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T 3R Seiter Ao
( 3frwer faamr)
(T 3ftwer goa frerivor yrfientor)
3w
7 faoeft, 9 faaws, 2014
BT, 31, 2292(31).—afF WRA WBR & AT AR SRS AT & A6 29 3R, 1997 & Ahed
9. 33 /7,/ 979 3MME—1 §RT ISR AT9eT Ho {FRIROT UIEBRoT T RITUAT, 317 a1l & |1l gy ATvferi qerm A
% e FEiRT B IR I7H uRac afe PIS 2, Bl ERIE v, AR vl 3R AR & Jeai iR TR
G 3R ST (g o) Saer (SIilel) & UGl &7 SR &3 & oy & g o |

2. ST, SRS & Te ATIeTDH arai TR BiAdl IR G & Y Iuered & b g8 gifad o
P forv 8, 3R RT & A STadd <IRITAd & 3194 faAifdhd 12—11-2002 & eI H THTAUT FR&T 3688 /2003
(RT G g1 &. T, AT AR 379) H 39S 3IR S &Tdh @il Sl I o efad g IR Jed o |
qIe} 81 8l IR - Ig JFARAd o & fou e fad € iR

3. qAT T4fh AR Ud IdRe HANGA & B3 H. 1394(30), 36 30 A, 2013, AMATID IR
AT, 1955 BT GRT 3 3R 5 GRT Uad ATRTAT BT TANT B 8Y URT 21(1) 3R URT 20 Aied SR, 2013 & fMfds
RETHT & Fdy H AfFT ST MR H Dl TR &I 3R F TAUT & g | f3ar g

4, ToIT SIRAISH, 2013 B URT 21(1) H =7 ATl & A1 AR &, Sdh ARBR Aq(erd Al ik
Fggfa AT # siafde afdha wufTe el $T IeuTe 3R ST BT AR BT AR Jggfad A
3R sy faffcRl # sidfde s wuiTe el & fafFmiar s aeer & wReu—I11 # JorT fa=orT e meT aem
|

5. qoI e ST, 2013 & URT 29 H WA 8 o uss fafemiar |fsha Wi sraudl & aafdard
e a1 S\a g1 AT A1 Rl 3R S8 g1 fAuforT sfiwferi &1 ggsr, St 1 AMET 81, BT 1ol AT 3R
ARl & JFeh 3k Ui 3R TRBR §RT AHI—FHT TR JATRIRIT U 3= 31erg Al T 3R TRBR Bl fhdl
3TelRg 1 #T PR SR fAfFETAr & aRER uR U s1fiiei & fAeror oee ol wifad 8rfl |

6. TAT STafh 39 HdY H IRBR A AfFTAT S T BT |9 &7 8, 3R v9de I8 ff e & &%
AT SeaTes Wk 3iR q@rel & g AL a91¢ X@ & forg iR I8 W1 GRRed s & ar Sidiie, 2013 &
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et SrggE—11 & BiH—II1 & foaTel e v &R Y8l 8, 39 37eldl WRDR /IR 06101 e 4 yger fafa
Tedal IATET I Hafd Reprs TR /g1 8117 |

7. q SElh S AEYIh AT U T Tk 9H, S TEArCfor, T s 3N T
AR o HTSTEM o HehTS R+ TERIHATHTE Mo i Helfian ik et Garsm 1 s SrdiEien, 2013 & a&d ST9E
¥ wdde & e Frafr Rt § sqen @ ik tEn vdia g @ 7R sed gefa fafaet Qe aer st deenst o
= TaeH 1 W Sl T I W@ R T, S99 aE & "o Ul 3R STawHsh Jansl i Suered 39 % e fae
1 It Y W R

8. TEFAT 316 1,371 F. 1394(37), T 30 7€, 2013 1 THE To Seiteh HolTerd, HIRd RN gl SR Sty
(e Foson) 3R, 2013 o TAAGIT A Sievge a%] Afem, 1955 H OR 3 R 5 5R W 21(1) R T 29 Gl
Srdieiet, 2013 & Ffds Rkl & Gaen o yea vl & 9@ F g, SHed § S R g T © R T we
v € T 58 gR qeft geifera weii & fmfaetemeast T 21(1) o fifed sravashaet & @ e w3 g
SrdiEitan, 2013 & U 29 & A=A IR AR o qEd AW 12 FWEA hi SR IR et SMehe Wl e % Syers S|
gft formfanel/smamaent 1 g suds T 7 § ffds snavaes st 9 et wH % gaeE  foe ue eruer fad
TART T 36 SAET & S BH & 96 Hel & 3T/ T ST

