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VALIDATION APPLICATION SOFTWARE

1.0

2.0

3.0

4.0

5.0

6.0

OBJECTIVE:

1.1. To lay down procedure for operation of cleaning validation application software: eResidue (Version
2.0.0).

SCOPE:

2.1. This SOP is applicable to cleaning validation application software eResidue (Version 2.0.0).

RESPONSIBILITY:
3.1. User: Site QA — Validations Executive shall act as User for operating the software.

3.1.1. Shall be responsible to enter the data of Equipment and Product. Shall be responsible to
create facility profile, calculations and updating data in the fields.
3.1.2. Shall be responsible to select the basis of limit, create the report and download the report.

3.2. Administrator: Instrumentation Engineer/Site QA-Head shall act as Administrator for eResidue
software.

3.2.1. Shall be responsible to create new user by entering the details viz. User name, First Name,
Last Name, email address.

3.2.2. Shall be responsible to edit user details by modifying the Account Permissions.

3.2.3. Shall be responsible to set Password Options (Password aging, Password length and
Password history)

3.3. Site QA — Validations In charge shall be responsible to establish and maintain to ensure the
compliance to this procedure.

ACCOUNTABILITY:
4.1. Head Quality Assurance shall be responsible for the implementation / compliance of this SOP.

ENVIRONMENT, HEALTH & SAFETY:
5.1. Not Applicable

PROCEDURE:

6.1. General procedure
6.1.1. eResidue software is designed to calculate chemical residue limits for pharmaceutical
cleaning process validation.
« eResidue can calculate four types of limits, abbreviated as follows:
LO: Safe daily amount (either calculated or entered directly-eResidue)
L1: limit in the next product
L2: maximum allowable carryover
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L3: limit per surface area
L4: limit in analytical sample
The L4 value may be expressed in one of several ways, as follows:
L4a (Swab amt): Amount of residue per swab (for swab sampling).
L4b (Swab conc.): Concentration of residue in the extracted swab sample.
L4c (Rinse): Concentration of residue in the analyzed rinse sample.
% In order to calculate limits, initial data needs to be entered in the eResidue database.
% The eResidue software shall be used for calculation of acceptance limits of chemical

residue for Cleaning Procedures validation. The sequential procedure to use the software
is as follows.

6.2. Procedure for Operation of eResidue Ver. 2.0.0:

6.2.1. Start up and Login:

% Once company account is created, the application shall send Username and Password
via email to the 2 designated Administrators. Administrator shall access
https://www.eResidue.com/customer_login in the internet browser (Google chrome or
Firefox), login screen shall appear. Login screen shall ask for Username and Password.

% Administrator shall access the account with temporary password.

« Administrator shall reset the password and log in the account. Administrator shall have
all the access including the creation of Users.
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s After entering the Username and Password click the Login button. Then the Setup
Wizard window shall open. The setup window shall have the following details:
Introduction, Facility Profile, Equipment, Product, Upload, Basis of Limit, Default
Limit, Signature Policy Report, Calculations and Fields, access setting, universal
setting, change password.
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Showing 0 to 0 of 0 entries
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% By selecting appropriate ‘account details, it shall display the details of ‘Administrator

account’.
% To create the user account, Administrator person shall click the ‘Access Settings’ icon.




STABDARD OPERATING PROCEDURE OF CLEANING SOP No.:
VALIDATION APPLICATION SOFTWARE

PHARMA DEVILS

% The screen for ‘Add’ icon shall appear. Administrator shall fill the details and provide
the account permissions for the new user.
Note: User shall not be provided the account permission for “Delete”

6.2.2. Fields

X/

%+ The fields menu shall provide access to eResidue modules, Equipment, Product, and
Upload. All the modules shall be accessed by hovering the cursor over Fields on the
application screen. (Refer image below)

[ 2 User Summary - cResidue % N PR (o) o
<« (& https://www.eresidue.com/user-summary Qi =
Need Help @

