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TEd BH-V H AERET @ dRg ¥ SMSUIRIvATE & ARFH ¥ WRR UAUMIY &I Th Jed
A SR BN T D! Bl 57 Ml fFFel iR fafiar faawel B IR o |

(8) iy (o fI=vT) 3fewr, 2013 & URT 24 (4) & IUGdl & IIFAR YD Hedh? fahdl 3R
foqve fafmiar g1 fav U o #§ (9 IRWR, 981 SRER & 39 Y&R fHar o @1 2 &
I WY & $egd (Bl Al & oY Uga I 8l, 981 I (bl Feolge N W
ST AT SR R Gal, TS IS 81, DI FUGRIT BT |

(@) SwWaa ARel # Jor faffde e a1 ygerar a1 <M1 & | fad AR &1 38
ArseT fafmrar ofiwy qea PRI oeer, 2013 & ORT 2(Y) & AR &g -1z AN BT ofid
FRAT & Al U HAlopar fAfFHar &1 ofive (fe =) esr 2013 &1 S-gEi—11 & 3faiia I
faffde w1 § tadidiy &1 Uil 93 v & 94 Hed JIgAIeT =g 3Mded &Rl 81 |

(®) Sua ggfua AFFRRT &1 I /smad iR 9wl & A H FEfdRi o siivg
(Tea F==vT) 3eeT, 2013 & T 1l & B 11l DI ASUISITATH & AIH ¥ WRER UAUIUIY DI
R o @1 RUIS wqd & | Sudad srgferd faffAfoal & fFmior &1 a8 fFaiar sdre
€ B DI FTgD 8l Al 3AD! FAAT UTUUIT Bl T BRI | §80b A § 3R FqgfIa
MR & ST SR AT &1 98 &R &1 32gd & dl g o &l [ ¥ 8 7H
UES AT Il & BiF IV H TR TN BT URgd T |

() fafHiar, SWRIFd B AR § S SIfrhad Heu 3R ordf &I Uleld F8l &3dl § al d
Aegd gIe AATIE, 1955 & @l Ufdd SURASH, 2013 & UrGUEl & el ol Aied
IR IR B T TR & foy IRer 8 |

(31) S MY H SWIGd IR & W9 (2) # &I aoer gfafe # fafafde i o=l «
Ul &1 AHTH HHT T B & URUTHEDY, IAHH AT Gl oI FgiRd areer afd
DS B, ol fb 39 M ¥ gd IR gY 7, Wk 2 JAfIHA BT SR |

[B19. /221 ,/89 /2021 /Y% WIHE. 8(89) /2021 /SIUl / UAUIIG—{&dl-1]
URITold €1, SU fAeerd

ORDER
New Delhi, the 1st July, 2021

S.0. 2654(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 (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 paras of the DPCO, 2013, including para 19 of the said Order
to be exercised by the NPPA on behalf of the Central Government.

3. And whereas NPPA has been receiving applications for upward price revision under para 19 of
DPCO, 2013 since last more than two years citing various reasons like increase in cost of production,
exchange rates etc. resulting in unviability in sustainable production and marketing of the drugs.



[¢TRT II—&vE 3(ii)] T T TSI © T 7

4. And whereas NPPA referred the issue to the Standing Committee on Affordable Medicines and
Health Products (SCAMHP), Niti Aayog, Government of India for guidance on the modalities/
methodology to be followed for such cases.

5. And whereas SCAMHP in its 2nd meeting held on 07.11.2019 has recommended examination of
formulations/ molecules experiencing manufacturing unviability due to low prices and consider price
revision by allowing 50% increase from the ceiling price.

6. And whereas, the Inter-Ministerial Committee constituted for examination of cases under Para 19
of DPCO 2013 has examined the representations and observed that the formulations of the three drugs are
essential medicines for public health management and pricing of these should not be reason for shortage
and unavailability of these medicines, and accordingly recommended for upward revision of price under
Para 19 of DPCO 2013.

7. And whereas, NPPA in its 89th meeting dated 28.06.2021 deliberated upon the case of upward
price revision of the formulations of these drugs under para 19 of DPCO 2013 and noted that the scheduled
formulations being considered for upward price revision under para 19 of DPCO 2013 are low priced drugs
and have been under repeated price control. These drugs are used as first line of treatment and are
important to the public health program of the country. Further, the mandate of NPPA is to ensure
availability of drugs at affordable prices and it was noted that while ensuring affordability, access cannot be
jeopardized and the life saving essential drugs must remain available to the general public at all times.
Therefore, the NPPA is of the considered view that unviability of these formulations should not lead to a
situation, where these drugs become unavailable in the market and the public is forced to switch to costly
alternatives.

8. And whereas, NPPA is cognizant that as per the prevailing policy, cost based pricing is not feasible.
To address the situation arising due to repeated price control, one time price increase of 50% from the
present ceiling price is being considered in public interest as an exceptional measure as advised by
SCAMHP. Accordingly, NPPA invokes extra ordinary powers in public interest under para 19 of DPCO
2013 for upward revision of the ceiling prices of the nine scheduled formulations of 3 drugs by giving one
time increase of 50% from the present ceiling price.

9. Therefore, in exercise of extra ordinary 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:

TABLE
SI. | Name of the Dosage form & Unit Ceiling Existing S.O. No. & Date
No. | Scheduled Strength Price
Formulation (Rs.)
1) 2 ®) (4) () 6(a) 6(b)
1. | Carbamazepine Oral Liquid 100 1ml 0.29 1330(E) 25.03.2021
mg/5ml Sl. No. 139
2. | Carbamazepine CR Tablet 200 mg 1 tablet 2.34 1330(E) 25.03.2021
Sl. No. 140
3. | Carbamazepine CR Tablet 400 mg 1 tablet 4.61 1330(E) 25.03.2021
Sl. No. 141
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4. | Carbamazepine Tablet 100 mg 1 tablet 1.02 1330(E) 25.03.2021
Sl. No. 142

5. | Ranitidine Oral Liquid 75 1ml 1.08 1330(E) 25.03.2021
mg/5ml Sl. No. 722

6. Ranitidine Tablet 150 mg 1 tablet 1.10 1330(E) 25.03.2021
Sl. No. 723

7. Ranitidine Injection 25mg/ml 1ml 243 1330(E) 25.03.2021
Sl. No. 724

8. Ibuprofen Tablet 200 mg 1 tablet 0.59 1330(E) 25.03.2021
SI. No. 431

9. Ibuprofen Tablet 400 mg 1 tablet 1.04 1330(E) 25.03.2021
SI. No. 432

Note:

(@) All manufacturers of scheduled formulation, 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.

(b) The provisions of para 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.

(c) 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.

(d) 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.

(e) 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.

(f) 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-11 of the DPCO, 2013.

(g) 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-I1l of Schedule-1I 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-I1 of the DPCO, 2013 at
least six months prior to the intended date of discontinuation.

(h) 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 Commaodities Act, 1955.
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(i) 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/221/89/2021/F F. No. 8(89)/2021/ DP/Div-1/NPPA]
PRASENJIT DAS, Dy. Director
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