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NMPA Announcement on Issuing the Requirements
for Change Items and Application Dossiers of Marketed

Biological Products

To cooperate with the implementation of the
Provisions for Drug Registration, the NMPA
has organized to formulate the Requirements
for Change Items and Application Dossiers

of Marketed Biological Products, which has
been issued and implemented on June 17.

(June 18, 2021)

NMPA Announcement on the Revision of the Package

Insert of the Oxiracetam Preparations

In accordance with the results of adverse
drug reaction evaluation, to further
protect drug safety for the people, the
NMPA decided to modify the items of
[Adverse reactions], [Contraindications]
and [Precautions] in the package inserts
of oxiracetam preparations. On June 22,
relevant issues are hereby announced as
follows:

I. The marketing authorization holder of
the product shall, in accordance with the
Provisions for Drug Registration and the
revision requirements for the package
insert of oxiracetam preparations, file a
report as such before September 21, 2021
to provincial drug regulatory authority.

Where the contents of revision involve the
drug label, the label shall be revised along
with all the others; the other contents of the
label and insert sheets shall be consistent
with those originally approved. For the
drugs produced from 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 after the said revision had been filed
by the marketing authorization holder of
drug.

II. The marketing authorization holder of
drug 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, to guide the
physician, pharmacist and patient to use
the medicine rationally.

I The clinicians and pharmacists shall
carefully read the revised contents of
the package inserts for oxiracetam
preparations. Drug options should be
based on comprehensive benefit / risk
analysis as per the new revisions.

IV. The patients should carefully read the
package inserts before medication, and
strictly comply with the medication
orders for prescription drugs.

V. Provincial drug regulatory authorities
shall urge the drug marketing
authorization holders of the product
within their respective jurisdiction
to revise the package inserts and
replacement of the labels and package
inserts as required and impose severe
punishment in accordance with the law

for violations of laws and regulations.
(June 24, 2021)
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NMPA Announcement on the Revision of the Package

Insert of Somatostatin for Injection

In accordance with the results of adverse
drug reaction evaluation, to further protect
drug safety for the people, the NMPA decided
to modify the items of [Adverse reactions],
[Precautions] and [Drug Interactions] in the
package inserts of somatostatin for injection.
On June 22, relevant issues are hereby
announced as follows:

I. The marketing authorization holder of the
product shall, in accordance with the
Provisions for Drug Registration and the
revision requirements for the package
insert of somatostatin for injection, submit
a supplementary application as such
before September 21, 2021 to provincial
drug regulatory authority for filing.

Where the contents of revision involve the
drug label, the label shall be revised along
with all the others; the other contents of the
label and insert sheets shall be consistent
with those originally approved. For the drugs
produced from 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
after the said revision had been filed by the
marketing authorization holder of drug.

II. The marketing authorization holder of
drug 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, to guide the
physician, pharmacist and patient to use
the medicine rationally.

IIl. The clinicians and pharmacists shall
carefully read the revised contents of the
said package inserts. Drug options should
be based on comprehensive benefit / risk
analysis as per the new revisions.

IV. The patients should carefully read the
package inserts before medication, and
strictly comply with the medication
orders for prescription drugs.

V. Provincial drug regulatory authorities shall
urge the drug marketing authorization
holders of the product within their
respective jurisdiction to revise the
package inserts and replacement of the
labels and package inserts as required and
impose severe punishment in accordance
with the law for violations of laws and

regulations. (June 24, 2021)

NMPA Announcement on Issuing the Catalogue of
Reference Preparations of Generic Drugs (Forty-two

Batch)

On June 22, the Catalogue of Reference
Preparations of Generic Drugs (Forty-
two Batch) was issued, upon review and
determination by the NMPA Experts

Committee of Quality and Efficacy
Consistency Evaluation of Generic
Drugs.

