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la-  05] ubZ fnYyh] eaxyokj] tuojh 5] 2016@ikS"k 15] 1937   
No. 05] NEW DELHI,  TUESDAY,  JANUARY  5,  2016/PAUSA 15 , 1937  

okf.kT; ,oa m|¨x ea=ky;okf.kT; ,oa m|¨x ea=ky;okf.kT; ,oa m|¨x ea=ky;okf.kT; ,oa m|¨x ea=ky;    

¼¼¼¼okf.kT; foÒkxokf.kT; foÒkxokf.kT; foÒkxokf.kT; foÒkx½½½½    

¼¼¼¼fons'k O;kikj egkfuns'kky;fons'k O;kikj egkfuns'kky;fons'k O;kikj egkfuns'kky;fons'k O;kikj egkfuns'kky;½½½½    

lkoZtfud lwpuk lkoZtfud lwpuk lkoZtfud lwpuk lkoZtfud lwpuk     

uÃ fnYyh] 5 tuojh] 2016 

lalalala----    52@2015&202052@2015&202052@2015&202052@2015&2020    

fo"k;%  fo"k;%  fo"k;%  fo"k;%  Òs"kt v©j v©"k/k [ksi ds fu;kZr gsrq [k¨t&chu ç.kkyh dk dk;kZUo;uÒs"kt v©j v©"k/k [ksi ds fu;kZr gsrq [k¨t&chu ç.kkyh dk dk;kZUo;uÒs"kt v©j v©"k/k [ksi ds fu;kZr gsrq [k¨t&chu ç.kkyh dk dk;kZUo;uÒs"kt v©j v©"k/k [ksi ds fu;kZr gsrq [k¨t&chu ç.kkyh dk dk;kZUo;uAAAA    

QkQkQkQk----    lalalala----    01@91@101@91@101@91@101@91@180@648@,,e 09@fu;kZr izdks80@648@,,e 09@fu;kZr izdks80@648@,,e 09@fu;kZr izdks80@648@,,e 09@fu;kZr izdks""""B@909B@909B@909B@909----&&&&le;&le; ij ;Fkkla'k¨f/kr fons'k O;kikj uhfr] 
2015&20 ds iSjk 2-04 ds rgr çnŸk 'kfDr; ä dk ç;¨x djrs gq,] egkfuns'kd] fons'k O;kikj ,rn~}kjk v©"k/k la#i.k 
dh fu;kZr [ksi ds fy, [k¨tchu ç.kkyh ds dk;kZUo;u gsrq çfØ;k fu/kkZfjr djus ds fy, fnukad 01-04-2015 dh 
lkoZtfud lwpuk la0 4@2015&20 (;Fkk la'k¨f/kr) ds }kjk ;Fkk vf/klwfpr çfØ;k iqLrd] 2015&20 ds iSjk 2-
89d d¨ fuEukuqlkj la'k¨f/kr djrs gSa %&  

2-  "2-89 d 

    v©"k/k lw=hdj.k ds fu;kZr ds fy, [k¨t&chu ç.kkyh ds dk;kZUo;u dh çv©"k/k lw=hdj.k ds fu;kZr ds fy, [k¨t&chu ç.kkyh ds dk;kZUo;u dh çv©"k/k lw=hdj.k ds fu;kZr ds fy, [k¨t&chu ç.kkyh ds dk;kZUo;u dh çv©"k/k lw=hdj.k ds fu;kZr ds fy, [k¨t&chu ç.kkyh ds dk;kZUo;u dh çfØ;kfØ;kfØ;kfØ;k    

¼¼¼¼i½½½½ v©"k/k lw=hdj.k ds fofuekZrk vFkok fu;kZrd vius mRikn¨a dh [k¨t&chu d¨ lqdj  cukus gsrq 
fofÒUu iSdsÇtx Lrj¨a ij th,l1 oSf'od Lrjth,l1 oSf'od Lrjth,l1 oSf'od Lrjth,l1 oSf'od Lrj ds vuqlkj ckjd¨M dk eqnz.k djsaxsA bldk C;©jk bl çdkj 
gS% 

