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FAT. 2165(37).—TA9TF aq ATAIH; 1955 (1955 T 10) =l &7 3 T T& LIRAT AT TANT
FIA GU hex GLHTE TAgT sfiuter (qea 7=en) smaer, 2013 § 0 ¥ erred e & o Aeterted
AT FLAT g

1. ETErT AT A TTT.—(1) TH SA<9T FT SHufer (e =) serrerd smaer, 2023 Fgl ST T gl
(2) T AT LR TSI § ZHE TR it T H TR 20

2. sirufer (qea =) sraer, 2013 #,-

(F) =T 54,

(i) 37 &7 (1) ®, Frerforfea famt 7 siafde B som, seafq:-

‘et o ToReT S Sirofer 7T 9 sfruter &7 GaT Yoo e UF 0] A7 "ed 7 qrRiT are g, S
Tz sfarfaaw 1970 (1970 T 39) % aviq ATH-UdS 2T T ¢ AT AE-U22 ZI AT &, T =87 27 F IT-4=7
(3) F YTALTHT & AqETe Aaiia BT sroem '

3080 G1/2023 Q)



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

(i) ST-9=T (2) * aTE, FEferiEad ST-027 FT Aqrag AT ST, T -
“(3) (i) = sfrurfer =T gaer Yod 977 4 3 IT-G7 (1) F Faid T0ET 360 0 qo & o= Giderd i qerhe
fReTeT ST, ST Aty 9% S ufd ae AT § Iqersy Al g, 7 A% Sfiuter F gERT goF =H 9T &
IT-97T (2) F ITATHT F AqATe Heiia B smom)

(ii) 3= Tt & v a9 % e o| 1 gewr o7 9% (i) F aqEr Raiia B w3 oar an G Gt
T 9T (i) F FAq FaTia &7 F 7 U F4T H7 "Few? FondT & goF" vy @ Serew § & Har
STTAT & AT ST AT 978 | 2T, 1 AT A AAare gq GadT 407 927 4 % I9-927 (1) F aqane et &ar
STTUATT:

Ford T A (i) F Saviq gauT god Meid Fd 9879, e W@ ardl [AEAar & Ji€ & gasr
faoraT i Teeamdt grer €t T squfa v e fafRetar % qeat #1 arge w@r Srem”;
(@) T 18 F are, AEterted 9=y &t siatay o SToa, s -

"18%. YT SAfARTT 1970 (1970 #T 39) F siqiaq Y e f oIl F IUTT sIggf~a wHATT F
SferRaw oI § LT —

AT R AT TEE AEN AT Teahi T G4l 6 JIHA §, ST 9ee Afa=Haw 1970 (1970 FT 39) %
ST Yee T U 8, T SATeRaH qod, Uee il GHTH 9T, AT SATeha s g &l TaT8 JIT9rd Hereh?

Terrtara foRaT SITuaT sfiT U a9 & Iuid, Rt A F SIS % Sl 6 ST 9¥ 9IRTE 4 F 39-
ATTATE (1) F TTALTAT % ATET ATAHAH JoF Tl IH: FMrerd war srowm”

[®T. €. 31026/71/2020-F7 A4
T FHTL AT, ALY ATTHF AATZHIT

I : G AL T AT & TSI, FHTTIOT, 90 |, T 3, IT-EE (i) § F.M. Fe&ar 1221(3), f&Am®

15 W<, 2013 % ZTT TR ToraT 727 o7 37 are § =& Referfaa sfergmmr dearst grer wenfaa
ERIEEIEIS

(i) FT.3T. 686(31), fF 9 #T=, 2015;

(ii) FT.31T. 1233(31), faeie 8 wE, 2015;

(iii) 7.3, 701(3r), f2=1 10 w1, 2016;

(iv) 1.3, 1192(3r), i 22 @, 2016;
(v) 1.3 4100(31), i 21 e, 2016;
(vi) FT.3. 39(31), A= 3 STadY, 2019;
(vii) 7.3, 508(31), fash 1 ®Tady, 2021;

(viii) 1.3, 2899(3T), fadi= 20 F=TE, 2021;
(ix) FT.3M. 3249(3T), TaqTh 12 3Ted, 2021; T

(X) FT.3T. 5249(3T), FaqTh 11 F99%, 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—
@ in paragraph 5, -
(i) 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.”;

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

“3) (i) 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 Il, section 3, sub-section (ii), vide
number S.0. 1221 (E), dated the 15™ May, 2013 and was subsequently amended vide notifications:—

(i) S.0. 686(E), dated the 9™ March, 2015;

(ii) S.0. 1233(E), dated the 8" May, 2015;

(iiiy  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.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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