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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
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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
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[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
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s faeeT, 1 e, 2021

T3, 2654(37).—Tath AL TG Foo Heizor Irferor (TadidiT) £t w2t 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




