RA & TOT93, NIRYT, YT—2 ©$ 3, SuGs (ii) # ydbremmet

YRT TRPR
AT 3R FRB FAT
ey o
IS 3o Hed MeiRoT gTieransoy

T3 foeeh, aRRE: 26 S, 2019
AT

BIIAL. 2137(31):—3iwe 9T gRT Silwe (Yea A0, 2013 & URT 31 & iavid Uik sadq <A
arvll & wWH (6) H faffdse sl @ g1 oY gafdaie sneen @ ded 4 fad g fden @
Hrafgad # 3 ARd AR & WA 3N Idd HATAT gRT SRl 10 AT0 1394(31) aRIG 30
A3, 2013 3 ®I10 AT0 701(31) ARG 10 A1, 2016 & AT ufsa 3wy (@ywa fAA=wN) e, 2013
@ URT 4,6, 10, 11, 14, 16, 17 3R 18 §RT Yscd AT &I YA Hd gY 3R AR & wH (7) A
fafifdsee vRd WReR & WA R IR JATET, (IS Sty Joa FAeiRor giftreen) & sneen
@ AfeHvr H, Sl 9 Sue gy Ak o vl & fafafifa dof 4 2, S99 qal @ e,
Aftrspra w3xd gu 2 U9 Afdrspwvr @ qd fdar wam @ a1 oA &1 v fHar @ 2, s
3w Yo fAgiRor yiftexe (Grael |@fira s 4 gadidiy sar sirar 2) ik @ arvll @ w9 (5)
4 fafafdse aftreay ova @ Sqa arvll @ W (3) AR (4) d waer acel yfafkear #
faffdse e w ¢d ygadr ik s@8  9fkd S9 arvll @ w9 (2) 9 o g gfafe o
fafifdse sqyfaa fafAfifl 4 4 e W arp 9\ @ a1 ax, IfT HIg 2, B BisH
ftreaw omad @ & A g sl @

Aol
®. | Igqfaa RIS ©L U4 | 3Pl i | yAfdei®d amaer 9. | JiSEr &I 3. 9.
<. | fafsfifa &1 | ggararn B Uqd aiEg Uqd aiE
| (®.)
(1) (2) (3) (4) (5) (6) (7)
1. | fecw ciwdlgs | golaRE gfa da 10.61 | 31015/46/2018- Jeu 1485 (1) faias
(0.5 fafer) frerizor arfra 29.03.2019
19.03.2019 (s.3. 795)
2. | feea <lavlgs | golaer gfa da 22.94 | 31015/46/2018- Hca 1485(ar) fasias
(5 fafer) foerivor ardra 29.03.2019
19.03.2019 (%.4. 796)

e -

(@) ¥R gRT 39 YR Fraad @1 13 3R AT &1 13 ffredy @md (9 9% td 94T @,
Sl @r 8f) 9 f¥re aha w ayfaa i @ gise a1 S°Re a1 4 suidl & 949 @
ayfaa faffifr & w fafsiar, Swea arell & w@w (5) 9 afvfa siffeaq da (g9 g
Ud 941 &, ol ar &) 9 3ifre aft Ot fafaffaat o ova &1 syl detem ¥

(@) Sugad ARVl (G99 9&] ¢d a1 &R, §l 0] 3, IfT $ig 3) d WY (5) 4 fafFfdse siferaan
Hed @1 W&l 9 ol oI dldl $ux afdfa sgyfaa faffify @ s wigar fafwtarn
SIARAIB, 2013 @& U7 13(2) @ SIJUR 9] UG WAl B & HII<GIT UR SUIE Yodb AR aRT @
TR D PRI ARBAH Yol Yod H g3 gl & 3Aeral dlGal ARHdH Gaxl Yed bl FRAR 991Y
R |




(M) rR fwfarRl 4 Suwaed arefl @& W9 (5) # dftfa affead #va R WWeR &1 9w o
HIAH fHa1 @ A1 I8 < 2 A1 4 9] U9 A4l B Bl Sils 9dd o |