 ¼¼¼¼dddd½½½½ çkjafÒd LrjçkjafÒd LrjçkjafÒd LrjçkjafÒd Lrj%%%%    

14 vadh; oSf'od O;kikj en la[;k (th-Vh-vkÃ-,u) ds çk:i esa vf}rh; v©j lkoZÒ©e oSf'odlkoZÒ©e oSf'odlkoZÒ©e oSf'odlkoZÒ©e oSf'od    mRikn mRikn mRikn mRikn 
igpkuigpkuigpkuigpku    d¨M dk dwVys[ku djrs gq, f}vk;keh (2Mh) ckj d¨M dk cSp la0] lekfIr dh rkjh[k v©j 
çkFkfed iSd dh vf}rh; Øe la[;k lfgr lekos'kA çkjafÒd Lrj ij ckj d¨M yscy yxk, 
tkus ij vxyh vf/klwpuk rd NwV çkIr gS] rFkkfi] vxyh vf/klwpuk rd oSdfYid vk/kkj ijoSdfYid vk/kkj ijoSdfYid vk/kkj ijoSdfYid vk/kkj ij Åij 
mfYyf[kr C;©js d¨ i<+us ;¨X; :i esa eqnz.k fd;k tkuk visf{kr gSA    
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  ([k[k[k[k)   f}rh;d Lrj%f}rh;d Lrj%f}rh;d Lrj%f}rh;d Lrj%  

,d vFkok f}&vk;keh (1Mh vFkok 2 Mh) ckjd¨M d¨ lfEefyr djuk ftlesa f}rh;d iSd dh 
cSp la[;k] vafre frfFk rFkk ,d fof'k"V Øe la[;k ds lkFk 14 vad¨a dh oSf'od O;kikj en 
la[;k (thVhvkÃ,u) ds çk#i esa fof'k"V v©j lkoZÒ©fed oSf'od mRikn igpku d¨M mfYyf[kr 
fd;k x;k g¨A rFkkfi] e¨u¨ dkVZu ä ds ekeys esa fofuekZrk vFkok fu;kZrd vxyh vf/klwpuk rd 
oSdfYid vk/kkj ij ,d çkjafÒd iSd okys e¨u¨ dkVZu ij ckjd¨M eqfnzr djsaxsA 

(xxxx) rr̀h;d Lrjrr̀h;d Lrjrr̀h;d Lrjrr̀h;d Lrj%   %   %   %   ,d vk;keh (1Mh) ckjd¨M d¨ lfEefyr djuk ftlesa r̀rh;d iSd dh cSp 
ssss sss sss sss ssss sss sss sss sss sss sssla[;k] vafre frfFk rFkk ,d fof'k"V Js.kh la[;k vFkkZr Øfed i¨rynku daVsuj d¨M 
(,l,llhlh) ds lkFk 14 vad¨a dh oSf'od O;kikj en la[;k (thVhvkÃ,u) ds çk#i esa fof'k"V 
,oa lkoZÒ©fed oSf'od mRikn igpku d¨M mfYyf[kr fd;k x;k g¨A 

¼¼¼¼iii½½½½ ,l,lvkÃ rFkk xSj ,e,lvkÃ fofuekZrkv ä gsrq iSjsaV&pkÃYM laca/k@çÒkoh frfFk;ka,l,lvkÃ rFkk xSj ,e,lvkÃ fofuekZrkv ä gsrq iSjsaV&pkÃYM laca/k@çÒkoh frfFk;ka,l,lvkÃ rFkk xSj ,e,lvkÃ fofuekZrkv ä gsrq iSjsaV&pkÃYM laca/k@çÒkoh frfFk;ka,l,lvkÃ rFkk xSj ,e,lvkÃ fofuekZrkv ä gsrq iSjsaV&pkÃYM laca/k@çÒkoh frfFk;ka: 

fofuekZrk vFkok fu;kZrd f=&Lrjh; iSdsÇtx vFkkZr~ çkjafÒd f}rh;d rFkk r`rh;d iSdsÇtx rFkk budh 
vkiwÆr la[;k esa lapkyu gsrq vkadM+ ä dh ns[k&js[k iSjsaV&pkÃYM laca/k ds :i esa djsaxsA 

(d) lÒh fofuekZrklÒh fofuekZrklÒh fofuekZrklÒh fofuekZrk    (l,lvl,lvl,lvl,lv,,,,kÃ ,oa xSj ,l,lvkÃ fofuekZrkkÃ ,oa xSj ,l,lvkÃ fofuekZrkkÃ ,oa xSj ,l,lvkÃ fofuekZrkkÃ ,oa xSj ,l,lvkÃ fofuekZrk)% % % %     

lÒh fofuekZrkv ä d¨ iSdsÇtx iSjsaV&pkÃYM laca/k ds :i esa vkadM+̈ a dh ns[k&js[k djus rFkk 
dsUnzh; ikVZy (http://dava.gov.in) ij viy¨M djus dh 31-3-2016 rd ,d ckj dh NwV 
çnku dh xÃ gSA rFkkfi fofÒUu Lrj dh iSdsÇtx ij ckj d¨M eqfnzr djus dh ;Fkk fu/kkZfjr 
vko';drk g¨xhA 

