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E| SRR FID EE GO7 Elemental Impurities

PDG meeting highlights June/2014

® PDG agreed to begin harmonizing on a methods
chapter as the approval of the ICH Q3D Step 4 is
anticipated.

® USP will serve as the coordinating pharmacopoeia for
the elemental impurities methods chapter.

PDG meeting highlights October/2018

® The coordinating pharmacopoeia reported back on
the success of this technical teleconference for
resolving sticking points, with a view to publishing a
Stage 2 draft for public enquiry.

® PDG discussed comments on precision, intermediate
precision and limit of quantitation.
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E| SRR FID EE GO7 Elemental Impurities

USP <233> ELEMENTAL Phr. Eur. Method 2.4.20 D& Ak
IMPURITIES-PROCEDURES®) ® INTRODUCTION
FE R ® PROCEDURES
® INTRODUCTION M Sample Preparation
® PROCEDURES B Measurement
® REQUREMENTS FOR ® VALIDATION REQUIREMENTS
ALTERNATIVE PROCEDURE W Specificity
VALIDATION M Range
® LIMIT PROCEDURES B Accuracy
® QUANTITATIVE ® Repeatability
PROCEDURES M Intermediate Precision
® GLOSSARY M Limit of Quantification

B Limit of Detection
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(BEBREDEMH)

BABRL EARREFA— DTNy RBRRIHTHRTRLIEST,

BB R EARRERA— DTN v R BRI AT HR TR0 EST,

SRR (1 SHTE ISRV ART 5. DBISELTHBEANT 5, KBOE OB, &%
S CGRURREHEMA 5.

SR RN E AR CARL, ST R TROBERELREREENISHET 3.
ISUY BB EE LR — DI VIR ER

(RN AT L)
E—K:ICP

;%HHEEEE (RTL—FFoN—)RTERENFNLGISEELAH D (EREAXERECILOERLER

s EE
S35 B B A TR

MBS BT EERR. TS5

ST LEA R A SRR E — DTy R AR R R EBENOHEEEDS
Fama ORI R B = = T

14

icals and Medical Devices Agency (PMDA)




SHTFIE2 : ICP-MS(F D) 2)
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