& Seftings- & sumanrao~

+“¥ eResidue®

Tl Reports - E Calculations 28 Fields -
Access Settings Erocuct |
Uplosd
User Summary | Options
Show| 10 v | records per page searen Exportaspor [l ada |
% Firstname & Last name Usemame: Email Address Account Permissions Role Status Actions
1 jiendra Kumer Rout eresidue eugia eresidueeugia co.in :ye‘é"":‘;”e"“ Fieds Menu, Calulations Menu, Recefve report—yjge Active o=
; } s N Reports Menu, Fiekis Menu, Calculations Menu, Receive report
Vamshi Dareli Jamshidarel vamshi dareli@eugis.coin e User Active a=a
Actess Seftings, Reports Menu, Fiekis Menu, Facity Profie,
Suman Rao Bonapal sumanrao Sumanrao.boinapaly@eugia. co.n Admin Active
= e Calculations Menu, Delete Deta, Receive report by Emai 6=
Settings, Reports Menu, Fields Menu, Faciiy Profi
4 SmrutiRanjan Biswal smrutiranjan smrutiranjan. biswal@eugia ¢ in Admin Active
' ' ' @ et e Dot Dat, Resene repor by Emt 6=
Showing 1 1o 4 of 4 entries 1
Resdue 00

jue.com/equipment?setup_wizard=false
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6.2.3. Equipment

X/

< All equipment entered for the facility and the corresponding details shall be displayed as
tables in the Equipment Summary window as shown below.

/2 Eauipment - cResidu x —— - — —— o] | e S
€ - C [@ hitpsy//wwweresidue.com/equipment?setup_wizard=false Qv =

Need Help @ & Settings~ & sumanrao ~ -

. eResidue®

T Reports - B caicunations 2 Fields -
Equipment Summary
Equipment Train
= Equipment Name Serial No. surface Area Action
1 25LITER JACKETED MANUFACTURING VESSEL(MM er210018 1722 sacm oo
AMPOULE 8 VIAL FILLING MACHINE ( MANIFOLD, FUMP, NOZZLE ) 3- EP10-012 11505a.0m ao
50 LITERS JACKETED TANK WITH IN-BUILD CIP/SIP AND LOAD CEL. EP104-007 11956.0 sg.cm e
4 SOLITERS JACKETED TANK WITH IN-BUILD CIP/SIP AND LOAD CEL EP104.006 11856.0 53.0m ao
AL FILLING MACHINE (FILLING PUMP, FILLING SYRINGE, FILLING Er210.013 607.0sa.cm oo
BUFFER TANK OF FILLING MACHINE (ONCOLOGY) Er210-013 1270 saem ao
7 200 LITER JACKETED FILTRATION VESSEL EP210-017 22896.0 sq.cm e
8 D LITER JACKETED MANUFACTURING VESSEL EP210.016 22007.0 sq.em ("=
9 BLENDERBIN1SL Ep211.073 35209 sa.0m oo
10 BLENDERBINSL 211074 se245 sa0m ao .
Ny 03 | |
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Select Add Equipment option located above the equipment table. A screen shall
appear as shown in the following figure. The asterisk (*) indicates compulsory
fields.

j “ Equipment - eResidue x W

o) oo e
Qs

€ = C | B https//www.eresidue.com/equipment?setup_wizard=false

TEPFE S 2 = B e
Enter the details as shown in the table below and click Submit to save entry.

Once all information entered, click Submit. The application shall save the new
equipment and this shall be also displayed in the Equipment Summary window.

% Edit Equipment:

Click on the pencil icon, under Actions column, corresponding to the equipment to
edit, in the Equipment Summary window. The following window shall appear.

After editing, click Update to register details.

o — e — —— 2] bl )
avw

./ 72 Eauipment - eResidue X\

€ & C |2 https//www.eresidue.com/equipment?setup_wizard=false

Edit Equipment

Equipment Abbreviation:
Serial Number/ID: EP211-073
Surface Area’:

Surface Area Data Source:

Material of Construction:

TEMNE 9 5 EWE
Note: Equipment Name cannot be edited.
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Note: For equipments used in prior calculations, the application will not allow the

equipment details to be edited, till the associated report listed in Report Tracker has
either been archived or deleted.

% Delete Equipment:

Administrator shall select the ‘minus’ option. The applications confirm the delete
request before proceeding.

For equipments used in prior calculations, the application shall not allow the
equipment to be deleted, till the associated report listed in Report Tracker has either
been archived or deleted.

Note: If not associated with any calculation or product.

« C | @ https//www.eresidue.com/equipmentZsetup_wizard =false

T N — — _ .

Note: If associated with any calculation or product.

ol
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6.2.4. PRODUCT:
The Product Summary page, as shown in the figure below, lists all products entered into the
application. The number of product records to be displayed in a particular page of the
Product Summary window shall be varied using the drop-down list. The Search bar shall be
used to filter down the list to specific product/s.

