I 4. ST.ud.- 33004/99 REGD. No. D. L.-33004/99

Che Gazette of India

1.5 -21.Te1.-31.-26052023-246115
CG-DL-E-26052023-246115

ETITIOT
EXTRAORDINARY
AT | —@ve 3—7-gv< (ii)
PART I1—Section 3—Sub-section (ii)

TR & THTIAT
PUBLISHED BY AUTHORITY

. 2230] 7% faeetl, FgeafaaT, A 25, 2023/59%3 4, 1945
No. 2230] NEW DELHI, THURSDAY, MAY 25, 2023/JYAISHTHA 4, 1945
A U I9<H HATd
(3fwrer fasamT)

T fReeht, 25 wE, 2023

T, 2324(H).—3Ta9TF aeq AT&aw, 1955 (1955 T 10) Fir &7 3 FRT T&T ATHAT AT
TIRT FXd g, %% AT Uag gIT i (e D) aeer, 2013 &7 3T &ARr Fenfed & & oy
fRerferiad saer w2t 2, sreid:-

1. TR 7T 3% WTO:- (1) T Q9T 7 |fere A1 sirofer (Yoo F=ror) goe "eiree araer, 2023 g
(2) I TSI H ATAGAAT & THI 6l TG F AR G
2. Sfer (e e arer, 2013 #, st -
(F) HH-1 FT 72 HLAT 10 F T 9%, FHferied 72 w1 gfaeamtod B ST seaiq-
“10. T B 14T T T G go (T IAe w00 §, w1 R GiEwi)’;
(@) -1l % T 9% FHEd wiF ® Taedriod R STo sraid-
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THE GAZETTE OF INDIA : EXTRAORDINARY

[PART II—SEC. 3(ii)]

“ga=1-11
g T wrAee % for genfad-geat F wegd T # gy
(BT 16 )
1. FafRatar/sraTas/fAar w1 A i aam
2. o st &7 AT i T, Tt w5 2
. [So @ | e, % & |Shuadt [ssegqdiene |wfd 9% e |afdwawn geu|sfdglca [s= 9=
s a1 | e | % § [afEds T 1 | (@ w|Ssgaw R A
(PR |=ar e ad ¥ | @ W FeF) |whka) () T (T | s e
iz | e T F% | () #, FU FT| Geree
qF ¥ | i AEHY) | B
=) g g
qqHRA E
@ |"mfa| 9f | denfad
SEUEG Tenfaa
(1) ) () (4) (5) (6) (@) 8) 9) (10) (11) (12)
g
AL
L=p]
et
AT
glis  wm
AT
st
R
-GS /ArTTad B % 7e #, EfRatar 1 3 2/ G smoem
T & TS TEERET T qATaH A A AT F S dat oY 97 gl
T
T
TTTEhd gearer<aal:
AT
Iz
BEICIECE
A ATEST;
@) TO=-1V & 1 97 Fefertad s siaeartea B STosm, sre;-
“qu=-1V
AT BIHALT F ITTIA AT AATT T S FLA 5 GG A (AT TET FA + (T SRS
(TTITE 21(2) 3%)
w.4. [FE EERUI
1[I T ATH:
2 [EfeETan/sraTas® T AT ST 9ar:




[9TT —aTE 3(ii)] ST 3T TSI ; STETETLOT

3 [ st & AT, 7fS AL B

4 [sirorfer fA=ror arfareeont g 3TET i srEaa R T
EEREERGIESE L

5  [efrarfer =T sTfesRTor stEta | ST arr (rfaferfy
TSR

6 [aforhaw gow (% 9T gfe # U A wrEwr) s
srfereg=ET i fafar

7 [T SuEd a7 (% #H)

8 [0 FTaFT

9 [t FF AfRd 9% F disEr AfgwaH gEdr g
CEE R E REEE R EICIR D

10 [UAUSASUH F AT Fafeheeii Sof:

11 [STITEA/ETT & gre &t fafer:

12 [@= #< f1 aifza @t

13 [STHTSA/MATT a2 T o FHTL:

14 [=Te 99 @fga fUser 5 a9f % 0 aU-a1e ScTaH /T
(% T HT=AT H)

15 [T % | fomer 5 01 % Zar A1 fesht (T ]
RIELK))

