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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.

HEMERL ST (AP) cGMP: [REFREIESR
cGMPs for APIs: A Quality Systems Approach

g R Invitation

IHE] / #b A5 Time/Location:
202344 A 13-14 H b E kg
April 13-14, 2023 Shanghai, China
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Builds upon GMP practices by incorporating a Quality Systems Approach (QSA) and USP expertise to address
Quality Management Systems, Facilities and Equipment, Materials Systems, Production Systems, Packaging and
Labeling, Documentation and Standard Operating Procedures, Process Validation, Contract Manufacturer
Management, APl Manufactured by Cell Culture/Fermentation, and API for Use in Clinical Trials, providing a system

view of pharmaceutical manufacturing, FDA and other regulatory requirements for subsystems, resulting in time and
money saved and decreased risk of FDA non-compliance.
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This course will benefit plant line managers; operational managers; systems QA, QC staffs, R&D and regulatory staffs
in mature APl manufacturing plants; quality management staffs for APl in pharmaceutical companies and sourcing
companies.

WM Instructor:
USP 2551 EDHT - The USP Qualified Education Faculty
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IBFENE Course Outline

Good Manufacturing Practices for Active Pharmaceutical Ingredients AP| R4 FE S B SE Ak
o Course objectives, scope, definitions of key terminology ~ RFEH K. YEH. KEARIE
o Process characteristics of APIs vs. pharmaceutical finished dosage forms APl 55177 i T 245 Eu i
o Scheme of systems for pharmaceutical manufacturing i 2E 7= I R G FE

The Quality Management System REEERS
o Organization structure types  ZHZZE/ R
o Responsibilities of the quality unit  JFi & #F THR 57
o Quality system components JiEKRITE

= Product quality reviews 7= i Jii & [ i = Reprocessing and reworking & & i1 T 5 &= ¥hn T
= Complaint reviews 1/ [AlE * Returns and salvages /7 iR [H]
= Change control A% B 4] = Recalls and audits  # [7] 5 &t

Facilities and Equipment WS &

o Important areas to consider within the facilities and equipment system #jiti. % 45 b i 2% F& ) 5 5 7
o Guidance on good manufacturing practices within the system #5¢¥ i, %% RS H B iF4E MG TE S
o ICH Q7 references  ICH Q7 AH:45 1

Materials Systems MR RG
o What is included in the materials system ¥k} 24 %
o ICH Q7 references  ICH Q7 #5645

Production Systems EFERGE
o Two components of production system: process controls and master production instructions
ARG ERT 7 A reishil. AR S
o Important areas to consider within the production system 427 R4 i 5 % B ) 8 5 7 1f
o ICH Q7 references  ICH Q7 #6451

Packaging and Labeling AEEAPRE
o Important areas to consider within the packaging and labeling system 35 FlkR %5 75 2% RE ) 5 55 7 [f
o ICH Q7 reference  ICH Q7 #5645

Laboratory Controls SEI FE
o Important areas to consider within the laboratory control system LIS =45 R4 T % R E E
o ICH Q7 references  ICH Q7 A48

Documentation and SOPs AR SRR R AR
o Typical documents and records ~ #!  F Hid 5%
o Establishing and maintaining SOPs  Frifk 8/ MR ) 2 37 Fn 44
o Use of SOPs, documentation requirements and practices SOPs ff)f#i fl . SC -8 sk 5 #i5E

¥

Validation A
o Validation policy and protocol — 3&iiF 774t 575 %
o Types of process validation L ZIEER
o Periodic review of validated systems — C.IiiE £ 45 (¥ Bl [5] i

Contract Manufacturer Management AREFHER
API Manufactured by Cell Culture / Fermentation )25 B AEF=ER
API for Use in Clinical Trials  FFIGKRBF A AP ER

Group Discussion & Case Study (On-site Inspection, New Project VMP, Post-approval Change, etc.)
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Chinese (bilingual printed teaching material)

H#& Agenda:
HH# Date BHE) Time X/ Topic
8:30-9:00 | &3 Registration
LI 3% Overview for GMP and ICH Q7
9:00-12:00 | REFREEERS Glossary & Quality Management System
moR W5 &% Facilities and Equipment
Day 1 12:00-13:00 | F#& Lunch
Apr. 13 VIR RS Materials Systems
Thu. 13:00-16:30 | A= RS Production System
ARERE Packaging and Labeling
16:30-17:00 | DEN® / 1HE Group Discussion / Q&A
WA i EZ T8 Case Study: On-site Inspection
SEE == i Laboratory Controls
SRR R E AR Documentation and SOPs
9:00-12:00 | wy g e 1145 Overview of Data Integrity
/NETHB/ 82 Group Discussion/Q&A
BOR P B BAE R = AvHE Case Study: New Project VMP
Day 2 12:00-13:00 | 7% Lunch
Apr. 14 OUEFIRRIA Validation and Qualification
Fri. EREFRERE Contract Manufacturer Management
13:00-16:30 FE My Y A PR R éeprlmh/(le?]q;{%cr:ured by Cell Culture /
FFilmRBE AT APT E5R API for Use in Clinical Trials
16:30-17:00 INETHE /B Group Discussion / Q&A
b ERE R Case Study: Post-approval Change

This agenda is subject to change. M#XHz%, Ak HFEELREHRA M
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Y5 Location:

¥y PH 7 Y s

Hohb: FWETEIC XY FHES 45 5 (Hugk 1. 10 S2RPeParigut 7 5410, B4T4 10 40%)

i%: 021-54569888

Bt FDTG—LH TR T (BHE, AR TRES I (15 B i 00 R 5o 5 5D

RI%H Fee: 2,500 T ART/A RMB 2,500/attendee

de 1 WHESEN. SR, HRERTR AR, et BB,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— ]/ BALEYR 3 AL ENRAS I REN, B = NERTEZ 2004740,
The 3" and more people from the SAME COMPANY can get 20% discount.
3. BUNZIK RGESEIGR, F5Z 20%414H1.

20% discount will be offered to applicants from Government Labs and Universities.

#4773\ Register Procedures:

1. ELIRA. 24%% (BubH: 202344 H7 H)  Make online registration and payment by Apr. 7, 2023.
BRETXE GRERS) #TELRSA

USP-China itk K/~ :  USP-China account

WK Beneficiary: RZAHMIREM KHEARRS (L) FRAF
5 Account No.: 6841 12464 120

47 Bank: EEBTHERAF LEHMT

2. RGO URFERAEFIN U, 2R 5 Pis e fit

Invoice is available at the Registration Desk of training room or after the course.
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