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P13, 2653(31).—vEfdh IRT IR o AT IR SRS A & HIH 29 3R,
1997 & JAbed W 33 /7 /97— E—1 §RI UK 3Ne Yo feriRor grdresror (Tdidg) @
WIYAT, I Il & A A el den AR & feg MaiRd a1 ik 34
aRace afe ®I &1, BT IMEgfa o, AfFd iufdai ok ARl & e W™ Tor 3@
IR 3wy (e F=r0) sneer (SRR & Ui & SR &) & o1y, Bl 73 ol |

2. 3R TafPh, AE Ud IRG AT & Fid 30 78, 2013 & HIITAT M 4. 1394(37)
@ GRI 3MMAeTS o JAMAFTIH, 1955 B &RT 3 AT 5 §RT U AT BT TINT PR 8Y
SRR, 2013 @1 faf¥re IR & ey # Sad My @ WRWUTH 32 AfRd TAUT &1 o
IRBR B 3R A fFaar yaforg a1 18 g |

3. 3R Tafdh, HAH Zeve BAYGChed o, | UG e gRT SIUNIBH, 2013 & UTaer=i
W ge B oy, WRUTH 32 (i) & WA Sad My H BHeRM cUclSid Aud 81 225
e /el R @ | (0.1 fAel) ¥ cieeid BssidaRss 22.5 felium™ doired s

3646 G1/2021 )
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FARTSS (50%) 0.02% T /1 (JoRaAfea) Wi f 79 Us drefead M| 1940 iR 4
P TEd Dald T WSS dhold IR (WRA) gRT fafffad $9 9 98 <ar & w9 |
AT AT T o1 | §9a IA@l Uce BRI WRA - 49 SRe BHg(ched fof. @
BRI CHe o forad cuereld enfid 8 51 19 Jalg 2012 9 20 991 & BRIBI b oIy
Uce SAfSfRM, 1970 & T8d Ucc STJHIGH BRI AT| (USC WA 355890 3IR SJHGH U
B Y fafdr 15.01.2021) |

4. IR Safd, TAUMG 9 f&A1d 28.06.2021 BT U 8941 6% H I8 Sooid fhar b Hd
eR< BHRCHed o, gRT UKId S¥Tdel SIURIRI, 2013 @& URTUTH 32 (i) &I SMaeddal Bl
R Hd & R fofy form 2 fe SdRTeN, 2013 @ WRT 32(i) @ ofdid HEH SR
BHRICH 1. BT U4 IUTE B SUereid -Toid | 225 fFetim / fell S u’e
| (01 fel) # ciceid sRSadRZs 225 UM + dofledlMad FdARSS (50%) 0.02%
g /41 (JoRAfEd) BT SUANT &1 & oIy B & 1 Fhdll 2 |

5. 319 AU BI3M 1394(31), faATd 30 S, 2013 BT WA Yd IaRd HATd, AR IRBR
ERT ORI 39 (e o) afraer, 2013 & URT 32 & 3f<id Uad Wl BT TART R gU,
IuGed I IR 3 <F H gD Aviigd o &l read o dRIg | U™ ay &I
& fou wigaem aUaEe a9« o 225 e/ S v@s & (04 @) ¥ cieEm
gESFARTze 225 e + oo o FRTEe (50%) 0.2% T==g/dt (Fewafed) & Heag ¥ Iad
MR & URTUTH 32 (i) & ST SIURAIA, 2013 & TRl 3 399 2vee BHARG[Ched DI BL
& TS B | THF SAeATaT Ui AT BT AT WLATT YT A Aty ¥ Ay qe-afiaT 2

6. ATE T2 EHrETEY(cHRd forfiees TafidiT i1 wigees sieree a9a & 225 facfim/fs.
Sed goa® = (0.1 ) & TR gregaarTse 22.5 e + deren=am FerEe (50%)
0.02% Teeg/dT (eratea) & =maartas oo £ aie i SIile, 2013 & d8d B V H g
AT SN R I STE & N H BT gRT TF DI T3 gaeT f&ewar &7 fiwa (firem) sie

BT YT Hed TAUY Bl Gerd Bl |
7. HEH 2Tiee HHTEECHA [IHEE RIAT Ui d5er & 225 feftuma/fa . e gas =

