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Principal responsibilities of the departments and
bureaus of National Medical Products Administration

Department of General Affairs, Planning
and Finance

Responsibilities: 1.The daily operations of
NMPA departments, undertaking the work
related to information, security, confidentiality,
public complaints and proposals, open
government affairs, information technology,
news publicity, etc. 2. Inspect, supervise
and handle important government affairs. 3.
Organize the implementation of emergency
management and public opinion monitoring.
4. Mastermind, organize and implement
development plans and special plans to drive
the construction of administrative system and
information system. 5. Undertake the budget
and final accounts, finance, management
of state-owned assets and internal audit for
department organs and directly affiliated units. 6.
Organize the drafting of documents of general
affairs and important conference papers.

Department of Policies and Legal Affairs

Responsibilities: 1. Research of significant
policies for supervision and administration
of drugs, medical devices and cosmetics. 2.
Organize the drafting of laws, regulations
and departmental rules. 3. Legality review of
normative documents. 4. Law enforcement
supervision, administrative reconsideration,
responding to administrative lawsuits, and legal
audit of major cases. 5. Seamless integration
of administrative law enforcement and
criminal justice. 6. Work related to elevating

legal literacy and legal publicity, and to the
World Trade Organization. 7. Coordination of
work relative to comprehensively deepening
reforms. 8. Routine administration of the
Vaccine QMS Office.

(From the website of National Medical Products Administration)

Department of Drug Registration
(Department of TCMs and Ethno-Medicines
Supervision)

Responsibilities: 1. Organize the formulation
and supervise the implementation of drug
standards and technical guidelines (such as
Chinese Pharmacopoeia), formulate and
implement drug registration management
schemes. 2. Supervise the implementation of
pharmaceutical non-clinical researches and
Good Clinical Practice, the specifications for
processing TCM slices; and implement the
protection system for the categorization of
TCM varieties. 3. Organize the implementation
of the classified control system, inspect the
R&D venues, and investigate and punish
relevant illegal acts. 4. Participate in the
development of the National Essential Drug
List and cooperate in the implementation of
the National Essential Drug System.

Department of Drug Supervision

Responsibilities: 1. Organize the formulation
and supervise, as per its powers and
duties, the implementation of drug GMPs;
organize the formulation and guide the
implementation of the Good Supply Practice
and Good Use Practice. 2. Organize and
guide the on-site inspections over production
venues, investigate and punish serious illegal
acts. 3. Organize random quality inspections
and release Quality Announcements on a
regular basis. 4. Organize the monitoring
of adverse reactions and law-based
intervention thereof. 5. The supervision and
administration of radioactive, narcotic, toxic,
psychotropic drugs and pharmaceutical
precursor chemicals. 6. Guide and supervise

Y

m\sﬂ‘

PERRHRERRRP

—~ SERVIER
TR (K 5E) HIZHRAS)

EXRARmEEERBEINX
X—,UEJHESCE/\Jx

(B EXRZ mEEEER M)
AL 557
RFNXETERE, KEER ?c% ’fi’l

X, RE. B55. BEAF. &it. 58
ESEEI k. ﬁi%&x$ﬁﬁﬁé*¥
B, ARFRNASEMEFISNTE, 3T

FHRAXBARANNETIRRANL,
BEEEARMESMARR, RKEVXNERS

RHURE
e, HRE

W, EREARSEERAMBHITL
BEREMXTRERS W .

IR ERR

xR ’]nu B 7 2 AN 10t s M %fgi
RBE., AREELZERENEHIINEER
RIBHSEM S EEMEE L. 7??@#1/%
BB BRI, TBENIF. EXRMESE
BIE. AIBTBIASHES ZEEEET
B, KIELEEERMSRHEREHHAMNERX
THE, AESERUIENFXNELE, K
EEEREEERRQMSHAETHELIE.

