AR & OT07, RN, RT—2 WS 3, SuEsS (1) § gawrerref

TR AP
AR 3R SdRB HAT
Toer faumT
MY 3f9e g HeiRoT uiferanRoT

T8 faoell, IRRE: 08 Fd&R, 2019
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®1.311. 4061(E) — 3itvg faurr grr silwg (o A@3v0n), 2013 @ U1 31 & Siada uiRa sad
M arefl @ Wy (6) A faffde sl @ grr 9 gafdaiea sneel @ ded 4 fad g
fadel @ di=a9 4 iR 9RT WER @ [ IR IdXG AATAT §RT SR HI0 310 1394(31)
aiE 30 WS, 2013 AR HI0 310 701(3N) ARG 10 AT, 2016 & A ufsa Awy (HHa 701
TR, 2013 @ URT 4, 6, 10, 11, 14, 16, 17 3R 18 §RT Yacd AMRAT &1 YINT $d gY 3R ARV &
wWH (7) ¥ fafAfdse 9Ra WReR & WA R Ide d3@d, (g sitvg qea MeiRon
g @ AR @ AHHU A, WEl db SUHI W 1k @ urell & ke der 9 2,
39 qral & Ry, 3 avd gy e 0 Afirsdor & gqd A w2 A1 A @1 v fea
T 2, U ditvy geu feiver gitevnr (Rael wfRa v 9 gadidie ser mar 2) i @)
IRl @ wWw (5) ¥ fafafdse siftreaw o1wa @ Saa Ol @ w9 (3) 3R (4) ¥ HHe: dwe
gyfafteal 4 fafifde gue w¢ @ ygdadr ik soE  Afed S9 4aRrvll & w9 (2) 4 @1 dar
yfafte ¥ fafafds sqyfaa fafafifal & @ y@e w o axg @ Qa1 o=, 3fe a1 3, &
Bl AHaq dd & wL ¥ g st &

arofl
%. | srgygfaa Gid w9 U4 | 3hIg Aftread | gafddie snQw 4. | diger &I o 4.
. | fafafifa &1 | g9ean $Hd | gd aNg LEEGIRIC]
Bt (%)
(1) (2) (3) (4) (5) (6) (7)
1. | feargifm ERLENE gfar #ex 2.36 31015/07/2019- 1485(a1) famis
@ arE) 9 | St e Freior arée 29.03.2019
TSl /S 21.06.2019 (4. 805)
die :

(@) ¥R gRT 39 YR Fraad @1 13 3R AT &1 13 ffredy @md (9 9% td 94T @,
Sl @r, ) 9 f¥re @ha w ayfaa i @ gise a1 S°Re a1 4 suidl &1 49 @
agyfaa fafAfifr & w fafsian, Swea arell & w@w (5) 9 afvfa siffeaq da (g9 ax
Ud 941 &%, ol ar &) 9 3ifre it ¢t fafaffaat o oa &1 sty detem ¥

(@) Sugad ARVl (G4 9K ¢4 a1 &R, §l a0 8, AT $Ig 8)  wWH (5) 4 faffdse sferaaq
Hed @ W&l &9 Yol o dledl Uk affa sgyfaa fafafifter @ wft wigar fafwiarn
SIARAIBN, 2013 @& U7 13(2) @ IHR dI¥] UG WAl HX & HAI<GIT WR IWUIE Yoo 3R W @




TR D PRI ARBAT Gl Yod H g3 gl @ 3Ac@r AlSal AfHdd el Jed &l FRaR I91Y
R |

(M) rR fwiarRl 4 Swed arefl @& W9 (5) # dftfa ffead va R WeR &1 9w o
HIAH fHA1 @ A1 I8 < 2 A1 d 9% U9 94l B Bl Sl 9dd o |

(&) aftweg (e =0T ARY, 2013 & R 11 9 Y Y y@uEl & ded wwfaa FHafaet
@l Sudad arvll @ w9 (5) 4 faffds afreaq oa @ smar w sgygfaa AR @ dof
& feru siffraan @ma fFaiRa ¥ | Fafar sitve (e Fa0) Qe 2013 @ RT% 24 & dgd
BIH-V 4 fgaar @ adig 9 NSt & ded 9 W) iy 31 e ed Al ol
B qAT SHB Hid T el fFFel sy fafawtar faaval &1 o & |

(8) aitvg (You AT 3MAT, 2013 & 24 (4) & SUSHT D TR YAD FHed: [Aadr iR fada
fafestar g1 fav v ®u & 09 uRER, o171 SRITR &1 39 YoR fHar o @1 8 fo saa uxmet
@ 32 ([Hdl Afdd & fAY uga A9 &1, 98] SUD [Hdl Weegd WM WR diFd Gl AR YRS
g, afe &ig 8, & qushRia am|

(@) Sudaa Al & ¥ (5) 4 faffdse ffreay g @ fay fafafds sqyfaa R <
fafafdse faff=1 a@s iR yaaar @ =1 PR wigpar Fafarl grr e a8 3itufr &t g svar
2 dl 39 ugd Silvy (Yeu FEFv) ke, 2013 @ RAUTE 2(Y) @ ATUR Ay ([eu D)
AR, 2013 & dgd A [ A fafafdsee wrf [ & " @ gdidie § e faiRor 2q e s
BT |

(®) Swaa sgyfaa ARl @1 Sare /mama SR 99 & =g A FEfaei &1 sitve (o
FrIavn) aeer, 2013 @ YA [ & »iH [ &1 asdSigagd & aregd § "Wk Eddiy &l &%
foardl @ RuId yxga & | SWaa sgyfaa ARkl @ fFefor &1 «1s fFwiar Sakd 9<
I BT D @ dl 3D GAAr TTANT Bl J@Ud HENT| 3HS G A IR Iqgfad
fafafif & Icre SR ATa @l 98 A BT $WD @ dl 99 d B fafy 4 8 wdH usd
Al & »id [V 4 9xar iy &l gxdd d |

(=) faffmitar ar fauerE S+, SWidd i arefl ¥ gerid sifeaq qe sk wal &1 uraq Jg
$dl 3 dl 9 WS a¥gl AfRE, 1955 & wrer ufda SNdRAIeI, 2013 @ y@EEl @ 3|
1ol wfza aftrgaiRa Il &1 o9 &34 @ fag <rRfY &1

(31) 39 3R ¥ SWIdd IRl & W9 (2) ¥ @ axa yfafie 9 fafafdse 3@y fafafifoar =
dol @1 3ffredy sHa Fraa 89 @ uRvmawy, 3ffredd a1 gau yea FaiRa s afe «1s
g, ol f& g9 ander 9 yd o gy 3, w@a: & if¥rpHAvr 8 S |
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(To be published in Part II, Section 3, Sub-section (ii) of the Gazette of India, Extraordinary)
Government of India
Ministry of Chemicals and Fertilizers
Department of Pharmaceuticals
National Pharmaceutical Pricing Authority

New Delhi, 08t November, 2019
ORDER

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 form Unit Ceiling Review Order Existing SO
No. | Scheduled & Strength Price number and date number and date
Formulation (Rs.)
1) (2) (3) 4) (5) (6) (7)
1. | Tiotropium Inhalation Per Metered 2.36 31015/07/2019- 1485(E) dated
(MDI) 9 Dose Pricing dated 29.03.2019
mcg/dose 21.06.2019 (at Sl. 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 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.

(c) 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.

(f) 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 NPPA4, in respect of
production / import and sale of scheduled formulations in Form-III of Schedule-II of the DPCO, 2013 through
[PDMS. 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.

(i) 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.-1I

(Prasenjit Das)
Assistant Director



