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Islamabad' the 9th Jurire'2026'

S.R.o.g63(|)t2026._Inexerciseofthepowerconferredbysection23oftheDrug
Regulatory Authority of pakistan Act,2Ol21XXt or 2o1p) read with.clauses (a) and (t) of

section 7 thereof and section 43 ofthe Drugs Lct,1976 (XXK of 1976), the Drug Regulatory

Authority of pakistan, with the approval of lhe Federal Government, is pleased to direct that the

following further amendment. .trtt be made in the Drugs (Labeling and Packing) Rules' 1986'

which, as required by sub-section (3) of the said section 43, were previously published vlde

Notifi cation No. F .13 -l 12025 -LA, dated the 27 th lwrc, 2025, namely : -

Government of Pakistan

Ministry of National Heatth services, Regulations and coordination
Drug Regulatory Authority of Pakistan

1>F)Ae"6C€"Q'

NOTIFICATION

In the aforesaid Rules,

(1) for rule 2,thefollowing shall be substituted' namely:-

,,2. Definitions.- (1) In these rules, unless there is anything repugnant in

the subject or context,-

(a) 
;il, ffi' ""#tr'#::)#il"J;;fr"s:ilJ#i"i#HTifli:parallel rectangular dark bars and light spaces;

(b) ,,Global Trade Item Number (GTIN)" means a unique key for

identifying trade items, compriiing fourteen (1a) characters that

include the GSl Company prefix, Gm Reference and check Digit;

(c) ..GSl,, means an international organ izatiorl,dedicated to the design

and implementation of global standards and solutions;

(d) ..GSl. Data.Matrix,, means a two.dimensional barcode that may

beprintedaSaSquaresymbolmadeupofindividualdotsorSquare
modulesu.,*g"dwithinaperimeterfinderpattern.GSlData-
Matrix symboli are read by two-dimensional imaging scanners or

vision sYstems;

(e) "GSl Company Prefix" means the part of-the GSl

Identificatio., N,rrnb.r consisting of a GSI Prefix and a
S



number, both of
Organizations;

which are allocated bY GSl Member

(0 ,,human-readable information" means descriptive content written

under or near the identifier to demonstrate the information encoded

in the barcode or Data-Matrix to the user. It consists of characters,

such as letters and numbers, that can be read by persons and are

encoded in GSl data carriers, following the GSl standard structure

and format. The human-readable information illustrates the

encoded data; at a minimum, the data identifiers specified in

Schedule-Il must be encoded;

ttinternational non-proprietary name" means the name of a drug

as recommended by the world Health organization or such other

name as may be noiified by the Authority in the official Gazette;

,,logistic unit,, means an item of any composition, established for

transport and storage, that needs to be managed through the supply

chain;

t'pharmacopoeial name" means the name of a drug as mentioned

in the pharmacoPoeia;

'oprimary packaging" means the first level of packaging for the

p,oa,,"t, marked *itt,-u" Automatic Identification and Data Capture

[alocl'data carrilr .ith", on the packaging itself or on a label

affixedtothepackaging.Fornon.sterileproduct',tlgfirstlevelof
p*tugirrg -uy u. tlie iackaging in direct contact with the product.

For sterile products, the firsilevel of packaging may consist of any

combination of t# sterile packaging system Td.*?y include a

single item or a group of items iniended for a single therapy, such

ur In,. For packaging confrgurations that include a retail consumer

trade item, prit"*i pi"kagin; refers to a packaging level below the

retail consumer tradi item;

6oregisteredmedicalpractitioner,,meansamedicalpractitioner

registered o. proririoiatly registered under the Pakistan Medical

an-d Dental Council Act,2022 (IV of 2023);

"schedule" means a schedule to these rules;

,,secondary packaging" means packaging that contains one or

more primarY Packs;

"serial number" means randomized, unique hexadecimal

that may range from twelve to twenty characters;

(e)

(h)

(i)

0)

(k)

(l)

(m)

(n)

ri

?