HmEMEER (PHRKGBEERE

BRI F B E L EERAALFHRIR
K. BRIESEN, MITHF ks mEM EE
R, EESLIEAY IR R R R
EEENE. PARRBHNE, XETHH
MRIPGIE, RIBARLEDLEENE. 18
RIS, EABXBETALE 5%
EEREABYER, BREXEERERGY
HE.

P

9’] HmEEEIET
ARRITHEIRT BB LKL B i}‘i

=

q
int o bl

A

EIEASE, BRARITHIESIREE . £H
EEAE. AIBAQESE RS 2H,,\
MERFBETH, ARREMERE, RHLH
REAE, BRTRAG AT R RN ENIFHRE
WE, KEWSMAR. FELH SHAR
R, ARESGHSAEREEEET




the Registration Approval, Certificate
Issuance and Product Release for biological
products.

Department of Medical Device Registration

Responsibilities: 1. Organize the formulation
and supervise the implementation of standards,
classification rules, nomenclature conventions
and coding rules for medical devices. 2.
Draw up and implement the registration
management system for medical devices.
3. Undertake the relevant medical device
registration and clinical trial examination
and approval. 4. Draw up and supervise the
implementation of the Good Clinical Practice
for Medical Devices and technical guidelines
for medical device clinical trials. 5. Organize
the inspection of R&D venues, investigate and
punish the illegal acts.

Department of Medical Device Supervision

Responsibilities: 1. Organize the formulation
and supervise, as per its powers and duties,
the implementation of the GMPs for medical
devices; organize the formulation and guide
the implementation of the Good Supply
Practice and Good Use Practice. 2. Organize
and guide the on-site inspections over
production venues, investigate and punish
serious illegal acts. 3. Organize random
quality inspections and release Quality
Announcements on a regular basis. 4.
Organize the monitoring of adverse reactions
and law-based intervention thereof.

Department of Cosmetics Supervision

Responsibilities: 1. Organize and implement
the record filling of cosmetic registration. 2.
Draw up and organize the implementation
of cosmetics registration record filing
and classified control system for new
materials. 3. Organize the formulation and
supervise the implementation of standards,
classification rules and technical guidelines
for cosmetics. 4. Work out the cosmetic
inspection system, inspect the R&D venues,
perform duty-based organization and
guidance over the on-site inspections of
production venues, investigate and punish
serious illegal acts. 3. Organize random
quality inspections and release Quality

Announcements on a regular basis. 6.
Organize the monitoring of adverse reactions
and law-based intervention thereof.

Department of Science & Technology
and International Cooperation (Office of
Hong Kong, Macao and Taiwan Affairs)

Responsibilities: 1. Organize the study of
scientific tools and methods for implementing
the review, inspection and testing of drugs,
medical devices and cosmetics. 2. Study
and draw up the management and service
policies encouraging new technologies and
new products. 3. Work out and supervise the
implementation of laboratory construction
standards and GLPs, the qualification
accreditation conditions and inspection
specifications for the inspection and testing
institutions. 4. Organize the implementation
of significant science & technology projects.
5. Organize and carry out exchange and
cooperation with the world and Hong Kong,
Macao and Taiwan regions. 6. Coordinate and
participate in the development of international
regulatory protocols and standards.

Department of Human Resources

Responsibilities: 1. Undertake the personnel
affairs of the cadres in department organs and
directly affiliated units, institutional staffing,
labor wages and education; formulate and
organize the implementation of personnel
management system and cadre supervision
system. 2. Coordinate the management of
institutional staffing for department organs
and directly affiliated units; the wages,
allowances and subsidies of NMPA; as
well as the pay-for-performance in directly
affiliated units. 3. Guide the construction of
relevant qualified personnel teams, coordinate
management of cadre training, and strengthen
the construction of talent teams. 4. Undertake
the qualification management of licensed
pharmacists, take charge of the qualification
management of licensed pharmacists, lay
down the qualification admittance system for
licensed pharmacists, guide and supervise the
registration in this respect.