Entries in the Product Summary page shall be sorted in ascending or descending order (i.e.
the order in which they were added) and the order of display shall be toggled by clicking the
column headings (Product Name, Product Type, Equipments, etc.). The column heading in
the table corresponds to the product details when a new entry is made.

)/ é Product - eResidue x \ a———- - - PR S— (o] ] T
€« C' | @ https://www.eresidue.com/product?setup_wizard=false Qe =
Need Help @ & Settings- & sumanrao -
»-%s H s [
2%, eRESId uee® TW Reports - E Calculations # Fields -
1 "

Product Summary

Product Cluster
St 10 Jesrcs or e S [“ada ] potts |

# Product Name Product Type Equipment Train Equipment Action

1 PQOF 20.0 Solid E CO-MILL, BLISTER PACKING MACHINE, SAMPLING ROD ane
DOXCRUBICIN HCL INJEGTION Liguid - 200 LITER JACKETED MANUFACTURING VESSEL, 200 LITER JACKETED FILTR...more Bne
MELPHALAN FOR INJECTION 50...  Liquid - 200 LITER JACKETED FILTRATION VESSEL, BUFFER TANK OF FILLING MACH...more anhe

4 CLOFARABINE INJECTION 1MGML  Liquid - 200 LITER JACKETED FILTRATION VESSEL, BUFFER TANK OF FILLING MACH...more Bne
TESTOSTERONE CYPIONATEIN...  Liquid - 50 LITERS JACKETED TANK WITH IN-BUILD CIF/SIP AND LOAD CELL FAC. .more Bnhe
HYDROXY PROGESTERONE CA...  Liquid - 50 LITERS JACKETED TANK WITH IN-BUILD CIP/SIP AND LOAD CELL FAC...more Bne
TESTOSTERONE ENANTHATE | Liguid E 50 LITERS JACKETED TANK WITH IN-BUILD CIP/SIP AND LOAD CELL FAC...more Bne
PROGESTERONE INJECTION S0...  Liquid - 50 LITERS JACKETED TANK WITH IN-BUILD CIP/SIP AND LOAD CELL FAC...more anhe
HYDROXY PROGESTERONE CA_..  Liquid - 50 LITERS JACKETED TANK WITH IN-BUILD CIF/SIP AND LOAD CELL FAC. .more Bnhe

10 MEDROXYPROGESTRONE ACET... Liquid 50 LITERS JACKETED TANK WITH IN-BUILD CIF/SIP AND LOAD CELL FAC. .more Bne .

P [HF e 9 5B S = 0 P
< Add New Product:

To add a product to eResidue, click Add Product, to include products manufactured in
the facility. The following pop-up window shall be displayed.
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Fields marked with an asterisk (*) indicate mandatory fields. The first step shall be to
enter the Product Name. Select Product Type from drop-down menu. Product Type

options are — API, Cleaning agent, Inhalants, Liquids, Solids, Topical and Transdermal
patch.
S crmane xS, e———— i e R

L C | @ httpsy//www.eresidue.com/product?setup_wizard=false

T EFE e 2 = a M= S, |
The subsequent sections shall assist in defining the fields for different product types.
Product type - Solid/ Liquid/ Inhalant:

The following window shall appears when choose Solid, Liquid or Inhalant as Product
Type. Refer Annexure I “Field Description when Product type is Solid, Liquid or
Inhalant” while entering the data in fields.
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/2 Product - sResidue x - — ) [ T |
€ - C B https//www.eresidue.com/product?setup_wizard=false Qe =

Add Product

Product Name': PRODUCT 1| Product Type':

Active Ingredient Name:
Dosing Frequency': Daily v Active Concentration:

single Dose of Product’s

Minimum Batch™s

Basis of Limit Determination

[ Dose Based Limit

[ Health Based Limit

Equipment/Bracket/Train Selection
Search

Available Selected (0)

Once all details entered, click Submit to save the entry or Cancel to exit. Once the entry
is saved, it appears on the Product list. You can repeat the process to add more products.
Once all fields are complete, Click Submit to save the entry or Cancel to exit. Once the
entry is saved, it appears on the Product Summary page as the latest entry.

Product type - Cleaning Agent:
Choose cleaning agent from the Product type menu, then the window shall expands as
shown below.

