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Revision and Release of the Good Manufacturing Practice

for Medical Devices

On November 4, the National Medical
Products Administration (NMPA) released the
revised version of the Good Manufacturing
Practice for Medical Devices (hereinafter
referred to as the GMP). The new GMP for
medical devices shall come into effect as of
November 1, 2026.

The new GMP is revised on the basis of the
previous version released in 2014. It is an
important measure by the NMPA to implement
the “Opinions of the General Office of the State
Council on Comprehensively Deepening the
Reform of Drug and Medical Device
Regulation to Promote the High-Quality
Development of the Pharmaceutical Industry
(/2024] No. 53)” and relevant laws and
regulations, comprehensively strengthen the
quality management system construction of
medical device enterprises, and promote the
overall improvement of quality management
capacity in China's medical device industry.
The new GMP systematically integrates the
latest concepts of risk management throughout
the whole life cycle of medical devices and
new requirements for quality management
system construction both domestically and
internationally in recent years. While meeting
the new demands for innovation and
high-quality development of the industry, it
also incorporates new regulatory requirements
in the digital intelligence era. The aim is to
comprehensively

promote high-quality

industrial development through the
institutionalization and legalization of new
regulation rules, making it an upgraded version

of the GMP that promotes comprehensive

progress in enterprises' QMS in the new era.

The revised GMP consists of 15 chapters and
132 articles, adding three new chapters on
quality assurance, validation and verification,
and contract manufacture and outsourcing.
Other chapters and articles have also been
amended more or less. The new GMP has the
it further

following characteristics: First,

strengthens the concept of quality risk
management, ensuring that risk management
runs consistently from R&D design to

after-sales  service. Second, it further

strengthens the construction of the quality
within  the

assurance system

quality
management system, ensuring the continuous
stability ~ of
Third, it

management requirements for new business

large-scale

further

manufacturing
processes. strengthens
models such as contract manufacture, clarifying

responsibilities at each stage to ensure
high-level safety across the entire chain. Fourth,
it further emphasizes the importance of the key
link of "validation and verification" in operation
specification and improving output reliability,
ensuring effective control of key elements in the
product manufacturing process. Fifth, it further
encourages the digital-intelligent
transformation in manufacturing, ensuring the
effective application of artificial intelligence,
information technology, and the Unique Device
Identification system.
The implementation of the new GMP will
further lay a solid institutional foundation for
ensuring the safety and effectiveness of medical
devices for the Chinese public and promoting
the normative and orderly development of the
medical device industry.
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Announcement of the National Medical Products
Administration on Issuing the Administrative Provisions on
Inspection and Export Certificate for Pharmaceutical Products
Exported by Pharmaceutical Manufacturers([2025] No. 113) —

In order to support the export trade of  Pharmaceutical Manufacturers, which is hereby

pharmaceutical products and strengthen the  promulgated and shall come into force as of

management of inspection and export certificate  January 1, 2026.

for exported pharmaceutical products of It is hereby announced.

pharmaceutical manufacturers, the National

Medical  Products  Administration  has

National Medical Products Administration
November 17, 2025
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formulated the Administrative Provisions on

Inspection and  Export  Certificate  for
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Policy Interpretation of the National Medical Products
Administration on Issuing the Administrative Provisions on
Inspection and Export Certificate for Pharmaceutical

Products Exported by Pharmaceutical Manufacturers

I. Background for Development

In order to implement the spirit of "Supporting
the Export Trade of Drugs and Medical
Devices" outlined in the Opinions of the
General Office of the State Council on
Comprehensively Deepening the Reform of the
Regulation of Drugs and Medical Devices to
Promote the High-Quality Development of the
Pharmaceutical Industry (GBF [2024] No. 53),
the National Medical Products Administration
(NMPA) has formulated the Administrative
Provisions  on

Inspection and  Export

Certificate  for Pharmaceutical — Products
Exported by Pharmaceutical Manufacturers,
(hereinafter referred to as the "Provisions").
These Provisions stipulate that inspections of
exported pharmaceutical products will be
conducted in accordance with Good
Manufacturing Practice (GMP), and export
certificates and other relevant services will be
provided for Chinese pharmaceutical products
to support and encourage the entry of more
Chinese pharmaceutical products into the

international market.