(June 25,2021)
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Announcement of National Medical Products Administration and
National Intellectual Property Administration on the Issuance of
the Measures for the Implementation of the Mechanism for Early

Settlement of Drug Patent Disputes (Interim)

In accordance with the Patent Law of
the People's Republic of China, the
National Medical Products Administration
and the China National Intellectual
Property Administration formulated the
Measures for the Implementation of the

Mechanism for Early Settlement of Drug
Patent Disputes (interim), which will be
promulgated and put into effect on July 4
with the approval by the State Council.

(July 4, 2021)

NMPA Announcement on the Issues Related to the
Implementation of the Measures for the Implementation of the
Mechanism for Early Settlement of Drug Patent Disputes (interim)

In order to complete the implementation
of the Measures for the Implementation
of the Mechanism for Early Settlement of
Drug Patent Disputes (interim) (hereinafter
referred to as the Measures), relevant issues
are hereby announced on July 4 as follows:

I. As of today, the China’s Patent Information
Registration Platform for Marketed Drugs
is officially put into operation. Marketing
authorization holders of relevant drugs
are required to complete the registration
and voluntary disclosure of relevant drug
patent information on the China’s Patent
Information Registration Platform for
Marketed Drugs in advance as required.
Any change to relevant information
registered and disclosed in the previous
period shall be updated by marketing
authorization holders in time. Relevant
patent information that has been registered
and disclosed shall be used as the basis
for the patent declaration made by the
applicants for marketing registration of
chemical generics, traditional Chinese
medicine of the same name and formula
and biosimilars. Registration platform and
operation instructions can be found in the

|

China’s Patent Information Registration
Platform for Marketed Drugs at the website
of the Center for Drug Evaluation of the
National Medical Products Administration
(https://z1dj.cde.org.cn/home).

II. As of today, in case of filing the application
for marketing registration of chemical
generics, traditional Chinese medicine of
the same name and formula and biosimilars,
applicants shall submit the patent declaration
in accordance with the requirements of
the Measures by contrasting relevant drug
patent information registered at the China’s
Patent Information Registration Platform for
Marketed Drugs, and notify the marketing
authorization holders of the declaration
and basis for the declaration. Where the
patent declaration has not been submitted,
the application shall not be accepted until
the patent declaration is supplemented.
The requirements related to the filling,
printing and uploading of patent declaration
are detailed in the Enterprises Operation
Instructions in the Pharmaceutical Business
Application System at the Online Service
Hall of the NMPA (https://zwfw.nmpa.gov.
cn/). (July 4, 2021)
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NMPA Announcement on the Revision of the Package

Insert of Metoclopramide

In accordance with the results of adverse
drug reaction evaluation, to further
protect drug safety for the people, the
NMPA decided to modify the items of
[Adverse reactions], [Contraindications]
and [Precautions] in the package inserts
of Metoclopramide. On June 29, relevant
issues are hereby announced as follows:

I. The marketing authorization holder of
the product shall, in accordance with the
Provisions for Drug Registration and the
revision requirements for the package
insert of metoclopramide, submit a
supplementary application as such before
September 28, 2021 to provincial drug
regulatory authority for filing.

Where the contents of revision involve the
drug label, the label shall be revised along
with all the others; the other contents of the
label and insert sheets shall be consistent
with those originally approved. For the drugs
produced from 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
after the said revision had been filed by the
marketing authorization holder of drug.

II. The marketing authorization holder of
drug 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, to guide the physician,
pharmacist and patient to use the
medicine rationally.

III. The clinicians and pharmacists shall
carefully read the revised contents of the
said package inserts. Drug options should
be based on comprehensive benefit / risk
analysis as per the new revisions.

IV. The patients should carefully read the
package inserts before medication, and
strictly comply with the medication orders
for prescription drugs.

