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FLAT. 3712(N).— Al ®HATT "AEHAEACIA 25 THHSH + AT FHE 20
THHSI + geamTse 500 THHIST THTSed" 3fe (e =) sraer, 2013 F §=37 2(1)(u) F TIa™ TF
< sfrufer g

2. 3 Safe, TP sty ge fReiwor srfgmer (B s vadidi #z7 = 8) v #94 wwas
R ewed [oHee 7 fadi® 22.01.2026 F T 1T sirve (FeF [HF=ron) saer, 2013 % 1 11(3) F
AT AT "TATSHRATEUIH 25 THHISH + RiATeT T 20 THHSH + MRS 500 THRHTSH
TS & o0 T gawr god [Fgior o S gq sraee 9T gam

3. 3T A, FOH TAHTE BHECweT foffiee & seEed 1w ag-fws Fows afafy g
AT 08.04.2026 T AT a1 76T do% q9T faqiH 15.05.2026 T Arrfera 7747 s3% § A=
FaT T 77 doF § raEs g IcATE AT YR TRAT AT 99T i Aqthd vt weea, et
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wieed fagroart foe-fee 2, &1 fomar ud y9rEsTRar a9 @ g USSR g ATEeeT
eI § HATT 3 § T faerdisa fafamtor gfemam w1 fGaeor yweqa BFar wm afafa 1 18 s
T 3 3<% Fierer Yored ® e, Teqarsere™ 9T § FHT, ARET gRT ITA dAquTad § T,

TGO % FATH STGH, STATL o ATATAT 7 BI ol TATAAT | HHT JAT SAOTer ¥ TATGT H FHT ST ATH
TR AT gl At 7 a0 7g off sraera fhar & a=rfe st grer gerferd At stera oot aeqa
TFT SITET QT 8, AT 3 RIS FwiHs AT #7 JiafAieea Far g1 Jaqem, afafa 7 shoe (q

fAg=ror) raer, 2013 % 92T 11(3) F sfata, faATH 24.12.2025 #t F1.317. 5975(37) T st f~ra aqar
a1 o7 ¥49.00 wia .. v 15 wfaea #t i &t sqafa ad gu 2 far. 9% & fom 356.35 9fa
.. =1 o gawT gor Raiia o S 6y ergerr #

4. 3T SafHh, TAddiT F 396 07.07.2026 7 AT Sq=T 14831 WIFAFI0T SoF § ATE
AT T Ewed foIffee % sfaad 9 T oaT qom wiqaad "AreshME=am 25 THEist +
HATELA FALE 20 TRATST + FAMTES 500 THHIST T % T sitve (gea =) sreer, 2013
& 937 11(3) & Siavid JoF G GoF i 0 S deeft ag-fawas @ews afafa o sqemErs &
TR o)

5. 37q:, AL O F AT UF 3% G g faqis 30 92, 2013 &0 ST FT.3. 4,
1394(31) & |1 qieq sirwer (e ==ror) smaer, 2013 & =7 11(3) T Y& AfhdT FT TN Fd g,
T el Yo TREieor STTeeReor, IS AFET 6 ST T, HAH TATHT BIHTE[Ched [IHde T8 a0,
Tr=r & T2 arferst & w@W (2) § AAfee wigaee & forw, [Seehr yaear a9m g6 e =69 (3) UF w6
(4) # Sfeafed g, =9 (5) # fafafde g ge, S 9 U &= #7 (sfruad), afs 1< 21, & 705 g,
TAERT MeiRa F3aT &

Ty

*. . EEIERL EER IS A g JH ()

(1) () @) (4) ©®)

TAF TS W aTHA §

TATEHRATEL S EIES
S TATZHMOTEAUTT 25 THEST &
1| %s}: wﬁ e e o ey | 1R 56.35
TG HHTCOA e 20 THHIST ®
EMERS
FHEMTEE A9t 500 THEHTS

(F) w9 (5) 7 e g, #99 T He B ched [diHee & fou, &9 (2) § AAfes wigaaT
TAT &G (3) TH &N (4) § waen: BAATEE yaoar va =ae 9% ang g