I1. Scope of Application

The term "exported pharmaceutical product" in
the Provisions refers to the product
manufactured by manufacturers within the
territory of China that hold a Drug
Manufacturing License, exported to other
countries  (regions), and regulated as
pharmaceutical products and marketed in the
importing countries (regions), including the
products that have been marketed and those not
yet marketed within the territory of China. The
scope of "marketing" in the Provisions includes
the products for which a marketing application
is proposed, in addition to the products that
have been marketed in the importing countries
(regions). In terms of product category, it
includes pharmaceutical preparations, active
substances, and traditional Chinese medicine
dispensing granules. Additionally, an export
certificate can be applied for intermediate
products of pharmaceutical preparations with
reference to the Provisions.

The Provisions require that the production

activities of exported pharmaceutical products
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shall be conducted in strict compliance with the

GMP in the production workshops and

production lines specified in the

Where the

Drug
Manufacturing License.
manufacturers of exported pharmaceutical
products produce chemical products and other
non-pharmaceutical products at the same time,
these products shall not be exported under the
name of pharmaceutical products, even if they
possess pharmaceutical activity. Furthermore,
the documents, such as the Drug
Manufacturing License issued by the drug
regulatory authorities, shall not be used in the
trade of such products.

III. Measures to Facilitate the Export of
Pharmaceutical Products

Firstly, the scope of the export certificate is
expanded. For the exported pharmaceutical
products manufactured in accordance with
GMP by pharmaceutical manufacturers, an
export certificate can be applied, regardless of
whether the products have been approved for
marketing in China or not.

Secondly, the validity period of the export
certificate is standardized. The validity period
of the Certificate of a Pharmaceutical Product
is adjusted from 2 years to 3 years, which is
consistent with the Written Confirmation for
Active Substances Exported to the European
Union (EU). Provincial drug regulatory
authorities shall provide services during the

handling of the application for export
certificates to ensure that the application for
certificate renewal before the expiry date is
handled in an orderly manner, thus avoiding
the "gap period", where the old certificate has
expired but the new certificate has not yet been
issued. If the regulatory authorities in
importing countries (regions) consider that the
existing certificates have been issued earlier
(e.g., more than 18 months) and expect the
manufacturers to provide a new certificate, the
manufacturers may apply for a new certificate,
and the provincial drug regulatory authorities

shall handle the application according to the

procedures.
Thirdly, the time limit for issuing certificates is
specified. The Provisions clearly require that
the time limit for handling the application for
an export certificate in the work rules set by
each provincial drug regulatory authority shall
not exceed 20 working days. However, the time
required for technical review, evaluation,
on-site inspection by the drug regulatory
authorities, and any time needed for
manufacturer rectification shall not be counted
into the time limit.

Fourthly, an export certificate can be applied
for intermediate products of pharmaceutical
preparations. When intermediate products of
pharmaceutical preparations (including drug
substances of

biological products)

manufactured by pharmaceutical
manufacturers have been exported and used for
the production of pharmaceutical preparations
in the importing countries (regions), if the
regulatory authorities in the importing
countries (regions) require an export certificate
intermediate

for  these products  of

pharmaceutical  preparations, an  export
certificate can be applied according to the types
of products that have not been marketed within
the territory of China. For pharmaceutical
manufacturers  producing and exporting
pharmaceutical intermediate products, if their
Drug Manufacturing License does not include
this intermediate product in its production
should

manufacturing scope includes the relevant

scope, they ensure that the
pharmaceutical preparation. There is no need to
apply for an extension of the production scope
to include the intermediate product
specifically.

Fifthly, the template of the Certificate of a
Pharmaceutical Product 1is updated. The
template of Certificate of a Pharmaceutical
Product adopts the latest format recommended
by the World Health Organization (WHO),
issued in 2021, to align with the WHO

Certification Scheme on the Quality of
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Pharmaceutical ~ Products ~ Moving  in
International Commerce. Applicants for the
Certificate of a Pharmaceutical Product shall
carefully understand the changes in the
template format and the latest requirements for
filling and application.