V. Provincial drug regulatory authorities shall
urge the drug marketing authorization
holders of the product within their
respective jurisdiction to revise the
package inserts and replacement of the
labels and package inserts as required and
impose severe punishment in accordance
with the law for violations of laws and

regulations. (July 5, 2021)

NMPA Announcement on Guidance for the Classification
Defining of Al-Based Medical Software Products

In order to strengthen the supervision and
administration of Al-based medical software
products and promote the high-quality
development of the industry, the NMPA has

organized to formulate the Principles for the
Classification Defining of Al-Based Medical
Software Products, which was issued on
July 1. (July 8,2021)
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NMPA Announcement on the Revision of the Package

Insert of the Propranolol Tablets

In accordance with the results of adverse
drug reaction evaluation, to further protect
drug safety for the people, the NMPA
decided to modify the items of [Precautions]
in the package inserts of propranolol tablets.
On July 15, relevant issues are hereby
announced as follows:

N TN
W«‘@» 4 -

—

. The marketing authorization holder of
the product shall, in accordance with the
Provisions for Drug Registration and the
revision requirements for the package
insert of propranolol preparations, submit
a supplementary application as such
before October 14, 2021 to provincial
drug regulatory authority for filing.

Where the contents of revision involve the
drug label, the label shall be revised along
with all the others; the other contents of the
label and insert sheets shall be consistent
with those originally approved. For the drugs
produced from 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

after the said revision had been filed by the
marketing authorization holder of drug.

II. The marketing authorization holder of
drug 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, to guide the
physician and pharmacist to use the
medicine rationally.

IIl. The clinicians and pharmacists shall
carefully read the revised contents of
the said package inserts. Drug options
should be based on comprehensive
benefit / risk analysis as per the new
revisions.

IV. The patients should carefully read the
package inserts before medication, and
strictly comply with the medication
orders for prescription drugs.

V. Provincial drug regulatory authorities
shall urge the drug marketing authorization
holders of the product within their
respective jurisdiction to revise the
package inserts and replacement of the
labels and package inserts as required and
impose severe punishment in accordance
with the law for violations of laws and

regulations.
(July 20, 2021)

NMPA Announcement on Issuing the Catalogue of
Reference Preparations of Generic Drugs (Forty-three

Batch)

On July 22, the Catalogue of Reference
Preparations of Generic Drugs (Forty-
three Batch) was issued, upon review
and determination by the NMPA Experts

Committee of Quality and Efficacy
Consistency Evaluation of Generic Drugs.

(July 23,2021)

ERHGERRTIEBITEERR
RRAFIRABHAST ——

RIBEARAIRRNIHEER, AE—F
REAXAHRE, BRAALBEERE
EXFEFEERAEFEER DEREM] FMm
B#T8—BIT. TIAISBEEXEA
=

—. ERARN ETFTEHE AR
B (M EENE) SEXME. R
N HEREITHRARE, T20214F105 14

HERER AR EEEERIEER.
TR SR MITEN, ME—Fit
BT RABRGEHMARTE Y S5EH

ERNBE—B., aREZHEESNAR T
SHREERRLRRAR. HHEHTFTR
FARSHEERBEINAANEH 9254
HABRIRET INER,

= m EmFIEHR AR S HER
RERNZENFIFRRAT R, REAIE
TefiF s R MR e R E AN E EE,

ESEm. AhEEMA,
=, WREIR. Z50MR HFAHE%E LR

wmi ABNETTRE, EEFRAN, ¥
HRIEFETTIR B BHTRE D RIR /KB
paxii®

BEMARIN S A2 i R

B, ERATHN, NEREERERZ.
I ARAREEEERNIN Y BERT
BXEA EAZS @2 R EHITFIRFE AR
BRMFEN G AR BITIRE . HHBE

BRIt WEESMTIRETREL.
(2021-07-20)

ERGEBXTFRMHHZ
SEHFNEFR (FE+=
#t) HBE

GERH A KBERRH A RER
FHBEENERERRTERE, FT

B22HEHRGHASLLFFIER (FHN+=
) . (2021-07-23)

Volume V2021 5



NMPA Announcement on the Revision of the Package

Insert of the Vitamin B Injection

In accordance with the results of adverse
drug reaction evaluation, to further protect
drug safety for the people, NMPA decided to
modify the items of [Adverse reactions] and
[Contraindications] in the package inserts of
Vitamin By injection. On July 22, relevant
issues are hereby announced as follows:

I. The marketing authorization holder of
the product shall, in accordance with the
Provisions for Drug Registration and the
revision requirements for the package
insert of Vitamin B, injection, submit a
supplementary application as such before
October 21, 2021 to provincial drug
regulatory authority for filing.

