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1

Introduction

1.1 Overview

European Paediatric Formulation Initiative (EuPFl) is a consortium working in a pre-competitive
way on paediatric drug formulations. Members are from academia, hospital pharmacies,
pharmaceutical industry (Innovators, Generics, Contract Research Organizations (CRO), Specials

and Excipient Manufacturers) with European Medicine Agency (EMA) as an observer.

Its main aim and objective is to identify/scope issues and challenges in paediatric formulation
development in order to raise awareness and facilitate preparation of better/safe medicines for

children.

As there is no central repository in public domain that resides all the information on safety and
toxicity of Excipients for the paediatric drug development. The Eu-US PFl has established that
there is a pressing need for a single authoritative comprehensive database of adverse effects of

excipients for paediatrics.

STEP Safety and Toxicity of Excipients for Paediatric [STEP] Database holds all the animal toxicity
and human health data, regulatory information and toxicological reviews of excipients. STEP acts
as repository for all the scientific communities to share the data for better understanding and

paediatric drug development.

1.2 Scope

STEP database is intended to provide the data availability for the paediatric formulation
development by the implementation of freely accessible online source which will provide easy
access to authoritative comprehensive database of adverse effects of excipients for paediatrics from
a key resource. Its main compass is to provide all the regulatory information and toxicological

reviews of excipients.

STEP accomplishes a high-level scientific literature review of the pharmacology, toxicology and

safety data of a prioritized group of excipients likely to be used in paediatric formulations.
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1.3 Purpose

STEP main rationale is to afford the public access of an evidence database of safety and toxicity of
excipients for the pharmaceutical industry academics, clinicians and regulators to make informed
decisions. This also enhances the prospects of identifying potential safety issues at earlier stages

of the development process when excipients are being screened and selected.
STEP also establishes a fine relationship between exposure and evidence of clinically significant

toxicity in the paediatric subpopulations and also assists in need of generating new data for

paediatric medicines.
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2 Getting started

Currently most of the existing databases are focusing in providing Safety and Toxicity related
information related only to adults and animals. But very few include the paediatric information related
to children. Consequently, there is an acute need for a single repository to capture, archive, validate,
manage, maintain and provide access to safety, tolerability and toxicity data that have been generated
for excipients available world-wide for paediatric drug development.

In order to address this need, the European (Eu) and United States (US) Paediatric Formulation
Initiatives (PFIs) are working together to create and maintain a database of Safety and Toxicity of

Excipients for Paediatrics (STEP).

2.1 Login

Enter the user credentials in the login page and click “Login” as shown below.

! X
F B « i 5
E bi°ri ((ST? database us 1
e Database of safety and toxicity of excipients Untead Statas mum;"
for paediatrics Initiative
Revision Date: 10/29/2012
Existing User Login
If you already have an account, please login below 1 User Guide ‘]

Login Email venkata.bodhanapu@avkbio.com

Password

Forgot Password 2

gin session will expire after 30 minutes of inactivity)

* Indicates mandatory field(s). Meed help? Click Here
New User - Register User

|
Developed by gWKYRIO Contact Feedback Disclaimer % g‘p'w

“Search BY Excipients” page appears as shown below.
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EuPFi

o

Version- 1.0

& ST P database us A i

Database of safety and taxicity of excipients

for paediatrics

2, bodhanapu venkata reddy  {Your login session will expire after 30 minutes of inactivity)

Search BY Excipients

Untiod States |feiets, |

Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search BY Excipients.

Excipient Name

Synonyms
(as per the Handbook of

Select from drop down or enter minimum of 3 characters to populate

-- Select --
Acesulfame K

alcohol

Aspartame
Benzalkonium Chioride

il »

1

Select from drog

r minimum of 3 charac

CAS Registry Number

— select
2-Dihydroxyprepane
Propanediol

1,
1,2-
1,2-Propylene Glycol
1,2-

Propylenglykol (German)

il

Select from drop down or enter minimum of 3 characters to populate

22839-47-0
532-32-1

iihs

Instructions on Search BY Excipiants page:

There are several ways you can search for the
excipients. You can search by excipient name
(=g. propylene glycol), or by CAS Number {
57-55-6), by synanym ( eg 1,2 propanediol) or
by function { eg. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

1f you don't find the excipient in the excipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:
Please use "Ctrl” or “Mouse click & drag” to

select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

Progressive search will be based and filterad
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search

Function Select from drop down or enter minimum of 3 charad o populate FOR excipients option where you can find the

— Select —- = excipients by study type, age, or effects or
Antimicrobial agent = restrict your search to particular study type,
Antimicrobial preservative —— =
Antiseptic
Disinfectant -
Submit Search FOR Excipients

Developed by  GVK'BIO Contact Feedback Disclaimer E STAR  GoBIOM

When user clicks “Log in” without entering the email id then the below alert message appears.

Message from webpage

[

I i Please enter the login email.

When user enters invalid email address then the below alert message appears

Message from webpage

[t

I L Invalid e-mail address, Please re-enter.

When user clicks “Log in” without entering password, the below alert message appears

Getting started
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Message from webpage g
=S

ii Please enter the password

If user logins with unregistered Login Email then the message appears as shown below.

EuPFi %TP database Uuspi 1

Farmrsan Srecmir ® o -
- Database of safety and toxicity of excipients Whertkondl St tion
for paediatrics

Revision Date: 10/29/2012

Existing User Login
- ~,
If you already have an account, please login below '}j | User Guide |
N L

|Emai| ID not yet registered. Please register before Iogin.l

Login Email

Password

* Indicates mandatory field(s). Meed help? Click Here

New User - Register User

Developed by GWIKYBIO Contact Feedback Disclaimer G STAR  GBIGM

If user is already registered and trying to login with the incorrect credentials then the message appears

as shown below.

E 5] :F'_)E A %TP database us ,..,.,..;"i

CoT e N Database of safety and toxicity of exsipients Unfted States

for paediatrics Initaative

Revision Date: 10/29/2012
Existing User Login
If you already have an account, please login below f '}J | User Guide |

| Unable to login, Please enter valid Login Email/Password. |

Login Email
Password

Forgot Password ?

(Your login session will expire after 20 minutes of inactivity)

* Indicates mandatory field(s). Meed help? Click Here

New User - Register User
|
Developed by  GWIKTEIO Contact Feedback Disclaimer GISTAR  G:BIOM

T
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If user needs any help in STEP Database login process then, clicks on Need help? Click Here (Link), it will

displays one window with the details,

EuPFi ﬂ‘l‘iﬁf? database Mééi

Earasran S Database of safety and toxicity of excipients
for paediatrics

Revision Date: 10/28/2012
Existing User Login
If you already have an account, please login below _' -}J | User Guide \_l

@’@ &8 hip://eupfiong O - B & X || @ cupfiorg x

How to Log into the STEP database

Before your proceed. yvou can Log into the database only if wou already have an account. If vou do not have
an account please register to get the access to the database.

I MNeed help? C|| I

1. click on the link http-//www eupfi org/stepdatabase.

2. The STEP database login page will open.

3. Enter your login email and password into the login boxes. and then click the login button at the bottom
of the box.

4. The search BY excipients page will open.

3. You are now successfully logged in as the STEP database user and you may access/search/browse the
database through the links and drop down menus available.

TWhen viewing/browsing the information through the database your authentication must remain active. Y ou
would know that your authentication 1s active if you see your name on the topmost line of the database page.
If vou close vour login, on purpose or by accident , please return to the STEP database login page and repeat
steps that are required to log into the database. If vou experience any technical problems using the login
email or password, please ensure that vou are typing them correctly. If necessary cut and paste them. The
password 1s case sensitive. If you still have difficulties logging 1n. please contact admin@eupfi ore so we can
help you resolve the problem.

In Login page, the Revision Date indicates that the recent/last database updation (addition/deletion of

data) date in ‘MM/DD/YYYY’ format.

2.2 New user registration

STEP facilitates user to create a new user in a simple way by using the “Register User” link from

the login page. Click “Register User” link from the login page as shown below.

EuPFi AISTEP sorobone us

T Database of safety and toxicity of excipients Usitked Gates

-
Pediatriz
tian
for paediatrics

Revision Date: 10/29/2012
Existing User Login
If you already have an account, please login below f ':f;] | User Guide \]

Login Email

Password

Forgot Password 2

ssion will expire after 30 minutes of inactivity)

* Indicates mandatory field(s). MNeed help? Click Here
New User {Register User
Developed by  GWK T 210 Contact Feedback Disclaimer % gﬂ__B!?M
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Note: “New User - Register User” page appears, here “I've read the Disclaimer and accepted the Terms
& Conditions” checkbox appears in selected mode by default and cursor is at first name field by

default.

Click “Why Registration?” link then the benefits for registration information appears as shown below.

EuPFi usptt

Database of safety and toxicity of excipients LitEnd Biakan et
for paediatrics

New User Registration (Why Registration?)

Use of the STEF database is subject to the STEP database Terms of Use and the disclaimer

STEP DATABASE - DISCLAIMER & TERMS OF USE

s
» This End User License Agreement shall be governed by the United Kingdom laws, without giving effect to principles of
conflict of laws. You hereby consent to the exclusive jurisdiction and wenue of the courts sitting in London, United Kingdom El
to resolve any disputes arising under this End User License Agreement.

» This End User License Agreement contains the complete agreement between the parties with respect to the subject matter
hereof, and supersedes all prior or contemporaneous agreements or understandings, whether oral or written. You agree
that any varying or additional terms contained in any purchase order or other written notification or document issued by
you in relation to The ONLINE STEP DATABASE licensed hereunder shall be of no effect. The failure or delay of EuPFI to

exercise anv of its riahts under this End User License Aareement or upon anv breach of this End User License Aareement T

I've read the Disclaimer and accept the Terms & Conditions

First Name * Last Mame

Login Email® Your email address is your username Confirm Login Email®

Contact Number Country* - Select -- [=]
Organization/Sector | -- select -- [=]

* Indicates mandatory field(s).

Need help with this process? Click Here for more information

|
Developed by GYKTRIO Contact Feedback Disclaimer GSTAR  G:BIOM

L=t —

If user clicks on Why Registration (Link) then it will display one window like below,

Getting started Page | 10
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Database of safety and toxicity of excipients
for paediatrics

EuPFi ST.P datobase Héz;ﬁ

New User Registration|jwhy Registration?

Use of the STEF database is subject io the STEP: S c e ——

'|@ http://eupfiorg, O ~ B & X H.@ Benefits of registration —apart *

'I hg.l\,‘_

Benefits of registration —apart from the access to the database, help and literature search requests.

STEP DATABASE - DISCLAIMER & TE

» This End User License Agreement shall b

conflict of laws. You hereby consent to tl 1. Provide an opportunity for the users to test new data & new features of database and applications prior to
to resolve any disputes arising under thi full releaze.

« This End User License Agreement contai 2. Give users an opportunity to provide your requirements on what vou need and want in an ideal safety and
hereof, and supersedes all prior or conte toxicity database and software application.

that any varying or additional terms co

you in relation to The ONLINE STEP DA Support, Training and Feedback:

exercise anv of its riahts under this End

a. Help and support available.

b. Training /Tutorials available.

c. Ability to submut database and software requirements and feedback for future enhancements to the STEP
First Name * database.

Login Email* Your email address is youl

I've read the Disclaimer and accept the Terms

Please note that the personal information (such as name, email addresses. contact number. organization and
T couptry) that vou knowingly choose to disclose, 1s cpllected fO{ Va.tiousrpurpums. These purposes include

registering to get the access to the database, requesting further information from us about the STEP database or
simply asking a question. Your information is privileged and confidential and will not be shared or released to
any organization or business entity other than those affiliated with or working in conjunction with the STEP
Need help with this process? Click Here for more database development.

Contact Number

Developed by GVKTRIO Contact Feedback Disclaimer % GOBICM

To get help on user creation click on link “Here”. Help page is displayed as shown below.

L

EuPFi s ~1%

] .
el (V@ e £ - 8 x ]| @ upton m—

r H H a ? .
New User Registration (Why Reaistration?) How to Register to get access to the STEP database

Use of the STEP database is subject to the STEP database R R .

The final step in the registration process 1s the page to confirm your registration 1s successfully completed.

You will then be sent back to database login page.

STEP DATABASE - DISCLAIMER & TERMS OF
All registrations must be personal registrations using your email address. Generic group or company

= This End User License Agreement shall be governes accounts, or use thereof, are not permitted. Improper, inaccurate or duplicate registrations may be removed
conflict of laws. You hereby consent to the exclusi without notice

to resolve any disputes arising under this End Use

This End User License Agreement contains the cof Please do not re-register yourself if vou have previously registered. unless you are not able to retrieve your
hereof, and supersedes all prior or contemporaneol|| previous registration email. If vou have forgotten your password. use the forgot password link on to reset it.
that any varying or additional terms contained in a

you in relation to The ONLINE STEP DATABASE lice For registration follow the steps below:

exercise anv of its riahts under this End User Licen

- sorps E 1. Read the disclaimer and terms and conditions.
I've read the Disclaimer and accept the Terms & Conditi

2. Check the box - I have read the disclaimer and terms and conditions

First Name *
Login Email” Your email address is your user name 3. Fill in the registration form. Please note that the fields marked as * in the registration form are
Contact Number mandatory and need to be completed.
Organization/Sector | -- Select - 4. Click the register button and vou will forwarded to confirmation page.
5. Click the register button and yvou will forwarded to confirmation page.
Mot okt s processy e Eapiee e it ol ¢ g SO Sy will B e B B b IR g
Developed by GVKYBIO Contact Feedback Disclaimer
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Fill the required information for new user creation in the “New User Registration” page, click on

“Register” button.

-
” - - —_
EuPFi qﬁ’gT P database uspt
S Database of safety and toxicity of excipients Witk Etaten tlon
for paediatrics
Wew User Registration (Why Reqgistration?)
Use of the STEP database is subject to the STEF database Terms of Use and the disclaimer
STEP DATABASE - DISCLAIMER & TERMS OF USE
-
= This End User License Agreement shall be governed by the United Kingdom laws, without giving effect to principles of
conflict of laws. You hereby consent to the exclusive jurisdiction and venue of the courts sitting in London, United Kingdom E|
to resolve any disputes arising under this End User License Agresement.

= This End User License Agreement contains the complete agreement between the parties with respect to the subject matter
hereof, and supersedes all prior or contemporaneocus agreements or understandings, whether oral or written. You agree
that any varying or additional terms contained in any purchase order or other written notification or document issued by
wvou in relation to The ONLINE STEFP DATABASE licensed heresunder shall be of no effect. The failure or delay of EuPFI to
exercise anv of its riohts under this End User License Aareement or upon anv breach of this End User License Aareement S

I've read the Disclaimer and accept the Terms & Conditions

First Mame * Mounika Last Mame Dugyala

Login Email™ mounika.dugyala@gvkbio.com Confirm Login Email* mounika.dugyala@gvkbio.com

Contact Number 9966623713 Country* | India [=]
Orpanization/Sector | Patients and Carers [=]

* Indicates mandatory fisld{s).

Meed help with this process? Click Here for more information

Developed by GV BIO Contact Feedback Disclaimer

After successful creation, below page appears containing user information.
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0

J'II. -
E ) ﬁ}E ; ATP database us ..m.;"‘

T B Database of safety and toxicity of excipients Vettta S iato

for paediatrics Initaative

New user rcgistcrcd successfully (Registration details are also mailed to you)
Login Email : mounika.dugyala@agvkbio.com

Password : Mounika@123

First Name : Mounika

Last MName : Dugyala

Organization/Sector - Frofessional Society

Country : India

Contact Mumber : 9553114252

This confirms you understand and agree that use of the STEF Database is subject to the STEFP database Terms of Use and disclaimer.

|
Developed by GVI(’BJO Contact Feedback Disclaimer m Q“ﬁ'?’.""

——————

An email is sent to user containing registration details.

|Cluse| |Repﬂy||F‘.eplyboAll||Furward| |De|ebe||5pam| |&"||@"| |.ﬁ.ctior|5 -

Eupfi Registration Details |

Fram: | donotreply @eupfi.com |

To: | mounika dugyala

I[}e;a:r Mounikca,

Y ou are successfully registered. Please find vour login credentials below,
ILogin Email - mounikea dugyala@ gvicbio.com
Password : Mounika@ 123

Thank vou,
The STEP database Support Team

Disclaimer: This is a system generated mail. Please do not reply to this email ID

2.3 Existing User

When user tries to register with already registered email ID, then an error message displayed as
show below.

Getting started Page | 13
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' éT? database us /1 1

Database of safety and toxicity of excipients
for paediatrics

New User Registration (Why Reqistration?)

Use of the STEF database is subject to the STEF database Terms of Use and the disclaimer

STEP DATABASE - DISCLAIMER & TERMS OF USE

-
* This End User License Agreement shall be governed by the United Kingdom laws, without giving effect to principles of
conflict of laws. You hereby consent to the exclusive jurisdiction and venue of the courts sitting in London, United Kingdom H
to resolve any disputes arising under this End User License Agreement.

= This End User License Agreement contains the complete agreement between the parties with respect to the subject matter
hereof, and supersedes all prior or contemporaneous agreements or understandings, whether oral or written. You agree
that any varying or additional terms contained in any purchase order or other written notification or document issued by
wou in relation to The ONLIME STEP DATABASE licensed hereunder shall be of no effect. The failure or delay of EuPFI to
exercise anv of its riahts under this End User License Aareement or uoon anv breach of this End User License Aareement

I've read the Disclaimer and accept the Terms & Conditions

First Name * wenkata Last Mame Reddy

I Login Email® wvenkata.bodhanapu@gvkbio.com Confirm Login Email* wvenkata.bodhanapu@gvkbio.com I
Contact Number 9966623713 Country™ India [=]
Organization/Sector | Professional Society [=]

Register * Indicates mandatory field(s).

Meed help with this process? Click Here for more information

I Email ID (venkata.bodhanapu@gvkbio.com) already registered. Use some other email adl:lress.l

Developed by GVI'-I‘BJO Contact Feedback Disclaimer

2.4 Forgot Password

User can retrieve the password using “Forgot Password” in the “Login” page by clicking on “Forgot
Password” link as shown below

Revision Date: 10/29/2012
Existing User Login

If you already have an account, please login below '1 User Guide '

Login Email

Password

Forgot Password ?

ion will expire after 20 minutes of inactivity)

* Indicates mandatory fieldis). MNeed help? Click Here

New User - Register User

“Forgot Password” page appears as shown below.
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f"' -
E 7 hE; (I(ST? database us /| |

T Database of safety and toxicity of excipients United Statas

for paediatrics Initaative

IForgo‘t Password: I * Indicates mandatory field(s).

+ Please enter the Login Email you registered with.
« Your account information will be emailed to vou.
= If you can't remember your login email, please re-register or if you hawve any further problems please contact us at admin@eupfi.org

Login Email:
Submit | Go Back to Login

Developed by GWIKTEIO Contact Feedback Disclaimer GISTAR  GBIOM

o —F e

Enter the registered login email id and click on “Submit” button to get the password details as shown

below.

Forgot Password: * Indicates mandatory field(s).

* Please enter the Login Email you registered with.
# Your account information will be emailed to you.
» If you can't remember your login email, please re-register or if you have any further problems please contact us at admin@eupfi.orag

m Go Back to Login

Then a message appears indicating the password has been sent to your login email as shown below.
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Forgot Password: = |ndicates mandatory field(s).

« Please enter the Login Email you registered with.
+ Your account information will be emailed to vou.
= If vou can't remember your login email, please re-register or if you have any further problems please contact us at admin@eupfi.org

Go Back to Login

I “our password has been sent to your login email. I

Use the received password to login into the STEP Database application.

Example mail content:

Close Reply Reply to All Forward Drelete Spam @ - @ - Actions

upfi Password Details

From: ':donotreply@ =10] pfi.com:l

To: l:\renkata bodhanapu:'

Dear bodhanapu,

Please find vour login details below,
Login Email : venkata bodhanapu@gvkbio com
Password - venkat

Thank vou,
The STEP database Support Team

Disclaimer: This is a system generated mail. Please do not reply to this email 1D

If entered email id in ‘Login Email’ field is not yet registered, then the application will display an error

message like below.

IForgOt Password: I * Indicates mandatory field(s).

+ Please enter the Login Email yvou registered with.
+ Your account information will be emailed to you.
= If vou can't remember your login email, please re-register or if you have any further problems please contact us at

admin@eupfi.org

i o Back to Login

Email Id not registered, Please try again.
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Note:

e |f user enters incorrect Login Email and clicks “Submit” button then the application prompts the
below message.

e |f user clicks on ‘Go back to Login’ button, application will navigate to login page.

2.5 Regular User

STEP provides a new option for the regular user who ever are visited more than 10 times can provide

Feedback on the application using feedback form

Whenever user logins into the application for 10th time then feedback appears. User is
recommended to fill the feedback form with the relevant information and click

“Submit” as shown below.

f -
[« I » 4 T

E (V) PF 4 AT P database us 1

D Database of safety and toxicity of excipients United States :::E""

for paediatrics
2 bodhanapu venkata reddy  (vour legin session rch FOR Excipients | User Guide | Help |
\ =) Lozt
Search BY Excipients - — .

European PaediatricFormulation Initiative

Excipient Name nstructions on Search BY Excipients page:

Synonyms

bf 3 characters to populate suggesti
(as per the Handbook of Excipients)

f you don't find the

Welcome to EnPE

CAS Registry Number

Function European Paediatric Formulation Initiative (EuPFI) is a consortium working ir

= —— . = by study r effects or
competitive wav on paediatric dlrug formulations. Members are from acad:a it i el G En e
ge or

<

Disinfectant -]

| suomi | [Reset| Search FOR Excipients

Developed by GWKTBIO Contact Feedback Disclaimer

SCEIOM

Note: Once if the user Closes this sub window/iframe, then it indicates that the user is entered

feedback and this feedback form will be displays for the next 10" time.

And the application will navigates to Search BY Excipients page as shown below.
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B x
EU i)F! 4 ST/ P darabase us 1
T Database of safety and toxicity of excipients United States [roimirc,
for paediatrics (hobery
£ bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search BY Excipients
[Search BY Excipients

Excipient Name Select from drop down or enter minimum of 3 characters to populate Instructions on Search BY Excipients page:
-- Select -- B There are several ways you can search for the
Acesulfame K = excipients. You can search by excipient n
Alcohol (eg- propylene glycol), or by CAS Number ( eg.
Aspartame 57-55-6), by synonym ( eq 1,2 propanediol) or
Benzalkonium Chloride i by function ( eg. solvent)

Synonyms = oo T T TEE—— =

{as per the Handbook of Excipients) Select from drop down or enter minimum of 3 characters to populate
— Select - a bl ot
1,2-Dihydroxypropane = e eCe Y 3EAT
1,2-Propanediol For Multiple Excipient/Function Selection:
1,2-Propylene Glycol
1,2-Propylenglykol (German) - Please use "Ctrl" or "Mouse click & drag" to

select multiple R pl

CAS Registry Number Select from drop down or enter minimum of 3 characters to populate
= = = rch will be based and filtered
mﬁiefs 5 Iready selected in dropdowns.
120-47-8 If you've selected a large dataset the results
22839-47-0 could take some time to loa
532-32-1 -

Refine your search by
= an the results page or

Function Select from drop down or enter minimum of 3 characters to populate nts option whel
- Select - = excipients by study type, age, or effects or
antimicrabial agent 5 estrict your search to particular study type,
sntimicrobial preservative EIEIssiEE
Antiseptic
Disinfectant e
Submit Search FOR Excipients

& GISTAR G BIOM
Developed by GV BIO Contact Feedback Disclaimer e

Note:

» When user skips the “Feedback Form” and continues the work and logged out of the
application and login to the application again then again this Feedback Form page will not

appears.

» It is user responsibility (choice) to fill the Feedback Form this “Feedback Form” will appear for

every 10" login.

2.6 Website links

In the STEP application user can access the related websites using the icons in the page throughout the

application. When user clicks required logo then the corresponding website appears as shown below

Getting started Page | 18
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i .
- P ! 5
E uiP© F i %T P database us . 1
fmem Database of safety and toxicity of exclpients Unfeed Staas.
for paediatrics e
£, bodhanapu venkata reddy  (Your login session will expire afler 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

=] = s

Search BY Excipients

Search BY Excipient 4 e
T
.

Excipient Name

Etructions on Search BY Excipients page:

European PaediatricFomulation Intiative
fere are several ways you can search for the
ipients. You can search by excipient name
. propylene glycol), or by CAS Number ( eg.
| 55-6), by synonym ( eg 1,2 propanediol) or
function ( eg. solvent)

— ect from drop down or enter enter minimum
Synonyms 10 EuPFl |2 characters to populate suggestions.

(as per the Handbook of Excipiery
rou don’t find the excipient in the excipient
Ine box , try searching in synoynms.

k Multiple Excipiant/Function Selection:

fase use "Ctrl" or "Mouse click & drag” to
ect multiple search terms.OR please use " +

Welcome o EuPEl e e e S T

baressive search will be based and filtered
the values already selected in dropdowns.

CAS Registry Number

frou've selected a large dataset the results
Lid tzke some time to load.

ffine your search by using the filters provided
: - - the results page or there is also a Search
Function R excipients option where you can find the
kipients by study type, age, or effects or
3 e = s w 2 2 g irict h to particular stud <
European Paediatric Formulation Initiative (FuPFI) is a consortium working in a pre- sgh- o e
competitive way on paediatric drug formulations. Members are from academia, hospital

pharmacies, pharmaceutical industry (Innovators, Generics,Contract Research

o e - i o S "

Developed by GVK‘B!O Contact Feedback Disclaimer == Bl

3 Session expiration

If the user keeps the application idle/inactive for more than 30 minutes then the session automatically

gets expired and displays the below message/page.

v P E E %TP database us A i

Database of safety and toxicity of excipients United States on
for paediatrics e

I Session expired due to 30 minutes inactivity. Please login again.

Click Here to login.

Developed by GVKTEIO Contact Feedback Disclaimer “G@STM GBICM

To login to the application click “Here” link which automatically opens the application’s login page.
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y .
E V) J"a F i %TP database us 1
e Database of safety and toxicity of excipients United States [Fedistne,
for paediatrics

Revision Date: 10/29/2012
Existing User Login
If you already have an account, please login below f ?‘J | User Guide \:I

Login Email
Password

Forgot your Password?

(our login o xpire after 20 minutes of inactivity)

* Indicates mandatory field(s). Meed help? Click Here

New User - Register User

Developed by  GWKKTEIO Contact Feedback Disclaimer GESTAR  GBICM

Lo —

4 Logout

Click Logout link as shown below

| .
EuPFi %Tfi? dasobose uspTt
fmnemm Database of safety and toxicity of excipients Unied Statas [JFE
for paediatrics i
& venkata reddy  (our logir i expire after 30 minules of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help || Logout

Then the application logouts and navigates to the below page, If user desires to login to the application

can click “Login” link as shown below

EuPFi %Tfi? dotohose us

Database of safety and toxicity of excipients United States

.
remait
for paediatrics e

You're logged out

Click here to "Login"

Developed by WK‘BlO Contact Feedback Disclaimer m g“_quM
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Then the application’s login page appears as shown below

Version- 1.0

E U:'a _E %TP database

Database of safety and toxicity of excipients
for paediatrics

Existing User Login

If you already have an account, please login below

USl

United States
Inmm

Revision Date: 10/29/2012

™ | User Guide-:l

Log In Forgot your Password?

[(Your login session will expire after 20 minutes of inactivity)
= |ndicates mandatory field(s).

New User - Register User

Developed by GWIKTRIO Contact Feedback Disclaimer

Login Email
Password

Need help? Click Here

GOSTAR  GBIOM

ol - mEces

5 Search BY Excipients

Enter the valid user credentials in the “Login” page and click “Login” as shown below.

E v PF i / STEP dasabase

Burprans hacang F pem s onin a4 Database of safety and toxicity of excipients
for paediatrics

Existing User Login

If you already have an account, please login below

Login Email venkata.bodhanapu@avkbio.com

USl

Linited Statas
Ilmhtlm

Revision Date: 10/29/2012

% | User Guide.:]

Password

Forgot your Password?

ession will expire after 20 minutes of inactivity)
* Indicates mandatory field(s).

New User - Register User

Developed by WI‘FB!O Contact Feedback Disclaimer

MNeed help? Click Here

GISTAR G Blﬂ:M

- S

Search BY Excipients
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Then click “Login” button, application navigates user to “Search” page as shown below

EuPFi

£

for pasdiatrics

2, bodhanapu venkata reddy  (Your login session will expire afler 30 minutes of inactivity)

Search BY Ex ents

T/ P datobase

Database of safety and toxicity of excipients

usptt

United States [JFrstis

| Search FOR Excipients | User Guide | Help | Logout

Search BY Excipients.

Excipient Name

Synenyms
(as per the Handbook of

ect from drop down or enter minimum of 3 character populate
Select -
Acesulfame K

Aalcohol

Aspartame
Benzalkonium Chioride

3 characters

ct from d

CAS Registry Number

Function

Select -
1,2-Dihydroxypropane
1,2-Propanedicl
1,2-Propylene Glycol
1,2-Propylenglykol (German)

lect from drop down or enter minimum of 3 characters to populate
-- Select --
100-51-6
120-47-8
22839-47-0
532-32-1 =

r minimum of 3 character

Select from d s to populate

- Select - -
Antimicrobial agent
Antimicrobial preservative

antiseptic
Disinfectant S
Submit Search FOR Excipients

on Search BY Excipi page:

are several ways you can saarch for the
ents. You can search by excipient name

pylene glycol), or by CAS Number { ag.
57-55-6), by synonym ( g 1,2 propanediol) or
by function ( eg. solvent.

Salact from drop down or anter entar minimum
of 3 characters to populate suggestions.

If you don't find tha axcipiant in the axcipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selaction:
Please use "Ctrl” or "Mouse click & drag"” to
e +

select multiple search terms.OR please us:
" icon to open excipients list bax for selection.

Progressive search will be based and filtered
an the values already selected in dropdowns.

1f you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
an the results page or there is also 3 S
FOR excipients option where you can find the

restrict your search to particular study type,
age or effact.

Developed by GWIK'BIO

Contact Feedback Disclaimer

In the STEP application by default “Search BY Excipients” page appears wherein user is allowed to

select the required data and view the results. Search page provides results based on “Excipient Name,

CAS Registry Number, Synonyms and Function.”