IV. Measures to Ensure the Production

Compliance of Exported Pharmaceutical

Products
To comply with WHO's assessment
requirements  for  National = Regulatory

Authorities (NRAs) and to join the

Pharmaceutical ~ Inspection  Co-operation
Scheme (PIC/S), the Provisions specify the
compliance and inspection requirements for
the production of exported pharmaceutical
products. The relevant measures include:
Firstly, pharmaceutical manufacturers are
guided to establish dossiers for exported
pharmaceutical products, with inspections
based on the information in such dossiers. The
exported pharmaceutical product dossiers
serve as the information foundation for the
production  management of  exported
pharmaceutical products by the manufacturers,
as well as a key tool for regulatory inspection
of exported pharmaceutical products.
Secondly, targeted inspections can be
conducted based on the export certificate. The
export certificate contains proof information
such as GMP compliance for specific products
or dosage forms, and the inspection period. For
pharmaceutical products that have obtained
export certificates, on the basis of regulating
the overall compliance of manufacturers, the
provincial drug regulatory authorities may
conduct more

targeted inspections in

combination with the export certificate
information.
Thirdly,

conducted, when necessary, for storage and

an extended inspection may be

transportation ~ companies of  exported
pharmaceutical products within the territory of
China. The Provisions require that entities

involved in exporting pharmaceutical products,

such as  manufacturers of  exported
pharmaceutical products or entrusting parties
entrusting the manufacturing of exported
pharmaceutical products, shall ensure that
storage and transportation companies of the
exported pharmaceutical products are subject
to audits and extended inspections by the drug
regulatory authorities through the letter of
commitment, storage and transportation
agreements, etc. This measure helps ensure the
quality of exported pharmaceutical products
and the rights and interests of overseas patients
in medication safety.

V. Description for the Information Related
to the Exported Pharmaceutical Products in
the Drug Manufacturing License

After the implementation of the Provisions,
when applying for the issuance, change, or
renewal of the Drug Manufacturing License,
where the applicants have the designated
production scopes, production workshops, and
production lines for exported pharmaceutical
products, they shall apply for GMP compliance
inspection of exported pharmaceutical
products at the same time. Manufacturers can
submit the application at their own time, which
shall be no later than the time point at which
they apply for changes to license items related
to  pharmaceutical  products  marketed
domestically for the first time after the
implementation of the Provisions. Where no
change occurs to license items after the
implementation of the Provisions and before
the manufacturers apply for renewal of the
Drug Manufacturing License, they can apply
together at the time of renewal of the license.
Where a manufacturer applies for an export
certificate, the manufacturing site, production
scope, production workshop, and production
line of the relevant exported pharmaceutical
products shall first be specified in the Drug
Manufacturing License.

With reference to the Provisions for the
Supervision and Administration of Drug

Manufacturing and Announcement of the
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National Medical Products Administration on
the Issues Pertaining to Implementation of the
Newly Revised Provisions for the Supervision
and Administration of Drug Manufacturing
([2020] No. 47), the provincial drug regulatory
shall

conditions of pharmaceutical manufacturers,

authorities review the production
conduct GMP compliance inspections, and, for
those complying with GMP, specify the
relevant manufacturing site, production scope,
production workshop, production line and
other information of exported pharmaceutical
products in the Drug Manufacturing License.
VI. Description for Filling and Application
Related to the Exported Pharmaceutical
Product Dossiers

The  information of the  exported
pharmaceutical product dossiers filled in by
manufacturers in the information system of
drug regulatory authorities is not part of the
content that requires approval or filing by the
drug regulatory authorities.

The materials to be kept by manufacturers
themselves, namely, those under Items (14) and
(15) of Article 14 of the Provisions, shall
always be included in accordance with the
requirements for each item of the exported
pharmaceutical product dossiers.

