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

HYNEMER D (AP)CGMP: REFREEAR
cGMPs for APIs: A Quality Systems Approach

g R Invitation

IS i) / #1 A Time/Location:
2019 #£1 A 10-11 H FE kil
January 10-11, 2019 Shanghai, China

PRFEM S Course Description:
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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, 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.

Zh%t% Who Should Attend:
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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.

HEIM Instructor:
USP &Rz HE))||$58EEFR The USP Professional Education Faculty
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IBFEHE Course Outline

e Good Manufacturing Practices for Active Pharmaceutical Ingredients  API §) B -4 F= & BRIt Ll

Course objectives and scope AL H ). U

Definitions of key terminology 41t RiE

Process characteristics of APIs vs. pharmacedtical finished dosage forms AP 5#ill55)7= i L 2455 bb ik
Scheme of systems for pharmaceutical manufacturing 2 24E 7= [ R il fE

e The Quality Management System REEHERS

o Organization structure types AL
Responsibilities of the quality unit i & #51 TEL 5t

o Quality system components i E1A R IT R
= Product quality reviews 77 /i 5 & [8 i
= Complaint reviews  $if [ i
= Change control A5 5 4%
= Reprocessing and reworking i T.(SEE L) 5 EHn LT
= Returns and salvages 7= iR [H]
= Recalls and audits 7 [0 5 & it

e Facilities and Equipment WS &

Important areas to consider within the facilities and equipment system ¥&jifi. ¥ 2% o 7 2% B A 57 1
o Guidance on good manufacturing practices within the system 55t B REH R U4 RS BTG TR R
ICH Q7 references  ICH Q7 #4581

e Materials Systems YKL RS
o What is included in the materials system  #k} 24 N %
o ICH Q7 references  ICH Q7 #5545

e Production Systems RS
o Two components of production system: process controls and master production instructions
A= RGPS A EAE R
Important areas to consider within the production system 427 R 45 i 5 % e i) 5 5 7 1l
ICH Q7 references  ICH Q7 A48 w4

e Packaging and Labeling AEEAPRE
Important areas to consider within the packaging and labeling system 35 FIbR %5 75 2% e A 5 55 7 1
ICH Q7 reference  ICH Q7 #6455

e Laboratory Controls S FE
Important areas to consider within the laboratory control system  SE36 = 15 R 5t 75 % & HI B 51
ICH Q7 references  ICH Q7 AH 45w

e Documentation and SOPs AR SRR AR AR
Typical documents and records ~ #L# v #F 505

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

Documentation requirements and practices ~ C/FE SR 517G

Validation A
o Validation policy and protocol  Z&iiF 774t 577 %
o Types of process validation T Z 4 iEKM
o Periodic review of validated systems — C.IiF 2 45 (¥ Bk (3] i
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e Case Study (FDA Warning Letter and group discussion) EH5rth S/AETHS
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BIRiES Language:
HC CRUE T HE SO

Chinese (bilingual printed teaching material)

H#& Agenda:
HH#f Date | BB Time E/& Topic
8:30-9:00 | BiCH:AM Registration
9:00-10-00 HYEME RS I RIFAE = E BT | Good Manufacturing Practices for Active
(FER) Pharmaceutical Ingredients (overview)

10:00-10:15 | & Coffee Break

F—KR 10:15-12:00 | RETHEHRS The Quality Management System

Day 1 12:00-13:00 | % Lunch
13:00-13:30 | /N Group discussion

J?I-T]'ul_o 13:30-14:30 | 5 RL Facilities and Equipment
14:30-14:45 | # Coffee Break
14:45-15:45 | IR RS Materials Systems
15:45-16:45 | £ RS Production Systems
16:45-17:15 | /NAWR / HE Group discussion / Q&A
9:00-9:45 | EAEMIRE Packaging and Labeling
9:45-10:15 | SER =) Laboratory Controls
10:15-10:30 | # Coffee Break

FR 10:30-12:00 | SEIo =] (42 Laboratory Controls (continued)

Day 2 ["12.00-13:00 | 7% Lunch

Jan. 11 13:00-13:20 | /MNAHTTHS Group discussion

Eri 13:20-14:15 | LR MR ERIENE Documentation and SOPs

14:15-14:30 | #41 Coffee Break
14:30-16:00 | HHE Validation
16:00-16:30 | /NAFHE / B Group discussion / Q&A

This agenda is subject to change. MF X H=%, Atk HFELUREHRA KM
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REYIZR ] Fee: 2,500 st A M/ A RMB 2,500/attendee

{1 RHAESE I, RS, HERPRAER T, HERH e,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— 2w/ BALEYR 3 AL ENRAS I RESN, BB = NERTEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BURZiE RARAHIBIRL, 52 20%8T40.

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

4% 5 Register Procedures:

1. L4, 242 (BukH: 201941 H4 H)  Make online registration and payment by Jan. 4™, 2019.
WRETXE GREHRSL) #HITELRA
USP-China it F':  USP-China account

WK Beneficiary: EHHIREF KBRS (L) HRAF
K5 Account No.: 6841 12464 120

4T Bank: XERITHERAF LT
2. RGO UREE R RN, B 5 P fit

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