([k) ,l,lvkÃ fofuekZrkv ä ds fy, NwV dh frfFk d¨ vkxs c<,l,lvkÃ fofuekZrkv ä ds fy, NwV dh frfFk d¨ vkxs c<,l,lvkÃ fofuekZrkv ä ds fy, NwV dh frfFk d¨ vkxs c<,l,lvkÃ fofuekZrkv ä ds fy, NwV dh frfFk d¨ vkxs c<+k;k tkuk+k;k tkuk+k;k tkuk+k;k tkuk% % % %     

lÒh ,l,lvkÃ v©"k/k fofuekZrkv¨a d¨ iSdsÇtx Lrj¨a dh iSjsaV&pkÃYM ds laca/k esa vkadM¨a dh 
ns[k&js[k djus dh 'krZ d¨ 31-3-2017 rd dh vof/k rd vkxs c<+k;k x;k gSA rFkkfi mUgsa 
dsUnzh; i¨VyZ ij r̀rh;d Lrj ds vkadM+̈ a d¨ vfuok;Z :i ls viy¨M djuk vko';d g¨xk] 
tSlk fd lkoZtfud lwpuk la[;k 13@2015&2020 frfFk 22-05-2015 esa fu/kkZfjr fd;k x;k gSA 

¼¼¼¼iii½½½½ Åij iSjk ¼ii½ esa mfYyf[kr vk¡dM+ksa dks fcØh ;k forj.k gsrq la:i.k tkjh fd, tkus ls igys 
fofuekZrk vFkok fu;kZrd vFkok mldh inukfer ,tsalh }kjk Hkkjr ljdkj ds dsUnzh; iksVZy ij viyksM 
fd;k tk,xkA 

¼¼¼¼iv½½½½ 'kq)rk] iw.kZrk vkSj dsUnzh; iksVZy ij MkVk le; ij viyksM djus dh ftEesokjh fofuekZrk vFkok 
fu;kZrd dh gksxhA 

¼¼¼¼v½½½½ mi;qZDr fu;e ¼i½ ls ¼iv½ fu;kZr iz;kstuksa ds fy, fofufeZr mu vkS"k/k la:i.kksa ds fy, ykxw ugha 
gksaxs] ftuesa vk;krd ns'k dh ljdkj us fof'k"V vko';drk dk vf/kns'k fn;k gS rFkk fu;kZrd 
MhlhthvkbZ vkSj mlds ukferh dh fof/kor vuqefr ls vius izi= esa ckjdksM fizUV djkus ds fodYi dk 
ykHk ysuk pkgrk gSA rFkkfi] r`rh;d Lrj dh iSdsftax esa vk;kr ns'k dh vko';drk] ;fn dksbZ gks] ds 
vykok mi;qZDr ¼i½ ¼x½ ds vuqlkj ckj dksM dh vfrfjDr fizfUVax gksxhA 

¼¼¼¼vi½½½½ xSj&y?kq m|ksx bdkb;ksa }kjk fnukad 31-03-2016 rd fofufeZr mRikn vkSj y?kq m|ksx bdkb;ksa 
}kjk fnukad 31-03-2017 rd fofufeZr mRiknksa dks dsUnzh; iksVZy ij MkVk viyksM djus dh vko';drk ls 
NwV gksxhA 

¼¼¼¼vii½½½½ xSj y?kq m|ksx bdkb;ksa }kjk fnukad 01-04-2016 dks ;k mlds ckn fofufeZr lHkh vkS"k/kksa rFkk 
fnukad 01-04-2017 dks ;k mlds ckn dh fofuekZ.k rkjh[k okys y?kq m|ksx bdkb;ksa ds lHkh vkS"k/k dk rHkh 
fu;kZr fd;k tk ldrk gS] tc r`rh;d vkSj f}rh;d nksuksa iSdsftax esa ;Fkk ykxw ckjdksM gks rFkk fons'k 
O;kikj egkfuns'kky; }kjk ;Fkk fu/kkZfjr laxr vkadM+k dsUnzh; iksVZy ij viyksM fd;k tk,A 