(@) AHE TATHTE BT e forfiee SRR arfersT & w9 (5) | Ifedted Jod % a& Ud J4a7 FT
(STTUHET) et T3t ST Trit, ST ag ATeqd | 3TaT [T AT 2T S12aT 9T H1 <7 2|
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(1)

AHE ToqTS BIAE ehed [ofHee, e (FeF =) saer, 2013 & 037 24 % 9w, =9
SATERAAT o TRTT il AT | TI=-V § qoF Gl NS0T 6 A1eqT § TAN0 ® ST
FOT AT 3T U Iia Trox sirwfer = ua fasrarsi 1 Sucrsy Fusi

ST qTIHT & Fq 9 (2) U = (3) § FHL: AR AT UF I FFadT1 & forw &9 (5)
# TafATEe go #T gerrge, e (7 M) aaer, 2013 % 927 20 F SAqare #6aT ST Jh|

siroer (T H==T) afaer, 2013 & 977 24(4) F AqE, TAF GaT dehdl Ud e =aiar T
U TS TS o AT TAT ATIEH i AT, TS FIE g, Fl 9 ATITF aiEe | fret
THE T U2 38 THE TEIAT HT 36 IHHT ATATHA FIA & FTogeh (el |l ATh & [ a8
gl & ¥ 3T 2l

STYH T Had HEH AT RIFTE[Ched [ I8 AR gRIT 4T Faterd Haiar/eaorasar
Fodt g yEE fafREaiAaEt F osavg 9Rg g g [ART a9t anp agrEs
AALTFHATA, SAH TeAq ATTIFRET ATq, TATRATA, FRA/ST AqATIT TTeeeT & @i

s (Manufacturing Licence) STH #XAT HT HEATA €, % SATATAT o el g

Tf w9 (2) ¥ iy wigerem Jom @9 (3) vd w9 (4) § Fwwen: AR yaoar va w6 #1
T T T ATEHAAT AT ITeh oa Ot 3 ST ST At (3T SITaT 2, a7 fEe e
R CHed [oHee iue (eF ) sraer, 2013 TAT Aa9dq® aeq Are=aq, 1955 %
TTALTH o A 36 TT & AT Al d A& AAT T3 T STHT I & [T ITLarAT gt
ST It & =9 (2) Ta & (3) # fAfAfde sfufer Tom Sueht yaar & gag § #99 =qqh
wrTE e forfies 3 forw qerk gaer goo fRetfa fro S % woreaey, =8 afeg=eT & 9
g ¥ ud, faAiw 24.12.2025 & F.EM. 5975(:) T FH HEAT 35 UT HHE ToAHTS
R ehed [tHee & o ATeg=d gaar e ATewiHd AT S

[7.%./280/148/2026/T /F1.5. 8(148)/2026/STf/mafrdiu- -]

ftaT T ATed, HEIE MeerE
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MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICAL PRICING AUTHORITY)
ORDER
New Delhi, the 8th July, 2026

S.0. 3712(E).— Whereas the formulation "Glycopyrronium 25 mcg + Formoterol Fumarate 20 mcg +
Budesonide 500 mcg Smartules” is a new drug as per paragraph 2(1)(u) of the Drugs (Prices Control) Order, 2013.

2. And whereas, the National Pharmaceutical Pricing Authority (hereinafter referred as NPPA) had received an
application from M/s Glenmark Pharmaceuticals Limited vide letter dated 22.01.2026 under paragraph 11(3) of the
Drugs (Prices Control) Order, 2013 seeking fixation of a separate retail price for "Glycopyrronium 25 mcg +
Formoterol Fumarate 20 mcg + Budesonide 500 mcg Smartules”.

