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T 3T Sa<E HATAd
(3frorer faamT)
(Trter e e fRerfor srirem)
raeT
T faeett, 6 S, 2025
T 2024(37).—TT T FARTse o 150 Fum/faet, s Swm 5% i difeaw Faese

THAFMA 0.9% AT BIHAUT g T THAU "TEfATT FARTEE + THFALST ARSI + AT FARES 3T
T I TAFEIATSEd + SHAES & (A 1d G AT (TR ) STEter, 2013 i 4T 2 (1) (F) F T8q FIsaT
fwtar & fore a2 e’ 8
2. 3 SafF, e vy o Aaiwor yrfesrer (R amr vadfrdfre g7 737 §) #1779 Sega T wEiegiednd S
TTeae forfiee & TRt # for fErarard S (i) Fa-agi=a gmT o wad-wfier g it &, (i) gar 1 [ =
BT S (jii) FAwTor/SogsE/fArsor & S0 gfod it Fre g9raar 7 geT & forg Fefererd wierere it o 7 gaer
T TF FIA o oI Sfea ITH gam &

(i) & 100 et § ot &: Tefoas FaTese aredr 150 Fefum + SFers "iArgEge sredr 5000 fefum +
TAITH FARTEE AredT 900 THEARITT - AIA-TATH FeaT wATResh T qaa AT g€ & a1 500 FHeft 9 +;
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(ii) T 100 AT § oTfAer 8: ety Ferse eyt 150 foeiiRm + Taaers "agrege arsdr 5000 e +
AIRTH FARTEE S 450 AR - AA-TATE FHeaT wATiRes fit aaa 20 g2 & a1 500 el a6 #; qan

(iii) JeF 100 et & oot : H1feaw FARTse Aedl 526 foefium + Fifeaw w@e quadr 502 fHehm +
qifew uHiee Zregrese aredt 368 Meumm + Trefmy Feiaee wrgdt 37 M + &fifoew FEe
TFITETEge Arsdt 30 iy + TIersr AiIgrzge amsdt 5000 iRy - 500 fAeficher o=+ * form, afq-werme
FAT  TATREH T S A g F AT X AA-AEET S FOw Fervar arem =@ wiees w1 gedhe
TAFEIATZEH 31T 5% SHACIST Sor@ed 2127 | Juadt % =7 # ff 92fq fFFar g, S 919 Fiedqy wArfees it
AT JT 22 o AT 3T A-Frf=t $v1 500 forefiefies &% & foru 2

3. 3T Stafe, smeres sgfamas fFewst £ afffy (P o twdefht wzr srowm) F a9 @ 1w ¥ s el g
qaTFw & Iar & T2 O gEaemsh F forw swagat it St wHen: 14.8.2024, 25.09.2024, 22.10.2024 ¥

06.12.2024 T g5 AT 6131, 6231, 6341 T 6487 ToH! | HT TS| FAAT 7 6477 aoF H =AT ThionT % forw o
T TET o Farel | I BT AT 290 AT Foet gT B 10 S &1 ggeie oi e e  form Ty
T FmEt 9¥ faega AE-fawet & are, tHSHET 7 02.04.2025 F AN A9 6747 d5F H UL fag (2) H

Steataa o9 e & forw Srdfretar, 2013 % 937 11(3) & gaar go7 it AT #i¥ 2

4. 3T Saf, ITfEEFTOr  29.04.2025 FT ATATST AT 13247 JF H HHE SAHFT FIHIELEHA AT TT=ae
orfes & smaeat ox fA=me-femet o s fererostt i agfaes afafa gy setaa s go & sqarea &Har
ST T 3 BT & forg, AT A, 2013 % =7 11(3) ¥ 974 2

5. THW, ATEd TLHT % THTAF 31T 99 HATAT T AT a1 30 |, 2013 % FT.37. HEAT 1394(31) F A1
afea sirafer (e A=) smaer, 2013 % TXTE 11(3) FRT Y& ARRAT T TINT Fd g0, TAIT TagT, 369
AT wrTEfeRe ST yreae forfies & oo wtew (2) ® e wigerem  w@aer § 71er 3w @& #7, afe #1227,
T BIEHT F &F T qTIerHT & Hiad (5) § e goa & wiew (4) # T = F =ra Feifa Fwar ;

F.4 wigere AT T TR THTS W (2) ¥ SRafa

g ¥ Ha &

AT F G T
(®. ®)

(1) (2 (3) (4) ()

1 gaF 100 fAefietier & onfAer & | AF-9 FaT wATees
Trefrm FREE arEdt 150 | 1 AH T FT F AT
AT + SIS HiATgrese Arsdr et fagrm o & | w9 500 freft
5000 fa<fumy + #@feaw FATsS
gt 900 frefiuma