The exported pharmaceutical product dossiers

shall

manufacturing and sales of the exported

accurately reflect the status of
pharmaceutical products of the manufacturers.
Where a manufacturer establishes and updates
the exported pharmaceutical product dossiers
(including changes to the dossier information),
it shall complete this within the relevant time
limit specified in Article 16 of the Provisions.

The entities responsible for establishing
exported pharmaceutical product dossiers shall
establish the relevant exported pharmaceutical
product dossiers after starting a new business
of exported pharmaceutical products. "New
business of exported pharmaceutical products"
includes: obtaining the marketing authorization
from the

certificates importing countries

(regions) for the products held by the exported
pharmaceutical product manufacturers, signing
an agreement for contract manufacturing (for
the production of pharmaceutical products
marketed in the importing countries or
regions), etc. Before the implementation of the
Provisions, where the business of exported
pharmaceutical products has been terminated,
there is no need to establish relevant exported
pharmaceutical product dossiers.

The entities responsible for establishing
exported pharmaceutical product dossiers shall
strengthen the management of changes to
dossier information. For example, if products
for which shared facilities are used for
production are added, the risk assessment of
production in shared facilities shall be
re-conducted, and a new assessment report
shall be formed; where the legal representative
is changed, the legal representative after the
change shall re-sign the compliance statement
of exported pharmaceutical products.

Where the same pharmaceutical product is
exported to multiple countries (regions), and
the relevant information (such as the generic
name, trade name, specification, label, and
package insert) is inconsistent among the
importing countries (regions), the relevant
information of the pharmaceutical product in
each importing country (region) shall be filled
in under the relevant items of the exported
pharmaceutical product dossier.

The Provisions require that the information on
the annual manufacturing and sales volume of
exported pharmaceutical products in the
previous natural year shall be filled in before
April 30 of
manufacturing and sales volume in 2025 shall
be filled in by April 30, 2026.

For  exported

each year. The annual

pharmaceutical ~ products
purchased by international organizations but
have not obtained marketing authorization
from the importing countries (regions),
relevant documents that meet the procurement

requirements of the international organizations
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shall be provided or retained under items
involving the importing country (region),
including Items (I11), (IV), (VII) and (XIV) of
the exported pharmaceutical product dossiers.
VII. Description for '"International
Organizations That Have Signed Relevant
Agreements with Chinese

Authorities"

Regulatory

"International organizations that have signed
relevant agreements with Chinese regulatory
authorities" currently refer to the WHO and the
Medicines Patent Pool (MPP). In order to serve
manufacturers and save regulatory resources,
for pharmaceutical products that have not been
marketed within the territory of China and have
obtained WHO pre-certification or MPP
authorization for production, the provincial
drug regulatory authorities may specify the
manufacturing  site, production  scope,
production workshop and production line of
the relevant exported pharmaceutical products
in the Drug Manufacturing License according
to the application of manufacturers, and
exempt on-site inspection for the relevant
products during the process of handling the
application for the Certificate of «a
Pharmaceutical Product.

It should be

manufacturing  site,

noted that, where the

production  scope,
production workshop and production line that
are exclusively wused for the exported
pharmaceutical products are intended to be
used subsequently for production of
pharmaceutical products to be marketed within
the territory of China, the manufacturers of
exported pharmaceutical products shall apply
for the changes to Drug Manufacturing License
in accordance with the relevant requirements
for pharmaceutical products to be marketed
within the territory of China.

VIII. Description for Exemption from
Inspection during the Process of Handling
the Application for Written Confirmation for
Active Substances Exported to the European

Union (EU)

Where the pharmaceutical manufacturer has
passed the GMP inspection by the WHO, the

Quality of
Medicines & Healthcare (EDQM) and the drug

European Directorate for the

regulatory authorities of the EU member states,
the provincial drug regulatory authorities may
exempt it from on-site inspection during the
process of handling the application for Written
Confirmation for Active Substances Exported to
the European Union (EU), and indicate the
authority that conducts the GMP inspection in
the Written Confirmation.