EuPFi

</‘(ST' P darabase

Database of safety and toxicity of excipients

for paediatrics

Q bodhanapu venkata reddy  (Your login sessicn will expire after 30 minutes of inactivity)

Search BY Excipients

usptt

United States. Brorostation
Iitistive

‘Search FOR Excipients | User Guide | Help | Logout

Search BY Ex s

Excipient Name

Synonyms
(as per the Handbaok of Excipients)

‘CAS Registry Number

[Select from drop or enter minimum of 3 characters to
— Select -
Acesulfame K
Alcohol
Aspartame
lkanium Chloride =

[Select from drop down or enter minimum of 3 characters to po

- Select -- -
1,2-Dihydroxypropane
1,2-Propanediol
1,2-Propylene Glycol
1,2-Propylenglykol (German) &

[Select from drop down or enter minimum of 3 characters to po

-- Select --
100-51-6
120-47-8
22839-47-0
532-32-1 2

Select from drop down or enter minimum of 3 characters to populate |

— Select --

Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant e

Submit Search FOR Excipienis

Instructions on Search BY Excipients page:

are several ways you can search for the
2nts. You can search by excipient name
(eg. propylene glycol), or by CAS Number ( =g.
57-55-6), by synanym ( g 1,2 propanediol) or
by function { eg. solvent)

Select from drop down or enter minimum of 3
to populate i

1f you don't find the excipient in the excipient
name box , try searching in synonyms.

For Multiple Excipient/Function Selection:
Please use "Ctrl” or "Mouse click & drag” to

select multiple search terms.OR please use * +
" icon to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

1f you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
nts by study type, age, or effects or
restrict your search to particular study type,
age or effect.

Search BY Excipients
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Excipients in medicines are ingredients other than the active drug that are essential for their

manufacture, stability and function. Superlatively, an excipient is pharmacologically inactive, non-

toxic, and does not interact with the active ingredients or other excipients. However, in practice few

excipients meet these criteria.

5.1.1 Excipient Name

STEP endow with Excipient based search functionality for the end users to attain relevant results.

In the “Search BY Excipients” page user can select the required excipient name from the “Excipient

Name” drop down as shown below.

Search BY Excipients

Search BY Excipients

Excipient Name

Synonyms
(as per the Handbook of Excipients)

CAS Registry Number

Function

hspartame |

-- Select -- -
Acesulfame K =
Select from drop down or enter minimum of 3 characters to populate

3-Amine-N-(alpha-Carboxyphenethyl)Succinamic Acid N-Methyl Est .
Alpha Aspartame

Apm

Aspartina

Aspartylphenylalanin Methyl Ester =
Select from drop down or enter minimum of 3 characters to populate

22835-47-0

Select from drop down or enter minimum of 3 characters to populate

— Select -

Antimicrebial agent
Antimicrobial preservative
Antiseptic

i »

Disinfectant 3

Submit Search FOR Excipienis

Instructions on Search BY Excipients page:

There are several ways you can search for the
excipients. You can search by excipient name

pyle: , or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function { eg. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

1f you don't find the excipient in the excipient
name bax , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl" or "Mouse click & drag"” to
select multiple search terms.OR please use "+

* icon to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to loa

Refine your search by using the filters provided
on the results page or there is also a Searc
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

User can get the suggestions after entering minimum of 3 characters in Excipient Name text box. If the

data is available then it will display like below,

Search BY Excipients

Page | 23




Eu - US PFI User Guide Version- 1.0

E (5] I'Fﬂ <//§T P database us /1 i

Database of safety and toxicity of excipients United Startes [fformiasion
for paediatrics

._Z bodhanapu venkata reddy  {Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search BY Excipients
Search BY Excipients.

Excipient Name ben Instructions on Search BY Excipients page:

-~ Select -~ - There are several ways you can search for the

Benzalkonium Chloride exe ts. You can search by excipient name

Benzoic Acid (=g. propylene glycol), or by CAS Number ( eg.

Benzyl Alcohol 57-55-6), by synonym ( eg 1,2 propanediol) or
- by function ( eqg. solvent)

Benzylparaben

Select from drop down or enter enter minimum
Synonyms = of 3 characters to populate suggestions.

{as per the Handbook of Excipients) Siea SrieE i of Sigt e e

n drop down

If you don't find the excipient in the excipient

- Select - = 4
name box , try searching in synoynms.

1,2-Dihydroxypropane
1,2-Propanediol For Multiple Excipient/Function Selection:
1,2-Propylene Glycol

1,2-Propylenglykel (German)

- Please use "Ctrl" or "Mouse click & drag” to
select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

CAS Registry Number Select from drop dowi
e A Progressive search will be based and filtered
iy on the values already selected in dropdowns.
120-47-8 If you've selactad a large dataset tha results
22839-47-0 could take some time to load.
532-32-1 T
Refine your search by using the filters provided
§ . on the results page or there is also a Search
Function Select from drop FOR excipients option where you can find the

- Select - = excipients by study type, age, or effects or
Antimicrobial agent restrict your search to particular study type,
Antimicrobial preservative age or effect.

Antiseptic

Disinfectant -

Submit Search FOR Excipients

G”

Developed by GVK‘U\O Contact Feedback Disclaimer

Among the available data user can select and then clicks on Submit button to get the Search Results

page.

If data is not available for the given 3 characters then it will display the message like below.

Search BY Excipients

ents page:

test Instructions on Search BY Exci

Sorry No Matches, try searching by synonyms There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycal), or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function ( eg. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

Synonyms
(as per the Handbook of Excipients)

Select from drop down or enter minimum of 3 characters to populate

If you don't find the excipient in the excipient

-- Select - 5 doi —
1,2-Dihydroxypropane = name box , try searching in synoynms.
1,2-Propanediol For Multiple Excipient/Function Sealection:

1,2-Propylene Glycol
1,2-Propylenglykol (German)

1

Please use "Ctrl" or "Mouse click & drag" to
select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

CAS Registry Number Select from drop down or enter minimum of 3 characters to populate

Progressive search will be based and filtered

mgf;i; ; on the values already selected in dropdowns.
120-47-8 If you've selected a large dataset the results
22839-47-0 could take some time to load.
532-32-1 -
Refine your search by using the filters provided
; an the results page or there is also a Search
Function Select fror 1 or enter minimum of 3 characters to populate FOR excipients option where you can find the

excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

— Select —-

Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant Sk

i »

Submit Search FOR Excipients

Based on this user can go for the alternative to get the desired results.

Search BY Excipients Page | 24



Eu - US PFI User Guide Version- 1.0

5.1.1.1 Multiple Excipient selection

Use “CTRL” key from the keyboard to select the excipients from the drop down either

continuously or randomly as shown below

Eu 'lFi <J{(3T P database us {

Pedisiric
Database of safety and toxicity of exeipients Uaited Starten [l

et Imeatine
for paediatrics

[ bodnanapu venkata reddy  (Your login session wil expire afler 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search BY Excipients
Search BY Excipients

Excipient Name K||Aspartame]| Chioride Instructions on Search BY Excipients page:

There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycol), or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanadiol) or
by function ( eg. solvent)

i

Aspartame
Benzalkonium Chloride

Select from drop down or enter enter minimum

2‘;"‘?;“:,_,3"“%“, Select from drop down or enter minimum of 3 characters to populate of 3 characters to populate suggestions.
3-Amino-N-(alpha-Carboxyphenethyl)Succinamic Acid N-Methyl Est « ¥ vuu::n‘l'lind lhe:_xdp_ien! in the excipient
Alkyl Dimethyl Benzyl Ammonium Chioride = name box, try searching in synoynms.

Alkyl Dimethylbenzyl Ammonium Chloride For Multip] e
Alkyldimethyl (Phenylmethyl) Quaternary Ammonium Chlorides
- Please use "Ch Mouse click & drag” to
Alpha Aspartame &)
select multiple h terms. OR please use " +
. 5 . " icon to open excipients list box for selection.
CAS Registry Number Select from drop down or enter minimum of 3 characters to populate
a7- Progressive search will be based and filtered
;ngs:?so on the values already selected in dropdawns.

If you've selected a large dataset the results
could take some time to loa

Refine your search by using the filters provided
. on the results page or there is also a Search
Function Select from drop down or enter minimum of 3 characters to populate R R DElR e e R T
- Select - excipients by study type, age, or effects or
Antimicrobial agent restrict your search to particular study type,
Antimicrobial preservative age or effect.

Lntiseptic

Disinfectant -

i

Submit Search FOR Excipients

Developed by GVK'BIO Conlact Feedback Disclaimer

10

ZR GCBIoM

5.1.1.2 Excipient selection based on the category

In the basic search page user only has the privilege of selecting “Excipients” of one category at a time
but there is an another option of selecting multiple category related excipients at a time using “+”
symbol. When user clicks “+” symbol besides the “Excipient Name” text box then the below pop up

window appears.

/= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIENCES '_

Excipient IName

= Please enter minitmumn of three characters.

Acesulfame K -~
Alcahaol = =
Aspartame

EBenzalkonium Chloride
Eenzoic Acid A

Search BY Excipients Page | 25
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Auto search is available in the pop-up window, when user specifies 3 or more characters in the

excipient name then the relevant excipient names appears as shown below.

/= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIEMCES

Excipient Name
[berf

* Please enter minitmun of three characters.

Benzalkonium Chlaride -~
Benzoic Acid

Benzyl Alcohol
Benzylparaben
Butylparaben

£

o
g [

Then user is allowed to select the required excipients from the list and can click “>” button then the

selected excipient name appears in the empty text box as shown below to

= Select Multiple Excipients - Microsoft Internet Explorer provided by WK BIOSCIENCES

Excipient IName

ben

* Please enter minitmum of three characters
Benzoic Acid

- Benzalkonium Chloride
Benzylparaben Benzyl Alcohol
Ethylparaben — Butylparaben
Isobutylparaben
lsopropylparaben b |

If user needs to select any other excipient from another category can again enter the excipient name
then the relevant excipients list appears as shown below
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= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIEMNCES

Excipient Name

* Please enter minitmun of three characters
Isopropylparaben
FPropylene Glycol
Propylparaben

Benzalkonium Chloride
Eenzyl Alcohol

Eutylparaben

=

Then user can select the required excipient from the list and click “>” button to add it then it appears
along with the earlier selected excipient as shown below

/= Select Multiple Excipients - Microsoft Internet Explorer provided by GVK BIOSCIENCES

Excipient Name

[prol

* Please enter minitmum of three characters

lsopropylparaben
Fropylparaben

Benzalkonium Chloride
Benzyl Alcohol
Butylparaben
Propylene Glycol |

II

B
-~

Click “Ok” button then the selected search criteria appears in the “Search BY Excipients” page as shown
below

Search BY Excipients
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Search BY Excipients

Synonyms
(as per the Handbook of

CAS Registry Number

Function

Benzylparaben
Butylparaben

Select from drop down or enter minimum of 3 characters to populate

1,2-Dihydroxypropane
1,2-Propanediol
1,2-Propylene Glycol
1,2-Propylenglykol (German)
2-Hydroxypropanol -

Select from drop down er enter minimum of 3 characters to populate

100-51-6
57-55-6
8001-54-5

Select from drop down or enter minimum of 3 characters to populate

-~ Select - -
Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant -

Submit Search FOR Excipients

Instructions on Search BY Excipients page:

There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycol), or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanedial) or
by function { eg. salvent)

Select from drop down or enter enter minimum
to populate i

1f you don't find the excipient in the excipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:

"Mouse click & drag" to

Please use "Ctrl"” o
selact multiple se
" icon to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Searc
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

User can select “CAS Registry Number and Synonyms” also along with the selected “Excipient Name” to

retrieve the results as shown below

Search BY Excipients

Benzylparaben
Butylparaben

[Synonyms
(as per the Handbook of

lkyl Dimethylbenzyl Ammonium Chloride||Alkyldimethyl (Phenylmeth

Function

Alkyl Dimethyl Benzyl Ammonium Chloride
Alkyl Dimethylbenzyl Ammonium Chloride
Alkyldimethyl (Phenylmethyl) Quaternary Ammonium Chlorides

8001-54-5

100-51-6

57-55-6
8001-54

Select from drop down or enter minimum of 3 characters to populate

-- Select -- -
Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant &

Search FOR Excipients

Instructions on Search BY Excipients page:

There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycal), or by CAS Number { eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function ( eg. solvent)

Select from drop down or enter enter minimum
of 3 ch to populate i

If you don't find the excipient in the excipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl" or "Mouse click & drag" to
select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
nts by study type, age, or effects or
your search to particular study type,
age or effect.

Then click “Submit” button to retrieve the search results considering the search criteria.

Search BY Excipients
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EuPFi

£ bodnhanapu venkata reddy  (Your login session will expire afler 30 minutes of inactivity)

Search Results | Back

General Information

Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function -
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:

O LEeIa)  Men Clinical Data (3)  Invitro Data(1)  Regulatory and other infermation (5)

i
J/ST P database

Database of safety and toxicity of excipients
for paediatrics

Total References: 15

Reviews (3)

Unteed Statas
itistive

UspT

‘Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout

Record 1 0f 1

Excipient Navigation

Different colors indicates Unique References

Show /Hide Clinical Columns

\ Clear All Filters on Clinical Data H Export Filtered Clinical Data \I

Ref ID Ber—rilm || Erioiiee e Age Units P BT e e Tl e s

o Benzalkanium
= Chlaride

Benzalkonium Other study type

Chloride - Hiore

Benzalkonium

Other study type | Adult 34 (Mean age)

“lab/Drugde | Adult Unspecified

hionde Unspecified 18 to 61

_ :-SEIE(
121 0.5; 1 % ag 48

Male Topical

Unspecified Topical

Topical

Hours

% wfv (pl/Finn

Chamber) e

Developed by GVKYBIO

Contact Feedback Disclaimer

But here based on the selected “Excipient Name” the “CAS Registry Number and Synonyms” gets

progressively filtered. User is allowed to select the combination of the “CAS Registry Number” and

“Synonyms”.

In search results count of the references appears as shown below.

Search BY Excipients
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N P
EuPFi ST P database
o Database of safety and taxicity of excipients
for paediatrics

L'L bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout

Search Results | Back Total References: 15 Record 1 0f 1

Excipient Navigation

General Information

Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 2001-54-5

Excipient Category/Function
Pharmacopoeial Status:
Regulatory Status
Synonyms:

Acceplable Daily Intake:
Revision Date:

—] .
Clinical Data 3) Non Clinical DahFﬁ)l Invitro Dala Regulatory and other informatio Revlews Different colors indicates Unique References
Show/Hide Clinical Columns

Clear All Filters on Clinical Data || Export Filtered Clinical Data

| ReflD | ExclientName | StudyType | AoCoiogory | Aes | AgoUnis | Gander |Reut of Exposireor Adminisration| | Dose | Doselnits | Duratonof Testment| Durat]

—Select— v Il -Select— v M -Select— v Ml -Select- v [l -select— v [l -Select— v P -Select— v W -Select- v —Select— v Il —Select— v M| —-Select— |w —Selec
121 Eﬁl”::y‘:”'“"‘ Other study type Adult 34 (Mean age)  Years Male Topical 0.5; 1 % aq 48 Hours
Other study type
171 Eﬁ?za;km‘“m - Lab/Drug de  Adult Unspecified Unspecified Male Topical 0.5 % as Hours
QUCE ...More’
1016 Eg"":r?;k;"‘“m Unspecified Adult 18to 61 Years Male Topical 0.5 (15) z;:;"hgf)'m"" a8 Hours
« i 5
Developed by GVICTRIO Contact Feedback Disclaimer GISTAR  GUBIOM

Note:

» Based on the selected “Excipient Name” remaining data in the “CAS Registry Number”,

“Synonyms” appears.

» When user selects “Excipient Name” and “CAS Registry Number” then based on both those

values data in the “Synonyms” appears.

» The progressive filtering will populate the data by ‘Contains’ search, with that particular

entered search string in the respective text fields.

» The above functionality is applicable when user selects any of the value among “Excipient
Name, CAS Registry Number, Synonyms” based on that remaining data appears. If user selects

any other value in addition to the initially selected one then considering both those values

remaining data appears.
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5.1.2 Synonyms

Synonyms includes other chemical names, trade names, common or general names, foreign language
names (with the language in parentheses), or codes. Only the key synonyms would be displayed and
for details it would be linked to other source

Example: The privilege of selecting the required synonyms using the Synonyms is also facilitated.
When user selects synonyms using “Synonyms” then based on that selected synonyms remaining data
in the “Excipient Name, CAS Registry Number” appears as shown below

Search BY Excipients page before selecting the Synonyms

EuUPEi & ST:P dasabase
e o Database of safety and toxicity of excipients United States
for paediatrics
2 bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search B Excipients | Search FOR Excipients | User Guide | Help | Logout
Search BY Excipients
searcn BY Excipients.
Excipient Name te
Synonyms e S ehorciers to pesuiate
(as per the Handbook of Excipients) Selec Sisres T R T
—Select - -
1,2-Dihydroxypropane z
1/2-Propanediol
1,2-Propylene Glycol
12-Propylenglykol (German) -
CAS Registry Number Select from drop down or enter minimum of 3 characters to populate
Function t m cter pulat
Submit Search FOR Excipients
Developedby  GWIKTRIO Contact Feedback Disclaimer GUSIAR G BICM

Search BY Excipients page after selecting the Synonyms

User can get the suggestions after entering minimum of 3 characters in Synonyms text box. If the data

is available then it will display like below,
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Search BY Excipients

h BY Excipients

Instructions on Search BY Excipients page:

Excipient Name Select fro rop down or enter minimum of 3 characters to populate
-- Select -- - There are several ways you can search for the
Acesulfame K jents. You can search by excipient name
Alcohal (eg. propylene glycol), or by CAS Number ( eg.
Aspartame 57-55-6), by synonym ( eg 1,2 propanediol) or
- by function ( eg. solvent)

nium Chloride

Select from drop down or enter enter minimum

Synonyms ben| of 2 characters to populate suggestions.
(as per the Handbook of Excipients)
22 5 el ke If you don't find the excipient in the excipient

4 Hydroxybenzoic Acid Methyl Ester name box , try searching in synoynms.

4-Hydroxy- Ethyl Ester Benzoic Acid For Multiple Excipient/Function Selection:
4-Hydroxy- Methyl Ester Benzoic Acid
4-Hydroxy- Propyl Ester Benzoic Acid > Please use "Ctrl" or "Mouse click & drag” to
select multiple search terms.OR please use " +
- — - — " icon to open excipients list box for selaction.
CAS Registry Number Select from drop down or enter minimum of 3 characters to populate

Progressive search will be based and filtered

;},g_eh':lc_t(}" & on the values already selected in dropdowns.
120-47-8 If you've selected a large dataset the results
22839-47-0 could take some time to load.

532-32-1 -

Refine your search by using the filters provided
on the results page or there is also a Search

Function Select from drop down or enter minimum of 3 characters to populate T e, e e e e
— Select - % excipients by study type, age, or effects or
Antimicrobial agent =l restrict your search to particular study type,
Antimicrobial preservative age or effect.
Antiseptic
Disinfectant b

Submit Search FOR Excipients

Among the available data user can select and then clicks on Submit button to get the Search Results

page.

If data is not available for the given 3 characters then it will display the message like below.

Search BY Excipients
Search BY Excipients
Excipient Name Select fr n or enter minimum of 3 characters to populate I i on Search BY Excipi page:
-- Select -- - There are several ways you can search for the
Acesulfame K excipients. You can search by excipient name
Alcohol (eg. propylene glycol), or by CAS Number ( eg.
Aspartame 57-55-6), by synonym ( eg 1,2 propanediol) or
\ium Chloride - by function ( eg. solvent)

Select from drop down or enter enter minimum
Synonyms test of 3 characters to populate suggestions.
{as per the Handbook of Excipients)

I you don't find the excipient in the excipient

Sorry No Matches,try searching by excipients name T

For Multiple Excipient/Function Selection:

Please use "Ctrl" or "Mouse click & drag" to
select multiple search terms.OR please use " +
" icon to open excipients list box for selaction.

CAS Registry Number Select fro rop down or enter minimum of 3 characters to
Sy Progressive search will be based and filtered
100-51-6 on the values already selected in dropdowns.
120-47-3 If you've selectad a large dataset the results
22839-47-0 could take some time to load.
532-32-1 =

Refine your search by using the filters provided
on the results page or there is also a Searc|
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

n or enter minimum of 3 characters to

Select from d

o d
— Select -- =
Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant -

Submit

Search FOR Excipients

Based on this user can go for the alternative to get the desired results.
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Search BY Excipients

Search BY Ex¢

nts

Excipient Name

CAS Registry Number

Function

User Guide

Select from drop down or enter minimum of 3 characters to populate

Propylene Glycol

1,2-Propanediol||1,2-Propylenglykol (German)| |2-Hydroxypropanol

1,2-Dihydroxypropane
1,2-Propanediol

s

<
1,2-Propylenalykol (German)
2-Hydroxypropanol v

Select from drop down or enter minimum of 3 characters to populate

57-55-6

Select from drop down or enter minimum of 3 characters to populate

- Select --

Antimicrobial agent
Antimicrobial preservative
Antiseptic

il »

Disinfectant -

Submit Search FOR Excipienis

Version- 1.0

Instructions on Saarch BY Excipients page:

There are several ways you can search for the
excipiants. You can search by excipient name
(eg. propylene glycol), or by CAS Number ( eg.
57-55-6), by synonym ( ag 1,2 propanadiol) or
by function { eg. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

If you don't find the excipient in the excipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl" or "Mouse click & drag" to
select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

After selecting the entire required values click “Submit” button then the search results page appears as

shown below.

Search Results| Back

General Information

Excipient Chemical Name: Propylene Glycol
CAS Registry Number: 57-55-6

Excipient Category/Function :
'harmacopoeial Status:
equlatory Status:

[ Synonyms:

‘Acceptable Daily Intake

Revision Date:

e Il Mon Clinical Data (158)

Total References: 316

Invitro Data (95) Regulatory and other information (55) Reviews (18)

Record 1 of 1

Excipient Navigation

Different colors indicates Unique References

IShow /Hide Clinical Columns

sy e

3 Propylene Glycol Unspecified Adult 16 to B3 Years
Paediatric age

10 Propylene Glycol Unspecified group and adult | 6 to 65 Years
-..More)

15 Propylene Glycol | Case study Adult 49 Years

18 Propylene Glycol Unspecified Unspecified Unspecified Unspecified

« [

Male/Female

Male/Female

Male

Unspecified

Parenteral

Topical

Unspecified

Topical

Clear All Filters on Clinical Data || Export Filtered Clinical Data I

-

128 (cumulative) g 36

20 % fi
Unspecified Unspecified Unspecified
100 % 1

5.1.3 CAS Registry Number

CAS Registry Number is a numeric designation assigned by the “Chemical Abstracts Service” of the

American Chemical Society that uniquely identifies a specific chemical compound, regardless of the

name or nomenclature system used.

Search BY Excipients
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Example:

57-55-6 for propylene glycol) only a single excipient may be associated with a single CAS registry
number

The privilege of selecting the required CAS numbers using the CAS Registry number is also facilitated.
When user selects CAS registry number using “CAS Registry Number” then based on that selected CAS

Registry Number remaining data in the “Excipient Name, Synonyms” appears as shown below

Search BY Excipients before selecting the CAS Registry Number

E U ‘)F '! {/%T P database

Database of safety and toxicity of excipients
for paediatrics

£ bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search BY Excipients
[Search BY Excipients

Excipient Name Select from drop down or enter minimum of 3 characters to populate Instructions on Search BY Excipients page:

-- Select -- There are several ways you can search for the
Acesulfame K excipients. You can search by excipient name
Alcohol (eg. propylene ol), or by CAS Number ( eg.
Aspartame 57-55-6), by sy ( eg 1,2 propanediol) or
Benzalkonium Chloride by function ( eg. nt)

in»

1

Select from drop d

Synonyms
(as per the Handbook of Excipients)

Select from drop down or enter minimum of 3 characters to populate

-- Select --
1,2-Dihydroxypropane
1,2-Propanediol
1,2-Propylene Glycol
1,2-Propylenglykol (German)

TS

1

CAS Registry Number Select from drop down or enter minimum of 3 characters to populate
-- Select --
100-51-6
120-47-8
22839-47-0
532-32-1 ol

i »

Function Select from drop down or enter minimum of 3 characters to populate
- Select -

Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant e

fii »

Submit Search FOR Excipients

Developed by GVICTBIO Contaci Feedback Disclaimer ESW\R GBICM

Search BY Excipients after selecting the CAS Registry Number

User can get the suggestions after entering minimum of 3 characters in CAS Registry Number text box.

If the data is available then it will display like below,
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Search BY Excipients

Excipient Name

Synonyms
(as per the Handbook of Excipients)

Function

Select from drop down or enter minimum of 3 characters to po

- Select --
Acesulfame K

Alcohol

Aspartame
Benzalkonium Chloride

Select from drop down or enter minimum of 3 characters to populate

— Select - -
1,2-Dihydroxypropane
1,2-Propanediol
1,2-Propylene Glycol
1,2-Propylenglykol (German)

00|

-- Select --
9001-32-5
9005-64-5
5005-65-6
9005-66-7 S8

Select from drop down or enter minimum of 3 characters to populate

— Select - -
Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant

Submit Search FOR Excipients

Instructions on Search BY Excipients page:

There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycol), or by CAS Number { eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function { eg. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

1f you don't find the excipient in the excipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl" or "Mouse click & drag” to
select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

Among the available data user can select and then clicks on Submit button to get the Search Results

page.

If data is not available for the given 3 characters then it will display the message like below.

Search BY Excipients

Search BY Ex

Excipient Name

Synonyms
(as per the Handbook: of Excipients)

Function

Select from drop down or enter minimum of 3 characters to populate

-- Select - -
Acesulfame K =
Alcohol

Aspartame

liconium Chloride

n or enter minimum of 3 characters to populate

Select from drop d

-- Select --
1,2-Dihydroxypropane
1,2-Propanediol
1,2-Propylene Glycol
1,2-Propylenglykol (German)

EEE]

Sorry No Matches

Select from drop down or enter minimum of 3 characters to

-- Select --

Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant

Submit Search FOR Excipients

Instructions on Search BY Excipients page:

There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycol), or by CAS Number { eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function ( eg. salvent)

Select from drop down or enter enter minimum
of 2 characters to populate suggestions.

ient

If you don’t find the excipient in the exci
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl" or "Mouse click & drag" to
elect multiple search terms.OR please use * +
con to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
excipients by study type, age, or effects or

restrict your search to particular study type,
age or effect.

Based on this user can go for the alternative to get the desired results.

Search BY Excipients
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Search BY Excipients

Search BY Ex

nis

Excipient Name Select from drop

Ethylparaben

wn or enter minimum of 3 characters to populate

Synonyms

T S Tanabeole o Select from drop down or enter minimum of 3 characters to

4-Hydroxy- Ethyl Ester Benzoic Acid
4-Hydroxybenzoic Acid, Ethyl Ester
4-Hydroxybenzoic Acid, Ethyl Ester, Sodium Salt

Ben
Benzoic Acid, 4-Hydroxy-, Ethyl Ester ~

CAS Registry Number

s

Function Select from drop down or enter minimum of 3 characters to populate

— Select -
Antimicrobial agent
Antimicrobial preservative

Antiseptic
Disinfectant 52
Submit Search FOR Excipients

Version- 1.0

Instructions on Search BY Excipients page:

There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycol), or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function { eg. solvent)

Select from drop down or enter enter minimum
of 3 ch to populate 2

If you don't find the excipient in the excipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl” or "Mousa click & drag” to
selact multiple search terms.OR please use " +
* icon to open excipients list box for selection.

Progressive search will be based and filtered
‘on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or affect.

Click “Submit” then the search results appears as shown below

Search Results| Back

Total References: 21

General Information

Excipient Chemical Name: Etnylparaben
CAS Registry Number: 120-47-8

¥ Excipient Category/Function
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

‘Acceptable Daily Intake:
Revision Date

Clinical Data (4)

Non Clinical Data (14)

Invitro Data (13)  Regulatory and other information (0)  Reviews (D)

Record 1 of 1

Excipient Navigation

Different colors indicates Unique References

Show /Hide Clinical Columns

Ref ID

Clear All Filters on Clinical Data

| e e AgeUnits | Gender | Routr of Exposure or Administration | Dose |

|_|,,55.m,, 3 I_I,,SE.M,, 3 I_I,,sm,, 5 I_I,,SE.M,, 3 I_I,,sm,, 3 ﬁsﬁm—— 3 I_I,,SE.M,, 3 W-|—|M 5 ﬁsam—— 3 I_.,,SE.M,, 3 E

14 Ethylparaben Case study Adult 67 Years Male Topical
14 Ethylparaben Case study Adult 47 Years Female Topical
14 Ethylparaben Case study Adult 56 Years Male Topical
] i ]

Export Filtered Clinical

Data I
Duration of Treatment m il

Dose Units

5;1; 0.1

5;1; 0.1

5; 1; 0.1

% Unspecified Unsp|=
% Unspecified Unsp|
% Unspecified unsp

5.1.4 Function

Functional Data helps to provide the information which is

Search BY Excipients before selecting the Function

Search BY Excipients

neither Clinical

facilitates user to access the data based on the function values as shown below

nor Preclinical data. It
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EU ]:F A (f%T P database us /1 i

Database of safety and toxicity of excipients United States o asion
for paedia

£ bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

[Search BY Excipients.

Instructions on Search BY Excipients page:

Excipient Name Select from drop r minimum of 3 characte
-- Select -- There are several ways you can search for the
Acesulfame K excipient u can search by excipient name
Alcohol (eg. propylene glycol), or by CAS Number { ag.
Aspartame 57-55-6), by synonym ( eq 1,2 propanediol) or
Benzalkonium Chloride i by function ( eg. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

Syn

onyms FoGn MWD i

(as per the Handbook of Excipients) i s e
~Select - A 1f you don't find the excipient in the excipient
1,2-Dihydroxypropane name box , try searching in synoynms.
1,2-Propanediol For Multiple Excipient/Function Selaction:
1,2-Propylene Glycol
172-Propylenglykol (German) - Please use "Ctrl" or "Mouse click & drag” to

select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

CAS Registry Number s ter

lect from drop dawn or
-- Select -- P

Progressive search will be based and filtered

et on the values already selectad in dropdowns.
120-47-8 If you've selected a large dataset the results
22839-47-0 could take some time to load.

532-32-1 il

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

minimum of 3 characte!