92.82

2 gaF 100 faefieiier ® onfAe g | AG-TAME HiaT ATee®
TRRrw  FREE adr 150 | T S T 2T F AT
Rreframe + S Afrarede arsdy | O (A (AT & T 500 7567
5000 fiefuma + @ifeaw FrEe feer
At 450 e

3 ga® 100 fHefiefier & onfaer & | Ai9-7omg fedqy e

s e e 526 fcfa | 1 910w 0 7w % | 7000 151,89
+ fe e e s0p | o (Ao AT E
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et + |z wHiee greerege | @ - - (A 9w
sy 368 faefmmw +  wreforw | o e fHeawar g

FARTEE  aredr 37 fAeum o+
Tfiforay FRTEe gEEge arsdr
30 faefuma + TS HiFIEE:e
arsdft 5000 e (wETfaE
TAFRATESH AT 5%  IHALIT
ZSFI 2157 | TuAT)

(F) Few (5) 7 e g wtaw (2) § i< wigere™ % foro a9« st wmtegfesa ST yreae fofies
T AT T |

(T) HEH SAHFT BT EFHA AT Tede foaffes 3w 9ol & &9 (5) § Sfeafed gawr §eq ¥ 7% U4
AT T Fao THT SIS Tl & ST Ira i+ ATeqd § SFIAT (63T 21 T Tg ALHTE &l a7 gl

(T) HEH AT BrETE e fear yrzae forfies, Srfietsm, 2013 F ¥RTE 24 F dqame Ateg==r £ a
T A fEuRTe F 7TeAw § uAddiT w7 BH-V # goa gE SR #E0 ${iY S9E v gia ey sty
=1 i STl T Seqa FAT g

() ST 2013 F 977 24(4) F ATATE, TAF GEIT (AT AT ST, o GAT AT Aq00F 907 41, T2
FE A, ST T HEH AT FHECF 347 qrgae forfies gy yem & woft g #1390 afvae & ff
THE 9T 97, gl a8 AUAT FIET AT g T 6 THY T FEAT gRIT (6 agt 399 92wel #3 & Togh
Foreft ot =rfer 3 forT sreeht & 9g= T En

(F) ITATH GEIT T ST Fae HEE S HT BIAELEHA (AT Tede e, ST % FIT Iea@ T /T §
T AT BIAT & STt Fatera Matar/fEao Fai=e g0 96w STy AT FaiT/I5T A6 6T ITiEawar
T fafawtor aredw i aqafy afe sl seE/AaE F agq e g Haita a6 amp arfas
aeTHATAL 1 AT o T 2

(F) UL R it e fErerar arer A7 Gohsit & oI S7onT gaer qoF FT ITaT FHe arel (et |
e FAATAT FT SR | ATAFAH ToF ATAIEH & o7 TAU § sraae HEA1 Rl

(@) et e fararw fEreroarett ar e Bt s O srere & forg, Rrarst &6 =9 At % oo fEfore go
AqHTEA  forg TAdi i & 5 AT g

(37) =t ST ToreT AT FIEere % eI §oF T TuTed doTd Jod STTE=HT oY 32U e 91t % aqamw
TEl 3T SITAT g, A7 Faterd AATar/Edoe Ut saeasd aeq AtAEaw, 1955 % qry afsq Srdrete, 2013
F YTALTHT % Tgd SATST AIgd SATeF AAT TS TT19T STAT HLA * o7 ITLETAT ZIRMT|

[frus/264/132/2025/T%/TF. &, 8(132)/2025/Ff/madfifiu-fReism-11]

HETAT a1, 37 e (qea i)
MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICAL PRICING AUTHORITY)
ORDER
New Delhi, the 6th May, 2025

S.0. 2024(E).—Whereas, Potassium chloride Injection 150 mg/mL, Glucose Injection 5 % and Sodium
chloride Injection 0.9% are scheduled formulation and hence the Fixed Dose Combinations (FDCs) of ‘Potassium
Chloride + Dextrose Monohydrate + Sodium Chloride’ and ‘multiple electrolytes + Dextrose’ are “New drugs” for an
existing manufacturer under Section 2(1)(u) of DPCO, 2013.
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2. And whereas, National Pharmaceutical Pricing Authority (hereinafter referred as NPPA) had received applications
from M/s Otsuka Pharmaceutical India Private Limited for separate retail price of the following formulations in
packaging having special features like (i) self-collapsibility and self-seal ability, (ii) not having air-vent and (iii) there
is no chance of contamination during manufacture/ infusion/ admixing levels:

(i) Each 100ml contains: Potassium Chloride IP 150mg + Dextrose Monohydrate IP 5000mg + Sodium Chloride
IP 900mg- in 500ml pack, of non-glass container in plastic bottle with Euro Head,;

(if) Each 100ml contains: Potassium Chloride IP 150mg + Dextrose Monohydrate IP 5000mg + Sodium Chloride
IP 450mg- in 500ml pack, of non-glass container in plastic bottle with Euro Head; and

(iif) Each 100 ml contains: Sodium Chloride IP 526 mg + Sodium Gluconate USP 502 mg + Sodium Acetate
Trihydrate IP 368 mg + Potassium Chloride IP 37 mg + Magnesium Chloride Hexahydrate IP 30 mg + Dextrose
Monohydrate IP 5000 mg- for 500ml pack, of non-glass container in plastic bottle with Euro Head and Non-PVC
bag having special feature. This formulation is referred as Multiple electrolytes and 5% Dextrose Injection Type |
USP for 500ml pack in non-glass container in plastic bottle with Euro Head and Non-PVC bag having special
feature also.

