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NMPA Announcement on Adopting ICH Guidelines S5

(R3) and S11

To keep pace with the international technical
standards for drug registration, the NMPA
has decided to adopt two guidelines of ICH
(International Council for Harmonisation
of Technical Requirements for
Pharmaceuticals for Human Use), including
S5 (R3): Detection of Reproductive
and Developmental Toxicity for Human
Pharmaceuticals and S11: Nonclinical
Safety Testing in Support of Development
of Pediatric Pharmaceuticals (hereinafter
referred to as S5 (R3) and S11).

Guidelines S5 (R3) and S11 shall be

applicable to the non-clinical studies starting
upon issuance of this Announcement. The
designation of the starting date of non-
clinical study shall be in accordance with
the relevant provisions specified in the Good
Laboratory Practice.

The relevant technical guidelines may be
accessed on the website of the Center for
Drug Evaluation of NMPA. The CDE of
NMPA shall be responsible for effective
technical guidance in relation to the
implementation of this Announcement.

It is hereby announced. (2021-01-25)

NMPA Announcement on Adopting ICH Guideline E9

(R1)

To keep pace with the international
technical standards for drug registration,
the NMPA has decided to adopt the ICH
(International Council for Harmonisation
of Technical Requirements for
Pharmaceuticals for Human Use) Guideline
E9 (R1): Addendum on Estimands and
Sensitivity Analysis in Clinical Trials.
E9 (R1) shall be applicable to the drug
clinical studies starting 12 months upon the

issuance of this Announcement.

The relevant technical guidelines may be
accessed on the website of the Center for
Drug Evaluation of NMPA. The CDE of
NMPA shall be responsible for effective
technical guidance in relation to the

implementation of this Announcement.

It is hereby announced. (2021-01-25)

NMPA Announcement on Regulating Weian Capsules

as Non-prescription Drugs

According to the Provisions for the
Classification Management of Prescription
and Non-prescription Drugs (Interim), after
the demonstration and review organized
by the NMPA, the Weian Capsules are
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approved to be regulated as non-prescription
drugs.

Before April 25, 2021, the drug marketing
authorization holder shall, in accordance

with the Provisions for Drug Registration
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and other relevant provisions, submit
the revised package insert of drug to the
provincial drug regulatory department for
filing and in a timely manner inform relevant
medical institutions, drug distributors and
other units of the revised content in the
package insert of drug.

For the content in the package insert
of drug other than that specified in the

template of the package insert of non-
prescription drugs shall be revised
in accordance with original approval
document. Drug labels involving content
related to the above revision shall be
revised together. For drugs produced since
the date of filing, the original package
insert shall not be used any more.

(2021-02-01)

NMPA Announcement on Cancellation of 8 Certification

Items

As per the Notice of the General Office of
the State Council on Effective Clearance
of Certification Items, to further reduce
redundant certification for the convenience
of the people and optimize governmental
service, the NMPA decided to cancel 8

certification items, and the Announcement
is hereby issued. The certification items
listed in the attachments cease to be
required as of the date of issuance of this

Announcement.
(2021-02-05)
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NMPA Announcement on Approval of Adding the Filing
Function for the First Importation of Chemicals to the
Chongging Municipal Medical Products Administration

According to the Provisions for Drug
Importation, the Notice of the China Food
and Drug Administration and General
Administration of Customs on Printing and
Issuing Principles and Standards for the
Newly Establishment of Drug Import Ports,
the Notice of the China Food and Drug
Administration and General Administration
of Customs on Printing and Issuing the
Evaluation and Assessment Scheme for
the Newly Establishment of Drug Import
Ports, the Notice of the Comprehensive
Department of National Medical Products
Administration on Printing and Issuing the
Evaluation Criteria for the Ports for the
First Drug Importation and other relevant
regulations, upon the on-site evaluation and
assessment, the NMPA has approved the
application of the Chongqing Municipal
Medical Products Administration for adding
the filing function for the first importation
of chemicals, and this Announcement was
hereby issued on February 2 as follows:

1. Chongqing Municipal Medical Products

Administration is approved to add the
filing function for the first import of
chemicals. As of the date of printing
and issuing this Announcement, the
Chongqing Municipal Medical Products
Administration can handle the filing of
the first importation of chemicals.

