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TR 3T I9Ch AT
(3fwrer fasamT)

% faeeT, 30 S, 2026

F.3M. 3516(37).— F= 1T ALFHIY, AFLTF qeq ATAAH, 1955 (1955 FT 10) T 91T 3 FET TaT
A<l T TART Fd gU, eruter (Fraa =) smaer, 2013 # ¥ demra" w2 % fory Aeferiad smaer
FATAT &, AT -

1. (1) TH SATET T FHITT AT Aoty (Fred A==ror) Ferrere smaer, 2026 2
(2) g TISTIS § THeh THI a0l T 7 St g
2. Aroter (Fra =) s, 2013 §,—
@F) T 11 H, 3997 (3) F T T Ao ST-9T staeetd BT o, stai:-

"(3) IT-4T (1) 3I¥ IT-UT (2) # siqfere ot ava & gra gu T, et UHT sirafer % Areer
H foreren for srfersraw go a7 gawT god Metfa B @ g, g, a9re siuter % oo

4862 G1/2026 (1)
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(@)

()
(i)

(ii)

(iif)

Sirofer T JETee AU Sttefeae, 1940 (1940 FT 23) 9T Teqefd a=Ty 0 =aH=T §
TATATATEE AT FOST HIEAT AT 77 AT 0 T Fd g0, TS 6 T TIaT T 6
STHTT AT GRIF SAAATAT AT o it FAug-awq rAiq ava, T AT FS 97 TF&T 7
o= Fea gu fafafEe et sifeer areht U sifert & forg, fafaetar g e
Foreft sreras o Srera st g Ateedw god a7 gaiT g & I i afafa w7

TRdT 21";
T 14 ¥, 3T-07 (2) # FAeferfeaa awmga et o s, srafq-

“FeTq o, SATesha® o T ATee==T f [T ¥ gl e § Icariad a7 Iqsy
AT BT & dael 7, Sl AfFatar 427 24 37 9 g0 J9-997 9 9 e
ST Aol U ooy fRerfAsen 3 Srarem=t & Squre 1 yafdha war 2, agt fAfawtare £
STETAT T AT VAT STTATATIA Fd ITT S AT [Aaq<eh TIaT GaaT fashdT & JTeqq &
z= T o ==t 7 g T JifE geh;

TTE 15 H, —
SY-TTWITE (2) #, et awege aiier o Stroa, sri;-

“Ferd T = TWTE F Siaeq Rl 9% Sfuter & gaer god [gig g+ & avg
HEIT % Sa¥ THT 7% ot it e&era Fe arel TRt o= Hisgar fAf=atar i1 sraad w7
FT ATFITFAT ARl AT

FeTT o THF ATATITH 4 SHUTY ¢ FLA aTer FARHTAT T T 7 & UH Tl
& AT TET-IF" | [EaTT il AR Il g7,
ST-IRRIT (5) # forw, Meferied ST-Temms wiaeataa BT ST, sraid-

"(5) ATX AT FIHAT T HISET [ATHHTAT IT-TLRTF (2) FT ITAT F2 § ot Tl
g, @1 vET [AfAatar 92 st % qena & oty 7, avwr g [giia siw stega o=
e, Ffs #1521, & aterw i srfarrafa e, 39 o s wfgq, swin F afafiss s
T & TorT ITeardt R,

ST-97ITE (6) * forw, Maferiad ST-Temms wiaeataa T Sroa, sraiq-

“(6) ATE=T FIHALT FT FHIe HISET [ATHTAT FOvTd aeg "Gl & T UHT 9% Sfufer &
o T g R iRT Feaaw a1 9o (979 g AN] T F2) | Afee qod 9% T
T sfrafar o= wEt w sfw =ty v e ARt v 9 siufy fr o e g
et geer goa (AT &t a0 T #7) F A8 qo 9% war g, 97 7% sfufdr wv ar
farfamTar srfersaror it Trfer v srferrareor it Tt & sarer @fga, AT F Afafn s
e o forw Seardt gem,

