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

HMEMR S (APNCGMP: REFRREEAR
cGMPs for APIs: A Quality Systems Approach

i E] /#8/5 Time/Location:
2017 4 8 A 24-25 H Aug. 24-25, 2017
L7548 IR Nanjing, 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 API manufacturing plants; quality management staffs for API in pharmaceutical companies and sourcing
companies.

WEIf Instructor:
USP SRR Zj L5 IR %X The USP Professional Education Faculty

FRABWMELS MBI, BERAEXE GREERSZ) TN EHREL, SUAERZRTEIEH (201748 A 18
H) AiRI%XZE uspcn@usp.org.
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W R H 2R X E RS 520 5 (200131)

Tel: (86) 21-68619800, Fax: (86) 21 68619810

E-mail: uspcn@usp.org, Website: www.usp.org
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RN E Detailed Course Outline:

e  Good Manufacturing Practices for Active Pharmaceutical Ingredients  API ) RIFAEF=EEITEMIR
Course objectives and scope AL H ). U

Definitions of key terminology S 1t A i

Process characteristics of APIs vs. pharmaceutical finished dosage forms — API 5517 i T 245 Eh g
Scheme of systems for pharmaceutical manufacturing 2 i 24E 7= [ R il feE

e  The Quality Management System FREEERS
Organization structure types 414145 #3
Responsibilities of the quality unlt iR TIN5
o Quality system components ik Rt H

= Product quality reviews =} i = [BI B

= Complaint reviews — #F[al i

= Change control A8 5 4%

= Reprocessing and reworking i T.(SEE L) 5 EHin LT

= Returns and salvages 7= /hig [6]

= Recalls and audits 7 [ 5 & it

e  Facilities and Equipment Wit 5% %
o Important areas to consider within the facilities and equipment system &Jiti. %4 24 T % fe ) E 2 7 1
Guidance on good manufacturing practices within the system H<itiiti. ¥ R40H K -4 s BEAVE 5
o ICH Q7 references  ICH Q7 #5545

e  Materials Systems IR R G
o What is included in the materials system ¥kl &4 A %
o ICH Q7 references  ICH Q7 X #55

e  Production Systems RS
o Two components of production system: process controls and master production instructions
AR RENHA ARy EEhl EE RS
o Important areas to consider within the production system 7 54: 75 % [B 1) H B 5 i
o ICH Q7 references  ICH Q7 #5545

e  Packaging and Labeling AEERPRE
o Important areas to consider within the packaging and labeling system A28 FIFRES 75 2% [E 1 B Z 5 1
o ICH Q7 reference ICH Q7 A X35

e Laboratory Controls SEI FE e
o Important areas to consider within the laboratory control system  SEIG = 5 R 4075 % & B B 51
ICH Q7 references  ICH Q7 A48 1

e  Documentation and SOPs AR SRR R AR
Typical documents and records #7850 ff id 5%

