16 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

JMMSTT, 2013 & RMTE 2() & AR e (o =) amewr, 2013 & dgad g1 11 7 Afafds v/ 1 &
AT ¥ AT # geu feiRer g Smded SRAT BT |

(@) Swea srggfaa ARl @1 Swred /g &R e & ey H fFmiael @ vy (qea o)
ST, 2013 & Gl 11 & BH I PI MSUSITATH & ARIH A ARG TIUUIY &l &% el a1 Rard
YR BT | Suge Fgfed ARl & Frfor o7 @Is FHfdr ScreT a1 dR BT sgd Bl Al gqD!
AT TAUIIY BT SFATa BRI | §HS TR H R agqgfd ARl & Iwres iR mard @ <
B BT TP © Al g% DA DI A A B WM S G 1L Db BIH IV H ARBR TAGAY B IR
BT

() fafrefar a1 oo &, SRIFd S| JR § Sl eiffead Heg iR wrdl &7 dTei =181 el § of d
JATILID aRIY ST, 1955 & AT UFST SIURTISH, 2013 & UEAEM! & M= 1ol Aled femHRa IRy
Bl ST A B forg <Y B |

G) = MY A SWIad IR & W9 (2) § @ g yfafe #§ fafafde O fafafifoal & dof o srftreas
PHd 89 & aRumRa®y, JAfdedd a1 GaxT Jed FEiRa e af aig 81, 9 & 39 ew 9 yd
SN 8T ©, W& 1 ATHHT BT SR |

[FIT/248/116/2023/TF /w1.5. 8(116)/2023/21. 9. /uadrfu—fE=.11]
AETEY &+, 37 e (g fAgiwom)

ORDER
New Delhi, the 15th September, 2023

S.0. 4077(E).—Whereas, (i) Piperacillin 2gm + Tazobactum 250mg and (ii) Piperacillin 4gm + Tazobactum
500 mg are scheduled formulation under Schedule-I of DPCO 2013 and its ceiling price is fixed.

And whereas, M/s Gufic Biosciences Limited have applied for separate ceiling price of (i) Tazofic Injection
2.25 gm containing Piperacillin 2gm + Tazobactum 250mg and (ii) Tazofic Injection 4.5 gm containing Piperacillin
4gm + Tazobactum 500 mg having special features of dual chamber bags stating that it is designed to allow the
separation of different solutions that require admixing just before administration helping to reduce the administration
time, assurance of right dosages, avoidance of hospital contamination, provides high stability & convenience etc.

And whereas, the Multidisciplinary Committee of Experts in its 45th meeting & 52nd meeting dated
13.09.2022 &11.07.2023 respectively observed that (i) Tazofic Injection 2.25 gm containing Piperacillin 2gm +
Tazobactum 250mg and (ii) Tazofic Injection 4.5 gm containing Piperacillin 4gm + Tazobactum 500 mg are
scheduled formulation. The Committee further observed that packages in (i) Tazofic Injection 2.25 gm containing
Piperacillin 2gm + Tazobactum 250mg and (ii) Tazofic Injection 4.5 gm containing Piperacillin 4gm + Tazobactum
500 mg of M/s Gufic Biosciences Limited have special feature of dual chamber bag helping in reduction of
administration time, reconstitution of the drug with distilled water in accurate dose with reduction in the possibility of
contamination.

And whereas, the Multidisciplinary Committee of Experts recommended that an increase of 15% over and
above the ceiling price of Tazofic Injection 2.25 gm and Tazofic Injection 4.5 gm be allowed to M/s Gufic
Biosciences Limitedfor the formulation(i) Tazofic Injection 2.25 gm containing Piperacillin 2gm+Tazobactum 250mg
and (ii) Tazofic Injection 4.5 gm containing Piperacillin 4gm+Tazobactum 500 mgon account of special packaging in
dual chamber bag.

And whereas, NPPA in its 116thAuthority meeting dated 06.09.2023 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. 5249(E) dated 11th November, 2022
issued by the Government of India in the Ministry of Chemicals and Fertilizers in so far as it relates to (i) Tazofic
Injection 2.25 gm containing Piperacillin 2gm+Tazobactum 250mg and (ii) Tazofic Injection 4.5 gm containing
Piperacillin 4gm+Tazobactum 500 mg having special feature of dual chamber bag helping in reduction of
administration time, reconstitution of the drug with distilled water in accurate dose with reduction in the possibility of
contamination., 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
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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
No.

Name of the Scheduled Dosage form and Strength Unit Ceiling Price excluding
Formulation GST (Rs.)

M

) 3 @ )

Piperacillin (A) + Powder for Per Dual chamber 220.26
Tazobactam (B) Injection 2 g (A) + bag
250 mg(B)

Piperacillin (A) + Powder for Per Dual chamber 459.28
Tazobactam (B) Injection 4 g (A) + bag
500 mg(B)

Table ‘B’

SI. No. Name of Manufacturer

ey (@3]

M/s Gufic Biosciences Limited

Note:
(a)

(b)
(©)

(d)

(e)

®

€9)

(h)

®

)

The ceiling price specified in column (5) of Table A is only applicable to the manufacturer 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.

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.

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.

Any other manufacturer claiming separate ceiling price having special feature of dual chamber bag helping in
reduction of administration time, reconstitution of the drug with distilled water in accurate dose with reduction
in the possibility of contamination. 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.

Where an existing manufacturer of scheduled formulation with dosage or strength or both as specified in the
above Table A, 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 I as specified under Schedule-II of the
DPCO, 2013.

The manufacturer(s) 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. 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-
IV of Schedule-II of the DPCO, 2013 at least six months prior to the intended date of discontinuation.

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/248/116/2023/F/F. No. 8(116)/ 2023/DP/NPPA/Div. II]

MAHAVEER SAINI, Dy. Director (Pricing)




