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AR ZEfH (R ERNEIECRT DR E L HGE

AW SRIFURMEEE (SRR 15 4R IE A 97 5 210 =)

A SR IFBHEEE D — i A2 S IET A EIC oW T CERL 26 4210 H 2 A #KA% 1002 4 27 &)

[ 35K 5 R ONEE SRR AN L D B P R OVIVE B L O K EICEE T 55 S (CERk 16 4212 H 24 BJE
A SE 179 &)

[ 35K 5 R ONEE SRR AL b D B B R OVVE B L O K EICEE T 5B S OB Hu iz oW T CGEE
REIRRE 0830 26 15 PRk 254F 8 A 30 H)

(2) EBRRMAA K5 A~

ICH %4 K54+ QlA, Q2, Q3A, @3B, Q3C, Q3D, Q5C, Q5E, Q6B, Q7, QS, Q9,
Q10, Q11

(3) IS0, JIS

ISO 10993-18:2005(E), “Biological Evaluation of Medical Devices, ” Part 17:
“Establishment of Allowable Limits for Leachable Substances,” Part 18: “Chemical
Characterization of Materials”  [ERHELT O EY) 002 2R

ISO15747 “Plastic containers for intravenous injections” FFRIEHH 77 A F v 7 ¥4

ISO11137 “Sterilization of health care products” /L A/ 7 #lJL O F

JIS TOS06(ISO 11137) ~JL A& 7 HLE Ok — Kok —

(4) ¥EH I B S E

“Guidance for Industry: Container Closure Systems for Packaging Human Drugs and
Biologics” FDA (1999)

USP <661> Containers—Plastics

(5) ¥\ BER A SCE

ASME Bioprocessing Equipment (2014)

“Application of Single-use System in Pharmaceutical Manufacturing” PDA technical No
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report 66 (2014)

“Recommendations for Testing and Evaluation of Particulates From Single-Use Process

Equipment,” Bio-Process Systems Alliance (2014)

“Recommendations for Testing and Evaluation of Extractables From Single-Use Process

Equipment,” Bio-Process Systems Alliance (2010)

“Sterilizing grade filter” PDA Technical report No.26 (2008)

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

(6) CHk
Ding W. et al Standardized Extractables Testing Protocol for Single-Use Systems in
Biomanufacturing. Pharmaceutical Engineering 34 (6), 1-11 (2014)

Kaufman, J.S., “Identification and Risk-Assessment of Extractables and Leachables,”
Pharmaceutical Technology, Feb 1, (2006)

8. FAFEMER

HE B RE (Critical quality attribute: CQA) :

LR SN LW E A RGET D72, WU RREN, N, SMMANTH L XS ETR), by
0, EMER, SAEYFHIREOIEE (ICH Q8)

% (Solution used in the process) :
ARIGETIE, AN AEFELEE TP Ty I — AT DR =167,

v na— 28 (Single use product) :
fEAIEERAS 1 [E (HEEEH) Th 28, KGETIE, N AEELEE AN T T AF
IOy T, TANG—, Fa—T, axy Z—, BWERRERNR MV, o —EE2ET.

VN — AT AT A (Single use system) :
o= A8, SRR - REHFE O EER M AT AT A

B (Single use) :
HafEH &%, RS 1EITHL Z 2T, 2B, F—®EZIVHS 1 TR CHEERIE
M, BEIEINDIELIZONWTY, KXEEZSEZIZTHIENTELN, BIEALBY RTEEICHE
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416
417
418
419
420
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422
423
424

WREDR M ERG AL, ACETRTEFOM, JEF AT — a VERKEIZRD Z EICEE
T 5.

¥ (Extractables) :

WEESRE T T, Yo 7 a— 2R b NEIRICBATT DAL FWE. ACEITBWCHiEES &
X, WERIKOMEL, pH, 1R, BEAEFHSOMT, Ao AEELRE TR oML & i L
T, WERIALFWEPBAT LT WEEEE 9.

REEMERY) (Foreign insoluble matter) :
YN a— 2B RS £ T A F TN D BB RTRE 7 REE O A

AREEMERRI T (Insoluble particulate matter) :
T m— 2GR T D REEE D AR

=Y (Leachables) :
EEOHFHSFMT T, v ha—2®ENE NFRIZBITT 2L FWE
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425 fHER1 YU Na—RBGEOBRICEE L TERTREFEHOH
FHAmZE B D NEDH
MG R Tk, W2 <= D@k, thodsdh & Ok, R I,
i 2
JFREH b 7 PR T/ v—, EEBGA, SBAE, WAl (BrEseAl, WA, KA
A, BESBGIEAD, BEA, HIRIAA 7, WAl AW RIER O
H
LG R G ZE G, MY
s TR R, B, BU4E KN, et
DR TR B FEERR (B~ _—28) BERE =F LAV A RHTRARE
o B T DOFRERITIE R O HTEDO N 7 —3 3 URER, RSO
BTk & Bk
H AT R HNME, seatiBh, X s OBAME, =2 R R R, B,
IR MR I
At . ERE B —WEEE, HRE, Wk
426
427
428  fH@ 2 HHREDLEREICERT B IEROH

Yo v — ZABRMHEE OB, BiE, SEEFBEEHE

C O E AT DA

- BUERRN, SRR (WE= VT, AEREDOLAT U N, JL— K, BREEHE%)
- BUEHLIERE ), W, ARa AT

AR ERE, EETDHVAT A

< T~ R B E MR REEE A O MR D > AT A

- EHE

- FEEHCH ) (Business Continuity Plan)

[UEEE - WEFEOGE

- TREEHICE 2/ WEORGE (BT, BB, B, ooty W%
- ARERER 1R SR

- B OEEITE

- HEHEENRA T L E MO Y X b

= N N k2 yhs

S WEOFIE, NV TF—v g

- MBS O RRAE T

« 5 FH R it D T R M A R

s TA T VT T UADFIRL SR (EMIRA, Mg Lol k%)
- T e T UEEO TREB, fok, (EEE OHE KON
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- HirEER (HA, G, WS OHESLEF)
- BEIE TR D MERE T 1A

VN —2BEICE LU CEE SN -RBRE R
- hiEER GRERGIE, BT 20 0TheEs, dmiENY 7 —v a URERE)
- TR TR P SR
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- R AR
- AW R MR
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- EOM, o7 — A OVEREFHMNIC & B 2 EIER
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- I ERER D2 FE
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431 {483 ERED LHGEE BRI 2 EHROH

1) YN —RBRICET A REICEET A 1EH
- LAk
- pH
- BN ERRE
- R
- R
2) TN — BB O &M
- B IR
- AR
- BEEfhRE ]
s RYRFNVT 4 IR TEROR B
- e RIET
< F— F 7 L — TR O
C T T T DORE
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