T 24 H —

ST I (1) 7, Teq® * T, et awegs i etHe R S, sri-

"gerd o STet wre fafamtar, ot Rt & qoa § gerre af=rierd w5 % a3ty y1me

TafeTT Fd gU, WRT 9T TS |18 T Fdn &, o afaer &-
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(i) U ST ST &I o Qe T S (Rt o oot & UHT stafer STr s&eh Sher
g AT [t & <7 "ETe & srferew i 7S gr, § qArted S gaEdr goF g w7
SUATRTE o forg wafdha e S & foro St o gawT fawarstt & ai=rtora
ERUSIELE

(ii) T ATEE=AT ST B9 3 e T oite faret o7 Rurfa & =ft srafer St zoer sy
g T Tt & 37 |mrg & ofdew it 951 g1, § 79 F FH &7 g 9= o
S, G faend st ST STHIhTst 1 o H HHT & a1 § o Hd gu @A,

(iiiy  STeret, gaer fEendret Fr Fertad FAar w T&fhq Fd gU ATET V HEr e Vi
H HeTTTEa AT SO o AT T AT

(iv) Ot 3 graos a2 U quiiq siofer (Fraa e sreer ffuy g am e s g
U T JoF ATI=T Sl TS Gal o FT [6a¥or sTaare wedT; &Y

(v)  oF Helgd % THT AT A7 [Aqeani & 919 "is@ [Uid g™ & a9-a1e
IcaTEA A oY w=ei® it fofa weqa e,

e fafamtar & forg srferraria Tfer it ToET Fae Toad gar fEwnar, foae a7 st s s«
I | G ATIHAH oA (TH TATAT] TATHIT FX) F ATF AT T BIHAAT 01 a0l Fed gu
UTT 0§, FIT TETETT {3 0 T2 ST 9 T ST

(i)  ST-TTETE (3) F o, Meterted ST-Smms staeTod T Sos, sreri;-

“(3) e TATHwTaT sraer srerET 9 g0 9HT-99T ¢ ST TS99 AT8g=dT g1 Fa<
o T e [Mgior ar Serted F e F SR Fd g0 IR V FEAr IE9-VI # 5T
SroTer =Tt 3T Tt &l ToF g1 3l IH Jod AT ST HT;

() W29 #, uferfad a2eq® it anfier e Sroam, sraia-

“29. Reptet &1 TatamT iR e F fog 3% sweqa far S s fRfawiar aaae

ofier 3 & £ uger F w9 T w9 grq =i aut £ safy F o, saw g {EtET
AT i Ao &t 2 st at st A a1 s st sar ot /v
2T, 1 fosft i wierer Tareat o e it fosht i & € 99 g JHT-g9T %
TATIASTAT o 70 U srer Ranie] 7 W qateTd 9 § TE@rd T AT T Tl
et oft Rearte 1 gwram s fAfRmtar & ofe & o Rentet @ Rder 27 &1 sfeere
2T

Ford o STET =9 STReT o Siaviq fAfAHTar & daer § FI< FAaTar 0% T T 21 a7
Fterd g1, At UH RFiSt &l UHT FTaTe! & ATaH Maerd a& qeaaesd 9 & T@T STl

@) agEEr-l 9=, % are, Sty S ariee BT ST, srat-

“ITET— |
7% i fit greera i gEAT * forg ey
[3<7 15 (2) 74
1. R & AH:

2. TEfRwTau/emaTas #1979 i uar:
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oo ST &7 AT Y T, Tf wrS arn

sirurfer f=rror arfaeReont T arar 6o 1 o7 sqifed By T sEe & S §3A T
ITATEH/ATATA T SIEATA/ATe Feel T AT

I FT THL:

e T AR
wiere $T iR aofi/sTrnT:

9. RV (Al H¥d (F Aad ufd A 797 H):

10. T g AfIg i FEmaw gor =i srfarg=er i [7fr (@ =29 vfw g1fhe = #)
ST AT AR AL TATTH AT AT AT F AqE Tl 3 97 2

© N o o W

AT gearedl:
T GIEH
IIDE CEGIEE

[T §. 31026/16/2026-77 fHaiu]
AT FTHTT AL, ALY ATTHF TATHT

Tre: sirafer (e A=) smaer, 2013 & AT & TSI, AT, 90-2, ¥-3, 39-@< (i) # &+ 15
72, 2013 it ATAHLAAT F=AT A1.3A.1221(31) F AT § THR1Aq 641 727 o7 &7 are § % srfdeg==
TEAT o AT | "errterd AT T7 om:-

