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रसायन और उर्वरक मतं्रालय 

(औषध जर्भाग) 

(राष्‍ट रीय औषध मय  य जनधावरण प्राजधकरण) 

आदेि 

नई दद  ली, 1 िुलाई, 2021 

tcfd Hkkjr ljdkj ds jlk;u vkSj moZjd ea=kky; ds fnukad 29 vxLr] 

1997 ds ladYi la- 33@7@97&ih vkbZ&I }kjk jk"Vªh; vkS"k/k ewY; fu/kkZj.k izkf/kdj.k ¼,uihih,½ dh 

LFkkiuk] vU; ckrksa ds lkFk&lkFk Fkksd vkS"kf/k;ksa rFkk fofufeZfr;ksa ds ewY; fu/kkZfjr djus vkSj muesa 

ifjorZu ;fn dksbZ gksa] dks vf/klwfpr djus] vfu;af=r vkS"kf/k;ksa vkSj fofufeZfr;ksa ds ewY;ksa ij utj j[kus 

vkSj vkS"k/k ¼ewY; fu;a=k.k½ vkns'k ¼Mhihlhvks½ ds izko/kkuksa dk dk;kZUo;u djus ds fy,] dh xbZ FkhA 

2- vkSj tcfd] jlk;u ,oa moZjd ea=kky; ds fnukad 30 ebZ] 2013 ds dk;kZy; vkns'k la- 1394¼v½ 

ds }kjk vko';d oLrq vf/kfu;e] 1955 dh /kkjk 3 rFkk 5 }kjk iznRr 'kfDr;ksa dk iz;ksx djrs gq, 

Mhihlhvks] 2013 dh fof'k"V iSjkxzkQ ds laca/k esa mDr vkns'k ds iSjkxzkQ 32 lfgr ,uihih, dks dsUnz 

ljdkj dh vksj ls 'kfDr;ka izR;ksftr dh xbZ gSaA 

3- vkSj tcfd] eSllZ टोरन्ट QkekZL;wfVdYl fy- ls izkIr vkonsu }kjk Mhihlhvks] 2013 ds izko/kkuksa 

ls NwV ds fy,] iSjkxzkQ 32 (i) ds vUrxZr mDr vkns'k esa Q‚ewZys'ku VisaVkMksy usty Lçs 225 

feyhxzke@fe-yh- ftles çR;sd Lçs ¼0-1 fe-yh-½ es VisaVkMksy gkbMªksDyksjkbM 22-5 feyhxzke csatkYdksfu;e 
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DyksjkbM ¼50%½ 0-02% MCY;w@oh ¼çtjosfVo½ tks fd MªXl ,aM d‚LesfVDl vf/kfu;e 1940 vkSj fu;e 

ds rgr dsaæh; MªXl LVSaMMZ daVªksy v‚xsZukbts'ku ¼Hkkjr½ }kjk fof/kor :i ls ubZ nok ds :i esa 

vuqeksfnr fd;k x;k FkkA blds vykok isVsaV dk;kZy; Hkkjr us eSllZ VksjUV QkekZL;wfVdYl fy- dks  

ÞQkekZL;qfVdy jpuk ftlesa VisaVkMksy 'kkfey gSß ftls 19 tqykbZ 2012 ls 20 o"kksaZ ds dk;Zdky ds fy, 

isVsaV vf/kfu;e] 1970 ds rgr isVsaV vuqeksnu djk;k x;kA ¼isVsaV la[;k 355890 vkSj vuqeksnu iznku 

djus dh frfFk 15-01-2021½A 

4- vkSj tcfd] ,uihih, us fnukad 28-06-2021 dks viuh 89oha cSBd esa ;g mYys[k fd;k fd eSllZ 

VksjUV QkekZL;wfVdYl fy- }kjk izLrqr nLrkost Mhihlhvks] 2013 ds iSjkxzkQ 32 (i) dh vko';drk dks 

iwjk djrs gSa vkSj fu.kZ; fy;k gS fd Mhihlhvks] 2013 ds iSjk 32(i) ds varxZr eSllZ VksjUV 

QkekZL;wfVdYl fy- dks vius mRikn QkWewZys'ku VisaVkMksy usty Lizs 225 feyhxzke@fe-yh- ftlesa izR;sd 

Lizs ¼0-1 fe-yh-½ esa VisaVkMksy gkbMªksDyksjkbM 22-5 feyhxzke $ csatkYdksfu;e DyksjkbM ¼50%½ 0-02% 