S o e x . e - —_— - ) | econ e

« C | @ https://www.eresidue.com/product?setup_wizard = false Qx| =

() LDS0 Based

(1 Health Based Limit

2 EFE e 92 = B N
Once all fields are complete, Click Submit to save the entry or Cancel to exit Add
Product. The saved entry shall appear on the Product Summary page.

Product Edit:
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Click on the ‘pencil’ icon, under Actions column, corresponding to the product to be

0

edited, in the Product Summary window. The following window shall appear.

[Ca

/2 Product - eRes

<«

Note: The Product Name cannot be edited.
sidue e e - — -

X\ S e - —_ S—-—

tup_wizard = false

C | @ https://www.eresidue.com/product?se!

vvvvvv

Comments:

uuuuuuuuuuu

,,,,,,,,,,,

After editing click the Update to register details.
& Note: For products used in prior calculations, the application shall not allow its

details to be edited, till the associated report listed in Report Tracker has either
been archived or deleted.

Delete Product:
Administrator shall delete the product listed by selecting ‘minus’ icon. The applications

confirms the delete request (refer image below) before proceeding.
- — 2] o

& Product- eResidue * . N ——— —— | e A
Q<

€ - C' 8 hitps//www.eresidue.com/product?setup_wizard=false
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< Note: For products used in prior calculations, the application will not allow the
details to be deleted, till the associated report listed in Report Tracker has either
been archived or deleted.

« Basis of Limit:

e Access the Basis of Limit module by hovering the cursor over Limit Definition
on the application screen. (Refer image below)

/i Universal Settings - eResic X \__| A ———— - o) ool T
€« c https://www.eresidue.com/universal-settings Q| =
Need Help @ & Setings~ & sumanrao -

.' 05 '
o N
2%n’ eResidue® T Reports - B Calculaions ¥ Fields -

Universal Settings

General  Limit Teminlogy  Limit Definition ~ Signature Policy

Basis of Limit
L0 to be dose based
@ L0to be health based

L0 to be based on the lower value between dose based Lo and health based Lo

Default Limit

® No default used. Use calculated value
Use a default value for L1
Use a default value for L3

Use a default value for both L1 and L3

e onms® 0 s

e Define the LO value as mention in common procedure for Cleaning Validation
Program QAD-010-current version

/% Universal Settings - eResic x \__\ S o w— - ai— - 2] Lo 1 S|
<« c https://www.eresidue.com/universal-settings Qe =
Need Help @ # Seffings- & sumanrao -

P . Iy
3%0e® eResidue® T reports - B calcuiations %6 Fieids -

Universal Settings

General Limit Terminology  Limit Definition | Signature Policy

L0 to be dose based
@ Lo tobe health based

L0 to be based on the lower value betwsen dose based L0 and health based Lo

Default Limit

® No default used. Use calculated value
Use a default value for L1
Use a default value for L3,

Use a default value for both L1 and L3

i c o mMMarE B .

e Three options are available to choose how the application would handle LO:
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1. LO to be dose based: Select this option for calculations for dose based. The
Safety factor can either be defined as 0.001 or alternatively the radio button
against other can be selected to define a custom safety factor.

2. L0 to be health based: Select this option if the L0 is to be health based.

3. LO to be based on lower of dose based LO or health based LO: If you select this
option, LO value for the above two will be calculated and the lower of the two will

be used in limit calculations.

¢ Default Limit:
No Default is used. Use calculated value: Select this option to only consider the
calculated values for L1 and L3. Click Save to register preferences.

+«+ Calculation:
This section shall be accessed by clicking the Calculation Icon. The following pop-up

window shall appear.

/2 Calculate Limit - eResidue x \(__ W S — ] Lol
€« C' & hitps;//www.eresidue.com/calculate-limit Qs =
Need Help @ & Settings- & sumanrao -
*"n’ eReS\dUE@ T Reports - Bi caicuiations £ Fields -

Calculate Limit

Report Product Specification Definition Verification

@ Step 1 - Report
Welcome to the Calculation Wizard. You will be taken through a series of tabs that will require you to enter key information for the calculations.
Report
Report Title:

Residue Limit Report Template: Worst Case Matrix

Limit Selection
Lo, L1 L4a (Swab Amount) Léa as TOC (Swab Amount)
L2 Lab (Swab Conen. ) L4b a5 TOC (Swab Conen.)

