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What is Cortellis Regulatory Intelligence?

Global regulatory information, across all functions and responsibilities

N 590K+ official 8K+ value-add regulatory
1|l documents - reports, analyses and
LS Q global comparisons

Updated O + Regulatory

daily ) experts & local
consultants

All documents 81 countries and regions
translated to English Drugs & Biologic and
75 Medical Devices & IVDs
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Scenario
| am responsible for labeling policy/strategy, and | need to:

1. Track US and EU labels by drug, disease, regulatory designation and more

2. Compare packaging and labeling requirements across multiple countries;

for example, are Mandatory Warnings or Braille language required?

3. Discover curated reports providing the guidance | need on labeling policy

plus link to source documents and English translations

4. Understand the competition - find approved drugs for thousands of

indications globally
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Cortellis
label

coverage

* China, Japan, Singapore, Taiwan, Switzerland, Brazil,
Canada and coming soon, UK
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Cortellis Landing Page

Click the "Go to...” button to access Cortellis Regulatory Intelligence

) ™ &
% COI’te“iS Explore » CT:udia Haa

i i
All Search Cortellis m Full Text Q Go to Deals Intelligence Main Page

Advanced search | Structure search | Search history

Competitive Intelligence v +

Regulatory Intelligence v 4+ -

Regulatory Intelligence

Comprehensive and expertly-analyzed global regulatory intelligence.

All Regulatory

i = = El |

Comparison Tables Intelligence Reports Regulatory Summaries Source Documents Weekly Alerts
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Cortellis Regulatory Homepage
Start searching through all documents, click the tabs to browse value-add tables, reports and
summaries or access the Cortellis Weekly Alerts newsletter.

RegUIatory il Analytics Tools G CMC Intelligence ¥ Drugs & Biologics
All Comparison Tables ' Intelligence Reports ) Regulatory Summaries ' Source Documents
Search
Search Advanced search
= Filter
Country/Region Topic Document Type Document Category Date Translation Status All other filters
» 2 | A Weekly Alerts
< Drugs & Biologics
Ask the Expert
2023 2023 2023
Volume 47 Volume 46 Volume 45
@ %
06-Nov-2023 to 30-0ct-2023 to
10-Nov-2023 03-Nov-2023
Local Consultants
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Find US and EU labels by drug, disease, regulatory designation and more

Quick Search - drug name

- n q
RegUIatory YRS el G CMCntelligence Drugs & Biologics Medical Devices & IVDs
i i Updated
All * Comparison Tables : Intelligence Reports Regulatory Summaries Source Documents
Quick Search View all
| Breyanzi Search Advanced search

= Filter @

Country/Region Topic Document Type Document Category Date Translation Status All other filters

Q O selectall € Clearall Sortby = Frequency ~

Guideline (5) Notification (5) Press Release (5) Supplemental Approval - BLA (5) EPAR (4) CHMP opinion (2) Evaluation Report (2) Meeting (2)
Product Approval (2) Product Miscellaneous (2) Newsletter (1) Original Approval - BLA (1) Product Approval Bulletin (1) Product Information (1)

Speech (1) Summary Basis Of Decision (1)

Cancel i
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Find US and EU labels for Breyanzi.
1. Go to Quick Search on the Home
Page

2. Type BRYANZI into the keyword
search box

3. Select Document type filter and
select the approval documents.

Breyanzi is a biologic so for the US
select Original Approval - BLA and
Supplemental Approval - BLA and for
the EU, EPAR.

For small molecules in the USA

choose Supplemental Approval -
NDA and Original Approval - NDA

5. Click Apply and click Search
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Find US and EU labels by drug, disease, regulatory designation and more
Quick Search - drug name

B Customize Columns ~

Summary
05-Feb-2021
EN ) [ RD
28-Dec-2023
EN ) [ RD
24-Jun-2022
EN | ( RD
14-Mar-2024
EN ) [ RD

1t Sorted by Relevance ~

us

EU

us

us

Title

Biologics License Application (BLA) 125714: BREYANZI
(lisocabtagene maraleucel) Suspension for Injection -
Approval Package, 05-Feb-2021

EMA EPAR EMEA/H/C/004731 Revision 3: BREYANZI

Abstract

On February 05,2021, FDA approved

biologics license application BLA 125714 for
BREYANZI (lisocabtagene maraleucel). It

Last changes since the previous version of

1.Click the title to open the document
2. Select Document

3. Click Labeling in the table of contents

(lisocabtagene maraleucel)

1. Summary

Biologics License Applicatig Lo meeaie

125714/090: BREYANZI (lisd
Suspension for Injection - 4 (8- Document

4. Reason For Update

Biologics License Applicatig
125714/205: BREYANZI (lisg
Suspension for Injection - 4

5. Mentioned
Documents
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6. Mentioned By

448 of 553

Evaluation Decision
¥ File 1
¥ Original file
» APPROVAL LETTER

» Evaluation Summary

¥ Product Information

¥ File 1
¥ Original file
¥ LABELING

HIGHLIGHTS OF
PRESCRIBING INFORMATION

FULL PRESCRIBING
INFORMATION: CONTENTS™

FULL PRESCRIBING
INFORMATION

1 INDICATIONS AND
USAGE

¥ 2 DOSAGE AND
ADMINISTRATION

2.1 Dose
2 2 Administration

2 2 Manaoomaont nf

— 4 Automatic Zoom *

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
BREYANTZI safely and effectively. See full prescribing information for
BREYANZL

BREVANZI® (lisocabtagene maralencel) suspension for intravenous
infusion
Initial U.S. Approval: 2021

WARNING: CYTOKINE RELEASE SYNDROME and
NEUROLOGIC TOXICITIES

.Scefuﬂp}a:umng information for complets boxed waining.
Cytokine Release Syndrome (CRS), including fatal or life-
|hmnle|lm= reactions, occurred in patients receiving
BREYANZL Do not administer BREYANZI to patients
with active infection or inflammatory disorders. Treat
severe or life-threatening CRS with tocilizumab with or
without corticosteroids (2.2,2.3, 5.1).