Where the contents of revision involve the
drug label, the label shall be revised along
with all the others; the other contents of the
label and insert sheets shall be consistent
with those originally approved. For the
drugs produced from 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 after the said revision had been filed
by the marketing authorization holder of
drug.

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

Medical Devices

to publicize the training on drug use and
safety issues, to guide the physician and
pharmacist to use the medicine rationally.

IIL The clinicians and pharmacists shall
carefully read the revised contents of the
package inserts for Vitamin B injection.
Drug options should be based on
comprehensive benefit / risk analysis as
per the new revisions.

IV.The patients should carefully read the

package inserts before medication, and
strictly comply with the medication
orders.

V. Provincial drug regulatory authorities
shall urge the drug marketing
authorization holders of the product
within their respective jurisdiction
to revise the package inserts and
replacement of the labels and package
inserts as required and impose severe
punishment in accordance with the law
for violations of laws and regulations.

(July 27,2021)

NMPA Announcement on Issuing 2 Guidance including the
Technical Review Guidance for the Registration of Vision

Screeners and Mammography Systems

To strengthen the supervision and guidance

of medical device registration, and further

improve the quality of registration review,
the NMPA organized to formulation of the
Guidelines for Technical Review of Vision
Screener Registration and the Guidelines for
Technical Review of Mammography System
Registration, which were published on June
24.

(June 29, 2021)
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NMPA Announcement on Issuing the Catalogue of
Distribution of Class Il Medical Devices Exempted from
Filing

In order to implement the Regulations on the ~ Medical Devices Exempted from Filing,

Supervision and Administration of Medical ~ which was issued on June 28.
Devices, the NMPA organized to formulate
the Catalogue of Distribution of Class I

(June 30, 2021)

NMPA Announcement on Issuing 6 Guidance including
the Guidance for Nomenclature of the Generic Names of
Medical Rehabilitation Devices

To further standardize the generic names of  Guidance for Nomenclature for Generic

medical devices and strengthen the whole ~ Names of Medical Software, Guidance
life cycle management for them, the NMPA  for Nomenclature for Generic Names of
has organized to formulate the Guidance  Respiratory, Anaesthesia and First Aid
for Nomenclature for Generic Names of  Instruments and Guidance for Nomenclature
Medical Rehabilitation Devices, Guidance  for Generic Names of Obstetrics and
for Nomenclature for Generic Names of  Gynecology, Assisted Reproduction and
Equipment Used in Traditional Chinese  Contraceptive Devices, which are issued on
Medicine, Guidance for Nomenclature for  July 12.

Generic Names of Radiotherapy Devices, (July 15,2021)

NMPA Notice on Matters Concerning the Registration of
Drug-device Combination Products

With the view to strengthening registration the drug or medical device contained in a
management of drug-device combination drug-device combination product has been
products, in accordance with relevant approved for marketing in China or country
provisions for registration management (region) of origin, the corresponding
of drugs and medical devices, matters marketing approval document shall be
concerning the registration of drug-device submitted at the time of registration
combination products are hereby announced application. For the requirements for
on July 23 as follows: application dossiers of drug-device

. . combination products, please refer to the
1. Drug-device combination products refer to p P

medical products composed of drugs and
medical devices and produced as a single  yy1, The Applicant shall fully evaluate the

relevant documents and guidance.

entity. attributes of the drug-device combination
1. Drug-led drug-device combination products products to be applied for. For the drug-
shall be registered in accordance with the device combination products whose
relevant requirements for drugs, and device- attribute cannot be determined, the
led drug-device combination products shall applicants shall apply for attribute
be registered in accordance with the relevant definition to Center for Medical
requirements for medical devices. Where Device Standards Management, NMPA
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(hereinafter referred to as the "CMDSM")
prior to registration application.