L3 Ldc (Rinse) Léc as TOC (Rinse)

Email Report

@M c 9 8R"SE
The Calculate Limit window shall have different sections arranged in an accordion,
as shown in the above picture, user shall move to the subsequent sections only after
completing the requisite fields in the current section.
s Step-1:
Report: This part of the Calculate Limits accordion defines various aspects of the
report generated by the application. It includes selection for the formal report title,
selection of worst case, selection of limits, send email report via mail option.
a. Report: The first section in the Report allows the user to assign report title,
b. Limit Selection: In this section, the user can check boxes for limit
Values that should appear on the Limit Calculation report
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generated by the application.

c. Sampling Method: Depending on the selection made on this screen, the
application will present varying screens for information entry.

e Rinse: the application will request you to define how rinse sampling

will be performed.
The options are:

I. Individually: where rinse sampling shall be sampled individually for

each equipment item (Refer Step 1) or

Ii. As train: where the rinse sampled from the entire equipment train.

(Refer Step 1)

e Click on the radio button that identifies the process used for this set of

calculations.

e Swab: Use the swab technique for sampling; choose to express the

swab limits:
i. Amount of residue per swab (L4a)

ii. Concentration limit in the liquid (such as water or solvent)

the swab is extracted into (L4b)
iii. Both (L4a and L4b)

d. In this section, the user can check boxes for limit values that should appear
on the Limit Calculation report generated by the application.

e. Report Format: This section allows the user to email the report after
calculations. A drop down menu with “Select Mail” appears where email

recipients may be selected

% Step-2:

Product Selection: Select the products for which residue limit calculations shall be
performed. All the products entered shall be listed in the Available Products box.
Alternatively, user can search for the products using the Product Selector. (Figure

below)
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% Calculate Limit - eResidue X \ g - — ——— =)

« C @ https://www.eresidue.com/calculate-limit Q¥ =

Need Help @ © Seftings- & sumanrao- |
Report Product Specification Definition Verification

Step 1 - Report
8 Step 2 - Product Selection

Product/Cluster Selection
POMALIDO|

Available selected (4)

- B Produsts [ AFATAINIB TABLET 20MG (S) Products
POMALIDOMIDE CAPSULE 172/3/4 MG
()

I AFATANIB TABLET 30MG (S) Products
I3 AFATANIB TABLET 40MG (S} Products
I3 TOMAXIFIN TABLET 20MG (S} Products

Step 3 - Rinse Specification - Individual Equipment
Step 3 - Rinse Specification - Equipment Train

 Step 3 - Swab Specification

Step 4 - Definition

Tigde onmMWS®E = .0

Select the products of interest and use the selection box by click on the box (V) to
move the desired products to the Products Selected box. Use the cross sign (X) to
move selected products back to the main product list.

Click Next to proceed to the next section of the Calculate Limit accordingly.

% Step-3:
Rinse Specification- individual equipment-
Equipment volume information: This section of the Calculate Limit is available if you
have chosen to run limits with L4 calculation and have chosen Rinse sampling.
Rinse —Individually: If you have selected the rinse sampling to be done individually

for each equipment item, then the following window appears.
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€« C @ https;//www.eresidue.com/calculate-limit Qe =

Need Help @ PETTULF— -
Report Product Specification Definition Verfication

Step 1 - Report
Step 2 - Product Selection

& Step 3 - Rinse Specification - Individual Equipment

Rinse Volume Specification:
Enter the it

Apply volume it

Enter manualy the Rinse Volume for each equipment

# Equipment Name Volume (L)

1 CO-MILL

TABLET COATING PAN SDOMM

BLISTER PAGKING MACHINE

4 TABLET/CAPSULE COUNTING MACHINE

TABLET DE-DUSTER

METAL DETECTOR

CONTA BLENDER BIN 150L

(=l AHIEEEEC, o I
Note that the unit is Liters.

Select one option based on the requirement:

1. Apply volume liter entered in the first row to all other listed equipment OR

2. Enter manually the rinse volume of each equipment.

Click Next to continue

i)

Rinse Specification- Equipment Train:

This option in the Calculate Limit accordion is only available if you have selected
rinse sampling based on equipment train. eResidue provides 2 options to define the
volume of rinse sample collected for each product.

