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AT
T faeeft, 23 e, 2021

FT.3. 3937 (37).—Tath, HSI=TSIIer Sorsrere 500 faerizma/100 foeft Srdiefis 2013 & srqet- | & T=a
e Mgtha AR § o sa76 st fiva a7 2)

ST Starfeh, FE et wrETetesme ST r. forffes 7 727 39 % Ty wrfed it Fae § - HieAw
H et 3 forw 100 efiefies & & A2raeTee Soraerd AT (0.5% T /3T) #it ST srfersha® Hiwd & forw swerae
T g, S|H (i) Few-wrateatatod siT sew-eataford (i) wae-de T8t gET ST (ji) Fator / S / o @<
F T HEUOT Y IS HATAAT Al gie St fFers fHerard g

Siie Starfes, farsrosnt i ag-froas afafy 7 i 18.08.2021 #¥ sroft 354F = & 9rar f 100 fAefieher
% § SIS Soraerd AredT (0.5% T /2T) HareTeie Seraerd 500 fHeftuma /100 foeft % &5 8 i 7g v+
Fgifha AR 21 affa T o @ & G99 o FAEesed TEde foies & 100 fefieier &6 &
AT o st (0.5% T /3T) F T2 & % AT TATReH 6l drad § AT-TAT hed? & Tohol § A9
TeroaTd § S (i) FoF R o Y Sew-eier &rHar, (i) TAT-de Fgt g e (i) Fatr / e / freor w7
% T HEU AT FIS AT qol 2l

siie Starte, faerast £ ag-fuas afafy F frerfer £ of G ot stregerr wmiegfesren wzae i &
HeraeTsiier T5r 500 Frefms / et #F srfsman fiwa & 15% #F gl & Aqata af I T2 g 6 919
AT T ATAA § AL-TATH FHhed? § oot & for7 100 AeATeiies 0% & AT sorFa aredr (0.5% 57 / A1)
AR ¥ fro, e () Fer-aataratd @i dew- et (i) - a2 2 e (i) Rt / soeE
Toror &1 % T /GO A FIE FATAAT Aot g SHT ey Freraary §)

Y Safeh, TAAdT F st 9247 Trfaseor d3& fadi® 08.09.2021 # fAAw=i # ag-fauas afafa it
FRrTer &7 TR Fee &7 i foram 2

o e (Yo fAg=ron) sraer, 2013 % 977 11 % 37 977 (3) ¥ (4) FRT GG ARRAT FT TAN Fd g0
FT.3. 1394(31) faaie 30 W, 2013 F1.3m. 1192 (37) faAT 22 AT, 2016 T THAA ¥ IaHh HATAT, ATLT TLHRT
T ST 36T 3T o, St 9% A8 AT Fedw B §oer F forw 100 fAefietieT % § gErHeTee Soaee sredt
(0.5% wiv) & gafera & e (i) aew-wrafeataferdt siw Jeh-Hidfatords (i) Tav-ae 78t gMT e (i) fwir /
srerer /| forsgor w2 F S dguer it wrE @9radr a8t g St e Femard € arfersr i ® ARt
rfamtaret g [fEa, g sy g [Raiwor stieer (Rreer d@fem =5 § uafifio wgr smar 8) = it qreft
T % T (5) ¥ AfAfEE o i 36 Al # ' (3 )3T (4) # qoeumr gfafsEt # e guw v,
TIAAT, THTS/ THISAT F AT I<h AT F TTEA (2) | qeeart wfafe § AAfes sgiea A & w9 8§, ang
& TF AT FT I3 FIS 2T, Fl BIEHT ATTHAH T & &7 # [F7q F7ar

ot ‘g
FHA. EGUR] GITH &9 AT JFd] THTS Sfershas o
AT 771 St A1
A BIEFL(T.)
(1 (2) 3) (4) (5)
2 | greeTSie T &2 % ATT TATReF q1ae § -7 sheae § | i Fefy 0.23
oSt = forw 100fwtt 9 & SSrerer
(0.5%==/4T)/ 500fF=uT/ 100f=ft e
freroard §
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el ot

%.9. fafwtar #1am

(1) )

1 HEH AT BTHTEL e ST . frfies

() arferst U F wtew (5) # ARy srferman qoa e arferr ft & steafea AfRwtarst o= @y grar 81 arfersr
#t 7 fafafae Gfawmar, aw@r g FfEa i sfeg=a afesan o (A0 a5q U9 997 72 % 979 SEa) T
At w AT T FHA: IO T F Fwiaw (2) 377 (3) § ATy gers =7 3w yaear & a1 sqgfa @Red 5
FET TS AT SAATE a9 T 99 T@T &1 SULE ATrerT | Hiad (5) H ToF 3T AN e F7, IS FIE &, U Tl
At i Frwat v gerrtera wom S srferwaw i 7 sfeew 721 {)