*  Neurologic toxicities, including fatal or life-threatening
reactions, oceurred in patients receiving BREVANZI,
intlur]ing concurrently with CRS, after CRS resolution, or
in the absence of CRS. Monitor for neurologic events after
treatment with BREYANZI. Provide supportive care
and/or corticosteroids as needed (2. 2).

*  BREYANZI is available only throu, restricted program
under a Risk Evaluation and Mitigation Strategy (REMS)
called the BREYANZI REMS (5.3).

——— INDICATIONS AND USAGE
BREYANZI is a CD19-directed genetically modified autelogous T cell
immunotherapy indicated for the treatment of adult patients with relapsed or

refractory large B-cell lymphoma after two or more lines of syztemic therapy.,

including diffuse large B-cell lymphoma (DLBCL) not otherwise specified
(including DLECL arising from indolent Iymphoma), high-grade B-cell
— ! lleczaD azll LT

& N

The dose 15 30 to 110 = 10" CAR-positive viable T cells
(consisting of CD8 and CD4 components) (2.1, 3).
:}dmmis’ter BREYANZI in a certified healthcare facility (2.2, 5.1,

52.53)

DOSAGE FORMS AND STRENGTHS

BREYANZI is a cell suspension for infusion (3).

A ungle doze of BREYANZI contains 30 to 110 = 10" CAR-
positive viahle T cells (consisting of 1:1 CAR-positive viable T
cells of the CD8 and CD4 components), with each component
supplied separately in one to four single-dose 5 mL vials (3). Each
mL contains 1.5 * 10r to 70 > 10° CAR-positive viable T cells (3).

CONTRAINDICATIONS—78—————
None (4).

WARNINGS AND PRECAUTIONS
Hypersensitivity Reactions: Monitor for hypersensitivity reactions
duning infusion (3.4).
Sencns Infections: Monitor patients for signs and symptoms of
infection; treat appropriately (3.5).
Prolonged Cﬂupemas Patients may exhibit Grade 3 or higher
cytopenias for several weeks following BREYANZI infusion.
Menitor complete blood counts (3.6).
Hypogammaglobulinemiz® Monitor and consider immunoglobulin
replacement therapy (3.7).
Secondary Malignancies: In the event that a secondary malignancy
occurs after treatment with BREYANZI, contzet Bristol- Myers
Squibb at 1-238-203-. ).
Effects on Ability to Drive and Use Machines: Advise patients to
refrain from driving and engaging in hazerdous cccupations or
activities, such as operating heavy or potentially dangerous
machinery for at least 8 weeks after BREYANZI administration
(39).
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Find US and EU labels by drug, disease, regulatory designation and more

Quick Search - indication

Quick Search

"large b-cell lymphoma"

= Filter @
Country/Region Topic Document Type Document Category Date Translation Status All other filters

Q

Advanced search

|:| Select all

Q Clearall

Sort by

View all

Frequency

EPAR (119) Supplemental Approval - BLA (95) Opinion (26) Evaluation Report (16) CHMP opinion (14)

Notification (10) Press Release (10) Original Approval - BLA (8) Summary Basis Of Decision (6)

Meeting (4) Notice of Compliance with Conditions (4) Regulatory Decision Summary (4)

Cancel Apply

Evaluation Summary (5)

Supplemental Approval - NDA (4)

Product Miscellaneous (13) Guideline (10)

Product Approval Bulletin (5)

Federal Register Announcement (2)

2 Clarivate”

Find all EPARs for an a

disease/indication e.g., large b-cell

lymphoma

1. Type “large b-cell ymphoma” into the
keyword box

2. Open Document Type folder and
select EPAR

3. Click Apply and Search

Results found using Quick Search are
very targeted as Quick Search only
searches the Titles, Abstracts and Reason
for Update sections of the whole report -
not the entire document PDF.
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Find US and EU labels by drug, disease, regulatory designation and more
Quick Search - indication

"large b-cell lymphoma" - p
= Filter New . C
Country/Region Topic Document Type Document Category Date Translation Status All other filters 2 N a m e th e Sea rCh i n t h e po p u p a n d
dB Side by Side Viewer Showing 1-10 of 239 results h m =
15 Customize Columns ~ 4t Sorted by Relevance ~
Summary Title Abstract Last U .‘
13-Dec-2016 v EU EMA/688679/2016: Public Summary of Positive This document provides the COMP Public 18-Oc] Q
Opinion for Orphan Designation of valproic acid for the Summary of Positive Opinion for Orphan Save sea rCh uery
EN ‘E N Treatment of Diffuse Large B-Cell Lymphoma, 13-De Designation of valproic acid. - Applicant:
25-Jan-2023 v EU EU/3/22/2656: Public Summary of Positive Opinion for This document provides the COMP Public 0Jal = T " "
Orphan Designation of odronextamab for the Summary of Positive Opinion for Orphan =a Title large b-cell lymphoma EPAR Alert
EN ‘E N Treatment of Diffuse Large B-cell Lymphoma, 25-Jan- Designation of odronextamab. - Applicant:
- . ) , . Details
15-May-2018 v EU EMA/178440/2018: Public Summary of Positive This document provides the COMP Public 18-Q¢
Opinion for Orphan Designation of polatuzumab Summary of Positive Opinion for Orphan " _ "
En ) ( E\I vedotin for the Treatment of Diffuse Large B-cell Designation of polatuzumab vedotin. - Query large b-cell lymphoma ,
_— Content Set Regulatory

Filters 2 Filters Applied

v Create Alert

0 Clarivate“' Cancel Save 14




Search entire documents - including labels Find all US Labels that mention

Wernicke'’ hal h
Source Document Search ernicke’s encephalopathy
1. Type “Wernicke's encephalopathy”

into the keyword box

2. Select Document Type filter and
Supplemental Approval - NDA and
Original Approval - NDA

3. Click Apply and Search

| "wernicke's encephalopathy"

= Filter @

Document Type Country/Region Topic Date Translation Status Medical Devices Specialty All other filters

Q [ selectall € Clearall Sortby  Frequency
Supplemental Approval - NDA (6) Meeting (5) 0riginalApp|roval - NDA (4) Curriculum Vitae (3) Law (3) Citizen Petition (2) EPAR (2)
Pharmacovigilance Bulletin (2) Report (2) Checklist (1) Evaluation Report (1) Evaluation Summary (1) Guideline (1) Newsletter (1) Notification (1) fe
as been revis
Product Information (1) Product Miscellaneous (1) Regulation (1) Summary Basis Of Decision (1) tgenerated b

retagging).