IX. Description for "'Information System Built by
Drug Regulatory Authorities' in the Provisions
"Information system built by drug regulatory
authorities" refers to the pharmaceutical product
business application system of NMPA and the
self-built systems of the provincial drug
regulatory  authorities. Among them, the
pharmaceutical product business application
system of NMPA is divided into categories of
information collection, review, approval, and
filing.

The pharmaceutical product business application
system (information collection) is used to fill in
the information and materials required in Items
(1) to (13) of Article 14 of the Provisions. Users
shall access the operation manual available on
the "Help Document" for the specific operation
process. As of December 1, 2025, the filling and
application function of exported pharmaceutical
product dossiers of this system will be available
in all provinces nationwide.

The pharmaceutical product business application
system (review, approval, and filing) is used to
apply for an export certificate. After registering
and completing real-name authentication in the
NMPA government affairs service portal, the
applicants may apply for an export certificate.
Once the export certificate is obtained, it can be
viewed or downloaded electronically in the "My
License" section of the legal person space or on
the "NMPA APP". It should be noted that the
export certificate falls under a service item, not

under a review, approval, and filing item. The
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export certificate applications accepted before
the implementation of the Provisions shall be
handled in accordance with the original
relevant provisions and templates.

Provincial drug regulatory authorities may,
based on the work needs of their respective
provinces, establish their own systems for
filling in and  submitting  exported
pharmaceutical product dossiers and handling
applications for export certificates. The
specific launch date and operation process of
self-built systems shall be subject to the
requirements of the corresponding provincial
drug regulatory authorities. Before the launch
of the self-built systems of provincial drug
regulatory authorities, manufacturers shall use
the  pharmaceutical  product  business
application system of the NMPA to fill in and
submit exported pharmaceutical product
dossiers and apply for export certificates within
the specified time limit. After the self-built
systems

of provincial regulatory

shall be

drug

authorities are launched, they
connected to the NMPA system to exchange
information on exported pharmaceutical
product dossiers and export certificates.

X. Description for Application for Certificate
of a Pharmaceutical Product in the Case of
Cross-Provincial Contract Manufacturing
Where an exported pharmaceutical product has
been marketed within the territory of China or
an application for marketing authorization has
been submitted, and cross-provincial contract
manufacturing is involved, the entrusting party
may choose one of the following two
application methods based on its own needs:
The first is to apply to the provincial drug
regulatory authority in the place where the
entrusting party is located, and the provincial
drug regulatory authority in the place where the
entrusting party is located shall issue the
certificate based on the GMP compliance
entrusted

inspection  results of  the

manufacturer in another province after

inquiring; The second is that the entrusting

party shall issue the Statement of Entrusting for

of a

Pharmaceutical Product in accordance with

Application  for Certificate
the template attached to the Provisions, and the
entrusted manufacturer shall apply to the
provincial drug regulatory authority in the
place where it is located to issue a certificate.

XI. Description of the Relevant Regulations for
the Exportation and Undertaking Contract
Manufacturing of Exported Narcotic Drugs,

Psychotropic Substances,  Preparations
Containing Narcotic Drugs or Psychotropic
Substances, Pharmaceutical Precursor
Chemicals, Preparations Containing

Pharmaceutical Precursor Chemicals, and
Protein Anabolic Preparations and Peptide
Hormones Listed in the Stimulant Catalog

According to the relevant requirements of the
Drug Administration Law, export licenses shall
be obtained for narcotics and psychotropic
drugs to be exported. In accordance with the
relevant requirements of the Measures for the
Administration of the Production of Narcotic
Drugs and Psychotropic Substances (Interim)
(GSYJA [2005] No. 528), where the exported
pharmaceutical product manufacturers
undertake contract manufacturing of narcotic
drugs,  psychotropic  substances, and
preparations containing narcotic drugs or
psychotropic substances entrusted by the
overseas marketing authorization holders and
applicants, approval from the NMPA shall be
obtained. The pharmaceutical products that
have been approved for production shall not be
sold or used within the territory of China in any
form, and shall be completely exported after
obtaining an export license. According to the
relevant requirements of the Regulations on the
Management of Precursor Chemicals, export
licenses issued by the commercial authorities
shall be

obtained for the export of

pharmaceutical precursor chemicals. In
accordance with the relevant requirements of
the Measures for the Administration of

