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The product monograph is developed by a drug sponsor according
to guidelines published by Health Canada that provide direction on
the content and format. The veterinary labelling is developed by the
drug sponsor according to the Food and Drug Regulations. While
Health Canada reviews the product monograph or the veterinary
labelling as part of the drug review process, it remains the
responsibility of the drug sponsor to ensure that the product
monograph or the veterinary labelling is complete and accurate.

Current status:
Marketed

Current status date:
2021-03-10

Original market date: '

2021-03-10
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Help on accessing alternative formats, such as Portable Document
Format (PDF), Microsoft Word and PowerPoint (PPT) files, can be obtained
in the alternate format help section.

DIN:
02510197
Product Monograph/Veterinary Labelling:

Date: 2021-01-04

? Product monograph/Veterinary _Labelling (PDF version ~
175K)

Company:

CELGENE INC
300 2344 Alfred-Nobel Boulevard
Saint-Laurent

Quebec
Canada H4S 0A4

Class:

Human

Dosage form(s):

Tablet

Route(s) of administration:
Oral

Number of active ingredient(s):
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Schedule(s):

Prescription

American Hospital Formulary Service (AHFS): 3
10:00.00

Anatomical Therapeutic Chemical (ATC): 4
LO1BCO7 AZACITIDINE

Active ingredient group (AIG) number: 2

0152665002

List of active ingredient(s)

Active ingredient(s) Strength
AZACITIDINE 200 MG
New search Same active ingredient group
number
Footnotes
1 The earliest marketed date recorded in the Drug Product
Database.
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The American Hospital Formulary Service permits an easy
review of information on a group of drugs with similar activities
and uses and allows the reader to determine quickly the
similarities and differences among drugs within a group.
AHFS® Pharmacologic/Therapeutic Classification© used with
permission. © 2022, the American Society of Health-System
Pharmacists, Inc. (ASHP). The Data is a part of the AHFS Drug
Information®; ASHP is not responsible for the accuracy of
transpositions from the original context.

The purpose of the World Health Organization (WHO)
Anatomical Therapeutic Chemical (ATC) classification system is
to be used as a tool for drug utilization research in order to
improve quality of drug use. Drugs are divided into different
groups according to the organ or system on which they act and
their chemical, pharmacological and therapeutical properties.

The AIG number is a 10 digit number that identifies products
that have the same active ingredient(s) and ingredient
strength(s). The AIG is comprised of three portions:

e the first portion (2 digits) identifies the number of active
ingredients,

e the second portion (5 digits) identifies the unique groups
of active ingredients(s),

e the last portion (3 digits) identifies the active ingredient
group strength. The strength group has a tolerance of -2%
to +10%.
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Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.
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