(0.1 &) & U= gregdrTEe 22.5 ™ + ssresaawq FaerEe (50%) 0.02% T==g/dt
(TSEated) & forT gaer god AqArEd €T AT SHEisr 2013 & 937 32 (o) & dgd af 1= e &l

TR 3 A A T

[B19. /221 ,/89 /2021 /Y% WIHE. 8(89) /2021 /SIUl / UAUUIG—{&dl-11]
TS €1, SU fAesid

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
(NATIONAL PHARMACEUTICALS PRICING AUTHORITY)
ORDER
New Delhi, the 1st July, 2021

S.0. 2653(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).
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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 received from M/s Torrent Pharmaceutical Limited, for exemption
from the provisions of DPCO, 2013 under para 32 (i) of the said order in respect of the formulation
“Tapentadol Nasal Spray 225mg/ml” in which each spray (0.1ml) contains Tapentadol Hydrochloride
22.5mg + Benzalkonium Chloride (50%) 0.02%w/v (As preservative) which was duly approved by the
Office of Central Drugs Standard Control Organisation (India) as ‘new drug’ under the Drugs and
Cosmetics Act, 1940 and Rules thereunder. Further, the Patent Office, Government of India has granted
Patent to M/s Torrent Pharmaceutical Limited for an invention entitled ‘Pharmaceutical invention of
Tapentadol’ for the term of 20 years from 19th July 2012 in accordance with the provisions of the Patents
Act, 1970 (Patent No. 355890 and Date of Grant: 15.01.2021).

4. And whereas the NPPA at its 89th meeting dated 28.06.2021 noted that M/s Torrent
Pharmaceutical Limited meets the requirement of Para 32(i) of DPCO 2013 and decided that exemption
may be granted to M/s Torrent Pharmaceutical Limited under Para 32(i) of DPCO, 2013 for their
formulation “Tapentadol Nasal Spray 225mg/ml” in which each spray (0.1ml) contains Tapentadol
Hydrochloride 22.5mg + Benzalkonium Chloride (50%) 0.02%wi/v (As preservative).

5. Now, therefore, in exercise of the powers delegated under para 32 of the Drugs (Prices Control)
Order, 2013 vide S.O. 1394(E) dated 30th May, 2013 issued by the Government of India in the Ministry of
Chemicals and Fertilizers, M/s Torrent Pharmaceuticals Limited is exempted from the provisions of DPCO,
2013 under para 32 (i) of the said order in respect of the formulation “Tapentadol Nasal Spray 225mg/ml”
in which each spray (0.1ml) contains Tapentadol Hydrochloride 22.5mg + Benzalkonium Chloride (50%)
0.02%w/v (As preservative) for a period of five years from the date of commencement of its commercial
marketing by the manufacturer in the country. Further, the period of five years is co-terminus with the
duration of Indian Patent.

6. M/s Torrent Pharmaceutical Ltd shall inform NPPA, the date of commercial marketing of the
formulation “Tapentadol Nasal Spray 225mg/ml” in which each spray (0.1ml) contains Tapentadol
Hydrochloride 22.5mg + Benzalkonium Chloride (50%) 0.02%w/v (As preservative) in the country and the
Price to Retailer (PTR) and Maximum Retail Price fixed by the company in respect of above said
formulation by issuing a price list in Form V under DPCO, 2013.

7. M/s Torrent Pharmaceutical Ltd shall also seek retail price approval for the formulation
“Tapentadol Nasal Spray 225mg/ml” in which each spray (0.1ml) contains Tapentadol Hydrochloride
22.5mg + Benzalkonium Chloride (50%) 0.02%w/v (As preservative), if applicable, three month before the
expiry of the exemption granted under Para 32(i) of DPCO 2013

