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| 1-2. ICH-Q3E : CP/BPst#iDScope

The scope of the proposed new quality guideline will include:

- Chemical, biological and biotechnicological products, as well as

drug-devicecombination drug products.

- All associated dosages forms and take into account the extracting/

leaching conditions, the route of administration, drug indication and
patient exposure.
(Business Plan&k D)
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B Analytical Evaluation Threshold (AET),/Safety Concern Threshold (SCT)
B ZEINRESEHFHENdpoint
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B F4RIDOEWGCERDEFZE=Z X (IWHEE (k.
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B SEOFRIAILA =2 («1FEDextensionH'i2sH5NE L)
> 2024/10 : Step 1IXEY1>AT, Step 2a/b endorse
> 2024/11~2025/5 : ERAE
» 2026/10 : Step 4
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| 2-1. Analytical Uncertainty

B SOECNMUESFELUTETDIZENRNDT, [Q3EL(FEEBEFRDIRN]
Analytical Uncertainty (Uncertainty Factor) DS DB & TUVET,

B FESEXE(CEDESBIOERBDIBNZNADEDT., AP CTOTEEIKAE,
HIMBEESEZBFEZLEDTEDDFEFEA.

B Z% . Safety Thresholds and Best Demonstrated Practices for

Extractables and Leachables in Parenteral Drug Products (Intravenous,

Subcutaneous, and Intramuscular), PQRI
https://pgri.org/wp-content/uploads/2022/03/PQRI-PDP-Recommendation-2022.pdf
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| 2-1. Analytical Uncertainty

B |eachablesD X SIMEERMEE HFIENHDILEMZTEE T DR

Analytical UncertaintyzZE 9 2w ENHD.

@ uncertainty in the proposed structure and elemental composition of
the unknown leachable (e.g., positional isomerism, geometric
iIsomerism, stereocisomerism, functional groups, heteroatoms,
iIsobaric compounds)

@ uncertainty in response of a unique, unknown leachable with regard
to detection and quantitation with a particular analytical technique

® sample matrix effects and interference

@ quantification approach employed (e.g., internal or external
standard)
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| 2-2. Uncertainty Factor®&s7E

B =ZE&R (PQRI 2022) T, Uncertainty Factords&EAEE U TULTD
FEMEREINTNS,

> one (1) % relative standard deviation in an appropriately constituted and
acquired Response Factor database OR a factor of 50% of the Estimated AET,
whichever is greater” (e.g., AET = Est. AET * (1-RSD), or, AET = Est. AET *

(1-0.50))
Analyte ID RF Value RRF Value —_ —_ ©
BT ___ 1928 0% E%@J:DfdfT—g/\—X@i%l/i\\
e 1740 038 Est. AET*0.71 > Est.AET*0.50
2 St L — E72B7z8,  Est.AET*0.50%Final AET&
glplmllm alate h3i oe bf?ﬁﬁﬁﬂ@’%:&(«.@iﬁo
Statistics
Mean 16.08 0.79
Standard Deviation 4.66 0.23
Y RSD 28.98 29.00

F47EICHENRF RS S  2023/7/18 9



E_Lhi&‘i}\ EEWE!&EEHES&E
Medical Devices Agency

| 2-3. Analytical Uncertainty(CB9 % i&E&DIEAR

B RRF7—ANXR—XXZ{ER LU TULRVWEEX. Uncertainty Factor(d0.50%Z{#5
CECRRD, (EWDTEFE 0.50Z D TVBRDARTEVNDEEICFIRSE
LD ?)

B Final AETZBXTHZE. BERE~TEHERNKDOEND., (BSHEED
) RRFEEFETET TLVBE—T(CDUL\TIE. Analytical UncertaintyzZE
I IVE(FIR, Est.AETZEBRDOEEENBR TIBEDH . TR W
B EIRD,
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| Take Home Message

B Q3EXSICIE. (Q3D&[EHR) EEREBIREESAET I SAT—ARAD
HA RSA 23T DEEEMBERBDEFRNAARBIRTT,

B ESFNEERTENTVD /HFESNTVDIRMET. LeachablesddU XD
S - BIEZITDCENTEEZDN HRTILA>AM—Z2TENd2&
ZHENHUEFRT . BHTHIOHEH UGS, INETNDDINBIRFTIZE0N,

m SEfEn]EEMHMRD TRV MFETS, FFEDRHE| HIZ TExceptionMMEIMZE
(&, B&(C (Step 181) FEEFTTCWHENSHDET, CtHaIDEHFEVEL
F9.
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