Party committee

Responsibilities: 1. Promote the CPC

2 NATIONAL MEDICAL PRODUCTS NEWSLETTER

k. ESEREYHRMELEETE.

BT A E IR A

ALHNTHIEE R ETSRMRE. 2
KN, apRANFIRBHN, T I K
EIres MM EIRGE, RIBEXET A
M. AR EHR T, BITH EE S
Eirssmin RinkREEENE. RAES
B, FABRRERFIS. ELEET
ATIE,

Efraamis EEIER

HARIVT IF KR T3 15 B KT B 5T me Al
EFREEENE, AQNNTIHESKRE
FreEemaE . EAREEEMNE. KIBAR
ESEFURRE. ARBLEREETAH
IfE. BRmEMmERYE, EHEAHRER
&, BRTFRFARFMFENHAELE.

iR EEER

HARTHE RN ERIE, MITHF
AALEMA BT M ERIIER D K EE
HE., BLINTH BB RAITE. 2
KN, BARESERN, FEIITL RS
EHE. REWEING. RRFARESE
FRmeE. EREREETALE. AR
FEfERE ERAHREAE. AR
BARRNENFHAELE.,

HMEFMERSER (BREDDE)

HARRKEA R, EfrssiMrix
mEE. 0E. RENRFETENIE, 7
RITEF AT~ RN EESREB
. PITHEEXELREERENEE
AT, RERMAE BUAE F IR
8. BALBEARINE ., BRFRERR
TRSatE, NERSEAGHRHZTRSE
. HiEZ5 B EERNFIRERSIE.

AEF

FAIBYRME BB TEAE. Y19
Bl S THRMEE LE ATAEEE
BT Ap i B HIEIFER K, 5% EEYIK
TMEBAMIMES FEEETH . ZH
IEREBBENGHTIHRE, I5SHEXAT
AAERER T, GEEETARZII, IEA
ABMERER. ABRAIHTRIEEETIE, 7
RPN IRFRAENEIR, I E R 25 ) 5
AN, IS B2 HEN T,

MXRE
MEHEHAN I MERE R R M HNEUE



political, ideological, organizational, work
style-related, and disciplinary construction
for NMPA organs and its directly affiliated
units in Beijing, taking system construction
as the mainline. 2. Conduct the management
and supervision of CPC party members and
provide education and service to them. 3.
Undertake the Construction of Honest Party
Conduct and Clean Government, as well as
anti-corruption operations. 4. Guide the group
league organizations (mass organizations) of
NMPA directly affiliated organs to carry out
work and promote the building up of spiritual
civilization. 5. Undertake the inspection
work of NMPA CPC Party Group, coordinate
the organization and implementation of the
internal inspection and the Central Party

Committee inspection.

Bureau of Retired Officials

Responsibilities: 1. Service management for
retired (veteran) cadres. 2. Party committee
construction for retired (veteran) cadres,
as well as education and administration for
retired (veteran) party members and cadres.
3. Put into effect the political status and
material amenities of retired (veteran) cadres
and organize cultural activities. 4. Funds
management for retired (veteran) cadres of
NMPA organs. 5. Direct the work relative to
retired (veteran) cadres of NMPA directly-
affiliated units.

(October 16, 2018)

NMPA and NHC Jointly Issued the Announcement
on Issues Pertaining to the Review and Approval of
Overseas New Drugs Catering to Clinical Urgent Needs

On October 30, 2018, the National Medical
Products Administration (NMPA) and
National Health Commission of China
(NHC) jointly issued the "Announcement
on Issues Pertaining to the Review and
Approval of Overseas New Drugs Catering
to Clinical Urgent Needs", which reads as
follows:

To implement the policies set forth in
relevant executive meetings of the State
Council and speed up the review &
approval of overseas new drugs catering
to clinical urgent needs, NMPA and NHC
jointly organize the drafting of the “Work
Procedures for Review and Approval of
Overseas New Drugs Catering to Clinical
Urgent Needs” and the requirements for
application dossiers (see Attachment), which
are hereby released.