Cancel Apply ‘
tm
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Compare packaging and labeling requirements across countries

Comparison Tables

Regulatory

i

All Comparison Tables : Intelligence Reports

Browse

labeling Q

Q Drugs and Biologics

» Product Information

Package Labeling Requirements

» Clinical Research

Clinical Trial Application Research Requirements: Local Requirements

Expected Authority Review Timelines: Clinical Trial Application and Ethics
Committee

Investigational Medicinal Product (IMP) Labeling Requirements

Legislative/Regulatory Framework: Clinical Trial Registries and Results
Disclosure

% Drugs & Biologics

Regulatory Summaries Source Documents

L(,J Medical Devices and IVDs

» Labeling and Promotion
IVD Labeling Requirements
Medical Device Advertising Requirements

Medical Device Labeling Requirements

@ Expand all @Collapse all

4 Medical Devices & IVDs

2 Clarivate”

Are Mandatory Warning
and Braille Language
required?

1. Use the Filter tool to find
the Comparison Tables
with Labeling in the title

2. Choose Package Labeling
Requirements

16



Compare Package and Labeling Requirements
Comparison Tables

Last Updated Date
30-Apr-2024

Global Comparison

Country/Region

European Union

Finland

France

Language

Not applicable

English; Finnish; Swedish

French

Language Notes

provided that the same
particulars appear in

Language(s) of the Member
States

Fimea accepts the English
SmPC during regulatory
procedures, if any ¢

Mandatory Warnings

requirements: special storage

condition

Required Special warning that the
medicinal product must
be kept out of sight

Required + Keep out of reach and

sight of children: "Ei

Mandatory Warnings Notes

Other languages accepted
provided that the same
particulars appear in

x

Fimea accepts the English SmPC during regulatory
procedures, if any common European procedures are used
(CP, DCP, MRP). Other languages accepted provided that the
same particulars appear in all languages.

MAH's Information

Required

In line with EU requirements

In line with EU requirements

. My Regions ,\

MAH's Information Notes

Name and address of the
MAH and, where
applicable, the name of

N/A

Additional national
requirement: Name and

1.Click the filter icon to
filter to only desired
countries

3.Scroll to the right to
reveal more data

4. Click three dots to
reveal more information

4.Link to official
documents and
Regulatory Summaries

2 Clarivate”

Pictograms, Logos, Tags Notes

Symbols or pictograms
designed to clarify certain
information and oth

+ Products containing
inflammable material
must bear the interna

+ Products which may
reduce the ability to drive
or operate mach

Other Labeling Particulars

Other general label
requirements include:
Name, strength,

It is possible to use a
common Nordic labelling
for Sweden, Denmark,

The method of
administration and, if
necessary, the routeof ..

Regulatory Summary

Product Information

Product Information

Product Information

Reference Document(s)

European Parliament and
Council Directive 2001/83/EC
of 06-Nov-2001: The

Administrative Regulation
3/2019: Labelling and
Package Leaflets for Medicinal

CSP, Regulatory Part, Fifth
Part: Health Products (Art. R.
5112-1toR.5471-1) (as last




Dive Deep into Labeling requirements for a country

Regulatory Summaries

€ Cortellis

Regulatory B CMC Intelligence
All Comparison Tables :
Browse Search

Filter by | Country /Region Q

Q Drugs and Biologics

» Authorities and Organizations

* Competent Health Ministries and Regulatory Agencies | Country Summaries
* European Institutions and Bodies | Overview

* European Heads of Medicines Agency | Overview

» International and Regional Bodies

* Association of Southeast Asian Nations (ASEAN)
* Central American Integration System (SICA)

* Council for International Organizations of Medical

v

Council of Europe

v

Eurasian Economic Union (EAEU)

Intelligence Reports :

Drugs & Biologics

i
Source Documents

Regulatory Summarie

@Expand all

Y Medical Devices and IVDs

Medical Devices Regulatory Framework

Beth Wise

Medical Devices & IVDs

@ Collapse all

Algeria, Argentina, Australia, Austria, Belgium, Brazil, Bulgaria, Canada, Chile, China,

Colombia, Costa Rica, Croatia, Czech Republic, Denmark, EAEU, Egypt, Estonia, European
Union, Finland, France, Germany, Greece, Guatemala, Hong Kong, Hungary, India, Indonesia,
Iraq, Ireland, Israel, Italy, Japan, Jordan, Kenya, Latvia, Lebanon, Lithuania, Malaysia,
Mexico, Morocco, Netherlands, New Zealand, Nigeria, Norway, Panama, Peru, Philippines,
Poland, Portugal, Romania, Russian Federation, Saudi Arabia, Serbia, Singapore, Slovakia,
Slovenia, South Africa, South Korea, Spain, Sweden, Switzerland, Taiwan, Thailand, Tunisia,

2 Clarivate”

Labeling, Packaging and Product Information Requirements

Algeria, Argentina, Australia, Austria, Belgium, Brazil, Bulgaria, Canada, Chile, China,
Colombia, Costa Rica, Croatia, Czech Republic, Denmark, EAEU, Egypt, Estonia, European
Union, Finland, France, Germany, Greece, Guatemala, Hong Kong, Hungary, India, Indonesia,
Iraq, Ireland, Israel, Italy, Japan, Jordan, Kenya, Latvia, Lebanon, Lithuania, Malaysia,
Mexico, Morocco, Netherlands, New Zealand, Nigeria, Norway, Panama, Peru, Philippines,
Poland, Portugal, Romania, Russian Federation, SICA, Saudi Arabia, Serbia, Singapore,
Slovakia, Slovenia, South Africa, South Korea, Spain, Sweden, Switzerland, Taiwan,
Thailand, Tunisia, Turkekraine, United Arab Emirates, United Kingdom, Venezuela,
Vietnam

Vietnam

hile, China,

tonia, European

y, India, Indonesia,
ia, Malaysia,

riy Philinnin

1.Click Regulatory
Summaries

2.Scroll down to Labeling,
Packaging and Product
Information Requirements

3.Click your country, e.g.;
USA

18



Dive Deep into Product Information for a country
Regulatory Summaries

Il SR 2

Q1 Legal Basis and
Regulatory Framework

)2 Language
Requirements

Q3 Serialization /
Traceability / Safety
Features

Q4 Approval by
Authorities

Q5 Information addressed
to Healthcare
Professionals/ Summary
of Product Characteristics
(SmPC)

Q6 Labeling / Packaging

Q6.1 What is
labeling/packaging in
the country/region and
what does it contain?

