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T X 3AH HATAT
(3rrey fawm)
QEREREE CAECEURIEE U
AT
e fawelt, 11 5, 2026

T3, 3005(37).— STt TP i o Rgior yrferamor (TAddiw) i #49ET fRAis 29 srre,

1997 THTAN 3T IaTE HATAT it H§eAT 33/7/97 /-HaMs-1 § AT AL & Hahed AT gs off oo s
AT % TTT-ATT T St e AT % qodi & Faq FA7 o ITH g aTel aZdATal i STrere==r
AT, AT AL I Al Y -Aqe=a Zaret o ARGt  qeat # Aot #7ar @ st (o
forerT=or), saer (STHTREAT) & STaem=l & FaTeaaq i @ FAT AT

2. A STt faTr 30 |, 2013 T THTIA 3{T IALH HATAT  H1.37 1394 (37) F AT ¥,
AFLTF FE ATAHIH, 1955 T €T 3 3T 5 FIT T&T ATHAT T TN Fd g0 Srdrerar, 2013, & Ffafas
T & Hae | IRAT IToT ¢ TorH g HEaRT #hl 3T F U GTT S<h AT<eT o T 19 T T30
T ST oo €,

4233 GI/2026 (1)
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3. A Starteh, Tahie  sirafer (e fe=rr) sreer, 2013 3 STaLTE1 & Siavid SAferg=aT a7
FT.31. 5497(3N) faai® 19 femwaw, 2024 1T UE-2ead svqara g 250 3.7, ToFer q9T Uel-deaq
THARAT T 500 312, T, TSI i SATeHae hiAd, Srarerar, 2013 F ITRTE 6 & avq 7.67 Tiaera
T THTTAFRTT TR Feldl AR FId U, BT Ahel 6 LT 9T ATSg = i of;

4. ST A, HOH TG T U JEH oS 7 ATe=T 9 dr F1.3T. 5497(37) &aiw
19.12.2024 % fasg sfufer (g ==n) smaer, 2013 % TXETE 31 F vt qAereqr e Seqd AT,
TSrEH o= Tt F AT Tg AATAR FAT 797 3 a8 AT § UE-deAaq TR NI T UHHTS AHTar 2,
srTa-fAT wfiers & A § Seamaa gty BT = § sae-sgE gur Gt g SR
=T | g & F0r I AAE F7 Scareq s 3P 7 sreragd gf 147 ¢, SHs amde aaera®

AT it Farfa Icoer g2 € S+ aras[@ AT dAlhiad | [HEae Iaarad aqre gt fHam sreaes 1 a8 o
T AT T 3E SdETEr, 2013 % G 19 % aud God § g 2 1@ H AT sty R e,

5. 3T Safeh, R dHT & AT TART F A H AT F IT0d [ALNAT e HeAT
31015/03/2025-97 fRafor (7-30195) A1 07.04.2026 ST F7 gU, TATASTH, 2015 ¥ siasta v4-
STAH TFIANA T T TAT ATH ST A1 6 Hael § AT MU LT 6 ATET ATHA I [AG= g TAA T
F "

6. 3T STaTeh, T 2019 H WA TLHIT & AT SATART o AT TS TEAT FATHT 3T TATEST IATET
Ay (Foumguadt, S gz teHruauEdt F w9 F SET S|r 97 7 q9Ars S arett
FEOITET/TE T F e § ARtae= ya frar om afafy F st a9 07.11.2019 =t s B
JoF | Ateshad HiFal § 50 Traerd e 1 srqerar #7 of aar vy avg ARfEta/mtceret o € s=
LA & o0 TAATTT &7 stferpa R o, ST &7 il & w1y AR it seaagraar St aueTst fit
TTHAT FX T2 g, TAT HuuAu=dt gy [aiid FEial & g 9w 3T sedl § g 92 o= B s
GE

7. ST STateh, ITTEHT 7 I<F ANIGLT o LT ¥ IF § 1, ST g ad [+ 9iddl f are
H AT ITegar GATHT F g AThigd H ST SATAHAH HIAAT § UHHLT JTeg T STHTT T&TH Fl &

