer intending to discontinue production of above said scheduled formulation shall furnish information to
the NPPA, in respect of discontinuation of production and / or import of scheduled formulation in Form-1V of
Schedule-11 of the DPCO, 2013 at least six months prior to theintended date of discontinuation.

In case the price of the device is not complied as per the instant price notification and notes specified hereinabove,
then M/s Cipla Ltd shall be liable to deposit the overcharged amount along with the interest thereon under the
provisions of the DPCO, 2013 read with the Essential Commodities Act, 1955.

[PN/260/128/2024/F/F. No. 8(128)/2024/D.P./NPPA-Div.-11]
MAHAVEER SAINI, Dy. Director
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