Q6.2 What are the
general requirements
that apply to the
labeling/packaging in
the country/region?
Q6.3 What specific
layout should th
labeling/p ging
adhere to in the

country/region?

Q6.4 Are there
mandatory
wamnings/statements
to be included in the
country/region?
Q6.5 Are

pictoorameflogosftaoe

2 Clarivate”

— 4 Automatic Zoom =

Q6.3 What specific layout should the labeling/packaging adhere to in the country/
region?

Refer to the following sections of 21 CFR part 201: Labeling (Table of Contents) (IDRAC 8597):

« 21 CFR 201.1: Name and place of business of manufacturer, packer, or distributor
* 21 CFR 201.2: National Drug Code (NDC)

« 21 CFR 201.10: Statement of ingredients (active and inactive)

* 21 CFR 201.15: Prominence of required label statements

* 21 CFR 201.17: Location of expiration date

21 CFR 201.18: Significance of control numbers (Lot number)

21 CFR 201.20(a): FD&C Yellow No. 5

21 CFR 201.25: Bar code label requirements. Additionally refer to MAPP: Chapter 5231.1: CDER
Barcode Inquiries, 02-Oct-2018 (IDRAC 283674).

Specific to Prescription Drugs and/or Insulin

1.Consistent Q&A format
across all countries/regions
provides expert, consistent
guidance for each country

2.Link to official documents

3. Export and set up Alerts
from the icons in the upper
right-hand corner

« 21 CFR 201.50: Statement of identity (established name)
* 21 CFR 201.51: Declaration of net quantity of contents
« 21 CFR 201.55: Statement of dosage (e.g., Recommended Dosage: see Prescribing Informati

For prescription drugs, "Rx Only" should be mentioned.

The FDA's Guidance for Industry: Safety Considerations for Container Labels and Carton Labeling D
to Minimize Medication Errors, May-2022 (IDRAC 347404) provides a set of principles and
recommendations for ensuring that critical elements of a product’s container label and carton labe

Sy

are designed to promote safe dispensing, administration, and use of the product. It applies to human
prescription drug and biological products.

Risk assessment during the design stage can reduce the risk of medication errors. For more information
and recommendations on packaging approaches and analytical methods for risk assessments refer to
the FDA's Guidance for Industry: Safety Considerations for Product Design to Minimize Medication Errors

(Final), Apr-2016 (IDRAC 226762).
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English Translations of Source documents
Machine Translations

Medicinal Products Act of 24-Aug-1976 (Arzneimittelgesetz - AMG) (Amended Version of 03-Jun-2021)

Valid 347848 Germanny Referance Document Law Translation: Machine Translation
Drugs and Biologics
Document
Active P Revision 09-Jun-2021 German

v Erster Abschnitt
Zweck des Gesel
und
Begriffsbestimmy
Anwendungsbere

§ 1 7weck
des
Gesetzes

§2
Arzneimittelb,

S Clarivate”

1 0i155

Machine Translated Document

=  dk

Preview Download View on Side
(English) (English) by side

— <+ Aulomatic Zoom 3

Ein Service des Bundesministeriun
sowie des Bundesamts {ii

Sw

Disclaimer:

" witho

Gesetz iuiber den Verkehr mit Arzneimitteln (Arz ;25 =F wies

AMG) translation are not binding and have no legal effect
for compliance or enforcement pi ;
ns arise related to the accu

AMG translated information, please refer to the official
source language version.

1.View at the top what type of
translation is available for that
document

2.Scroll to the Document

Document icon and select
preferred format to open

Machine Translated by Google

Ausfertigungsdatum: 24.08.1976
Vollzitat:

"Arzneimittelgesetz in der Fassung der Bekanntmachung vom 12. Dezember 2005 (BGBI. | 5. 3394), das zuletzt
durch Artikel 9 des Gesetzes vom 3. Juni 2021 (BGBI. | 5. 1309) gedndert worden ist"

Stand: Neugefasst durch Bek. v. 12.12.2005 | 3394;
zuletzt gedndert durch Art. 1V v. 19.5.2021 11164

Hinweis: Anderung durch Art. 9 G v. 3.6.2021 1 1309 (Nr. 28} textlich nachgewiesen, dokumentarisch noch
nicht abschliefend bearbeitet

Fufnote

(+++ Textnachweis Geltung ab: 6.6.1986 +++)
(+++ Zur Anwendung vgl. &% 63j, 109, 141 +++)
(+++ Amtlicher Hinweis des Normgebers auf EG-Recht:
Umsetzung der
EURL 8472010 (CELEX Nr.: 32010L8084)
EURL 62/2011 (CELEX Nr.: 32011L8062)
EURL 2472011 (CELEX Nr.: 32011L8624) vgl. G v. 19.10.2012 I 2192 +++)

Das G wurde als Artikel 1 G v. 24.8.1976 | 2445 vom Bundestag mit Zustimmung des Bundesrates beschlossen.

