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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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| 1-3. SNFTOEE
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| 1-4. SEDFE
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| 2-1. BFlIRE

B SOFCNUESFELUTETDIZENRNDT., [QIELIFERFERDIA] F
BIWRET (BeRMERNSDLeachablesBIE) ZiTUL\ET,

B TEZZEXE(CEDOTHEDODRIEZRAHDEDT, A CTOEFEEIKAE, FIWTEAE
FEBFEZILEDTIEHDFEEA.

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. BFlIRE
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| 2-2. Material/Component Characterization
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| 2-3. Controlled Extraction Study
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| 2-3. Controlled Extraction Study
B ExtractionsfB&FEROFHE (TRIESZEXEFig 3-17 &)

(ZDBERT S

ShEA
o Signal RS006 DIEID ;LC‘(,I—; Leachables ﬁft:%ﬁf)

ignal: i 7 7 S

1300000 Signal: RS027.DFID1A EH (*) CDIKEHEFBZ T-
= E
1200000 v — 7 132
x - Peaks with this symbol are similar in size, Extract vs Extraction blank >~

1100000 1STD2 AADAES

X 21 24 28

1000000 | 14 20 1STDA o O
2 25
900000 ' 4 ,i% ' = = 5|Jg/day*
500000 11
700000{4 * o 10l U J ‘
:Ll_h - o \ | ,JU,(U[ ] I .“ l{ UUL___,J WM_L__JLL_L RE-W-2
600000

20000 o L ) FRELOURIZERL
a00000 {1 ok L1 L 2 e N L meeesz T ExtractionitBR oD S

- L BTBERERT. B
200000 { 1 1 =
10000 | — - —_— Jo_j RE-PH25 é |€ET—9”R$% E?EJ!I’"

|. .r..,.. | ..,.. T .[ T — — T T
‘1R ')l'l ’)') 24 ’)Fl

* Response Factorb\ﬂiﬁﬂdﬂt/\%‘dsﬁ Uncertainty Factor (=50%) DR (2.5pg/dayZziBX I /KETEZRMTHZITS &)
ZPQRIFHEE L TL\D,

46 ICHENRRES  2022/12/22 11



o @
WINTECEA EERERERRERE
Pharmaceuticals and Medical Devices Agency

| 2-4. Leachables Study
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| 2-4. Leachables Study

B “Complete qualitative and quantitative leachables-extractables correlati
ons (which require that extractables assessments be accomplished on
all critical packaging components)”

—Extraction Study & Leachables StudydigRz=LEAR, EZ9 (3F(C.
Leachables StudyODE’fC‘Eﬁ?\&JBTLFZTﬂ%) DX &, Extraction Study®
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| 2-5. EEICDWT
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Do
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1HISS5®RE 1mL 5mL 100mL 2000mL

1. 5pg/day 1.5ppm 0.3ppm 15ppb 0.75ppb

5ug/day S5ppm 1ppm 50ppb 2.5ppb
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| Take Home Message
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