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BFENE Course Outline:

o THhiMEYS Overview of Particulate Matter

o

BN RIS 2. USP AR ERIFE RS
Historical Definition, Sources, Classification, Compendial Standards and Guidance

o W] Wi¥kL Visible Particles

o

USP S @IN<L> “JEGFIMBALGY) GESRH) - P mENe” L2
USP <1> Injections and Implanted Drug Products (Parenteral) — Product Quality Tests, and Key Points
USP 3@ MI<790> “ A5 5 Fh il DL AdoRiAs 257 I i
USP <790> Visible Particulates in Injections, and Key Points
USP JE N <1790>7E 57 HALEG . USP <1790> Visual Inspection of Injections
- REEFJERIE S Key Topics and Key Points
- WA AERFE Typical Inspection Process Flow
- KRAELEMHFARILIE Qualification and Validation
- BEIFEMAAE Training and Qualification
M LU 67 5 %D 781856 Supplemental Testing for Difficult to Inspect Products
HABM 5 Other Relevant Guidance
- FDA/EMA/EP/PDA AJ WLickifi s FDA/EMA/EP/PDA

o WHW4HK: Subvisible Particles

o

(0]

(0]

(0]

IV AT LAk 38 U A1 24 i3 754 Subvisible Chapters and Evolution of Compendial Methods
24 L7772 %5k Compendial Method Requirements
FEIENAE: . EERMEE. W%
Primary Methods: Light Obscuration, Membrane Microscopy, Flow Imaging
HAh 7% Other Methods

- USPIEMI1787>¥R ¥ 1 3 VA S v S W] LAROksE 0l s

USP <1787> Measurement of Subvisible Particulate Matter in Therapeutic Protein Injections

HEVRELEE Lot Sampling

o HRHEFM — USPENIKTTI>FIK789> Ophthalmic Products - USP General Chapters <771> and <789>

o

(0]

USP AHZCEIMEIT s <7T7T1>EAKIEIT  Revision History and <771> Major Revision

R A HFRIE AT I GoR AR - HAU & AU %

Visible Particulate and Foreign Matter in Ophthalmic - Visual Inspection & Alternatives

IR P #61) 7510 o i SIE T L RORE AN 4 Subvisible Particulate and Foreign Matter in Ophthalmic
- AT LRI T v EU<T88>. <789>  Subvisible Methods: <788>, <789>

o THKi¥EH| Particle Control

e TRIAE Particle Investigation
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HRIEH#E Agenda:
B [H] Time E & Topic
PUCRLARE Y Overview of Particulate Matter
9:00 am - 12:00 pm | W] WLAhL Visible Particles
DI v A Subvisible Particles
12:00 pm - 13:00 pm | F# Lunch
YER] RLAORL (482 Subvisible Particles (cont.)
. Ophthalmic Products - USP General
W — USPBNIK7T71>#1<789>
13:00 pm -17:00 pm R BRTTLA Chapters <771> and <789>
PRI ] Particle Control
ORI Particle Investigation
This agenda is subject to change. H# X 2%, Ak HFELIB L iFEA
REZMZ 5 & X USP-China Empowering a healthy tomorrow
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