() oFR e 7 Suda AR & W (5) H 9 Af¥ean HHd IR WREGR BT aRad H I Bar g a1
Ig 9 B 1 9 a%g Ud W4T IX Bl oils Ahd B |

() i ofivy (e FRIF) oeer, 2013 & IRUTH 24 & d8d BH—< H AR & ARG A e H
U g Gl SR BT |

(@) 3y (qoa =EA0T) 3meel, 2013 @ IRT 24 (4) & SUGH & AR TS Hedx [l AR fame fafmiar
gRT T 7 U & (4 gR¥R, SfEf SRR &1 39 ISR 61 o 387 2 & S99 WY & s9ga o afdd &
foQ uga o &1, 98l SHa [P WESIg™ | R BIHd el AR R I, AMQ PIS B, DI AU BT |

@) #r¢ srex Rfamtar s @ gfEersi amo Tt & frfAerser 9 5008ty 100f8<f & & ()
TF-HITUIAT 3T TF-HAtafeedy (i) § Tae-de a8l g o7 (jii) Faior/serss/ga9r F a7 F AT GG T Fe
YT TGl &, % oI ST ATawa® qoF F7 a1 FdT § dl a8 AT ATAHAH Tod ATHIGT & [T TAIIIT FT SAreaT
T

(=) e fro u s e giErearstt a1 Gl v & s ¥ oo fAetar s AT F et F o &fee
T AATET g UAYdT & §9% FeT|

(®) SwE IRl 4 fiffde e s & fog f[aftfde sy MR @ i [ W &k
gaerar § I 3R wiser et gRT e A3 SNl Bl offd rar & a1 S uger diiw (qou fRimwn) amaer,
2013 & IRMP 2(Y) & AJAR A (Heg 770N ameer, 2013 & dgd gar || 7 e »H | & #Jees 4
Y # e fufRer &g amded weAr 8|

(O) SWad srqgfua faFfkRl &1 Sared /mara IR 9@l & wwg | ARl & &iive (e i)
JMETM, 2013 & AT Il & BIH 11l B MSHSITATH & Aed F HRAR UGG H1 & foemd) @ Rard uwd
BT | SWYFd AFqgfaa [AFRFRRT & FEor o1 $I5 FEar ST §< B9 $ 59gd 8l dl g9l o
TTHYIT Pl AT HRRATT | 589 A | SR Sryfaa ARl & Iaes iR oM & 97 &1 &
SgH © Al 95 B Bl [ I ©: qEH gl Al 11 S B 1V H IR TAUIY DI UK BT |

(&) fafemiar a1 fauoE wwo, SWRIad SR ARl # <R e dH Jou iR rdl &l ureld 781 &’ & Al d
AP IR M, 1955 & A1y ufdd SIUIAIA], 2013 & UMEl & A TS Aied JETHIRT A B
S BT B fIU SR B

(31) 9 IS H SWRIFd AR & WH (2) # 31 g ufafte # fafafde wit bt & ot @1 srfdraas
FHd Fd g9 & aRvmRaey, Aifdemdd a1 Gaxr Jea FeiRd mewr afs @1 &1, o & 39 ey 9 4d oIy
gY 2, Wd: B IIfHH B SR |

[frUs/224/92/2021 /(. &. 8(92)/2021 /3t Y. /oadidiu-<1.#.-11]
TEAST a1, 39 g
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ORDER
New Delhi, the 23rd September, 2021

S.0. 3937(E).—Whereas, Metronidazole Injection 500mg/100ml is a scheduled formulation under Schedule-
I of DPCO 2013 and its ceiling price is fixed.

And whereas, M/s Otsuka Pharmaceutical India Pvt. Ltd have applied for separate ceiling price of
Metronidazole Injection IP (0.5% wi/v) in 100ml pack for packages in non-glass container in plastic bottle with euro
head having special features like (i) self-collapsibility and self-sealeability, (ii) not having air-vent, and (iii) there is no
chance of contamination during manufacture/ infusion/ admixing levels.

And whereas, the Multidisciplinary Committee of Experts in its 35th meeting dated 18.08.2021 observed that
Metronidazole Injection IP (0.5% wi/v) in 100ml pack is same as Metronidazole Injection 500mg/100ml and is a
scheduled formulation. The Committee further observed that packages in non-glass container in plastic bottle with
euro head of Metronidazole Injection IP (0.5% w/v) in 100ml pack of M/s Otsuka Pharmaceuticals Pvt. Ltd have
special features as (i) Self Collapsibility and self-seal ability, (ii) not having air-vent, and (iii) having no chance of
contamination during manufacture / infusion / admixing levels.

And whereas, the Multidisciplinary Committee of Experts recommended that an increase of 15% over and
above the ceiling price of Metronidazole Injection 500mg/ml be allowed to M/s Otsuka Pharmaceuticals Pvt. Ltd for
the formulation Metronidazole Injection IP (0.5% wi/v) in 100ml pack for packages in non-glass container in plastic
bottle with euro head having special features like (i) self-collapsibility and self-sealeability, (ii) not having air-vent,
and (iii) there is no chance of contamination during manufacture/ infusion/ admixing levels.

