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Determining Particulate Matter in Liquids: Parenteral &
Ophthalmic Products
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BENE 5B Course Description and Objectives:
X 0 R R S 2 AT R e (SR O 30 AR, SR, Sl BURER B 2 AR E
R B3t A 2 bR SR T AR A HAth R 5HE B AURFRR TR BILAT I8 I <788 VE S I I Aok
ATIEE ) <1788 2 5% 771 FH R FH ¥ 0 Aok 47 1R I i 7325, S0 AT DGO U 5 oK o 3B S 4R e T
T8T>IEYT 14 25 1 J5a 3 S I o] L AORE 42 R Rl 5, DA Bl I <L 787> ¥R 97 1 A 1 o v 5 ViR
KRV &, 9E-10 pm GCRE)RAEIR AL 11 SOMR B[R, ok S 28] WAMORE ) U i A
PN FROIE N — <TO0>VEL 7 AT AMRE . <1790>VE5 AT H ALK 25
o], A REES .

o RN S S IR

o ANV A] WANTT WL Ao I 5E 7

o NV SIRES = P B AL i A T

o fif USP 3N <1> 33 5 FRIAH O 3 7 5 8 ) < 788> R <790 > 2 8] ) SR K

o TRREEZ ST IPAL ORI A T AR AT B AN YL
Particle determination for sterile injectable products has been required for more than 30 years; however, recent
improvements in standard methods for sensitive protein products have brought changes and additional background
information to the Compendial guidance. This course will discuss the current <788> Particulate Matter in Injections
and <1788> Methods for the Determination of Particulate Matter in Injections and Ophthalmic Solutions, requirements
for sub-visible particle determination. In addition, a discussion on the new General Chapter <787>Subvisible
Particulate Matter in Therapeutic Protein Injections for particle determination in protein formulations and the
informational Chapter <1787> Measurement of Subvisible Particulate Matter in Therapeutic Protein Injections which
provides background and rationale for sub-10um characterization. A portion of the course will focus on visible particle
determination and the two new Compendial chapters on the topic, <790> Visible Particulates in Injections and <1790>
Visual Inspection of Injections.
Upon completion of this course, you will be able to:

e Outline Perspectives Regarding Particulate Matter and Injectable Products

Outline Particulate Matter Determination Methods, both subvisible and visible
Apply lab configuration and sample preparation methodologies

Relate USP Chapter <1> Injections’ topics relevant to <788> and <790>
Find more discussion and advise for evaluating the particle identity from the related informational chapters
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Manufacturing/Operations Personnel who are responsible for the inspection of injectable products, Quality and Regulatory
Personnel who are responsible for the sampling inspection of inspected products or the review of inspection data, and those
responsible for compliance with cGMP and regulatory filings associated with injectable products.
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Scott Aldrich is a recognized expert in pharmaceutical particulate matter control using solid-state analytical approaches for a broad
array of commercial pharmaceutical products and in pharmaceutical product development. In his career, Scott has solved
particulate matter problems affecting parenteral liquids, suspensions, and lyophilized products, in ophthalmic liquids and
suspensions, in capsules, compressed tablets, for coating and for polymeric delivery systems.

In conjunction with particulate matter identification expertise, he has expertise in pharmaceutical inspection methods and systems.
Scott is an experienced teacher and lecturer in microanalytical disciplines, primarily optical microscopy, particle size determination,

electron microscopy, infrared spectroscopy, and knowledgeable in optical crystallography, physical character determination, X-ray
diffraction, and thermal analysis. He has served as expert volunteer for both USP and PDA.
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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.

BiI% B Fee: 1200 st AT/ AN RMB 1,200/attendee

#4 5= Register Procedures:
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USP-China %k F*:  USP-China account

KEk A Beneficiary: EZHHAREF KEARS (L) FRAF
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#347 Bank: ZEBRITHERAR LT

2. REEAIEL: R/ R Ay PR Invoice is available after registration.
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