3. And whereas, the applications were placed before the Multidisciplinary Committee of Experts (hereinafter referred
as MDC) and the MDC examined the applications for the special features claimed by the applicant in its 61°, 62",
63" and 64™ meetings dated 14.8.2024, 25.09.2024, 22.10.2024 and 06.12.2024 respectively. The company gave the
demonstration of their formulations with respect to claims made for special packaging in the 64th meeting. After
detailed deliberations and demonstration made by the company, the MDC in its 67™ meeting held on 02.04.2025
recommended retail prices for the three formulations mentioned at point (2) above, under Para 11(3) of DPCO, 2013.

4. And whereas, the Authority in its 132" meeting held on 29.04.2025 deliberated upon the applications of M/s
Otsuka Pharmaceutical India Private Limited and approved the separate price as recommended by the
Multidisciplinary Committee of Experts for the said formulations, under Para 11(3) of DPCO, 2013.

5. Therefore, in exercise of powers, conferred by paragraph 11(3) of the Drugs (Prices Control) Order, 2013 read with
S.0. No. 1394(E) dated the 30th May, 2013 issued by the Government of India in the Ministry of Chemicals and
Fertilizers, the NPPA, hereby fixes, the price as specified in column (5) of the table herein below as the price
exclusive of goods and services tax, if any, in relation for the formulations specified in column (2) with the unit as
specified in column (4) for M/s Otsuka Pharmaceutical India Private Limited;

SI.No. Formulation Packaging Type Unit Separate retail
price in respect of
formulations in
column (2)
(inRs.)
1) ) ®) (4) (®)
1 Each 100ml contains: Potassium Chloride IP | Non-glass container in
150mg + Dextrose Monohydrate IP 5000mg + | plastic  bottle  with | Per 500 ml 92 82
Sodium Chloride IP 900mg Euro head having pack '
special features
2 Each 100ml contains: Potassium Chloride IP | Non-glass container in
150mg + Dextrose Monohydrate IP 5000mg + | plastic  bottle  with | Per 500 7567
Sodium Chloride IP 450mg Euro head having | ml pack '
special features
3 Each 100 ml contains: Sodium Chloride IP | Non-glass container in
526 mg + Sodium Gluconate USP 502 mg + | plastic  bottle  with
Sodium Acetate Trihydrate IP 368 mg + | Euro Head having
Potassium Chloride IP 37 mg + Magnesium | special feature and | per 500 151.89
Chloride Hexahydrate IP 30 mg + Dextrose | Non-PVC bag having | ml pack '
Monohydrate IP 5000 mg (Multiple | special feature
electrolytes and 5% Dextrose Injection Type |
USP)

Notes:

(@) The price as specified in column (5) would be applicable to formulation as specified in column (2) for
M/s Otsuka Pharmaceutical India Private Limited.
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(b) M/s Otsuka Pharmaceutical India Private Limited may add Goods and Services Tax only if they have paid
actually or it is payable to the Government on the retail price mentioned in column (5) of the above said
table.

(c) M/s Otsuka Pharmaceutical India Private Limited 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.

(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 M/s Otsuka Pharmaceutical India Private Limited, 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) The above mentioned retail price is applicable only to M/s Otsuka Pharmaceutical India Private Limited, as
mentioned above and subject to fulfilment of all the applicable statutory requirements as laid down by the
Govt. under relevant statutes/ rules, including manufacturing license permission from the Competent
Authority i.e. the Central/State Licensing Authority, as may be applicable, by the concerned
manufacturer/marketing companies.

(f) Any other manufacturer claiming separate retail price having special feature of the above formulations for
packages in non-glass with special features shall apply to NPPA for separate ceiling price approval.

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

(h) In case the retail price of any of the aforesaid formulations is not complied with, as per instant price
notification and notes specified hereinabove, then the concerned manufacturer/marketing company shall be
liable to deposit the overcharged amount along with the interest thereon under the provisions of the DPCO,
2013 read with the Essential Commaodities Act, 1955.

[PN/264/132/2025/F/F. No. 8(132)/2025/D.P./NPPA-Div.-11]
MAHAVEER SAINI, Dy. Director (Pricing)
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