Function Select from dro
-- Select --
Antimicrobial agent
Antimicrabial preservative
Antiseptic

Disinfectant g

Submit

Search FOR Excipients

Developedby GV BIO Contact Feedback Disclaimer

Search BY Excipients after selecting the Function

User can get the suggestions after entering minimum of 3 characters in Function text box. If the data is

available then it will display like below,

Search BY Excipients

h BY Excipients

Instructions on Search BY Excipients page:

Excipient Name Select from drop down or enter minimum of 3 racters to populate
-- Select -- - There are several ways you can search for the
Acesulfame K r axcipients. You can search by excipient name
Alcohol (eg. propylene glycol), or by CAS Number ( eg.
Aspartame 57-55-6), by synonym ( eg 1,2 propanediol) or
lkonium Chloride - by function ( eg. solvent)

Select from drop down or enter enter minimum

fﬂt";;m%amm T Select from drop down or enter minimum of 3 characters to populate R R R S T T

If you don't find the excipient in the excipient

-- Select - = Fete

1,2-Dihydroxypropane = name box , try searching in synoynms.

1,2-Propanediol For Multiple Excipient/Function Selection:

1,2-Propylene Glycol

1,2-Propylenglykol (German) - Please use "Citrl" or "Mouse click & drag" to

select multiple search terms.OR please use " +
- — - — " icon to open excipients list box for selection.
CAS Registry Number Select from n or enter minimum of 3 racters to populate

Progressive search will be based and filtered

lbg_e‘sel‘_ts" = on the values already selected in dropdowns.
120-47-8 If you've selected a large dataset the results
22839-47-0 could take some time to load.

532-32-1 &

Refine your search by using the filters provided
on the results page or there is also a Search
ant FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

-- Select -- -
Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant 5

Submit Search FOR Excipients
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Among the available data user can select and then clicks on Submit button to get the Search Results

page.
If data is not available for the given 3 characters then it will display the message like below.

Search BY Excipients

Search BY Excipients

Instructions on Search BY Excipients page:

Excipient Name Select from drop down or enter minimum of 3 characters to po
-- Select -- - There are several ways you can search for the
Acesulfame K =l ‘axcipients. You can search by excipient name
Alcohol (eg. propylene glycol), or by CAS Number ( eg.
Aspartame 57-55-6), by synonym ( eg 1,2 propanediol) or
Benzalkonium Chloride % by function ( eg. solvent)

Select from drop down or enter enter minimum

T Select from drop down or enter minimum of 3 characters to po of 3 characters to populate suggestions.
= alackic= = If you don't find the excipient in the excipient
1,2-Dihydroxypropane 5 name box , try searching in synaynms.
1,2-Prepanediol For Multiple Excipient/Function Selection:

1,2-Propylene Glycol
1,2-Propylenalykol (German) Please use "Ctrl" or "Mouse click & drag" to
select multiple search terms.OR please use " +

" icon to open excipients list box for selection.

1

CAS Registry Number Select from drop down or enter minimum of 3 characters to populate
et = Progressive search will be based and filtered
hotEiie = an the values already selected in dropdowns.
120-47-8 If you've selectad a large dataset the results
22835-47-0 could take some time to load.
532-32-1 iy

Refine your search by using the filters provided
on the results page or there is also a Saarch
test] FOR excipients option where you can find the
Sorry No Matches ents by study type, age, or effects or

ct your search to particular study type,
age or effect.

Submit Search FOR Excipients

Based on this user can go for the alternative to get the desired results.

Search BY Excipients

Instructions on Search BY Excipients page:

Excipient Name Select from drop down or enter minimum of 3 characters to populate
-- Select -- - There are several ways you can search for the
Acesulfame K =) excipients. You can search by excipient name
Alcohol (eg. propylene glycol), or by CAS Number [ eg.
Aspartame 57-55-6), by synonym ( eg 1,2 propanediol) or
Benzalk Chloride - by function ( eg. solvent)
Select from drop down or enter enter minimum
Synonyms of 3 characters to populate suggestions.

Select from drop down or enter minimum of 3 characters to populate

(as per the Handbook of Excipients)

If you don't find the ex

ent in the excipient

— Select -- - e i
1,2 Dihydroxypropane la name box , try searching in synoynms.
142’PFBPE‘HEdIU‘I ‘ For Multiple Excipient/Function Selection:
1,2-Propylene Glycol
1,2-Propylenglykol (German) - Please use "Ctrl” or "Mouse click & drag” to

2 . " icon to open excipients list box for selection.

CAS Registry Number Select from drop or enter minimum of 3 characters to populate

P = Progressive search will be based and filtered
ThnELe = on the values already selected in dropdowns.
120-47-8 If you've selected a large dataset the results
22835-47-0 «could take some time to load.
532-32-1 koA

Refine your search by using the filters provided
on the results page or there is also a Search
Antiseptic| | Disinfectant FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

- Select -
Antimicrobial agent

Antimicrobial preservative
Antiseptic

il »

Disinfectant

Submit

Search FOR Excipients

Click “Submit” then the search results appears as shown below.
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Search Results| Back

General Information

Excipient Chemical Name: Ethylparaben
CAS Registry Number: 120-47-8

I Excipient Category/Function
Pharmacopoeial Status:
Regulatory Status:

ynonyms:
cceptable Daily Intake
Revision Date:

Clinical Data (4) Non Clinical Data (14)

Invitro Data (13)

User Guide

Regulatory and ofher information (0)

Total References: 21

Reviews (D)

Version- 1.0

Record 1 0f 1

Excipient Navigation

Different colors indic

es Unique References

Show /Hide Clinical Columns

—-Select— & [ --Select— &~ | -—-Select--
14 Ethylparaben Case study
14 Ethylparaben Case study
14 Ethylparaben Case study
«

s

--Select—  « || --Select—
Adult 67
Adult 47
Adult 56

~

--Select-- v

Years

Years

Years

—-select-— || Wl --Select—
Male Topical
Female Topical
Male Topical

~

Clear All Filters on Clinical Data || Export Filtered Clinical Data I

—-Select— v

5;1; 0.1

S;1; 0.1

S;1; 0.1

—-select-- v M --Select— v --5¢
% Unspecified Unsp|=
% Unspecified unsg|
% Unspecified unsp

Note: Progressive filtering functionality is available for Excipient Name, CAS Registry Number and

Synonyms fields. And Function field is an individual field.

6 Search FOR Excipients

Search FOR Excipients supports user in selecting the search criteria in an easy manner. User can access
the Search FOR Excipients using “Search FOR Excipients” link in the main menu bar or from the “Search
FOR Excipients” link in the “Search BY Excipients” page at the bottom as shown below.

EuPEi
2, bodhanapu venkata reddy

Search BY Excipients

(¥our login session will expire after 30 minutes of inactivity)

(\/‘{ST P datobase

Database of safety and toxicity of excipients
for paediatrics

Search BY Excipients | [Search FOR Excipients || User Guide | Help | Logout

Search BY Excipients

Excipient Name

from drop down or enter minimum of

Aspa
Ben:

Ik

-- Select -

Acesulfame K
Alcohol
rtame

m Chloride

Synonyms
(as per the Handbook of

from drop di

or enter minimum of

-- Select --
1,2-Dihydroxypropane
1,2-Propanediel
1,2-Propylene Glycol
1,2-Propylenglykol (German)

CAS Registry Number

from drop down or enter

— Select —
100-51-6
120-47-8
22839-47-0
532-32-1

Function

- Select --
Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant

1

Submit

Search FOR Excipients

on Search BY page:
There are several ways you can search for the
excipients. You can search by excipient name
(eg. propylene glycol), or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function ( eg. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

If you don't find the excipient in the excipient
name box , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl” or "Mouse click & drag" to
select multiple search terms.OR please use " +
" icon to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
<could take some time to load.

Refine your search by using the filters provided
on the results page or there is also a Search
FOR excipients option where you can find the
excipients by study type, age, ar effects or
restrict your search to particular study type,
age or effect.

Developed by GVIK'BIO

Search FOR Excipients

Contact

Feedback Disclaimer

eI A GCBIOM
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Click “Search FOR Excipients” link either from main menu bar or from the “Search BY Excipients” page

“Search FOR Excipients” page appears as shown below.

E U L F a (\//ST P database

Database of safety and toxicity of exeipients
for paediatrics

.2, bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search FOR Excipients
(f LTEIEIGE  Non Clinical Data

Search For Excipients

-~ Select -

A block randomization procedure
Study Type A single-blind crossover
ADME/Pharmacokinetics studies

Blocked parallel randomised trial i

i

-~ Select -
Adolescents (12 to 16-18 years)
dult

S

Age Category
Children (2 to 11 years)
Infants and toddlers (28 days to 23 months) 5

-- Select --
Inhalation
Route of Exposure / Administration Nasal

Oral
Parenteral

ks

4

-- Select --

Antimicrobial agent
Function Antimicrobial preservative
Antiseptic

Disinfectant

>

1

-- Select -

Appetite

Effect by Organ / System Cardiovascular System
Digestive System
Endocrine System

i »

1

Submit Search BY Excipients

Developed by GVIKTEIO Contact Feedback Disclaimer ESTI\R g.-‘._aloryl

Search FOR Excipients facilitates user to select the search criteria based on the below aspects
v’ Clinical Data
v" Non- Clinical Data

6.1 Clinical Data

STEP application provides the data of the excipients based on the various aspects one among them is
the Clinical Data. This provides complete optional environment depending on the “Clinical Data”

attributes.

Clinical Data attributes listed in the STEP database under “Search FOR Excipients” are
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1. Search FOR Excipients

v' Study Type
v' Age Category
v" Route of Exposure / Administration
v Function
v’ Effect by Organ / System

6.1.1 Search FOR Excipients

Search FOR Excipients includes all the data related to the excipient related to the Study Type, Age
Category, Route of Exposure/Administration and Function. Based on the data selected under the above

categories then relevant Excipients and its related data appears in the search results.

6.1.1.1 Study Type

“Study Type” provides the nature of investigations like randomized controlled, cohort, case studies etc.

Depending on the Study Type selected the results page data appears.

Search FOR Excipients

(e[l Tz ol Non Clinical Data

Search For Excipients

-- Select --
& block randomization procedure
A single-blind crossover

ADME/Pharmacokinetics studies
Blocked parallel randomised trial

i »

Study Type

-- Select --

Adolescents (12 to 16-18 years)

Age Category Adult

Children (2 to 11 years)

Infants and toddlers (28 days to 23 months

] »

1

-- Select --
Inhalation
Route of Exposure / Administration Nasal

Oral
Parenteral e

»

m]|

-- Select -- -
Antimicrobial agent =
Function Antimicrobial preservative

Antiseptic

Disinfectant 52

-- Select -- -
Appetite =
Effect by Organ / System Cardiovascular System

Digestive System

|Endocrine System 3

Submit Search BY Excipients
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6.1.1.2 Age Category

“Age Category” indicates is classified as per ICH classification (CPMP/ICH/2711/99).Based on the age

category the relevant group name in indicated here a few group names are

v

v

Adolescents (12 to 16-18 years; dependent on the region)
Adults

Children (2 to 11 years)

Infants

Pre-school Children

School Children

Unspecified

All the above appears in the “Age Category” drop down based on the selected “Age Category”

corresponding excipients and the data appears in the search results page.

Search FOR Excipients

(L I=IEICl  Non Clinical Data

Search For Excipients

Study Type A single-blind crossover

Age Category

Route of Exposure / Administration Masal =

Function

Effect by Organ / System Cardiovascular System

-- Select --
A block randomization procedure

il »

ADME/Pharmacckinetics studies
Blocked parallel randomised trial

1

- Select --
Adolescents (12 to 16-18 years,

»

[am]

ears
Infants and toddlers {28 days to 23 months)

-- Select -- -
Inhalatien

Oral
Parenteral

- Select - -
Antimicrobial agent =
Antimicrobial preservative

Antisephic

Disinfectant -

-- Select -- -
Appetite (=

Digestive System
Endocrine System B

Submit Search BY Excipients
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6.1.1.3 Route of Exposure / Administration

“Route of Exposure/ Administration” indicates the part of the body through or into which, or the way

in which, the excipient is introduced.

Example: Cutaneous, IV, Oral, Inhalation, Dermal, Implantation, Parenteral, Topical, Ocular, rectal,

Intranasal.

Considering the selected Route of Exposure/Administration values the search results appears.

Search FOR Excipients

e[ 1bEIcl  Non Clinical Data

Search For Excipients

- Select --

A block randomization procedure
Study Type A single-blind crossover
ADME/Pharmacokinetics studies
Blocked parallel randomised trial

i »

1

— Select —
Adolescents (12 to 16-18 years)
dult

(] »

Age Category

Children (2 to 11 years)
Infants and toddlers (28 days to 23 months

1

IRaute of Exposure / Administration I

-- Select --

Antimicrobial agent
Function Antimicrobial preservative
Antiseptic

Disinfectant

>

1

-- Select -

Appetite

Effect by Organ / System Cardiovascular System
Digestive System
Endocrine System

o

Submit Search BY Excipients

6.1.1.4 Function
Functional Data helps to provide the information which is neither Clinical nor Preclinical data. It

facilitates user to access the data based on the function values as shown below
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Search FOR Excipients

(L IT-IEICE  Non Clinical Data

Search For Excipients

User Guide

Version- 1.0

Study Type

Age Category

Route of Exposure / Administration

Effect by Organ / System

-- Select --

A black randomization procedure
A single-blind crossover
ADME/Pharmacokinetics studies
Blocked parallel randomised trial

-- Select --

Adolescents (12 to 16-18 years)

Adult

Children (2 to 11 years)

Infants and toddlers (28 days to 23 months;

-- Select --
Inhalatien
Nasal

aral
Parenteral

-- Select -
Antimicrobial agent
Antimicrobial preservative
Antiseptic

-- Select --

Appetite
Cardiovascular System
Digestive System
Endocrine System

kTS

1

Submit Search BY Excipients

6.1.1.5 Effect by Organ / System

Indicates on which organ or system the effects are observed

Search FOR Excipients

(¢ [LIIREICl  Non Clinical Data

Search For Excipients

Study Type

Age Category

Route of Exposure / Administration

Function

-- Select --
A block randomization procedure
& single-blind crossover

ADME/Pharmacokinetics studies
Blocked parallel randomised trial

il »

1

— Select -
Adolescents (12 to 16-18 years)
Adult

Children (2 to 11 years)

Infants and toddlers (28 days to 23 months

[ »

1

-- Select -
Inhalation
Nasal

aral
Parenteral

[m] »

1

-~ Select -
Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant

ardiovascular System
Digestive System
Endocrine System

Submit

Search BY Excipients

Based on the selected data the search results appears

Search FOR Excipients
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6.2 Non-Clinical Data

STEP application provides the data of the excipients based on the various aspects one among them is
the Non-Clinical Data. This provides complete optional environment depending on the “Non-Clinical

Data” attributes.
Below are the Non-Clinical Data attributes
e Search by Excipients
e Study Type
® Species
® Age Category
e Route of Exposure/Administration

® Function

Organ/System

6.2.1 Search FOR Excipient

Search FOR Excipients includes all the data related to the excipient related to the Study Type, Species,
Age Category, Route of Exposure/Administration and Organ/System. Based on the data selected under

the above categories then relevant Excipients and its related data appears in the search results.

6.2.1.1 Study Type

Study Type helps in providing the nature of investigations like Acute Toxicity, Experimental Animal

Study, Eye Irritation, Ocular Toxicity etc;
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Clinical Data @ LDReLIGERE ]

Search For Excipients

-- Select --

RS

Study Type

1

o]
g
i »

Species Cattle
Chicken
Chinchilla

1

-- Select --

Adult

Age Category Adult and Juvenile
Juvenile

Juvenile and Adult

(TS

1

-~ Select --
Implantation
Route of Exposure / Administration Inhalation
Nasal
opthalmic ¥

i »

6.2.1.2 Species

Species indicates the animal species used in the experiment.

Example: rabbit, rat, sheep, cat, cattle, dog, gerbil, guinea pig, hamster, monkey, mouse, pig and other

Search FOR Excipients|

Clinical Data [ LD Re LG RE ]

Search For Excipients

-~ Select --

ADME/Pharmacckinetics/Toxicokinetics
Study Type Acute toxicity (0-14days)

Carcinogenicity

Developmental toxicity / teratogenicity

o

1

-- Select --
Cat

-- Select --

Adult

Age Category Adult and Juvenile
Juvenile

Juvenile and Adult

[ »

1

-~ Select --
Implantation
Route of Exposure / Administration Inhalation
Nasal
opthalmic S

[m] »

6.2.1.3 Age Category

Age Category” indicates is classified as per ICH classification (CPMP/ICH/2711/99).Based on the age
category the relevant group name in indicated here a few group names are

Example: Adults, Juvenile etc;
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Search FOR Excipients

(s[LTl=|IbEIc M Non Clinical Data

Search For Excipients

Version- 1.0

Study Type

Species

Age Category

Function

Organ / System

Route of Exposure / Administration

-- Select —
ADME/Pharmacokinetics/Toxicokinetics
Acute toxicity (0-14days)
Carcinogenicity

Developmental toxicity / teratogenicity

i

1

- Select -

o0
&
i »

Chicken
Chinchilla X

-- Select -

Adult and Juvenile

4 o] »

Juvenile and Adult

- Select --
Implantation
Inhalation
Nasal
Opthalmic

»

[m]

1

- Select —

Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant

T

1

- Select -

Analgesia
Cardiovascular System
Cellular

»

B

Digestive System o

6.2.1.4 Route of Exposure / Administration

Route of Exposure/Administration indicates the part of the body through or into which, or the way in

which, the excipient is introduced.

Example: Oral, Inhalation, Dermal, Implantation, Parenteral, Topical, Ocular, rectal other.

Search FOR Excipients

Clinical Data Non Clinical Data

Search For Excipients

Study Type

Species

Age Category

| Roule of Exposure / Adminisiration I

Function

Organ / System

-- Select --
ADME/Pharmacokinetics/Toxicokinetics
Acute toxicity (0-12days)
Carcinogenicity

Developmental toxicity / teratogenicity

RS

1

Select -
Cat

Cattle
Chicken
Chinchilla o

IS

-- Select - -
Adult 3
Adult and Juvenile E
Juvenile

Juvenile and Adult 2

1
almic 2

-- select -

Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant -

-~ Select - .
Analgesia (=3
Cardiovascular System

Cellular

Digestive System 2

Search FOR Excipients
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6.2.1.5 Function
Functional Data helps to provide the information which is neither Clinical nor Preclinical data. It

facilitates user to access the data based on the function values as shown below

Search FOR Excipients|

Clinical Data LT ReLIGEIRE1E]

Search For Excipients

-- Select -~
ADME/Pharmacokinetics/Toxicokinetics
Study Type Acute toxicity (0-14days)
Carcinogenicity

Developmental toxicity / teratogenicity

s

1

-~ Select -
Cat
Species Cattle
Chicken
Chinchilla

i

1

-- Select --

Adult

Age Category Adult and Juvenile
Juvenile

Juvenile and Adult

m| »

1

-- Select -
Implantation
Route of Exposure / Administration Inhalation
Nasal
Opthalmic

) »

1

-- Select --

Antimicrobial agent
Antimicrobial preservative

Antiseptic
Disinfectant

RS

1

-- Select --

Analgesia

Organ / System Cardiovascular System
Cellular

Digestive System

s

Submit || Reset | Search BY Excipients

6.2.1.6 Organ/System
Effect is any undesired action or effect of an Excipient. User can view the search results based on

the effect. Indicates on which organ or system the effects are observed

Example: Kidney, Brian, Cellular System, Renal, Liver, Cardiovascular etc.
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Search FOR Excipients

Clinical Data EULLRsILILIDE c )

Search For Excipients

-- Select -
ADME/Pharmacokinetics/Toxicokinetics
Study Type Acute toxicity (0-14days)
Carcinogenicity

Devel | toxicity / teratogenicity

o

1

-- Select -
Cat
Species Cattle
Chicken
Chinchilla

o

1

- Select —-

Adult

Age Category Adult and Juvenile
Juvenile

Juvenile and Adult

«

-- Select --
Implantation
Route of Exposure / Administration Inhalation
Nasal
Opthalmic

[ »

1

-- Select --

Antimicrobial agent
Function Antimicrobial preservative
Antiseptic

Disinfectant

o

1

o

Organ / System

Digestive System

Submit Search BY Excipients

When user provides any search criteria in the “Non-Clinical Data” page and clicks “Submit” button as

shown below
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E U ,’Fj, Q/\ZST P database USE;Fi

Database of safety and toxicity of excipients Unfzed States.

for paediatrics ariee

C_-, bodhanapu venkata reddy  {Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search FOR Excipients

(¢ (L ILIEICE Non Clinical Data

Search For Excipients

-- Select --

Study Type Acute toxicity (0-14days)
Carcinogenicity

Developmental toxicity / teratogenicity hd

- Select —- A
Cat =i
Species Cattle

Chicken

Chinchilla &

- Select --

Adult

Age Category Adult and Juvenile
Juvenile

Juvenile and Adult

v

1

-- Select --
Implantation
Route of Exposure / Administration Inhalation
Nasal
Opthalmic

[m] »

1

— Select —-

Antimicrobial agent
Function Antimicrobial preservative
Antiseptic

Disinfectant =

i »

-- Select -

Analgesia

Organ / System Cardiovascular System
Cellular

Digestive System 2

IS

Submit Search BY Excipients

Deveioped by GYKYBIO Contact Feedback Disclaimer E'STAR GUBIOM

Then “Search Results” page appears with the corresponding results. But if there are more than one

excipient exists for the given search criteria then the below page appears

[Excipient(s) Intermediate Page| Back

Number of Excipients found: 2

Al
Aspartame
Propylene Glycol

Submit

Then the “Search Results” page appears considering the selected excipient as shown below.
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EuPFi

2 bodhanapu venkata reddy  (vour login session will xpire after 30 minutes of inactivity}

Search Results | Back

General Information

Excipient Chemical Name: Propylene Glycol
CAS Registry Number: 57-55-8

Excipient Category/Function -
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:

Clinical Data (98)

Non Clinical Data (158) Invitro Data (95)

Regulatory and other information (55)

Version- 1.0

y.
4 STLP dasabase

Database of safety and toxicity of excipients
for paediatrics

Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout

Total References: 316 Record 2 of 2

Excipient Navigation

2 Go | 4IFirst <Previous >Next wLast

Reviews (16) Different colors indicates Unique References

Show/Hide Clinical Columns

Clear All Filters on Clinical Data || Export Filtered Clinical Data I

—Select— v I —-Select—- v [} --Select- v —Select— v I --Select— w || —~Select— |w [ —-Select-- v [ —Select— |+ —Select- v M --Select-— v | —Select—- v
1015 Propylene Glycol | Unspecified Adult 16 to 61 Years Male Topical 100 (15) % (ulfFinn a8
101s Chamber)
Cohort (Incidence,
136 Propylene Glycal | COROft ncHlefte: | aduit a8 Years Male Parenteral 444 q 7
Cohort (Incidence,
136 Propylene Glyeol | FONST LnCHeRtS, Adult 35 Years Female Parenteral 28 g 2
Cohort (Incidence,
186 Propylene Glycal | (00Ol GnCrlerery | Adult 35 Years Male Parenteral 490 g 2
Infante and 5
‘ i -
. - ) GISTAR  G-BIOM
Developed by  GWIK'EIO Contact Feedback Disclaimer s L BIuv

Note:

If user gave the search criteria from Search BY Excipients or Clinical Data section of Search FOR
Excipients then the Search Results will display with Clinical Data section by default.

If user gave the search criteria from Non Clinical Data section of Search FOR Excipients then the
Search Results will display with Non Clinical Data section by default.

User can give the combination of all the fields on sections wise (Clinical and Non Clinical), based
on the given inputs the search results will display.

On each field name mouse hover, the respective field description will be displayed as tool tip.

7 Excipient(s) Intermediate Details:

User can select the search criteria from Search BY Excipients or Search FOR Excipients to get the

Multiple Excipients like below,

Excipient(s) Intermediate Details:
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Excipient Name

Synonyms
(as per the Handbook of Excipients)

CAS Registry Number

Function

Acesulfame K| |Alcohol || Aspartame] |Benzalkonium Chioride||[Benzoic A

Aspartame
Benzalkonium Chloride
Benzoic Acid

Benzyl Alcohol
Benzylparaben

A-Toluenol| | Allkohol| | Alleyl Dimethyl Benzyl Ammonium Chloride

‘Alkyl Dimethyl Benzyl Ammonium Chloride
Alkyl Dimethylbenzyl Ammenium Chloride
Alkyldimethyl (Phenylmethyl) Quaternary Ammonium Chlorides

Alpha Aspartame

Alpha Hydrosxytoluene -

i >

Select from drop down or enter minimum of 3 characters to populate

8001-54-5

Select from drop down or enter minimum of 3 characters to populate

-- Select -

Antimicrobial agent
Antimicrobial preservative
Antiseptic

Disinfectant

il »

1

Search FOR Excipients

Version- 1.0

on Search BY Excipients page:

are several ways you can search for the
ients. You can search by excipient name
( ropylene glycol), or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanediol) or
by function ( g. solvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

If you don't find the excipient in the excipient
name bax , try searching in synoynms.

For Multiple Excipient/Function Selection:

Please use "Ctrl” or "Mouse click & drag” to
select multiple search terms.0R please use " +
* ican to open excipients list box for selection.

Progressive search will be based and filtered
on the values already selected in dropdowns.

If you've selected a large dataset the results
could take some time to loal

Refine your search by using the filters provided
on the results page or there is also a Searc|
FOR excipients option where you can find the
excipients by study type, age, or effects or
restrict your search to particular study type,
age or effect.

In search results if more than one Excipients are selected in the ‘Search BY Excipients’ or ‘Search FOR

Excipients’ then “Excipient(s) Intermediate Page” appears as shown below.

Y’

& ST P database

Database of safety and toxicity of excipients

for paediatrics

{_{, bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity)

Excipient(s) Intermediate Page

Back

Number of Excipients found: 3

[Clan

[7 Atcohol

[Tl Benzalkonium Chloride
[Tl Benzy! Alconol

Submit

Developed by GVK’B\O

Contact Feedback

uspt

United States it
Iitative

Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

GeBloM

Select the required excipients using checkboxes and click “Submit” to retrieve the search results and

search results appears as shown below.
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Search Results | Back Tolal References: 1 Record 10f 3

Excipient Navigation

General Information 1 Go | aFirst <Previous >Nexi »Last

Excipient Chemical Name: Alcohol
CAS Registry Number: 64-17-5

Excipient Category/Function :
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

‘Acceptable Daily Intake.

Revision Date:

Non Clinical Data (0) Invitro Data (0) Regulatory and other information (0) Reviews (0) Different colors indicates Unique References

Clear All Filters on Clinical Data || Export Filtered Clinical Data I

il
o
I
II

--Selec
Other study type
126 Alcohol - Lab/Drug de Adult Unspecified Unspecified Male Topical 1.5; 0.2 ml 5 Minutes
{...More}
« i, ] r

Based on the user selection of Excipients, the search results will be displayed for those Excipients.

8 Search Results

Based on the search criteria given in the “Search BY Excipients or Search FOR Excipients” as shown

below.

EuPFi STEP darobase Usptt

Database of safety and toxicity of excipients United States
for paediatrics

tlon
Imcartive

& bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search BY Excipients

Search BY Excipients

Excipient Name Benzyl Alcohol||Propylene Glycol i on Search BY ipi page:
Prop ene I col - There are several ways you can search for the

excipients. You can search by excipient name
Saline (eg. propylene glycol), or by CAS Number ( eg.
Sodium Benzoate 57-55-6), by synonym ( eg 1,2 propanediol) or
Sodium Chloride - by function ( eg. salvent)

Select from drop down or enter enter minimum
of 3 characters to populate suggestions.

2‘;”‘fe’:‘;hm:”anmwkU,Emmems) A-Toluenol | |Alpha Hydroxytoluene| |Benzenemethanal | |Benzylic Alcoho

Benzylic Alcohol o 1f you don’t find the excipient in the excipient

name box , try searching in synoynms.

Phenmethylol
Phenylcarbinol
Phenylmethanel

For Multiple Excipient/Function Selection:

Please use "Ctrl" or "Mouse click & drag"” to
select multiple search terms.OR please use " +
*"icon to open excipients list box for selection.

CAS Registry Number 100-51-6
Progressive search will be based and filtered
on the values already selected in dropdowns.
If you've selected a large dataset the results
«could take some time to load.
Refine your search by using the filters provided
. . on the results page or there is also a Search
Function Antimicrobial agent| | Antimicrobial preservative FOR excipients option where you can find the
A al preservative R ents by study type, age, or effects or
Antisepti restrict your search to particular study type,
Disinfectant = oGS
Dispersing agent
Emulsifying agent -

Search FOR Excipients

Developed by GVK‘U\O Contact Feedback Disclaimer
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Search results page appears considering the search criteria. STEP provides the Data in the search

results page in a user friendly manner. Search Results page is universal when user selects the search

criteria either from “Search BY Excipients or from Search FOR Excipients”. Then the Search Results page

appears displaying the corresponding information as shown below.

EuPFi

2 bedhanapu venkata reddy  (¥our login session will sxpire after 30 minutes of inactivity)

Search Results | Back

General Information

Excipient Chemical Name: Benzyl Alcohol
CAS Registry Number: 100-51-6

Excipient Category/Function
Pharmacopoeial Status:
Regulaiory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:

Clinical Data (10)

Non Clinical Data (73) Invitro Data (21)

Regulatory and other information (7)

p
4 ST P database

Database of safety and toxicity of excipients
for paediatrics

Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout

Total References: 93 Record 1 of 1

Excipient Navigation

Reviews (2) Different colors indicates Unique References

IShow/Hide Clinical Columns

Clear All Filters on Clinical Data || Export Filtered Clinical Data I

RAD | Expienttame | SwdyType | Age Coegory s oot s SO | 7w 0 st o el

—Select—  |w M —Select- v [ --Select— | —Select- v W} —Select— v B --Select— v M —Select— v Ml —Select— v —-Select- v W} —Select— |v B —Select— |«
54 Benzyl Alcohol  Case study Adult Unspecified Unspecified Male/Female Topical 1 % Unspecified
ADME/Pharmagokinetics FTEEM
933 Benzyl Alcohol  £0REE newborn infants  Unspecified Unspecified Unspecified Parenteral Unspecified Unspecified Unspecified
(born (...More]
Term newborn
233 Benzs lrleaha I L o pa coR et el e o e Unspecified Unspecified Parentersl Nneaeehe P eerti Nine pece
studies
...More
‘ i ’
P GISTAR G BICM
Developed by GVYK'BIO Contact Feedback Disclaimer e

Search Results provides the result

categorized into the below data
v" General Information
Clinical Data

Non Clinical Data

Invitro Data

Search Results

information in a categorical manner for that the information is

Regulatory & other information
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v" Reviews

Among those “General Information” and “Clinical Data” information appears by default as shown

below.