(&) aftweg (e =0T AQw, 2013 & R 11 9 QY Y gyl & dgd wwfaa FHafaet
@l Sudad arvll @ w9 (5) 4 faffds afreay oa @ smar w sgygfaa AR @ dof
& feru siffraan da FaiRa | Fefar sitve (Yo Fa0) Qe 2013 @ RT% 24 & dgd
BIH-V 4 fgaar @ adig 4 S NESIgiTd & ded 9 W) Y 31 e ea Al ol
B qAT SHH Hid T el fFFel siv fafastar faaval &1 o & |

(8) vy (You =TT 3MAT, 2013 & 24 (4) & SUSHT D IFIAR YAD FHed [Apdr iR fada
fafemtar g1 fav v ®u A 09 uRER, o171 SRITR &1 39 YaR fHar o &1 8 fo saa uvmet
@ 32 (Hdl Afdd & Y uga A9 &1, 98l SUd [Hdl Weeiged 9N WR diFd Gl AR YR
g, afe &ig 8l, & qushRia s

(@) Sudaa Al & w9 (5) 4 faffdse f¥reay g @ fay A< sqyfaa [fERi <
fafafdse faff=r a@a iR yaaar @ =1 aFR sivar Fafarel grT e a8 3itufd & afg svar
2 dl 39 ugd Silvy (Yeu FEFv) ke, 2013 @ RAUTE 2(Y) @ AGUR Ay ([eu o)
AR, 2013 & dgd Al [ A fafafdsee wrf [ & 9w @ gdidie § e faiRor 2q smaes s
BT |

(®) Swaa sgyfaa fafRifRal @1 Sare/mama iR 99 & =g A FEfaei &1 sitve (o
FrIavn) areer, 2013 @& YA [ & »id [ &1 asdSigad & aregd § "Wk Eddiy &l &%
foardl @ RuId yxga & | SWaa sgyfaa ARl @ fFefor &1 «1s fFwiar Sk 9<
A BT TS @ dl D AT TTANT B J@Ud HEAT| 3HS G A IR Iqgfad
fafafifa & Icre SR Ta @ 98 A BT $WD 2 dl 99 d @) fafy 9 8 wdH usd
Al [ & »id [V 4 a¥ar iy &l gxdd d |

(=) faffmiar ar fAuerE S+, SWidd ik arefl ¥ gerid sifeaq g sk wal &1 uraq agi
&l 3 dl 9 AaWS a¥gl AfFRE, 1955 @ W ufda SNdRAIeI, 2013 @ y@EEl @ A
ol ufed sfgwiRa af¥ & o &3 @ fog <R &8

(1) FAfa fedl N o= d& smaR & fag FEfar siffreas @wa 9 &9 & ferg faftaa gurfiga
grafre 99k ST & Wi Iu- fafafafa & fag faRmre g sAyies @ fav vadidiy € dus
BT |

(1) 39 QY A SWidd ARl & wWH (2) 4 @ axar gfafle ¥ fafafdse oA fafqfifoar <
Il @ If¥edy awd Fad 29 & aRvawy, Afead a1 g gea fAailRa e afe «1s
gl, o f& 39 Ay 4 qd 9 gu 2, w@a: & AfepHvr 8 SR |

®I.%. /200 /68/2019 / T%h B1. Ho 8(68) /2019 / Sl / g-ididiv—f&dI-11
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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, 26t June, 2019
ORDER

S.0. 2137(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. | Tetanus Toxoid | Injection Each Pack 10.61 31015/46/2018- 1485(E) dated
(0.5ML) Pricing dated 29.03.2019
19.03.2019 (at Sl. No. 795)
2. | Tetanus Toxoid | Injection Each Pack 22.94 31015/46/2018- 1485(E) dated
(5ML) Pricing dated 29.03.2019
19.03.2019 (at Sl. No. 796)

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.

() 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 NPPA, 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) For any other pack size manufactured, the manufacturer shall approach NPPA for specific price approval for
its formulations along with the relevant market data duly authenticated for fixation of the ceiling price.

(j) 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/200/68/2019/F F.No. 8(68)/2019/D.P./NPPA-Div.-1I

(Prasenjit Das)
Assistant Director