And whereas, NPPA in its 92nd Authority meeting dated 08.09.2021 decided to accept the recommendation
of the Multidisciplinary Committee of Experts.

Therefore, in exercise of powers, conferred by sub paragraph (3) and (4) of paragraph 11 of the Drugs (Prices
Control) Order, 2013, read with S.O. 1394(E) dated the 30th May, 2013, S.O. 1192(E) dated 22nd March, 2016 issued
by the Government of India, Ministry of Chemicals and Fertilizers in so far as it relates to Metronidazole Injection IP
(0.5% wi/v) in 100ml pack for packages in non-glass container in plastic bottle with euro head having special features
like (i) self-collapsibility and self-sealeability, (ii) not having air-vent, and (iii) there is no chance of contamination
during manufacture/ infusion/ admixing levels, manufactured by the manufacturers specified in Table ‘B’, the
National Pharmaceutical Pricing Authority (hereinafter referred as NPPA) hereby fixes the price as specified in
column (5) of the table ‘A’ herein below as ceiling price exclusive of Goods and Services 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/packaging specified respectively in the corresponding entries in columns (3) and (4)
thereof:

TABLE ‘A’
Sl. Name of the Scheduled Dosage form and Strength Unit Ceiling
No. Formulation Price
excluding
GST (Rs.)
(1) 2) 3 (4) ()
2 Metronidazole Injection (0.5%w/v)/ 500mg/100ml in Per ml 0.23
100ml pack for packages in non-glass
container in plastic bottle with euro head
having special features

TABLE ‘B’
SI. No. Name of Manufacturer
1 )

1 M/s Ostuka Pharmaceuticals India Pvt. Ltd.
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Note:

@ The ceiling price specified in column (5) of Table A is only applicable to the manufacturers mentioned in
Table B. The manufacturer specified in Table B, selling the branded or generic or both the versions of scheduled
formulations with dosage form and strength specified in column (2) and (3) of Table A respectively, at a price higher
than the ceiling price (plus Goods and Services Tax as applicable) so fixed and notified by the Government, shall
revise their 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) The manufacturer 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.

(¢) The manufacturer shall issue a price list in Form-V in compliance from date of this notification as per paragraph
24 of the DPCO, 2013.

(d) 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.

(e)  Any other manufacturer claiming separate ceiling price for Metronidazole Injection 500mg/100ml in packages
having special features like (i) self collapsibility and self-sealability, (ii) not having air-vent, and (iii) there is no
chance of contamination during manufacture / infusion/admixing levels shall apply to NPPA for separate ceiling price
approval.

()  For other special features claimed or any other pack size manufactured, the manufacturer shall approach the
NPPA for specific price approval for its formulation.

(9) 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 | as specified under Schedule-I1 of the DPCO, 2013.

(h) 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-1Il of Schedule-l1l of the DPCO, 2013. Any
manufacturer intending to discontinue production of above said scheduled formulation shall furnish information to the
NPPA, in respect of discontinuation of the production and / or import of scheduled formulation in Form-1V of
Schedule-11 of the DPCO, 2013 at least six months prior to the intended date of discontinuation.

0] The manufacturer(s) 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 (Price Control) Order,
2013 read with Essential Commodities Act, 1955.

M Consequent to the issue of ceiling prices of such formulations for specified in column (2) of the above Table A
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/224/92/2021/F/F. No. 8(92)/2021/D.P./NPPA-Div.-1I]
PRASENJIT DAS, Dy. Director

AT
T2 faeett, 23 Rrawaw, 2021

F.3AT. 3938(3T).— ST, HAEIA ST 20% T 2013 #iT AqgAT-1 F Tgd U (Agiia AT
g oY saeht STfersha FirAa a7 2

Y STafeh, HEH AT wEEgeda sfear ur. fofies 9 921 g2 % 91 Aried it daaa § -y
FedT | ot % form 100 Fefieties O § Aera Soraere 20% i ST SATerwad hrdq & oy sead =47 g, Sad
(i) HFF-FIATCHIATIET T Heh-HIATATET (i) TAT-dE Tl g1 3 (jii) Faior / Stereran / frsror =92t & e dguor
& TS FATAAT Tl g ST ey fFrarwar )

ST Stateh, Aot it ag-faws atafa 7 &A% 18.08.2021 it o7+t 3531 Jo% § TTAT {5 T9 el
wHE[CHed YTgae forfies & 100 fHefieiie e § Hetere S5 20% & IIT g % AT TATieeh i arad | 1-
TATE Fed? & Tohol | A9 fFeraard € S (i) F% Frreataferds siv dew-He &dwdT, (i) Taw-d T8i g $fie
(iiii) FR=ToT / STerere / fRreror =21 % ST Sg0 & Fl GHTEHT @l 8l