1. Apply volume liter entered in the first row to all the other listed products.

2. Enter manually the Rinse VVolume for each product.
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/' s Calculate Limit - eResidue x '\  — o m e A — ] (oo
&« cL https://www.eresidue.com/calculate-limit Qe =
Need Help @ © Seftings- & sumanrao- |

Step 2 - Product Selection
Step 3 - Rinse Specification - Individual Equipment
8 Step 3 - Rinse Specification - Equipment Train

Rinse Volume Specification:
Enter volume to be or the rinse sampling calculation

Apply volume fiter the first row to al the other fited products

Enter manually the rinse volume for each product

# Product Name Volume (L)
1 TOMAXIFIN TABLET 20MG

AFATAINIB TABLET 20MG

AFATANIB TABLET 30MG

4 AFATANIE TABLET 40MG
e >
Step 3 - Swab Specification

Step 4 - Definition

@ Step 5 - Verification

w3 | |
200032017 |

Swab Specification

This section of the Calculate Limit accordion is available if run limits with L4
calculation and have chosen swab sampling.

J i Calculate Limit - eResidue L T _ ME—— - - — — ] o
« C | & https;//www.eresidue.com/calculate-limit Q| =
Need Help @ © Seftings~ & sumanrao-

Step 2 - Product Selection
Step 3 - Rinse Specification - Individual Equipment
Step 3 - Rinse Specification - Equipment Train

@ Step 3 - Swab Specification

Swab Sampling Specification:

/ent and Surface area sampled for each of the listed products
allthe other listed products
unt” from the first row to all the other listed products

pled” from the first row to all the other listed products

#  Product Name Solvent Used Amt. of Solvent Used for Desorption Surface Area Sampled
1 TOMAXIFIN TABLET 20MG mL v sqem
2 AFATAINIB TABLET 20MG mL v sqem
3 AFATAMIB TABLET 30MG mL v sqem
4 AFATANIE TABLET 40MG mL M sq.em

= D

Step 4 - Definition

Step 5 - Verification

B c ©2 = WW"E Rl T

In order to collate the swab sampling information, the application provides 4 options

e Apply all 3 entries in the first row to all the other listed products:

The application takes the entries in the first row for Solvent Used; Amt. of
Solvent used for Desorption and Surface Area Sampled and applies to the
products listed below it in subsequent rows. Enter data only for the first row.
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e Apply only the “solvent used “and “amount” from the first row to all the
other listed products:
The application takes the entries in the first row for Solvent Used, Amt. of
Solvent used for Desorption and applies to the products listed below it in
subsequent rows. The data for Surface Area Sampled shall be entered
manually for all the products.

e Apply only the “surface area sampled” from the first row to all the other
listed products:

The application takes the entries in the first row for Surface Area Sampled
and applies to the products listed below it in subsequent rows. The data for
Solvent Used and Amt. of Solvent used for Desorption is entered manually
for all the products.

e Enter manually the information:
The last option expects all product information to be done manually.
Once the information has entered, click Next to proceed to Step 4.

o Step4-:
Definition:

The Definition section addresses whether the Limit calculation shall also include the
product that was previously manufactured or not.

f  Calculate Limit - eResidue x\ g P—— (o2 o D S
&« C' | @ https;//www.eresidue.com/calculate-lim Qg =
Ity ey -
Report Product Specification Definition Verfication

o o o

Step 1 - Report
Step 2 - Product Selection

Step 3 - Rinse Specification - Individual Equipment
Step 3 - Rinse Specification - Equipment Train
Step 3 - Swab Specification

© Step 4 - Definition

Matrix Definition:

the imits for the active in each product with only every other product as the next produst
Cakulate the limits for the active in each procuct with EVERY product (including the same product) as the next product
Surface Area Used:
Caloulste the L3 fimit solely based on the actual shared surface area between the two products

® Calculste the L2 limit based on the lowest total equipment train surface area between the twe progucts.
D

Step 5 - Verification

w0 ||
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Limit Calculation: Two options are available:

1. Calculate the limits for the active in each product with only every other product
as the next product: The application calculates limits where the current product
and the next product are not the same.

2. Calculate the limits for the active in each product with EVERY product
(including the same product) as the next product: If this option selected, the
application also calculates limits for cases where the current and the next
manufactured product are the same. It also calculates limits for cases where the
next manufactured product is different from the current product.

Step4-:

Verification:

In this step the input data of calculation shall show like report title, Calculation type,
limits selected, selected product/cluster.

Once the information has verified, click on calculation icon to proceed the MACO
calculation.