IV. The CMDSM shall review the dossiers
for accepted attribute definition
application of drug-device combination
products, propose opinions on attribute
definition as per the procedure, inform
the applicants in the Information System
for Attribute Definition of Drug-Device
Combination Products, and in a timely
manner issue the attribute definition
results of drug-device combination
products to the public on website.

V. Applicants shall submit drug or medical
device registration application to NMPA
based on determination results on
product attribute, and indicate "drug-
device combination products" in the
application form.

VI.Center for Drug Evaluation, NMPA, has
established coordination mechanism
together with Center for Medical
Device Evaluation. For the drug-device
combination products applied as drugs,
Center for Drug Evaluation shall lead the
evaluation. Where a joint evaluation is
required, registration application dossier
shall be transferred to Center for Medical
Device Evaluation for synchronized
evaluation; for the drug-device
combination products applied as medical
devices, Center for Medical Device
Evaluation shall lead the evaluation,
where a joint evaluation is required,
registration application dossier shall be
transferred to Center for Drug Evaluation

for synchronized evaluation. For a drug-
device combination product under joint
evaluation, the CDE and the CMDE shall
cooperate to carry out the communication
and consultation of the product under
application; both parties shall issue
an evaluation report for the safety,
effectiveness and quality controllability
of the corresponding part and clarify
the evaluation conclusion respectively,
and the leading unit shall summarize it,
make an overall evaluation and issue the
overall evaluation conclusion, and then
transfer to corresponding department of
NMPA for administrative approval.

VILWhere the management attributes

have been clearly specified in relevant
regulations and documents, such
provisions shall prevail.

VIIL.The Notice shall be implemented as

of the date of issuance. The Notice on
Matters Concerning the Registration
of Drug-device Combination Products
(Former CFDA Notice [2009] No. 16)
and the Notice on Matters Concerning
the Adjustment of Attribute Definition
of Drug-device Combination Products
(NMPA Notice [2019] No. 28) shall be
(July 27,2021)

simultaneously abolished.

ExéakEERRE=MrEEE L
(U TERFETIL) REAMAS mENE
FE.

M. FRERONZIENAMA S~ mE
MRERBEREATRE, HREFRNEIER
ERN, EEWASTmEERERERRGET
HHERBA, FRAAERMIEXIMARZGHAE
B MBI ESR.

I RAEARESRBHAEER. @
ER 7w EEERRIRA MHNE EST R
EMERIE, FERFRTER AMAS~
AR

AN, BERGAEEEERARETRO
SEFrRMEARRITROESIEE. %R
iR ZMA S, B REITET
IDESKHHTHIY, TREXEHIAY, JEMER
AR R ET SRR ARTRORSHITH
T BRRES AR IR 2 S
HET R AR B OB THIT, R
BXEHITH, SEMERIREREE R AR ET D
RL#HTEITE, STHREHITINAMAE
. 9RO S E TR IR AR I DR
HiHEFRAR~ROAREFFLNE X7
DRSNS LM, BAMRRETE
MR RETHRE . FRmRETEL, mEkE
A TC B I BATH, RS AERITLE
ERAERAREEEREARN S ST
FTBUERAE.

. BXREN. XHHERRHEERR
MHER, BRENERLT.

N, RBEBRRHZHERK, (T
HMAET REMEXEENBE) (FEE

REmAGEEEERRE2000EE165)
CETEZEAMAE ™~ REEREE XEMN
BEY) (Bx#AREEEERBE2019F528
S) EMEILE, (2021-07-27)

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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