Ceict mit Anenshmn d £ 70 anm Avk 10 dinenc (2 2m 1 1 1070 in Veaft antentan

A senvice of the Federal Ministry of Justice and Gonsumer Protection
and the Federal Office of Justice § wvav.gesetze-im-intemet de

Law on the trade in medicinal products (Medicines Act -
AMG)

AMG

Date of issue: August 24, 1976

Full quote:

"IMedicinal Preducts Act in the version published on December 12, 2005 (BGBI. | p. 3294), the most recent
has been changed by Article 9 of the law of June 3, 2021 (BGBI. | p. 1309)"

Was standing: Rewritten by Bek. December 12, 2005 1 3394;
last amended by Art. 1V v. May 19, 2021 | 1164

Note: Change by At 9 G v. June 3, 2021 | 1309 (No. 28) proven textually, still documented
not finalized

footnote

(+++ Text reference valid from: June 6, 1986 +++)
(+++ For application see §§ 63]. 109, 141 +++)
(+++ Official reference from the standard provider to EC law:
Implementation of
EURL 84/2010 (CELEX No.: 32010L0084)
EURL 62/2011 (CELEX No.: 32011L0062)
EURL 2472011 (CELEX No.: 32011L0024) cf. G v. 10/19/2012 1 2192 +++)

The G was introduced as Article 1 G of. August 24, 1976 | 2445 passed by the Bundestag with the consent of the Bundesrat
It is with the exception of d. § 78 according to Article 10 of this G came into force on January 1, 1978.
Legal abbreviation: Inserted. by Art. 1 No. 1 G v. July 30, 2004 | 2031 mWv August 6, 2004

Table of contents

3.Click the Machine Translation
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English Translations of Source documents
Human Translations

Federal Law N 61-FZ of 12-Apr-2010: On Circulation of Medicinal Products (Consolidated Version up to Amendment the Federal Law N 1-FZ of 30-Jan-2024)

Valid 209259 Russian Federation Reference Document Law Translation: Cortellis Translation

Drugs and Biologics

Clinical Research Compl 0] j o]

I
=
v Fie1

» Corteliis Translation
English version

» Original file

12 April 2010 No. 61-FZ

RUSSIAN FEDERATION
FEDERAL LAW

ON CIRCULATION OF MEDICINAL PRODUCTS™

Adopted
by the State Duma
on 24 March 2010

Approved
by the Council of Federation
on 31 March 2010

(as amended by Federal Laws No. 192-FZ of 27/07/2010,
No 271-FZ of 11/10/2010, No. 313-FZ of 29/11/2010,
No. 409-FZ of 06/12/2011, No. 93-FZ of 25/06/2012,
No. 262-FZ of 25/12/2012, No. 185-FZ of 02/07/2013,
No. 317-FZ of 25/11/2013, No.33-FZ of 03/12/2014,
No.313-FZ of 10/22/2014, No 429-FZ of 22/12/2014,
No 34-FZ of 08/03/2015, No. 160-FZ of 29/06/2015,
No. 233-FZ of 13/07/2015, No. 241-FZ of 13/07/2015,
No. 262-FZ of 13/07/2015, No. 374-FZ of 14/12/2015,
No. 389-FZ of 29/12/2015, No. 163-FZ of 02/06/2016,
No. 261-FZ of 03/07/2016, No. 305-FZ of 03/07/2016,
No. 350-FZ of 03/07/2016, No. 242-FZ of 29/07/2017,
No. 278-FZ of 29/07/2017; No 425-FZ of 28/12/2017;
No. 140-FZ of 04/06/2018, No. 449-FZ of 28/11/2018,
No. 511-FZ of 27/12/2018, No. 134-FZ of 06/06/2019
No. 240-FZ of 26/07/2019, No. 297-FZ of 02/08/2019,
No. 462-FZ of 27/12/2019, No. 475-FZ of 27/12/2019,

No. 67-FZ of 26/03/2020, No. 98-FZ of 01/04/2020,

Do 10S E7 ~Af N2/NA/ININ Na IOE EZ AF42/07/2020

2 Clarivate”

1.View at the top what type of
translation is available for that
document

2.Human Translations will be
indicated by either Cortellis
Translation, Authority Official or
Authority Unofficial

3.The translation will be
contained in the document with
the native language version
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Assess the competition - find approved drugs for thousands of indications globally

Product Approval Trackers - Brazil, Canada, China, EU, Japan,

Switzerland,

9 Cortellis

Taiwan and USA

>

Product Approval Information
¥ Drug and Biologics Registration | Product Approval Tracker
Brazil, Canada, China, European Union, Japan, Switzerland, Taiwan, USA
* Combination Product Registration | Product Approval Tracker
* Pediatric Studies | Product Approval Tracker
" Regulatory Authority Product Approval Trends | Summary Charts
* Risk Management System Tracker
* EMA CHMP Referral Opinions | Opinion Tracker
" EMA Committee for Advanced Therapies | Classification Recommendations

* EMA Committee for Orphan Medicinal Products | Public Summary of Opinions for Orphan
Designation

* EMA Harmonisation of Risk Management Plans Project (HaRP) | Assessment Report
Directory

" EU HMA Pediatric Public Assessment Report | Assessment Report Tracker

* EU HMA PSUR Work Sharing Summary Assessment Report | Assessment Report Tracker
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1.Go to the Regulatory Intelligence
Reports

2. Scroll down to Product Approval
Information

3. Click the country link to open the
tables
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Assess the competition - find approved drugs for thousands of indications globally

Product Approval Trackers cover Brazil, Canada, China, EU,
Japan, Switzerland, Taiwan and USA

Drug Submission and Product Approval List Overview

Valid 136082 USA Regulatory Intelligence Report Approval Tracker
Drugs and Biologics

Product Assessment

ik - h B

o

1. Summary Summary

2. Document Abstract

This Regulatory Intelligence Report (RIR) contains the list of New Drug Applications (NDAs), Biologics License Applications (BLAs), biosimilars and supplements approved from 1997 by the
3. Reason For Update United States Food and Drug Administration (FDA). Generics (ANDA) are out of scope of this table and are not available in CRI.