Note: If any changes is required in any step from step-01 to step -05, Click 'Previous'
to do so. Otherwise click 'Calculate’

6.2.5. REPORT:

The Report section of the eResidue application allows user to access:
* Calculation Report

* Event Log Report

7
°e

Calculation Report: All calculations carried out using eResidue application are stored
in the database and the Report Tracker window provides the user the ability to access
the report, without again repeating the same calculation.

Access this window by clicking Calculation Report in the Reports menu.
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/72 Report Tracker - eResidue X \__ - Pp—— &) ool e
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Need Help @ & eresidue -
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% V04
Report Tracker
o[ 10 s or Sear [ v o rcive | e
#  ReportTitle Created Date Report Template Products Product Cluster  Action
1 'SOP PREPARATION 20/03/2017 14:34 Worst Case Matrix TOMAXIFIN TABLET 20MG, AFATAIN ...more - E ﬁ =
Showing 1 to 1 of 1 entries 1
i 200

436 |

"
20/03/2017

The Current folder is displayed by default. You can use the drop-down list to select
the Archive folder (see image below), where archived reports can be accessed.

/7 Report Tracker - eResidue x \__| e e A —— [E=SYE=RFol >}
€« C' & https://www.eresidue.com/report-tracker Q| =
Need Help @ & eresidue -
". ». .
% ® .
»%.% eResidue T Reports - [ Cakcuiations %€ Fieids -
Report Tracker
Show| 10 v |records per page Search, [ move to Archive | Archive
#  Report Title Created Date Report Template Products Product Cluster  Action
1 SOP PREPARATION 20/03/2017 14:34 Worst Case Matrix TOMAXIFIN TABLET 20MG, AFATAIN ...more - E E =
Showing 110 1 of 1 entries 1

javascriptwvoid(0);
— 14:41
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The Actions menu in the Report Tracker window allows the user to carry out the
following:
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Report Tracker

& ReportTitle Created Date Report Template Products

ME

1 MAGO LIMIT OF ONCOLOGY BLOCK GSD Li..1 11/0212017 14:41 TOMAXIFIN TABLET 20MG, METHOTR _.more

2 MAGO LIMIT FOR HORMONE BLOGK INJECT.. 11/0: TESTOSTERGNE CYPIONATE INJECTI .more

]

ACOLIMIT AS PER ADE VALUE FOR_..1_ 18/0: LETROZOLE TABLET 2 8MG, TOMAXI ._more

]

O LIMIT AS PER ADE VAl AZACITIDINE FOR INJECTION 100M ..more

]

OLIMIT AS PER ADE VAl AZACITIDINE FOR INJECTION 100M ...more

O LIMIT AS PER ADE VALL AFATAINIB TABLET 20MG, AFATANI _more

]

O LIMIT FOR GNCOLOGY BLOGH AZACITIDINE FOR INJE: M .more

]

AZACITIDINE FOR INJECTION 100M ...more

]

AZACITIDINE FOR INJECTIO!

(]

P rFPrPerPrPPPPPRE
u

AZACITIDINE FOR INJECTION 100M ...more

143 | |
20032017 | |

e Email Report: A copy of the selected report can be sent via email, on clicking
the mail icon

e Delete: The selected report can be deleted, by clicking the minus icon.

e Edit: eResidue allows the user to take a set of conditions on the basis of which a
particular report was generated and edit it, so as to generate a new calculation. By
clicking the pencil icon, the application takes the user back to the calculation
menu. As the user goes from one step to the other, the application displays the
recorded information from the previous calculation. One then can change the
number of products or the sampling criteria or the definition and recalculate. A
new report name has to be provided otherwise the application will not proceed
with the calculation. The number of reports to be displayed can be chosen using
the drop-down list Show per page. The Search bar can be used to filter down the
list to specific reports.

e eResidue also provides the option to archive reports. To archive, select the report
of interest and place a tick mark in the check box (right end of the row). Click the
Move to Archive icon. This action moves the selected Report file to Archive
folder.

e The default folder in the Report Tracker window is Current folder. You can use
the drop-down list to select the Archive folder (see image below), where archived
reports can be accessed.

-~ %o
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Showing 101 of 1 entries
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User can use the action buttons to email/ generate report. Administrator can use
the action buttons to delete the report click the ‘minus’ button. A delete

confirmation pop-up window appears. Click Yes to proceed with report deletion.
/7 Report Tracker - eResidue %  ——— . . e —— ) s S
QY=

<« C' | @ https://www.eresidue.com/report-tracker

= ME g € 9 = H e
The Report document created by eResidue is in PDF format.
+ Event Log Report:
The eResidue Event Summary, as shown below, is a record of any significant
occurrence or activity in the application. (Refer image below)
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Event Summary
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The Event Summary is dlsplayed as a table and cannot be modified. Search for
specific event shall be done based on time frame, activity or username.

