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» Guidance for Industry: Container Closure Systems for Packaging
Human Drugs and Biologics (USFDA, 1999)
» USP-PF 46(5): (665) %&. (1665) %

> Safety Thresholds and Best Practices for Extractables and
Leachables in Orally Inhaled and Nasal Drug Products. (PQRI, 2006)

> SO IA—RASRATALAZEHAWTEESND /A AEERORBEERICE
IBIRE. (AHS5, 2017)
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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)

FEA44EICHENRF$RES  2021/12/22 5



E_LhH‘:E)\ EXREMERRERE

Pharmaceuticals and Medical Devices Agency

| 1-3. TE5RBICLIDUADIRRIRD
B USP (1664) Tld. SEHHILIRAKID/ A URTEESNTNS

Likelihood of Dosage Form Interaction

High Medium Low

Suspensions ; Topical and Lingual
Aerosols; Oral Solutions and
Suspensions

Soft Gelatin) Capsules; Topical
Powders; Oral Powders

Low

gei s L ) ) Sterile Powders and Powders
Q 4 . Injections and Injectable Suspensions; L )
© £ | Inhalation Aerosols and Sprays . ) for Injection; Inhalation
o = Inhalation Solutions
o5 | T Powders
<9829

-
g é 2| < | Transdermal Ointments and Ophthalmic Solutions and Suspensions;
g 2 :é T | Patches Nasal Aerosols and Sprays

-

“Lé = '§ Topical Solutions and
o =2 Oral Tablets and Oral (Hard and
(O]
T
0]
o

F44EICHEIFFIRES  2021/12/22 6



E_Lhi&‘f)\ EXREMERRERE _
Pharmaceuticals and Medical Devices Agency

| 2-1. SNFETDiERED

m 2019/6(C bEwWZh Endorse., 2020/7(CConcept Paper/Business Planh'
Endorse.

B EWGEAKRDERE=E : 2020/9, 118, 2021/2, 6, 9, 12HI(CH1E

B 7 A )\—D&EFESE : 2020/12H. 2021/2, 3, 5,6, 7,9, 10, 11HI(CH
f

m 5D 0)L—ThER UTz&Chapterzit& L. 11 RS > ¥REVERH,

B RESNEmRICDVNT, BIJJ)IL—T TEmitkinT.

FEA44EICHENRF$RES  2021/12/22 7



E_Lhi&‘f)\ EXREMERRERE _
Pharmaceuticals and Medical Devices Agency

| 2-2. SEDFE

B F4ODOEWGEARDEFE=ER. A7 A/ \—0DE:E
5am (AR,

B SEBOFRIAMILAN—>2 (BENdNELNEtA...)

> 2022/11 : Step IXEYA>AT
> 2023/1~6 : ERNE
» 2024/11 : Step 4

B Training Material Y2Case StudyAMER =N B a]JEE4d D

=& (M1.5708mER) (CT

FEA44EICHENRF$RES  2021/12/22



E_Lhi&‘f)\ EXREMERRERE _
Pharmaceuticals and Medical Devices Agency

| 2-3. SHA>)(—

B S/R—4— : Dr. Kim Li (PhRMA)
mL+315KJ—FT77 : Dr. Jason Rodriguez (USFDA)

B SfIEUE* :
ANVISA. APIC. EC. EDQM. EFPIA. USFDA. HSA. IFPMA. IGBA.

JFDA. JPMA. MHLW/PMDA. NMPA. PhRMA. TFDA. TGA. TITCK. USP
(18H{K)
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B Concept PaperCld&. identification, qualification, and reporting thresholds
DiEZHIET E=NTLD,

B PQRI(C&BSafety Concern Thresholds (SCT)=4&1&ERE BB

» Orally Inhaled and Nasal Drug Products (OINDP) 0.15 pg/day
» Parenteral Drug Products (PDP) 1.5 pg/day

B PQRI(C KB Qualification Thresholds (QT) =Z&MHEERREIE : 5 pg/day
— BRI (3ER 4 7B DIEAER OBMBY s Ul A BiEm & /2D TWLD
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B(IE T CTENEVWEDICIRD ZENRIAFNET,

O Leachables/ExtractablesiiiziT S %#Efm (IBERUINE. T L1 XA =207 &)
ZBHICHFEVNELUET,
O FABEOZEEIE (DN SITEENFEINTE T, Q3EN1 RSAOEHERNE
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