()  =.3m. 686(3), fami® 9 HT, 2015;
(i) |3 1233(3), fa=r 8 #E, 2015;
(i) @73 701(3), faAT® 1091+, 2016;

(iv)  =7.3m. 1192(3), fad=® 22 w1, 2016;

(v) |73 4100(3), et 21 fEEw, 2016;
(vi)  a&f.m 39(3), At 3 swadt, 2019;
(vii) 7.3 508(3N), i 1 wady, 2021;
(viii) ~ |T.3T. 2899(3r), faTH 20 TS, 2021;
(ix) .3 3249(3r), i 12 smreq, 2021;

(x) 7.3 5249(3), fadt® 11 79497, 2022;
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(xi)
(xii)

2013, namely:—

1.

TT.am. 2165(31), f7FTw 11 W%, 2023; i<

T3, 2324(37), fa=Ts 25 7%, 2023.

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
NOTIFICATION
New Delhi, the 30th June, 2026

S.0. 3516(E).— In exercise of the powers conferred by section 3 of the Essential Commodities Act, 1955 (10
of 1955), the Central Government hereby makes the following Order further to amend the Drugs (Prices Control) Order,

(M
2)

This Order may be called the Drugs (Prices Control) Amendment Order, 2026.

It shall come into force on the date of its publication in the Official Gazette.

In the Drugs (Prices Control) Order, 2013,—

(a)

(b)

(©)
(1)

(i)

(ii1)

in paragraph 11, for sub-paragraph (3), following sub-paragraph shall be substituted, namely:—

“(3) Notwithstanding anything contained in sub-paragraphs (1) and (2), in the case of any drug for
which a ceiling price or retail price has been fixed, the Government may fix and notify separate ceiling
price or retail price on an application made by the manufacturer or otherwise, for such drug with
specified therapeutic rationale, considering the type of packaging or pack size or dosage compliance
or content in the pack, namely, liquid, gaseous or any other form, in the unit dosage, as the case may
be, conforming to Indian Pharmacopeia or other standards as specified in the Drugs and Cosmetics
Act, 1940 (23 of 1940) and the rules made thereunder for the same drug.”;

in paragraph 14, in sub-paragraph (2), the following proviso shall be inserted, namely:—

“Provided that, in respect of scheduled formulations produced or available in the market
before the date of notification of the ceiling price, where the manufacturer demonstrates compliance
with the provisions of paragraph 24 and such other guidelines as may be issued by the Government
from time to time, the liability of the manufacturer for overcharging shall be restricted to the quantity
of stock traded through the distributor or retailer found to have effected such overcharging.” ;

in paragraph 15, —
in sub-paragraph (2), the following provisos shall be inserted, namely:—

“Provided that any other existing manufacturer launching the same new drug within twelve
months of retail price fixation of such new drug under this paragraph shall not be required to apply:

Provided further that such manufacturer launching the new drug shall intimate the details of
launch in Form-IA within one month of the launch.”;

for sub-paragraph (5), the following sub-paragraph shall be substituted, namely:—

“(5) Where existing manufacturer of scheduled formulation fails to adhere to sub-paragraph (2), such
manufacturer shall be liable to deposit the overcharged amount over and above such price fixed and
notified by the Government, if any, along with interest thereon from the date of launch of the new drug,
in addition to the penalty.”;

for sub-paragraph (6), the following sub-paragraph shall be substituted, namely:—

“(6) No existing manufacturer of a scheduled formulation shall launch such a new drug at a price
higher than the latest retail price (plus local taxes as applicable) fixed by the Government for such
new drug during the preceding twelve months and in case such a manufacturer is found to sell such a
new drug at a price higher than the retail price (plus local taxes as applicable) fixed by the Government,
such manufacturer of the new drug shall be liable to deposit the overcharged amount along with
interest from the date of overcharge, in addition to the penalty.”;
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(d)
(1)

(i)

(e)