Users shall add comments by clicking the blue balloon in the add comment column.
Once the comment is entered for a particular event, it is visible in the corresponding

User comments field. (Refer image below)
Y 7 et sarmry - it M ——— . ——— L L 5
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Event Log table details:

Colum Heading | Description

# Serial Number

Date & Time Date and Time when event/ activity occurred

Activity Activity that was recorded during operation

User Name Name of user who accessed and/or worked on the
application

IP Address System IP address from which the application was
accessed
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Colum Heading Description

User Comments | User recorded comments; added using column ‘Add
Comment’

Add Comments Click here to add comments.

7

% Settings:
All application settings shall be accessed by hovering the cursor over the username.

The various options available are- Access Settings, Universal setting Account Details,
Facility Profile and Change Password.

e Access Settings:

The Access Settings page will display Home and Option tabs.

Access Settings — Home: The Home tab, as shown in the figure below, lists all
users assigned to eResidue, their First & Last name, User Name, Email
address, Account Permissions, user Status and administrator Actions.

: User Summary - eResidue X \

Myr——— = - (2] | GO

€« C' | & https;//www.eresidue.com/user-summary
Need Help @ © Seifings~ & sumanrao

g .o . ERESidue® T& Reports - B cacuatons %8 Fielcs -

Access Settings

o (T F
20/03/2017
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Create User: Click the Create User button to assign a new user to your
eResidue application. (Refer screenshot below)
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Click the drop down menu to reveal Account Permissions. Either select all or
choose from the list by checking the box against the option.

/7 User Summary - eResidue x
€ & C @ httpsy//www.eresidue.com/user-summar

2EFNE e 92 =B W&
Click Submit to add user to list or Cancel to exit.
Edit user details: On the Home tab, the admin can edit user access using the
‘pencil’ icon under action column corresponding to the name of the user. The
edit user window appears as shown below. The Username cannot be changed
and Account Permission can be modified.
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The Edit User Details window also allows you to disable the user permission.
Once a user access is disabled by sliding the button from active to inactive, a
warning is raised that the user account will be archived and cannot be enabled.
To confirm, click Proceed else Cancel. You can also delete the details and the
user using the ‘minus’ option.

« Access Settings — Options
The Password Options, accessible by drop-down menu, includes —

1. Password Aging — allows the Admin to set a specified period (60 days) after which
the user is Prompted to create a new password..

2. Password Length — this field determines the least number of characters that can
make up a password for a user account. Admin shall set a value 6 characters.

3. Password History — the number of unique new passwords that must be associated

with a user account before an old password can be reused. Remembrance of old
password shall be set as 3.

The system uses a default logout or session expires automatically if the application
had been inactive for 15 minutes. You will be directed to the login screen to access
the system after session expires from inactivity.
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Access Settings

% Universal Settings — General

The General Preferences, refer image below, accessible by drop-down menu,

include:

1. Renewal reminder — allows you to set a reminder on how many days in advance
you would like to be prompted to renew your eResidue account.

2. Time format — allows you to set the time display format; 24 hours.

3. Date format —the date format can be customized here using the drop down

menu.
4. Time zone — select the time zone appropriate to your location
5. Surface area- Select the unit of measurement for calculation.
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Universal Settings

General ~ Limit Terminology ~ Limit Definition  Signature Policy

General Preferences

Renewal Reminder 30Days
Date Format DDMMYYYY

Time Format 24hours

Time Zone (GMT+5:30) Chenn ¥
Surface Area sqem
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Click Save to store options or Cancel to retain default settings.

+ Change Password:
You can access the Change Password option from the options revealed by clicking
the username.

J/ 7 Report Tracker - eResidue X \(_
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Report Tracker

#  Report Title Created Date. Report Template Products Product Cluster  Action

1| SOP PREPARATION 200032017 14:34 Worst Case Matrix TOMAXIFIN TABLET 20MG, AFATAIN ...more = NnE=O
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To change password, enter the current password and then new password. Retype
new password and the Save to proceed. (Refer image below.)
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ADE

Acceptable Daily Exposure

ID Identification
PDE Permitted Daily Exposure
PPM Parts per million
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