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NMPA Held the Work Conference on Promoting Foreign

Trade and Foreign Investment

On November 15, 2022, in order to
thoroughly implement the decisions and
plans of the CPC Central Committee and
the State Council, and focus on the new
missions and requirements proposed in the
Report to the 20th National Congress of the
Communist Party of China, the National
Medical Products Administration (NMPA)
held the Work Conference on Promoting
Foreign Trade and Foreign Investment
to study and deploy how to further
strengthen the services for foreign-invested
pharmaceutical enterprises and how to well
guarantee the services for major foreign
investment projects. Zhao Junning, Party
member and Deputy Commissioner of
NMPA, attended and addressed at the
conference.

Zhao Junning said that NMPA attaches
great importance to the services for foreign
trade and foreign investment, and has issued
the Notice of Comprehensive Department
of NMPA on Further Strengthening the
Services for Foreign-invested Enterprises
and the Notice of Comprehensive
Department of NMPA on Establishing a
Leading Group for Coordinating Foreign
Trade and Foreign Investment, making
a comprehensive deployment of services
for promoting foreign trade and foreign
investment. Based on the guidance of
the 20th National Congress of the CPC,
NMPA will make every effort to promote
the services for foreign trade and foreign
investment in accordance with relevant
general requirements.

Zhao Junning stressed that all localities
and departments should further strengthen
the services for foreign trade and foreign
investment, and on the basis of approval
and supervision over drugs and medical
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devices for COVID-19 prevention,
accelerate the review and approval of
drugs and medical devices, strengthen
quality supervision over the products
for COVID-19 prevention, and solidly
promote major foreign investment projects
to go into operation. First, continue to
promote all work to be implemented
with effective outcome in accordance
with the requirements of the Notice on
strengthening the services for foreign-
invested enterprises. Second, deeply
understand the appeals of foreign chambers
of commerce and associations and foreign-
invested enterprises by fullly use existing
communication channels and mechanisms.
Third, provincial administrations should
guarantee the services for major foreign
investment projects in accordance with
principles at the localities under the
guidance of NMPA.
Focusing on the local promotion of
foreign trade and foreign investment and
the progress in promoting major foreign
investment projects, the provincial
administrations participating in the
conference deeply exchanged experiences
and good practices, and make clear their
future work goals and measures.
The officials in charge of relevant NMPA
departments and directly affiliated
institutions related to drugs, medical
devices and cosmetics attended the
conference on site. The officials in
charge of 11 provincial medical products
administrations of Tianjin, Hebei, Jilin,
Shanghai, Jiangsu, Zhejiang, Fujian,
Shandong, Henan, Hubei and Guangdong
involved in major foreign investment
projects attended the conference via video.
(November 15, 2022)
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Sanhan Huashi Granules Approved for Marketing

The National Medical Products
Administration (NMPA) recently approved
Sanhan Huashi Granules for marketing,
a category 3.2 compound preparation
of traditional Chinese medicine (TCM)
originated from classic recipes. This
medicine is used for epidemic diseases
caused by cold-dampness stagnating in

the lung pattern. The drug marketing
authorization holder is Jiangsu Kanion
Pharmaceutical Co., Ltd.
The marketing of this medicine provides
another therapeutic option for the treatment
of epidemic diseases.

(October 9, 2022)

NMPA Announcement on putting into use the
electronic certificates of Documentation for Export of
APIs to EU and Certificate of a Pharmaceutical Product

As part of the efforts to implement the major
decisions and plans of the Communist
Party of China Central Committee and the
State Council on deepening the reforms to
separate operating permits from business
licenses, in order to further improve the
business environment, stimulate the vitality
of market entities, optimize the service
capacity for "internet + drug supervision"
of the National Medical Products
Administration (NMPA), and provide drug
export enterprises with more efficient and
convenient administrative services, it is
decided that the electronic certificates of
the Documentation for Export of APIs to
EU and Certificate of a Pharmaceutical
Product will be officially put into use from
Dec 1, 2022. Relevant matters are hereby
announced as follows.