®

wok» N

in paragraph 24, —
in sub-paragraph (1), after the proviso, the following proviso shall be inserted, namely:—
“Provided further that where a manufacturer produces documentary evidence, upon demand,

demonstrating sufficient effort at disseminating the revision in price to all stakeholders including
through —

(1) circulation of the revised Market Retail Price list to dealers and retailers
immediately and in any case not later than two weeks of the date of such
notification, for display to consumers;

(i1) advertisement in at least two national newspapers immediately and in any case not
later than two weeks of the date of such notification, informing dealers, retailers,
and consumers about the price reduction;

(ii1) issuing a revised or supplementary price list in Forms V or VI to dealers, retailers,
reflecting the revised prices;

@iv) creating a dedicated Drugs (Prices Control) Order Matters section on the homepage
of the company and upload details of the revised price notification and Market
Retail Price; and

v) submitting batch-wise production details and stock position of the scheduled
formulations held by the company and distributors at the time of the price revision;

the overcharged amount for such manufacturer shall be calculated solely on the stock handled by each
retailer, distributor, or stockist found selling the formulation above the ceiling price (plus local taxes
as applicable) pertaining to that batch.”;

for sub-paragraph (3), the following sub-paragraph shall be substituted, namely:—

“(3) Every manufacturer shall issue a price list and supplementary price list, if required, in Form V or
Form-VIto the State Drugs Controllers and the Government indicating reference to such price fixation
or revision as covered by the order or Gazette notification issued by the Government, from time to
time.”;

for paragraph 29, the following shall be inserted, namely: —

“29. Maintenance of records and production thereof for inspection.- Every manufacturer shall
maintain records, in good order, for a period of not less than seven financial years immediately
preceding the current financial year, relating to the sales of individual active pharmaceutical
ingredients or bulk drugs manufactured or imported and marketed by him, as the case may be, and the
sales of formulations units and packs and also such other records as may be directed from time to time
by the Government, and the Government shall have the power to call for any record and to inspect
such records at the premises of the manufacturer:

Provided that where any proceeding has been initiated or pending in respect of the
manufacturer under this Order, such records shall be maintained in good order till the final disposal
of such proceedings.”;

in Schedule-II, after Form-I, the following form shall be inserted, namely:—

“Form - IA
PROFORMA FOR INTIMATION OF LAUNCH OF NEW DRUGS
[See paragraph 15 (2)]

Name of the Formulation:

Name and address of the Manufacturer/Importer:

Name and address of the Marketing Company, if any:

Composition as per label claimed and approved by Drug Control Authorities:

Date of commencement/launch of production/import:
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6 Type of formulation:

7. Size of Packs:

8 Therapeutic category/ use of the formulation:

9 Launch price (in Rs. Per unit excluding taxes):

10. Latest price notified by the government and date of notification (in Rs. Per unit excluding taxes):

The information furnished above is correct and true to the best of my knowledge and belief.

Authorized Signatory:
Place: Name:
Date: Designation: 7

[F. No. 31026/16/2026-Pricing]
AWADHESH KUMAR CHOUDHARY, Senior Economic Advisor

Note: The Drugs (Prices Control) Order, 2013 was published in the Gazette of India, Extraordinary, Part I, Section 3,
sub-section (ii), vide notification number S.0. 1221 (E), dated the 15" May, 2013 and subsequently amended vide
notifications numbers:

(1) S.0. 686(E), dated the 9" March, 2015;

(i) S.0. 1233(E), dated the 8™ May, 2015;

(ii1) S.0. 701(E), dated the 10" March, 2016;

(iv) S.0. 1192(E), dated the 22" March, 2016;
v) S.0. 4100(E), dated the 21 December, 2016;
(vi) S.0. 39(E), dated the 3™ January, 2019;

(vii) S.0. 508(E), dated the 1% February, 2021;
(viii)  S.O. 2899(E), dated the 20"July, 2021;

(ix) S.0. 3249(E), dated the 12" August, 2021;
x) S.0. 5249(E), dated the 11" November, 2022;
(xi) S.0. 2165(E), dated the 11" May, 2023; and
(xii) S.0. 2324(E), dated the 25" May, 2023.
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