USP Education

PuspN
R Invitation

XEHREZEASAPERE B BREREFTLESN USP EXEHRE

USP-China sincerely invites you to attend USP Education Live Webcast.
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USP Education Live Webcast
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cGMPs for APIs: A Quality Systems Approach

i E Time:

20204 2 A 20-21 H 9:00-17:00
February 20-21, 2020 9:00 AM - 5:00 PM
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In this two-day course, the basic concepts of Good Manufacturing Practices (GMPs) and their applications to the
manufacture of APIs as set forth by the ICH Q7 Guideline will be discussed. An introduction to ICH Q7 Guideline
(FDA Q7A Guidance) and Quality Management Systems (QMS) for APl manufacture will be provided along with their
principles and applications for APl manufacture. Furthermore, general requirements for qualification of API
manufacturing personnel, buildings, facilities, manufacturing equipment, materials management, warehousing, and
distribution procedures will be discussed. The attendees need to have a working knowledge of cGMPs for drug
products (21 CFR, Parts 210-211) along with a basic understanding of chemical and biological processes in the
manufacture of APIs.
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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 API in pharmaceutical companies and sourcing
companies.

HHIM Instructor:
USP &F75 1% |42 EFR. The USP Professional Education Faculty.
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IEFEHE Course Outline

e Good Manufacturing Practices for Active Pharmaceutical Ingredients  API §) B {4 F= & BRI Bl

Course objectives and scope AL H . JuH

Definitions of key terminology 41t RiE

Process characteristics of APIs vs. pharmacedtical finished dosage forms AP 5#ill55)7= i L 245k bb ik
Scheme of systems for pharmaceutical manufacturing 2 4E 7= [ R Ll fE

e The Quality Management System REEERS

o Organization structure types  ZHZI45 T
Responsibilities of the quality unit 5 & &1 TEL 5t

o Quality system components  JiEARITER
= Product quality reviews =5 i & [B] i
= Complaint reviews  $iF[al i
= Change control A8 5 4%
= Reprocessing and reworking % T.(SEE L) 5 &L
= Returns and salvages 7= /hig [6]
= Recalls and audits 7 [ 5 5 it

e Facilities and Equipment WS &

Important areas to consider within the facilities and equipment system ¥&jifi. ¥ 2% o 2% B A 57 1
Guidance on good manufacturing practices within the system H3<iftiiti. ¥ 2400 K -4 s BEAVE 5
ICH Q7 references  ICH Q7 #4581

e Materials Systems UKL RS
o What is included in the materials system  #k} 24 N %
o ICH Q7 references  ICH Q7 #5645

e Production Systems RS
o Two components of production system: process controls and master production instructions
A= RGPS ] EAE R
Important areas to consider within the production system 427 245 i 5 % & i) B 5 7 1i
ICH Q7 references  ICH Q7 <451

e Packaging and Labeling AEEAPRE
Important areas to consider within the packaging and labeling system 35 RIbR%s 75 % & A 5 55 7 1
ICH Q7 reference  ICH Q7 #5645

e Laboratory Controls S =
Important areas to consider within the laboratory control system  SE36 =15 R 4t 75 % & B B 510
ICH Q7 references  ICH Q7 AH 45w

e Documentation and SOPs AR SRR R AR
Typical documents and records  #L# v #F 5t 5%

Establishing and maintaining SOPs kx4 FUFE 1 2 57 A g
Use of SOPs  SOPs Kif#i il

Documentation requirements and practices ~ C/FE SR 5174

Validation B
o Validation policy and protocol — Z&iiF 774t 577 %
o Types of process validation L. Z 4 iFZH
o Periodic review of validated systems — C.IIF 28 45 (¥ Bk (3] i

Case Study (FDA Warning Letter) e b
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FIRIES Language:

H13C Chinese
H#& Agenda:
HH# Date B A Time X Topic
8:30-9:00 | fELREF Online Login
ZYE TR I R IFAE =B B HITE | Good Manufacturing Practices for Active
mR 9:00-12:00 | (BER) Pharmaceutical Ingredients (overview)
Day 1 REEFHERS The Quality Management System
12:00-13:00 | F#k Break
Feb. 20 Wit 5% Facilities and Equipment
Thu. 13:30-16:30 | ¥kl R4 Materials Systems
EFERG Production Systems
16:30-17:00 | A% Q&A
9:00-12:00 ’E\ﬁfﬂl*ﬂiﬁ Packaging and Labeling
s SR % ) Laboratory Controls
Day 2 12:00-13:00 | 7k Break
NS Group discussion
Feb. 21 13:00-16:30 | XAFEFRbRERIEMRE Documentation and SOPs
Fri. L san Validation
16:30-17:00 | A& Q&A
This agenda is subject to change. MHFE X HZ%, LIHLGHFE M
REZAZR G & P HEX M H USP-China Empowering a healthy tomorrow

RE CEED B HETR SR B0 AL 520 5 (200131)
Tel: (86) 21-68619800, Fax: (86) 21-68619810
E-mail: uspcn@usp.org, Website: www.usp.org


mailto:uspcn@usp.org
http://www.usp.org/

USP Education

Pispy
£ F 75 # 7 26 B #F IR FE USPEducation Live Webcast

HEMR S (AP]) cGMP: FREAREIESA cGMPs for APIs: A Quality Systems Approach
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BI# A Fee: 2,500 jt AR M/ A RMB 2,500/attendee
FEo L. BAIASHANS. I TR TR

Including training, printed teaching materials only.

2+ A [F—nm]/BALEYR 3 AL ENAS I ESN, BB = NERTEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.

3. BUNZjK REERIIERS, 32 20%440.

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

W4 /%&x A Registration & Login:
1. 5T 2020 42 H 14 HAT5ERAELIRFEIR 2 14527 Make online registration and payment by Feb. 14, 2020.
RFXE GREMRSZ) #HITELHA Click here for online registration.
USP-China G " :  USP-China account
WEK A Beneficiary: RGHREFEEARSE (L#E) FRAF
5 Account No.: 6841 12464 120
4T Bank: EEBITHERAF LT

2. WAHIURIIG, 5 Uk SRR BRI B A5 BB AN SRR A AR

Email with login info will be sent to attendee once completing registration and payment.

3. THREEMBRERIBIHE RN, RTINS, B ERRRA .

Make login half hour before start to familiarize interface.

4, REFELVREPLEIEASEME  Invoice will be provided by express after the course.
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