PHARMA DEVILS

PRODUCTLON DEPARTMENT

STANDARD OPERATING PROCEDURE

Department: Production SOP No.:

Title: Procedure of creating Barcode and selection of GTIN number for different

Packing levels Effective Date:

Supersedes: Nil Review Date:

Issue Date: Page No.:

1.0 OBJECTIVE:
To lay down a procedure of creating Barcode and selection of GTIN number for different packing levels.

2.0 SCOPE:
This procedure is applicable for creating the Barcode and selection of GTIN number for different Packing levels in
production department.

3.0 RESPONSIBILITY:

Officer/ Executive- Production: Creating Barcode and printing of Barcode Label.
Head—Production/ Designee: SOP compliance.

IPQA: For Specimen approval.

4.0 DEFINITION (S):
GTIN: It stands for Global Trade Item Number and contains 14 digits unique number which used to identify the
trade items. GTIN is uniquely assigned to every levels of packaging of product.

Example of GTIN for US market: ......................

Example of GTIN for other market: ....................

NDC: It stands for National Drug Code, is a unique 10-digit, 3-segment number. It is a universal product identifier
for human drugs in the United States. The 3-segments of the NDC identify the labeler, the product, and the
commercial package size. The first set of numbers in the NDC identifies the labeler (manufacturer, re-packager, or
distributor). The second set of numbers is the product code, which identifies the specific strength, dosage form (i.e,
capsule, tablet, liquid) and formulation of a drug for a specific manufacturer. Finally, the third set is the package
code, which identifies package sizes and types. The labeler code is assigned by the FDA, while the product and
package code are assigned by the labeler.
Example of NDC: ...-...-..
..... . ldentify the labeler (manufacturer, re-packager, or distributor).
. Identify the product Code.
: Identify the Package Code.

5.0 PROCEDURE:

5.1  Procedure for selection of GTIN number for US market:
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5.11

5.1.2

5.1.3

GTIN for US market shall be consisting of 14 Digits as NDC based as follow:

Indicator Digit (Packing Level): 1 Digit

Country Code: 2 Digits

NDC number assigned for the product: 10 Digits

Check Digit: 1 Digit

Indicator digit would change depending upon the different packing levels i.e. Primary, Secondary Tertiary

and Pallet.
A typical GTIN number would look like ..................... which is of 14 digits where in :
o ... represent the Indicator Digit for Primary Packing Level.
digits represent the Country Code
¢ . 10 digits Stands for NDC number of the product
o ... represent the check Digit.

The indicator digit would change depending upon the different levels of packing.
There can be multiple packing levels and indicator digit would be in increment pattern as per the packing
sequence of product for US markets.
Example discussed below for elaboration by considering the different packing patterns in bottle pack.
Case 1: If labeled bottles are packed in inner shipper and then outer shipper
0 It would be the indicator digit for GTIN on sticker label of bottle pack.

GTIN would be Q...............

1 It would be the indicator digit for GTIN of inner shipper.
GTINwouldbe 1................

5 It would be the indicator digit for GTIN of outer shipper.
GTINwould be 5..............

6 It would be the indicator digit for GTIN for pallet level.

GTINwould be6...........

Case 2: If labeled bottles are packed in carton then inner shipper and then outer shipper.
0 It would be the indicator digit for GTIN on sticker label of bottle pack.
GTINwouldbeQ.................

1 It would be the indicator digit for GTIN of carton containing the Bottles.
GTINwouldbel.................
2 It would be the indicator digit for GTIN of inner shipper containing cartons.
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GTINwouldbe 2............

5 It would be the indicator digit for GTIN of outer shipper containing inner shippers.
GTINwould beb...............
6 It would be the indicator digit for GTIN for pallet level.

GTINwould be6................

5.1.4 Example discussed below for elaboration by considering the different packing patterns in Blister pack.
Case 1: If blisters are packed in carton and then in outer shipper.

0 It would be the indicator digit for GTIN on Blister pack (If Applicable).
GTIN would be Q................

1 It would be the indicator digit for GTIN of carton.
GTINwouldbe 1.................

5 It would be the indicator digit for GTIN of outer shipper.
GTINwould be 5.................

6 It would be the indicator digit for GTIN for pallet level.

GTINwould be6...............

Case 2: If blisters are packed in inner carton and outer carton then in outer shipper.
0 It would be the indicator digit for GTIN on Blister pack (If Applicable).
GTINwouldbeQ....................

1 It would be the indicator digit for GTIN of inner carton.
GTINwouldbe 1......................

2 It would be the indicator digit for GTIN of outer carton.
GTINwouldbe 2......................

5 It would be the indicator digit for GTIN of outer shipper.
GTINwouldbe5b...................

6 It would be the indicator digit for GTIN for pallet level.

GTINwouldbe6....................

