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Good Pharmaceutical Packaging: Extractables and Leachables
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The examination of extractables and leachables is growing in importance, due to increase regulatory scrutiny. The concern has
revolved around the interaction of drug products with various drug product contact surfaces, such as packaging systems and
pharmaceutical process equipment. It has been recognized that packaging and process equipment impurities, i.e., leachables,
create greater risk of harm to patients. Such risk can be either through direct safety impact of leachables on the patient, or through
an incompatibility between the drug product formulation and certain leachables. The course will address the increased regulatory
concerns regarding extractables and leachables related to the interaction of drug products with various drug product contact

surfaces—including packaging systems and pharmaceutical process equipment. Learn how to apply current best practices related
to the quality and selection of packaging material and testing for extractables and leachables.
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Personnel from the following functional areas of Pharmaceutical, Device and Biotechnology companies will benefit
from this course: Manufacturing/Operation Packaging, Quality Assurance, Quality Control, Quality Audits, Validation

Engineer, Packaging Engineer, Regulatory Compliance, Process Development, Analytical Development, Research
and Development.- Analytical R&D
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Dr. Desmond G. Hunt, Senior Principal Scientist, Science-General Chapters, USP

VRN 26 e O3 R 2 T T N AR E B IR B R 25, Hunt 1L 53 Bl USP “e. flifr 5 e X
A" “HIRIERZ R R @AM ST R WENAEAR P H YRR,
1+ 25 dmE N ) EAEIT TAR. Al 20 SEA0F BRI E . EINA USP 22T, Hunt f 2S¢ 5 H > 5
TRE K PARFHT L. AT T 20T RAE T AR ARG B2 IR HERIT T Hunt 1 4 [F]

2 5 R A W 2 E 2 B TN AL R 7 i Jo R T 7 T R A 0 H AR 2 A
YED USP 25 BV BT, Hunt 800 5 9 UH 2500 QLR R AN R S R OREAS U UR AR o AU AR 22 [ A A
W EGH SRR Y. Hunt {48 5¢ 48N K BT 0 KR A B 2 Al AT Rl 22 A6

REHMZ R &KX HH USP-China Empowering a healthy tomorrow
i RS T AR DXOMHEER 999 5 2% 22 [E oK JE B 44 801-804 % (200137)

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

EEH A E S E E USPOnDemand Webinar
RIFZAYIaEME: ARIIFZEEY

Good Pharmaceutical Packaging: Extractables and Leachables

#1253 Language:
B (EHCFHE)  English (with Chinese subtitles)

RGN Access Deadline:
WL EAY: BEKMALHEREINER, 14 RABR, @GRV REEE | 306 7.
(TR /1) Je 1 AW B iR FE R 5 B A T s 1)

This course will be only available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.
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