Search Results| Back Total References: 93 Record 1 0f 1

Excipient Navigation

=

Excipient Chemical Name: Benzyl Alcohol
CAS Registry Number: 100-51-6

Excipient Category/Function
Pharmacopoeial Status:
Regulatory Status
Synonyms:

Acceptable Daily Intake:
Revision Date:

8.1 General Information

In the “Search Results” page considering the search criteria “General Information” provides the

information about the corresponding Excipient along with the CAS Registry Number as shown below.

Search Results| Back Total References: 93 Record 1 of 1
Excipient Navigation

Excipient Chemical Name: Benzyl Alcohol
CAS Registry Number: 100-51-6

Excipient Category/Function :
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:

In the “General Information” along with “Excipient Chemical Name and CAS Registry Number” details
regarding “Excipient Category/Function, Pharmacopoeial Status, Regulatory Status, Synonyms,
Acceptable Daily intake, Revision Date” data is also available in the Collapsed mode by default in

“Search Results” page as shown below.

Search Results| Back Total References: 93 Record 1 0f 1
Excipient Navigation

Excipient Chemical Name: Benzyl Alcohol
CAS Registry Number: 100-51-6

Excipient Category/Function
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:
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Whenever user clicks [+] symbol before the fields then the corresponding data appears as shown

below.

Alpha Hydroxytoluene Benzenemethanol Hydroxymethylbenzene

F Acceptable Daily Intake:

Source Limit Year Reference Source URL
EC SCF 0-5 ma/kg bw, 2002  SCF (Scientific Committee on F(_Mare Http:i/ec. europa ew/food/feiscisciout138 en pdf

Acceptable Daily Intake for Pediatrics

0

In the “Search Results” the count of the references for a particular excipient appears as shown below.

Clinical Datii(14) NonCIimcaIDat Invitra Datq(7)| RegulatumReferenceIﬁl Review

Show/Hide Clinical Columns

A . W ] W . W . A4 ‘ W . A | W ‘ W |

28 Sodium Case Study Adult 64 ‘Years Female Cral 750 Mg

Benzoate
64 Sodium Case Study Adult Unzpecified Unzpecified Male/Female Topical H %

Benzoate
78 Sodium Case Study Children (2To |5 ‘Years Male Topical 4 %

Benzoate 11 Years)

v

< | »
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8.2 Clinical Data

Clinical data provides complete Clinical information of the excipient.

8.2.1 Reference ID
e Ref ID accommodates the reference ID information of the selected excipient.
e Different colors indicates that the records with the unique Reference ID.

e C(Click “Ref ID”, to get the complete reference information appears in a tabular format as shown

below

Clinical Data(14) Maon Clinical Data(2) Invitro Data(7) Regulatory Reference(7) Reviews(1)

IShow/Hide Clinical Columns
Rer 0 Erpiesiioms | 5ol s 0 s o o i Rowte O Exposur Or Administration | Dose | Dase it [
b w W w - AN w w -
i1z | Sodium Case Study Adult 67 Years Male oOral 800 Mg
Benzoate
114 Sodium Case Study Unspecified Unspecified Unspecified Male Unspecified 600 Mg/Kag/Day
Benzoate
114 Sodium Case Study Unspecified Unspecified Unspecified Female Unspecified 600 Mg/Kg/Day
Benzoate
174 A Pl mimm = i mimm A i m i Bl e i 1 b e m i m el "~ G ] ¥
< >
ReflD Reference Title Author Reference Type Year
MNA Thomas Vogt, Micheal Landthaler, Wilhelm Stolz Sodium  Thomas Voaot, Micheal Landthaler, Wilhelm Stolz. Sodium
e benzoate-induced acute leukocytoclastic vasculitis with benzoate-induced acute leukocytoclastic vasculitis with a 1999
unusual clinical appearance. Arch Dermatol. 1999 Jun; 135 unusual clinical appearance. Arch Dermatol. 1999 Jun;135
(BY.726-7, NA, 1999, NANA), NA-MNA (6)726-T

8.2.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as

shown below.
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Clinical Data(14)

Mon Clinical Datai2)

Invitro Data(7}y

Regulatory Reference(7)

Reviews(1)

Version- 1.0

Show/Hide Clinical Calumns

112

,_
(i
[

i
(i
[ "

AL

Sodium
Benzoate

Sodium
Benzoate

Sodium
Benzoate

ST

Case Study

Case Study

Case Study

[ A e

Adult

Unspecified

Unspecified

67

Unspecified

Unspecified

Years

Unspecified

Unspecified

Male

Male

Female

Al w ~ Al Al L4 Al Al w

Cral

Unspecified

Unspecified

800 Mg
600 Mg/Kg/Day
600 Mg/Kag/Day
n n Am s (%
»

8.2.3 Study Type

Study Type provides the nature of investigations like randomized controlled, cohort, case studies etc in

this field considering the search criteria given the relevant “Study Type” appears in the column types as

shown below.

Clinical Data(14) Man Clinical Data(2)

Invitro Datal7)

Regulatory Reference(7)

Reviews(1)

Show/Hide Clinical Columns

| v | v | ) v v I v )

112 Sodium
Benzoate

114 Sodium
Benzoate

114 Sodium
Benzoate

124 Sodium

Case Study

Caze Study

Case Study

Adult

Unspecified

Unspecified

Pharmacokinetics | Adult

67

Unspecified

Unspecified

Unspecified

Years

Unspecified

Unspecified

Unspecified

Male

Male

Female

Unspecified

Cral

Unspecified

Unspecified

Oral

800 Mg

600 Mao/Ka/Day

600 Ma/Ka/Day

130; 150 Mag/Kg i Q
>

8.2.4 Age Category

“Age Category” indicates is classified as per ICH classification (CPMP/ICH/2711/99).Based on the age

category the relevant group name in indicated. Depending upon the search criteria the corresponding

age category information will appear under “Age Category” column

Search Results
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Clinical Data(14) Man Clinical Data(2) Invitra Datai7) Regulatory Reference(7) Reviews(1)

Show;’H\de Clinical Columns

12 Sedium Case Study [Zdoe | Years Male Cral

Benzoate

114 Sodium Case Study Unspecified Unspecified Unspecified Male Unspecified 600 Mag/Kg/Day
Benzoate |

114 Sodium Case Study Unspecified Unspecified Unspecified Female Unspecified 600 Mg/Kg/Day
Benzoate

124 Sodium Pharmacokinetics | Adult Unspecified Unspecified Unspecified Cral 130; 150 Ma/Kg 4

< | >

8.2.5 Age

Age provides numerical entry for age in its corresponding column as shown below

(el 1iek =IGEYI  [Mon Clinical Data(2)  Invitro Data(7)  Regulatory Reference(7)  Reviews(1)

Show/Hide Clinical Columns

112 Sodium Case Study Adult Years Male Oral Mg
Benzoate

114 Sodium Case Study Unspecified Unspecified Unspecified Male Unspecified 800 Ma/Ka/Day
Benzoate L4

114 Sodium Case Study Unspecified Unspecified Unspecified Female Unspecified 600 Ma/Ka/Day
Benzoate

124 Sodium Pharmaceokinetics | Adult Unspecified Unspecified Unspecified Cral 130; 150 Mag/Kg hd t

< | >

8.2.6 Age Units

Displays the unit for Age- provides in years, months etc; as shown below

Mon Clinical Data(2)  Invitro Data(7)  Regulatory Reference(7)  Reviewsi1)

Show/Hide Clinical Columns
Ref ID Excipient Name | Study Type Age Category _ Age Units —
Sodium Case Study Adult [rears Female Oral 100 Mg
Benzoate
112 Sodium Case Study Adult 67 [rears Male Cral 800 Mg =
Eenzoate
114 Sodium Case Study Unspecified Unspecified Unspecified Male Unspecified 600 Mg/Ka/Day
Benzoate
~
< | >
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Displays the gender based on the search criteria in the relevant column as shown below.

[STTEEERPS  rion Clinical Data(2)  Invitro Data(7)  Regulatory Reference(7)  Reviews(1)

[Show/Hide Clinical Columns

110 Sodium Case Study Adult 73 Years Female Qral 100 Mg
Benzoate
112 Sedium Case Study Adult 67 Yea Male Cral 800 Mg
Benzoate
114 Sodium Case Study Unspecified Unspecified Unspecified Male Unspecified 600 Mg/Kg/Day
Benzoate
.
< >

8.2.8 Route of Exposure or Administration

“Route of Exposure/Administration” indicates the part of the body through or into which, or the way in

which, the excipient is introduced will be displayed as shown below.

Clinical Data(14)

Ion Clinical Data(2)  Imvitro Data(7)  Regulatory Reference(7)  Reviews(1)

IShow/Hide Clinical Columns

er> T e Ace unit Route OF Expasure Or Adninistration | Dose | Dose Units [0
S = T = 5 = T T 3
Sodium Case Study Adult 75 Years Female GCral 100 Mg
Benzoate
12 Sedium Case Study Adult 67 Year Male Cral 800 Mg
Benzoate
114 Sodium Case Study Unspecified Unspecified Unspecifizd Mals Unspecified 500 Mg/Kg/Day
Benzoate
-
<

8.2.9 Dose

Dose(s) or concentration(s) tested/administered including unit (e.g. '0, 112, 220, 523 mg/kg bw/day

(m/f)' or'0, 112, 220, 523 mg/kg bw/day (m)) will be displayed based on the searched criteria as shown
below.

Clinical Data(14)

Mon Clinical Datai2) Invitro Datai7} Regulatory Reference(7) Reviews(1)

Show/Hide Clinical Columns

T [y e e om i e e e
~ ~ | ~ -~ | - . ~ ~
110 Sodium Case Study Adult 75 Years Female Oral 100 Mg
Benzoate
2 Sodium Case Study Adult 67 Year Male aral 800 Mg
ttttttt
ii4 Seodium Case Study Unspecified Unspecified Unspecified Male Unspecified 600 Mg/Kg/Day
EEEEEE
L
< >

Search Results
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8.2.10 Dose Units

Dose Units represents the relevant dose unit terms of the dose based on the selected search criteria as

shown below.

Mon Clinical Data(2)  Invitro Data(7)  Regulatory Reference(7)  Reviews(1}

Show/Hide Clinical Columns

Froauency Of Administration | System/Organ | afety / Toterabity / Adverse Effects e

g/ g Unspecified Unspecified Unspecified Multiple Ne Adverse Effects Unspecified | Period 1: VmaxD 152 NA, K.
Organs/Systems G/MI/H K[...More) Ovyanagi,
Kuniya, +
Lo..More)
Mg 1 Days Unspecified Integumentary Urticaria Capsule Hyperzensitive NA, Netti
System Reactions To So Colanarc
L..More) MC, Fe
L...More)
g Unspecified Unspecified Unspecified Respiratory Anaphylactoid Reacticn Unspecified | A Decrease In Peak NA, D. A0
System Expiratory {...More) MONERE
WAUTRINM
--More})
Unspecified Unspecified Unspecified Unspecified Integumentary Urticaria Unspecified | Sodium Benzoate Oral  NA, Tom
System Challenge(...More) E. Rapos ¥
< | >

8.2.11 Duration of Treatment

Based on the excipient the complete duration of the treatment will appear in the corresponding

column as shown below.

Mon Clinical Data(2)  Invitro Data(7)  Regulatory Reference(7)  Reviewsi1)

Show/Hide Clinical Columns &
Duration Of Treatment | Duration Units Frequency Of Administration | System/Organ Safety / Tolerability / Adverse Effects Conclusion / Comments R =
Mg/Kg Unspecitied Unspecified Unspecified Multiple Mo Adverse Effects Unspecified | Period 1: VmaxD 152 | NA, K.
Organs/Systems G/MI/H K{...More) Ovyanagi,
Kuniva,
LoMore]
Mg 1 Days Unspecified Integumentary | Urticaria Capsule Hypersensitive NA, Netti
System feactions To So Colanarc
[More] MC, Fe
{.More]
Mg Unspecified Unspecified Unspecified Respiratory Anaphylactoid Reaction Unspecified | & Decrease In Peak na, D. a0
System Expiratory (...More) MOMERE
WAUTRIN
-:More)
Unspecified Unspecified Unspecified Unspecified Integumentary | Urticaria Unspecified | Sodium Senzoate Gral | NA, Tom
System Challenge(...More) E, Rapos ¥
< | >

8.2.12 Duration Units
Displays duration of the dose in units

Clinical Data(14) Mon Clinical Datai2) Invitro Data(7) Regulatory Reference(7) Reviews(1)

Show/Hide Clinical Columns

Duration Units Freguency Of Administration | System/Organ Safety / Tolerability / Adverse Effects Conclusion / Comments b

ation Of Treatment

N N B e |
pecified Unzpecified Unspecified Multiple Mo Adwverse Effects Unszpecified | Period 1: YmaxD 152 NA, K. 3
Organs/Systems G/MI/H K{...More] Oyanagi, ¥.
Kuniya, &.
{...More)
Days Unspecified Integumentary Urticaria Capsule Hypersensitive MNA&, Nettis E, ]
System Reactions To So Colanardi
{...More) MC, Fe
L...More)
pecified Unspecified Unspecified Respiratory Anaphylacteid Reaction Unspecified | A Decrease In Peak NA, D. A. Jt Lo
System Expiratory (...More] MONERET-
WAUTRIN, R.
{...More]
pecified Unspecified Unspecified Integumentary Urticaria Unspecified | Sodium Benzoate Cral NA, Tomaz- ]
System Challenge(...More) E, Raposo- b
< />
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8.2.13

Frequency of Administration

This indicates the administration of doses to the test species as shown below.

Clinical Data(14)

Mon Clinical Data(2)

Invitre Data(7)

Regulatory Reference(7)

Reviewsi1)

Version- 1.0

ation Of Treatment

Show/Hide Clinical Columns

Frequency Of Administration Safety / Tolerability / Adverse Effects

Hours

Hours

Hours

Continuous Infusion

Every 3 Hours

Continuous Infusion

Unspecified

Unspecified

Unspecified

Agitation; Confusion; Kussmaul
..aMore

Agitation; Confusion; Kussmaul
..aMore

Agitation; Confusion; Kussmaul
L..More

{...Morel

Injection Mot Applicable
Injection Mot &pplicable
Injection Mot &pplicable

I 2| 3| II__-_-

Hsien-Yuan

More)

NA,
Praphanphaj
v, Boyadjiew
S(...More

MA,
Praphanphaj
v, Boyadjiew
S(...More

MA,
Praphanpho]
v, BEyadJlEv
S(...More

= -~
Conclusion / Comments Reference Type B&8

=

8.2.14

System/Organ

Indicates on which organ or system the effects were observed as shown below.

Clinical Data(14)

Mon Clinical Data(2)

Invitro Data(7)

Regulatary Reference(7)

Reviews(1)

ation Of Treatment

Show/Hide Clinical Columns

Frequency Of Administration | System/Organ Safety / Tolerability / Adverse Effects D- sage

pecified Unspecified

pecified Unspecified
Weeks

<

Unspecified

Unspecified

Unspecified

Respiratory
System

Integumentary
System

Mervous System

Anaphylactoid Reaction

Urticaria

Tolerated

{...More)

Conclusion / Comments Reference Type ha

MC, Fe
L..Mere]

Unspecified A Decrease In Peak NA, D. A,
Expiratory {...More] MOMERET-
WAUTRIN, R.
LeaMore)
Unspecified | Sodium Benzoate Oral | NA, Tomaz-
Challenge(...More) E, Raposo-
MS, Santos
...More)
Unspecified Mo Side Effects M&, Chien-
Related To Sod Han Lai,
...More] Hsien-Yuan
{...More)

il

|<

8.2.15

Safety / Tolerability / Adverse Effects

It displays the adverse effects that are in the excipient appears in this column as shown below.

Clinical Data (10)

Non Clinical Data (73)

Invitro Data {21)

Regulatory and other information (7)

Reviews (2)

Different colors indicates Unique References

IShow /Hide Clinical Columns

Unspecified
jed Unspecified
ed Unspecified

Unspecified

Unspecified

Unspecified

Unspecified

Unspecified

Unspecified

Intequmentary
System

Genitourinary
system

Genitourinary
system

Leg dermatitic

Larger percentages of benzyl a
...More

Larger percentages of benzyl a

Clear All Filters on Clinical Data || Export Filtered Clinical Data I

Patch Epidemiologically
relevant dec(...More

Solution Not Available

Solution Not Available

Duration of Treatment | Duration Units | Frequency of Administration | System/Organ | Safety / Tolerability / Adverse Effects Conclusion / Comments

NA,
Schnuch
A
Lessmann
H, Gei
...More

NA, LeBel
M, Ferron
L, Masson

{...More

NA, LeBel
M, Ferron
L, Masson

L...More

[ -

2011

1988

1988

[0

Search Results
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When user clicks “More” link then the complete information about the adverse effects appears as

shown below.

Clinical Data (10) Mon Clinical Data (73} Invitro Data (21) Regulatory and other information (7) Reviews (2) Different colors indicates Unique References

Show/Hide Clinical Columns

al Data || Export Filtered Clinical Data |

Clear All Filters on

o
NA,
Schnuch
Integumentary = Epidemiologically A,
Unspecified Unspecified Unspecified Syalen Leg dermatitis Patch relevant decl...More as s 1 2011
H, Gei
{...More
Larger percentages of benzyl alcohol
doses were found in urine as benzoic NA, Lesel
. St acid in preterm babies, while less y M e
led Unspecified Unspecified Unspecified Svaiem hippuric acid appeared in their urine | Solution Mot Available L, Massen ] 1988
& than in term newborns as :‘ ot
hippuric acid formation is deficient
in preterm neonates (...Less)
Larger percentages of benzyl alcohol

i NA. LeBel =
Fwwrw.cupfi.org/gpagell himl | [ il v

Mouse hover on “More” link also displays the complete information of the “Adverse Effects” in a tool

tip as shown below.

w0z =X 1) Non Clinical Data (Y3)  Invitro Data (21)  Regulatory and other information (7) ~ Reviews (2) Different colors indicates Unique References

Show/Hide Clinical Columns

Clear All Filters on Clinical Data || Export Filtered Clinical Data

e e e

- . 3 Integumentary . Epidemiologically A
Unspecified Unspecified Unspecified System Leg dermatitis Patch relevant decl...More Lessmann ] 2011
H, Gei
wiMare)
MNA, LeBel
§ § . Genitourinary Larger percentages of benzyl a - e M, Ferron
cified Unspecified Unspecified Unspecified Salution blot. ] 1988
SEE (..More) Larger percentages of benzyl alcohol doses were found L’: '::05::}"
in urine as benzoic acid in preterm babies, while less
h id d in theil than in
:argerpmintag \ppbur\c aci ha.ppea.re mdfelrurme : adna\; em NA, LeBel
. . _ ey oses were found newbomns as hippuric acid formation is deficient M. Ferron
cified Unspecified Unspecified Unspecified acid in preterm H iy pretenm neonates & ] 1988
system [ L, Massen
'ppunc it i (...More) 2
< [ i | ¢+
8.2.16 Dosage Form
Dosage form provides the information about the form of the dosage as shown below.
Clinical Data (10) Non Clinical Data (73} Invitro Data (21) Regulatory and other information (7} Reviews (2) Different colors indicates Unique References

Show/Hide Clinical Columns | Clear Al Filters on Clinical Data || Export Filtered Clinical Data I

“ e _ _-
NA,
Schnuch
: : Integumentary o Epidemiologically A, il
Unspecified Unspecified Unspecified St Leg dermatitis Patch By o LR [ |3 2011
H, Gei
...More
NA, LeBel
; " . Genitourinary Larger percentages of henzyl a . . M, Ferron
fied L d L d i
cified u seEmm B Solution Not Available M ] 1988
«.More}
Larger percentages of benzyl alcohol MA, LeBel
ST doses were found in urine as benzoic M ’Ferron
cified u ified L ified L d S [8 acid in preterm babies, while less Solution Not Available L,'Massnn 1] 1988
hippuric acid appeared in their urine e <
< [ n G
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8.2.17 Conclusions/Comments
Conclusions/Comments indicate the overall remarks of the references. Any remarks or concluding

statement could be entered in this section. It will be a free text editor field for creating formatted text

and tables or inserting any excerpt from a reference as shown below.

T CRlol  MMon Clinical Data(2)  Invitro Data(7)  Regulatory Reference(7)  Reviews(1)

Show,/Hide Clinical Columns
ation Of Treatment | Duration Units | Frequency Of Administration | System/Organ Safety / Tolerability / Adverse Effects Conclusion / Comments Reference Type [
pecified Unspecified Unspecified Respiratory Ansphylactoid Reaction Unspecified [A Decreasze In Peak NA, D. A. 1
System Expiratory {...Morel MONERET-
VAUTRIN, R.
LeMored
pecified Unspecified Unspecified Integumentary | Urticaria Unspecified |Sodium Benzoate Oral | NA, Tomaz- 1
System Challengel...More) E, Raposo-
MS, Santos
L. Merel
Weeks Unspecified Mervous System | Tolerated Unspecified  |Mo Side Effects MA, Chien- 1
Related To Sod Han Lai,
fo-Mored Hsien-Yuan =
LeMored
Hours Continuous Infusion Unspecified Agitation; Confusion; Kussmaul Injection Not Applicable NA, e
£ mnad Ermlemcieat el
< &2

Click “More” link then complete comments data appears as shown below.

Clinical Data(14) Man Clinical Datai2) Invitro Datai? ) Regulatory Reference(7) Raviews(1)

[Show/Hide Clinical Columns

ation Of Treatment Frequency Of Administration Safety / Tolerability / Adverse Effects Conclusion / Comments W s

= I = II = -I he IIT-_-
pecified Unspecified Unspecified Respiratory Anaphylactoid Reaction Unspecified |& Decrease In Peak NA, D. A. ]
System Expiratory Flow Rate MCOMERET-

Of 50% Was WAUTRIN, R.
Demonstrated With ...More]
Cral Sedium Benzoate
100 Mg. The

| 2naphylactoid
Reaction Was Due To
Sodium Benzoate
Given With The
Diazepam. [...Less]

pecified Unspecified Unspecified Integumentary Urticaria Unspecified |Sedium Senzoate Oral | NA, Tomaz- | ]
System Challenge Tests E, Raposo-
Resulted In Urticaria. M3, Santos
...Less) ...More] v
< |

8.2.18 References

A reference indicates the source from which the information is extracted. The references would be
linked to their original source through DOI. When possible the references would be linked to their
original source through DOI. The users who need the details of the study will be able to access the

abstract or full text depending upon their subscription/copyrights limitations as shown below.

Clinical Data(14) Mon Clinical Datar2) Invitre Data(7}) Regulatory Reference(7) Reviews(1)

Show/Hide Clinical Columns
ation Of Treatment | Duration Units Freguency Of Administration | System/Organ Safety / Tolerability / Adverse Effects _ Conclusion / Comments Reference Type e
pecified Unspecified Unspecified Respiratery Anaphylactoid Reaction Unspecified A& Decrease In Peak NA, D. AL 3
System Expiratory (...Morel MCNERET-
VAUTRIN, R.
L...More)
pecified Unspecified Unspecified Integumentary Urticaria Unspecified Sodium Benzoste Cral | NA, Toemaz- | J
System Challenge Tests E, Raposo-
Resulted In Urticaria. | MS, Santes
{o.less) ...More)
Weeks Unspecified Merveous System | Telerated Unspecified Mo side Effects Ma, Chisn- 3
Related Te Sod Han Lai,
L.Morel Hsien-Yuan L
...More)
Hours Centinuecus Infusion Unspecified Agitation; Cenfusion; Kussmaul Injection Mot Applicable M,
- Branhannhni bt
< || >
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Click “More” link then complete reference information appears as shown below.

Mon Clinical Data(2) Invitro Datai7) Regulatory Reference(7) Reviews(1)

Show/Hide Clinical Columns

ation Of Treatment Durat n U ts Frequency Of Administration | System/Organ Safety / Tolerability / Adverse Effects Conclusion / Comments Referenc: Type —
pecified Unspecified Unspecified Integumentary Drug Eruption Patch Mo Evidence Of Sodium [NA, J. v
System Benzoate(...More
NA, 2003, NA
(NA), MA-NA
pecified Unspecified Unspecified Integumentary Drug Eruption Solution Mo Evidence Referring  NaA, J. V ]
Svetem To Sodiul...Mcre) ILAPLANA. C. b
<

8.2.19 Reference Type

Reference Type Indicator specifies the type of reference, e.g. 'Study report' or 'Publication'. Choices

include study report, company data, publication, review article or handbook, other;

(el =1IsETEIGEII  [on Clinical Datai2)  Invitro Data(7)  Regulatory Refersnce(7)  Reviews(1)

Show/Hide Clinical Calumns

ation Of Treatment | Duration Units Frequency Of Administration | System/Organ Safety / Tolerability / Adverse Effects oncl n / Comments Reference Type L]
pecified Unspecified Multiple Impalred Renal Function &nd H Injection wdD0.145 0.07 L/'Kg MA&, Green 1
Organs/Systems | (...More) ({0.08670.2(...More) TE,
Marchessault
RP,{...Morel
becified Unspecified Qsh Genitourinary Renal Failure Injection Use Ofsodium Thomas P o B
System Benzoate In Mewbo Green &And B
...More’ L Mirkin
..Morel
pecified Unspecified Unspecified Integumentary Pruritis Capsule Sodium Benzoate MA, R. ]
System Induces A Rela Asero.
L..More] Sodium
Benzoate-
..Morel
pecified Unspecified Unspecified Integumentary Acute Leukocytoclastic Wasculi Capsule Sodium Benzoate Is MA, Thomas |J b
hd >

8.2.20 Reference Year

Reference Year Indicator specifies the year of that particular reference

Non Clinical Data (73) Invitro Data (21) Regulatory and other information (7) Reviews (2)

Different colors indicates Unique References
Show/Hide Clinical Columns

Clear All Filters on Clinical Data Export Filtered Clinical Data

Duration of Treatment | Duration Units | Frequency of Administration | System/Organ | Safety / Tolerability / Adverse Effects ‘Conclusion / Comments Reference Type

]
Schnuch
; Integumentary : Epidemiologically A,
Unspecified Unspecified Unspecified System Leg dermatitis Patch relevant decl...More [ ] 2011
H, Gei
«..More
MA, LeBel
e " = Genitourinary Larger percentages of benzyl a i M, Ferron
ed s T Solution Mot Available i Masiin i 1988
-..More}
Larger percentages of benzyl alcohol )
Cen o doses were found in urine as benzoic M, Fi
ed fied Ui ified ified Ry acid in preterm babies, while less Solution Not Available i ETEDIL Ay 1988
Sl hippuric acid appeared in their urine S asson
2DE ¢ pee £ = (...More) =3
< i y
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Note: For any field, the data is more than 30 characters in the cell, then the data will display 30
characters and followed by “(...More)”. If user clicks on “More” link then user is able to see the full
information for that particular cell. In that case the link will be “(...Less)” as shown above. More over
user is able to see the full text of that particular cell as a tooltip (Mouse hover). This is applicable for

overall application in the search results page.

8.3 Non Clinical Data

STEP application provides the data of the excipients based on the various aspects one among them is
the Non-Clinical Data. This provides complete optional environment depending on the “Non-Clinical

Data” attributes.

8.3.1 RefID

Non-Clinical data provides complete Non-Clinical information of the excipient.
e Ref ID accommodates the reference ID information of the selected excipient.
e Different colors indicate Unique References.

e Click “Ref ID”, complete reference information appears in a tabular format as shown below

Clinical Data(98) [RLLRelile= ek gl nvitro Datal18) Reaqulatory Reference(59)  Reviews(21)

Show/Hide Mon Clinical Columns
v v - - - w v v v
5 Aspartame Repeated Dose Toxicity Rat Juvenile Unspecified Unspecified Male 10, 250 Mg/kg Bw
5 Aspartame Acute Toxicity (0-14days) Rat Juwenile Unspecified Unspecified Male 250 Mg/Kg Bw
| 27 Aspartame Specific Investigations: Other Rat Adult Unspecified Unspecified Unspecified 200 Mg
(...More)
86 Aspartame Pharmacokinetcs/Toxicokinetics  Rat Adult 14 Weeks Male 34 Mag/Kg e
< >
Ref 1D Reference Title Author Reference Type Year

MNA, Edmundson AB, Manion CV. Treatment of ostecarthritis . . A A
: i Edmundson AB, Manion CV. Treatment of ostecarthritis with
27 Wi T vR3(51580-93
= F‘\jg_\h1?5;?3:’;5';&?]:fmacj\ e B larCsal a0 aspartame. Clin Pharmacol Ther. 1998 May,63(5:580-93 : R
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8.3.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as

shown below.

ciinical Data9g) e Caal  nvitro Data(18)  Regulatory Reference(59)  Reviews(21)

IShow /Hide Non Clinical Columns

rero it rane s e o Jnescotcors—[rre——— e mts oo conenration] b B

~ - ~ - ~ ~ - ~ -

5 |xspartame Repeated Dose Toxicity Rat Juvenile Unspecified Unspecified Male 10, 250 Mag/Kg Bw

= (2spartame Acute Toxicity (0-14days) Rat Juvenile Unspecified Unspecified Male 250 Mg/Kg Bw

27 Aspartame Specific Investigations: Other | Rat Adult Unspecified Unspecified Unspecified 200 Mg

{e.Morel

365 Aspartame Fharmacokinetcs/Toxicokinetics | Rat Adult 14 Weeks Male 34 Ma/kg e
< >

8.3.3 Study Type

Study Type provides the nature of investigations like randomized controlled, cohort, case studies etc in

this field considering the search criteria given the relevant “Study Type” appears in the column types as

shown below.

clinical Data98) IRl El Invitro Data(18)  Regulatory Refersnce(58)  Reviews(21)

Show/Hide Non Clinical Columns

T T e P P e [y ey -

~ ~ ~ ~ ~ ~ ~ ~ ~

s Aspartame Repeated Dose Toxicity Rat Juvenile Unspecified Unspecified Male 10, 250 Mag/Kg Bw

= Aspartame Acute Toxicity (0-14days) Rat Juvenile Unspecified Unspecified Male 250 Mg/Kg Bw

27 Aspartame Specific Investigations: Other Rat Adult Unspecified Unspecified Unspecified 200 Mg

(...Morel

= Aspartame Pharmacokinetcs/Toxicokinetics | Rat Adult 12 Weeks Male 34 Mg/kg v
< >

8.3.4 Species

Species displays the information about the species name of the excipient as shown below.

cClinical Datai98) IS Cel o) [nvitro Data(18)  Regulatory Reference(59)  Reviews(21)

Show/Hide Non Clinical Columns

o> oecpen ame st e e P P T N e ey

~ ~ ~ ~ ~ ~ ~ ~ ~
207 Aspartame Repreductive Toxicity And Rabbit Adult ~9 Months Female 0.86; 1.45; 1.26 G/Kg/Day
Devel...More)

209 Aspartame Repeated Dose Toxicity Mouse Adult =17 Years Male/Female Approx. 50 Ma/Kg

210 Aspartame Genotoxicity Rat Adult 23 Weeks Male 2000 Ma/Ka Ew

212 Aspartame Reproductive Toxicity And Rabbit Adult 14-18 weeks Female 2 G/Kg/Day ~
< >
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8.3.5 Age Category

“Age Category” indicates is classified as per ICH classification (CPMP/ICH/2711/99).Based on the age
category the relevant group name in indicated. Depending upon the search criteria the corresponding

age category information will appear under “Age Category” column as shown below.