5.2 Procedure for selection of GTIN number for other market:
GTIN for other market shall be consisting of 14 Digits as follow:
Indicator Digit (Packing Level): 1 Digit
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5.2.1

5.2.2

GS1 based company Code: 7 Digits
ERP based product code: 5 Digits
Check Digit: 1 Digit
Indicator digit would change depending upon the different packing levels i.e. Primary, Secondary Tertiary
and Pallet.
A typical GTIN number would look like .............. which is of 14 digits where in :

e 0 represent the Indicator Digit for Primary Packing Level.

¢ 07 digits Stands for GS1 based Company Code.

* .. 05 digits Stands for FG Code (Last 5 Digit from FG Code).

e 5 represents the check Digit.
The indicator digit would change depending upon the different levels of packing.
There can be multiple packing levels and indicator digit would be in increment pattern as per the packing
sequence of product for other markets.
Case 1: If labeled bottles are packed in inner shipper and then in outer shipper.
0 It would be the indicator digit for GTIN on sticker label of bottle pack.

GTIN would be Q.................

1 It would be the indicator digit for GTIN of inner shipper containing the Bottles.
GTINwouldbe 1................

5 It would be the indicator digit for GTIN of outer shipper containing inner shipper.
GTINwouldbe 5...................

6 It would be the indicator digit for GTIN for pallet level.

GTINwould be 6.................

Case 2: If labeled bottles are packed in carton then inner shipper and then outer shipper.
0 It would be the indicator digit for GTIN on sticker label of bottle pack.
GTINwouldbeQ....................

1 It would be the indicator digit for GTIN of carton containing the Bottles.
GTINwouldbel....................

2 It would be the indicator digit for GTIN of inner shipper containing cartons.
GTINwouldbe2...................

5 It would be the indicator digit for GTIN of outer shipper containing inner shippers.

GTINwouldbe5b....................
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6 It would be the indicator digit for GTIN for pallet level.
GTINwouldbe6...................

5.3  Procedure for generation of ERP generated Barcode labels:

5.3.1 Open the ERP system by double click on the icon ‘‘BaseE12’’ on the desktop.

5.3.2 Enter the ““USER ID’’ and ‘ ‘PASSWORD”".
5.3.3 Select the “MANUFACTURING”’ then ‘“PRODUCTION’’ then open the ‘““WORK ORDER’’ option from
the window.
Baseqz 5 -
| ; | =# a | & ER -
EFR Erterprise Explorer = "= — O3
tip f‘é:: t:; g::; 2L
B Soororrhy Chaiies Doty aeret
o Yk
= AT S
i & Work Order
i B. Undo Firmm Plan Woark Orader
immm = fork Orcder Close
imm H. vorkorder Firmmplan (GB)
i I. WwWerkerder Release (GBJ)
i E. Weork Order Issus 7 Return
5.3.4 Now select the ““SEARCH OPTION”’ from upper right side of window and then select ““VIEW DATTA”’
from upper left side of window.
5.3.5 All the data will be come out of products for which work order no. generated in ERP system.
5.3.6  Enter the desired batch no. (for which barcode label to be generated) in space given against the ‘‘FILTER”’
option at upper right side of the window and click on icon near ‘‘FILTER”’.
5.3.7 Desired batch no. with product name and other detail will be list out.
“"p;ﬁ;g:{m add tea B Esit

M . Work Orderlssue / Retun
% Supply Chain Management

b Search Options

Manufacturing List:
) Mg Mesters
ﬁ P\cyduti\c: Transaction Filter: | BEB4G20A
i A Work Order Work Order BomCode  Item Code Item Short Description Lot No.
1 A Work Order i lawoIGLie? BOM2I3318  FGOL07T7 EFAVIRENZ 600 MG LAM  BEB4300A

i B. Undo Firm Plan Work Order
i C Work Order Close
M H. Werkorder Fimplan (GB)
i 1 Workorder Release (GB)
i £ Work Order lssue / Return
T F.Work Order Receipt
m : Order lssue
T H. Work Orcler Deviated lssue Request
i 1 Work Order Deviated lisue
i M. Work Order Retum
i Q. Code to Code Transer
1 0. RequestFor bateis (futs) - (G5)
i Z WORCP AMD
i 2L Work Order Retum (WP)
1 Quality Central
i Inquiry
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5.3.8 Make right click on line into which all detail of product and select the ““BARCODE PRINT’’(work order)
from the options given as displayed in given window:

type filter text

add new| [ Edit
‘&, NORMAL

» Search Options

List:

Transaction Filter: | BEBASS0A (7]

Work Order Bom Code  Ttem Code Item Short Description Lot No. Qul
(T 0OWOIGIIET EGII208818  FGOLG777 EFAV ==
B View

Lot Mo Issue Change
Stock Status bef Firmplan (MEW)
1 MRP

rder Parent Change(lnts

fer bef Firmplan [Intenet]
order bef Firmplan

1= m REETRAK

EE]

Work Order Parent Change

Home P
ome Page Request for Condot Label

B Exception | & Progress | () Notification | T E12 Browser £3

Terrtizry Number Generate (T)

User: HOL2704_P | Site : 50002 | Comment

5.3.9 New window will be displayed as below given:

WORDER RCP
GTIN NO:
PRODUCT NAME :