Li"Vhdj.kLi"Vhdj.kLi"Vhdj.kLi"Vhdj.k    %%%%    

¼d½ bl fu;e ds iz;kstu gsrq] 
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¼i½ vkS"k/k la:i.k dk vFkZ ,sls la:i.k ls gS tks vkS"k/k ,oa lkSUn;Z lkexzh vf/kfu;e ds izko/kkuksa rFkk 
mlds rgr fufeZr fu;ekoyh ds rgr vkS"k/k fu;a=.k izkf/kdkjh ls izkIr ykblsal ds varxZr fofufeZr gks 
vkSj vk;krdrkZ ns'k ds [kk| ,oa vkS"k/k iz'kklu ds ikl **vkS"k/k** ds :Ik esa iathd`r gksA 

¼ii½ izkjafHkd iSdsftax dk vFkZ ,sls iSdst ls gS tks lfØ; ?kVd ds lkFk izR;{k okLrfod lEidZ esa 
gSA 

f}rh; iSdsftax dk vFkZ ,d vFkok ,d ls vf/kd izkjafHkd iSDl ;qDr dkVZu vkSj ,d izkjafHkd iSd ;qDr 
eksuks dkVZu lekfo"V gSA 

r`rh; iSdsftax dk vFkZ ,d vFkok ,d ls vf/kd f}rh; iSdsftax ;qDr f'kij gSA 

¼[k½ fo'ks"k fj;k;r ¼fj;k;rsa½ ;fn dksbZ gS] dks iznku djus ds laca/k esa lHkh izklafxd fn'kk&funsZ'k] 
MsVk vko';drk@j[kj[kko dh izfØ;k dsUnzh; iksVZy ij viyksM gS vkSj bl vf/klwpuk ds rgr tkjh 
Li"Vhdj.k vkfn dsUnzh; iksVZy vFkkZr~ http://dava.gov.in ij miyC/k gks tk,xhA 

¼x½ vkS"k/k fofuekZrdksa@fu;kZrdksa dh ;g ftEesokjh gksxh fd tSlh fLFkfr gks og lhek'kqYd izkf/kdkjh 
dks larq"V djsa fd fu;kZr [ksi vf/klwpuk dh 'krksZa dh iwfrZ dj jgk gS"A 

3333    bl lkoZtfud lwpuk dk izHkkobl lkoZtfud lwpuk dk izHkkobl lkoZtfud lwpuk dk izHkkobl lkoZtfud lwpuk dk izHkko%%%%    

fnukad 22-05-2015 dh igys dh lkoZtfud lwpuk la0 13@2015&2020 dk vf/kØe.k djrs gq,] iSdsftax esa 
vfHkHkkod&cPps ds laca/k dks cuk, j[kus ds lkFk vkS"kf/k la:i.k ds fu;kZr ds fy, [kkstchu iz.kkyh ds dk;kZUo;u 
ds fy, frfFk;k¡ xSj ,l,lvkbZ fofufeZr vkS"k/kksa ds fy, 01-04-2016 rd vkSj ,l,lvkbZ fofufeZr vkS"k/kksa ds fy, 
01-04-2017 rd c<+kbZ xbZ gSA 

vuwi o/kkou] egkfuns'kd] fons'k O;kikj 

 

MINISTRY OF COMMERCE AND INDUSTRY 

(Department of Commerce) 

(DIRECTORATE GENERAL OF FOREIGN TRADE) 

PUBLIC NOTICE  

New Delhi, the 5th January, 2016 

No.   52/2015-2020 

Subject: Implementation of the Track and Trace system for export of Pharmaceuticals and drug 

consignments.   

F. No. 01/91/180/648/AM 09/Export Cell/909.—In exercise of the powers conferred under 

Paragraph 2.04 of the Foreign Trade Policy, 2015-20, as amended from time to time, the Director General of 

Foreign Trade hereby amends Para 2.89A of Handbook of Procedure, 2015-20, as notified vide Public 

Notice No. 4/2015-20 dated 1.04.2015 (as amended), as under, for laying down the procedure for 

implementation of the Track and Trace system for export consignments of drug formulations: 

2.  “2.89 A 

Procedure for Implementation of the Track and Trace system for export of drug formulations  

i.  The manufacturer or the exporter of drug formulations will print the barcode as per GS1 

Global Standard at different packaging levels to facilitate tracking and tracing of their 

products. The details are as follows: 

(a) Primary Level: 

Incorporation of two dimensional (2D) barcode encoding unique and universal global 

product identification code in the format of 14 digits Global Trade Item Number (GTIN) 

along with batch number, expiry date and a unique serial number of the primary pack. The 
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bar code labeling at primary level is exempted till further notification;  however, the above 

mentioned details are required to be printed in human readable form on optional basis till 

further notification. 