Clinical Data(98) Mon Clinical Data(102) Invitro Data(18} Regulatory Reference(59) Reviews(21)

IShow/Hide Non Clinical Columns

s Aspartame Repeated Dose Toxicity Rat Juvenile Unspecified Unspecified Male 10, 250 Mg/Kg Bw
s Aspartame Acute Toxicity (0-14days) Rat Juvenile Unspecified Unspecified Male 250 Mg/Kg Bw
27 Aspartame Specific Investigations: Other  Rat Adult Unspecified Unspecified Unspecified 200 Mg
{...More)
S8 Aspartame Pharmacckinetcs/Toxicokinetics | Rat Adult 14 weeks Male 34 Mg/kg e
< >

8.3.6 Age
Age provides numerical entry for age in its corresponding column as shown below

Clinical Datai28) Mon Clinical Data(102) Invitro Data(18) Regulatory Reference(58) Reviewsi(21)

Show/Hide Non Clinical Columns

207 Aspartame Reproductive Toxicity And Rabbit Adult ~g Months Female 0.86; 1.45; 1.26 G/Kg/Cay
Devel...More]

209 Aspartame Repeated Dose Toxicity Mouse Adult =17 Years Male/Female Approx. 50 Ma/Kg

210 Lspartame Genotoxicity Rat Adult 23 Weeks Male 2000 Ma/Kg Bw

212 Aspartame Reproductive Toxicity And Rabhbit Adult 14-18 Weeks Female 2 G/Kg/Day v

< >

8.3.7 Age Units

Displays the unit for Age- provides in years, months etc; as shown below

Clinical Data(98) Non Clinical Data(102) Invitro Data(18) Regulatory Reference(53) Reviews(21)

Show,/Hide Mon Clinical Columns

reto T et e |50y e e e e = = [ ey -
- - - - - v - - -

207 Aspartame Reproductive Toxicity And Rabhbit Adult ~g Maonths Female 0.86; 1.45; 1.26 G/Ka/Day

Devel...More]

208 Aspartame Repeated Dose Toxicity Mouse adult <17 rears Male/Female Approx. 50 Mag/Kg

210 Aspartame Genctoxicity Rat Adult 23 Weeks Male 2000 Mg/Kg Bw

212 Aspartame Repreductive Toxicity And Rabbit Adult 14-18 Weeks Female 2 G/Kg/Day ~

< >
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8.3.8 Gender

Displays the gender based on the search criteria in the relevant column as shown below.

Clinical Data(98) Mon Clinical Data(102) Invitro Data(18) Regulatory Reference(59) Reviews(21)

Show /Hide Non Clinical Columns

e o e L T S S i [ ey

Aspartame Repr’nduct\\.e Toxicity And rRabbit Adult Maonths Female 0.86; 1.45; 1.26 G/eg/Day
Devel...Morel

209 Aspartame Repeated Dose Toxicity Mouse adult =17 Years Male/Female &pprox. 50 Ma/Kg

210 Aspartame Genotoxicity Rat Adult 23 Weeks Male 2000 Mg/Kg Bw

212 Aspartame Reproductive Toxicity And rRabbit Adult 14-18 weeks Female 2 G/¥a/Day v
< | >

8.3.9 Dose/Concentration

Dose(s) or concentration(s) tested/administered including unit (e.g. '0, 112, 220, 523 mg/kg bw/day
(m/f)' or'0, 112, 220, 523 mg/kg bw/day (m)) will be displayed based on the searched criteria as shown

below.

Clinical Data(98) Mon Clinical Data(102) Invitro Data(18) Regulatory Reference(59) Reviews(21)

Show/Hide Mon Clinical Columns &

ero S e T S S S [ ey

207 Aspartame Repr’oductwe Toxicity And Rabbit Adule Months Female 0.86; 1.45; 1.26 G/Kg/Day
Devel...Morel

203 Aspartame Repeated Dose Toxicity Mouse Adult =17 vears Male/Female Approx. 50 Mag/Kg

210 Aspartame Genotoxicity Rat Adult 23 Weeks Male 2000 Mg/Kg Bw

212 Aspartame Reproductive Toxicity And Rabhit Adult 14-18 Weeks Female 2 G/Kg/Day v

< | >

8.3.10 Dose Units

Dose Units represents the relevant dose unit terms of the dose based on the selected search criteria as

shown below.

ciinical Data2g) UL Gl |nvitro Datag18)  Regulatory Reference(53)  Reviews(21)

Show/Hide Non Clinical Columns =
Route O Exposure  Administration | Duratian OF Treatment | Duration Units | Freauency Of Adminisration | System/Organ | Adverse Effect ~
G/ a/Day Oral 13 Days Continuous Feeding Multiple No Adverse Effect  Pellet Dietary Admi
Organs/Systems Of Aspal...Mc
M1g/Kg Oral 6-17 Weeks Unspecified General Weight Gain, Solution Lifetime Expo
Disorders Elevated Fasting Aspartamef..
...More])
19/Kg Bw oral 1 Days B.i.d. Genetic System | Mo Adverse Effect  Suspension | The Survival
Aspartami..t
[5/Ka/Day Oral 13 Days B.i.d. (Every 2 Hours) Reproductive Mo Adverse Effects  Powder SC-18862 Wilw
< | >
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8.3.11 Route of Exposure or Administration

“Route of Exposure/Administration” indicates the part of the body through or into which, or the way in

which, the excipient is introduced will be displayed as shown below.

Clinical Data(28) Mon Clinical Data(102) Invitra Datad18) Regulatory Reference(S9) Reviews(21)

Show/Hide Non Clinical Columns
I — II1I — -I — II — -I — II — .--_
G/Kg/Day Oral 13 Days Centinuous Feeding Multiple No Adverse Effect  Pellet Dietary Admi
Organs/Systems Of Aspal...Mc
Ma/Kg Oral 6-17 Wesks Unspecified General Weight Gain, Solution Lifetime Expo
Disorders Elevated Fasting Aspartamef..
...More)
Ma/kg Bw oOral 1 Days B.i.d. Genetic System | No Adverse Effect | Suspension | The Survival
Aspartami...t
G/Ka/Day oral 13 Days B.i.d. (Every 2 Hours) Reproductive Mo Adverse Effects  Powder
< |

8.3.12 Duration of Treatment

Based on the excipient the complete duration of the treatment will appear in the corresponding

column as shown below.

Clinical Data(aa)

Lt nvitro Data(18)  Regulatory Reference(S9)  Reviews(21)

Show,/Hide Non Clinical Columns

I_II___—I_II_-I_VII_*I_-‘

G/Ka/Day oral Days Centinucus Feeding Multiple No Adverse Effect  Pellet Dietary Admi
Organs/Systems Of Aspa(...Mc
Ma/kg Oral weeks Unspecified General weight Gain, Solution Lifetime Expo
Disorders Elevated Fasting Aspartame(..
L..More)

MaskKg Bw Oral Days B.i.d. Genetic System | No Adverse Effect | Suspension | The Survival
Aspartami...t

G/Ka/Day Oral Days B.i.d. (Every 2 Hours) Reproductive No Adverse Effects v

<

Powder SC-18862 Wz w
| >

8.3.13 Duration Units

Displays duration of the dose in units

Clinical Data(28) Mon Clinical Data(102) Invitra Datad18) Regulatory Reference(S9) Reviews(21)

Show/Hide Non Clinical Columns E
vt Ot e  imirin ey Ot it i e
/Ka/Day Oral 13 Days Continuous Feeding Multiple Mo Adverse Effect | Pellet Dietary Admi
Crgans/Systems Of Aspaf...Mc
Mas/kg Oral 6-17 Weeks Unspecified General Weight Gain, Solution Lifetime Expo
Disorders Elevated Fasting Aspartamel..
.More)
Ma/Kg Bw Oral 1 Days B.i.d. Genetic System | Mo Adverse Effect  Suspension | The Survival
Aspartami...b
G/Kg/Day oral 13 Days B.i.d. (Every 2 Hours) Reproductive Mo Adverse Effects  Fowder SC-18862 W,
< |
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8.3.14 Frequency of Administration

This indicates the administration of doses to the test species as shown below.

Clinical Data(98) Invitra Datai18) Regulatory Reference(S9) Reviewsi21)

Show/Hide Non Clinical Columns

G/Ka/Day Oral Days Continuous Feeding Multiple No Adverse Effect  Pellet Dietary Admi
Organs/Systems OF Aspaf...Mc
Ma/Kg Oral 6-17 Weeks Unspecified General Weight Gain, Solution Lifetime Expo
Disorders Elevated Fasting Lspartamel..
...More])
Mg/Kg Bw Oral 1 Days B.i.d. Genetic System | No Adverse Effect  Suspension | The Survival
Aspartami...l
G/ka/Day Qral 13 Days B.i.d. (Every 2 Hours) Reproductive Mo Adverse Effects  Powder SC-18862 Welw
< | >

8.3.15 System/Organ

Indicates on which organ or system the effects were observed as shown below.

Clinical Data(98) Invitra Datai18) Regulatory Reference(59) Reviews(21)

Show/Hide Non Clinical Columns

/Ka/Day Qral 13 Cays Continuous Feeding Multiple Mo Adverse Effect  Pellet Dietary Admi
Crgans/Systems of Aspafl...Mc

Ma/Kg Oral 6-17 Weeks Unspecified General Weight Gain, Solution Lifetime Expo
Disorders EIE\.atEd Fasting Aspartamef..

Ma/Kg Bw Oral 1 Days B.i.d. Genetic System | Mo Adverse Effect  Suspension | The Survival
Aspartamf...l
/Kg/Day Oral 13 Cays E.i.d. (Every 2 Hours) Reproductive No Adverse Effects  Powder SC-18862

< |

8.3.16 Adverse effects

It displays the adverse effects that are in the excipient appears in this column as shown below.

Clinical Data (10) Non Clinical Data (73) Invitro Data (21) Regulatory and other information (7) Reviews (2) Different colors indicates Unique References

Show/Hide Non Clinical Columns Clear All Filters on Non Clinical Data || Export Filtered Non Clinical Data

I JSeea -I Sees II e -I Selee I_ _- -_
NA, McCloskey
Sedation, Dyspnea, . Benzyl alcohel, on a -
Hours Single Nervous System * | Solution d SE, Gershanik 1 1885
Loss of mot{...More) dose/body(...More) ri—
NA, McCloskey
. Sedation, Dyspnea, Benzy! alcohol, on a N .+
4 Hours Single Nervous System ‘ ‘.| Solution o SE, Gershanik J 1586
Loss of mot{...More}| dose/body(...More) T
. Susceptibility ta . NA, Thamas R
Unspecified Unspecified Unspecified gasptr:rn:‘uctwa genital herp Gel ?::::‘;Imrz'glr:'d not Moench, Russell ] 2010
¥ «.More’ Ltlore] I...More
Integumenta No irritation Hodbutoyoshd
24 to 48 Hours once 5 stgern 4 e Unspecified Mot Available K, Toyoshima ] 1979
¥ ¥, (...More)
- . N, Motoyoshi o
< 1 | v
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Dosage Form

Dosage form provides the information about the form of the dosage as shown below.

Clinical Data (10)

Non Clinical Data (73) Invitro Data (21) Regulatory and other information (7) Reviews (2)

Different colors indicates Unique References

Show/Hide Non Clinical Columns

‘e or Administration

Clear All Filters on Non Clinical Data

Export Filtered Non Clinical Data

--Select-- --Select-- --Select-- --Select-- -Select--
NA, McCloskey
: Sedation, Dyspnea, ; Benzyl slcohol, on a &
4 Hours single Nervous System 4 - | solution a SE, Gershanik 3 1986
Loss of mot{...More) dose/body(...More) i
A, McCloskey
) Sristen, BrEE Benzyl alcohol, on a g :
a Hours single Nervous System 4 - | solution ’ SE, Gershanik 3 1986
Loss of mot{...More) dose/body(...More) Dl More
Susceptibility to NA, Themas R
Unspecified Unspecified Unspecified gaspt’:r‘?‘”c"“ genital herp Gel ?::::‘aa'°°h;‘§'r:'d not | yoench, Russell 3 2010
. L..More) LecMere ) I(..More)
- NA, Motoyoshi
24 to 48 Hours Once fs"t;%‘;""e”taw g;sg'vt:‘;"’“ Unspecified Not Available K, Toyoshima 3 1979
¥ ¥, (.. More)
NA, Motoyoshi
arv N 21
« i ] v

8.3.18 Conclusions/Comments

Conclusions/Comments indicate the overall remarks of the references. Any remarks or concluding
statement could be entered in this section. It will be a free text editor field for creating formatted text

and tables or inserting any excerpt from a reference as shown below.

Clinical Datai9s)

Mon Clinical Data(102) Invitro Datai18) Regulatory Reference(58) Reviews(21)

Show/Hide Non Clinical Columns

Days B.i.d. (Every 2 Hours) Reproductive No Adverse Effects | Powder SC-18862 Was Neither | Schroeder R. | O
System Embryotox{...More) E, Mitchell &,
Ral...More)
8 Days Continuous Feeding Reproductive Decrease In Powder Continuous Cietary R. E. (]
System Maternal Body Administrat(...More] Schroeder,
Weig [...Mare) . 5. Raa, G.
..Morel
Unspecified Unspecified Continuous Feeding Multiple Hepatocellular Pellet Lspartame [s A M&, Morando ]
Crgans/Systems | Carcinoma; Alve Carcinogenic Ag Soffritti,
Lo..More) ...More] Fiorell
...More]
4 Weeks Continucus Feeding Multiple No Adverse Powder Mo Adverse K5 Rao, TB s}
QOrgans/Systems | Effects- 100% Physical/Behavioura Martinez,
Survil...More] ...More) And RG Mc el
hd | >

Click “More” link then complete comments data appears as shown below.

Clinical Data(98) Mon Clinical Data(102) Invitro Data(18) Regulatory Reference(59) Reviewsi21)

Show/Hide Non Clinical Columns

13

B.i.d. (Every 2 Hours) Reproductive Mo Adwverse Effects  Powder SC-18862 Was Neither | Schroeder R, O
System Embryotoxic Mor E, Mitchell &,

Teratogenic To The Ral...More]
Albino Rabbit Fetus,

Vihen Administered

Intragastrically At &

Dosage Of 2 G/Kg/Day

Curing The Mid-Portion

dministration

Of Gestation. Likewise,
It Lacked Notable
Adverse Effects On

The Maternal Animal.

8 Cays Continuous Feeding Reproductive Decrease In Powder Continuous Dietary R. E. Q
System Maternal Body Administrat [...More] Schroeder,
Weig (...Mcre] K. 5. Rac, G ]
< [
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8.3.19 References

A reference indicates the source from which the information is extracted. The references would be
linked to their original source through DOI. When possible the references would be linked to their
original source through DOI. The users who need the details of the study will be able to access the

abstract or full text depending upon their subscription/copyrights limitations as shown below.

Clinical Data(98) MNon Clinical Data(102) Invitro Data(18} Regulatory Reference(53) Reviews(21)

Show/Hide Non Clinical Columns
dministration | Duration Of Treatment | Duration Units Frequency Of Administration | System/Organ Adverse Effect Conclusion / Comments Reference Type =
Days B.i.d. (Every 2 Hours) Reproductive Mo Adverse Effects | Powder SC-18862 Was Meither [Schroeder R. |
System Emhr.futnx Morel E. Mitchell A,
Ral...Morel
2 Days Continuaus Feeding Reproductive Decrease In Pawder Continuous Distary . E. 0
System Maternal Body Administrat {...Meore) Schroeder,
Weig [..Morel . S. Rao, G.
[(...Meorel
Unspecified Unspecified Continucus Feeding Multiple Hepatocellular Pellet Aspartame Is & M2, Morande | ]
Organs/Systems | Carcinoma; Alve Carcinogenic Ag Saffritti,
Le.More) L..More) Ficrell
...More]
4 Weeks Continuous Feeding Multiple No Adverse Powder No Adverse KS Rao, TB o
Crgans/Systems  Effects- 100% Physical/EBehavicura Martinez,
Survil...More] ...More) |&nd RG Mc b
£ | >

Click “More” link then complete reference information appears as shown below.

Clinical Data(98) Non Clinical Data(102) Invitro Data(18) Regulatery Reference(59) Reviewsi(Z21)

IShow/Hide Mon Clinical Columns
Duration Units Frequency Of Administration | System/Organ Adverse Effect Fam\ Conclusion / Comments Reference Type B
Unspecified Unspecified Reproductive & slight Elevation | Solution Administration OF Rac K5, McConnell RG. 5C-18862: Experiments In
System In Maternal Aspartame At(...Morel |Mated .\nd Pregnant Rhesus Monkeys. 1975
...More) May;1-29; (..less]
Days oD Cellular Chromosomal Solution Aspartame NA&, AlSuhaibani ES. In Vive Cytogenetic Studies ]
Aberration Significantly Induce On Aspartame. Comp Funct Genomics. 2010. Fii:
.Morel 505921, NA, 2010, NANA), NA-NA (. Less]
Days oD Mot Applicable Mean Body Weight | Powder The Study Shows That |Lennon HD, Metcalf L, Mares SE, Smith JH. Effects o
In The Offspr Levels Of{...More) Of SC-18862 On Lactation In Rats. 1973 Sep;1-67;
{...More) ...Less)
Days oD Cellular Mo Adverse Effects  Unspecified Mo Mutagenic Effects Mutagenic Study In Rats. SC-18{...More) o
were Obsel...Mcre)
Days oD Endocrine Mo Adverse Effects  Suspension Intact Ma\e Rats Have Mares SE, Berg JR. Effects Of [...More) o P
< T = [

8.3.20 Reference Type

Reference Type Indicator specifies the type of reference, e.g. 'Study report' or 'Publication'. Choices

include study report, company data, publication, review article or handbook, other;
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Clinical Data(28) Mon Clinical Data(102) Invitre Data(18) Regulatory Reference(59) Reviews(21)

Show/Hide Non Clinical Columns

I 3| a)| 2| |

-

Unspecified Unspecified Reproductive A Slight Elevation Solution Administration Of Rao KS, McConnell RG. SC-18862 (... More) [a] n
System In Maternal Acpartame Atl...More)
L...More)
Days oD Cellular Chromosomal Solution Aspartame N&, AlSuhaibani ES. In Vive Cy (...More] ]
Aberration Significantly Induce
...Morel
Days oD Not Applicable Mean Body Weight | Powder The Study Shows That | Lennon HO, Metcalf L, Mares SE (...More) o
In The Cffspr Levels Gf(...Morel
...Morel
Days oD Cellular Mo Adverse Effects  Unspecified | Mo Mutagenic Effects Mutagenic Study In Rats, SC-18[...More) o
Were Obse(...More)
Days oD Endocrine No Adverse Effects | Suspension Intact Male Rats Have @ Mares SE, Berg JR. Effects Of [...More] o o
g Bim Moeleml  Rmen >
< B
8.3.21 Reference Year
Clinical Data (10) WUEWLTIDEEYGE)M  Invitro Data (21)  Regulatory and other information (7)  Reviews (2) Different colors indicates Unique References

Show/Hide Non Clinical Columns

Clear All Filters on Men Clinical Data || Export Filtered Nen Clinical Data
Duration of Treatment | Duration Units | Frequency of Administration | System/Organ Adverse Effect Conclusion / Comments Reference Type
4

e or Administration

Hours Single Nervous System Sedation, Dyspnea, Solution Benzyl alcohol, on a gé’ ggglﬁslr;eg ] 1986
Loss of mot(...More dose/body(...More 1(...More)
NA, McCloskey
Sedation, Dyspnea, Benzyl alcohol, on a !
4 Hours Single MNervous System ! '\ Solution il SE, Gershanik ] 1586
Loss of mot(...More dose/body(...More’ 33(...More
Susceptibility to NA, Thomas R
Unspecified Unspecified Unspecified gesptr::‘uctwa genital herp Gel S:S:g‘:lmag‘r:‘d not Moench, Russell ] 2010
i {...More) I(...More)
~ NA, Motoyoshi
24 to 48 Hours ance I;t;ggl::nentary g;szrvb:;mn Unspecified Not Available K, Toyoshima ] 1979
¥ ¥, (...More}
NA, Motoyoshi o
q 1 ] »

8.4 Invitro data

Invitro Data provides the complete information about the

8.4.1 Ref ID

Invitro provides complete Invitro information of the excipient.
e Ref ID accommodates the reference ID information of the selected excipient.
e Different colors indicate Unique References.

e (Click “Ref ID”, complete reference information appears in a tabular format as shown below
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Clinical Data(38)  Non Clinical Data(102) el et Reaulatory Reference(59)  Reviews(21)

IShow/Hide Invitra Columns
m Excipient Name | Study Type m Route Of Exposure Or Administration | Duration Of Treatment m *y
v v v v v w v v
|Z5 Azpartame Immunotoxicity Human 10-3 M 45 Minutes
e Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- ™ 30 Minutes
5, 10-6, 10-7,
{...More)
|25 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- M 10 Minutes
5, 10-6, 10-7,
L...More)
377 Azpartame Genotoxicity Salmonella 100-10000 Ug/Flate 2 Days
Typhimurium
v
£ »
Ref 1D Reference Title Author Reference Type Year
M4, Szucs EF, Barrett KE, Metcalfe DD. The effects of Szucs EF, Barrett KE, Metcalfe DD. The effects of aspartame on
38 aspartame on mast cells and basophils. Food Chem Toxicol.  mast cells and basophils. Food Chem Toxicol. 1986 Feb;24 J 1986
1986 Feb;24(2):171-4, NA, 1986, NA(NA), MA-NA (201714

8.4.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as

shown below.

Clinical Data(28) Mon Clinical Data(102) Invitro Data(18) Regulatory Reference(39) Reviews(21)

Show/Hide Invitro Columns
Ref ID Excipient Name | Study Type mum Route Of Exposure Or Administration | Duration Of Treatment w L
v v v v v w v v
39 |Aszpartame Immunctoxicity Human 10-3 M 45 Minutes
i) [Acpartame Immunectoxicity Mouse 10-3,10-4,10- M 30 Minutes
5, 10-6, 10-7,
...More)
39 [Aspartame Immunctoxicity Mouse 10-3, 10-4, 10- M 10 Minutes
5, 10-6, 10-7,
..More)
377 Aspartame Genotoxicity Salmenella 100-10000 Ug/Plate 2 Days
Typhimurium
w
< >

8.4.3 Study Type

Study Type provides the nature of investigations like randomized controlled, cohort, case studies etc in
this field considering the search criteria given the relevant “Study Type” appears in the column types as

shown below.
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Clinical Data(98} Man Clinical Data(102} Invitro Data(1 Regulatary Reference (59} Reviews(21)

Show /Hide Invitro Columns
Ref ID Excipient Mame | Study Type m Route Of Exposure Or Administration | Duration Of Treatment L
v v v v v v v w
39 Aspartame Immunotoxicity Human i0-3 M 45 Minutes
2 Aspartame Immunctoxicity Mouse 10-3, 10-4,10- M 30 Minutes
5, 10-6, 10-7,
...More]
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- ™ 10 Minutes
5, 10-6, 10-7,
[...More)
Aspartame (Genctoxicity Salmonella 100-10000 Ug/Flate 2 Days
Typhimurium
w
< >

8.4.4 Species

Species displays the information about the species name of the excipient as shown below.

Clinical Data(98} Man Clinical Data(102} Invitro Data(1 Regulatary Reference (59} Reviews(21)

Show /Hide Invitro Columns
Ref ID Excipient Mame | Study Type m Route Of Exposure Or Administration | Duration Of Treatment L
v v v v v v v w
39 Aspartame Immunotoxicity Human i0-3 M 45 Minutes
2 Aspartame Immunctoxicity Mouse 10-3, 10-4,10- M 30 Minutes
5, 10-6, 10-7,
...More]
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- ™ 10 Minutes
5, 10-6, 10-7,
[...More)
377 Aspartame Genctoxicity Salmonella 100-10000 Ug/Flate 2 Days
Typhimurium
w
< >

8.4.5 Dose

Dose(s) tested/administered including unit (e.g. '0, 112, 220, 523 mg/kg bw/day (m/f)' or '0, 112, 220,

523 mg/kg bw/day (m)) will be displayed based on the searched criteria as shown below.

Clinical Data(2s) Meon Clinical Datai102) Invitro Data(18) Regulatory Reference(59) Reviews(21)

Show/Hide Invitro Columns

b b4 b4 A A4 b b "

i) Aspartame Immunotoxicity Human 10-3 M 45 Minutes
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- | M 30 Minutes
5, 10-6, 10-7,
.More]
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- | M 10 Minutes
5, 10-6, 10-7,
..More]
377 Aspartame Genotoxicity Salmaonella 100-10000 Ug/Plate 2 Days
Typhimurium
w
< >
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8.4.6 Dose Units

Version- 1.0

Dose Units represents the relevant dose unit terms of the dose based on the selected search criteria as

shown below.

Clinical Data(2s) Reviews(21)

Meon Clinical Datai102) Invitro Data(18) Regulatory Reference(59)

w/Hide Invitro Columns B
Ref ID Excipient Name | Study Type m Route Of Exgposure Or Administration | Duration Of Treatment
i) Aspartame Immunotoxicity Human 10-3 M 45 Minutes
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- |M 30 Minutes
5, 10-5, 10-7,
.More]
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- |M 10 Minutes
5, 10-6, 10-7,
..More]
377 Aspartame Genotoxicity Salmaonella 100-10000 Ug/Plate 2 Day
Typhimurium
w
< >

8.4.7 Route of Exposure or Administration

“Route of Exposure/Administration” indicates the part of the body through or into which, or the way in

which, the excipient is introduced will be displayed as shown below.

Clinical Data(2s) Reviews(21)

Meon Clinical Datai102) Invitro Data(18) Regulatory Reference(59)

w/Hide Invitro Columns B
Ref ID Excipient Name | Study Type m Route Of Exgposure Or Administration | Duration Of Treatment
i) Aspartame Immunotoxicity Human 10-3 M 45 Minutes
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- M 30 Minutes
5, 10-5, 10-7,
.More]
39 Aspartame Immunotoxicity Mouse 10-3, 10-4, 10- M 10 Minutes
5, 10-6, 10-7,
..More]
377 Aspartame Genotoxicity Salmaonella 100-10000 Ug/Plate 2 Day
Typhimurium
w
< >

8.4.8 Duration of Treatment

Based on the excipient the complete duration of the treatment will appear in the

column as shown below.

Search Results

corresponding
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Clinical Data(98}

Man Clinical Data(102}

Invitro Data(18)

Show/Hide Invitro Columns

Ref (] Exap ient

Sludy Type

Regulatary Reference (59}

Reviews(21)

Version- 1.0

S Aspartame Immunataxicity Human 10-3 M 45 Minutes
2 Aspartame Immunctoxicity Mouse 10-3, 10-4,10- M 30 Minutes
5, 10-6, 10-7,
L...More
39 Aspartame Immunectoxicity Mouse 10-3, 10-4, 10- ™ 10 Minutes
5, 10-6, 10-7,
L...More
377 Aspartame Genctoxicity Salmonella 100-10000 Ug/Flate 2 Days
Typhimurium
s
< >
. .
8.4.9 Duration Units
Displays duration of the dose in units
Clinical Data(G8) Meon Clinical Data(94) Invitro D ) Regulatory Reference(55) Reviews(16)

Show/Hide Invitro Columns

Minutes
4§ (Pre-Treatment), Hours
4§ (Post-T(...More)
30 Minutes
30 Minutes

Oocytes

skin

Embryos

Immature
Oocytes

Exputmg Cat Oocyte To 0.75 M

Ne Adverse Effects

Embryonic Toxicity

Ne Adverse Effects

_ —— | |

The Study Performed
On Cat Oocf...More)

Hairless Mouse Skin

Pre-Treate(...More]

Cleavage And Blastula

Embryos (...More)

Hatched Embryos
Obtained When
.More)

N&, Comizzoli P, | ]
wildt DE, Puk
‘..MCFE‘\

M2, Sherertz EF, ]
Sloan KB, McT
{...More)

NA, Xiaorong |
Huang, Ping
Zhuan{...More)

NA, Seki |
s, Knuya_

(£l

8.4.10

System/Organ

Indicates on which organ or system the effects were observed as shown below.

Clinical Data(d8)

Maon Clinical Data(94) Invitro

Show/Hide Invitro Columns

Regulatery Reference(55)

Reviews(1§)

Minutes
48 (Pre-Treatment), Hours
48 (Post-T(...More)
30 Minutes
30 Minutes

Qocytes

skin

Embryos

Immature
Oocytes

Expotlng Cat Cocyte To 0.73 M
.More)
Ne Adverse Effects

Embryonic Toxicity

Ne Adverse Effects

The Study Performed
On Cat Cecl...More)

Hairless Mouse Skin

Pre-Treate(...More]

Cleavage And Blastula

Embryos (...More]

Hatched Embryos
Obtained When
.More)

M2, Comizzeli P, ]
wildt DE, Puk
;‘..Mcra‘w

NA, Sherertz EF, | ]
Sloan KB, McT
{o.More)

M&, Xiacrong ]
Huang, Ping
Zhuanl...More)

e, Seki 3
5, Kouya
T, Tsuchiya

L..More]

|

Search Results
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It displays the adverse effects that are in the excipient appears in this column as shown below.