II. The Chongqing Institute for Food and
Drug Control is responsible for the port
inspection for filing the first importation
of chemicals.

III. The Chongqing Municipal Medical
Products Administration and Chongqing
Institute for Food and Drug Control
shall continue to strengthen the self-
constructions and continuously improve
the management capacity and technical
level to guarantee a steady development
of drug import. National Institutes for
Food and Drug Control shall strengthen
the technical guidance for relevant
work.

(2021-02-07)
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NMPA Announcement on Revising the Package Insert

of Methimazole Preparations

To further protect public medication safety,
the NMPA decided to revise the package
insert of Methimazole Preparations. The
relevant issues are hereby announced as

follows:

I. The marketing authorization holder of
this product shall, in accordance with the
Provisions for Drug Registration and the
revision requirements for the package

insert of methimazole preparations, submit
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a supplementary application as such
before May 3, 2021 to the Center for Drug
Evaluation of NMPA or provincial drug
regulatory department for filing.

If the revision involving the drug label,
the label shall be revised together; the
other content of the package insert and the
label shall be consistent with the original
approved ones. For drugs produced since
the date of filing, the original package
insert shall not be used any more. All the
package inserts and labels of ex-factory
drugs shall be changed within 9 months

to publicize the training on drug use
and safety issues, and notify the drug
distributor and end-user units in an
appropriate and timely manner if the
medication safety-related content are
changed, to guide the physician and
pharmacist to use the medicine rationally.

IL.The clinicians and pharmacists shall

carefully read the revised content of
the package inserts for methimazole
preparations. Drug options should be
based on comprehensive benefit / risk
analysis as per the new revisions.
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after the said revision had been filed by IV.The patients should carefully read the

package inserts before medication, and
strictly comply with the medication

the drug marketing authorization holder .

II. The drug marketing authorization holder
shall conduct in-depth research on the orders.
occurrence mechanism of new adverse

. ) V. Provincial drug regulatory departments
reactions, take effective measures

shall urge the drug marketing
authorization holders of the product within
their respective jurisdiction to revise the
package inserts, change the labels and
package inserts as required and impose
severe punishment in accordance with
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law if violations of laws and regulations
happen.

It is hereby announced. (2021-02-09)

NMPA Notice on Issuing the Requirements for Change
Items of Marketed Chemicals and Application Dossier

To cooperate with the implementation Dossier, which has been issued and
implemented on February 3, 2021.

(2021-02-10)

of the Provisions for Drug Registration,
the NMPA has organized to formulate
the Requirements for Change Items of
Marketed Chemicals and Application

NMPA Announcement on Issuing the Catalogue of
Reference Preparations of Generic Drugs
(Thirty-eighth Batch)

On February 20, the Catalogue of
Reference Preparations of Generic

NMPA Experts Committee of Quality
and Efficacy Consistency Evaluation of

Drugs (Thirty-eighth Batch) was issued,  Generic Drugs.

upon review and determination by the (2021-02-23)
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NMPA Notice on Issuing the Requirements for Change
Items of Marketed Traditional Chinese Medicines and

Application Dossiers

To cooperate with the implementation
of the Provisions for Drug Registration,
the NMPA has organized to formulate
the Requirements for Change Items of
Marketed Traditional Chinese Medicines

and Application Dossiers, which has been

issued and implemented on February 23.
(2021-02-24)

NMPA Announcement on Revising the Package
Insert of Misoprostol Tablets for Obstetrical and

Gynecological Application

To further protect public medication safety,
the NMPA decided to revise the package
insert of Misoprostol Tablets for obstetrical
and gynecological application. Relevant
issues are hereby announced as follows:

I. The marketing authorization holders
of this product shall, in accordance
with relevant provisions such as the
Provisions for Drug Registration, submit
the supplementary application for
revising the package insert according
to the requirements for revising the
package insert of Misoprostol Tablets for
obstetrical and gynecological application,
and report to the Center for Drug
Evaluation of NMPA or provincial drug
regulatory authorities for filing prior to
May 24, 2021.