16 [T ST, 2013 % siavia gfesog #1E TE Z41 ||
T TS g AT AT FLeA FT QT g1 TS &, T IHHT SFT:

17 [T wieres & §1 w7 % forg gl #18 se
SLGEIESF

T & S TEFRET T qATaH A 1 [T F S dat oY 97 gl
T
IEGIEDS

() TV F w1 97 At o wiaesnta T s, sta-
“id — V
T AT & forg Tt
(T2 2(x), 24, 25, 26 W)
1. fRmTar / smaras / B 1 9 i aan
2. HTHET &Y T AT9 37 94T, Ff% FTE 21

TTTAhd gearersandl:
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qTIhT &

FH SO w AW| =4, |fw | Seed | Raw w|ge d-aanfad |afgwaw |99 = | ST
(B s zoedr[smr TR (@ (== T gow [fRar & |aff@waw (g A foAis | grwar
gGIF F FI) T4 AT | ST | (0, ) [(FRT V([T (R |G G, (T NG G

PUEETu AsF) | afy A% o | (@ wA | dnew
Ry ® FEF)E) (@ | |q) (3) [T e
agHIed ¢ AR (3) g

Q)] 2 (3) @ | ) (6) 8 ©) (11)
A B
T At wigerer
R ERIUR AN
AT RIeTer

T @
FH | IUTE FT A | sfrwfy A% &r|Shwadr |Raw &r|gea gd-genfaa | st ITET
gear | (e iR | AT AFR | W e (F (fkar  [sfdwaw [gea =@ gHAT
TR GIH F | AriRrHTn N AEH) | N T |2 T, [(f w2
9) (®) @ @ (R A & | wlR) (2)
EREIED) gER [(@df W= T
LEIEE] (®) afga) (=) e
T
LSS
(1) (2 (3 (4) (5) (6) 8 9) (11)
v-ergg e
AL
e i
HTHALT
R L
BT
AT
I

- G TU/AATIAT BT & AT | EfAwtar &1 a9 SR B smom

ST & L FEERET JL A S e & Aqa 96l o 97 g

T

IEGIED

STTerahd geareandl:
GIGE

TEATH:

TLATT HEAT:

A AEST;

[T, /. 31026/58/2022-7=F fAerizor)
AT FHTT ATeLT, TG ATTHF TATZHT
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A A A< AT &A1 15 7L, 2013 F FT.1.1221 () H&AT * FET TG & TSI, ST, 97 I, G 3,
ITEE (ii) 377 a1e ® Fwferd srfarg=mT dearstt g gentera o m om-

(i) =FT.71.686(3N), fami= 9 AT, 2015;

(i)  Fr.21.1233(3), =i 8 wE, 2015;

(i)  #T.31.701(3), fa=i 10 w7+, 2016;
(iv) =FT.3.1192(3r), fa=is 22 91+, 2016;
(v) #T.31.4100(3), famis 21 fagaw, 2016;
(vi  #T.31.39(3), fem 3 e, 2019;
(vii) T1.31.508(3T), fami 1 w2adT, 2021;
(viii) T.311.2899(31), fa=i 20 S[TE, 2021;
(ix) 1.3M.3249(37), i 12 srred, 2021;
(x) F.3A.5249(37), AR 11 Fo=T, 2022; T
(xi) T.3M.2165(37), fami 11 7%, 2023.

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
NOTIFICATION
New Delhi, the, 25" May, 2023

S.0. 2324 (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) Second
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 Schedule-II,-

(@) inForm I, for item No. 10, the following item shall be substituted, namely: -

“10. The retail price claimed for approval (in rupees per unit, excluding taxes).”;
(b) for Form II, the following FORM shall be substituted, namely:-
“FORM - 11
PROFORMA FOR SUBMISSION OF REVISED-PRICES FOR SCHEDULED FORMULATIONS
(See paragraph 16)

1. Name and address of the manufacturer / importer / distributor.
2. Name and address of the marketing company, if any.

SI. |Name of the|Composition, |[Pack|GST|WPI Price to retailer | Maximum Retail | Notified | Batch no.
No. [ Product as approved | Size |rate |change per pack | Price (incl. of all | Ceiling [and date
(Formulation | by Drug in  |wr.t (excluding taxes) | taxes) (Rs.) Price (in|from
and its dosage | Control % | preceding | (Rs.) Rs., which
forms) Authorities year in % excluding | price

taxes) revision
is
effective
Pre- | Revised | Pre- | Revised
revised revised
1) ) ©) 4) | (6) () (8) 9) (10) (11) (12)

Scheduled
formulations:
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Own
Manufactured
Formulations

Purchased
Formulations

Imported
Formulations

Notes:- In case of purchased/ imported formulation, name of the manufacturer shall be indicated.