MCY;w@oh ¼iztjosfVo½ dk mi;ksx djus ds fy, NwV nh tk ldrh gSA 

5- vc blfy, dk-vk 1394¼v½] fnukad 30 ebZ] 2013 dks jlk;u ,oa moZjd ea=ky;] Hkkjr ljdkj 

}kjk tkjh vkS"kf/k ¼ewY; fu;a=.k½ vkns'k] 2013 ds iSjk 32 ds vUrxZr iznÙk 'kfDr;ksa dk iz;ksx djrs gq,] 

mi;qZDr mDr vkS"kf/k vFkkZr ns’k esa blds okf.kfT;d जर्पणन dh िु:vkr dh rkjh[k ls ikap o"kZ dh vof/k 

ds fy, फॉमयवलेिन टपेंटाडोल नेिल स्ट्प्रे 225 जमलीग्राम/जम.ली. जिसमे प्रत्येक स्ट्प्रे ¼0-1 fe-yh-½ मे टपेंटाडोल 

हाइड्रोक्लोराइड 22-5 जमलीग्राम + बेंिा कोजनयम क्लोराइड ¼50%½ 0-2% डब्ल यय/र्ी (प्रिररे्टटर्) ds laca/k esa mDr 

vkns'k ds iSjkxzkQ 32 (i) ds vUrxZr Mhihlhvks] 2013 ds izko/kkuksa ls eSllZ टोरन्ट QkekZL;wfVdYl dks NwV 

nh xbZ gSA इसके अलार्ा पांच साल की अर्जध भारतीय पेटेंट की अर्जध के साथ सह-टर्मवनस ह।ै 

6- मेससव टोरन्ट फामावस्ट्युटटकल जलजमटेड एनपीपीए को फॉमयवलेिन टपेंटाडोल नेिल स्ट्प्रे 225 जमलीग्राम/जम.ली. 

जिसमे प्रत्येक स्ट्प्रे (0.1 जम.ली.) मे टपेंटाडोल हाइड्रोक्लोराइड 22.5 जमलीग्राम + बेंिा कोजनयम क्लोराइड (50%) 

0.02% डब्ल यय/र्ी (प्रिररे्टटर्) के व्यार्साजयक जर्पणन की तारीख और Mhihlhvks] 2013 ds rgr QkWeZ V esa ewY; 

lwph tkjh djds mDr vkS"kfèk ds ckjs esa dEiuh }kjk r; dh xbZ खुदरा जर्के्रता को कीमत (पीटीआर) और 

vf/kdre [kqnjk ewY; ,uihih, dks lwfpr djsxhA

7. मेससव टोरन्ट फामावस्ट्युटटकल जलजमटेड फॉमयवलेिन टपेंटाडोल नेिल स्ट्प्रे 225 जमलीग्राम/जम.ली. जिसमे प्रत्येक स्ट्प्र े

(0.1 जम.ली.) मे टपेंटाडोल हाइड्रोक्लोराइड 22.5 जमलीग्राम + बेंिा कोजनयम क्लोराइड (50%) 0.02% डब्ल यय/र्ी 

(प्रिररे्टटर्) के जलए खुदरा मय य अनुमोदन भी मांगगेा डीपीसीओ 2013 के पैरा 32 (आई)  के तहत दी गई छय ट की 

समाजि के तीन महीन ेपहले। 

[dka-la-@221@89@2021@,Q Qk-la- 8¼89½@2021@Mhih@,uihih,&fMoh-II] 

izlsuthr nkl] mi funs'kd 
 

 

 

MINISTRY OF CHEMICALS AND FERTILIZERS 

(Department of Pharmaceuticals) 

(NATIONAL PHARMACEUTICALS PRICING AUTHORITY) 

ORDER 

New Delhi, the 1st July, 2021 

S.O. 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-PI.I 

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). 



[भाग II—खण् ड 3(ii)] भारत का रािपत्र : असाधारण 3 

2.  And whereas the Ministry of Chemicals and Fertilizers vide S.O.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%w/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-II/NPPA] 

PRASENJIT DAS, Dy. Director  
 

आदेि 

नई दद  ली, 1 िुलाई, 2021 

का.आ. 2654(अ).—िबदक राष्ट्रीय औषध मय  य जनधावरण प्राजधकरण (एनपीपीए) की स्ट् थापना ददनांक 29 अगस्ट्त, 

1997 रसायन और उर्वरक मतं्रालय की संख्या 33/7/97 /-पीआई-I में भारत सरकार के संक प द्वारा हुई थी जिसमें अन् य 

बातों के साथ-साथ ब क में औषजध और जर्जनर्मवजत के मय  यों को जनयत करना और उसमें होने र्ाले बदलार्ों की अजधसयचना 


