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(®) Swaa sgygfaa AR & S /amam@ ik 9 & g 4 fefaei @1 sivg (qea
frra=or) e, 2013 & A [ & »iH 11 & sNSIvwd & Jredq 8§ WR iy &l &v o)
31 Ruld yega s | Sudad ggfaa Al & fefor &1 «13 fafar Sares s & @
$@d Bl dl sHP I TNy I Fad SRR s9e SN § R Igyfaa fatiRifn @
IATEA IR I $ 97 B BT /P 2 dl 98 I3 @ [y 4 5: 78 vga A 1 & »id IV
H wXe) Ay &1 yEgd HRIAT |

(1) fafssrtar an fauer v, Swidd @ aReft A4 <ol aiftreaw gea 3k el &1 uraa 9 sl
2 dl d Imawdsd axgu Ifafawm, 1955 @ wrer ufsa Srfieisn, 2013 @ yraal @ Il «w wfa
AftrgaRa f¥r & oW1 A & fag IR B8

(31) 39 e ¥ SWidd ARV & wWH (2) ¥ @) aer gfafke ¥ fafafds ¢ fafafiftay & da) &
Iftrpa erd a8 @ aRvmTeEwy, ffead a1 g g faffRa s afs <18 a1, @t f& 9
e 9 yd O gY °, &@a: g1 AfpHvT 8 Wi |

[®1. ¥./202/70/2019 /U% /®I. 4. 8(70) /2019 /31t / gadifig—fsdi-11]
JA-ToNd <9, GEre fRee

ORDER
New Delhi, the 8th November, 2019

S.0. 4061(E).—In implementation of directions given in line with review orders issued by the
Department of Pharmaceuticals (DOP) vide order(s) specified in column (6) of the table herein below
passed by the Department of Pharmaceuticals under para 31 of Drugs (Prices Control) Order, 2013 and
in exercise of the powers conferred by paragraphs 4, 6, 10, 11, 14, 16, 17 and 18 of the Drugs (Prices
Control) Order, 2013, read with S.0. 1394(E) dated the 30th May, 2013 and S.0. 701(E) dated
10th March, 2016 issued by the Government of India in the Ministry of Chemicals and Fertilizers, and in
supersession of the Order(s) of the Government of India in the Ministry of Chemicals and Fertilizers
(National Pharmaceutical Pricing Authority) specified in the Column (7) of the table regarding
formulation specified as mentioned in the table in so far as it relates to formulation pack mentioned in
the table below, except in respect of things done or omitted to be done before such supersession, the
National Pharmaceutical Pricing Authority, hereby fixes/revises the price as specified in column (5) of
the table herein below as ceiling price exclusive of goods and services tax applicable, if any, in respect
of the Scheduled formulation(s) specified in the corresponding entry in column (2) of the said Table
with the dosage form & strength and unit specified respectively in the corresponding entries in
columns (3) and (4) thereof:

TABLE
Sl. | Name of the Dosage Unit Ceiling Review Order Existing SO
No. | Scheduled form & Price number and date number and
Formulation Strength date
(Rs.)
(1) (2) (3) 4) (5) (6) (7)
1. | Tiotropium Inhalation Per 2.36 31015/07/2019- 1485(E) dated
(MDI) 9 Metered Pricing dated 29.03.2019
mcg/dose Dose 21.06.2019 (at S No. 805)
Note:
(a) All manufacturers of scheduled formulations, selling the branded or generic or both the

versions of scheduled formulations at a price higher than the ceiling price (plus goods and services tax
as applicable) so fixed and notified by the Government, shall revise the prices of all such formulations
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downward not exceeding the ceiling price specified in column (5) in the above table plus goods and
services tax as applicable, if any.

(b) All the existing manufacturers of above mentioned scheduled formulations having MRP lower
than the ceiling price specified in column (5) in the above table plus goods and services tax as
applicable, if any, shall continue to maintain the existing MRP in accordance with paragraph 13 (2) of
the DPCO, 2013.

(9 The manufacturers may add goods and services tax only if they have paid actually or if it is
payable to the Government on the ceiling price mentioned in column (5) of the above said table.

(d) The ceiling price for a pack of the scheduled formulation shall be arrived at by the concerned
manufacturer in accordance with the ceiling price specified in column (5) of the above table as per
provisions contained in paragraph 11 of the Drugs (Prices Control) Order, 2013. The manufacturer
shall issue a price list in Form-V from date of Notification as per paragraph 24 of the DPCO, 2013 to
NPPA through IPDMS and submit a copy to State Drug Controller and dealers.

(e) As per para 24(4) of DPCO 2013, every retailer and dealer shall display price list and the
supplementary price list, if any, as furnished by the manufacturer, on a conspicuous part of the
premises where he carries on business in a manner so as to be easily accessible to any person wishing
to consult the same.

) Where an existing manufacturer of scheduled formulation with dosage or strength or both as
specified in the above table launches a new drug as per paragraph 2 (u) of the DPCO, 2013 such existing
manufacturer shall apply for prior price approval of such new drug to the NPPA in Form I as specified
under Schedule-II of the DPCO, 2013.

(g) The manufacturers of above said scheduled formulations shall furnish quarterly return to the
NPPA, in respect of production / import and sale of scheduled formulations in Form-III of Schedule-II of
the DPCO, 2013 through IPDMS. Any manufacturer intending to discontinue production of above said
scheduled formulation shall furnish information to the NPPA, in respect of discontinuation of
production and / or import of scheduled formulation in Form-IV of Schedule-II of the DPCO, 2013 at
least six months prior to the intended date of discontinuation.

(h) The manufacturers not complying with the ceiling price and notes specified hereinabove shall
be liable to deposit the overcharged amount along with interest thereon under the provisions of the
Drugs (Prices Control) Order, 2013 read with Essential Commodities Act, 1955.

(1) Consequent to the issue of ceiling prices of such formulations as specified in column (2) of the
above table in this notification, the price order(s) fixing ceiling or retail price, if any, issued prior to the
above said date of notification, stand(s) superseded.

[PN/202/70/2019/F/F. No. 8(70)/2019/D.P./NPPA-Div.-II]
PRASENIJIT DAS, Assistant Director

e
<3 faeefl, 8 TawR, 2019

BLIAT.  4062(3).—ARd IRGR & AT 3N Id$G FHATAT §RT S HT0 AT0 1394(31) ard@
30 WS, 2013 3X HI3M. 701(31) a@ 10 #1d, 2016 & w1 ufea vy (@wa A=) Qe 2013 @
T 5, 11 R 15 gRT USed AfFdAT &1 YA &d gY, U 3itwg Jeu fuivor gifawor (Rt
dferd wu A wdidiy wer wrar 2), A @ arehl & w9 (6) 4 faffds g g1 91 Saa Aot &
wWH (3), (4), X (5) ¥ g gfafeat & fafifds gaaar, so$ (gfe) sk fafmiar ek fagee
FHfEl & 9/ Gfdd W9 (2) 7 @ g yfafle ¥ 9 ydAF 9, ¥ w9 991 ), IR SIS 2, @)
BISPHR AfTHTH T Jed & U 7 Fga o=t 2



