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AHWP

Asian Harmonization Working Party
TENEE R M AR RS

AHWPTC

Asian Harmonization Working Party Technical
Committee
TENERSBMERRNERTEEgE

ANDA

Abbrevuated New Drug Application
BREERER

APEC

Asia-Pacific Economic Cooperation
IR FREBESIEEE

BA/BE

Bioavalibility/Bioequivalence
eI R/ ERBMEE

BfArM

Federal Institute for Drugs and Medical Devices
TR BB aE o B BE R Pl L AR ST P

CDE

Center for Drug Evaluation
BB ENEERER D

CMC

Chemistry, Manufacturing, and Controls
{EBELEE ]

CPP

Certificate of Pharmaceutical Products
22 QST R EEP R IFAER

CTD

Common Technical Document
B AT

DMF

Drug Master Profile
[RAEE RS

EMA

European Medicines Agency
BUMNZEY)EIRE (BEE)

DG SANCO

Health and Consumer Protection Directorate-
General
B SRR HEERERSE

EOL

Exchange of Letter
TR

FDA
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Food and Drug Administration
mEMERE ()



The Global Harmonization Task Force

GHTF N -
SRERBIMERBANE

GMP Good Manufacturing Practice
BRGNS
Good Review Practice

GRevP momwan

HIV Human Immunodeficiency Virus
ANERETERE

HSA Health Sciences Authority
BERFZF (FHnik)
Human T-Lymphotropic Virus

ATV e

ICH International Conference on Harmonisation
BEFSE RS

IDE Investigational Device Exemption
e R MERIR S BREREE

IGDRP International Generic Drug Regulators Pilot
B P22 2 B2 5 AR T B R

‘MPRO Integrated Medicinal Product Review Office

' BAERBEMWAE

IND Investigational New Drug
EEER RS B EREE

IRB Institutional Review Board
AR ZEE

JIRB Joint Institutional Review Board
MEARHREES

LSIE Life Science Innovation Forum

R RIF %18 (APEC)

Medicines and Healthcare Products Regulatory

MHRA Agency
B RERELERERC (ERH)

MOU Memorandum of Understanding

AERSER
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National Competent Authority Report Exchange
NCAR Program
TERRAENRSETIRRG

New Chemical Entity

NCE . o
Rk $h B
New Drug Application
NDA e e A X
HHEEERER
The Pharmaceutical Inspection Convention and
PIC/S Pharmaceutical Inspection Co-operation Scheme
EH RS B2 ML FE B I AVAE
Premarket Approval
FMA R
Quality Assurance/Quality Control
A/QC - ~
QAIGC amme pEwm
QsD Quality System Documentation
mE R
Regulatory Affairs Professional Society
RAPS o
BEEARnE
REMS Risk Evaluation and Mitigation Strategies
ER R AT IR S
RHSC Regulatory Harmonization Steering Committee
EYERIGHIEEREE
Risk Management Plan
M mmeene
SARS Severe Acute Respiratory Symdrome

B B 2R IR R AR S E

The State Food and Drug Administration
SFDA EXRMAELEEEIRER (FREXREE) - :RB 8 AChina
and Food Drug Aministration,CFDA°

Tuberculosis

TB
k&%

TFDA Taiwan Food and Drug Administration
BERRENEIER

T-SPA Taiwan Special Protocol Assessment
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