Work Procedures for Review and
Approval of Overseas New Drugs Catering
to Clinical Urgent Needs

To implement the policies set forth in the
executive meeting of the State Council on
June 20, in accordance with the Opinions
of the General Office of the CPC Central
Committee and the General Office of the
State Council on Deepening the Reform
of Examination & Approval System to
Encourage Innovation in Drugs and Medical
Devices (General Office [2017] No. 42)
, and the CFDA Opinions on Fueling
Pharmaceutical Innovation via Prioritized
Review & Approval (CFDA Department of
Drug and Cosmetics Supervision [2017] No.
126) and other relevant provisions, NMPA
and NHC have established special channels
for review & approval of overseas new
drugs catering to clinical urgent needs. The
work procedures are hereby announced as
follows:

I. Scope of drug varieties applicable to
special channel review & approval

New drugs that have been marketed in the
United States, European Union, or Japan
within the recent ten years but not marketed
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in China, provided that they are:
(1) Drugs for treatment of orphan diseases;

(2) Drugs for prevention and cure of serious
life-threatening diseases against which
no effective therapeutic or preventional
instrument is available in China to date;

(3) Drugs for prevention and cure of serious
life-threatening diseases with obvious
clinical advantages.

II. Selection of varieties

NMPA and NHC shall organize and carry
out the selection of varieties according to
the above-mentioned criteria. The selection
process shall adhere to the clinical value-
oriented principle and follows the principles
of openness, fairness and justice. The
specific procedures are as follows:

(1) Initial screening. The Center for Drug
Evaluation of NMPA (hereinafter referred
to as CDE) shall organize experts to sort out
new drugs marketed in the United States,
the European Union and Japan in the past
ten years but not marketed in China, and
initially screen out the list of varieties that
meet the requirements of this Procedure.

(2) Expert argumentation. NMPA and
NHC shall convene expert demonstration
meetings to demonstrate the list of varieties
that were initially screened, and select a list
of varieties that meet the requirements of
this Procedure based on expert opinions.

(3) Public notification. CDE shall publicize
the list of selected varieties to the public.
Where objections arise to the publicized
varieties, the party of interest shall submit
a written opinion to CDE within 5 days as
from the public notification and explain the
reasons. For varieties facing objections,
argumentations shall be made separately and
the concluding decision shall be notified to
all parties concerned.

(4) Announcement. CDE shall issue a list

of varieties that are incorporated into the
special channel review and approval.

II1. Review and approval procedures

For all varieties in the list for special channel
review and approval, if the certificate holder
for the first marketing of the drug (in the
United States, the European Union or Japan)
believes that there is no ethnic difference,
the registration process can advance in the
following procedures:

(1) Communication and exchange.
Applicants should submit an application for
Class I Conference to CDE in accordance
with the “Administrative Measures for Drug
R&D and Communication of Technical
Review”.

(2) Application. Where a consensus is
reached through communication, the
applicant shall prepare materials according
to the requirements for the application
dossiers (see Annex) and submit an
application as per the following conditions:

1. For varieties whose applicants have not
submitted an application for clinical trial
or marketing before the issuance of these
Procedures, the applicants can apply to
CDE for drug marketing.

2.For varieties whose applicants have
submitted an application for clinical trials
for which the technical review has not
been completed before the issuance of
this Procedures, the applicants can submit
an application in written form to CDE
to adjust the clinical application to the
marketing application, and supplement all
the research materials obtained overseas
and the materials supporting the non-
existence of any ethnic differences.

3. For varieties with ongoing clinical trials,
the applicant may submit an application
for marketing to CDE and continue to
advance the trials. After completing the
clinical trial, the applicant should submit

4 NATIONAL MEDICAL PRODUCTS NEWSLETTER

(=) BFbarErkEakRs. B
RERSmALBIZ &,
. AR

Ex#AnLEEER. BERE4LARE
ZREREB LR RWEE, AR TR MATE
. #ETERHNERNEASE, BE
NFF. A RIEMEN, BEEREFIT.