Biological Types:

- Therapeutic biologics

- Allergenics: patch tests used to diagnose the causes of contact dermatitis. Extracts used to diagnose and treat rhinitis, allergic sinusitis and conjunctivitis, and bee stings.
- Blood and blood products: blood and blood components used for ~

4. Mentioned
Documents

Last Updated Date Added Date
10-Jun-2024 09-Jan-2012
Document
Mone English [ Download Excel o

2 Clarivate” Click Download Excel to open the tables, .



Assess the competition - find approved drugs for thousands of indications globally
Product Approval Trackers - Brazil, Canada, China, EU, Japan,

Switzerland, Taiwan and USA

Name - |Active Ingredient(s) E‘Applicatiom'&ubmiﬁion Typ 1. Application NumbE Active Substance StatlE FDA Biological TypeE FDA Chemical Type |Z| Product Type |Z| Dosage FonE Route of AdministratioB Therapeutic Area @ Indication(s)
RAYOS prednisone gl SortAtoZ 2020/013 Known active substance Not applicable MNew dosage form Drugs & Biclogics Tablet Oral Cancer ; Dermatological For the treatment of the following
disorders ; Endocrine conditions: Allergic Conditions, De
il SortZtod disorders ; Eye disorders ; |Diseases, Endocrine Conditions, G
Gastrointestinal disorders ;|Diseases, Hematologic Diseases, N
Sort by Calor ' Hematologic diseases ; Conditions, Nervous System Condi
Immunalogical disorders ; [Conditions, Conditions Related to
Infections ; Transplantation, Pulmonary Diseal
— Musculoskeletal and Conditions, Rheumatologic Condit
! connective tissue disorders |Infectious Diseases.
; Neurological disorders ;
ORAPRED ODT prednisolone sod 21959/014 Known active substance Not applicable MNew dosage form Drugs & Biologics Tablet Oral Cancer ; Dermatological In the following diseases or condif
Text Eilters ' disorders ; Endocrine conditions, Dermatologic Diseases
disorders ; Eye disorders ; |Conditions, Gastrointestinal Dised
search Gastrointestinal disorders ;| Diseases, Neoplastic conditions, N
(Select All) Hematologic diseases ; conditions, Ophthalmic conditions
ELA Neurclogical disorders; related to organ transplantation, A
BLA (biosimilar) Other disorders (systemic |Diseases, Renal conditions, Rheun
disorders) ; Respiratory Conditions and Specific Infectious
disorders
HEMADY dexamethasone sBLA (biosimilar) 211379/006 Known active substance Not applicable MNew combination ; New formulation  |Drugs & Biologics Tablet Oral Cancer In combination with other anti-my,
<NDA or new manufacturer the treatment of adults with multig
CALOUENCE acalabrutinib 210259/010 Mew active substance Not applicable MNew molecular entity (NME) Drugs & Biclogics Capsule Oral Cancer CALOUENCE is indicated:

- For the treatment of adult patient]
lymphoma (MCL) who have receive
therapy.
- For the treatment of adult patient]
lymphocytic leukemia (CLL) or sma
lymphoma (SLL).
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Filter the tables by Therapeutic area,
Application/Submission type and more
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Assess the competition - find approved drugs for thousands of indications globally

Product Approval Trackers - Brazil, Canada, China, EU, Japan,
Switzerland, Taiwan and USA

Company Legal Basis | ~||Submission Date ~ |Receipt Date | ~ |Advisory Committee Meeting Dal ~ |Review Cycles ~||Approval Dat| ~ ,heview Type ~ |Orphan Designation ~ |Orphan Designation Dat ~ |Priority Review Vouche ~ |Approval Type |~ |Review Center |~ |Review Off]
Horizon Therapeutics USA Inc. 505(b) 08-Mar-2024 08-Mar-2024 Not available 05-Jun-2024 Istandard review Mo No No CDER Immunclogy
New drugs
Concordia Pharmaceuticals Inc. 505(b) 01-Mar-2024 01-Mar-2024 Not available 05-Jun-2024 Standard review No No No CDER Immunology
Mew drugs
Dexcel Pharma Technologies Ltd. 505(b) 22-Feb-2024 22-Feb-2024 Not available 05-Jun-2024 Standard review No No No CDER Oncologic D
AstraZeneca UK Ltd. 505(k) 23-May-2024 23-May-2024 Not available 05-lun-2024 |standard review No No No CDER New drugs ;

2 Clarivate”

Compare Submission Dates and Approval
Dates to understand how long approvals are

taking and filter to Regulatory Designations
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Assess the competition - find approved drugs for thousands of indications globally

Product Approval Trackers - Brazil, Canada, China, EU, Japan,
Switzerland, Taiwan and USA

Review Category/Division -

Boxed Warni ~

Medication Guide

-

REME ~

Pediatric Us »

FDA Supplement Type ~

FDA Supplement Rationale -

Link to Product Approval Document -

Rheumatology and transplant medicine

No

No

Mo

Yes

Mon-efficacy supplement

Frovided for revisions to the labeling consistent with
new safety information that pertains to the risk of
activation of latent infections and special pathogens,
and of Kaposi's sarcoma.

385085

Rheumatology and transplant medicine

Mo

Mo

Yes

Mon-efficacy supplement

Provided for revisions to the labeling consistent with
new safety information that pertains to the risk of
activation of latent infections and special pathogens,
and Kaposi's sarcoma.

385068

Not available

No

Mo

Mo

Mo

Mon-efficacy supplement

Provided for revisions to the labeling consistent with
new safety information that pertains to the risk of
activation of latent infections and special pathogens,
and Kaposi's sarcoma.

385058

Not available

Mo

Ma

Mon-efficacy supplement

Provided for revisions to the labeling with agreed
upon changes to the text consistent with the new
safety information pertaining to the risk of cardiac
arrhythmia including ventricular arrhythmia under
Highlights of Prescribing Information, 5.5 Cardiac
Arrhythmias, 5.6 Hepatotoxicity, Including Drug-
Induced Liver Injury, 6.2 Postmarketing

Experience, 17 Patient Counseling Information
sections and Patient Package Insert.