BATCH NO :
MFG DATE : 01/05/2018
EXP DATE : 30/04/2020
QUANTITY TQ PRINT : 100
LOOSE PRINT :
DATE FORMAT : MM/YyvY A\

5.3.10 Enter the MFG. DATE, EXP DATE, QUANTTY TO PRINT and also select type the date format.
5.3.11 Select the ‘‘PRINT’” option from bottom of window to print the barcode labels generated by system through
ERP system.
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[EB BaseE12 = e 5=
File Edit Window Haelp
= | | | ™ B~ = h o
Exception | & Progress ) Motification | (] EL2 Browser i3 = -

Product Name : EFAVIRENZ 600 MG, LAMIVUDINE 300 MG AND TENOFOVIR DISOPROXIL FUMARATE 300 MG TABL
ETS (30S5) (PFSCAVUNICEF/GLOBAL FUND)
Batch No : BEB4890A Expiry Date : 04/2020

=

(01)58901 4631077701 T)200430(LHBER 48904
£

(00)1EP0L4630080459784

Product Name : EFAVIRENZ 600 MG, LAMIVUDINE 300 MG AND TENOFOVIR DISOPROXIL FUMARATE 300 MG TABL
ETS (305) (PFSCAVUNICEF/GLOBAL FUND)
Batch No : BEB4890A Expiry Date : 0472020

=

(01)58901463107770(17)200430( L) BEB 48904

5.3.12 Now minimize the screen and select the make right click on selected lines and select the barcode Print (Work
Order).

» Search Options

List:
Transaction Filter: | BEB4330.4 [ 7]

Work Order Bom Code Ttern Code Itern Short Description Lot MNo. Qu
0SWWEIGI187 BONZSEE1IE T FGa1G777 EFAVT

Edit

=1 View
= Let Mo lssue Change

—| ‘Workorder Stock Status bef Firmplan (MEW)
=1 R ed MRP

= Work Order Parent Changednternet)
=] Request for Condot Label(internst)

=] Batch Status

=] Calculate Workorder bef Firmplan

=] Allow Zero MRP

—| Calculate Workorder bef Firmplan [Intenet]
= Re-calculate Workorder bef Firmplan

=] REETRAK

=] ‘Work Order Parent Change

=] Requestfor Condot Label

=] Barcede Print (WorkOrder)

—| Print Material Requirement

—|] DGFT Printed Details

Bl I

Home Page = Terrtiary Mumber Generate @)

Comment

5.3.13 Following window would appear on screen and update the expiry date in respected column and click on
“GET DATA” option.

Label Print

0oV
EFAVIRENZ 500 MG,LAMNUDINE 300 MC

OIG1187

ITEM:

AND TENOFOWIR DISOPROXIL FUMARATE 300 MG TABLETS (305

BATCH NUMBER:

GTIN:
EXPIRY DATE: EXPIRY PRINT FORMAT: LIy
Select Printer %%192.168.21.166%HF Laser et 1020 [Copy 2] -
Repint Mo ~  ExpFomat  pammoveey
SH.M]ltem Name [ Lot Mumber [ Expine [GTIM [sscC
1 EFAVIFRENZ 600 MG LAMIVUDINE 300 | BE BABI08 30/0472020 58901463107 770 18901 4631801 798718
2 EFAVIAENZ 600 MG LAMIVUDINE 300 | BEB 48904 30/04/2020  58901463107770 189014631801 798725
3 EFAVIRENZ 600 MG LAMIVUDINE 300 | BEB 45908 30/04/2020  58901463107770 18301 4631801 798732
4] EF&VIAENZ 600 MG LAMIVUDINE 300 | BEB 48904 30/04/2020  58901463107770 189014631801 798749
5 EFAVIREMNZ 600 MG LAMIVUDIMNE 200 | BEB 42904 20/04/2020  529014683107770 189014631201 798756
& EF&VIAENZ 600 MG LAMIVUDINE 300 | BEB 48904 30/04/2020  S8901463107770 189014631801 798763
7| EFAVIAENZ 600 MG LAMIVUDINE 300 | BEB 48904 30/04/2020  58901463107770 189014631801 798770
& EFAVIAENZ 600 MG LAMIVUDINE 300 | BEB 458908 30/04/2020  S8901463107770 18901 4631801 798787 =

5.3.14 Now click on print option to print the barcode labels from ERP system.
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5.4  Precaution:

5.4.1 Precaution to be taken during verification of GTIN for US market and other market.

6.0 ABBREVIATION (S):
SOP - Standard Operating Procedure
GTIN — Global Trade Item Number
NDC — National Drug Code
GS1 — Global Standard for business Communication.
US — United State

7.0 RERERENCE (S):
SOP: Generation of GTIN

8.0 ANNEXURE (S):
Nil

9.0 DISTRIBUTION:
Master Copy : Quality Assurance.
Controlled Copy (S): Production Department, Quality Assurance.
Reference Copy (S): Production Department.