(=) MFiE. ERAREEEES
B (IUNTERAFEFL) ARE
RXE+EEEE. REBFMEAREHERE
KEREN EHHHAETRIE, MPimEd
HEAREFERNATHZE,

(Z) TRWIE. BERAAEBEERE
B, ERZEBRREZEASBATRRIER,
XA Tt B9 an P2 R TIRIE, IRIBER
RAEEETARREFERNMTHZE,

(=) 2R, 23Rl BEE & AY &
ZEETSATR, WATEFRE FINA,
RAESH A EZAE R ORZ BER AR
HlH, MRWET, ATHLARIEEELR
EFBREAERTT.

() »f. BERABEEEERAS
HILHOR BN T 18 E H T HE A &
78,

=. HiTHEMERF

NAANT I TBEHEIFEARFZ RN,
HEEXE. RAFBAER ETHFIERE
MRINATFEATESHN, TRINTER
FREMI(E.

(—) WBR. FIEANIZR (A
MESEAFRITEHDBTAETENE) £
REZGERPOED | (5 EHE,

(Z) HiE. RBBIREA—BEL
B, BIBEARNIRRIRARZER (LK) HE&
FRIFARIE U T IERIR L BiE.

1. ARRFFRMA M AR R AR LT E
B, RIEATEGEAORE EHER
1A,

2. ARFRMAIEFRZIER HIE R 5T
R AEFH ST, RIEATEAEFOR
EPERIF, FIRKRRIFEE A ETRIE,
WZIRINRB S BAR TR AFEAT
ZEFHRFFHEMRL

3. WIEAEARIERIAEH A, BHiFA
o] (B 25 iR T BRI R
R, SERIERIREE, BIEARRIMAIEH
BHF R AR PRI RIRS.

4 REFRXHAE BT EHEHIFHN&
., RIEATEAEFOIZRINREHE
HARBRMAFEATE RO F MM
#l,

N



a research report to CDE in the form of a
supplementary application.

4.For varieties with marketing applicants
already submitted before the issuance
of the program, the applicant may
supplement to CDE all the research
materials obtained overseas and the
materials supporting the non-existence of
any ethnic differences.

5. For varieties already marketed in Japan
or China's Hong Kong, Macao, and
Taiwan regions with sufficient clinical
use cases. The applicants can provide
research reports on drug use in the above-
mentioned countries and regions with
relevant analysis, and may not provide
research data on ethnic differences.

6. The applicants shall submit concurrently
relevant materials, test samples, reference
materials, experimental materials, etc. for
review and control of drug standards to
the National Institute for Food and Drug
Control (NIFDC) as required. The specific
requirements are separately formulated by
NIFDC.

(3) Review. CDE shall establish special
channels for technical review, which shall be
completed within 3 months after acceptance
for orphan diseases treatment drugs; and 6
months after acceptance for other overseas
new drugs, barring the time taken by the
applicants for preparing supplementary
dossiers.

Where supplementary dossiers are required
during the review, the applicant shall be
informed to supplement the information
during the professional review phase; and
may also adopt the method of rotating

submission of dossiers via the Applicants'
Window in a timely manner after
communication and exchange.

(4) Approval. NMPA shall make an
examination & approval decision within
10 working days after receiving the review
materials submitted by CDE.

IV. Work requirements

(1) Applicants for overseas new drugs should
formulate risk management and control
plans, timely report adverse reactions, assess
risks, propose improvement measures,
conduct continuous study on marketed
drugs, and complete relevant research
according to approval requirements.

(2) For products manufactured before
obtaining the approval proof documents of
import drugs in China, under the premise of
the Applicants' assurance that the production
process and registration standards of the
drugs are in alignment with those approved
by NMPA, the drugs can be allowed for
import and shall be tested according to law.