(b) Secondary level: 

Incorporation of one or two dimensional (1D or 2D) barcode encoding unique and universal 

global product identification code in the format of 14 digits Global Trade Item 

Number(GTIN) along with batch number, expiry date and a unique serial number of the 

secondary pack. However, incase of monocartons manufacturer or exporter shall affix bar 

code on mono carton containing one primary pack on optional basis till further notification. 

(c) Tertiary Level: 

Incorporation of one dimensional (1D) barcode encoding unique and universal global 

product identification code in the format of 14 digits Global Trade Item Number (GTIN) 

along with batch number, expiry date and a unique serial number of the tertiary pack i.e. 

Serial Shipping Container Code (SSCC). 

(ii)  Parent –Child Relationship/ Effective dates for SSI and Non-SSI Manufacturers: 

The manufacturer or exporter shall maintain the data in the parent-child relationship for 

three levels of packaging i.e. Primary, Secondary and Tertiary packaging and their 

movement in its supply chain. 

a) All Manufacturers (SSI & Non- SSI Manufacturers): 

As one time exemption all manufacturers are exempted from maintenance of Parent-Child 

relationship in packaging and its uploading on central portal (http://dava.gov.in) till 

31.03.2016. However, the requirements of printing of barcoding on the different levels or 

packaging will be applicable as prescribed. 

(b) Extended Date of Exemption to SSI Manufacturers: 

All SSI drug manufacturers are exempted from requirement of maintaining Parent-Child 

relationship in packaging levels for a further period up to 31.03.2017. However, they are 

required to upload Tertiary level data on the central portal mandatorily as prescribed in 

public notice no. 13/2015-2020 dated 22.05.2015. 

iii.  The data mentioned in (ii) above shall be uploaded on the central portal of the Government 

of India by the manufacturer or exporter or its designated agency before release of the drug 

formulations for sale or distribution. 

iv.  The responsibility of the correctness, completeness and ensuring timely upload of data on 

the central portal shall be with the manufacturer or exporter. 

v.  The above rules (i) to (iv) will not be applicable to those drug formulations manufactured 

for export purposes, where the government of the importing country has mandated or 

formally notified its intention to mandate a specific requirement and the exporter intends to 

avail the option of printing the barcodes in their format after duly obtaining the permission 

of DCGI or its nominee. However, the tertiary level of packaging will have additional 

printing of barcode as per (i)(c) above in addition to importing country’s requirement, if 

any. 

vi.  Export of drugs manufactured by non-SSI units and having manufacturing date prior to 

31.03.2016 and export of the drugs manufactured by SSI units and having manufacturing 

date prior to 31.03.2017 are exempted from requirement of data uploading on Central 

Portal. 

vii.  All drugs manufactured by non SSI units with manufacturing date on or after 01.04.2016 

and all drug manufactured by SSI units with manufacturing date on or after 01.04.2017 can 
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be exported only if both tertiary and secondary packaging carry barcoding as applicable and 

the relevant data as prescribed by DGFT is uploaded on the Central Portal. 

Explanation: 

(a) For the purpose of this rule, 

(i) Drug formulation means a formulation manufactured with a license from Drug Control 

Authority under the provisions of Drugs & Cosmetics Act and Rules made there under and 

registered as “Drug” with the FDA of importing country. 

(ii) Primary packaging means the package which is in direct physical contact with the active 

ingredient. 

Secondary packaging means a carton containing one or more primary packs and 

includes a mono carton containing one primary pack. 

The tertiary packaging means a shipper containing one or more secondary packs. 

(b) All relevant guidelines regarding grant of specific exemption (s) if any, procedure of data 

requirement / maintenance / upload on central portal and clarifications issued under this 

notification etc. will be available on the central portal i.e.  http://dava.gov.in 

(c) It will be the responsibility of the drug manufactures/exporters as the case may be, to 

satisfy the customs authorities that the export consignment satisfies the conditions of the 

notification”. 

3.  Effect of this Public Notice: 

            In suppression of the earlier Public Notice no. 13/2015-2020 dated 22.05.2015, the dates for 

implementation of Track and Trace system for export of drug formulations alongwith maintaining 

the Parent-Child relationship in packaging have been extended to 01.04.2016 for non SSI 

manufactured drugs and to 01.04.2017 for SSI manufactured drugs. 

ANUP WADHAWAN, Director General of Foreign Trade 
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