Pharmaceutical Precursor Chemicals (Order
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No. 72 of the Ministry of Health),

pharmaceutical manufacturers shall not

undertake  contract ~ manufacturing  of

pharmaceutical precursor chemicals and

preparations  containing ~ pharmaceutical
precursor chemicals entrusted by overseas
manufacturers for export. In accordance with
the relevant requirements of the Anti-Doping
Regulations, the Decision of the State Council
on Canceling and Adjusting the Sixth Batch of
Administrative Approval Items (GF [2012] No.
52) and the Notice on Further Strengthening

the Export Management of Overseas Contract

Medical device

Anabolic
Preparations and Peptide Hormones (SYJYHJ

Manufacturing of  Protein

[2013] No. 226), where the exported
pharmaceutical product manufacturers
undertake the contract manufacturing of

protein anabolic preparations and peptide
hormones listed in the stimulant catalogue
entrusted by overseas marketing authorization
holders and applicants shall not organize

production until obtaining an export license.

(2025-11-21)

Announcement of the

National

Medical Products

Administration on the Release of the Good Manufacturing

Practice for Medical Devices ([2025] No. 107)

To strengthen the quality management of

medical device manufacturing, regulate
medical device manufacturing activities,
promote normative development of the
industry, and ensure the safety and

effectiveness of medical devices for public use,
the National Medical Products Administration
has revised the Good Manufacturing Practice
for Medical Devices in accordance with the
Regulations for the Supervision and
Administration of Medical Devices and the
Provisions for Supervision and Administration
of Medical Device Manufacturing. The revised

GMP is hereby released and shall come into

force as of November 1, 2026. The previous
Announcement on the Release of the Good
Manufacturing Practice for Medical Devices
([2014] No. 64) by the former China Food and
Drug Administration (CFDA) shall be repealed
simultaneously.

It is hereby announced.

National Medical Products Administration
November 4, 2025

(2025-11-04)
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Requirements for the Pilot Program of Electronic Labels

for Cosmetics

Article 1 To regulate the pilot program for
electronic labels for cosmetics (including
referred to as

toothpaste, hereinafter

"cosmetics"), these  Requirements are

formulated in accordance with the provisions

of the Regulations on Supervision and

Administration of Cosmetics (hereinafter

referred to as the “Regulations”), the
Provisions for Registration and Filing of
Cosmetics, the Provisions for Supervision and
and

Administration  of  Manufacturing

Marketing of Cosmetics, the Provisions for
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Toothpaste Regulation, and the Measures for
the Administration of Cosmetics Labels.
Article 2 The term "cosmetics electronic label”
(hereinafter referred to as "electronic label") as
used in these Requirements refers to the
relevant content of the Chinese label of
cosmetics stored through a certain electronic
storage mechanism, as well as the
corresponding QR code generated through an
information system. The electronic label shall
have a convenient reading function, allowing
consumers to directly read the product's
Chinese label information by scanning the QR
code with commonly used communication or
payment software installed on their
smartphones. The electronic label is an integral
part of the cosmetics label.

Article 3 Enterprises participating in the
electronic label pilot program (hereinafter
referred to as "pilot enterprises") shall meet the
following conditions:

(1) The entity shall be the registrant or filer of
the cosmetics, or a domestic responsible person
authorized by the cosmetics registrant or filer;
(2) The entity shall possess technical
capabilities appropriate for the electronic label
pilot program and have management personnel
in place;

(3) The entity shall have a sound quality
management system;

(4) The entity shall have the capability to
implement the electronic label pilot program.
Article 4 Pilot enterprises shall generate
electronic label QR codes and electronic label
display content from product label information
through an electronic label system.

The electronic label system may be constructed
independently by pilot enterprises, by
third-party technical institutions, or organized
and constructed by provincial drug regulatory
departments, with the specific method to be
determined by provincial drug regulatory
departments themselves.

