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T T I §ATT
(3frorer faramT)

T< feeelt, 11 7%, 2023

F. 2165(37).—AT9TF T ATATHIH; 1955 (1955 FT 10) T &T 3 FIT T&T ARRAT T TA

T EU g TEHTE TR Srufter (e fHg=ron) sraer, 2013 § &0 Sii¥ gereg Fed & foru Faforfea
AT FAT B

1. "t AT 3 YRS —(1) =9 raer & sfafer (Yo fRe=ron) derre smeer, 2023 FFT ST TR )

(2) Tg AT ALHTLET TS | THE THTIF T AT & AR ZT
2. Sirofer (qear fA=ror) smraer, 2013 -
(F) T 54,
(i) 37 =1 (1) ®, Feforiaa et #1 siafde frar S, -

“gerd o TReT A2 oot a7 9 sfrofer 1 gawT god s UH S[v) J7 =2 AT GradT o g, S
ez srfafaer 1970 (1970 1 39) F SaRTd siiE-Ude g1 T & AT sHE-Ude g1 aTel &, FT T8 T & IT-97
(3) F YTALTHT & FqETe Aeaiia B soam

3080 GI/2023 (1)
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(if) ST-87 (2) * AT, A ST-037 it siafag T STosm, st -
“(3) (i) 7= sfrorter =T GaT JoF 97T 4 % IT-937 (1) & SATq TUET 60T T JoF F T8 T(aerd il HeThe
e ST, ST AfT 9% ST ;e AT H IUAsH dgl g, df d% Sruig T Gar o =9 W &
ST-07T (2) o ITAETHT & ATATE LT 6T ST

(i) 3% Ot & v a9 & a1e 59 1 g1 997 92 (i) F dqar Myt T = ot 7 e Tt
T /T (i) F AT MITRT FH T FH T FHAAT H7 "Geh? (Gohar H od" 3w f@Fooe Seed § & &1
STAT 8 AT ST ofF a8 | 2T, FT AT ARt g gaeT 9o 99T 4 % IU-977 (1) F A Haiia G
STTOAT:

Fora T w1z (i) F siavia gear gou MgiRa #a @077, ¥z w@q are [faatar % g & gaa
ferehd T i TeeeTil T &1 T2 A ] Tae aTel [AT=aTar & qedl &l arge T@T S,
(@) TR 18 % &g, et =7 #r siafas o s, st -

"18%. ¥ FfARTH 1970 (1970 *T 39) F favia I YT it FHIMA F ST IqYFIT HHAAT F
ATAFIA oI § g1 —

AT BIHAIT AT THH SAUEN AT Fhl AT FAAAT o ATHA H, ST Tee Ater==aq 1970 (1970 FT 39) F
ST Yee T U g, T SATeha s qod, Tee il THIH I%, TaAT ATeHad Jod Hl Ta919 Taad qerh

Terrtara fRaT SITuwT fiT U a9 & Iuid, Rt Ag o ST % St o6 S U¥ 9RRITE 4 F 39-
ATTATE (1) F TTALTAT F ATET ATAFHAH JoF Fl TH: Fererd wam o

[FT. €. 31026/71/2020-77 A4
AT FTHTT AT, ANY ATTHF TATEHT

e : qA ATGLT FT AT 6 TSI, AT, 9 11, G 3, IT-TT (i) H Fr.am. "qear 1221(31), faw

15 W<, 2013 3 ZTT RIS foham 727 o7 37 are & = At sfergmET demrst grr gt
ERIEIRIR I

(i) =T.3T. 686(31), famT= 9 AT, 2015;
(ii) 1.3, 1233(31), a7 8 5%, 2015;
(iii) 1.3, 701(31), fasi 10 9T+, 2016;

(iv) 1.3, 1192(3r), e 22 A7+, 2016;

(v) FT.3T. 4100(3T), s 21 Rewaw, 2016;
(vi) FT.31. 39(37), famiw 3 swadY, 2019;
(vii) FT.3T. 508(3r), fRATF 1 waT, 2021;

(viii) 1.3, 2899(3T), faais 20 FaTE, 2021;
(ix) FT.3M. 3249(37), faqTw 12 31Tea, 2021; 3T

(X) FT.3T. 5249(3T), faAT 11 794, 2022 |
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MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
NOTIFICATION
New Delhi, the 11th May, 2023

S.0. 2165(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, 2013, namely:—

1. Short title and commencement.—(1) This Order may be called the Drugs (Prices Control) Amendment
Order, 2023.
2) It shall come into force on the date of its publication in the Official Gazette.

2. In the Drugs (Prices Control) Order, 2013—
(a) in paragraph 5, -
(1) in sub-paragraph (1), the following proviso shall be inserted, namely:—

“Provided that the retail price of a new drug or the new drug that contain molecules or components or
ingredients, that have become off-patent or about to become off-patent under the Patents Act 1970 (39 of 1970), shall
be fixed as per the provisions of sub-paragraph (3) of this paragraph.”;

(i1) after sub-paragraph (2), the following sub-paragraph shall be inserted, namely:—

“3) (1) the retail price of the new drug shall be arrived at by reducing fifty per cent. of the price calculated under
sub-paragraph (1) of paragraph 4, and if the new drug is not available in the domestic market, the retail price of the
new drug shall be fixed as per the provisions of sub-paragraph (2) of this paragraph.

(i) after one year from the date on which the retail price was fixed as per item (i) or the date on which “price
to retailer” of atleast one company fixed under item (i) is captured in the pharmaceutical market database, whichever
is later, the retail price for the subsequent manufacturers shall be fixed as per sub-paragraph (1) of paragraph 4:

Provided that while fixing the retail price under item (ii), the prices to retailer of the brand of the
manufacturer having the patent and the manufacturer holding the permission granted by the patentee shall be
excluded.”;

(b) after paragraph 18, the following paragraph shall be inserted, namely:—

“18A. Revision of ceiling price of scheduled formulation after expiry of patent issued under the Patents Act
1970 (39 of 1970). —

In the case of scheduled formulation or its molecules or components or ingredients, which are patented under the
Patents Act 1970 (39 of 1970), the ceiling price, on expiry of the patent, shall be revised by reducing the present
ceiling price by fifty per cent., and after one year, the ceiling price shall be revised again as per the provisions of sub-
paragraph (1) of paragraph 4, based on the market data of the preceding month.”.

[F. No. 31026/71/2020-Pricing]
AWADHESH KUMAR CHOUDHARY, Sr. Economic Adviser

Note : The principal order was published in the Gazette of India, Extraordinary, Part II, section 3, sub-section (ii), vide
number S.0. 1221 (E), dated the 15" May, 2013 and was subsequently amended vide notifications:—

1 .0. , dated the arch, ;
@) S.0. 686(E), dated the 9™ March, 2015

il .0. , dated the ay, ;

(i1) 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.O. 508(E), dated the 1% February, 2021;
(viii)  S.0.2899(E), dated the 20™July, 2021;
(ix) S.0. 3249(E), dated the 12™ August, 2021; and
(x) S.0. 5249(E), dated the 11™ November, 2022.
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