8. 3T STafeh, ot (e F=ror) smaer, 2013 & GTTE 19 F FANT ATHAT 6T ST g TTTerHTor
g Afsa afafa F ot A TF 18.05.2026 #1 s 8 Gow # #g sawiha At fF vdr-eaw
THARA A 250 ST, Ue 500 AE.F. F "o H WA A Fg AA, UlAewded A7 g6y @AfAavr
amTd | gy 9 swethia g1 @fwfa F 77 ot Te B & o RRER w fwir o & st g G s
TET &, I8 UAUaud, 2011 & go [F=r ¥ siasta g qu feer aut § udfterd fiadt & v=iw gis g2 2
afafa 7 wrer 9 feme-fmst #29 F 3ueid TTE 19 F st SUE 9oF gig W e fre s
ST

9. 3T Safeh, TTEReoT 7 sfufer (e ==T) aaer, 2013 F TXTE 19 & Faa Troq qrHid il
SATETSAT, TS TAT ST ARTT AN | g TAT 37 Aged ol HUTEFi T FAEaw Iqerseaar gAtaa w2
FT AA9TFHAT T A= FIA F IULTT I ATRLT o IXRTE 19 F AT Ta AR igd Faredl sTavemor orf<eat
T ITANT FLA §U I (AR HAAT T SATTHTH HTdT § AAATT ATIHAR HIAar 9¢ 50 Tfaerd Sr THed
g sTm= F2 &1 [ory fora;
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10. =¥ Saf, ITfEweor F a8 A7 sraertha AT & 3<% goa gl aree §3==T ua g it
et AR aHT YTEiE FH F A9 § T@d gC UF 9T ST & € § TG 6l AT &l § AT
TETOIT AAHTT AT § THTTERTT SLTRT Fldt T8 TAE=TE ST2aT IHH AL T el Joreh Joae i
AFTFAT A5l &,

11, &, Suter (e RF=r) sraer, 2013 & 9TRITF 19 T Alhied § Ja STHTeTI0r afhdl &7
TN T g0 TAT AT T, THEA UF IATH HATAT FIET ST SATEE=AT HeqT F1.31. 1394(37) faqi=
30 {4, 2013 F AT qfsd, < {19 &7 T I0f F ¥69 6(F) Ud 6(F) ¥ Sfeafea wmea aa, T ua
IAE HATAT (T SArofer qoo erieor ITTEheor) & SAraent 7 TSI #3d gu, T sirafer go e
STTerReor, {1 &1 T8 Jreolt & w9 (2) # fAfRfEe saia RRRERE F @9y §, 59 @9 w59 (3) ve (4)
¥ fafafde siufer =, ot Tom =6t % forw, a=q v 997 #2 #°7 FrEFe, qAQ 7 21, w9 (5) § AR
FrAAT T ATeFad A & &9 | Feiha war g:-

it
%.9. sqgf=a gas TR | THR agqlﬁﬁﬁr?r HIS[RT #.3. . iR i
[EIGIGIE R CE I |2
qH srferema
T
(%)
(1) 2 3) 4) ®) 6() 6(=)
1. ) et AEEATEAE | wfy 101200 1575(=), | 25.03.2026
AN | (250 A€.F) | ATAA ' %7, 59
2. NCiderart AEEEAEAT | wfy 288119 1575(31), 25.03.2026
THARAIGO | (500 AT€) | AT ' #.5. 60

M

(F) TLHIT ZRT 38 THE A 0T TS 3T AT 0l T ATAHAH H1Ad (T8 T GaT F, AT ARL
g Tfed) & srfe fra ux Aaga ATt & e a1 S 37 T4 979 & 99 7 Tae=d
Attt & =+t AfAwrar, ST et & w9 (5) # i sttehad frAd (I5q Ta 9aT FY, ST AN &
afga) & arferss aft vt ARt it o w7 SreRgET e |

(@) STdTETE, 2013 % $RRITE 13 (2) F WTELTE FHLT: Hiad (2) A7 (3) § Ieatead g i
TIAAT & A7 AR % @99 § Fwiaw (5) § My Afdwanw gog 9 ang 981 gl

(1) SR FRATATSA T ST A0 % €69 (5) H AT0T SATHha e A 9% T Rl qead § A
T & T 72 39 8 97 T 9% UF AT FT I SIS ThS 3

(°T) 3irerer (e freT) smaer, 2013 % TXETE 11 § &7 70 eagmi & dgd aeateerd Hatarst w0
ST A0 % w4 (5) H fAfAfa srfesraw fira & sree w2 st =g At & 9 % o sfesmaa
Fra Raiia F3| Farar sioeg (e =) sreer, 2013 F 9RTE 24 % dgd 6 - V H Jieg=er i