Where the content of revision involve
the drug label, the label shall be revised
along with all the others; the package
insert and other contents of the label
shall be consistent with those originally
approved. For the drugs manufactured as
of the date of filing, the original package
insert of the drug shall not be used any
more. The drug marketing authorization
holder shall replace all the package
inserts and labels of ex-factory drugs
within 9 months after filing.

II. The drug marketing authorization holder
shall conduct in-depth research on the
occurrence mechanism of new adverse
reactions, take effective measures to
publicize the training on drug use and

safety issues, and immediately notify
the drug distributor and user facilities in
an appropriate manner if the medication
safety-related contents are changed, to
guide physicians and pharmacists to use
the drug rationally.

III.Clinicians and pharmacists shall
carefully read the revised content in the
package insert of Misoprostol Tablets for
obstetrical and gynecological application;
in the selection of drugs, comprehensive
benefit/risk analysis shall be made based
on the newly revised package insert.

IV. Patients shall carefully read the package
insert prior to medication, and strictly
comply with the medical orders.

V. Provincial drug regulatory departments
shall urge the drug marketing
authorization holder of this product
within their jurisdiction to revise the
package insert and replace the labels
and package insert as required, and
shall severely investigate and punish
the violations of laws and regulations in
accordance with law.

It is hereby announced.
(2021-02-26)
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Medical Devices

NMPA Notice on Issuing the Guidance for Technical Review
of Clinical Evaluation of Equivalent Devices of Medical
Magnetic Resonance Imaging Systems (Revision 2020) ——

To strengthen the supervision and guidance
of medical device registration and further
improve the quality of registration review,
the NMPA organized to formulate the
Guidance (Revision 2020) for Technical

Cosmetics

Review of Clinical Evaluation of Equivalent
Devices of Medical Magnetic Resonance
Imaging Systems which was issued on
January 27, 2021.

(2021-02-01)

NMPA Announcement on Issuing the Rules for
Registration and Notification Dossiers of New Cosmetic

Ingredients

In order to implement the Provisions for
Registration and Notification of Cosmetics
and standardize and guide the registration
and notification of new cosmetic ingredients,
the NMPA has developed the Rules for

Registration and Notification Dossiers of
New Cosmetic Ingredients, which is hereby
issued and shall take effect as of May 1,
2021.

(2021-03-04)

NMPA Announcement on Issuing the Rules for
Registration and Notification Dossiers of Cosmetics

In order to implement the Provisions for
Registration and Notification of Cosmetics
and standardize and guide the registration
and notification of cosmetics, the NMPA has

developed the Rules for Registration and

Notification Dossiers of Cosmetics, which is
hereby issued and shall take effect as of May
1,2021.

(2021-03-04)

NMPA Announcement on Issues about Implementing
the Rules for Registration and Notification Dossiers of

Cosmetics

In order to implement the Regulations
for the Supervision and Administration
of Cosmetics and the Provisions for
Registration and Notification of Cosmetics
and further standardize the administration
on registration and notification of
cosmetics, the issues about implementing
the Rules for the Registration and
Notification Dossiers of Cosmetics
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(hereinafter referred to as the Rules) is
hereby announced as follows:

I. About the Information Service
Platform of Cosmetics Registration and
Notification

In order to facilitate enterprises to make
good preparation for the registration and
notification of cosmetics in advance,
as of April 1, 2021, domestic cosmetic
registration persons, notification persons,
domestic responsible persons and cosmetic
manufacturers may submit relevant
documents and apply for the user account
for registration and notification at the
Information Service Platform of Cosmetics
Registration and Notification(hereinafter
referred to as the new platform) according
to the requirements in the Rules through
the NMPA Online Service Hall (https://
zwfw.nmpa.gov.cn), a national integrated
online government service platform. As
of May 1, 2021, cosmetic registration
persons, notification persons and domestic
responsible persons shall apply for the
registration of special cosmetics or file
notification of the general cosmetics through
the new platform.

As of May 1, 2021, the original
administrative licensing and filing
information management system for
cosmetics (hereinafter referred to as the
original platform) shall no longer accept
the registration application of special
cosmetics or notification filing of general
cosmetics. For registration applications of
special cosmetics submitted and accepted
at the original platform but with no
approval decision made, such review and
approval shall be continued at the original
platform.