Article 5 The electronic label system shall

comply with the relevant requirements of the
Cybersecurity Law, the Data Security Law, the
Personal Information Protection Law, etc.; it
shall have anti-tampering functions and
establish a sound backup and recovery
ensure  the

mechanism  to accuracy,

completeness, continuity, timeliness,
accessibility, and traceability of data.

Article 6 The electronic label system shall
cover key functions such as electronic label
entry, management of QR code generation,
scanning to obtain electronic labels, querying
historical information of electronic labels, and
querying structured information of electronic
labels.

Article 7 The electronic label QR code
generated by the electronic label system shall
be marked with the words "Cosmetics
Electronic Label" or "Toothpaste Electronic
Label" in a prominent font below it (see
Figures 1 and 2 for examples).

Atrticle 8 The electronic label QR code shall be
marked in a prominent position on the visible
surface of the sales package. For products with
an affixed Chinese label, the electronic label
QR code shall be marked in a prominent
position on the Chinese label.

The electronic label QR code shall be printed
clearly, affixed firmly, and easily identifiable,
with a size of not less than 9 mm x 9 mm in
principle. The marking position of the
electronic label QR code shall facilitate
scanning and reading, and full consideration
shall be given to the impact of label
displacement, wrinkles, deformation, ink loss,
etc., caused during storage and transportation
on QR code readability.

For products with packaging boxes, pilot
enterprises are encouraged to simultaneously
use electronic labels on the packaging
containers that are in direct contact with the
product contents.

Article 9 The electronic label QR code and
content shall

display comply with the
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provisions of the Regulations and the Measures
for the Administration of Cosmetics Labels, as
well as the relevant requirements of the
Cosmetic Electronic Label Data Set and the
Cosmetic Electronic Label QR Code Technical
Specifications.

Pilot enterprises shall ensure that the electronic
label QR code meets technical requirements,
and that the display content of the electronic
label is true, accurate, and consistent with the
relevant content of cosmetics registration and
filing. The display content of the electronic
label shall be easy to identify and read.

Article 10 The content of the electronic label
shall be directly displayed on the page after
scanning the code, without any additional
display conditions or interfering factors such as
pop-ups that affect normal reading. Pilot
enterprises shall fully display the mandatory
labeling content specified in Article 7 of the
Measures for the Administration of Cosmetics
Labels in the electronic label, and other
displayed content shall not exceed the content
specified in the product label sample.

Pilot enterprises may, through a hyperlink,
display  content  such  as  product
anti-counterfeiting, traceability information,
and the URL link to the official product
promotion page on the secondary page after
scanning the code, and clearly mark "The
content displayed on this page is not part of the
cosmetics electronic label information and
shall be the sole responsibility of the
enterprise”. It is encouraged that the electronic
label system be equipped with functions such
as text enlargement and voice broadcasting for
the displayed content of the electronic label to
facilitate  consumers' identification and
reading.

Pilot enterprises shall, in accordance with
consumers' needs, provide consumers with
complete Chinese label information of the

product in written or electronic form through

on-site provision, mail, e-mail, and other

methods.
Article 11 For cosmetics whose Chinese
product labels are marked by means of
electronic labels, in addition to the electronic
label QR code, the following content shall be
marked in standardized Chinese characters at
least on the visible surface of the product's
sales package:

(1) Chinese product name and special
cosmetics registration certificate number;

(2) Name of the registrant/filer;

(3) Net content;

(4) Shelf life;

(5) Safety warning statements required to be
marked by laws, regulations, mandatory
national standards, and technical
specifications;

(6) Children's cosmetics shall be marked with
the children's cosmetics symbol.

For small-specification packaged products
with a net content not exceeding 15 g or 15 ml,
the physical label may be exempted from
marking the content specified in item (5)
above.