385051

2 Clarivate”

Filter to find products with Boxed Warnings,
Med Guides and REMS

Click the links to view the Approval
Documents 26



Assess the competition - find approved drugs for thousands of indications globally

Cortellis Competitive Intelligence

© Cortellis =

"b-cell lymphoma”

m e Q

4, GenAl Enhanced Search | Advanced search | Structure search | Search history

< Back Search Results

Timeline & Success Rates

546 results found for index Search for the search term 'lymphoma’ with filter(s) applied: B-cell lymphoma

Report Type

Results Perpa;ge:|l.ﬂl}v| Sortby:|Relevance

|

Show selected only ° Drug Name

Broker Research (91091)
o ibritumomab tiuxetan
Clinical Trials (16251)
Companies (2952)
Conferences (5852)
Deals (5249)

Disease Briefings (32) Q loncastuximab tesirine

Drugs (2268)
Event Transcripts (6940)

Experimental Pharmacology
(50436)

Literature (55810) @ nplatrexate
Patents (20408)

Pharmacokinetics (12975)

Press Releases (14118)

Other Drug Names

111In-2B8 ; 111In-anti-CD20,
IDEC ; 111In-ibritumomab
tiuxetan ; 90Y-2B8 ; 90Y-anti-
CD20, IDEC ; 90Y-ibritumomab
tiuxetan ; BAY86-5128 ; DE-
00749 ; IDEC-In2B8 ; IDEC-Y2B&
3 SHL-749 ; Zevalin;
ibritumomab tiuxetan ;

ADCT-402 ; Lonca ; Lonca-T ;
MT-2111; Zynlonta ;
loncastuximab tesirine ;
loncastuximab tesirine-lpyl

10-propargyl-10-
deazaaminopterin ; DHFR
inhibitor (anticancer), Allos ;
DHFR inhibitor (anticancer),
Memorial Sloan-Kettering ;
Difolta ; Folotyn ; PDX, Allos ;
pralatrexate

~] | order Columns | viewfl] |

Active Companies @ ActiveIndications @ Target-based Actions @) HighestStatus -l

Filters: [0] Filters: [0] Filters : [0] Filters: [0]

Acrotech Biopharma Inc; CASI B-cell lymphomg—=="- Dt i B : bem el LBl e

Pharmaceuticals Inc; FUJIFILM  center lymphom| SHOW ALL FILTERS

Holdings Corp; Mundipharma  Hodgkin lympho

International Corp Ltd; Servier

Canada Inc | Search Country/Territory Look up Select filter view
Therapy Area “ [0 us(299)
Indication () china (179)

ADC Therapeutics SA; B-cell ymphomg | ComPany Europe (33)

Mitsubishi Tanabe Pharma lymphocytic leu Status

Corp; Overland ADCT large B-cell lymp| Australia (30)

BioPharma (CY) Limited; center lymphom

Swedish Orphan Biovitrum AB
(Publ)

Acrotech Biopharma Inc; CASI
Pharmaceuticals Inc;
Mundipharma International
Corp Ltd; Servier Canada Inc

First Previous - 2 3 4 5 6 Next Last

Explore @ e | Search onover 2,000 global
indications
O eloted Content it Analyre 5 S Alert & powniond | USE€ COUNTrY filters to find

products globally

Hematological n
grade B-cell lym,
Lymphoplasmacd|
lymphoma; Man

Anaplastic large
lymphoma;

Angioimmunobl
lymphoma; Cutal
lymphoma; Folli
lymphoma; Hep
cell lymphoma; I
cell lymphoma; §

2 Clarivate”

Target-based Actions

Other Actions

Technologies

Added Date

Last Change Date

Highest Status

Highest Status at Termination
Reason for Discontinuation
Regulatory Designations

Total Reported Sales 2023 (USD M)

UK (23)
South Korea (22)

Japan (20)

Taiwan (15)
Germany (12)
Israel (10)
Switzerland (10)
France (8)

]
]
]
]
]
(0 canada(19)
]
]
]
]
]
]

Matharlands (21




New - Summary Intuitive Search
Search across countries on questions in the Summaries

Regulatory

All

Comparison Tables :

Browse

Search

Intelligence Reports Regulatory Summaries Source Documents

Smarter search outcomes and suggestions with our new intuitive search!

what specific layout .|

What specific layout should the information addressed to healthcare professionals/SmPC adhere to in the country/re...

What specific layout should the labeling/packaging adhere to in the country/region?

What specific layout should the package leaflet/patient information/package insert adhere to in the country/region?

2 Clarivate”

Click Summaries
Click Search

Start typing in a question from the
Summaries

Select question from the drop-
down
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New - Summary Intuitive Search
Search across countries on questions in the Summaries

53 results found for

‘What specific layout should the labeling/packaging adhere to in the country/region?’

= Filters

Country/Regien | | Topic

t Sorted by Relevance @ Expand All @ Collapse All

Last Updated Date Clear Filters

Summary
1 27-Dec-2023 v
eeu | [ En )]
J
2 09-Feb-2024 v

Product Information

This document summarizes the regulatory requirements for the Information for Healthcare Professionals (or Summary of Product Characteristics, SmPC), package insert (package leaflet or patient information) and Labelling (Packaging Information).
Country/Region: Eurasian Economic Union

IDRAC Mumber: 322129

Last Updated Date: 27-Dec-2023

What specific layout should the labeling/packaging adhere to in the country/region? A

Infarmation to be contained in the primary packaging On the primary (inner) packaging of a medicinal product (except for intended for medicinal plant raw material) the following information is indicated: Commercial name of the medicinal product; INN
name (if any} or a common accepted (generic) name; Pharmaceutical form; strength and/or potency and/or concentration (if applicable) of the active pharmaceutical substance(s); Quantity of the medicinal product in the package; The route of
administration; Name or logo of marketing authorization holder; Batch number; Expiry date {“valid unt) Information to be contained in the secondary packaging The following information is indicated on the secondary packaging or, if it is not available,
on the primary packaging of the medicinal product: Commercial name of the medlcmal product INN-lfavallabLeJ or common (generic) name; Name of marketing authorization holder and manufacturer of the medicinal product; Address of marketing
authorization holder and manufacturer of the medicinal product; The pharmaceutical form; Strength and/ or activity and/ or concentration (if applicable) of the active pharmaceutical substance/s); Quantity of the medicinal product in the package;
Information on the compasition of the medicinal product; Batch number; Manufacturing date; Expiration date (*valid until "}; Storage conditions and, if necessary, transportation; Route of administration Prescription status; Warning labels. For packaging of
active pharmaceutical substances: Commercial name of the active pharmaceutical substance (if available); INN or common/generic name; Manufacturer’s name and address of the pharmaceutical substance; Batch number; Manufacturing date; Quantity of
active pharmaceutical substance in the package; Expiration date {valid until) or, if provided, the date of re-testing; Storage conditions; Use The following information is to be indicated on the transport container of packaging of bulk products: Commercial
name of the medicinal product; Dosage form; INN (if available) or commaon (generic) name; Dosage and (or) activity and {(or) concentration (if applicable) of the active pharmaceutical substance(s); Manufacturer's name and address of the medicinal product;
Quantity of the medicinal product in the package and (or] the number of packages in the transport container; Storage conditions and, if necessary, transport conditions; Batch number; Manufacturing date; Expiry date (“valid until").

