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AT Ta SENT HATe
(anforsr farr)
(e @R wEIfREe)
GiEEIRCAG Rl
T faeell, 5 TaNI, 2016
9. 52 /2015—2020
vy Ava oiR 3wy WY & T 3 @4 JUIel BT BRI |

BT . 01,/91/180/648 /70 09 /f T YIS /900 —qa—aHa WR Irdenfed faqw e Hifd,
2015-20 & URT 204 & TEd U< WAfKTA] BT TN B gY, eI Taed, I AR TIGERT AT HHY0T
P FRaid 99 & forg o= goell & wrRiaad 8g Uishar FeEiRa &1 & forg 3% 01.04.2015 &

ATESI S G HO 4 /2015—20 (IAT FAMRT) & FRT JAT ARG UfhaT G, 2015—20 & URT 2.
89% 1 FITIHIR HAfId v & —
2. "289 @

vy e & Fafa @ forg G4 Joel & SR o afh

(i) Ay AR & fAfHTar srEr FRIde ue ITTRI B WIo—dF B gA) 9 B
=1 UforT WRI R oige Rad "R & IR IRSIS BT &0 BT | $HHT ART 59 THR
2

(@) TRAS W

14 P INas @R 7g G (SNA/META) & uwy # Afgdia IR adim Raw sarg
TggM BIe BT Heoldd B 8Y fgamar (231) IR ®Is &1 o9 Ho, FHINT @1 N iR
wreIfe U @1 Sffgdid HH el |fed |AMY | IRMeG TR R IR Bl odd oY
M UR STl ARRLEAT Tb B UK 8, TAMY, el ATGAAT Th Idfedd JER T HUR
IfeaRad &R BI Ue IFT KU H T fbar ST Suferd |
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@ fie w

T 3T fg—amamdt (151 ferar 2 $1) dR$rs ® AFfera Her forad fgdaes e @
o e, sifqw fafsr qom e fafde o7 dw=r & 91T 14 3fdi &1 Af¥fde IUR He

A (SHERSyA) @ ey ¥ fafire iR ardifes dRas S vgam are Sfeafad
fpar war 81| qfy, A BreAl & AMe # fAfEiar serer Faide srTell SifeRgET ad
IBcUd MR WR Yo IRMWEH U drel AFT Bled IR IRPIS qrad dl |

(M e W U Il (138]) IRPIS P ARferd Bl foeH e Ud @ §h
“over, qifow fafr denm te faRre gof S i e diddee deR BIs

(THTHART) & AT 14 3Dl o IRad OR A G (SICsy) @ uod H fafiee
Uqd AR df¥ad Sdre ygaE dre SfetRad fhar Tam 8 |

(iii) warcwens den IR vAgwens fafmidll ¥ We—arées weu /v fofdr:

fafmtar srerar faids B—wk efom s aRfvs fgdae e e UBonT der gadl
(T AT AT g SMbS| Bl ag—g WNe—dlses Hqae & wU 4 B |

(w) it faffar (Towerys va iR cwens fafmfan):
T fafmiamell B UBrT IRe—arges 9dY & U A Sfibsl B @ BRI qell
F=g ured (http://dava.gov.in) W 3uers &R+ &I 31.3.2016 b Yb R P BT

TeE @ Ts 2| Uiy = ®R @1 Gafm R aR dre gfad w7 @1 gur FEiRa
aTaeHar B |

(@) vavaars ffafamet & fog e @) [ B amY sgran o
afl THuers alwy fafaidnt o 1T Rl &) We—Tses @ ey § afibel Bl
IR BT B AT B 31.3.2017 b Bl J@R Tb M QAT AT 2| AN ST

SR Ulcd IR qAdd WR S Ifidbel Pl AMAR ®U F JUArS HAT AaIH BT,
oI & TSI gE AT 13 /2015—2020 ffdr 22.05.2015 W fwiRa feam wam 7 |

(iii) SR W (1) # Sfeafaq offwst @ @ a1 fAdvo &g Fwuor o fg 9= & g8
Jrqar Tdd AT IHB! USHATAT Toldl gRT 9RT WRAR & d<id Uicd R IUcls
T ST |

(iv) Y&, IUIAT 3R = Uicd TR SIeT I R AUArs &+ & Rrar) fafemtar srerar
fratae @1 gl |

v) Swgad (1) 9 (v) Fraa gaeE & fog A s7 &fivy dwuei @ forg @y ==t
B, 'Wéﬂaﬁwﬁﬁﬁr@wmﬁaﬂaﬁﬁﬂﬁm%amﬁmm
SRASIRS 3R I¥a Al &1 fAffad o gafd | oo yud # dRars U 3’ & fadwey &
WWW%W@T@ TNId R B UBIT H AT QT Bl Maeddal, Al g &8, &
3rerTar SRA (i) (1) @ AR IR B b AfaRad fafeeT grfi

(vi) iR—7g e gdhsdl N faid 31.03.2016 I faffia Sare ok @g SemT garsal
gRT e 31.03.2017 T fafAfid SR &1 BT UIdd TR STeT TS BT Bl JEIIhdl I

BT BN |

(vii) iR &Y IR gDl RT fAT1® 01.04.2016 B AT IAS a8 AT T+ siwell e
eI 01.04.2017 B AT IHS I8 B (AFHT TR aTel Y IUNT ShsAl & T4 A0 BT T
i far S Adar 8, 99 e iR fgdlige Ml Uafoi § e o aRers 8 aur g
AR FeT=eeNead gRT I HuiRa Ta sfidsl d<1g UIcd R TS fbdT ST |

TR

(@) 39 a9 & T 2q,
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i) 3ieeT FHUUT w7 1 UH FHU | O W Ud iy ATl ifeif @ gt qern
I ded [fd fFrammEe @ d'a &ivy e wifter 3 urd arsee @ ofada fafvfia &
3R STITAHA! <27 & W Td 3Ty YA & U1 "MW’ & w9 H Uo(ihd o |

(ii) IRMYS USRI &1 2rf T e 9 & S 9fthy gcd @ 91 Ugel aRdfdd G s H
2 |

fada UBRAT &1 3ref Ua 3rrar Ta 9 &1fde URMWS Uaw gad ded 3R e IR Ue gad
A BIEA FAAE 2 |

i AT @1 31 T drrar va A 31 fgcia T g w2

(@) fad Ramga (Ramd) afe @18 8, @1 UeM &xa & ddg § 9 uifa feen—fadey,
STT AEHAT /AREE B UlhdT daid Uiced 0 qUdle 2 iR 39 ARG & d8d oI
TISEIHRUT IS BHeald dice AT http://dava.gov.in TR Ul & TG |

) 3wy fafrmae! / Frafdel &1 a8 Rar) grf1 & ST Rafa 81 98 dmrees wifder)
B Aqe B fF Frafa @ iftrgaer @ et @) gt a5 <= 2"
3 TH AIASD G BT P
faid 22.052015 @I U P WIAGId FaT HO 13,/2015—2020 BT AHAT B gU, YD #
FITTh—ad b Hdel BT 90 I b 1T M ot & g & v @iord | gomelt & wrataa

o forg falrdt IR vaugens fafiffa oiiwel & v 01.04.2016 b 3R wowwens faffia shwl & fau
01.04.2017 TH deTs TS B |

U e, HETawrd, e MR

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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(i)

iii.

iv.

vi.

vii.

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).

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.

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.

The responsibility of the correctness, completeness and ensuring timely upload of data on
the central portal shall be with the manufacturer or exporter.

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.

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.

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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