Clinical Data (10)  Non Clinical Data (73) [MUNHGIEEEPs)ll  Regulatory and other information (7)

Show/Hide Invitro Columns

Reviews (2) Different colors indicates Unique References

Clear all Filters on Invitro Data || Export Filtered Invitro Data

»sure or Administration | Duration of Treatment | Duration Units System/Organ Safety / Tolerability / Adverse Effects| Dosage Form | Conclusion / Comments Reference Type ol

I — he .I — pe II — he -_I — he I_- -‘i
NA, Placzek M,
The study reveals that  Krosta I,
1 Hours Erythrocytes Mo adverse effects borar (o Mare o 3 2005
(...More)
NA, Ball IC,
Unspecified unspecified Bacteria Genotoxicity test showed negat Not Available ;‘3‘;?!:“ 3 1984
L..More)
- NA, SainteNot
Unspecified Unspecified Leukemic B lymphocytes BE';:Z'[:‘C”“"‘ inhibits the up Not Availabl A e |3 1990
LoMore] I[..More)
3, 60 Minutes Eg.f.g";st"_‘_‘c‘“ epidermis Corrosive to skin Not Available Ké’;rggg!,f’ o 2007 B
« I m v

8.4.12 Dosage Form

Dosage form provides the information about the form of the dosage as shown below.

Clinical Data (10) Mon Clinical Data (73} Invitro Data (21) Regulatory and other information (7) Different colors indicates Unigue References

Show/Hide Invitro Columns

Reviews (2)

Clear All Filters on Invitro Data || Export Filtered Invitro Data I

e e || e e Tt || D sl e Safety / Tolerability / Adverse Effects B e (e = Reference Type -
NA, Placzek M,
The study reveals that  Krosta I,
1 Hours Erythrocytes No adverse effects e e rasa 3 2005
...More)
NA, Ball IC,
Unspecified Unspecified Bacteria Genotoxicity test showed negat Not Available ;3‘;?!:“ 3 1584
...More
NA, SainteNot
Unspecified Unspecified Leukemic B lymphocytes Bi'ﬂ'r:‘““”‘ inhibits the up Not Availabl 2 e |3 1990
= J(...More
Reconstructed epidermis § Vohr (Bayer
3,60 Minutes ESTNot{...More Corrosive to skin Not Available AG). 2007; o 2007 i
a I m v

8.4.13 Conclusions/Comments

Conclusions/Comments indicate the overall remarks of the references. Any remarks or concluding
statement could be entered in this section. It will be a free text editor field for creating formatted text

and tables or inserting any excerpt from a reference as shown below.

Clinical Data(58) Mon Clinical Datai86) Invitro Daf ) Regulatory Reference(55) Reviews(16)

Show/Hide Invitro Columns

I — - _ I - II_V_-_—
30 Minutes Qocytes Exposing Cat Qocyte To 0.75 M The Study Performed NA, Comizzoli P, | ]
...Morel On Cat Oocf...More] wildt DE, Puk
L..Morel
48 (Pre-Treatment), Hours Skin Mo Adwverse Effects Hairless Mouse Skin NA, Sherertz EF, | ]
48 (Post-T{...More) Pre-Treate(...More) Sloan KB, McT
{...More)}
30 Minutes Embryos Embryonic Toxicity Cleavage And Blastula |N&, Xiaorong i
Embryos (...More) Huang, Ping
Zhuan(...More)
30 Minutes Immature No Adverse Effects Hatched Embryos N&, Seki ]
Oocytes Obtained When S, Kouya
(...More) T, Tsuchiya =
{...More] =
hd [E
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Click “More” link then complete comments data appears as shown below.

Clinical Data(G8)  Mon Clinical Data(96) [MLMi&a] Regulatory Reference(55)  Reviews(16)

Show/Hide Invitro Columns
are Or Administration | Duration Of Treatment | Duration Units System/Organ Safety / Tolerability / Adverse Effects Conclusion / Comments il

I - -I - II - Im-_
ergh [...More]
30

Minutes Cocytes Exposing Cat Oocyte To 0.75 M The Study Performed M&, Comizzeli P, |1
...Mere] ©n Cat Coc [...Mcre) Wildt DE, Puk
{...More]
48 (Pre-Treatment), | Hours Skin No Adverse Effects Hairless Mouse Skin NA, Sherertz EF, 1
48 (Post-T{...More) Pre-Treated With Sloan KB, McT

Propylene Glycol And f...More)
Then Applied With
Theophylline In A
Diffusion Cell System
Shows Increased
Theophylline Flux

...Less)
30 Minutes Embryos Embryonic Toxicity Cleavage And Blastula  N&, Xiacrong ] ==
Frnhruns (. Mnre Huann. Finn o)
< | >

8.4.14 References

A reference indicates the source from which the information is extracted. The references would be
linked to their original source through DOI. When possible the references would be linked to their
original source through DOI. The users who need the details of the study will be able to access the

abstract or full text depending upon their subscription/copyrights limitations as shown below.

Clinical Data(58)  Mon Clinical Data(95) Regulatory Reference(55)  Reviews(15)

Show/Hide Invitro Columns

24

Hours Abdominal Skin Mo Adwverse Effects Steady State MA, Fasano

Penetration Rate Ten Berge
L orel Bl..Morel
Unspecified Unspecified Sperm No Adverse Effect The Study Shaws That |mA, Yildiz C, 1
The Combil...More] Cttaviani F, Law
...Morel
30 Minutes Embryo Significantly Good Survival Ra Ethylene Glycol Does MNA, Emiliani ]
re) Net Appeal...More) S, Van Den
Bergh {...More)
30 Minutes Cocytes Exposing Cat Qocyte To 0.75 M The Study Performed  |N&, Comizzoli 7, | 3
..Mored Cn Cat Occ (...Meore] Wildt DE, Puk
L Mored
48 (Pre-Treatment), Hours Skin Mo Adverse Effects Hairless Mouse Skin MA, Sherertz EF, | 1 3
P PR P e em e d il S e e ]
< | >

Click “More” link then complete reference information appears as shown below.

Clinical Data({68}) Mon Clinical Data{96) Regulatory Reference(55) Reviews(16)

Show/Hide Invitro Columns

And In vitre
Embryo
Development In
The Mouse.
Reproduction.

2007 Mar;133
(3):585-55, NA,
2007, NA(NA),

NA-NA (..Less)

30 Minutes Embryo Significantly Good Survival Ra Ethylene Glycol Does N&, Emiliani bl =
{Morel Not Appeaf...More] 3, Van Den
Bergh [..More) v
< | (>
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8.4.15 Reference Type

Reference Type Indicator specifies the type of reference, e.g. 'Study report' or 'Publication’. Choices

include study report, company data, publication, review article or handbook, other;

Clinical Data(38) Men Clinical Data(96) Invitro Data(65) Regulatory Reference(55) Reviews(16)

Show/Hide Invitro Columns

are Or Administration System/Organ Safety / Tolerability / Adverse Effects Conclusion / Comments m Reference Type L

Minutes Qocytes Expo ing Cat Qocyte To 0.75 M The Study Performed Nn Comizzoli P, J
..More] On Cat Coc (...More] wildt DE, Puk
...More)
48 (Pre-Treatment), Hours Slin Mo Adverse Effects Hairless Mouse Skin NA, Sherertz EF, | ]
48 (Post-T(...Morel Pre-Treated With Sloan KB, McT

Propylene Glycol And ...More)
Then Applied With

Theophylline In A

Diffusion Cell System

Shows Increased

Theoph.lene Flux

.Less]
30 Minutes Embryos Embryonic Toxicity Cleavage &nd Blastuls | NA, Xiaorong 1 —
Embryos {...More) Huang, Fing v
< — Ik
8.4.16 Reference Year
Reference Year Indicator specifies the year of that particular reference
Clinical Data (10)  Non Clinical Data (73) Regulatory and other information (7)  Reviews (2) Different colors indicates Unique References

Show/Hide Invitro Columns Clear All Filters on Invitro Data || Export Filtered Invitro Data

»sure or Administration | Duration of Treatment | Duration Units System/Organ Safety / Tolerability / Adverse Effects Conclusion / Comments Reference Type

Salect Select Select Select Salect
NA, Placzek M,
The study reveals that | Krosta I,
Hours Erythrocytes No adverse effects benayl L. .More Ganba ] 2005
»More
NA, Ball IC,
. . Genotoxicity test showed negat FoxallNot
Ur ur Bacteria {.More Mot Available Availab 1 1584
...More
. NA, SainteNot
ur fied ur ied Leukemic B lymphocytes B”;::'[:‘c“hﬂ‘ inhibits the up Not Available AvailableMarie | 1 1990
I(...More
. Reconstructed epidermis - . . Vohr (Bayer
3, 60 Minutes ESTNot(,.,More Corrosive to skin Not Available AG). 2007: o 2007 il
< [ [0 J »

8.5 Regulatory & other information

‘Regulatory & other information’ includes the references to the regulations, and regulatory

requirements for a specific substance.

8.5.1 Ref ID

All references will be given a unique Reference ID. This will help users to identify the references
where two or more studies are discussed in one reference. When user clicks “Ref ID” link in the

“Regulatory & other information” table, entire information of the reference appears as a tabular
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separate with the “Ref ID, Reference, Title, Author, Reference Type and Year information as shown

below

al Data (73) Invitro Data (21) JEEREGTEGLERVNEENINEGLIGEN  Reviews (2)

Reference Source URL
Benzyl Alcohol  OPiMIO" @ e Seeiiis Cerrilulin hitp: food/fs/sc/scH/out138 en.pdf 2002
678 Benzyl Alcohol ;enzyl alcohol - Report(Source(...Mor
79 Benzyl Alcohol Benzyl alcohol regulatory data(...More) hittp: consumers/c tics/cosing/index. cfim?fuseaction=search.details&id=28294
15 Benzyl Alcohol glsurvsy and health assessment(...Mor 2007
543 Benzyl Alcohol E'ta (EEEEIEE I [(Ueadin http://leqacy.library.ucsf.edu/tid/khl05c00/pdF 1007
572 Benzyl Alcohol Benzyl alcohol Oral risk asses(...More) http://www.techstreet.com/direct/nsf/benzy| alcohol Exec Summ 081204.pdf 2004
77 Benzyl Alcohol Scientific Opinion on Flavouri(...More) http://www.efsa.europa.eu/en/efsajournal/doc/2176.pdf 2011
RefID Reference Title Author Reference Type Year
Opinion of the Scientific Committee on Food on Benzyl al:uhn\(Suurc_e. Opinion of the Scientific Committee on Food on Benzyl alcohol(Source:
Opinion of the Scientific Committee on Food on Benzyl alcohol)(Year: " . X
650 N q Opinion of the Scientific Committee on Food on Benzyl alcohol)(Year: o 2002
2002){URL htp'/fec. europa eufoodrisiscisciiout13a_en paf; Opinion of - 5ansnliey e fedt BTt b O 438, en pdf)
the Scientific Committee on Food on Benzyl alcohol D £ en.p

8.5.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as

shown below.

Clinical Data (73) Invitro Data (21) L TEGTR-RUnEEn g E RVl Reviews (2)

Reference Source URL

650 Benzyl Alcohol ;”'"m” TG ST Erurfiulon http://ec.europa.eu/food/fs/se/scffout 138 en.pdf 2002
578 |Benzyl Alcohol gf”zy' alcohol - Report{Source(...Mor hitp://iter.cbenet.net/publicurl/p _report 12 non.cfm?ern=100-51-68kvpe=NCQ ; http://toxnet.nim.nih.gov/cai-bin/sis/search

679 Benzyl Alcohol Benzyl alcohol regulatory data(...More) hittp://ec.europa.eufconsumers/cosmetics/cosing/index. cfm?fuseaction=search.details&id=28294

513 [oenayl Alonet | A survey and hesith sssesamentl.ttor 007
543 |Benzyl Alcohol g‘“ paper(Source: unknown )((..Mo hitp://legzcy.library.ucsf,edu/tid/kh|0S c00/pdf 1997
572 |Benzyl Alcohol | Benzyl alcohol Oral risk asses(...More) http://waw.techstreet.com/direct/nsf/benzv| alcohol Exec Summ 081204.pdf 2004
577  |Benzyl alcahol | scientific opinion on Flavouri(...More) hetp://www.efea.europa. eu/en/efsaiournal/doc/2176.pdf 2011

8.5.3 References

References indicate the source from which the information is extracted. Bibliographic source of the
study report or publication will be provided. The references would be linked to their original source
through DOI. The users who need the details of the study will be able to access the full text, if

available with their subscription or will be able to access the abstract.

al Data (10)  Non Clinical Data (73)  Invitro Dafa (21) JEGENVEGVYERGESHVEILITRIN  Reviews (2) Different colors ind

s Unique References

Reference Source URL

(Opinion of the Scientific Comm(...Mor

850 Benzyl Alcohol ) http://ec.europa.eu/food)fs/sc/scf/out138 en.pdf 2002
678 Benzyl Alcohol zlenzyl alcohol - Report(Source(...Mor http://iter.ctenet.net/publicurl/p report 12 non.cfm?crn=100-51-6&type=NCO : http://toxnet.nim.nih.gov/cgi-bin/sis/search
679 Benzyl Alcohol Benzyl alcohol regulatory datal...More))| http://ec.europa.eu/consumers/cosmetics/cosing/index.cfm?fuseaction=search. details&id=28294
& survey and health assessment(...Mor| http://www?2.mst.dk/common/Udgivramme/Frame.asp?http://www?2.mst.dk/Udgiv/publications/2007/378-87-7052-638-
513 Benzyl Alcohol e) 8/html/kap06 eng.htm 2007

white paper(Source: unknown )((...Mo

543 Benzyl Alcohel re) http://legacy.library. ucsf.edu/tid/khl05c00/pdf 1997
572 Benzyl Alcohal Benzyl alcohal Oral risk asses(...More http://www.techstreet.com/direct/nsf/benzv| alcohol Exec Summ 081204 .pdf 2004
77 Benzyl Alcohel Scientific Opinion on Flavouril...More) http://www.efsa.europa.eu/en/efsajournal/doc/2176. pdf 2011
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8.5.4 Source

Source indicates from which the Reference information is extracted.

Clinical Data (10) Non Clinical Data (73) Invitro Data (21) Different colors indicates Unique References

http://ec.europa.eu/food/fs/sc/scffout138 en.pdf 2002

Regulatory & other information (7)

Reviews (2)

Reference Source URL

850 Benzyl Alcohol glpmlun of the Scientific Comm{...Mor

578 Benzyl Alcohal zlenzy\ alcohol - Report(Source(...Mor

79 Benzyl Alcohol Benzyl alcohol regulatory dataf...More

e Tl e e 2007
543 Benzyl Aloohol | White paper(Source: unknown )(L..to hitp://leqacy.library.ucsf.cdu/tid/khlo5c00/pdf 1997
572 Benzyl Alcohal | Benzyl alcohol Oral risk asses(...More) http:/fwww.techstreet.com/direct/nsf/benzyl alcohol Exec Summ 081204.pdf 2004
577 Benzyl Alcohol | Scientific Opinion on Flavouri(...Mare) http:/fwww.efsa.europa.eu/enfefsajournal/doc/2176.pdf 2011
8.5.5 Source URL
Source URL indicates from which the Reference information is extracted.
Clinical Data (10) Non Clinical Data (73) Invitro Data (21) Regulatory & other information (7) Reviews (2) Different colors indicates Unigue References

= por— ST
850 Benzyl Alcohel gl"'”'”” Tiidie SEEri Gl http://ec.eurcpa.eu/food/fs/sc/sci/out138 en.pdf 2002

578 Benzy! Alcohol glenzy\ alcohol - Report(Source(...Mor

679 Benzyl Alcohol Benzyl alcohol regulatory data(...More

A survey and health assessment(...Mor http://www2.mst.d

513 Benzyl Alcohel & 8/html/kap06_eng.htm 2007

543 Benzyl Alcohol gwte paper(Source: unknown )((...Mo http://legacy.library.ucsf.edustid/khl05c00/pdf 1997

572 Benzyl Alcohal Benzyl alcohol Oral risk asses(...More! http://www.techstreet.com/direct/nsf/benzyl alcohol Exec Summ 081204.pdf 2004

577 Benzyl Alcohal Scientific Opinion on Flavouri(...More Ih_lt :/fwww.efsa.europa.ew/en/efsajournal/doc/2176.pdf 2011

8.5.6 Reference Year

Reference Year Indicator specifies the year of that particular reference

Clinical Data (10) Non Clinical Data (73) Different colors indicates Unique References

Invitro Data (21) Regulatory & other information (7) Reviews (2)

[Ref 10| Exciprent Name r— —— ———
850 Benzyl Alcohal g’i”i”‘ of the Scientific Comm(...Mor http:/fec.europa.euffood/fs/sc/scf/out138 en.pdf 2002

678 Benzyl Alcohol S”Zy‘ alcohol - Report{Source(...Mor htty iter.ctcnet.net/publicurl/p report 12 non.cfm?crn=100-51-6&type=NCO : http://toxnet.nim.nih.qov/cgi-bin/sis/search

679 Benzyl Alcohol Benzy! alcohol regulatory data(...More http://ec.europa.eu/consumers/cosmetics/cosing/index.cfm?fuseaction =search.details&id=28294

513 Benzyl Alcohal ;lsurvey and health assessment{...Mor gl;‘t:mlv;/cv;wgémesrt“d‘htﬁ:m 5007

543 Benzyl Aloohol | White paper(Source: unknown )(L..lo htto://leqacy.library.ucsf.edu/tid/khln5c00/ pdf 1997

572 Benzyl Alcohol Benzyl alcohol Oral risk asses(...More! http://www.techstreet.com/direct/nsf/benzyl alcohol Exec Summ 081204.pdf 2004

577 Benzy| Alcohel Scientific Opinion on Flavouri(...More) http://www.efsa.europa.eu/en/efsajournal/doc/2176.pdf 2011

8.6 Reviews

This includes the references to the general safety and toxicological reviews and specific reviews
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Ex: IPCS, IARC monograph reviews, ASTDR reviews etc.

8.6.1 Ref ID

Version- 1.0

All references will be given a unique Reference ID. This will help users to identify the references

where two or more studies are discussed in one reference. When user clicks “Ref ID” link in the

“Reviews” table, entire information of the reference appears as a tabular separate with the “Ref ID,

Reference, Title, Author, Reference Type and Year information as shown below

Clinical Data (10) Non Clinical Data (73) Invitro Data (21) Regulatory & other information (7) Reviews (2) I

Source URL

704 Benzyl Alcohol Benzyl alcohol, In: Editor: 1(...More http://www.sciencedirect.com/science/referenceworks/3780444510051
758 Benzyl Alcshol Summary data of benzyl alcohol(...More

Different colors indicates Unique References

2008

http://tobaccodocuments.ora/lor/85233462-3493.html?zoom=75080cr position=above foramattedfstart page=1&end page=32 1993

ect
Meyler's Side Effects of Drugs: The International Encyclopedia of
Adverse Drug Reactions and Inferactions (Fifteenth Edition), Elsevier,
Amsterdam, 2006, Pages 444-445, ISBN 9730444510051, 10.

http:/fwww sciencedirect. com/science/referenceworks/9780444510051)

RefID Reference Title Author Reference Type Year
Benzyl alcohol, In: Editor: J.K. Aronson, Editor(s)-in-Chief, Meyler's Side
Efiects of Drugs: The International Encyclopedia of Adverse Drug . " i O :
Reactions and Interactions (Fifteenth Edition), Elsevier, Amsterdam, E;gig ilfcgpfésl-nrﬁfﬁft;;;.ﬁgnéﬁgggggggéjJ?ﬂﬁ:g?gﬁrs i
2006, Pages 444-445  ISBN 9780444510051, 10.(Source: Meyler's Side - .
. N Reactions and Interactions (Fifteenth Edition). Elsevier, Amsterdam,
Effects of Drugs: The International Encyclopedia of Adverse Drug 2006, Pages 444-445, ISBN 9780444510051, 10.{Source: Meylers Side
704 Reactions and Interactions (Fifteenth Edition), Elsevier, Amsterdam Effects of Drugs® The Intemational Encyclopedia of Adverse Drug o] 2006

iggi;\;i%es 444'44,5‘ ISBN 973,0444510051’ 10 vaear7§§§$gﬁgg1) Reactions and Interactions (Fifteenth Edition), Elsevier, Amsterdam,

P - * 2006, Pages 444-445 |SBN 9780444510051, 10.)(Year: 2006)(URL:

8.6.2 Excipient Name

Based on the search criteria the relevant “Excipient Name” appears in the “Excipient Name” column as

shown below.

Clinical Data (10) Non Clinical Data (73) Invitro Data (21) Regulatory & other information (7) Reviews (2) I

Source URL

Different colors indicates Unigue References

704 Benzyl Alcohol Benzyl alcohel, In: Editor: 1(...More) http://www.sciencedirect.com/science/referenceworks/3780444510051 2008
758 Benzyl Alcohol Summary data of benzyl alcohol[...More http://tobaccodocuments.ora/lor/59233462-3493.html?zoom=750&ocr_position=above foramattedstart page=1&end page=32 1993

8.6.3 References

References indicate the source from which the information is extracted. Bibliographic source of the

study report or publication will be provided. The references would be linked to their original source

Search Results
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through DOI. The users who need the details of the study will be able to access the full text, if

available with their subscription or will be able to access the abstract.

s Unigue References

Clinical Data (10) Non Clinical Data (73) Invitro Data (21) Regulatory & other information {7) ( Different colors indicate

2006

Benzyl Alcohol  |Benzyl alcohol, In: Editor: J(...More)

Benzyl Alcohol Summary data of benzyl alcohol(...More

8.6.4 Source

Source indicates from which the Reference information is extracted.

@

Clinical Data (10)  Non Clinical Daia (73) Invitro Data (21) ~ Regulatory & other information (7) Reviews (2) I Different colors ind Unigue Reference:

Source URL

Reference

2006

704 Benzyl Alcohal Benzyl alcohol, In: Editor: 1(...More http://www .sciencedirect.com/science/referenceworks/9780444510051
1993

758 Benzyl Alcohol Summary data of benzyl alcohol(...More

8.6.5 Source URL

Source URL indicates from which the Reference information is extracted.

Unique References

Clinical Data (10)  Non Clinical Daia (73) Invitro Data (21) ~ Regulatory & other information (7) Reviews (2) I Different colors i

704 Benzyl Alcohol Benzyl alcohol, In: Editor: 1(...Mare)

ttp://www.sciencedirect.com/science/referenceworks/9780444510051 2006

758 Benzyl Alcohol | Summary data of benzyl alcohel ...More) 1993

8.6.6 Reference Year
Reference Year Indicator specifies the year of that particular reference

ces

Clinical Data (10)  Non Clinical Daia (73) Invitro Data (21) ~ Regulatory & other information (7) Reviews (2) I Different colors i
Source URL

704 Benzyl Alcohol Benzyl alcohal, In: Editor: J(...More http://www.sciencedirect.com/science/referenceworks/9780444510051

758 Benzyl Alcohol Summary data of benzyl alcohol(...More
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8.7 Customization using Filters

In the STEP application user is allowed to customize the excipient selection by selecting more than one

excipient using “Search BY Excipients” as shown below using CTRL key

Search BY Excipients

Search BY Excipients

Excipient Name Acesulfame K| |Alcohal| | Aspartame| |Benzalkonium Chiaride T ions on Search BY Excip page:

There are several ways you can search for the
excipients. You can search by excipient name

(eg. propylene glycol), or by CAS Number ( eg.
57-55-6), by synonym ( eg 1,2 propanediol) or

il »

Aspart:

ame
Benzalkonium Chloride = by function { eg. solvent

Select from drop down or enter enter minimum
Synonyms

et eemneokior Select from drop down or enter minimum of 3 characters to populate of 3 characters to populate suggestions.
3-Amino-N-(alpha-Carboxyphenethyl)Succinamic Acid N-Methyl Est » If you don't find the excipient in the excipient
Aleohol = name box , try searching in synoynms.
dlkohol . For Multiple Excipient/Function Selection:
Alleyl Dimethyl Benzyl Ammonium Chioride
Allcyl Dimethylbenzyl Ammonium Chioride - Please use "Ctrl" or "Mouse click & drag” to
select multiple search terms.OR please use " +
" icon to open excipients list box for selection.
CAS Registry Number Select from drop down or enter minimum of 3 characters to populate - "
47 Progressive search will be based and filtered
23?133_547 » on the values already selected in dropdowns.
8001-54-5

If you've selected a large dataset the results
could take some time to load.

Refine your search by using the filters provided
: on the results page or there is also a Searc
Function Select from drop down or enter minimum of 3 characters to populate T o e oy ke e vy e et e o

- Select -- = excipients by study type, age, or effects or
Antimicrobial agent = restrict your search to particular study type,
Antimicrobial preservative age or effect.

Antiseptic

Disinfectant 2

Search FOR Excipients

Then click “Submit” button then below page appears

EU I' F 5 <//ST P database us i

Database of safety and taxicity of excipients Unitod States. JFetention
for paediatrics iz
;2, bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout
|Excipient(s) Intermediate Page | Back
Number of Excipients found: 4

Clan

[Cl Acesulfame K

[T Atconol

DAspartame

["IBenzalkonium Chioride

Submit
Developed by GYKYEIO Contact Feedback Disciaimer GISTAR G BIOM

In the above page user is allowed to select one or more than one excipient name using check boxes

As shown below
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i
E J Eé ATP database

Database of safety and toxicity of excipients
for paediatrics.

£ bodhanapu venkata reddy  (Yourlogin session will expire after 30 minutes of inactivity)

uspi

Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

| Excipient(s) Intermediate Page| Back

Number of Excipients found: 4

[Clan
[ Acesulfame K
[Tl Ateonot

Developed by leaBIO Contact Feedback Disclaimer

Click “Submit” to retrieve the results. Then the “Search Results” page appears as shown below

%T P database

Ditab i urs fetr and toxicity of excipients.

2 bodhanapu venkata reddy  (vour login i i 30 minutes of i

Search Results | Back Total References: 15

General Information

Excipient Chemical Name: Benzalkonium Chioride
CAS Registry Number: 8001-54-5

Excipient Category/Function -
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:

Non Clinical Data (3)  Invitro Data (1) Regulatory and other information (5)  Reviews (3}

‘Search BY Excipienis | Search FOR Excipients | Export | User Guide | Help | Logout

US‘

United States

Record 1 071

Excipient Navigation

Different colors indicates Unique References

Show /Hide Clinical Columns

Benzalkonium

Bem Other study type | Adult 34 (Mean age)  Years Male Topical
. Other study type
171 ?;T‘Z“L"“”“"“ ~Lab/Drug de Adult Unspecified Unspecified Male Topical
oride L:More)
1016 Benzalkonium | |specified Adult 18 to 51 vears HMale Topical
Chioride

| Clear Al Filters an Clinical Data || Export Filtered Clinical Data |I

Hours
0 “ a8 Hours
0.5 (15) T GE, | an Hours

Developed by GWKYBIO

Contact Feedback Disclaimer

SESTAR GCBIOM

Here user can able to filter the data in all 3 (Clinical Data, Non Clinical Data and Invitro Data) tabs in 2

ways.

a. Horizontally (Row wise) Filtering.
b. Vertically (Column wise) Filtering.
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f -

EuPFi AT:_ P dotobase usptt
e Database of safety and toxicity of excipients United States JIeriy.

for paediatrics I

2 bodhanapu venkata reddy  (vour login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout

Search Results Back Total References: 15 Record 1 of 1

Excipient Navigation
General Information

Cl i Name: B ium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function -
Pharmacopoeial Status:

[# Regulatory Status:

¥ Synonyms:

1| Acceptable Daily Intake:
Revision Date:

Non Clinical Data (3)  Invitro Data (1) | R v and other i tion (5)  Reviews (3)

how/Hide Clinical Columns

Clear All Filters on Clinical Data

Route of Exposure or Administration oo
I --select-- |w II —select— v II —-Select—  w II —-Select-- | I —-select--  w I —select—- v II --Select-—- |+ IW I --sele
121 Benzalkonium | other study type | Adult 34 (Mean age) | Years Male Topical 0.5; 1 % ag

. Other study type
171 Benzalkonium ~Lab/Drug de Adult Unspecified Unspecified Male Topical 0.5 %
-..More’
Benzalkonium § . % wiv

1016 i Unspecified Adult 18 to 61 vears Male Topical 0.5 (15) Parduddel

< >

A. Horizontal (Row wise) Filtering:

For example user is trying to apply the filters on Clinical Data tab;

a. User is applying the filtering criteria on any one of the columns, say Ref ID as shown below.
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EU'“FA <’{ST P database us ‘

Praateic
Database of safety and toxicity of excipients United States mnmn
for paediatrics nicative

& bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | UserGuide | Help | Logout

Search Results Back Total References: 15 Record 1 of 1
Excipient Navigation

General Information

Excipient Chemical Name: Benzalkonium Chloride

CAS Registry Number: 8001-54-5

Excipient Category/Function :
Pharmacoposial Status:
Regulatory Status:

Synonyms
Acceptable Daily Intake:
Revision Date:

(e VEEYR) M Non Clinical Data (3)  Invitro Data (1) Regulatory and other information {(5) ~ Reviews (3) Different colors indicates Unique References

how/Hide Clinical Columns # Clear All Filters on Clinical Data | | Export Filtered Clinical Data
I --Select- v II --Select-- v II --Select-- v II --Select-- v II --Select-- v IW --Sele

--Select--  |w --Select—- v

. Other study type
71 E:P;:L?mum - Lab/Drug de Adult Unspecified Unspecified Male Topical 0.5 U
...More
Benzalkonium § . % Wiy
016 Chioride Unspecified Adult 18 to 61 Years Male Taopical 0.5 (15) Cham
< >

Filter criteria is on ‘Ref ID” with ‘171, 1016’ Value.
Based on the filter criteria the corresponding values will be filtered in the Clinical Data table.

b. If user wants to apply the filter on any one of the other fields, say “Age” as shown below.
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EuTFi <"Z3T P database Usp

United States JLiil,,

Database of safety and toxicity of excipients Aremein

for paediatrics

& bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout
Search Results Back Total References: 15 Record 1 of 1
Excipient Navigation

General Information

Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function :
Pharmacopoeial Status:
Regulatory Status:

Synonyms:
Acceptable Daily Intake:
Revision Date:

(e, EEYE)l  Non Clinical Data (3)  Invitro Data (1) Regulatory and other information (5)  Reviews (3) Different colers indicates Unique References

how /Hide Clinical Columns [ Clear All Filters on Clinical Data | | Export Filtered Clinical Data

Ref ID Excipient Name Study Type Age Category m Route of Exposure or Administration m Dog

. . % WiV
Unspecified Adult 18 to 61 Years Male Topical 0.5 (15) Chamb

B

Benzalkonium
Chloride

o

Filter criteria is on ‘Ref ID’ with ‘171, 1016’ value and ‘Age’ with ’18 to 61’ value.

