2 Clarivate” Cortellis Regulatory Intelligence

Finding English translations in Cortellis

All valid Source Documents in local language have searchable English translations in Cortellis
Regulatory Intelligence. These translations are:

¢ Machine Translations: Automated English translations powered by Google. Available for all
Source Documents that do not have a human translation.

e Authority Official: Translations published in the Official Journal, or translations from
Medicines Agencies which are identified as official.

e Authority Unofficial: Translations from Medicines Agencies which are identified as unofficial,
or translations provided by non-authority sources (eg. association or research institute).

e Cortellis Translations: Human translations curated by certified experts (Clarivate contract
translator, consultant, or internal content specialist).

e Cortellis in Progress: The local language version is already available and once the Cortellis
translation is finished it will be added to the same document.

Example 1: Find Chinese guidelines that mention stability anywhere in the document.

1. Click the Source Documents tab.

2. Type the keyword stability into the search field.

3. Add filters: Open Document Type filter and select Guideline from the list and click Apply.
Open Country/Region filter and select China. Click Apply.

4. Click Search.
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From the results page you can quickly identify which types of translations are available for each

document: if English is listed under Language, a human translation is available; if not, a machine

translation is available. Click the hyperlinked Titles to open the documents.

Showing 1-10 of 430 results
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Summary Title

CFDA Announcement No. 2015/03: Issuance of Two

05-Feb-2015 v)[cN
- Technical Guidelines for Di

Abstract

This announcement provides two
lines: Annex L: Technical Guidelines

ENZH | ( RD )

CFDA Anneuncement No. 2015/10: Technical
Guidelines on Stability Studies of Biological Products
(Trial), 15-Apr-2015 (English and Chinese Versions)

15-Apr-2015 | (v ) [ CN

ENZH | ( RD )

CDE Notification: Soliciting Public Comment on
Technical Guidelines for Pharmaceutical Research on

07-Oct-2023 A CN

. the Compatibility and Stability of Chemical Inject

H ) (RD )

Testing of Solid Oral Products and Technical Guidel;

for Dissclution Testing of Selid Oral

This announcement provides the final trial
version of Technical Guidelines on Stability

Studies of Biological Products. It contains

In order to clarify the pharmaceutical
research technical requirements for the
compatibility stability of chemical

Last Updated Date
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23-Apr-2015

27-Feb-2024

N, 4. m
Reason for Update Country/Region
This document replaces the draft of CDE China
Announcement: Announcement on
Soliciting Public Comment on Technical
This version replaces the draft of CDE China
Announcement: Soliciting Public Comment
on Technical Guidelines on Stability Studies
This document has been revised to edit tags China

which do not affect the content of the
document (retagging)
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After opening a Source Document machine translations are accessible from the translation icon as

shown below, either in Preview or Download (PDF). Please note that machine translations are
powered by Google and provided in an ‘as is’ format as explained in the Disclaimer.
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Clicking View on Side by side displays the local language version and machine translation in the

Cortellis Side by Side Viewer.
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Machine Translated by Google

Notice from the Device Review Center of the State Food and Drug Administration on the release of the

quiding principles for the registration review of two medical device products including dental adhesive

products (No. 3, 2023)
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In Preview, Download PDF or View on Side by Side, use the find in document icon to locate your
keyword.

Machine Translated Document - IDRAC 344281 3 X

 State Food and Drug Administration on the release of the Guiding

Principles for Stability Research of Passive Implantable Medical Devices (2022 Revision) (2022 No. 12)

I arder to further strangthen the management of stability research on passive impiantable meical devioes. the State Food and Drug Administration device review
The center organized the farmulation of the “Guiding Principles for Stability Ressarch of Passive Implantable Medical Devices (Revised in 2022)"
Edition)" is now released.

announce.

Attachment: Guiding Principles for Stability Research of Passive Implantable Medical Devices (2022 Revised Edition) (Part 2

load)

State Drug Administration

Medical Device Technology Evaluation Center

March 15, 2022

Example 2: Find documents with human translations.

1. From Quick Search use the Translation Status filter and select Authority Official and/or
Authority Unofficial and/or Cortellis Translations and click Apply.
2. Click Search.
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Once in a Cortellis document, you can also check the type of translation under the title.

NMPA Announcement No.2021/119: Implementation of Drug eCTD Submission, 29-Sep-2021

Valid 336355
Drugs and Biologics

Dossier Format and Sub

China

mission

Reference Document

Announcement Translation: Cortellis Translation

Regulatory Procedures

Human translations are added to the Source Document itself, above the local language version.

Document

Final

Notification of
Centre for Drug
Evaluation of the
National Medical
Products
Administration on
Issuing the
Technic

Guidelines for the

27-Jul-2023 Chinese

English

1 of 117

Design of Patient-

“entred Drug
“linical Trials
(Trial), the
Technical
Guidelines
Conduct of
Centred

Scroll
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Notification of Centre for Drug Evaluation of the National Medical Products Administration on
Issuing the Technical Guidelines for the Design of Patient-Centred Drug Clinical Trials (Trial), the
Technical Guidelines for the Conduct of Patient-Centred Drug Clinical Trials (Trial) and the
Technical Guidelines for Patient-Centred Drug Benefit-Risk Assessment (Trial) (No. 44 of 2023)
Release Date: 27 July 2023

"Patient-centred” drug development refers to the process of drug development, design,
conducting and decision-making based on patient's perspective, aiming at the efficient
development of clinically valuable drugs that better meet the needs of patients, and is a field that
is currently being actively explored by drug regulatory agencies in various countries. In order to

v Technical down to promote the practical application of "patient-centred” concept in drug research and
the local development, the Centre for Drug Evaluation organised the formulation of the Technical
Clinical Tria |anguage Guidelines for the Design of Patient-Centred Drug Clinical Trials (Trial), the Technical Guidelines

(Trial)
Table of
Content|

v 1. Overv
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2. Purpose
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application

v Il General

Principles

1
Integrating

version

d

for the Conduct of Patient-Centred Drug Clinical Trials (Trial) and the Technical Guidelines for
Patient-Centred Drug Benefit-Risk Assessment (Trial) (see Annexes 1-3). In accordance with the
requirements of the Notification of the Comprehensive Department of National Medical Products
Administration on the Issuance of the Procedures for Releasing the Technical Guidelines for
Pharmaceutical Products (NMPA Comprehensive Drug Administration [2020] No. 9), the present
notification is hereby issued after review and approval of the National Medical Products
Administration and is to be implemented since the date of release.

This is hereby announced.
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