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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
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siie starfe, farerastt i ag-faaes afafa F frerfrer £ off & f94 shrager wotegfesen yrzae e #r
Herere Soraere 20% HT AfaFad Fima F 15% & gl it Sqafa & S0 T30 2 F qT A Tfeed @f arad § $2-
AT #eA? § Tohot % forw 100 feficfies &% & dhee SSmem 20% fafafd oo, e (i) few-wrafeataterdt
v Few-fafaferdt (i) vav-ae 981 gmT & (i) Rt / Soww / frsor w37 F g Ggur £ w18 F9qraEr gt
g ST frery fEreroad )

st srafs, v § sroet 9241 wrfaraeor = famT+ 08.09.2021 # feru=t &t sg-fw==s afafy &
fRrerfer &t TR F & Aty fora 2

o iy (e ) smaer, 2013 & 937 11 % 37 977 (3) 37 (4) ST 9&T OhaAl T TART Fd g0
1.3, 1394 (31) f== 30 7, 2013 1.3, 1192 (31) faAT 22 7T+, 2016 =T THTAT [T IATH GATAA, ATLT TLHTT
FIT ST TRAT TAT o, SEt 9% T8 AIATE dedAT § el & forw 100 fHefieftes % # #dera T9reed 20% |
Tafara g e (i) aew-wrafeafaferdt sic aen-dafaferd (i) vaw-se 7t g i< (i) futr / s / e <
F IO TGO AT ATS WTAAT Al gie st ey fFeraard g arferr & # Aty Gfamtarst g B, o
st W frgtor sTterer (e w@ferm &9 8§ uadrdfro g7 srar g) §= i areeft 'v' % e ((5) ° e g
T ITH AU & &TFA (3 )3T (4) § qeearmit atatsat & wwer-fEafafds gus &9, yaaar, S#15/ T & 919 3%
areft F w1 (2) ¥ gt At § Bt g RS F d@9a §, oy aeq v qmr w7z w1 g
TBIEH STTHaH god & &7 § 47 F2ar gl

Tt ‘T’
T T T =T AT TFeqT EEIE SAferhad qo
¥, | AR s am N
BIEFY(Z.)
(1) (2) 3) (4) (5)
2 |¥fes TT T o AT TATRES AqA H AT-TATH hed? § Tehof | T Tt 0.23
& forw 100fH=T o § e 20% it e
fEreroard §
qTeofy ot
#.9. arfewtar 1 am
(1) (2)
1 HHE AT BT STEIT TTTATHEE .

() aTferT U & wiew (5) § Ay sfaman gog Fae artesr &t § sfeafaa RfRmtarst o @n) gar g1 arferst
#r # fafafde FfRwtar, aw@wr g [fsa siv afagia safasman o0 (A a5 Ua §491 & & 97 SEH7) §
ATFTH FHT I FHA: N T F Hiaw (2) 3w (3) # A grre &9 7 yaedar & a1 aqygi=~a &EAtEdr
TET AT AT AATF a9 & 99 LT g1 IULH Tt § Fiad (5) § oo i AN T F:7, IS FE 81, UF a7
farfafayedy 7 Frwat v ernferg w2 S stferwaw ST & fds 981 21

() R AR 7 STl IR & W9 (5) H affd AfEdbdd BT IR ARGR Bl IRGd H YA (AT § AT
Y8 7Y 2 A 9 IR Ud AT PR Bl Sk Fhd & |

() i Siiwer (Yo FAvN) Qe 2013 & URTUTH 24 & d8d BIH—C H ARREAT & dRIE I AT H
U Hed Al SR BT |

(@) vy (qog FrRIF0) AR, 2013 & URT 24 (4) & Iu€dl & JJAR TJD Hed? Al iR dave fafmidr
gRT AU U U # W gReR, Wigf HRER &1 39 YR fHar o &7 2 6 399 wY & soga ol afdd &
oy uga M B, 981 99 (Bl Aeoig™ |RT WR S A1 iR Reb I, AT BIg 81, BT GUGNT B |
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(¢) ®re svx fafAwtar v o giearsdt aror f & #hee SoFeE 20% ® S (i) SF-auueiEdr s
FF-Hfaforel (i) § vaw-de 72t g 3 (jii) Favo/sersew/aaer F w7 F O  quer w18 39 Tél g, o
ST SATETHAH o T AT AT g AT A STNT SATAHAH oA ATHIGT & [oIT TASIT FHT SAaa FHT|

(=) ffda o o s e et ar Bl s &% s % oo fetar sl RfafEf 3 fatr & oo G
T AATET g TN F 50 H3

®) Sugad Arvll # fafafde sfteaw @ma & foy fiffde sgfa faffitar & fffde s @ sk
gt | =1 oFR Hiojar FEfarell gRT Us 7 SNy BT o SRl 8 o S U A (qed fE) sre,
2013 & IRAME 2(Y) & JATAR AWy ([{d FRF0) a1eer, 2013 & dgd gar |l § s »F | & Jrem 4
Tdie ¥ Jou FuiRor ¥q Mded &A1 BN |

@) Swaa orgfaa ARl &1 Swred /g &R e & ey H fFEiael @ vy (qea o)
ST, 2013 & AT Il & B |l P ARUSIVATE & AIH I WX TIUUY 31 & el @ Rud gwgd
ST | Sugad gqgfad RFFHARRT & fmior o o185 FEfdr SdeT 9= &1 &1 598 8 al sadl gadl
T ®I T PRI | $9b T H 3R Iggfaa ARl & Icred 3R mrd & a< - &
$GH ¢ Al g8 DA DI AT F B TN Ugel GAl 1l B B IV H R AU BT YR BT |

