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F. 2165(37).—ATFT9TF T ATATHIH; 1955 (1955 FT 10) T &7 3 FIT T&T ARRAT FHT T

T EU g TEHTE TAZT Srufer (e fHg=ron) sraer, 2013 | &0 ¥ gerg Fed & fou At
AT FAT B

1. "t AT 3 TS —(1) =& raer & s (Yo fRe=ron) derrea smeer, 2023 FET ST JhAT 2

(2) Tg AT ALHTLEY TSI | THE THTIF AT AT & AR ZET
2. Sirufer (qear fA=roT) straer, 2013 # -
(F) T 54,
(i) 37 =7 (1) ®, Feforfad =t & siafde BT s, soiq-

“gerd o TReT A2 Sirofer 37 9 sfruter 1 gaeT god s UH SIv) A7 "2 AT 9HIT omd 8, S
Tde wfarfaam 1970 (1970 1 39) F siquiq AE-Ude 2T U & AT A®-Ud A a1l &, FT 39 97 F IU-047
(3) F YTALTHT & AqETe Aaiia B srom

3080 GI/2023 (1)
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(ii) ST-9=T (2) F aTE, e Iu-927 #T siatae T ST, st -

“(3) (i) 7= sfrorter =T GaT JoF 97T 4 % IT-93T (1) & SATq TUET B0 T G & T8 TTaerd il qeThe
AT SToam, ST afe 92 Sfule 3 IS H IqAed A5l @, df 9% SHUe 1 I IoF 38 U 6
ST-07T (2) o ITAETHT & ATATE FETA AT ST

(i) 3% Ot & v v & a1e 5" 1 g 497 91 (i) F dqa Fartd T w3 or 7 S A
T AT (i) F AT ITRT FH T FH T FHAAT H7 "Geh? (Gohar Hf god" siwer f[Fooe Seed § &1 a7
STTAT g AT ST AT a78 § g, &0 A&l AAETanst g G 99 00 4 F I9-997 (1) F qar [Qgiia G
STTUATT:

Forad T W= (i) * siavia gea ge Mg F7a 9079, ¥ T@q ara [fAwar & i F gaa
ferehd T i TeeeTT GIRT & T2 AT @ aTel [AFATar & qedl & arg T@T ST,
(@) TR 18 F &g, et =y #r siafae T s, s -

"18%. ¥z FfARTH 1970 (1970 *T 39) F favia I YT it FHIMA F ST IqYFAT HIHAAT F
ATAFIA oI ¥ g1 —

AT BIAIT AT THeH (BN AT FHl AT AAAAT & ATHA H, ST Tee Ate==a7 1970 (1970 FT 39) F
AT Uce U U g, T ATIRAH qoF, Ude i FHIE UL, AT ATTHAH o Fl TATE TIA9qT TS

Terrtara fRaT SITuaT fiT U a9 & Iuid, oRrd #g F a1 % SRSt o AT U 9RWTE 4 F 39-
ATTATE (1) F TTALTAT F ATET ATAFHAH JoF Tl I9: Ferrerd war srowm”

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

e : qA ATGLT FT AT 6 TSI, AT, 9 1, G2 3, IT-TT (ii) H Fr.a. "q=ar 1221(31), aiw
15 W<, 2013 3 ZTT TSRS foham 2am o7 37 are & =0 Mforfea srfergmmT dearst gy gafad
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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) S.0. 686(E), dated the 9™ March, 2015;

(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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