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Glossary of Terms

This section provides information about terminology commonly used in CEDRA reports.

However, some of these items may not be used in this particular report.

Item

ALQ
ANOVA
Assay Date
ATM
AUCextrap (%)
AUC 56

AUCiy¢
BLQ
BTS
CFR
Ca

CL
Clast
Crnax
COA
Conc.
Ccv
DCN
DF
EDTA
Extraction Date
FDA

Definition

Above the Limit of Quantitation

Analysis of Variance

Date the run was injected on the instrument
Analytical Test Method

Percentage of AUC;,; due to extrapolation

Zi (4 - t) (G + Cip) / 2, summing from time O to the time of the last
quantifiable concentration

Area under the concentration time curve from time 0 to infinity
Below the Limit of Quantitation
Benchtop Stability

Code of Federal Regulations
Confidence Interval

Confidence Limits

Last quantifiable drug concentration
Peak drug concentration in plasma
Certificate of Analysis
Concentration

Coefficient of Variation

Document Control Number
Degrees of Freedom
Ethylenediaminetetraacetic Acid
Date the samples were extracted

Food and Drug Administration
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Item

FTS

GLP

HEP

HPLC

ID

IS or LS.
LC-MS-MS
LLOQor LLQ
In or log,
In(AUC)ja5

In(AUC;rp)

In(Cruax)
LTS

Max

Min

MRM
MSE

n

N/A or NA
NR

OTC or OTCD
PK

PLM

PS

QA

QC

CEDRA DCN 11-657-T1

Mylan Pharmaceuticals Inc. PRIL-0367

Definition

Freeze/Thaw Stability

Good Laboratory Practices

Heparinized

High Performance Liquid Chromatography

Identity

Internal Standard

Liquid Chromatography with Tandem Mass Spectrometry
Lower Limit of Quantitation

Natural Logarithm

Natural Logarithm of [Z; (t; - ti-1) (C; + Ci.1) / 2], summing from time O to the
time of the last quantifiable concentration)

Natural Logarithm of (Area under the concentration time curve from time 0
to infinity)

Natural Logarithm of (Peak drug concentration in plasma)
Long-Term Stability
Maximum Concentration
Minimum Concentration
Multiple Reaction Monitoring
Mean Square Error

Number of Occurrences

Not Applicable

No Result

Over-the-Counter Drug
Pharmacokinetic

Plasma

Pharmaceutical Sciences
Quality Assurance

Quality Control
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Item

R?

REC

RIS

RN

SD or S.D.
Seq.

SOP

SPE

Spec

STD

Tin

Tlast

™

Trmax

ULQ

USP

XTS

A, or LambdaZ

Cepra DCN 11-657-T1
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Definition

Coefficient of Determination

Recovery

Run Injection Stability

Repeat Necessary

Standard Deviation

Sequence

Standard Operating Procedure

Solid Phase Extraction

Specificity

Sample prepared at a calibrator concentration (standard)
Half-life of the compound at terminal phase; 0.693 /2,
Time of the last measurable concentration

Test Method

Time to reach maximum concentration

Upper Limit of Quantitation

US Pharmacopeia

Extract Stability

First order rate constant associated with the terminal (log-linear) portion of
the curve, estimated via linear regression of the time versus log concentration
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