‘& e-noval

eesnoval is a software dedicated to the vali-
dation of physicochemical method such as
LC, GC, EC, AAS, titration, UV...

eenoval allows you to assess the trueness,
the precision and the accuracy of your ana-
lytical method. esnoval generates Accuracy
Profiles that are the keys to take a decision
about the way for calibrating (which regres-
sion model, within or without matrix) and
about the validity of your method.

=>» e-.noval is the validation software for your laboratory
that guarantees that your methods will be compliant
to regulatory documents such as ICH Q2, FDA, ISO,
EMA, MHLW, USP 1210, USP 1225 and EDQM.

=) e-noval generates an e-CTD compliant report within
minutes, in full compliance with authority expecta-
tions.

=>» e-noval is based on the Total Error approach.
=>» e:noval is a decision tool: one graph = one decision.

=>» e-noval makes the statistic easy to understand and
to interpret; Accuracy Profile is summarising all the
information you need to know.

=>» e-noval proposes you 10 statistical models to com-
pute your calibration data. A ranking will be proposed
to help you in the decision (Accuracy Index).

=>» e-noval gives you the possibility to analyse the matrix
effect for the calibration.

=> e-noval will help you to manage your RISK. Through
the B-expectation Tolerance Interval, you simulate
how your method will behave in routine.

=>» e«noval is validated according to the GAMP5 guide-
lines and is 21 CFR part 11 compliant.

=>» e-noval is a Software as a Service (SaaS) application.
No installation: no need to validate the software on
site. No maintenance costs. Always the latest version

available.

Calibration Models available:

o Linear regression through 0 using the highest level
o Linear regression through 0 using a specified level

© Linear regression

o

Weighted (1/X) linear regression

o

Weighted (1/X?) linear regression

Linear regression after (base 10) LOGARITHM
transformation of both concentration and response

o

o Linear regression after SQUARE ROOT transforma-
tion of both concentration and response

o Quadratic regression
o Weighted (1/X) Quadratic Regression
o Weighted (1/X2) Quadratic Regression
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/@ Purpose of the application
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ki T Enoval is a web-based application with the objective of validating Physico-Chemical methods. It generates information on trueness, precision and
JALBATIONDESION, accuracy in compliance with the international guidelines. An evaluation of a potential matrix effect and on the risk encountered during future routine

PRE-VALIDATION analysis is also provided.

VALIDATION
S GUIDE
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. Lociour; |§ Before starting the validation phase it is possible - and recommended - to determine the optimal number of experiments to perform (number of series and number of replicates by series). Those optimal
numbers will be based on the results - Precision and accuracy - obtained in the prevalidation phase. Indeed, performing too few experiments could lead to rejection of an acceptable analytical method

User ID: thomas. Conversely, too xper , leading to power, will make phase longer Between these . exists an optimal number of experiments that

Connection date: 25

oo can be found in table here below.

‘The following tables give you the minimal Recommended Sample to achieve the success in 95% of the case in the validation stage using the Total Error or B-Expectation Tolerance Interval with less than
5% risk that future measurements willfall outside the acceptance Limits:

Please select your parameters :
Acceptance limit 5 v

Expected Bias [ov]

‘Submit

Recommended number of Series | and replicates J by series as a function of the expected values for the B b and the Wit Deviations when acceptance limits are set
10 5% and expected bias is about 0%.

o] 1 2
@ idation form (using responses) - Model selection (3/4)
—_
Set/ Unset all models [
Model Accuracy Dosing Range  Precision Trueness Limits of Included in Selected
Index Index Ind Index Quantitation Report Model
Weighted (1/X?) Linear Regression 05527 0.8667 02076 09385  [1338,8386]
Weighted (1/X?) Quadratic Regression 05480 08700 01994 09484  [131.1,8386]
Linear ion after LOGARITHM i 05175 07552 01803 00695  [2245,8386]
Linear 04190 04681 01638 09589  [41.35,4220]
Linear Regression affer SOIIARF ROOT fransfnmatinn na13r naa7R NN 000> 19714 RARA
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Get your report by clicking on the corresponding icon :
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