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

Documentation requirements and practices  SCEER 5H3E

e Validation BAE

Validation policy and protocol  H&iF 74t 577 &

Types of process validation T Z 56 iFR7H

o Periodic review of validated systems  C.&iE % St i Bk [ i

e  Case Study (FDA Warning Letter and group discussion ) KBI5H M/NAEBHS
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H#ER Agenda:
HH#f Date B} 18] Time F & Topic
8:30-9:00 | B Registration
o00-1000 | SR RALE BRI Active | Pharmaceutical | Imgredients
(overview)
10:00-10:15 | & Coffee Break
R 10:15-12:00 | REEH RS The Quality Management System
Day 1 12:00-13:00 | 4 Lunch
Aug. 24 13:00-13:30 | /NHTHS Group discussion
Thu. 13:30-14:30 | & 5ik% Facilities and Equipment
14:30-14:45 | & Coffee Break
14:45-15:45 | YR RS Materials Systems
15:45-16:45 | £/ R4 Production Systems
16:45-17:15 | /NHTBHE / A& Group discussion / Q&A
9:00-9:45 | WEMFZ Packaging and Labeling
9:45-10:15 | s£ig =i Laboratory Controls
10:15-10:30 | % Coffee Break
FR 10:30-12:00 | SEEg = (40) Laboratory Controls (continued)
Day 2 M12:00-13:00 | 7 Lunch
Aug. 25 13:00-13:20 | /NATS Group discussion
Eri. 13:20-14:15 | 3T IE R HERIEIRE Documentation and SOPs
14:15-14:30 | F&t Coffee Break
14:30-16:00 | %&iiF Validation
16:00-16:30 | /NETE / A& Group discussion / Q&A
This agenda is subject to change. RN tS%, Ak HELRERA S
K EH % ME R L& FEX HH USP-China WWWw.usp.org
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HMEMER S (AP1) cGMP: REHAREEAR
cGMPs for APIs: A Quality Systems Approach
2017 £ 8 A 24-25 H @@=

Bl H Fee: 2,000 st ARfi/ N RMB2,000/attendee
e 1 AR, TR, BRERPR AR, Hu i A,
Including training, teaching materials, and food indicated in the agenda only.
2. AR—AF/BAENR 3 A E ARSI KEI, BE = ARATESZ 50%4r0. ORI EARES He 0B R D
The 3rd and more people from the SAME COMPANY can get 50% discount.
3. BUNZIR RAEEHTRERS, #T 2 ARG EZ 20%$r40, H=2KUUGHrFE L. QDB 5 A B R D
20% discount will be offered to the 1st and 2nd applicants from Government Labs and Institutes; discount
for the 3rd one or more is the same as point 2.

#4553 Register Procedures:
1. HeT M Bk, BUEBHE IR Z R K% E-mail & uspcn@usp.org.
Make online registration, or submit completed registration form to uspcn@usp.org.
2. WAEIE, BRAIIHCELLTIK: Remit the amount to the following account
* KA Beneficiary: RZHAETIREARRS (L) HRAH
* k5 Account No.: 6841 12464 120
#47 Bank: KEMITHERAR LT

3. HGICERATUE S B TR sk A S (B B R S 52 {5 B %% E-mail % uspcn@usp.org.
Please return the tele-transfer note and your related info for VAT invoice RSVP to us.
4. A REIREOERIK A 2017 428 A 18 H
Registration and payment deadline are Aug. 18", 2017.
5. B KA 2 E M AL SEUA 22 Invoice is available at the Registration Desk outside the training room.

Registration Form 4%

REANER
Applicants Information

Rl CEA BT /ER S
Name of Contact Dept./Position
AR FHl
Company Telephone Mobile phone
fLH IR 2F
Fax E-mail
ACIEZY S 2w Ak
Company Name Website
2 ] Huhik
Mailing Address
I EHER OO 4724k Manufacturer O 524 Trader O &2k Consulting Company
Company Category OO0 BUFHLI Government labs O HAih,iE1:W Others, please specify:
AT O  ESREAE LS AT E N #RAT -~ O 3= (AliPay) O #RATHMk (Wire transfer)
Payment Way (ChinaPay)

LSk WA R R B, EAEX RS If you have any
Invoice Title : requirements or expectations, please specify:

1. %VE: RAHEUEH (2017 F 8 7 18 H) Ja A HGH kA 9.
2. UERE S SRR, AR IR A R R RERAILEOC R SRV B AR -
3. USP fREFEMRA A REEE AT T THER TS B HOHRFERIBCR],  BAKH AT RE th 3 B Hfh ik .
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HMEMER S (AP1) cGMP: REHAREEAR
cGMPs for APIs: A Quality Systems Approach
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I HE 54215 /5 & Accommodation Info:

AL FLlE]: Y368/ (F L) 5 BRIl Y 398/ (XU

ek anehe KPRTE]: ¥ 428/ 1M1 (B
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