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$1.3M:—4064(E) Wiafd aRa RaR & WA AR SdE J3mad & 76 29 3R, 1997 & Hdhey 4.
33/ 7/97—1 -1 g1 U 3itwer JYeg Faizor yiftrever (gadidie) &) weren, o= qmal & |r—wned
oaie situfral e faffiftal @ e fafRa s sk s aRada afk <1 &1, & afNgfaa s,
sfEfya iufery ok At @ o R For @ R @ity (e o) s (Srfiedisn) &
YTae =l &1 erat-aad & @ forg, ) 18 off |

2. 3R w9fh, e vd Sdve #ATEd @ fRAie 30 w8, 2013 & wAfad QY €. 1394(31) D NI
AP a¥g ARAFIIH, 1955 B GRT 3 AT 5 §RT Yscd AT ST 9ANT $d gy SIAAIBI, 2013 B)
fafdre e @ W4y A Saa ARY d RS 32 Wikd iy @1 o WeR @) 3k 9 wfaaar
ganfora &Y w8 ¥

3. Ik wafe, Aud w71 wEiRiRewen sSsEi fo. @ yra smacsT grT Sfieian, 2013 & graum™l 4@ 8
3 fou, RREMw 32 (i) @ IFld Sad AR H SAWRfefeT gggidaigs goieE 10 e/ fafa. &1
ST 1 B fay s76ygA 459 dIR 2 (1200 fun /120 fafa., 1400 /140 fafa. sk 1600 fafer
I /160 fafedr. shye 4579 &1 SUANT & @ fau dur 2) o &itufd ok yarem arel siffas
IR frm & w122 @) @ agad 91 <ar & wU H o M wMe FEEer "wew
(wRa) & sEfay g faffaa srgaifea fFar war o ik 9de afifam, 1970 @ dga 9T sriad,
ARA §RT UST & a1 | (ST 6. 296771 AR I Y 31 31 fafdr 14.05.2018)

4. IR wafe, whfiv 3 faqie 30.102019 @ 3t 7o0df dod ¥ ¥E Scow@ frar f& dwd @@=
pHiEfered ssEie fo. gRT y&gd qwEds e, 2013 & RETH 32 (i) @) A@¥ISAT B gRT
Pxa 2 3k fofa forar 2 & Sfieien, 2013 & %1 32(ii) @ siavia dAud w1 wrigfedew ss&iw fa.
$ I IUR FTHYSA 970 ST sEglaarss soaRE 10 B /ffa (1200 B /120 fafa.,
1400 . /140 fafa. 3k 1600 fAfaami /160 fifer. sy 378 &1 SUAT 1 & fag daR B) &1
ST B3 & g ge @ o gadl 2

5. 34 FUfIT HI.3T 1394(31), fa=i® 30 WS, 2013 H WA UG AP HATAY, ARA WRBR gRT TR

el (qea M=o e, 2013 & URT 32 & Idia U ARRKAT BT YART $Rd gL, SuPdd Sad
Syl srerfa Qo 7 swe RIS SR @) Pwama &) a@ @ uig a9 @) q@fy @ fag Jufierfaa
glggidaiigs goae 10 iR /fafa. &1 Suahr s @ fau svhya 3 dar 2 (1200 R /120
fafer., 1400 T /140 fafa. 3k 1600 fiferumi /160 fifd. sRgeE 379 &1 SUAT & & forg dIR
) ® de9g A Sqd ARY & RS 32 (i) & 3rada SdRAeN, 2013 @ y@aEl @ dwd w4
wrgfedren g &1 8 & TE 2|

6. o301 SIfRA3M, 2013 & dgd ®f V § o1 A o) I3 Saa e & R § Fwh grT 9@ 9
% Af¥HaT Y1 [ ddie B gaa s
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(Published in Part I, Section 3, Sub Section (ii) of the Gazette of India Extraordinary)

Government of India
Ministry of Chemicals and Fertilizers
Department of Pharmaceuticals
National Pharmaceuticals Pricing Authority

New Delhi, the 8th November, 2019
ORDER

S.0. 4064(E) - Whereas the National Pharmaceutical Pricing Authority (NPPA) was established
vide the Resolution of the Government of India in the Ministry of Chemicals and Fertilizers No.
33/7/97-PLI dated 29th August, 1997, inter-alia, to fix prices and notify the changes therein, if any,
of bulk drugs and formulations, monitor the prices of non-scheduled drugs and formulations and
oversee the implementation of the provisions of the Drugs (Price Control) Order (DPCO).

2. And whereas the Ministry of Chemicals and Fertilizers vide S.0.1394 (E) dated the 30th May,
2013, in exercise of the powers conferred by Section 3 and 5 of Essential Commodities Act, 1955 has
delegated the powers in respect of specified paras of the DPCO, 2013, including para 32 of the said
order to be exercised by the NPPA on behalf of the Central Government.’

3. And whereas an application received from M/s Sun Pharmaceuticals Industries Limited, for
exemption from the provisions of DPCO, 2013 under para 32 (ii) of the said order in respect
of Ready to use infusion bags Gemcitabine Hydrochloride Injection 10mg/ml (Ready to use infusion
bags 1200mg/120ml, 1400mg/140ml & 1600mg/160ml) which was duly approved by the office of
Central Drugs Standard Control Organisation (India) as ‘new drug’ under Rule 122(E) of the Drugs
and Cosmetics Act and Rules thereunder, and patented by The Patent office, India under the Patents
Act, 1970 (Patent No. 296771 and Date of Grant: 14.05.2018).

4. And whereas the NPPA at its 70th meeting dated 30.10.2019 noted that M/s Sun Pharmaceutical
Industries Ltd meets the requirement of para 32(ii) of DPCO 2013 and decided that exemption may
be granted to M/s Sun Pharmaceutical Industries Ltd under para 32(ii) of DPCO, 2013 for their
product Ready to use infusion bags Gemcitabine hydrochloride injection 10mg/ml (Ready to use
infusion bags 1200mg/120ml, 1400mg/140ml and 1600mg/160ml).

5. Now, therefore, in exercise of the powers delegated under para 32 of the Drugs (Prices Control)
Order, 2013 vide S.0. 1394(E) dated 30th May, 2013 issued by the Government of India in the
Ministry of Chemicals and Fertilizers, M/s Sun Pharmaceuticals Industries Limited is exempted
from the provisions of DPCO, 2013 under para 32 (ii) of the said order in respect of above said drug
viz. Ready to use infusion bags Gemcitabine Hydrochloride Injection 10mg/ml (Ready to use
infusion bags 1200mg/120ml, 1400mg/140ml & 1600mg/160ml) for a period of five years from
the date of the commencement of its commercial production in the country.

5. The company shall inform NPPA of the Maximum Retail Price fixed by the company in respect of
above said formulations by issuing a price list in Form V under DPCO, 2013.

PN/202/70/2019/F F.No. 8(70)/2019/ DP/Div-11/NPPA

(Prasenjit Das)
Asst. Director