ARG & AENETUHUH F HTEAH 8 AT UAAIIT FT UF ToF AT ST FE TAT IHT FHIYT 5T Suter
et 3w fafRatar Bawrt #1 9 F:20
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() sirwer (e fAg=ror) smaer, 2013 3 GTUTH 24 (4) F AR TAF G f@har v fFaes
fafaaTar g7 RU 10 =9 § UF 9w, g7 FER & 36 THe 647 ST @1 ¢ 6 S99 Y & Sogh
foreft =rfp % forw ug=r sreme 21, 9et IEw T gery T uw fid gt s @ g, Jfw wrE g, &l
TEfHd FH

(F) IR FTeeit § For fAfAfEe gawr a1 yaear a1 41 F 9 aagta @R w w e weer
fafaatar siroer goa fe=or e, 2013 % GCRTE 2 (1) (T) F TTAR RIS T SH0fer 7 o= F2ar g 97 0
HisgaT fafasTar & siroe (e ) smaer 2013 Ft Tqg=- || F siavq 797 AfAEs wH- | § uaddiT
T UHT T2 AT F TF o ATHIET & ATAET FHEAT g7

(F) S = it & e scarea/smna o Gt & avaey # siug (ger Feem)

araer, 2013 F ATLAT |1 F FIF ||| T STEHLITATH  qTeqH § AR TAITNU &1 g2 faaTet i RO
TEQT BTN HTS [AHTar 3udh Aqg=a AfafAfaat 1 Icara avg F3 F7 T=gF af af a8 TqH araeg |
% ICATEA 3T ATATA il a7 FA 6 [T 8 B2 Tgid Tgol TTg=AT || 3 BF IV H 986 T H T&5qqT
FLT

(1) fafRtar = oo e, Suin S Jreoft § gai Afawaw qed S adqt F ared T84l

FIAT g Al 9 SATF FeqU ATAFH, 1955 F AT qfoaq Srdrerar, 2013 & @Gl & = AT Aled
FfErT T TIF9r T ST e o forT Iardt ghn

() =9 =T H IULh A0 o €69 (2) § T T2 qoearet wiafe # fafafde v @At & o=t
i srferehaw frAa Mad g & TRoTHERd, ATIEaH AT GaIT goF Heiid sreer Ife e g, S =
S F 4 ST gU &, IR &q: & ATSFHAIT 2T ST

[FT=/279/147/2026/TF | 1. &. 8(147)/2026/<1. 9 /oadifu-£1. 4 -11]
e T/ ATeE, TETIF HaerE

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)

ORDER
New Delhi, the 11th June, 2026

S.0. 3005(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-PL.I dated 29th August,
1997, inter-alia, to fix prices and notify the changes therein, if any, of bulk drugs and formulations, monitor the prices

of non-scheduled drugs and formulations and oversee the implementation of the provisions of the Drugs (Price Control)
Order (DPCO);

2. And whereas, the Ministry of Chemicals and Fertilizers vide S.0.1394 (E) dated the 30th May, 2013, in
exercise of the powers conferred by Section 3 and 5 of Essential Commodities Act, 1955 has delegated the
powers in respect of specified paragraphs of the DPCO, 2013, including paragraph 19 of the said Order to be
exercised by the NPPA on behalf of the Central Government;

3. And whereas, NPPA had notified the ceiling prices of Anti-Tetanus Immunoglobulin 250 IU Injection and
Anti-Tetanus Immunoglobulin 500 IU Injection vide notification S.O. 5497(E) dated 19th December, 2024
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10.

