AR & o707, RN, RT—2 WS 3, SuEs (1) § gaprerref
AT 3R SdRG HAT

aMwer favmT
IS 3y Heg fAeiRor grfdresor

% feoeh, dNRg: 14 WA, 2019
e

BT, 2943(3):— A SMgFHdaR SAIA2T g1, for. g1 v RRA A—fofis / faaiwmta sotae=

3 fay urssY 50 fm @ Sif@aw gy @& IR § IR Sdq) (M) 5078 /2018 & & VH

19639/2018 ® IR ® A facell S=a ~maTey @1 fsdfiow dic & fe-® 05.02.2019 & 3y #
fag fdul 3 TRA WHR & WA IR IS AATAT T O B1. 3. 1394(31) ai@ 30 WS,
2013 3 HI. 3. 701(N) A 10 714, 2016 & ATM UfSq siterer (@wa Fa307) 3R, 2013 & =T

4, 9, 11, 14, 16, 17 3R 18 §RI Uscd SfAT BT YINT I Y, AT Rd IR $ [T AR
SdP HATAT, (RIEEI Sitwe Agy feiRor gifrever) @& AW AR BI. AL 1485(31), f&Td 29 w1,
2019 @ 3JMSY & HA 4. 52 AHAT A W&l d& U1 G- fd o arvll & fafafifa daf | 2,
S qral & far sftrea svd gy o U9 siftper @ qd fhar wam @ A1 e} &1 @i fear
T 2, R @ et @ Wy (5) ¥ fafafde afrean Fma & sea Rl & W@y (3) iR (@) F
Haer: acerr gfafteat § fafafdse ge wu vd yaaar @ik s&8  afza Su arvft & w9 (2) 9
¥ g ufafe # faffds sqgfaa fAfafita & @ v 3 ~g @ 991 &= 3k @i 2,
Pl BIgHY AfTHaT Iad @ ©U A g sl &

arofl
3.9, agyfaa fafafifa &1 am Gdh ®U U9 g9odl IPIS Jferpan
IHa (%)
1) (2) (3) (4) (5)
1. | vwreRRE d-fafrs IO RME & fay USsY 50 gfa 4 3136.81
i
2. | vwrReRRE fi- fauvma | soieeE @ fag ussy 50 gfa 4 7306.60
i

die :

(@) G¥PR gRT 39 YR FrRad &1 13 @ik ftrgfaa a1 18 aiffeaq sa (g9 9%
Ud a1 &x, Sl R 8l) 9 Afte $d R aygfaa AFRikaT & siss a1 99 Rke
a1 <l wuiadl & 49 @ sgyfua fafafifal @ wi fafwfar, sugdea woft @
w4 (5) A afdia siffredy $Ha (U9 9% td Qa1 &, S dr 8l) | &ifte avil ¢l
fafaffaat & $a &1 siEhyEl gadeaer ¥ |

(@) | Higar fFafarRnl & Swad &Y sgyfaa RARIRET @ sffrear gaa
P Sugdd ARl & wWw (5) 9 fafafdse sifdrean @wa avg vd dar o wfzg 4
$H T dl, o8l ®al Wl drF) Bl Siv" (Yeu fFrAvn) e, 2013 & RU% 13(2) @
ITER IUDI HIGET AfHdH YT BIHd I §-1¢ IEAT BT |

(1) 3rR ARl A Swad Rl & w4 (5) 4 affa siffedq Fa .’ wRaR &1
g § HId fHar 2 A1 I8 T @ Al 9 9¥g UG WAl HR Pl Gl Gdhd 3 |

(&) sitwg (fea FRFUN) 3mQer, 2013 & REM® 11 4 fQy ¢ y@uEl & d8d
wwfea fFafael & Sugdda aroh & w9 (5) 4 fafafds iffredw awa & smearR




R Igygfaa fAfAfifal @& daf & fay affreaw ewa FuiRa & fFAafar sitww
(qea o) ancer, 2013 & RET® 24 & dgd BiEH-—V H IRRgEm @ adi@ 4
A NEITHTH & A1 4 ¥R UINY &l U Jed YAl ORI ) a1 IS Hidl
oy 3itefy fasel iy fafmfar faavel &1 o &Y |