I. From Dec 1, 2022, the electronic
certificates of the Documentation for
Export of APIs to EU and Certificate of a
Pharmaceutical Product will be put into
use. The electronic certificate and the paper
version are equally authentic.

II. A new template for the Certificate
of a Pharmaceutical Product (see
annex) will be put into use in line
with China's pharmaceutical export
practices and the latest World Health
Organization guidelines. From Dec 1,
2022, all provincial-level drug regulatory

authorities shall issue the Certificate of
a Pharmaceutical Product in accordance
with the new template.
III. Efforts should be made to promote and
guide the use of electronic certificates. To
use the electronic certificate produced and
issued by the application system of the
NMPA, the applicant shall first register
and be authenticated with real-name in the
Online Office Hall of the NMPA. Enter the
"My Certificates" (Chinese name in Pinyin:
Wodezhengzhao) section in the legal
representative space in the Online Office
Hall, or log into the NMPA APP (Chinese
name in Pinyin: Zhongguoyaojian) to view
and download the corresponding electronic
certificate. The applicant shall properly
keep the electronic certificate. Frequently
asked questions and answers related to
electronic certificates produced and issued
by the NMPA can be found in the column
of "Help for Matters Related to Electronic
Certificate" in the Online Office Hall of the
NMPA.
IV. Where electronic certificates produced
and issued by the provincial application
system are used, the provincial drug
regulatory department shall clarify the
relevant guidelines to enterprises within its
administrative region and provide guidance
and services.

(October 31, 2022)
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Toludesvenlafaxine Hydrochloride Sustained-Release

Tablets Approved for Marketing

Recently, the Class I innovative chemical
drug Toludesvenlafaxine Hydrochloride
Sustained-Release Tablets (Chinese trade
name: ®) of Luye Pharma Group is
approved for marketing by China NMPA.
This drug is an innovative drug with
independent intellectual property rights,
of which the research and development
is taken independently in China. It is

indicated for the treatment of major

depressive disorder.

The antidepressant effect of
Toludesvenlafaxine Hydrochloride may be
related to the enhancement of serotonin (5-
HT) and norepinephrine (NE) effects in
the central nervous system by inhibiting
the reuptake of 5-HT and NE. This drug
provides more treatment options available
for patients with major depressive disorder.

(November 3, 2022)

Linperlisib Tablet Approved with Condition for

Marketing
Recently, linperlisib tablet (Chinese trade
name: ®) of Yingli Pharma has been
approved with condition for marketing
through the priority review and approval
procedure by NMPA in China. This product
is an innovative drug with independent
intellectual property rights, of which
the research and development is taken
independently in China. Linperlisib tablet
is approved for the treatment of relapsed/
refractory follicular lymphoma adult
patients who have received two or more
prior systemic therapies.

Linperlisib is a phosphoinositide 3-kinase

Medical devices

delta (PI3KJ) selective inhibitor. It is
able to reduce the level of phosphorylated
AKT protein by inhibiting PI3K§ protein,
thereby inducing apoptosis and inhibiting
the proliferation of malignant B cells and
primary tumor cells. The marketing of this
product provides a treatment option for
relapsed/refractory follicular lymphoma
adult patients who have no other existing
treatment options.

(November 9, 2022)

Software for surgical planning of intracranial

aneurysms approved for marketing

Recently, the innovative product “software
for surgical planning of intracranial

aneurysms (Uknow®)” of UnionStrong

Technology (Beijing) Inc. is approved for
marketing by China NMPA.

The product is composed of the application
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program and authorization files. The
software function module includes
data loading, display interaction, data
management, data processing and log.
The product is applied for the display,
segmentation, measurement and processing
of three-dimensional tomographic images
of X-ray angiography for patients with
cerebrovascular diseases. It assists doctors
in planning the path and shape of the
microcatheter used for aneurysm coil
embolization during neurointerventional
surgery.