3. And whereas, the application of M/s Glenmark Pharmaceuticals Limited was placed before the
Multidisciplinary Committee of Experts in its 76th held on 08.04.2026 and 77th meeting held on 15.05.2026. The
applicant in 77" meeting demonstrated the product and explained the specialised manufacturing process involved in
combining three active pharmaceutical ingredients having different formulation characteristics into a single sterile
nebulisation suspension while maintaining stability and efficacy. The Committee noted that the formulation offers
ease of administration, reduced nebulisation time, improved patient adherence, minimal contamination risk, reduced
treatment non-compliance and reduced drug wastage. The Committee further observed that the formulation
represents an incremental innovation, though the company was yet to submit the published clinical study, and
accordingly recommended fixation of a separate retail price of ¥56.35/- per ml for a 2 ml pack under paragraph 11(3)
of the Drugs (Prices Control) Order, 2013 by allowing an increase of 15% over the existing notified retail price of
%49/- per ml notified vide S.0. 5975(E) dated 24.12.2025.

4, And whereas, the NPPA, in its 148" Authority Meeting held on 07.07.2026, deliberated upon the
application of M/s Glenmark Pharmaceuticals Limited and accepted the recommendations of the Multidisciplinary
Committee of Experts for fixation of a separate retail price under paragraph 11(3) of the Drugs (Prices Control)
Order, 2013 for "Glycopyrronium 25 mcg + Formoterol Fumarate 20 mcg + Budesonide 500 mcg Smartules”.

5. Therefore, in exercise of the powers conferred by paragraph 11(3) of the Drugs (Prices Control) Order, 2013
read with S.O. No. 1394(E) dated the 30th May, 2013 issued by the Government of India in the Ministry of
Chemicals and Fertilizers, the National Pharmaceutical Pricing Authority hereby fixes the retail price, exclusive of
Goods and Services Tax, if any, as specified in column (5) of the Table below for the formulation specified in the
corresponding entry in column (2) with the strength and unit specified in columns (3) and (4), applicable to M/s
Glenmark Pharmaceuticals Limited, based on market data;

TABLE
S. No. Medicines Strength Unit Retail Price )
() ) (©) (4) (©)
Each Smartule contains:
Glycopyrronium, Glycopyrrolate IP Eq. to
1 Formoterol Fumarate, | Glycopyrronium 25 mcg Formoterol 1 ml 56.35
Budesonide Inhalation | Fumarate Dihydrate IP Eq. to '
Suspension Formoterol ~Fumarate 20 mcg
Budesonide IP 500 mcg
Notes:

(a) The price specified in column (5) shall be applicable to the formulation specified in column (2) with the strength
and unit specified in columns (3) and (4) for M/s Glenmark Pharmaceuticals Limited.

(b) M/s Glenmark Pharmaceuticals Limited may add Goods and Services Tax only if it has actually been paid or is
payable to the Government on the price mentioned in column (5) of the above Table.

(c) M/s Glenmark Pharmaceuticals Limited shall issue a price list in Form-V from the date of notification as per
paragraph 24 of the Drugs (Prices Control) Order, 2013 to NPPA through IPDMS and submit a copy to the State
Drug Controller and dealers.

(d) The price as specified in column (5) for the formulations & strength as specified in column (2) & (3),
respectively, of the above said table may be revised as per para 20 of DPCO, 2013.




[$TRT [I—=vE 3(ii)] T T TSI © T 5

(e) 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 so as to be easily accessible to any person wishing to consult the same.

(f) The above-mentioned price is applicable only to M/s Glenmark Pharmaceuticals Limited 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.

(9) In case the price of the formulation specified in column (2) with strength and unit as specified in column (3) and
(4) is not complied as per the instant price notification and notes specified hereinabove, then M/s Glenmark
Pharmaceuticals Limited 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.

(h) Consequent upon the fixation of a separate retail price for the medicine and strength specified in columns (2) and
(3) of the above table in respect of M/s Glenmark Pharmaceuticals Limited, the retail price notified vide S.O.
5975(E) dated 24.12.2025 at Serial No. 35 for M/s Glenmark Pharmaceuticals Limited, prior to the issuance of this
notification, shall stand superseded.

[PN/280/148/2026/F/ F. No. 8(148)/2026/D.P./NPPA-Div.-11]
BHIVA RAM YADAYV, Assistant Director
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