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AT 3T 3a<H 71T
(3fwrer fasamT)
(TE sirwer e fFrerior wrierer)
AT
e faeefl, 2 TawIT, 2026

FT.3T. 6000(3T).— ST AT TLHTT F THIAT AT IATF HATAT o faATF 29 37ed, 1997 F Hehod
. 33/7/97-4% -l greT wE sive wor et yrfersrwor (wadidi) £ e, v ardt F arg-ary
o1 sirarfarat g AR & gor Ratfa w st e=w aftads ot a7 g, v sfegfa w0, st
srafet siw AR & qear 9% 997 @ 37 vy (eF [g=rn) smaer (Srdret) & STaemi &7
FEAFIA FA & forg, &7 T off)

2. 3T Safh, THET UF 3a4F AT & faq1h 30 7S, 2013 F FTATAT A<9r F1.31.1394(37) F gTT
AELTF qeq ATAIH, 1955 FT g 3 TAT 5 T T& ATHAT HT TN Fd gU erdrera, 2013 F fafars
ITWTE F T H I Q90 F TOUTH 32 Tigd UATIU &7 g GChTY 6 30T F airat e $i
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3. #i¥ St HOH aTATSTT BHTEI[eFhed i & Ih A< * 927 32(iii) F saviq “TeTeiem a9 &
1.25 ToRIT” Ier9 & Haer | Srdreret, 2013 & Ta€TEl § 2 T2 Fid g U srdad I gar o7, &
Y T TETg" TRt afafAww, 1940 AT IHF TN T 91T AU AHT F A T A A g
TS (T F AT 5T 7% fufdr % =7 # i srmifea B = am

4. 7 Safeh, AT F s, 2013 F sfaa faaiw 29.10.2026 Fr ArATod rawt 153 J2F &
Fgfawas afafa (TasE) i et o fawga =7 & = G aur sqaes yewe G & a9
TS AT e [offHee T “THEToas dere &1 1.25 fur 3w sraer & 937 32(jii) & siavq wea o
o Ao srqerae it A & 5 o &t srafar & forg Sfiefism, 2013 & yraemt F sy 7 ge F o
7 gl

5. o9, Aqq:, AT ALK % TEEAT UG Ik AT GRT SAHT ATSEEAT H AT F.3M.1394(3),
39T 30 @, 2013 & ATEAH | Sirwer (e Hg=707) araer, 2013 & 977 32 F v TeATaord =i &
TN FTd g, HAE ATATS o RIATEL chod (e Tl ITh ATQ9T o T2 32(jii)  Sfavid wiererd “Ferstas
AT T 1.25 TR o Heer § STATEeM, 2013 3 TTem=i & 99 a9 ¥ 1ty & forw, faqis 05.05.2025 &
THATAT, B T 0l SITT &, ST T R e A =07 6975 g7 Ao saied Y& 0 S i
a2

6. HEH ATATSIA BIHTECHH [TTHET ITh R & Fael § FHaA1 g7 eiia frenar w1 g7 (FErem)
TAT ATAFHAH G GoF (THIATLHT) T FAAT STIHTSAT, 2013 % Sad wBid-V § ToF TAT ST Fdeh Ty
EARa

7. AHE I WA R forfiee, wigered et a9 © 1.25 o ¥ ddy #, dfefar,

2013 % 97 32(jii) F IR FaT= ¥ T Fe A sTafer THTT A A q 9 7 I, TATAN], HT T FT
STATAT T ATAT G oA o0l T g ATEEA HT

[F1.5./285/153/2026/TF/FT. &. 8(153)/2026/THT/Tadriu-fat-11]
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MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICAL PRICING AUTHORITY)
ORDER
New Delhi, the 2nd November, 2026

S.0. 6000(E).— Whereas the National Pharmaceutical Pricing Authority (NPPA) was established vide the
Resolution of the Government of India in the Ministry of Chemicals and Fertilizers No. 33/7/97-P1.1 dated 29th August,
1997, inter-alia, to fix prices and notify the changes therein, if any, of bulk drugs and formulations, monitor the prices
of non-scheduled drugs and formulations and oversee the implementation of the provisions of the Drugs (Prices Control)
Order (DPCO).

2. And whereas the Ministry of Chemicals and Fertilizers vide S.0.1394 (E) dated the 30th May, 2013, in exercise of
the powers conferred by Section 3 and 5 of Essential Commodities Act, 1955 has delegated the powers in respect of
specified paras of the DPCO, 2013, including para 32 of the said order to be exercised by the NPPA on behalf of the
Central Government.

3. And whereas an application was received from M/s. Biodeal Pharmaceuticals Limited, seeking exemption from the
provisions of DPCO, 2013 under para 32(iii) of the said order in respect of the formulation “Midazolam Nasal Spray
1.25 mg”, which was duly approved by the Office of Central Drugs Standard Control Organisation (India) as a new drug
under the Drugs and Cosmetics Act, 1940 and Rules thereunder.

4. And whereas the NPPA considered the recommendations of the Multidisciplinary Committee (MDC) in detail at its
153" meeting held on 29.10.2026 under DPCO, 2013 and approved that “Midazolam Nasal Spray 1.25 mg” of M/s.
Biodeal Pharmaceuticals Limited qualifies for the non-application of provisions of DPCO, 2013 under para 32(iii) of
the said order for a period of 5 years from the date of its market approval in India.

5. Now, therefore, in exercise of the powers delegated under para 32 of the Drugs (Prices Control) Order, 2013 vide
S.0.1394(E) dated 30th May, 2013 issued by the Government of India in the Ministry of Chemicals and Fertilizers, M/s.
Biodeal Pharmaceuticals Limited is exempted from the provisions of DPCO, 2013 under para 32(iii) of the said order
in respect of the formulation “Midazolam Nasal Spray 1.25 mg” for a period of five years with effect from 05.05.2025,
which is the date of grant of marketing approval by the Central Drugs Standard Control Organization.

6. M/s. Biodeal Pharmaceuticals Limited shall inform NPPA, the Price to Retailer (PTR) and Maximum Retail Price
(MRP) fixed by the company in respect of the said formulation by issuing a price list in Form V under DPCO, 2013.

7. M/s. Biodeal Pharmaceuticals Limited shall follow Ceiling Price or shall seek retail price approval for the formulation

“Midazolam Nasal Spray 1.25 mg”, as applicable, three months before the expiry of the exemption granted under para
32(iii) of DPCO, 2013.

[PN/285/153/2026/F/F. No. 8(153)/2026/D.P./NPPA-Div.-11]
BHIVA RAM YADAYV, Assistant Director
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