This product uses medical image processing
technology to process the three-dimensional
tomography image of X-ray angiography
for patients with intracranial aneurysms,
to realize three-dimensional vascular
reconstruction, aneurysm segmentation

and automatic measurement, and to assist

in planning the path of the microcatheter
and the shape of shaping needle, so as
to help doctors with the preoperative
planning. Compared with the traditional
method of neurointerventional surgery, this
product can improve the one-time correct
anatomic placement rate and shorten the
delivery time of the microcatheter, decrease
the incidence of complications caused
by the repeated vascular stimulation of
microcatheter during operation, and reduce
the X-ray radiation time to doctors and
patients.
The NMPA will strengthen the post-
marketing surveillance of the product to
protect the safety of medical devices used
by patients.

(October 11, 2022)

Flow-guided tight-mesh stent approved for marketing
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Recently, the innovative product “flow-
guided tight-mesh stent” produced by
AccuMedical Beijing LTD is approved by
China NMPA.

The implant of flow-guided tight-mesh stent
is a cylindrical self-expanding stent made of
self-expanding cobalt-chromium alloy and
platinum-tungsten alloy wire. The delivery
system is composed of push rod, stainless
steel coil, funnel, support pad, braided
tube, marking ring, platinum coil, warning
mark, heat shrinkable tube and adhesive.
The innovation of this product is to use the
mechanical balloon in the delivery system to
actively assist the expansion from the stent
inside, push the stent to the treatment site,

and realize the recovery of the stent when

needed.

This product is used for adult patients with
unruptured cystic or fusiform wide-necked
aneurysms (neck width > 4mm or dome-
to-neck ratio <2) of the internal carotid
artery (petrosal bone segment to terminal)
and vertebral artery, and the diameter of
the vessel carrying aneurysms is >2.0mm
and <5.6mm. The marketing of this product
brings new options to patients.

The NMPA will strengthen post-marketing
surveillance of the product to protect the
safety of medical devices used by patients.

(October 26, 2022)

4 NATIONAL MEDICAL PRODUCTS NEWSLETTER

>4dmm / <2

>2.0mm <5.6mm

2022-10-26



Aspheric diffractive multifocal intraocular lens

approved for marketing
Recently, the innovative product "aspheric
diffractive multifocal intraocular lens"
produced by Eyebright Medical Technology
(Beijing) Inc. is approved for marketing.

The aspheric diffractive multifocal
intraocular lens is a one-piece/posterior
chamber intraocular lens, which is a
foldable modified L loop. The main part
and supporting part of the product are made
of the copolymer of ethyl acrylate and
ethyl methacrylate, added with ultraviolet
absorber, and the surface is modified with
heparin. The innovation of this product is
that its optical part adopts the design of
combining diffraction-splitting and non-

spherical surface, which enables multi focus

through the diffraction technology, and
therefore it becomes the first in China.

This product is used for vision correction
of adult cataract patients. It is expected to
provide far and near focus, which to some
extent makes up for the poor vision of single
focus intraocular lens. The marketing of
this product brings new treatment options to
patients.

The NMPA will strengthen the post-
marketing surveillance of the product to
protect the safety of medical devices used

by patients.
(October 31, 2022)
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Marketing
Recently, the innovative product "left
atrial appendage occluder system" of
Hangzhou Deno Electrophysiology Medical
Technology Inc. is approved for marketing
by China NMPA.

The left atrial appendage occluder system
consists of a left atrial appendage occluder
and a delivery device, in which the left atrial
appendage occluder is connected by a sealed
disc and an anchoring disc. The delivery
device is composed of a delivery sheath,
a dilator, a loader, a delivery cable and a
hemostasis valve. The design of the sealed
disc and the anchoring disc of the product
adopts an innovative patented design, which
makes full use of the self-expanding of the

NiTi wire braid structure, and can meet the

clinical needs of different forms of left atrial
appendage occlusion to a certain extent.

