T €. S1.ue.- 33004/99 REGD. No. D. L.-33004/99

Che Gazette of India

I1.50.-21.Te.-31.-09072026-274309
CG-DL-E-09072026-274309

ETETIOT
EXTRAORDINARY
AT || —EvE 3—I7-T 0L (i)
PART I1—Section 3—Sub-section (ii)

grfee T THfAT
PUBLISHED BY AUTHORITY

. 3549] 7$ Reeft, TR, TS 8, 2026/3T9TE 17, 1948
No. 3549] NEW DELHI, WEDNESDAY, JULY 8, 2026/ASHADHA 17, 1948

T R IAH HATAT
(3trwer farwm)
(TE o e fArerior sTfer)
SIEN]
TE faeedl, 8 TS, 2026

FT.3M. 3711(37).— STaTh IRT TCHT F AT ¥ IaLh HATAT & a1 29 397ed, 1997 &
e /. 33/7/97-9F Are—| T TET vy o Heteor wrfewor (wadidiT) fi T, s ardt F
ATT-FTT A1 sfrutert a7 AR F gor RaiRa w2 i 3@ aieas 7t #7€ 2, i afagf=a
T, AT sirofe e AR % goat 9 997 @ i iy (e Rg=on) sreer (FrdEter) &
JTELTAL FT FTI-aIT F4F % forg, &t 72 off)

2. 3T Ak, AT U I9¢H GATAT {1 30 72, 2013 F FTATAT A<9r &, 1394(31) F gTT
AEALTF q ATAAH, 1955 FF g7 3 TAT 5 FRT T AhAT FT TART Fd g0 Sdreter, 2013 F
fafere ST % HEg § I SAQT F IETE 32 Higd UTANIT FT s T Al A F oORAT TATAod
#r T 2l
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3. 3T ok, fHE iR © forfiees & S smer % 937 32(i), 32(ii) T 32(ii) F A
rdrEfe, 2013 F YA T ge TS U I T BIHAAT FIHRHT TATGRZE Hivoie Jale
(FIaw 14) & Hae | saed YT gel, o ofwg ud yore_ avnit sfa=ae, 1940 7 39+ ofefie
FATT T {42 3 ST et ey §Teeh =07 #¥ree (W) g1 i serfaa B @ &) za e
TR, AT ALETE & e HmATad g1 Uce AH=ad, 1970 F YAl % qid Hoelade JH
Fivspie TR o arer anfaeee & R Fos araeiera € frfiee #1 T yem G @ § (@@
T 371406 T Uz et 3w s iy faf2r 08.07.2021)1

4. 3T St T F 29w 07.07.2026 F1 Ao Aot 1484 JoF | 7 oo AT
F9E areiford © ferfiee Srfter, 2013 F w7 32(i) va 32(ii) Fi sraeawmarsi ® 9T FAT g auT
I BT Y& T F Aqiid Ar=griad gl qadams, It 7 7 fviy o B fad areifoeg €
frfies T ITF FHAAT AR TATHRZE Fivoie GFT (FqaF 14) & o § S,
2013 % 2T 32(i) wer 32(ii) 3 AT e T T ST qheAT g

5. 374, AU, AT AT & THMET UF Ia4h G g1 o 30 |, 2013 T ST 1,30,
1394(37) = ATEAT & el (7 FI=r) sraer, 2013 % 97 32 F siavid TATASd RAT T TN Fid
TU, AHE FEEioad © fofies #7 S arer F =7 32(i) wA 32(ji) F Siavid R FIHE T
TAHFET Fieoile dFHIT (I 14)’ F dag § STHETer, 2013 F GG & 390 | IHh AT0709T%
o & wrew g it At srerat fRatar g 3o § sae arforfSas sare i oty & ot a1 $i safa F
o0 sroraT Wt 9 it aRIH aF, S AT T §, G T o ATl gl