(2)

(o) "serial shipping container code (SSCC)" means a unique number

used to lalntfy a logistic unit, applied with a data carrier for

automatic identification and data capture in electronic commerce;

(p) "serialization" means the process of printing.randomized, unique

hexadecimal serial numbers on the label or package;

(q) "symbol" means a combination of characters and features required

by a particular symbology, including the Quiet zone, Start and Stop

characters, dati charaiters, and other auxiliary pattems, which

together form a complete scannable entity; it represents an instance

of a sYmbologY and a data structure;

(r) .,symbology" means a defined method of representing numeric,

atitraUetic] or alphanumeric characters in a barcode; it refers to a

specifictypeofbarcode(e.g.GS1Data.Matrix,GS1-128);

(s) c,tertiary packaging" means packaging that contains one or more

secondarY Packs; and

(t) "trade item" means any item or product for which there is a need

toret.iwepre-definedinformationandthatmaybeprige-d,ordered,
or invoiced at arry point in the supply chain. This identification key

may be combined^ with other information encoded within data

carriers, such as GS1 Data-Matrix, to uniquely identify a- healthcare

productalongwithaserialnumber,lotorbatchnumber,expiry
date, product"shipment information, and other relevant details' It

(2) The words and expressions used but not defined herein shall have the

same meanings as u$ig".a to them in the Drug Regulatory Authority of Pakistan

Act,2ll21Xit of ZO tl2) andthe Drugs Act,1976 (XXXI of 1976)'";

for rule 3,A., the following shall be substituted, namely:-

,,3A. Application of barcode label requirements for product track and

trace system.- (1) Notwithstanding anything contained in rule 3, four months

after the issuance of this Notificatior, u -u.hi-,,e-readable barcode as per the GSI

g.r"rut specification shall be printed on the label of all drugs manufactured or

i"*port"a^for the domestic market or for export purposes, at different packaging

levels, to enable identification, tracking and t aci.rg, and to eliminate spurious and

counterfeit products, in the following manner, namely:-

(a) barcode on the secondary packaging shall encode a unique

gi"t"f product identification code in the GTIN format' along



the batch or lot number and expiry date, as specified in Schedule-

II; and

(b) serialization on the secondary packaging shall be carried out using

random numbers in the GS1 Data-Matrix, as specified in Schedule-

il.

Provided that the Policy Board may extend the timeline for printing of

barcode or serialization on the secondary packaging'

(2) Where imported drugs, at the time of import, do not conform to sub-

rule (r), the person imponing *r. a*g shall arrange, with the prior approval of the

n.girt ution Board, for printtg the GSI Data-Matrix at a local facility licensed to

manufacture or selI arugs in iccordance with clause (i) of rule 3 of the Drugs

(Import and Export) RulJs, l976,before the drug is placed on the market.

(3) SSCC on tertiary pack (logistic unit) shall become mandatory six years

after the issuance of this Notification, in the following manner:

(a)forhomogenousproducts,aGSl-l28linearbarcode(lDbarcode
type)encodingau,iq,,._gtobalproductidentificationcodeinthe
GTri{ format,-along with Ine expiry date, batch or lot number, and

SSCC on the tertiary Packaging; and

(i)forheterogonousproducts,aGsl-l2Slinearbarcode(lDbarcode
type) enco?ing the SSCC on the tertiary packaging'

(4)Wheretheprimarypackagingisnotfurtherpackedinanysecondary
package and the a*g il 

"if.t"a-fo, 
sut. iir""tty in its primary packaging, barcode

iabeliig on the primary packaging shall be mandatory'

(5) The barcode shall be printed in a legible manner and surrounded by a

sufficient blank space (Quiet Zone)to ensure correct scanning' and it shall remain

(6) The machine-readable barcode must appear on the label of each drug

in conformance with this rule, and the human-ieadable information shall be

equivalent to the r"q"ir.*t"ts prescribed in rule 3'

(7) This rule shall aPPIY to allopathic drugs, including biologicals, for

human and veterinarY use only, and shall not aPPIY to alternate medicines, th

and OTC non-drug Products, nutraceuticals, medical devices, medical

t

radiopharmaceuticals.



(3)

(4)

(8) All manufacturers and importers shall submit product information,

along with company details, u, ,p..ifred in Schedule-Ill, to the Authority's

database.

(9) The Registration Board may, in exceptional circumstances and for
, reasons to be recorded, exempt any drug or class of drugs from the application of

this rule. 
:

(10) The Authority, with the approval of the Policy Board, may adopt any

new standard for the track-and-trace system, in addition to the GSl standard,

provided that such standard is globally recognized

(11) The Authority may issue guidelines for the effective implementation

of barcode labelling and serialization requirements'

(12) Any provision inconsistent with the terms of this rule is repealed and

shall be modifred accordinglY.";

'cl$. f'sss.- The fee for the track-and-trace system shall be as notified by

the Authority under the Drug Regulatory Authority of Pakistan (Fee and Levy)

Rules, 2022."; and

the existing Schedule shall be re-numbered as "schedule-l" and thereafter the

following t.* Schedules shall be added, namely:-

[See rules 2(fl and 3A(1)]
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Schedule-Ill
[See rule 3A(8)]

Mandatory Product Information to be maintained by Company

and submitted to Authority's Database
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