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

Place:
Date

(©

for Form 1V, the following FORM shall be substituted, namely:-

“FORM - IV

Authorised Signatory:
Name:

Designation:

Mobile:

Email id:”;

PROFORMA FOR SUBMISSION OF THE DETAILS IN RESPECT OF DISCONTINUATION OF THE
PRODUCTION AND/ OR IMPORT OF SCHEDULED FORMULATION

(See paragraph 21(2))

Sl. Particulars Description

1 Name of the formulation:

2 Name and address of the manufacturer/ importer:

3 Name of the Marketing Company, if any:

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

5 Drugs Control Authority Permission Number and Date (copy to
be enclosed):

6 Ceiling Price (in Rs. per unit, excluding taxes) and date of|
notification:

7 Applicable GST rate (in %)
Pack size

9 Existing maximum retail price (MRP) of pack including all taxes
and its effective date:

10 Therapeutic category as per NLEM:

11 Date of commencement of production / import:

12 Intended date of discontinuation:

13 Reasons for discontinuation of production / import:

14 'Year-wise Production/ Import during the last 5 years including
current year (in quantity of packs)

15 'Year-wise sale during the last 5 years including current year (in
quantity of packs)

16 \Whether any new drug, as defined under DPCO, 2013, has been
launched or intended to be launched. If so, the details thereof:

17 Any other information relevant to discontinuation of scheduled

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

Place:
Date
Authorised Signatory:
Name:
Designation:
Mobile:
Email id:”;
(d) for Form V, the following FORM shall be substituted, namely: -
“FORM -V
PROFORMA FOR PRICE LIST
(See paragraphs 2(x),24,25,26)
1. Name and address of the manufacturer / importer / distributor.
2. Name and address of the marketing company, if any.
Table A
SI. |[Name of the|Composition, | Pack [ GST | Price  to|Price to|Pre- Maximum | Batch | Production
No. | Product as approved | Size |rate |Distributor | retailer revised Retail no. and | capacity
(Formulation by Drug (in | (excluding [ (excluding | Maximum | Price date
and its dosage | Control %) |taxes) (Rs.) [ taxes (Rs.) | Retail (incl.  of | from
forms) Authorities Price, if|all taxes)|which
any (incl. | (Rs.) price
of all revision
taxes) is
(Rs.) effective
) ) @) @) | 6 (6) (7) (8) 9) (10) (11)
Scheduled
formulations:
Own
Manufactured
Formulations
Purchased
Formulations
Imported
Formulations
Table B
SI. |Name of the|Composition, | Pack | GST | Price to|Price to|Pre- Maximum | Batch Production
No. | Product as approved | Size |rate |Distributor | retailer revised Retail no. and | capacity
(Formulation by Drug (excluding | (excluding | Maximum | Price date
and its dosage | Control taxes) (Rs.) | taxes (Rs.) | Retail (incl.  of | from
forms) Authorities Price, if|all taxes)|which
any (incl. [ (Rs.) price
of all revision
taxes) is
(Rs.) effective
1) ) 3 @ [ 6 (6) @) 8) 9) (10) (11)

Non-  Scheduled
formulations:

Own
Manufactured
Formulations

Purchased
Formulations
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Imported
Formulations

Notes:- In case of purchased/ imported formulation, name of the manufacturer shall be indicated.
The information furnished above is correct and true to the best of my knowledge and belief.
Place:
Date
Authorised Signatory:
Name:
Designation:
Mobile:
Email id:”.

[F. No. 31026/58/2022-Pricing]
AWADHESH KUMAR CHOUDHARY, Sr. Economic Advisor

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 numbers: -

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

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

(iii) 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;

(x) S.0. 5249(E), dated the 11™ November, 2022; and
(xi) S.0. 2165(E), dated the 11™ May, 2023.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi- 110064
and Published by the Controller of Publications, Delhi-110054. esmws




		2023-05-26T22:42:27+0530
	SARVESH KUMAR SRIVASTAVA