(8) sitwer (gou FREFUT) AR, 2013 & 24 (4) & IUSEl & IFAR UAD HTHY
fAoar v faawe fafmiar g1 fav 10 wu 4 9 URWR, o@1 HRIAR @ 39 UaR
far <1 @1 2 & Sud Wl @ swge fedl =fed @ fau uga e @8l 9wi
S el WEoqe vnT R dHd gdl R Re gdl, afe «Is 8, H guslRia
BT |

@) Swaa arefl 4 Fon fafafdse o a1 ygaar a1 <A1 & WA IYfAa
faffifa &1 +1d Al faffwiar sivea qea FaEor enqw, 2013 & OR1 2(Y) @
ITUR PIg A3 3N &1 oa sxar 2@ df w4 Higer fAftEiar &1 silvg (g
i) Qe 2013 @ AYA-I @ siavia gen fafafdse wri-1 4 gadidiy <1 ¢
g AN & JYou uqd IFHIGA BY AdGd BIAT BT |

(®) Swaa aqyfaa AR @1 Scued /smaa ik 99 & w=g 4 fFwidas
@l 3wy ([ea FIFA0) Qe 2013 & Al 11 & Bid 111 S ASUISITAYH & AT=dH
A WX Y &1 & ol @) Ruid yega & | Sudaa srgygfaa fafafifon &
i &1 eI FEfar SR 9< A @1 398 8 d g9l gaqar didig &1
APTT HIRT| 39 G- H IR Iqyfaa ARl & Iwes sk smaa &1
¢ B BT 3WD 8 dl 95 d3A @) fAfy d 5 7R ugad gA 11 & wid [V A
TRHY AN S g¥gd BT |

(=) fafvstar I fauo wl, SwRiad <@ areft 9 <l afeaw e 3k waf
®I Uled 18] &Rl & d 9 Iawdd Ixgy IAfRFH, 1955 @ @i ufed Srddiai,
2013 @ Yraal & 3EfiF saror wfga siftryaiRa ¥ &1 o a9 @ fow <rRfY =81
(1) 39 AR A SWidd ARVl & wWH (2) 4 & aoel gfafe # fafafdse o«
Rkl @ el @1 sffeay ama g 84 & aRvmraeu, affeds a1 gaa
qeu FreiRa ander afe &g &, o & s ey @ qd o g 2, w@a: & afsavr
gl S|

®i.¥. /201 /69/2019 / Th B1. |0 8(69) /2019 / Sl / g-ididiv—f&dI-11
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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 Pharmaceutical Pricing Authority

New Delhi, the 14th August 2019
ORDER

S.0. 2943(E): In compliance of directions given in line with Hon’ble Delhi High Court order dated
05.02.2019 in writ petition (C) 5078/2018 & CM No. 19639/2018 filed by M/s Lifecare
Innovations Pvt. Ltd. in respect of ceiling price of Amphotericin B (Lipid / Liposomal) 50mg
Powder for Injection and in exercise of the powers conferred by paragraphs 4, 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 item specified at Sl. 52 of the Order of the
Government of India in the Ministry of Chemicals and Fertilizers (National Pharmaceutical Pricing
Authority) S.0. 1485(E) dated 29th March 2019 regarding formulation packs mentioned in the table
in so far as it relates to formulation packs 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 the price as specified in column (5) of the table herein below as ceiling price
exclusive of goods and service tax applicable, if any, in respect of the Scheduled formulation
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. No. Name of the Scheduled Dosage form & Unit Ceiling Price
Formulation Strength (Rs.)
(€3] (2) (3) (4) (5)
1. Amphotericin B (Lipid) Powder for Injection Per Pack 3136.81
50mg
2. Amphotericin B (Liposomal) | Powder for Injection Per Pack 7306.60
50mg

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 local taxes 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 local taxes 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 local taxes 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 local taxes 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
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-1V
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/201/69/2019/F F.No. 8(69)/2019/D.P./NPPA-Div.-11

(Prasenjit Das)
Assistant Director