Based on the filter criteria the corresponding values get progressively filtered in the Clinical Data
table.

If the user want to apply the filter on the already filter applied field(s), in the dropdown of the field
will contain the distinct values of the visible rows from the data (i.e. Already filter applied value
(121) in that respective field (Ref ID) will not be displayed).

User can able to Clear all filters which are applied on that particular tab will be cleared by using
“Clear All Filters on Clinical Data” Button as shown below.
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| 4
E U I~ F é 4q ST P database

Database of safety and toxicity of excipients
for paediatrics

a2 bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | UserGuide | Help | Logout

Search Results Back Total References: 15 Record 1 of 1

Excipient Navigation
General Information

Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function :
Pharmacoposial Status:
[# Regulatory Status:

¥ Synonyms:
¥ Acceptable Daily Intake:
Revision Date:

(& EYE)M  Non Clinical Data (3)  Invitro Data (1) Regulatory and other information (5)  Reviews (3) Different colors indicates Unique References
Show/Hide Clinical Columns ¥ Clear All Filters on Clinical Data || Export Filtered Clinical Data

--Select—- | w --Select--  » --Select-  |w --Select--  w --Select--  w --Select-- v --Select—  w --Select-- v --Select—- --Sele
121 gﬁilnz:i’!lk:mum Other study type = Adult 34 (Mean age) Years Male Topical 0.5; 1 % aq

. Other study type
171 E:ruzr?:j?mum - Lab/Drug de Adult Unspecified Unspecified Male Topical 0.5 %
{...More
Benzalkonium - . % wiv
1016 Chloride Unspecified Adult 18 to 61 Years Male Topical 0.5 (15) Chamt
< >

This will be applicable for all the fields in the Clinical Data tabs where ever it is applicable.

The same filtering functionality will be applicable for Non Clinical Data and Invitro Data tabs in the
“Search Results” page.

Note:

1. User can identify the filter(s) applied field(s) by observing the filter image(s) beside the field(s)
name.

2. Once the filter is applied on the particular filter then again user wants to apply the filter on the
same field then the only values which are visible are available in the dropdown to filter the
data. (l.e. if user wants to change the filtering criteria then user will clear the filters by clicking
on Clear All Filters button on the particular tab/section wise.)

B. Vertical (Column wise) Filtering:

For example user is trying to apply the vertical (Show/Hide) filters on Clinical Data tab;

Proposed functionality is as below.
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a. If Useris trying to apply the vertical filter(s) on any one of the columns, say Ref ID as shown
below.

EuPFi LETEP deretnae Uusptt

Database of safety and toxicity of excipients e
for paediatrics e

2 bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | UserGuide | Help | Logout
Search Results Back Total References: 15 Record 1 of 1

Excipient Navigation
General Information

Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function -

harmacopoeial Status:
egulatory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:

al Data Non Clinical Data (3)  Invitro Data (1)  Regulatory and other information (5)  Reviews (3) Different colors indicates Unique References

[Show /Hide Clinical Columns Clear All Filters on Clinical Data | | Export Filtered Clinical Data

Cirerio Routo of Exposurs or Administrotion | Dose | Dose Unit=— ] Durat]

M Excipient Name
B Study Type --Select-—- |~ |l --Select—— |~ |l —-Select— ~ |l ——Select— ~ —-Select— |~ M —Select—  ~ [ —sele
as

|

1 age Category

M age B4 (Mean age)  Years Male Topical 0.5; 1 =% aq

[ age units

1 Gender ~

[~ Route of Exposure or Administration Unspecified Unspecified Male Topical 0.5 % a8

Benzalkonium " ; % wiv (ul/Finn

Benzalk Unspecified Adule 18 to 61 Years Male Topical 0.5 (15) Charnery a8
< >

Based on the filter criteria the corresponding Column & Values will be hidden on the Clinical Data
table.

If user wants to apply the filters on any one of the other fields, say “Excipient Name” as shown below.

Eu 'fF A (l‘/ST P database us i

Pediarioic
Database of safety and toxicity of excipients United States Rroeiiion

for paediatrics (it
£, bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout
Search Results Back Total References: 15 Record 1 of 1

Excipient Navigation
General Information

Excipi C i Name: Ex nium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function -
Pharmacopoeial Status:
Regulatory Status:

Synonyms.
Acceptable Daily Intake:
B Revision Date:

Clinical Data (3) Non Clinical Data (3) Invitro Data (1) Regulatory and other information (5) Reviews (3) Different colors indicates Unique References

how/Hide Clinical Columns [#I Clear All Filters on Clinical Data || _Export red cal Data
= oy e ot Expomre o o] o] oo oot roaret]
e I e r——— " ..s.e|ect_|.. - r..5e|ect_|.. - r-—Se\ectﬂ-- - WI ..s.e|e¢_|.. - r..5e|ect_|.. - r-—SeIect—1- - [
Other study type = Adult 34 (Mean age)  Years Male Topical 0.5; 1 % aq ag F
Other study type
- Lab/Drug de Adult Unspecified unspecified Male Topical 0.5 % 48 3
...More’
Unspecified Adult 18 to 61 Years Male Topical 0.5 (15) E’?‘:rf]‘i’)éﬂ)"’ﬁ”" a8 v
.
< >
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This will be applicable for all the fields in the Clinical Data tab where ever it is applicable.

The same filtering functionality will be applicable for Non Clinical Data and Invitro Data tabs in the
“Search Results” page.

8.8 Show/Hide Columns

User is also allowed to view or to hide the required columns using the “Show/Hide Columns” as shown
below

Mon Clinical Dafa (3)  Invitro Data (1)  Regulatory and other information (5) ~ Reviews (3) Different colors indicates Unique References

ow/Hide Clinical Columns =/ | Clear Al Filters on Clinical Data | Export Filtered Clinical Data I

Ref D Exclplenl Name Study Type Age Category _ Age Units Route of Exposure or Administration “m Duration of Treatment m

121 gg‘"ﬂz:él:m”m Other study type Adult 34 (Mean age) Years Male Topical Hour.
Other study type

171 E:rﬂz’?‘lﬂzonlum - Lab/Drug de Adult Unspecified Unspecified Male Topical 0.5 % 48 Hour
-..More

Benzalkonium

(=]
=
o

Unspecified Adult 18to 61 Years Male Topical 0.5 (15) % wiv (WI/Finn | 4q

1018 Chloride Chamber) Hourl
When user clicks “[+]” besides “Show/Hide Columns” then it displays all the columns in the page as
shown below. By default all the columns appears in the checked state.

Clinical Data (3) Non Clinical Data (3) Invitro Data (1) Regulatory and other information {5) Reviews (3) Different colors indicates Unigue References

IShow/Hide Clinical Columns &I Clear All Filters on Clinical Data || Export Filtered Clinical Data I

rero e Chows _ hae U e ————— “m — m
¥ Excipient Name L
Age Category i
#age Adult 34 (Mean age)  Years Male Topical Hour
Age Units
Gender
Route of Exposure or Administration ~| Adult Unspecified Unspecified Male Topical 0.5 % 48 Hour
{..More

Benzalkonium - % wi/v (pl/Finn
1016 P Unspecified Adult 18to 61 Years Male Topical 0.5 (15) il a8 Hour
« i v

User is allowed to customize the required columns to display the information using the check boxes as
shown below
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Non Clinical Daia (3) Invitro Data (1) Regulaiory and other infermation (5) Reviews (3) Different colors indicates Unigue References

Show/Hide Clinical Columns =

Clear All Filters on Clinical Data || Export Filtered Clinical Data I

=
f 1D B8 | Route of Exposure or Administration m Duration of Treatment | Duration Units | Frequency of Administration | System/Organ | Safety / Tol
[ §xcipient Name
adyType | Select— v | | —Select— v Ml —Select— x| -Select— || | —Select— v | Se\ect | —Select- v
[ 4ge category
] ge Topical Hours Unspecified [S”t:ti:nmentaw Irmtant cont
ge Units i
[ Jikender
oute of Exposure or Administration | Tapical 0.5 % a8 Hours once Integumentary | g qfing or ;
TFore] Hrte
% wiv (ul/Finn Integumentary Predominan
1016 Unspecified Years Topical 0.5 (15) btdod 48 Hours Once ik reom!

r

When user selects the required columns then the page gets refreshed and search results page only
displays the selected columns as shown below

(Wil R ) Non Clinical Data (3)  Invitre Data (1) Regulatory and other information (5) ~ Reviews (3) Different colors indicates Unique References
IShow /Hide Clinical Columns Eil

Clear All Filters on Clinical Data | Export Filtered Clinical Data

Ref ID Study Type Route of Exposure or Administration Reference Year

m___-

na, willis €M,
12 Other study type Years Topical Stephens 1M, 1988

Wi(...More

Na, Willis
171 Other study type - Lab/Drug de{...Mare] Unspecified Topical g‘:"ﬁite"hens 1992
...Maore
Na, Willis
Unspecified Years Topical g\l ,v?itephens
{...More)

=]
=)

1989

8.9 Navigations in Search Results page

Whenever user selects more than one excipient as shown below

EU |JF5 (’JST P database us A\ ‘

Dmum ol sahl\l and toxicity of excipients v s |1

& bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Excipien‘b(s) Intermediati Pagel Back

Number of Excipients found: 3

lan
enzalkonium Chioride
Benzyl Alcohol

Propylene Glycol

Developed by GVK’B\O Contact Feedback Disclaimer

Then clicks “Submit” button search results page appears displaying the corresponding information

along with the navigation links to navigate in between the excipient selected as shown below
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. v,
E U"Fﬂ \/‘ STEP database

Database of safety and toxicity of excipients
for paediatrics

Q bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipienis | Export | User Guide | Help | Logout

Search Results Back

Total References: 15 Record 1 of 3

Excipient Navigation
General Information 1 Go | WFirst <Previous »Next IvLast
Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function
Pharmacopoeial Status:
Regulatory Status
Synonyms:

Acceptable Daily Intake
Revision Date:

Clinical Data (3) Non Clinical Data (3) Invitro Data (1) Regulatory and other information (5) Reviews (3) Different colors indicates Unigue References
[Show/Hide Clinical Columns Clear All Filters on Clinical Data || Export Filtered Clinical Data I

-Select- v Ml --Select- v Bl --Select-- | B --Select-- | B --Select— v QN --Select— |» QN --Select-- |w W --Select-- v —Select-  |w| il --Select-- || Bl --Select- v --Selec
121 gi[‘::"jk:”'“m Other study type Adult 34 (Mean age) | Years Male Topical 0.5; 1 % ag 48 Hours
Gther study type
171 Eg'ﬂ;?;?"‘“m - Lab/Drug de | Adult Unspecified Unspecified Male Topical 0.5 % 45 Hours
L...More}
1016 Benzalkonium u fied Adult 18 to 61 ¥ Mal T | 0.5 (15) %o wiv (WI/Finn g H
i nspecifie u o ears ale opica H Crambn ours
« i v
0 GISTAR G BIOM
Developed by GV BIO Contact Feedback Disclaimer e -l

When user selects multiple excipients then only these navigation links appears using which user can

view the search results information of the related excipient.
Based on the selection initially “Benzalkonium chloride” information is displaying as shown below.

Here user is able to navigate among the excipients by using excipients navigation by using respective

links (First, Previous, Next and Last) or Giving direct record number in the text field and then clicks on
Go button.

Excipients navigation by using respective links like below,
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Search Results  Back

General Information

Excipient Chemical Name] B
CAS Registry Number: 100-51-6

Excipient Category/Function :
Pharmacopoeial Status:
Regulaiory Status:
Synonyms:

‘Acceptable Daily Intake
Revision Date:

Clinical Data (10)

Non Clinical Data (73)

User Guide

Invitro Data (21)

Regulatory and other information (7)

Total References: 93

Reviews (2)

Version- 1.0

Record 2 of 3

Excipient Navigation

2 Go IilFirsl «<Previous >Next IrLast

Different colors indicates Unique References

Show/Hide Clinical Columns

Clear All Filters on Clinical Data

Export Filtered Clinical Data

Case study

ADME/Pharmacokinetics
studies

ADME/Pharmacokinetics
studies

Adult

Preterm
newborn infants

(born (...More)

Term newborn
infants (0 to 27
{...More)

Unspecified

Unspecified

Unspecified

Unspecified

Unspecified

Unspecified

Male/Female

Unspecified

Unspecified

54 Benzyl Alcohol
933 Benzyl Alcohal
933 Benzyl Alcohal
<

[

Topical

Parenteral

Parenteral

% Unspecified
" . " = a =
" . " = a =

Excipients navigation by giving record number and clicks on Go Button as like below,

Search Results  Back

General Information

Excipient Chemical Name: Propylene Glycol

CAS Registry Number: 57-55-6

Excipient Category/Function :
Pharmacopoeial Status:
Regulatory Status:
Synonyms:

‘Acceptable Daily Intake:

Revision Date:

Non Clinical Data (158)

Invitro Data (35)

Regulatory and other information (55)

Total References: 316

Reviews {16)

Record 3 of 3

Excipient Navigation

First <Previous >»Next IrLast

Different colors indicates Unique References

Show /Hide Clinical Columns

I_I, Sereet- I_Ism,, I_-,,SE.M,, ﬁ——saem—— I_I,,SE.M,, I_I,,SE.M,, I_I,,SE.EQ,, IT-I_ISM ﬁ——saem— I_I,,SE.M

Propylene Glycol

‘m

121 Propylene Glycol
122 Propylene Glycol
123 Propylene Glycol

Randomized controlled

clinicalf...More’
Other study type

Randomized controlled
clinical(...More’

Unspecified

Adult

Adult

Unspecified

Unspecified

21-28

34 (Mean age)

Unspecified

Unspecified

Years

Years

Unspecified

Unspecified

Male/Female

Male

Unspecified

Unspecified

n

oral

Topical

Parenteral

Topical

Clear All Filters on Clinical Data

Export Filtered Clinical Data

: 8 (In water)  Ratio

S0; 100

% ag 48
vol % 1
% 1

Note:

e [f user clicks on Ref ID from any section (Clinical Data, Non Clinical Data, Invitro Data,
Regulatory & other information and Reviews), it will display the details about that particular
reference. Once if the user moved from one tab/section to another then that reference details

will be disappear.
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8.10 Filtered Data Export

Version- 1.0

This application will provide the “Option of exporting only the data that has been filtered by the user”.
Filtered data export feature is available for 3 sections (Clinical Data, Non Clinical Data and Invitro Data)

Here user can export the data that has been filtered either horizontally or vertically or combination of

both filters. For this user can find the respective button(s) to export the filtered data in the search
results page in 4 cases as given below.

Database of safety and toxicity of excipients
for paediatrics

,,Z' [ ]
EuPFi &"STI P darabase Us P‘Fl

2 bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Expert | User Guide | Help | Logout

Search Results  Back Total References: 15 Record 1 of 1

Excipient Navigation
General Information
Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 8001-54-5

Excipient Categery/Function :
Pharmacopoeial Status:
Regulatory Status:

1 Synonyms:

[ Acceptable Daily Intake:
Revision Date:

(e EEYE)M  Non Clinical Data (3)  Invitro Data (1) Regulatory and other information (5)  Reviews (3) Different colors indicates Unigue References
Show/Hide Clinical Columns Clear All Filters on Clinical Data || Export Filtered Clinical Data
Sty Type | hgo Catorory oo of xpure or Adninisi

0 Dose Do
--Select-- | w —-Select--  |w --Select-—-  w --Select—-  w --Select-- | » --Select-- | w —-Select--  |w --Select--  w --Select— | w --Sele
121 gﬁrnz:'ljl;anlum Other study type Adult 34 {Mean age) Years Male Topical 0.5; 1 % aq
. Other study type
171 gﬁruz:aléonlum - Lab/Drug de Adult Unspecified Unspecified Male Topical 0.5 %
{...More
Benzalkonium - . % w/v
1016 Chioride Unspecified Adult 18 to 61 Years Male Topical 0.5 (15) Chamt
< >
Case: 1
.

Filtered Data export by applying Horizontal Filters:

Here user can able to export the filtered data by applying horizontal filters in search results page for
clinical data.
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EuPFi

CAS Registry Number: 3001-54-5

Excipient Categery/Function -
Pharmacopoeial Status:
Regulatory Status:

ynonyms:

Acceptable Daily Intake:
Revision Date:

| Data (3)

Non Clinical Data (3)

AT" P database

Database of safety and toxicity of excipients

Invitro Data (1)

(3)

for paediatrics e
2, bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | UserGuide | Help | Logout
Search Results Back Total References: 15 Record 1 of 1
Excipient Navigation
General Information
i Chemical Name: B vium Chloride

Different colors indicates

ical Columns [+

usgf

Unigue References

| Clear all Filters on Clinical Data |

Export Filtered Clinical Data

1018 Benzalkonium | ynspecified Adult 18 to 61 Years Male Topical 0.5 (15) oAk
o v
< >

If user wants to export this filtered data, then click on “Export Filtered Clinical Data” button.

It will display one dialog box, which will contain all the fields available in that respective table like

below.

EuPFi

2, bodhanapu venkata reddy  (Your log|

Search Results Back
General Information
ipi Cl 1l Name: B iU

CAS Registry Number: 3001-54-5

Excipient Category/Function :
Pharmacopoeial Status:

[+ Regulatory Status:

¥ Synonyms:

[#] Acceptable Daily Intake:

[* Revision Date:

Mon Clinical Data {3

Export Filtered Clinical Data

Clinical Data Fields

[+ an

[VRef 1D

[+] Excipient Name

[ study Type

[+ age category

¥ age

[+ age units

[+ Gender

[ Route of Exposure or Administration
¥ pose

[ Dose units

[+ puration of Treatment

[ puration Units

[V Frequency of Administration
[+ System/Organ

[ safety / Tolerability / Adverse Effects
[V bosage Form

[ conclusion / Comments

[ reference

[V Reference Type

[ reference vear

["Export to Excel § | Export to PDF |

jch FOR Excipients |

usphi

Export | User Guide

Different colors indicates Unique References

inieiaive

| Help | Logout

Record 1 of 1

Excipient Navigation

|_|,,52.m,, |_|,,56.m,, [soec v saea— v seei— < |_|,,SE.M,, |_|,,56.m,, ==

1016 Benzalkonium | \jnspecified Adult 18 to 61 Years Male Topical 0.5 (15) SR
< >
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Here user can again filter the columns based on his/her need. And then click on Export to Excel/Export

to PDF.

Based on the given export, the filt

ered data will be exported like below.

I

[{[t=# [/ Ex] e

Syslem/Organ
Safety / Talersbility / Adverss
Effects

Dosage Form
Conclusion / Comments
Retference

Relerence Type
Reference Year

Search Results

Inlegumenlary Syslem

Predominantly mild in reactions with three negativs reactions. mild and patchy spongiosis with
exocyiosis of small number of predominantly mononuclear cells, occasional focl of necrotic damage
in the upper stratum spionosum, ultrastructuarally the affected keratinocyte= were characterized by
shrunken pyknofic nuclel, disrupted organelles and membranz and cnnsiderable infracytoplasmic
vacuolaticn, lipid accumulation within keratinocytes was rarely observed

Patch
The patch tests of benzalkonium chloride an human skin produced predominantly mild reactions

NA, Willis CM, Stephens CJ, Wilkinson JU. Epidermal damage induced by imitants in man: a hght
and election microscopic sludy. J Invesl Denmalol. 1989 Nov 93(5) 895-9(url.
http:/Avwwr ncbi.nlm.nih.gov/pubmed/2784552), NA | 1089, NA(NA), NA NA

J
1989

Page 199

1/1 8 ® 159% - ] | Find -
Clinical Data:
Record No: 1
Ref ID 1016
Excipient Nams Benzaikonium Ci
Sludy Type Unspecilied
18 1o 61
Age Units Years
Gende Male
Route of Exposure or Topical
Administralion
Dose 0.5 (15) L
Dose Unils % wiv (ul/Finn Charmber)
Duration of Treatment 18
Duration Units Haours
Frequency of Administration Once
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Case: 2:
Filtered Data export by applying Vertical Filters:

Here user can able to export the filtered data by applying vertical filters in search results page for
clinical data.

E U ;"Fﬂ <j':/\3T P database us . i

Database of safety and toxicity of excipients

States Yirmeistion
Iniative
for paediatrics

& bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | UserGuide | Help | Logout

Search Results Back Total References: 15 Record 1 of 1

Excipient Navigation
General Information

Excipient Chemical Name: Benzalkonium Chloride
CAS Registry Number: 8001-54-5

Excipient Category/Function :
Pharmacopoeial Status:

[# Regulatery Status:

# Synonyms:

[# Acceptable Daily Intake:

[# Revision Date:

l ical Data (3) Non Clinical Data (3) Invitro Data (1) Regulatory and other information (5) Reviews (3) Different colors ipdicate
how /Hide Clinical Columns [

Sy e | e oy oo of Epomrs o ammraion | e |

I—-Select-- vI --Select--  |» I--Se\act-- vII --Select-- VIW -

Other study type  Adult 34 (Mean age) Years Male Topical 0.5; 1

% ag 48
Other study type
- Lab/Drug de Adult Unspecified Unspecified Male Topical 0.5 % 48
(...More
" . % w/v (ulfFinn
Unspecified Adult 18 to 61 Years Male Topical 0.5 (15) Chamber) 48

If user wants to export this filtered data, then click on “Export Filtered Clinical Data” button.

It will display one dialog box, which will contain all the fields available in that respective table and user
can identify that the columns which are hidden in search results page are in uncheck mode like below.
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| Export Filtered Clini ®
-
E J .IE) F i Clinical Data Fields u 5 ﬁ‘
[lan
Beaen s P - Pediatoic
[IRef ID metien
[ Excipient Name
2 bodhanapu venkata reddy  (Your login session will ef [Vl Study Type lents | Export | UserGuide | Help | Logout
|| Yl age category
%] Age
Search Results  Back [ age units Record 1 of 1
[ Gender
[ Route of Exposure or Administration Excipient Navigation
General Information IDose
[ bose Units
Excipient Chemical Name: B tium Chloride ] Duration of Treatment
CAS Registry Number: 8001-54-5 [ buration Units
| Frequency of Administration
Excipient Category/Function : [ system/organ
PRI S i [/] safety / Tolerability / Adverse Effects
Regulatory Status: [v] Dosage Form
Synonyms: [ conclusion / Comments
Acceptable Daily Intake: [ Reference
Revision Date: [ Reference Type
[V Reference Year . .
Clinical Data (3) Non Clinical Data (3} Invitro D: Different colors indicates Unlgue References
how/Hide Clinical Columns & TS e rs on Clinical Data || Export Filtered Clinical Data |
Age Category Age unis wenaer | Route o EXPOSUre or AQrmiswraton 1 Dose Units Duration of Ireatment
-—Select-- |» I —Select— II —Salect— II --Select— II ——Select— IWI --Select—- II —Select— II -—Select-—- -[
Other study type Adult 34 (Mean age) Years Male Topical 0.5; 1 %% aq
Other study type
- Lab/Drug de Adult Unspecified Unspecified Male Topical 0.5 %% 48 13
...More:
. . % wiv (ul/Finn
Unspecified Adult 18 to 61 Years Male Topical 0.5 (15) Chamber) 48 13
< >

Here user can again filter the columns based on his/her need. And then click on Export to Excel/Export
to PDF.

Based on the given export, the filtered data will be exported like below.

= |

i Ho-e-s EupfiFilteredResults ClinicalData_V [Compatibiity Mode] - Microsoft Excel
8 —
\—jﬁnme | nset Page Laycut “ormulas Data Review View ASAP Utilities @ - 7 x

Wrap Text General - % ﬁ Mormal Bad E— % @ ;IAM:SUM' ﬂ Eﬁ
- ] Fin -

Merge & Center =[S = % 3 |[% %8|| Conditional Format  Good Neutral _ || set Celete Format Sor & Find &
i ZETREET = E e E <2 Clear~  Fitter~ Select -

-lla A
|

F Format Painter
Cliphoard = Font

118 - @ % [

a

Algnment = Number = Styles Cell: Editing

2] c D E E e H LT K L v N ) P Q £
1 [study Type Age CatetAge Age Units Gender Route of [Dose  Dose Unit Duration ( Duration | Fraquenc System/O Safety / T Dosage Fi Conclusio Reference Reference Reference Year
2 [Other study typs Aduit 34 (Mean iYears  Mae Topica 0.5 1 %aq 'as Hours  Urspecifie Integumen Irrtam: con Patch  The optimuMA, Willis J
= [other study typs - LabDrug pment Aduit Unspecifie | Mae Topica 0.5 Hours  once Intequmen Scaling o Patch  The study NA. Willis J 1392
4 [nspecified Aduit 181061 Years  Mae Topica 0.5 (1£) %w!v(pl!F'tiE Hours  Once Integumen Predomina Patch  The patch NA, Willis J 1389
€
€
T
€
<

8l

A
Ready |
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Clinical Data:
Record Mo: 1
Sludy Type

Age Categony
Age

Age Units
Gesnder

Route of Exposure or
Administialion

Dosa

Duwse Unils

Duraticon of Treatment
Duralion Unils

Frequency of Administration
SyslermfOrgan

Safety / Tolerability # Adverse
Effects

Deosage Form
Conclusion / Comments

Reference

Reference Type
Heterenca Yeaar
Record No: 2
Study lype
Age Category
Age

Age Units
(sender

Route of Exposure or
Admimstration

Dose

Novse Liniks

Duration of Treatment

I uration Linits

Frequency of Administration
Hystem/Irgan

Safety / Tolerability / Adverse
Effecis

Dwsage Form
Ceonclusion / Comments

Reference

Heterence | ype
Reference Year
RHeocord Mo: -
Study Typs
Age (lategony
Age

Agea Units
Cender

Houte ot Fxpasure or
Administialion

Dosa

Duwse Unils

Dwuraticon of Treatment
Dunalion Unils

Frequancy of Administration
Systermn/Organ

Satety / lolerability 7/ Adverse
Cffects

Dosage Form
Conclusion / Comments
Reference

Reference Type

Olher sludy lype
Adult

34 (Mean age)
Years

Male

Topical

0.5; 1

o Ay

48

Hours

Unspecified
Inleguimernlany Syslem
Irritant contact dermatitis

Patch

The optimum concentration of benzalkonium chloride to induce mild to moderate skin reactions is
cstimated to be 0.5% using patch tests

MA, Willis CM., Stephens JM, Wilkinson JD. Experimentally-induced irmitant contact dermatitis.
Determination of optimum irfitant concentrations. Contact Dermatitis. 1988 Jan; 18(1):20-4, NA,
TYEE, MARNAYN, MNA-MNA

-J
1988

Other study tyrpe - Lab/Uirug dewvelopment studies
Adult

Unspecred

Unspecified

Male

Topical

0.5

i

48

Hours

once

Intequmeantany System

Scaling or faint, patchy erythema, EIE‘I.‘HEI‘HG with mild edema, erythema with moderate edema,
marke erylhem:: with vesiculation, keratinoccyte proliferation

Palch

Tha study in healthy nom atopic male sub}ects indicates that the cellular l::hangles like preliferation in
keralinocyles wer e ielated o chiemical nature ol irilants like bencalkoenium chiloride and ils specilic
biochemical interactions on the skin rather than being the consequence of a generalized
inflammatony response

MA, Willis CM, Stephens CJ, Wilkinson JD. Differential effects of structurally unrelated chemical

irritants on the dPI‘I‘:I;y of proliferatin karatinooytas in 48 h patch rast reactions . Invest Narmatol
1992 Oct; 29(4):443-03, NA, 1932, NA(NA), NA-MA

-1
1992

Unspecified
Aoclualt

10 to G1
Years

Male

| opmical

0.5 (15)

o wiv (pl/Finm Chiamber)
18

Hours

Once

Inte gunnentary System

Fradorminanthy mild in reactlons with three negatve reactons, mild and patchy spongiosis with
exocytosis of small number of predominantly mononuclear cells, occasional foci of necrotic damage
in the upper stratum spicnosum, ultrastructuarally the affected keratinocytes were characterized by
shrunken pyknotic nuclei, disrupted organelles and meambrane and considerable intracytoplasmic
wacuolatien, lipid accumulation within keratinocybes was rarcly obscrved

Patch
The patch tests of benzalkenium chloride on human skin produced predominantly mild reactions

MNA, Willis CM_ Stephens CJ,. Wilkimson JD. Epidermal damage induced by imitants in man: a light
and electron microscopic stud J Invest Demnatol. 1909 Now; 93(5 p:695-9url -
bittp Jiwarw ncbironlmoml gow’pubmedfz fUALL2) MA, TY9EY, NA{N 3, NA-MN

J
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Case: 3:

Here user can export the data by applying both (Horizontal & Vertical) filters the search results page
will looks like below.

EuPFi p - usg:ﬁ

Database of safety and toxicity of excipients United States.
for paediatrics

2 bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | Export | User Guide | Help | Logout

Search Results Back Total References: 13 Record 1 of 1

Excipient Navigation
General Information

Excipient Chemical Name: B Ikonium Chloride
CAS Registry Number: 38001-54-5

Excipient Category/Function :

Pharmacopoeial Status:
# Regulatory Status:

# Synonyms:

[# Acceptable Daily Intake:
# Revision Date:

| (@ ENR) I Non Clinical Data (3)  Invitro Data (1)  Regulatory and other information (5)  Reviews (3) Different color g =

how/Hide Clinical Columns [* Clear All Filters on Clinical Data | Export Filtered Clinical Data |
Study Type Age Category Age 7] Route of Exposure or Administration m Duration of Treatment I
| --Select-- v II --Select-- v I --Select—- |w I --Select-- |w II --Select-- v IWI --Select—- (v II --Select-- v I --Select—- (v [
Unspecified Aduit 18 to 61 Years Male Topical 0.5(15) o i QIR 4 -
£ >

If user wants to export this filtered data, then click on “Export Filtered Clinical Data” button.