11.

under the provisions of the Drugs (Prices Control) Order, 2013 based on the Pharmarack data after applying
monopoly reduction of 7.67% under Para 6 of DPCO, 2013;

And whereas, M/s Bharat Serums & Vaccines Limited filed a Review Application under paragraph 31 of the
Drugs (Prices Control) Order, 2013 against the notification S.O. No. 5497(E) dated 19.12.2024, inter alia,
contending that it is the sole manufacturer of Anti-Tetanus Immunoglobulin in India and, ensured continued
production in public interest; however, the formulation has become financially unviable due to a significant
increase in import-dependent API costs, fluctuations in exchange rates, and rising manufacturing and post-
manufacturing expenses, resulting in persistent negative margins. The applicant further submitted that it had
already sought upward price revision under paragraph 19 of the DPCO, 2013;

And whereas, the Department of Pharmaceuticals, Government of India, after examination of the matter issued
Review Order No. 31015/03/2025-Pricing (E-30195) dated 07.04.2026 referring back the matter to NPPA for
reconsideration in accordance with precedent of Anti-Tetanus Immunoglobulin and BCG Vaccine under
NLEM, 2015;

And whereas, in 2019, Committee on Affordable Medicines and Health Products (CAMHP, earlier known as
SCAMHP), NITI Aayog, Government of India provided guidance on the modalities/ methodology to be
followed. CAMHP in its 2nd meeting held on 07.11.2019 recommended an increase of 50% in the ceiling
prices and also authorized NPPA to examine additional formulations / molecules experiencing similar issues

of manufacturing unviability due to low prices and apply upward price revision on principles determined by
CAMHP;

And whereas, the Authority, based on the said guidance, has previously allowed one-time upward revision of
ceiling prices for certain essential scheduled formulations in public interest to ensure their continued
availability in the market;

And whereas, the Committee constituted by the Authority for examination of cases under paragraph 19 of the
Drugs (Prices Control) Order, 2013, in its 8" meeting held on 18.05.2026 noted that the request for Anti -
Tetanus Immunoglobin 250IU and 500IU is based on increase in raw material, excipients, and overall
manufacturing costs. The Committee noted that the formulation is manufactured by a single company, has
been under price regulation since NLEM 2011, and shows substantial increase in API price over recent years.
The Committee deliberated on the matter and recommended consideration of appropriate upward price revision
under Paragraph 19;

And whereas, the Authority, after deliberating upon the recommendations of the Committee constituted under
paragraph 19 of the Drugs (Prices Control) Order, 2013, increase in API and other input costs, and the need to
ensure continued availability of these critical medicines, invoked the extraordinary powers in public interest
under paragraph 19 of the said Order for upward revision of the ceiling prices of the said formulations by
allowing a one-time increase of 50% over the prevailing ceiling prices;

And whereas, the Authority further noted that the said increase is being granted as a comprehensive measure
already taking into account all relevant factors including market structure and supply conditions, and therefore,
reconsideration of monopoly reduction or any adjustment on that account is not warranted separately in the
present case;

Now, therefore, in exercise of extraordinary powers in public interest, conferred by paragraph 19 of the Drugs
(Prices Control) Order, 2013, read with S.O. No. 1394(E) dated the 30th May, 2013 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) S.O. Number
and date specified in column no. 6(a) & 6(b) mentioned in the table below, the National Pharmaceutical Pricing
Authority, hereby fixes the prices as specified in column (5) of the Table below as ceiling prices exclusive of
Goods and Services Tax applicable, if any in respect of the Scheduled formulations 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:
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(@)

(b)

(c)

(d)

(e)

()

(9)

(h)

(i)

TABLE
SL Name of the | Dosage form & | Unit Approved Existing S.O. No. & Date
No. Scheduled Strength revised Ceiling
Formulation Price
(Rs.)
@ 2 3 (C)) (6)) 6(a) 6(b)
1. Anti-Tetanus As licensed (250 | Per Vial | 1912.02 1575(E) 25.03.2026
Immunoglobulin 1U) SI. No. 59
2. Anti-Tetanus As licensed (500 | Per Vial | 2881.19 1575(E) 25.03.2026
Immunoglobulin U) 3. No. 60

Note:

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.

The provisions of paragraph 13(2) of DPCO 2013 would not be applicable on the ceiling price specified in column (5)
in respect of the formulations with dosage & strength mentioned in column (2) and (3) respectively.

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.

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.

As per paragraph 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.

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(1)(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.

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 IPDMS.
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.

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.

Consequent to the issue of ceiling price of such formulation 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/279/147/2026/F/ F. No. 8(147)/2026/ DP/Div-II/NPPA]
BHIVA RAM YADAYV, Assistant Director
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