II. For products registered and filed
notification at the original platform

In order to protect the safety in cosmetics
use and legitimate rights and interests
of consumers, for cosmetics with the
registration or notification completed in
the original platform, the registration and
notification persons shall submit the product
standards and product label samples, fill in
the product formula of domestic general

cosmetics and upload the label picture of the
sales packages of special cosmetics prior to
May 1, 2022.

III.Reporting of the safety related
information of cosmetic ingredients

As of May 1, 2021, in case of registration
or notification, registration and notification
persons shall fill in the sources and trade
names of the ingredients in product formula.
For the ingredients of which quality
specification are required in the Technical
Specification for the Safety of Cosmetics,
the quality specification certificate or safety-
related information of the ingredients shall
also be submitted.

As of January 1, 2022, in case of registration
or notification, registration or notification
persons shall provide safety-related
information of the ingredients with functions
of preservative, sunscreen, colorant, hair
dye, spot corrector and whitening in

accordance with the Rules.

As of January 1, 2023, in case of
registration or notification, registration or
notification persons shall provide safety-
related information of all the ingredients
in accordance with the Rules. For the
cosmetics with registration or notification
already completed, registration or
notification persons shall supplement safety-
related information of all the ingredients in
the product formula prior to May 1, 2023.

IV. Efficacy evaluation and test report
of cosmetics for spot correcting,
whitening and preventing hair loss

As of January 1, 2022, for the registration
application of cosmetics for spot correcting,
whitening and preventing hair loss,
registration persons shall submit the human
efficacy test report conforming to the
requirements in accordance with the Rules.
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For the cosmetics for spot correcting,
whitening and preventing hair loss with
the application submitted and registration
completed prior to May 1, 2021, registration
persons shall submit the human efficacy test
report prior to May 1, 2023.

For the cosmetics for spot correcting,
whitening and preventing hair loss with
the application submitted and registration
completed between May 1 and December
31, 2021, registration persons shall submit
the human efficacy test report conforming to
the requirements prior to May 1, 2022.

China Center for Food and Drug International Exchange (CCFDIE)

P E R R ME R R
Address:

fB%%. 100082

Tel: 010-8221 2866 Fax: 010-8221 2857
Email: ccfdie @ccfdie.org
Website: www.ccfdie.org

Room 1106, 11th Floor, Office Building B, Maples International Center, No.
32, Xizhimen North Street, Haidian District, Beijing, 100082, P.R.C.
FEIEETEEXAE R EHI2SNEEFRH OBEEFH#11E1106E

V. Annual report of general cosmetics

As of January 1, 2022, an annual reporting
system shall be implemented for the
general cosmetics filed notification
through the original and new platforms.
The notification persons shall submit the
annual report of general cosmetics that
have been filed notification for a full year
through the new platform during each
January 1 to March 31.

(2021-03-05)

SE1BRIH ERZ AR TR E .

2021E5 B 1H Z12H31 B HAE] R iBFFEL
BEMMERIEA. BRA GRS, ERA
N HF202245E5 8 | HRTHh IR T &K
ABIRRRIRE .

. EXFEBUERERRS

H2022FE1 f1HE, BEFEIMEERF
BMFNEMERFEERNTBLELSR, 5
—LEEREFNE. FRARYETESE
1F1HZ3/83184E, BEHEMEEF
B, RXEEMEF—ELBUERNEE
R, (2021-03-05)

Notes: + All Chinese information in the Newsletter is extracted from newspapers and the
Internet. All English articles are translations from the Chinese version.

« For electronic version of the Newsletter please visit http://www.ccfdie.org
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Servier (Tianjin) Pharmaceutical Co., Ltd.

TE4ERE (RiER) HIZBHRAH

Address:

Tel: 010-6561 0341
Fax: 010-6561 0348

6 Floor, West Building, World Financial Center, No.1, East 3rd
Ring Middle Road, Chaoyang District, 100020 Beijing, China
JERTHER R FEISHERERPLFEECE

8% . 100020

Website: www.servier.com.cn
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