Article 12 Before cosmetics using electronic
labels are marketed for sale, pilot enterprises
shall upload the electronic label URL data
structure code information, the displayed
content of the electronic label, and images of
the product's sales packaging marked with the
electronic label to the Cosmetics Registration
and Filing Information Service Platform. Pilot
enterprises shall generate the electronic label
URL data structure coding information in
accordance with the requirements of the
Cosmetic Electronic Label QR Code Technical
Specifications, and the uploaded electronic
label URL data structure coding information
shall be specific to the product identification
unit.

In the event of any change in the electronic
label information, pilot enterprises shall upload
the relevant information of the proposed

changes to the electronic label to the Cosmetics
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Registration and Filing Information Service
Platform before the cosmetics using the
changed electronic label are marketed for sale.

Article 13 Cosmetics registrants, filers, and

domestic  responsible persons shall be
responsible for the legitimacy, accuracy,
completeness, continuity, timeliness,

accessibility, and traceability of the electronic
label. If an electronic label system constructed
by a third-party technical institution is used,
pilot enterprises shall sign an agreement with
the third-party technical institution, defining
the respective rights, obligations, and
responsibilities of both parties, as well as the
content of the extended inspections that the
institution  shall

third-party  technical

proactively accept from drug regulatory
departments at all levels.

Article 14 Pilot enterprises shall ensure that the
electronic label can display the label
information in real time and that the code
scanning and reading function is continuous
and uninterrupted. If there is a temporary
obstacle to the code scanning and reading
function, pilot enterprises shall repair and
rectify it as soon as possible. For products
using electronic labels that are no longer
manufactured or imported, pilot enterprises
shall ensure that the displayed content of their
electronic labels is normally displayed for 1
year after the expiration of the shelf life of the
last batch of manufactured or imported
products; for products with a shelf life of less
than 1 year, the displayed content of their
electronic labels shall be normally displayed
for no less than 2 years.

If the code scanning and reading function of the
electronic label experiences malfunctions for a
long time, pilot enterprises shall take timely
remedial measures to ensure that consumers
can obtain complete cosmetics label
information. If remedial measures cannot be
taken and the malfunction has caused cosmetic

quality defects or other problems that may

endanger human health, the manufacturing

shall be stopped immediately, and the

cosmetics using electronic labels that have
been put on the market for sale shall be
recalled.

Article 15 Drug regulatory departments at or
above the county level shall be responsible for
the daily supervision of electronic labels, and
may conduct extended inspections on the
entities responsible for the construction,
operation, and maintenance of the electronic
label systems when necessary. Violations of
relevant laws and regulations regarding
cosmetics label management shall be handled
in accordance with the relevant laws and
regulations:

(1) If the labeled content on the sales packaging
of cosmetics using electronic labels or the
displayed content of the electronic label does
not comply with the requirements of the
Regulations, it shall be handled in accordance
with item (5) of Article 61 of the Regulations;
(2) If pilot enterprises fail to submit the
relevant electronic label information to the
Cosmetics Registration and Filing Information
Service Platform as required, the drug
regulatory department shall order corrective
actions;

(3) If the electronic label is printed unclearly,
difficult to scan and read, or not firmly affixed,
but does not affect product quality or safety and
will not mislead consumers, it shall be handled
in accordance with the second paragraph of
Article 61 of the Regulations.

Article 16 Provincial drug

regulatory
departments participating in the pilot program
shall supervise and guide pilot enterprises to
carry out the pilot work as required. If a pilot
enterprise is found to have seriously violated
these Requirements, its pilot qualification shall
whose

be suspended. Enterprises pilot

qualification has been suspended shall

complete the rectification within a time limit,

and shall not use electronic labels in new
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products or add electronic labels to products
already on the market before the completion of
the rectification. If the rectification is not
completed within the specified time limit or if
the enterprise still does not meet the
requirements after rectification, the electronic

label pilot qualification shall be revoked.

Enterprises whose pilot qualification has been
revoked shall stop manufacturing, importing,

and selling cosmetics using electronic labels

from the date of revocation of the qualification.

(2025-10-20)
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* All the Chinese information in the Newsletter is from newspapers and the Internet.

All English articles are translated from the Chinese version. In case of any discrepancy,

the Chinese version shall prevail.
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