[PN/221/89/2021/F F. No. 8(89)/2021/ DP/Div-11/NPPA]
PRASENJIT DAS, Dy. Director

T
s faeeT, 1 e, 2021

T3, 2654(31).—aTh LT TG Foor Heizor Irerer (TadidiT) £t w2moar faqi® 29 oFr,
1997 THTI ¥ 39 HATAT Hil H&AT 33/7/97 /M1 H AR TR & Fheqd g7 gs ot ora# o7
FTAT o TTT-ATT Foah | urer e At & geai & Faaq F3a7 o7 39 g arel agadral il sTreg==r
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AT, T FE BT AT, T F-sre=a Zaren v At & qear fir At Far qon siufer (o
frerT=or), smaer (STHTT=IT) & Tl & FATaaq 6l <@ HLAT ATHA 2

2. 3 St fadT 30 W, 2013 T THAA AT I9H HATAT % H1.37T 1394 (37) F HTLAH &, MF9TF
Feq Aterfaa®, 1955 FF g7 3 3% 5 T Y& erihdl &1 AN Fd gu e, 2013, % fafHfEe =
& Tae | orRaT ITed g1 foraH shw FEhTY il ST & UATIT gTeT 396 S<9T & 927 19 &7 TR FhaT ST
AT |

3. 3T Sat* foger a1 aut ¥ afgs & Ioameq anq § ghy, BfFay 3 & afommeesy @&ty
Fafat & stfeeray wEar § fg g AN # Saed 9T g W@ § [oEd asig o "ated aret &
IcaTad S oo & srfeuwar ang 81 Fufai 1 Fee g & Srdfefen, 2013 % 927 19 F dgq gafaa
ZATsN T sAferwaw Fwa # Fhg i JTU)

4. T ATk TANHIT § TH ATHAT 6 97& g1 AT q-TLRI/FHATOTAT 92 AEGeR & forw et
FEAT TATU AT TS IcqTE FHTT (THTuHT=dY), ST AR Ud I3 JER1e Rl 10T 99171

5. ¥ &t TaHmuau=dt 7 397 07.11.2019 &7 A 1iora Tred afdid i AT 9% § Ty
T HH HFAL o HIOT AAHTT AAEEAT o TET FT ATHAT FH0T ATl BIHALT / ST T S e 37
Afehad o & 50% FT g it AqATT T ToF HLTIT AR FLA 6 o Heprieer #ir 2

6. T STarfes, ST 2013 F 937 19 F q&d ATHA! =l 1= & (o7U T5q U siae-wsredt Fiufa 1
ST T ST ITAT T 19 qaTet o Aqe=d Rigas qrasiida e Y64+ & o0 Aaeqs gamu § i<
T o HeTeor it FHT T AqIeAsdar Hi7 FI0T Al g[T AT T T AT H daTET SIarTer
2013 % 937 19 & qga Faal # Fhag  forw Rrarfeer £ 12

7. 3% Staf Ao 7 faAi® 28.06.2021 1 7o+t 89 =i a5 H Srdieftsy 2013 F =7 19 F agq
T TATAT T BIHALUT & ToF Frag 6 TATHA 9T [A=-fawst B sfiw Fw=zr f6 Sdieter, 2013 F T 19 %
T2 god g FA & (o0 A7 eg=a wiaed a2 F= f6ar S w@1 €, S & 9 H\d aret 410 8
AT TN QAT go I § §) =96 7 SAferenier Tavst 7 ITANT ITAT il Tgat uich & &7 7 fhar
STAT & M 97 HIES+H Tareed FHAHT 6 o0 Tgeaqul gl T8F JATAT, TANIT FT STeraer Tt
HHAT T FTATAT AT ITASHAT AT F F o0 g 32 a2 & foaqr 4w & Fgeiaar gtz & &
oI qASTAT T @Y & qE1 STAT ST T T g ST S{ad T=1 Tl ATT9qF ATl T Tad Fileh, AT AT
* o0 g2 997 IUersy TEdt AR TEiery, uadidiT &7 98 fo=w g & 7 Attt fi seragear
ST furfa F81 gt AT, SRl o FaT0 ST | STaesd gl STl @ 3 SAdT &l HeaT [aawhedl 9% qi=-
% forT wsta o St 2