(&) fafemiar a7 fauoE wwo, SWRIad ST AR # TR Ifddd Jeu SR rdl &l ureld 18] &l & Al d
MR RV SMAFTIH, 1955 & 1Y UfSd SIURATS, 2013 & Ur@em=l & Ifed< 1ol Aied ARYHIRG IR B
ST B B forg <l '

(1) 39 QY H WG AR b W (2) F @ dr yfafe # faffde Wi _fEfRET & dot o aifdeman
Fd o B9 & uRvIRERY, JAfddmdd a1 GaxT Jod FEiRd oeer afs @18 &1, Sl & 39 ey 9 g oy
8T 2, Wd: B 3IfHHI BT SR |

[fT/224/92/2021/TF/%T. &. 8(92)/2021/21. . /oA TT-21.4T.-11]

JHASHT 219, 37 Ha9®

ORDER
New Delhi, the 23rd September, 2021

S.0. 3938(E).—Whereas, Mannitol Injection 20% is a scheduled formulation under Schedule-1 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 Mannitol
Injection 20% in 100 ml 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
the packages in non-glass container in plastic bottle with euro head of Mannitol Injection 20% in 100 ml 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 Mannitol Injection 20% be allowed to M/s Otsuka Pharmaceuticals Pvt. Ltd for the
formulation Mannitol Injection 20% in 100 ml 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 Mannitol Injection 20% in
100 ml 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:
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TABLE ‘A’
Sl Name of the Scheduled Dosage form and Strength Unit Ceiling
No. Formulation Price
excluding
GST (Rs.)
@) ) ®) (4) (5)
2 | Mannitol Injection 20% in 100 ml pack for packages | Per ml 0.345
in non-glass container in plastic bottle with
euro head having special features

TABLE ‘B’
Sl. No. Name of Manufacturer
(1) @
1 M/s Ostuka Pharmaceuticals India Pvt. Ltd.

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 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.

(c) 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 Mannitol Injection 20% 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-ll 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.




[¢TT [1—=uE 3(ii)] T T TSI © T 17

M 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.

() 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.-I1]
PRASENJIT DAS, Dy. Director

AT
7 faeett, 23 Rawaw, 2021

3. 3939(3T).—STafoh, IS THFT 25% STHEH AT 2013 F¥ SIq=T- | F Tga v Feihea it 2
A T Afrwaw F9d I 8l

Y STafeh, TEE AT BraTEtewar Sfear T, forffes § 727 22 % vy wnfed it arqe § AT HiaAe
# T 3 forw 100 fAefiefies % & Taeier TR (25% Toeg/aT) it e stfereraw i  for smeres o &,
Sad (i) Few-Frereafa el o aew-Hefatedt (i) Ta2-89 T8 2MT & (ji) At / s / feor w93 F S
ToT T TS HATAAT AT 21 SrET e e g

i Srafe, et £ ag-fAaoes afwf 7 R 18.08.2021 #7 araet 354 Fo & araw 3 100 fefiefier
% ® araT € T 100 facficties &% & IFaersT 39799 (25% Sooq/aT) TSt Soraerd 25% & THIE § 3T I8 UF
Fratfa AR g afaf T omr 3@ & dast drop wrtertesen sreae frffes % 100 et & & T
TFIT (25% To=A/AT) F IIT T F AT TATRES 6T SIqel § T-TATE ¥ % Teobot # Fere fFeroard § 59 (i) 7%
Frareafaferdt T qeh-Hier awdT, (i) Tae-ae T8t 2T i (jii) Fwior / e / s wa<i % S gguor it w8
AT A51 2

siie stafe, frerast i ag-froaes afafa 7 frerfer £ o & 07 dogar smiegferen yrzae T #r
TIHTST TR 25% T STferRaw FHT T 15% i i 7 aquta & s 27 T2 F a7 riees fi A § 97-
AT FheAa? | Tohol & forw 100 foefiefier % & Saer soFee (25% seeg/daT) afafdT & oo, &+ (i) aoF-
T oA ordl 3T Feh-HIoa ol (i) TaT-ae T2t 2T i< (i) Frmior / o / frsror =937 3 e ggur it #r
AT T2t i st e fEreroard €

ST Safeh, TATIT F o 9241 wTtersewr a2 faqi® 08.09.2021 # fFaw=i #i ag-fAuas afufa Hir
FErTer &t TR Fe & o o |

A Siroe (e ) sraer, 2013 & 937 11 % 37 97 (3) 3% (4) FT VT AHAT H AR Fd g0
FT.377. 1394(=7) fais 30 wE, 2013 .3, 1192 (1) Fai 22 71+, 2016 T AT AT ITTH HATAT, WA TLHT
T T AT AT o, Sef a9 78 AR e ® et F oo 100 fEefiehier G | e o (25%
Tee/dY) & gataa g Smd (i) aew-wrafrtataferdt siv dew-efatafed (i) vaw-e a8t g i (i) Hwtor / Soras /
Toror Tq20 % I S FT A HWTEAT q51 2 et f=ery Ereraard 81 arfersr = § TRy ARt g
e, Tt sfrog gea Meiwor srtesor (S d@ferg =7 § taddiu wigr S1ar ) J= it G ' F a9 (5) 7
e gox #r 3<% gt % T (3 )37 (4) | qoearit wiate #§ #nenfAAtEs gus w7, yaoar, Sars/ e
% | I G0N & EFGEA (2) § Feeamet afafe # Aty sgfea Rt F g9 ), ang awq ud ger w7 afw
TS B, o SIEHT ATTFHAN ToF & =7 | 747a F2ar 2|