This product is indicated for patients with
nonvalvular atrial fibrillation who are at
risk for stroke (CHA2DS2-VASc score >2)
and who are contraindicated to long-term
oral anticoagulation. The marketing of the
product is expected to benefit more patients.
The NMPA will strengthen the post-
marketing surveillance of the product to
protect the safety of medical devices used

by patients.
(November 10, 2022)
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NMPA Announcement on the Management Category
of Medical Sodium Hyaluronate Products (2022 No.103)

In order to strengthen the supervision and
management of medical sodium hyaluronate
products, further standardize the registration
(filing) of relevant products and ensure
the safety and effectiveness of medical
devices for public use, in accordance
with the relevant provisions of the Drug
Administration Law and the Regulations
for Supervision and Administration of
Medical Devices, relevant matters on the
management of such products are hereby
announced as follows:

1. According to different intended uses
(indications), working principles, etc.,
medical sodium hyaluronate products shall
be managed separately under the following
circumstances:

(I) Products used for the treatment of
arthritis, dry eye, etc., shall be managed as
drugs.

(IT) Where any drug component conforms
to the following circumstances and
does not contain any drug component
exerting pharmacological, metabolic or
immunological effects, it shall be managed
as a medical device, and of which the
management category shall not be lower
than Class II.

1. When it is used for contact lens care
products, the products shall be managed as
Class III medical devices.

2. When it is used as absorbable surgical
anti-adhesion materials, the products shall
be managed as Class III medical devices.

3. When it is used as ophthalmic
viscoelastic, the products shall be managed
as Class III medical devices.

4. When it is used as injection filling to
increase tissue volume, the products shall be
managed as Class III medical devices.

5. When the products are injected into

dermis layer to improve skin conditions
mainly through the moisturizing and
hydrating effects of sodium hyaluronate
contained, they shall be managed as Class
111 medical devices.

6. When the products are used for repairing
the application of glucosamine protective
layer in bladder epithelium, they shall be
managed as Class III medical devices.

7. When the products are used as medical
dressing, if the products can be partially or
completely absorbed by the human body,
or used for chronic wounds, they shall be
managed as Class III medical devices; if the
products cannot be absorbed by the human
body and used for non-chronic wounds,
they shall be managed as Class II medical
devices.

8. When it is used as auxiliary dressing
for improving pathological skin scars and
assisting in preventing pathological skin
scars, the products shall be managed as
Class II medical devices.

9. When it is used as auxiliary materials for
oral ulcer and oral tissue wound healing
treatment, the products shall be managed as
Class II medical devices.

10. When it is used as lubricants for
introducing body cavity devices (excluding
condoms), the products shall be managed as
Class II medical devices.

11. Condoms containing sodium hyaluronate
lubricants shall be managed as Class II
medical devices.

(IIT) For drug-device combination products
containing sodium hyaluronate, it shall
be determined as a drug-led or device-
led combination product according to the
primary mode of action of the product.
The addition of antimicrobial ingredients

to drug-device combination products is not
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advocated.

Medical dressing products containing
antimicrobial ingredients and injection fillers
for plastic surgery containing drugs shall
be determined according to the following
principles:

1. For medical dressing products containing
antibacterial ingredients, non-clinical
pharmacodynamic studies and/or clinical
studies shall be provided to determine
whether the products have antibacterial
therapeutic effect. For the non-clinical
pharmacodynamic study and/or clinical
study and evaluation criteria used to
determine whether the products have
antibacterial therapeutic effect, refer to the
non-clinical and clinical technical guidelines
related to drug research and development.
(1) If non-clinical pharmacodynamic
studies and/or clinical studies confirm
that the products have a clear antibacterial
therapeutic effect, among which, the
products achieving the intended use mainly
through antibacterial therapeutic effect,
are determined as drug-led combination
products; the products achieving the
intended use mainly through physical
coverage of wound surface and absorption
of exudate, are determined as device-led
combination products. (2) If non-clinical
pharmacodynamic studies and/or clinical
studies do not show that the products have
antibacterial therapeutic effects, they shall
be managed as medical devices.