9. UGt U 8 T ST/ TUTeH = B4 1 feorfa & fmfar/faaum s/ smade stavas a5 sifufey,
1955 % JTERTER TEeMl &% T8 Selis hRAE o [T TR |

10. e Tt & forg frmfayfauom wet g9 emew ik 5o Seaifea vl & ia 99 td T9R &9 9
TG B

[R1.%./150/18/2014/fa/%1. &. 15(3)/2014/fsa.-1T1/addT]
Tt Sifama, steae

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)
ORDER
New Delhi, the 9th September, 2014

S.0. 2292(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-PIL.1
dated 29th August, 1997 inter alia, to fix prices and notify revisions, if any, of drugs, monitor the prices and
availability of scheduled and non-scheduled drugs and oversee the implementation of the provisions of the
Drugs (Price Control) Order (DPCO); and

2. Whereas the aim of the DPCO is to ensure that essential drugs are available to all at affordable
prices, and the Hon’ble Supreme Court of India vide their Order dated 12.11.2002 in SLP no. 3668/2003 (Union
of India vs K.S. Gopinath & others) have directed the Government to ensure that essential and life saving drugs
do not fall out of the price control, which has the force of law; and

3. And whereas the Ministry of Chemicals and Fertilizers vide S.0.1394(E), dated the 30th May, 2013,
in exercise of the powered 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 21(1) and para 29 of the said order to
be exercised by the NPPA on behalf of the Central Government.

4. And whereas para 21(1) of DPCO inter alia authorises that the Government, shall monitor the
production and availability of scheduled formulations and the active pharmaceutical ingredients contained in the
scheduled formulation and the manufacturer of scheduled formulations and the active pharmaceutical ingredients
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contained in the scheduled formulation shall furnish the information as stated in Form-III of schedule-II of this
Order quarterly.

5. And whereas para 29 of DPCO provides that every manufacturer shall maintain records relating to
the sales of individual active pharmaceutical ingredients or bulk drugs manufactured or imported and marketed
by him, as the case may be, and the sales of formulations units and packs and also such other records as may
be directed from time to time by the Government and the Government shall have the power to call for any
record and to inspect such records at the premises of the manufacturer.

6. And whereas the NPPA, which has been delegated with the powers of the Government in this
regard, is of the considered view that every manufacturer shall maintain the production level and adequate
supply of the medicines and also ensure submission of the information in Form-III of the Schedule-II of the
DPCO, 2013 quarterly. Further the manufacturer shall keep the records ready for producing before the
Government and / or inspection thereof.

7. And whereas the scarcity of certain essential medicines, namely, Anti-Snake Venom, Rabies
vaccine, Rabies Immunoglobulin, Albumin Injection and Anti-malarial combination of Sulfadoxine + Pyrimethamine
Tablets has been reported to the NPPA and in absence of regular reporting under DPCO, 2013 by the
manufacturers it appears that the concerned manufacturers are not maintaining normal supplies of these medicines
in domestic market and/or Institutions. Hence, the availability of such vital and essential drugs has been affected
many parts of the country.

8. Now, therefore, in exercise of the powers delegated under para 21(1) and para 29 of the Drugs
(Prices Control) Order, 2013 vide S.O. No. 1394(E) dated 30th May, 2013 issued by the Government of India
in the Ministry of Chemicals and Fertilizers, in exercise of powers conferred by section 3 and 5 of the Essential
Commodities Act, 1955, the National Pharmaceutical Pricing Authority after being satisfied that it is necessary
in the public interest so to do, hereby direct that all the concerned manufacturers / importers shall comply with
the requirements contained in para 21(1) and provide the month-wise production and sale figures for the last 12
months under para 29 of the said Order immediately to the NPPA. All the manufacturers / importers of the
essential medicines specified in para 7 above shall also submit a compliance report of resolving the shortage of
these drugs in the country immediately but not later than 96 hours from the date of issuance of this notification
to NPPA.

9. In case of failure / non-compliance of para 8 above, the manufacturer/marketer/importer shall be
liable for penal action under the relevant provisions of Essential Commodities Act, 1955.

10 The manufacturer/importer/marketing company for the above said formulation(s) shall be jointly
and severally responsible to comply with this order and conditions mentioned hereinabove.

[PN/150/18/2014/F./F. No. 15(3)/2014/Div-11I/NPPA]

INJETI SRINIVAS, Chairman
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