It will display one dialog box, which will contain all the fields available in that respective table and user
can identify that the columns which are hidden in search results page are in uncheck mode like below.
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UPFi

2, bodhanapu venkata reddy  (Your login session will ef

Search Results Back
General Information
ipi Cl ical Name: B nium Chleride

CAS Registry Number: 8001-54-5

Excipient Category/Function -
Pharmaceposial Status:
B Regulatory Status:
B Synonyms:
B Acceptable Daily Intake:
5 Revision Date:

Non Clinical Data (3)  Invitro D:

ical Columns

Export Filtered Clinical Data ®

Clinical Data Fields

[CIRef D
[] Excipient Mame

] study Type

1 Age category

[V age

[ age units

™ Gender

[Vl Route of Exposure or Administration
M Dose

M Dose units

[ Duration of Treatment

[ Duration Units

[ Frequency of Administration

[ System/Organ

[V safety / Tolerability / Adverse Effects
[V Dosage Form

[ conclusion / Comments

M Reference

[ Reference Type

[/l Reference Year

Export |

Record 1 of 1

Excipient Navigation

Different colors indicates Unique References

[ Export to Excel | | Export to POF |

frs on Clinical Data |

Export Filtered Clinical Data I J

Study Type Age Category Age Units Gender Route of Exposure or Administration Dose Units Duration of Treatment
e | | e e |T_|_|s|d = e |
Unspedified Adult 18to 61 Years Male Topical 0.5 (15) o wiv GVFinn | 4g v
< >

Here user can again filter the columns based on his/her need. And then click on Export to Excel/Export

to PDF.

Based on the given export, the filtered data will be exported like below.

oY~ I R

EupfiFilteredResults_ClinizalData_V [Compatibility Mode] - Microsoft Sxce =

Home || Insert  Pagelayowt  Fermuls  Data

Review

View ASAP Utilities @ - = x

== X cut

152 copy

F Foumat Painter
Clipboard =

Ariz! ~ 10

%30 (B« oo a-

Font =

ClAT A || ==

= AutoSum

@ Fin-
2 Clear -

a7 &
Sona mnaa

Filter - Szlect~
Editing

= 5 )

Insert Delete Format

Siwrap Text General -

" Normal Bad
£ -
Conditional Format  Gooc Neutral =
Formatting ~ as Table = -

EMerge & Center - | [$ ~ % w8 28

Mumbzr m

» || 28

Alignment = styles Cells

G617 - Q@ |

Study Type Age Cate(Age
Other stucy type Adult
Other stucy type - Lab/Drug development Adult

Unspecified Adult 18to 61

Age Units Gender
34 (Mean :Yeas
Unspecifie Unspeciie. Male
Yea's

Year

Route of EDose Dose Unit Duration « Duration | Frequenc System/C Safety / T. Dosage F:Concl
Topical  0.5:1 %ag 48 Hours  Unspecife Integumer Irritant con 2atch  The optimuNA. Willis J
Topical 0.6 % 48 Hours  once Integumer: Scaling or Datch  The study MA. Willis J
Topical 0.5 % whv (uIF48 Hours  Once Integumer: Predominaatch  The patch MA. Willis J

"988
"1992
"989

Male

Male

||~ o | R

IR I Clinical Data ] ]

Ready |

The Same data will be export in PDF format also.
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In addition to that, there is a provision to add/delete the columns to export the filtered data. And then
click on Export to Excel/Export to PDF.

EuPFi

2 bodhanapu venkata reddy  (Your login session will

Search Results Back

General Information

Cl i Name: B
CAS Registry Number: 8001-54-5

lium Chloride

Excipient Category/Function :
Phanmacopoeial Status:
Regulatory Status:
Synonyms:

Acceptable Daily Intake:
Revision Date:

Invitro D

Export Filtered Clinical Data

Clinical Data Fields
[la

[ ref 1D
[ Excipient Name

I study Type
[ age category

Age Units
[ Gender
[¥] Route of Exposure or Administration

[ Duration of Treatment

[+ buration Units

[V Frequency of Administration

[ system/Organ

[ safety / Tolerability / Adverse Effects
[V Dosage Form

[V condusion / Comments

[ reference

[ Reference Type

[ Reference Year

| Export to Excel || Expert to PDF |

Age Units Gender

Route of Exposure or Administration

|_|55.m e e Emeesem e

usgf

ents | Export | UserGuide | Help | Logout

Record 1 of 1

Excipient Navigation

Different colors indicates Unique References

Dose

Ers on Clinical Data

Export Filtered Clinical Data

Dose Units Duration of Treatment

Unspedified Adult 18 to 61 Years Male Topical 0.5 (15) :’:‘;":"[{I‘(]g*r‘)"’“”“ as H
< >
Based on the given export, the filtered data will be exported like below.
SupfiFillercdReults_ClinicalDala_Total ‘Compatibility Mods] - Microsofl Excel [E=RE=E" )
—
eneral E o % | romal sad e (5| él:l'fu"" a7 @5
| (Eoldte s, g, (S = (| o e Gepm | e SRS GRS
= - — _
1 Eeimtoorier mome of f5at Dot tmparion «purition {Frequene Sy Setcty 1% bontoc Fics veur a = s T © v
2 [Vears Male Topical 0.5 (16) % w .r-.(,_ums Integumen’ Pradomina Patch o patch MA. Willis J 1389
:
E
<
:
]
H
i
s
i
=
I
3
;
3
=
3
z
=
=
=
)
zZ
x
=
£
£
=
>
=
=
2
34 v o [ climical pata Je2 0 —II
Rezay |

The Same data will be export in PDF format also.

oo )

User can also identify the same criteria as specified for the Clinical Data, is available with Non Clinical

Data and Invitro Data tabs/sections.

Search Results
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Note:

Filtered data export is applicable for Clinical Data, Non Clinical Data and Invitro Data.
® The file names are

1. Excel - “EupfiFilteredResults_ <Section Name>"

2. PDF — “EupfiFilteredResults_<Section Name>"

The Section Names for Clinical Data, Non Clinical Data and Invitro Data will be ClinicalData,
NonClinicalData and InvitroData respectively.

8.11 No records found

If there is no data available for the given search criteria, then the below failure (No Records Found)
page will appears.

: /Z'
E U i F @, 4" STUP darabase

A stz
Database of safety and toxicity of excipients United States fforeocion
for paediatrics

L'L bodhanapu venkata reddy  (vour login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Search Results | Back

No Records Found

Developed by GVKTEBIO Contadt Feedback Disclaimer 25"\“ GOBICM

8.12 Back Link Functionality

In the application “Back” link is provided to navigate to the previous page, when user clicks “Back” link from
any page then application navigates to the previous page.

Example: If user clicks “Back” from the “Search Results” page as shown below.
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(RPN

Search Results Total Referenres: 2072 Rernrd 4 nf 1

Fxcipient Navigation

General Information

Excipient Chemical Name: Aspartame
CAS Regisiy Humber: 22639-47-0

Exclplent CategorpFunction
E Pharmacop oeial Status:
Regulatory Status

E Synvnyimns.

M1 Acceptable Diaily Intake:

=l Revision Date:

Then application navigates to the previous page (Excipient(s) Intermediate Page) as shown below.

Excipient(s) Intermediate Page Back

Number of Excipient found- 3

Can

Acesulfame K
Aspartame
[JBenzalkenium Chioride

Submit

Note:

Back link functionality will be available for Excipients Intermediate Page, Search Results Page

and Export Pages.

If user clicks Back link in Export page then application will redirect to Search Results page by

default and will not consider any filters (if applied).

If user clicks Back link in Search Results page then application will redirect to Search BY

Excipients or Search FOR Excipients or Excipients Intermediate page by default (if more than on

excipient is found for the given search criteria).

If user clicks Back link in Excipients Intermediate page then application will redirect to either

Search BY Excipients or Search FOR Excipients page depends up on the Search criteria.

Where ever the “Source URL” field is available in the Search Results page, there will be 2

conditions in displaying of data.

1. If Source URL value starts with ‘http://’ then that will be displayed as direct hyperlink and if
user clicks on that link that will redirect to that particular link.

2. If Source URL value does not starts with ‘http://’ then that content will be displayed as it is
in that particular cell(if that content is less than 30 characters)

3. If Source URL value does not starts with ‘http://’ and the value is more than 30 characters
then ‘More’ and ‘Less’ functionality will be applicable with that particular record.

For the above both the cases the whole content will be displayed as title for that particular cell
for all the sections of Search Results page.

Color coding is applicable for Clinical Data, Non Clinical Data and Invitro Data sections in the

results page.
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® On each field name mouse hover, the respective field description will be displayed.
9 Export

STEP is also accommodating users to export the required information using the “Export” link from the main
menu bar from the “Search Results” page as shown below.

EU‘ F 5 <'\J‘ ST:P dosabase

Database of safety and toxicity of excipients
for paediatrics

2 bodhanapu venkata reddy  (Your login session will expire afler 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | | UserGuide | Help | Logout

When user clicks “Export” link from the main menu bar “Select to Export” page appears. By default

“General Information fields” appears in expanded mode, remaining fields in collapsed mode as shown
below.

Select to Export Back

E General Information
All Excipient ID CAS Registry Number Excipient Name
Excipient Category/Function Pharmacopoeial Status Synonyms Revision Date
Regulatory Status
Al Agency Description Permitted Functionality
Use limits. Source URL Reference
General Acceptable Daily Intake

All Source Limit Year
Reference Source URL

Acceptable Daily Intake for Pediatrics

All Source Limit Year
Reference Source URL

Clinical Data

Non Clinical Data

Invitro Data

Regulatory and other information

Reviews

Reference

Export to Excel Export to PDF | Cancel Export

Click “[+]” symbol besides the name to expand the fields and select the required fields using check boxes
and click “Export to Excel / Export to PDF” as shown below.
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Select to Export | Back

4 STIP database

Database of safety and toxicity of excipients
for paediatrics

Version- 1.0

Untzed States

Search BY Excipients | Search FOR Excipients | User Guide |

Help | Logout

[l General Information
Jlan
Excipient Category/Function

Regulatory Status

All
Use limits

General Acceptable Daily Intake

¥l an

[¥|Reference

Acceptable Daily Intake for Pediatrics
[Clan

Reference

xcipient ID
harmacopoeial Status

gency
| Source URL

¥ source
[¥| source URL

CAS Registry Number

Reference

Limit

[ Limit

Excipient Name
[¥] Revision Date

ermitted Functionality

¥lyear

[Tlvear

[l Clinical Data

Route of Exposure or Administration
Duration Units
Dosage Form

| Frequency of Administration
‘onclusion / Comments

Excipient Name
[¥] Age units
[ Dose Units
V| System/Organ
[¥IReference

¥ Study Type

Gender

[¥] Duration of Treatment

] Safety / Tolerability /Adverse Effecis
/| Reference Type

Duration of Treatment
Adverse Effect

|r Reference Type

ef ID

iAge Category

lose / Concentration
uration Units

| Dosage Form
[] Reference Year

Excipient Name
[¥] Age
Dose Units.
Frequency of Administration
Conclusion / Comments

tudy Type

| Age Units

oute of Exposure or Administration
ystem/Organ

eference

=l Invitro Data

Al

Species

Duration of Treatment
Dosage Form
Reference Year

onclusion / Comments

Excipient Name
[T Dose Units
F System/Organ
[“IReference

[+ Study Type
oute of Exposure or Administration
afety / Tolerability / Adverse Effects

["] Reference Type

[=I Regulatory and other information

[¥IRef 1D

Excipient Name
Reference Year

[¥| Reference

Source URL

Excipient Name
V| Reference Year

[¥| Reference

El Reference

Developed by GVK‘WU

Export to Excel | | Export to PDF

Contact Feedback Disclaimer

S=STAR GeBloM

Note: Excipient name appears in selected mode by default and in disable mode as shown below.
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Select to Export | Back

E General Information

Clan [T excipient ID [ClcAs Registry Number

| Excipient Categery/Function “| Pharmacopoeial Status [“]synonyms

Regulatory Status

[Clan Agency L :Descnptlcn ermitied Functionality
Ll Use limits ~ | Source URL ["/ Reference
General Acceptable Daily Intake

Clan "I source [ Limit [Clyear

["IReference [“I source URL
\Acceptable Daily Intake for Pediatrics

Clan | source ] Limit vear

I”Reference Source URL

El Clinical Data

[Clan [CIRefID Excipient Name

["] age Category "l age ["]Age Units

["IRoute of Exposure or Administration [Tl pose ["IDose units uration of Treatment
[CIDuration Units fFreuuencv of Administration 1 'ESySIErm'Organ Safety / Tolerability /Adverse Effecis
"I Dosage Form [7] Gonclusion / Gomments "I Reference [T Reference Type

Reference Year

= Non Clinical Data

Excipient Name

L ';Spemes || Age Category "l Age Age Units
| Gender _| Dose / Concentration [IDose Units [ Route of Exposure or Administration

[Clpuration of Treatment
Adverse Effect
[“Reference Type

[" Duration Units
| Dosage Form
[”] Reference Year

[l Freguency of Administration
[Tl conclusion / Comments

System/Organ
| Reference

Elinvitro Data

Clan Study Type

| species Dose Units Route of Exposure or Adminisiration
| Duration of Treatment System/Organ Safety / Tolerability / Adverse Effects
["IDosage Ferm "l conclusion / Comments [“Rreference Reference Type

UIReference Year

=1 Regulatory and other information

Excipient Name

lan [[RrefiD " Reference
“Isource " source URL [Tl Reference Year
El Reviews
Clan [[IRef D Excipient Name [ Reference
Clsource | Source URL [ Reference Year
= Reference
[CIReference

Developed by  GWK'RIO

9.1 Export to Excel

Click “Export to Excel” from the

shown below.

Export to Excel

Contact

Export to PDF | Cancel Export

Feedback Disclaimer

SE3R | GeBloM

“Select to Export” page, then the “File Download” window appears as

Do you want to open or save EupfiExportResults.xls from localhost? Open Save ||| Cancel

Click “Open” to open the excel file or save it using “Save”. Otherwise cancel the download using “Cancel”
on the file download window. First page “Search Inputs” provides the information about the search criteria
given by the user.
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(E!_:; - ) EupfiExportResults1] [Compatibility Mode] - Microsoft Excel - =
ey L5~
— | Home | Insert Page Layout Formulas Data Review View Deveoper Add-Ins @ - T X
£ Aril - 10 =| S Wrap Tesl General - jg @ AL E' % ﬁ
| I=I£ - ?‘Delete' &~
e B 7 U- - E == & Certer = - o 0 .00 Conditional Format — Cell e Sort & Find &
- = £33 Merge & Certer |$- A '|'“ * 0| Formatting = ac Takle = Stylas - || Bl Ferma: = (| (27 Fitter~ Seler+
Clioboard ™ Font (F Alignment ] Mumber (F Styles Cells Editing ]
| Al ~Q fx| Excipient Names:
A B E D E F G H J K L M N 0 P i
1 [ExcipienilAspartame
2
3
4
5
6
T
g
9
10 ]
11
12
13
14
15
16
17
18
19
20
21
22
4 4 » M| Search Inputs .~ Genersl Informaticn ~ General Accaptzble Daily Intake " Clinical Datz . Inwvitd [ m
Ready | (3 |

Then the excel file appears with the selected data and based on the categorization data in the excel sheets

appears in separate sheets as shown below.

@- H9-- CupfiCxportResults 1] [Compatibility Mode] Microsoft Cxcel - O x
- | Home | Insert Page Layout Formulas Data Review View Deveoper Add-Ins @ -0 x
’ﬁ ? Arial = 110 g'ﬂraDTe}.‘t General 2 jﬂ \j Bt Ev % [ﬂ
-_ = i =% C - <.0 .00 Conditi I F t Cell ?‘Dﬂﬂe' & Sort & Find &
I'nvstc 7 R . Esd erge s center ™| | Ll ||.ﬁn i F:rrr:'lalﬂlzionngﬂ' as?';rglnevstylgasv Echrma:' - Fi‘ljterv SleTec'
Clipboard ™= Font (F Alignment ] Mumber (F Styles Cells Editing ]
| Al ~ g fe| source ¥
| A B G D E F G H | J K L M N 0 P Z
1 [Source lLimit Year Reference Source URL
2 [ood Direz40 mg'kg | Asoartame hitpwww he-sc go cafn-an/securit/addit/sweeten-edulcor/aspartame-zng ph
3 |FnA A0 mg kg 1934 FMA (19834
4 |CcoT 40mg.’kgl’1992 CCT (1992
5 |Jont FAQ/40 mgkg 11981
G |[EC SCF 40mgkgt
7
8
9
10 =
11
12
13
14
15 o
16
17
18
19
20
21
22

4 4 » ¢ [ ]| General Acceptable Daily Intzke ,~ Clinical Data - Invito Data -~ Regqulatory References . Re[ [l

Ready | 73 |

Note: Click “Source URL” from the excel, as shown below corresponding website appears in a new window

as shown in the below figures respectively.
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(ﬁ__; " ] s EupfiExportResults[1] [Compatiblity Mode] - Microsoft Excel - = X
oy = —
— | Home | Insert Page Lzyou: Formuas Datz Review View Developer Add-Ins @ = X
%l * Arial %WrameL Gereral - ;@ @ Er AL B ﬂ Eﬁ
= £ 3™ Delete ~ E'
Paste B 7 U- ==X & Center = - =0 .00 Conditional Format — Czll wr Sorté Find &
- T |B| u - . EMerge s Center~ | [§ ~ % 9 |55 | Formarting = as Table = Stylas - || B Format = || (2 Zittar~ Salect+
Clipboard ™ Font (F Alignment (F Mumber (F Styles Cells Editing ]
| AL rQ ] | Source ¥
A B E D E F G H | J K L M N 0 P i
1 [Source Il imit Year Referenc; ca IRI m
2 |Food Direc40 mg'kg t Aspartam i L
1 rpA 50 mg/kg 1M904 rCA (1904
4 oot 40 mglkg 11992 COT (1999
5 | Joint FAQ/ 40 mofkg 1981
6 [ECSCF  40mgkgt
T
8
9
1C =
11
12
13
14
1 i
16
17
1€
19
20
21
2z
4 4 » ¥ | General Acceptable Daily Intake < Clinical Data - Invitro Data .~ Regulatory References - Rel [l m ]
Ready | B3 | | EHmH e v

/= WHO | Evaluations of Joint FAO/WHQ Expert Commitiee on Food Additives (JECFA) - Microsoft I... [= |[B1)(X]

5;; - |@ htbp:fapos wholinkipsc ) dataiase ey V| @ 43| X |p Delka search ||FI |*|
-
File Edit View Favortes Tools  Help | x @5”5'31'5 Sy

C ool Favorites 5% Suggested Sikes = & | Get more Add-oas -

== *|£Zimbra: .. |§£LIPFI-... |@WI—D... X |_| ot Bl [ M v Page - Safety + Tools - g~

The International Programme  {{®) oy -_ seard
on Chemical Safety (IPCS) - Nl

»

Publications | About IPCS | Events

Intarnastionsl Brogrammae on Chamical Safaty = Chamicals in food = Joint FAC/WHD Expart Committes on Food Additiv

Evaluations of the Joint FAO/WHO Expert Committee on Food Additives (JE(
ASPARTAME

General Informatlon
Synomyms: ASPARTYL PHENYLALAMIMNE METHYL ESTER
£ I | »

€0 Interet v Hi00% -
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Click “Export to PDF” from the “Select to Export” page, then the “File download” window appears as shown

below.

Do you want to open or save EupfiExportResults.pdf from localhost?

Open

Save =

Cancel

Click “Open” to open the PDF file or save it using “Save”. Otherwise cancel the download using “Cancel” on

the file download window.

Then the PDF appears with First page as “Search Inputs” with the information about the search criteria

given by the user as shown below.

P database

kg el L 2y

s

Search Inputs:

Excipient Name

Benzalkonium Chloride

Based on the categorization data in the PDF appears in separate pages as shown below.

=% EupfitxpotResults.pdf - Adobe Reader

= [ E ez

|Ene Edit Yiew Document Tools Window Help

=R

2 /12 ® ® wvox - il [

Find -

(]

r:
P

& --ST P database

General Information:
Record No: 1

Excipient Name

Excipient ID

CAS Registry Number
Excipient Category/Function
Pharmacopoeial Status
Synonyms

Revision Date

Benzalkonium Chloride

2

8001-54-5

Antimicrobial preservative Disinfectant Wetting agent” Solubilizing agent’ Antiseptic
JP XV,PhEur 6 8;USP33-NF28 S1

Alkyl Dimethyl Benzyl Ammonium Chloride, Alkyl Dimethylbenzyl Ammonium Chloride Alkyldimethyl
(Phenylmethyl) Quaternary Ammonium Chlorides, Ammonyx, Arqua,Benzalkonium Chloride

Solution,Quaternary Ammonium Compounds, Benzylcoco Alkylcimethyl, Chlorides

I

In PDF export format, user can find the header with application logs. And if user clicks on those header
images, the respective/appropriate link will be displayed like below
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=) EupfExportResults.pdf Adobe Reader =

File  EdiL_ Wiew Ducarnent Touls  Shodow  Help =

B e (Sie e 2z @@ wx -5 gl e -
=

E U E‘Z’)_Eé Q:fST P davabase 1

Pae o e T o oty e o o e ——

e

Search Inputs:

Excipient Name Benzalkonium Chloride

Security Warning

The document is trying to connect to
TPz W eUpF.Org/

I you trust the site, choose Allow. If you do not trust the site, choose Block.

Remember this action for this site for all PDF documents

Liie [ ] e

If user clicks on the Allow button then it will display like below.

Eurppean Paediatric Formul&tion Initiative

European Pasdiatric Fomulation Initiative

ome o ETPETD

European Paediatric Formulation Initiative (EuPF1) is a consortium workingin a pre- TH
competitive way on paediatric drug formulations. Members are from academia, hospital EuPFI CONFERENCE

pharmacies, pharmaceutical industry (Innovators, Generics,Contract Research FORMULATING BETTER MEDICINES FOR CHILDREN
Organizations (CRO), Specials and Excipient Manufacturers)with European Medicine Agency @ TH APV

(EMA) as an observer. enter September 18-19- 2013, Barcelona, Spain

Its main aim and objective is to identify/scope issues and challenges in paediatric formulation HorelPortai

development in order to raise awareness and facilitate preparation of better/safe medicines Thank

for children.

EuPFl membership STEP Database | EuPFIl Workstreams
= < AR

7
Become a member & Safety and Toxicity of Aims and objectives of
Support EPFI ipi iatri

© More Information = More Information < More Information

2
GRii’ Global Research in Paediatrics o . .
Y Potwork of Excefience Foundation in Paediatric Pharmaceutical Care

T Ta— @asherERID
Third International Masterclass jLhu=da ol
3 October 2013
s Heaeal it heldevelopme niofor aldosag e

sultant Pharmacists
harmacis

|Welcoma to ELPFI| |Abeut Us| |EuBEL |EuBEL io | |EuBEL |EuBET icati |Supoert EUBFT| [Members arsa| |Nevs| |Links of Interest| |Contact Us| |Site Map|

Euispean Pasdiatric Fomulation Initiative

Note:

® Only the selected sections with selected fields will be exported (i.e. If none of the fields are
selected in any section then that particular section will not be exported and will not create any
separate sheet or page with those details).
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e Only PDF export will have the logos (as a header for all pages) and if user clicks on any logo, that
respective link will display on the browser.

® The export file names will be like below
1. Excel - “EupfiExportResults.xls”.
2. PDF —“EupfiExportResults.pdf.

e Source URL in both the exported formats (excel & PDF) will be displayed as hyperlink. On click
of that particular link, the respective page will be opened by default.

e Due to MS-Office excel limitation (l.e. Sheet name can’t exceed 31 characters); Sheet name will
be displayed as “ADI for Pediatrics” instead of ‘Acceptable Daily Intake for Pediatrics’ only in
Excel export. Whereas all the other places where ever ‘Acceptable Daily Intake for Pediatrics’
name occurs, the same name will be displayed.

9.3 Cancel Export

User can cancel the “Export” page using “Cancel Export” link as shown below
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EuPFi

S, bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity)

Select to Export | Back

E General Information
EFY
| Excipient Category/Function
Regulatory Status
[Clan
Ll Use limits
General Acceptable Daily Intake
[lan
[¥|Reference
\Acceptable Daily Intake for Pediatrics
Clan
I”Reference

El Clinical Data

Vlan

'fiAge Category

[¥IRoute of Exposure or Administration
¥ Duration Units

V| Dosage Form

[VIReference Year

= Non Clinical Data
Clan

JESpe:\es

"l Gender

[Clpuration of Treatment
V] Adverse Effect

V| Reference Type

EInvitro Data
Llan
¥l species

Duration of Treatment
"I Dosage Form
[IReference Year

[=] Regulatory and other information
lan

V| Seurce

El Reviews

AN
Clsource

El Reference

[VIReference

Developed by GVK-‘F O

[¥] Excipient ID
¥| Pharmacopoeial Status

Agency
~ | Source URL

¥ source
[¥] source URL

| source
Source URL

[¥| Dose
] Frequency of Administration
[¥] conclusion / Comments

V| Ref ID

[¥] Age Category

_| Dose / Concentration
" Duration Units

¥| Dosage Form

[¥] Reference Year

[¥IRrefID

[Clpose

[ puration Units

[Zl conclusion / Comments

[#IRefID
[¥| Source URL

[¥] RefID
| Source URL

y.
4 STIP database

Database of safety and toxicity of excipients
for paediatrics

[¥IcAS Registry Number
[¥]synonyms

[”] Description
| Reference

] Limit

| Limit

Excipient Name
,ViAge Units
[¥IDose units
,"’ESySIErm‘Organ
[VIReference

Excipient Name
¥ Age
¥Dose Units
] Freguency of Administration
¥l Gonclusion 7 Comments

Excipient Name
[CIpose units
"l system/Organ
I Reference

Excipient Name
|¥IReference Year

Excipient Name
[¥| Reference Year

Export to Excel | | Export to PDF

Contact Feedback Disclaimer

Version- 1.0

United States |feemsation
itative

Search BY Excipients | Search FOR Excipients | User Guide | Help | Logout

Excipient Name
[¥] Revision Date

|| Permitted Functionality

[¥Iyear

Ll year

Study Type

Gender

[¥] Duration of Treatment

[¥] safety / Tolerability /Adverse Effecis
[¥] Reference Type

[¥] study Type

[¥] Age Units

[ Route of Exposure or Adminisiration
[¥] system/Organ

[T Reference

[¥] study Type

[ Route of Exposure or Administration
il Safety / Tolerability / Adverse Effects

[T Reference Type

[ Reference

[¥| Reference

SESIAR GeBlon

Then the export page gets cancelled and the application navigates to the “Search Results” page.

Note:

e |f user clicks on the “Cancel Export” link in Export page, by default it will displays the Search
Results page (without considering any filter criteria, if any applied).

10 Help

Help link from the main menu bar facilitates the help information about the application to the user. When

user clicks “Help” from any page in the application, then the current page information appears in new

window.

Example: When user clicks “Help” from “Export” page as shown below.

Help
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.
4
EU JF& 4 ST P database us i
- T Database of safety and taxicity of excipients Unlted States mw
for paediatrics fraties
£ bodhanapu venkata reddy  (Your login session will expire after 30 minutes of inactivity) Search BY Excipients | Search FOR Excipients | User Guide | | Logout
" Export Help.pdf - Adobe Reader l =& &J
Selectto Export B |Fie it View Document Tools Window Help x
i B 1 /7 .
£l General Information H %ﬂ @ 4"? i
[Tl an ha Excipient Name
[Z] Excipient Category/Funch !; | |”] Revision Date
Regulatory Status P
Clan » 1 Expol‘t [Tl permitted Functionality
[Tl use tlimits
General Acceptable Daily If STEP is also accommodating wsers to export the required information vsing the “Export” link from
[ an the main menu bar from the “Search Results™ page as shown below. Elyear
[ZI Reference y
EUTFI AT P davabas
Acceptable Daily Intake for | EuPEl e us
[ an 1 b sk ety Sovchin Exkiris | B gt (B ]| snde | i | Loget [Cvear
[T Reference i When vser clicks “Export” link from the main menu bar “Select to Export” page appears. By default L
Clinical Data “General Information fields™ appears in expanded mode, remaining fields in collapsed mode as
shown below.
Non Clinical Data
 Invitro Data EQTFi
Ere———— T e

Regulatory and other inff
Salectts Bxport Fogt

Reviews o v

[are——

Do
Db Canpeunden

Reference
[ [arr—
Dreanecs

G At o b
Dlume (=i

Note:

Help link is available for over all application. (l.e. Search BY Excipients, Search FOR Excipients, and
Excipients Intermediate, Search Results and Export pages)
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11 Glossary

Attribute: In data modeling, specific items of data that can be collected for a class.

Availability - The degree to which a system (or system component) is operational and accessible when
required for use.

Capacity - A measure of the amount of input a system could process and/or amount of work a system
can perform; for example, number of users, number of reports to be generated.

Document - Written and/or graphical information describing, defining, specifying, reporting, or
certifying activities, requirements, procedures, reviews, or results.

End user: The ultimate consumer of a product, especially the one for whom the product has been
designed. End-users for STEP database application include Pharmaceutical Scientists, Regulators,
Toxicologists, physicians, nurses, epidemiologists, health care providers etc.

Entity - Represents data attributes about which data are collected and maintained.

Functional Requirement: A description of what a system should be able to do—a function it should
perform.

Life Cycle: All the steps or phases a project passes through during its system life; from concept
development to disposition.

Methodology: A set of methods, procedures, and standards that define the approach for completing a
system development or maintenance project.

Non-functional Requirements: Software design requirements related to the efficiency, reliability,
portability, and usability of the system. Also known as supplementary requirement.

Process: A set of activities that produces products and services for customers.

Process Flow: The set of steps or working states in a documented standard process.

Requirement: A requirement describes a condition or capability to which a system must conform;
either derived directly from user needs, or stated in a contract, standard, specification, or other
formally imposed document. A requirement is a desired feature, property, or function to be met by the
application.

Scope - The established boundary (or extent) of what must be accomplished; during planning,

This defines what the project will consist of (and just as important, what the project will not

Consists of.
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Software Requirements Specifications (SRS): A project artifact that defines the complete system
requirements through use cases and supplementary specifications.

Web-based: A set of interconnected web pages, usually including a homepage, generally located on
the same server, and prepared and maintained as a collection of information by a person, group, or
organization. Web-based applications are usually accessed with a web browser (e.g., Microsoft
Internet Explorer, Netscape).

User interface: The programming that controls a display for the user (usually on a computer monitor)
and that allows the end user to interact with the system with commands and mechanisms to control
system operation and input data.

User Manual - A formal document that contains all essential information for the user to make

Full use of the new or upgraded system.
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