2. Injection fillers for plastic surgery
containing drugs for local anesthetics (such
as lidocaine hydrochloride, amino acids,
vitamins) to increase tissue volume, are
determined as device-led combination
products.

3. Injecting materials for medical
cosmetology containing drugs for local
anesthetics (such as lidocaine hydrochloride,
amino acids, vitamins, etc.) to improve skin

conditions mainly through the moisturizing

and hydrating effects of sodium hyaluronate
contained, are determined as device-led
combination products.

4. Products as lubricants for introducing
body cavity devices (excluding condoms)
are determined as device-led combination
products.

II. Products applied to the skin, hair, nails,
lips and other human surfaces by rubbing,
spraying or other similar methods for the
purpose of cleaning, protecting, modifying
and beautification shall not be managed as
drugs or medical devices.

Products used to relieve vaginal dryness
(excluding those used for vaginal wound
care) shall not be managed as drugs or
medical devices.

The lotions, disinfectants, pads etc.
containing disinfectant which are only used
for disinfection of damaged skin and wound
surface shall not be managed as drugs or
medical devices.

1. Where the modified sodium hyaluronate
is verified to be consistent with sodium
hyaluronate in terms of relevant physical,
chemical and biological properties, the
management attributes and management
categories may be implemented by referring
to this Announcement.

IV. From the date of issuance of the
Announcement, the registration application
of medical sodium hyaluronate products
shall be accepted in accordance with the
aforesaid management categories.

V. For the varieties under review and
approval that have been accepted as
registration applications for drugs or
medical devices, the review and approval
shall continue to be conducted as drugs or
medical devices, and if the requirements
are met, the drug approval number or
medical device registration certificate shall
be issued. Where it is necessary to change
the management attributes or categories,

the validity period of its approval number
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or registration certificate shall be limited to
December 31, 2024.

VI. Where it is necessary to change the
management attributes and management
categories of a product that has obtained
a drug approval number or a medical
device registration certificate, the original
drug approval number or medical device
registration certificate shall continue to
be valid within the validity period of the
certificate; and the enterprise involved shall
actively carry out the conversion work in
accordance with the relevant requirements
of the corresponding management attributes
and categories, and complete the conversion
before December 31, 2024. Where the
original drug approval number or medical
device registration certificate expires during
the conversion work, under the premise
that the product is safe and effective and no
serious adverse event or quality accident
occurs after marketing, the enterprise may
file an extension application to the original
review and approval authority according
to the original management attributes and
categories, and extend the validity period
of the original drug approval number or
medical device registration certificate shall
not exceed December 31, 2024.

VII. Cold compress gel, photon gel, liquid

dressing, paste dressing and other products

that have been filed as Class I medical

devices shall be governed by the relevant 2024 12 31
requirements of the Announcement on

Implementing the Catalogue of Class |

Medical Devices (NMPA Announcement

2021 No. 107) and the Announcement on

Adjusting Some Contents of the Catalogue 2024 12 31
of Medical Devices (NMPA Announcement

2022 No. 25).

VIII. All relevant enterprises shall earnestly

implement the main body responsibility

for product quality and safety to ensure the 2024 12
safety and effectiveness of the marketed 31
products. Drug regulatory departments at

all levels shall strengthen publicity and

implementation training and earnestly carry

out review and approval and post-marketing P i
surveillance on relevant products.

IX. This Announcement shall come 2022 25
into force on the date of issuance, and

the Announcement on the Management

Categories of Medical Sodium Hyaluronate

Products (former CFDA Announcement

2009 No. 81) shall be abolished

simultaneously.

(November 14, 2022) 2009 81
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Notes: * All Chinese information in the Newsletter is extracted from newspapers and the Internet. All
English articles are translations from the Chinese version. In case of any discrepancy, the Chinese
version shall prevail.
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