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भा II—ण 3—उ-ण (ii)

PART II—Section 3—Sub-section (ii) 

ाजधा  ाज
PUBLISHED BY AUTHORITY 

ाय एं उव ंाय
(औध जभा)

अजधचूा

ई दल, 11 ई, 2023

ा.आ. 2165(अ).—आशय सु अजधजय; 1955 (1955 ा 10) ी धाा 3 ाा त जियो ा य
 हए  न ा एाा औजध (लूय जयं) आ, 2013  आ औ ंध   जए जमजज
आ  ।

1. ंजप ा औ ांभ.—(1) इ आ  औजध (लूय जयं) ंध आ, 2023 ा ा ा ।

(2) य आ ा ा  इ ा ी ा  ाू ा।

2. औजध (लूय जयं) आ, 2013 ,-

() ा 5 ,-

(i) उ ा (1) , जमजज जयो  अंरव दया ाएा, अाव्:-

“े द द ई औजध या ई औजध ा ुा ूलय ज ऐ अु या घट या ाग ाज ,ै 
टट अजधजय 1970 (1970 ा 39)  अंव ऑफ-टट  ए ै या ऑफ-टट  ा ,ै  इ ा  उ-ा
(3)  ाधाो  अुा जधाव दया ाएा।";
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(ii) उ-ा (2)  ा, जमजज उ-ा  अंरव दया ाएा, अाव:् -

“(3) (i) ई औजध ा ुा ूलय ा 4  उ-ा (1)  अंव ा दए ए लूय  चा ज  घटा
जाा ाएा, औ यद ई औजध घू ाा  उध  ,  ई औजध ा ुा लूय इ ा 
उ-ा (2)  ाधाो  अुा जधाव दया ाएा।

(ii) उ जज  ए व  ा ज  ुा लूय  (i)  अुा जधाव दया या ा या ज जज
  (i)  अंव जधाव    ए ं ा "फुट जक ा  ूलय" औध ज टा  व दया
ाा  या  भ ा  ,  भा जजावाओ ु ुा लूय ा 4  उ-ा (1)  अुा जधाव दया
ाएा:

े द  (ii)  अंव ुा लूय जधाव  य, टट  ा जजावा  बां  ुा
जक ा औ टटधा ाा  ई अुज  ा जजावा  ूलयो  ा ा ाएा।";

() ागाफ 18  ा, जमजज ा  अंरव दया ाएा, अाव:् -

"18. टट अजधजय 1970 (1970 ा 39)  अंव ा टट ी ाजप  उां अुजूच फॉूव 
अजध लूय  ंध।—

अुूजच फॉूव या इ अओु या घटो या अयो  ा ,  टट अजधजय 1970 (1970 ा 39) 
अंव टट दए ए ,ै ा अजध लूय, टट ी ाजप , वा अजध ूलय  चा ज घटा
ंजध दया ाएा औ ए व  उां, ज   ाा  आंडो  आधा  ागाफ 4  उ-
ागाफ (1)  ाधाो  अुा अजध लूय  ुः ंजध दया ाएा।‘’

[फा. ं. 31026/71/2020-ूलय जधाव]

अध ुा चौध, ष आरव ाा

ट : ू आ  भा  ा, अाधा, भा II, ं 3, उ-ं (ii)  ा.आ. ंखया 1221(अ), दां
15 ई, 2013  ाा ाज दया या ा औ ा  इ जमजज अजधूचा ंखयाओ ाा ंजध
दया या ा:-

(i) ा.आ. 686(अ), दां 9 ाचव, 2015;

(ii) ा.आ. 1233(अ), दां 8 ई, 2015;

(iii) ा.आ. 701(अ), दां 10 ाचव, 2016;

(iv) ा.आ. 1192(अ), दां 22 ाचव, 2016;

(v) ा.आ. 4100(अ), दां 21 द, 2016;

(vi) ा.आ. 39(अ), दां 3 , 2019;

(vii) ा.आ. 508(अ), दां 1 फ, 2021;

(viii) ा.आ. 2899(अ), दां 20 ुाई, 2021;

(ix) ा.आ. 3249(अ), दां 12 अस, 2021; औ

(x) ा.आ. 5249(अ), दां 11 ं, 2022 ।
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MINISTRY OF CHEMICALS AND FERTILIZERS 

(Department of Pharmaceuticals) 

NOTIFICATION 

New Delhi, the 11th May, 2023 

S.O. 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, - 

(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.”; 

(ii) 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. 

(ii) 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.O. 1221 (E), dated the 15
th

 May, 2013 and was subsequently amended vide notifications:— 

(i) S.O. 686(E), dated the 9
th

 March, 2015; 

(ii) S.O. 1233(E), dated the 8
th

 May, 2015; 

(iii) S.O. 701(E), dated the 10
th

 March, 2016; 

(iv) S.O. 1192(E), dated the 22
nd

 March, 2016; 

(v) S.O. 4100(E), dated the 21
st
 December, 2016; 

(vi) S.O. 39(E), dated the 3
rd

 January, 2019; 

(vii) S.O. 508(E), dated the 1
st
 February, 2021; 

(viii) S.O. 2899(E), dated the 20
th

July, 2021;  

(ix) S.O. 3249(E), dated the 12
th

 August, 2021; and 

(x) S.O. 5249(E), dated the 11
th

 November, 2022. 
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