-

Product Information

This document summarizes the regulatory requirements for the Information for Healthcare Professionals (or Summary of Product Characteristics, SmPC), package insert (package leaflet or patient information) and Labelling (Packaging Information).
Country/Region: Austria

IDRAC Number: 32707

Last Updated Date: 09-Feb-2024

What specific layout should the labeling/packaging adhere to in the country/region? A

The format of the labeling has to comply with the QRD template. Fonts: Printed unconnected letters of the Latin alphabet and Arabic numbers have to be used. Size: The type size of the product’s name and, if enough space is available, of all other
information should be at minimum 1.8 mm (8 points). The following information shall be included in the labeling {this applies to outer packaging and inner packaging, except if the inner packaging is too small, as it is the case for blisters and for containers
with volumes less or equal than 10 ml): Mame of the medicinal product (a fantasy name or a current scientific name, if it's no fantasy name a short version of the applicant or the trademark has to be added to the name. In addition, the strength and
pharmaceutical form has to be mentioned. If applicable, a reference if the product is indicated for use in babies, children or adults. If the product contains up to three active ingredients, the active ingredients (INN) have to be mentioned below the product's
name (“Wirkstoffie):..."). Name and location of the marketing authorization holder: the word "Zulassungsinhaber” {MA holder) or "Registrierungsinhaber"” {registration holder) or “Pharmazeutischer Unternehmer” (pharmaceutical company) must be placed
in front of the MAH's name. Distributor: Itis possible to state the distributorin the outer labeling, however, not mandatory. For medicinal products autherised according to §7 Austrian Medicinal Products Act, the declaration, modification or deletion of a
distributor in Austria is considered as a notification. This can be included with any text-relevant variation, or if no such pending, simply notified by sending the information to the appropriate mailbox (rms@basg.gv.at, basg-cms@basg.gv.at or
nat@basg.gv.at) respectively. For medicinal products registered according to §§11, 11aor 12 Austrian Medicinal Products Act, such a change is considered as a notification according to § 24 (6) Austrian Medicinal Products Act. The form Formblatt

F_Z09 should be used. Mo use of this form is needed if the declaration, modification or deletion of a distributor in Austria is to be notified together with any other variation. Marketing authorization number (“Z. Nr." or “Zul. Nr” or “R. Nr" or “Reg. Nr." or "R.-
Nr” or “Z.-Nr." has to be placed in front of the MA number) Composition - quantitative and qualitative composition of the active ingredient(s) and those excipients known to have a recognized action or effect (for further information see NTA Volume 3B,
Guidelines - Excipients in the labeling and package leaflet of medicinal products for human use, October 2017). All excipients have to be given in injectable products, topical medicinal products, and eye drops. In divisible pharmaceutical forms the quantity
has to be stated with relevance to the treatment unit. In nen-divisible pharmaceutical forms and in infusion fluids the quantity stated has to be related to a unit, which is useful for the calculation of the amount of ingredients per single dose. The ingredients
have to be stated with their international non-proprietary names of the WHO or, if not available, with other usual names. Pharmaceutical form and Quantity of content in the packaging in number (e.g., tablets), volume or weight, respectively. Safety features
enabling wholesale distributors and persons authorized or entitled to supply medicinal products to the public to verify the authenticity of the medicinal product and identify individual packs as well as a device allowing verification of whether the outer
packaging has been falsified if stipulated by article 54a of Directive 2001/83/EC. In bundle packages the contained single packages have to be labeled with “Teil einer Bundelpackung, Einzelverkauf unzulassig”. The outer package of the bundle package has to
contain at least information concerning the name of the product, quantity of content, pharmaceutical form, kind of application, lot number, expiry date, short name of the MAH, and the notice “Bindelpackung, Verkauf in Teilmengen unzuldssig”. If the outer
package is transparent, it is not necessary to label it. Route of administration (e.g, in the case of oral forms: “zum Einnehmen”) A space has to be left for indicating the prescribed dosage by the pharmacist. Lot number (“Ch. Nr®, “Ch.* or “Lot.” has to be
placed in front of the lot number). Expiry date: The label has to contain an uncoded date of expiry stating at least the month and year of the expiry date, calculated from the manufacturing date. If the month is written as word, the short version has to contain

Clarivate’

Us filters to narrow down, e.g.; use
My Country Filter under
Countries/Region

Click Expand all to view answers
on the page

View Countries on the left
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Get assistance with Cortellis
In-product guidance to assist you with your questions

 Click at the question mark at the
bottom of the screen

If not visible, please enable functional cookies
under “Manage cookie preferences”.

Manage cookie preferences

2 Clarivate”

Resource & updates

Product updates
Guided tours
Training resources
Help & contact us

Suggest a feature

Help & contact us - contact
Customer Care

Guided tours - walk through the
Cortellis platform

Training resources - recorded
trainings, Quick guides and short
videos

Ask the Expert (on Regulatory

homepage)
P K¢
L

Ask the Expert
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About Clarivate

Clarivate is the leading global information services provider. We connect people and organizations to intelligence they can trust to transform their
perspective, their work and our world. Our subscription and technology-based solutions are coupled with deep domain expertise and cover the areas
of Academia & Government, Life Sciences & Healthcare and Intellectual Property. For more information, please visit clarivate.com

© 2023 Clarivate

Clarivate and its logo, as well as all other
trademarks used herein are trademarks of their
respective owners and used under license.
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