(3) Upon completion of the marketing
approval by NMPA, clinical trial data
verification may be conducted if required
by technical review. Furthermore, the
monitoring and re-evaluation of post-
marketing adverse reactions shall be
reinforced, and emergency control measures
such as market-out and withdrawal from
use shall apply to drugs found with serious
adverse reactions.

Annex: Requirements for Application
Dossiers (omitted)

(October 30, 2018)

NMPA Issued Statistical Guidelines for Bioequivalence
Studies and Technical Guidelines for Research on

Bioequivalence of Highly Variable Drugs

To ensure the smooth development of the
conformance evaluation of generic drugs,
NMPA has researched and developed the
"Statistical Guidelines for Bioequivalence
Studies" and the "Technical Guidelines

for Research on Bioequivalence of Highly
Variable Drugs", which was released on
October 29, 2018.

(October 29, 2018)
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Announcement of NMPA on Issuing the Administrative
Measures for Communication of Drug R&D and Technical

Review

As per the Opinions of the General Office
of the CPC Central Committee and the
General Office of the State Council
Deepening the Reform of Examination
& Approval System to Encourage
Innovation in Drugs and Medical Devices
(General Office [2017] No. 42), NMPA
has formulated and released on October
8, 2018 the Administrative Measures
for Communication of Drug R&D and

Technical Review. The Announcement
shall come into force as from the date of
issuance. The Administrative Measures
for Drug R&D and Communication
of Technical Review (Interim) issued
by the former CFDA on June 2, 2016
(announcement No. 94 of 2016) shall be
repealed simultaneously.

(October 8, 2018)

NMPA Issued the Announcement on the Direct Reporting
of Adverse Reactions by Marketing Authorization

Holders

As per the Drug Administration Law of
the People's Republic of China, and the
Opinions of the General Office of the CPC
Central Committee and the General Office
of the State Council Deepening the Reform
of Examination & Approval System
to Encourage Innovation in Drugs and
Medical Devices (General Office [2017]
No. 42), in order to further improve the
ADR monitoring system and implement the

principal responsibility of ADR reporting

Medical Devices

by drug Marketing Authorization Holders
(incl. pharmaceutical manufacturing
enterprise holding the drug approval
number, hereinafter referred collectively
as the Holders). On September 30, 2018,
NMPA issued the Announcement on the
Direct Reporting of Adverse Reactions by
Marketing Authorization Holders, which
will become effective as from January 1,

2019.
(September 30, 2018)

NMPA Issued the Guidelines for Registration Review
of Medical Devices for Prevention and Cure of Orphan

Diseases

As per the Opinions of the General Office
of the CPC Central Committee and the
General Office of the State Council
Deepening the Reform of Examination &
Approval System to Encourage Innovation
in Drugs and Medical Devices (General
Office [2017] No. 42), to strengthen the
registration management of medical device

products, further escalate the quality of

registration review, and encourage the R&D
of medical devices for orphan diseases
prevention and treatment, NMPA has
organized the formulation of and released
on October 18, 2018 the Guidelines for
Registration Review of Medical Devices
for Prevention and Cure of Orphan

Diseases.
(October 18, 2018)
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The Newly Revised Catalogue of Medical Devices

Exempted from Clinical Trials Released

As per the Opinions of the General Office
of the CPC Central Committee and the
General Office of the State Council
Deepening the Reform of Examination &
Approval System to Encourage Innovation
in Drugs and Medical Devices (General
Office [2017] No. 42), to further the reform
of the "Streamlining Administration,
Delegating Powers, Improving Regulation
and Optimizing Services" in the medical
device sector, NMPA has organized the
revision of the Catalogue of Medical
Devices Exempted from Clinical Trials
(hereinafter referred to as the Exemption
Catalogue), collated and revised the first
three batches of Exemption Catalogues on
the basis of the Classification Catalogue
for Medical Devices revised and published
in 2017 (hereinafter referred to as the new
Classification Catalogue), a new batch
of medical devices (including in vitro
diagnostic reagents) exempted from clinical
trials was incorporated to form a newly
revised Catalogue of Medical Devices

Exempted from Clinical Trials (hereinafter
referred to as the New "Exemption
Catalogue").