8. 3l Safeh TATIT & |11 § § T3 Hisgar A & AqE AN SreTia god [Heiwor 999 Tai gl
- T I % FOT Ieaer RATT T AT F2eA 6 1w, TaAT SATewmad 4od § 50% 1 TF a7
FT g g T ATas=F fgd | T FTETITT I % €T H AMET AT ¥GT 5, AT o6 TEHAwuau=dt g
AT T T2 gl TEAAR TANGIT F TG ATSwan god § 50% it UF q89T gl < o9 qarshi  Af
AT R AT rterwan HrAdl § Fhg FaT & forg STdreEfremr, 2013 F 937 19 % dga Aras«® fod
H STETETIOT STIRAT &7 ATiHe T =m

9. AT, ATET TALHTL o THTAT ST I GATAT 5T AT f1h 30 |, 2013 =T 7.3, 1394(37)
& AT Tfod e (Yo =) sraer, 2013 F 937 19 FRT WET AT &hdl &1 AN FLd gu
AT Bd | ¥ T 3T Ia¢h HATAT (ST 30 o fHeior TTiesreor) § A qvFe & A
F srfasraor &, S & arooft § sfeafea w6w 9. 6(1) siw 6(s) & AfAfEse #rer . sz [_ifr & v &,
TTEIT ST T THeiTor STTeaRaor = il Jeol & &G (5) § AA{ate sfehad Hiad & IFq a0l &
w9 (3) 3T (4) FHLT: AT Tratteat § it g €9 U yaadr 7 T aigd 39 9Tl & &9
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(2) & #ir e gfafes & AR sagta AR & 3 o ft, g e dar#, s FE 8, =
TIEH TTaFad Fd & =7 & fF7a F:2dT 8

it
#.8. | aqgia ARt | eew s sR vaear | swE | Afgwaw | HISET e . SR fomiw
T ATH Hrae
(%)
1) ) ©) (4) (5) 6(T) 6(=)
1. | preErSTaE AR forrggs 100 | 1 fAfer | 029 | q33pE) | 25.03.2021
. /5 fafer. .
#.9. 139
2. WWW JITR el 200 1 el 2.34 1330(E) 25.03.2021
o, .
#.9. 140
3. WWW JIMR el 400 1 TolY 4.61 1330(E) 25.03.2021
o, .
.9, 141
4. | PpraHTSIATST Tetl 100 A3, 1 et | 1.02 1330(E) | 25.03.2021
F.H. 142
5. | wfvfefss 3R feraggs 75 1 fafer. | 1.08 1330(E) | 25.03.2021
. /5 fafar. .
w.9. 722
6. | wfafefen et 150 AT, 1 e | 110 1330(E) | 25.03.2021
#*.9. 723
7. | fafefss sa_cfgl:f 25 3. 1 fafer. 243 1330(E) 25.03.2021
/Tt F.H. 724
8. W el 200 T, 1 el 0.59 1330(E) 25.03.2021
#.9. 431
9. | TSgUHA el 400 AT, 1Tl | 1.04 1330(E) | 25.03.2021
#.9. 432

M

(@) IRPR ERT 39 UHR A &1 8 iR ARG &1 13 3ffdewad d\a @9 axg Ud 4l
PR, S ANL B) F IF dHd R d ARl & giss a1 SMRe a1 IEl wUiaRl Bl
T9 B gfd fafffeal & i fafmiar, Swded aRo & w99 (5) @ aftia <ifdean Smd
@9 9g Td HaT B, S ANL ) ¥ AE Ff 0l AT S SHa 1 el geasieror
B |

(=) ST, 2013 F 9T 13 (2) F TTATH FHL: FiAH (2) ¥ (3) # IfeaATEd g <iT yaadr & a1
At & g9g & wtew (5) § AfEe sfesway 9o7 72 A 951 g |

(M) PR e 7 Swjad RV & WW (5) | afiT if¥ead HHd IR WRSR Bl aR<d
YA fRaT 2 97 98 <9 2 O 9 9% U4 [T R Bl SIS Fhd 3 |

(&) liwer (qeg FRIF0) Qe 2013 & WREM% 11 H AT Y yrawm=l & dgad g Famari
B ST ARV & W (5) ¥ AFfdE siftredq oHd @ R W e Akl & Ui
& fou afiemdq @ma MuiRd &) | fFfar vy (qea fF5mn) emeer, 2013 @& W% 24 &
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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.
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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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