6. FH ATt § forfiee wiHeree FIHhaa TAFIse Fimple Tl (FEaF 14) &
T9T H ATMOISTS Ao 9T aTforsas® IcaTae i {qfer T57 3 B9 & dael § FHar g =eitd
GaT fawar &1 A (TER) ST ATewan GaxT 9o (THAT) it ST Sraretar, 2013 F fava
TOA-V H T AT ST Heh TAIT &l g=ra Hi

7. FOH it § forfiee, Srdete, 2013 % 977 32(i) wa 32(ii) F A T& il TS ge A
FATT THTH I o IUL(, I BIHAT THAHHRA TATHFIZE Hiple e (FFaaad 14) % o

Srfergf=ra HITeRT qo & 9T HAT TAET, AT AR 21, Fe il e 91 g F o149 718 79 Gadl T°F
ERGIEC I AT

[%T.7./280/148/2026/TF /%1.5. 8(148)/2026/ T/ ru-f2=i-1I]
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MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICAL PRICING AUTHORITY)
ORDER
New Delhi, the 8th July, 2026

S.0. 3711(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.1 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
(Prices 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 paras of the DPCO, 2013, including para 32 of the said order to be exercised by the NPPA on behalf of the
Central Government.

3. And whereas an application was received from M/s Biological E Limited seeking exemption from the provisions of
DPCO, 2013 under Para 32(i), 32(ii) and 32(iii) of the said order in respect of the formulation ‘Pneumococcal
Polysaccharide Conjugate Vaccine (PNEUBEVAX 14)’, which was duly approved by the Office of Central Drugs
Standard Control Organisation (India) under the Drugs and Cosmetics Act, 1940 and Rules thereunder. Further, the
Patent Office, Government of India has granted Patent to M/s Biological E Limited for an invention titled ‘Multivalent
Pneumococcal Conjugate Vaccine’ under the provisions of the Patents Act, 1970 (Patent No. 371406 and Date of
Grant: 08.07.2021).

4. And whereas the NPPA in its 148" meeting dated 07.07.2026 noted that M/s Biological E Limited meets the
requirement of Para 32(i) & 32(ii) of DPCO, 2013 and the formulation is covered under patent granted. Accordingly,
the Authority decided that exemption may be granted to M/s Biological E Limited under Para 32(i) & 32(ii) of DPCO,
2013 for their formulation ‘Pneumococcal Polysaccharide Conjugate Vaccine (PNEUBEVAX 14)’.

5. Now, therefore, in exercise of the powers delegated under Para 32 of the Drugs (Prices Control) Order, 2013 vide
S.0.1394(E) dated 30th May, 2013 issued by the Government of India in the Ministry of Chemicals and Fertilizers,
M/s Biological E Limited is exempted from the provisions of DPCO, 2013 under Para 32(i) & 32(ii) of the said order
in respect of the formulation ‘Pneumococcal Polysaccharide Conjugate Vaccine (PNEUBEVAX 14)” for a period of
five years from the date of the commencement of its commercial marketing or date of the commercial production by
the manufacturer in the country or expiry of the Indian patent, whichever is earlier.

6. M/s Biological E Limited shall inform NPPA, the date of commercial marketing and commercial production of the
formulation ‘Pneumococcal Polysaccharide Conjugate Vaccine (PNEUBEVAX 14)’ in the country and the Price to
Retailer (PTR) and Maximum Retail Price (MRP) fixed by the company in respect of the said formulation by issuing a
price list in Form V under DPCO, 2013.

7. M/s Biological E Limited, after the expiry of period of exemption granted under Para 32(i) & 32(ii) of DPCO, 2013,
shall follow the notified ceiling price or seek retail price approval three months before the expiry of the exemption, if
applicable, for the formulation ‘Pneumococcal Polysaccharide Conjugate Vaccine (PNEUBEVAX 14)’.

[PN/280/148/2026/F/ F. No. 8(148)/2026/D.P./NPPA-Div.-11]
BHIVA RAM YADAYV, Assistant Director
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