The new Exemption Catalogue covers
1,248 items of medical devices exempted
from clinical trials, which are divided into
"medical device products" and "in vitro
diagnostic reagent products", covering
respectively 855 medical device products
and 393 in vitro diagnostic reagent
products. Compared with the first three
batches of Exemption Catalogues, 84 new
medical device products and 277 new in
vitro diagnostic reagent products were
added. The new Exemption Catalogue
is maximally consistent with the new
Classification Catalogue to facilitate
applicants to better identify products. All
Exemption Catalogues issued previously
for various batches of medical devices
are integrated to facilitate applicants'
enquiries.

(September 30, 2018)
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NMPA Issued the Announcement on the Issuance of the
Guidelines for Management Representatives of Medical

Device Manufacturers

To further clarify the responsibilities
of management representatives in the
quality management system, strengthen
the manufacturers' awareness of
principal responsibility for quality of
medical devices, and improve their
quality management level, according
to the "Administrative Measures for
the Supervision of Medical Device

Manufacturing" (CFDA Order No. 7) and

the "Good Manufacturing Practice for
Medical Devices" (CFDA Announcement
No. 64 of 2014), NMPA has organized
the formulation of the "Management
Guide for the Guidelines for Management
Representatives of Medical Device
Manufacturers", which has been released
on September 30, 2018.

(September 30, 2018)
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NMPA Issued the Announcement on the Cleanup Results
of Normative Documents for Medical Devices (1998-2013)

As per the requirements of the "Governing
by Law Construction Program (2015-
2020)" of the CPC Central Committee and
State Council, to effectively implement
the "legislation, revision, revocation and
interpretation" of drug administration legal
system, and comprehensively promote
the law-based administration, NMPA
organized the cleanup of the medical
device normative documents from 1998 to
2013, and decided to abolish and declare
the invalidation of a batch of normative
documents. On September 27, 2018, the
"Catalogue of NMPA Remain-Effective
Medical Device Normative Documents
(1998-2013)" and the Catalogue of NMPA

General Information

Medical Device Normative Documents
(1998-2013) Abolished and Declare as
Invalid were published.

Unless otherwise expressly provided, the
abolishment and annulment of the above
normative documents shall not, without
exception, tarnish the effectiveness of the

past decisions made as based on these
(September 27, 2018)

documents.
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Distribution in Full Swing for the First Supplement to the 2015
Edition of the Pharmacopoeia of the People's Republic of China

The First Supplement to the 2015 Edition
of the Pharmacopoeia of the People's
Republic of China has been published and
fully distributed by China Pharmaceutical
Science and Technology Publishing House
Co., Ltd.

The Supplement contains the varieties and
general requirements of the first, second,
third and fourth Volumes of the 2015
Edition of the Chinese Pharmacopoeia,

China Center for Food and Drug International Exchange (CCFDIE)
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Tel: 010-8221 2866 Fax: 010-8221 2857
Email: ccfdie@ccfdie.org
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Room 1106, 11th Floor, Office Building B, Maples International Center, No.
32, Xizhimen North Street, Haidian District, Beijing, 100082, P.R.C.
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wherein Volume I recorded 1 new
medicinal material, 32 new admissions
of Chinese patent medicine, and 112
revised varieties; Volume II recorded 60
new admissions, 136 revisions; Volume II
recorded 1 new admission, 43 revisions,
4 new General Requirements, 2 revised
General Requirements; and Volume IV
recorded 3 revised general requirements,

and 42 revised excipients. (October 15,2018)
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