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A combination of the probability of occurrence of harm and the severity of that harm
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A systematic process for the assessment, control, communication and review of risks of the

quality of the drug (medicinal) product [across the product lifecycle].
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Process FMEA
Failure Mode and Effects Analysis
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The evaluation of the risk to quality should be based on scientific knowledge and ultimately

link to the protection of the patient; and the level of effort, formality and documentation of

the quality risk management process should be commensurate with the level of risk.
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The release of a batch of terminally sterilised
product based on a review of critical process
control parameters rather than requiring an
end-product testing for sterility.
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Risk management is an essential requirement for parametric release
and should focus on mitigating the factors which increase the risk of
failure to achieve and maintain sterility in each unit of every batch. If a
new product or process is being considered for parametric release,
then a risk assessment should be conducted during process
development including an evaluation of production data from existing
products if applicable. If an existing product or process is being
considered, the risk assessment should include an evaluation of any
historical data generated.
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In the case of a parametric release program, a sterility

A sterility assurance release program where assurance program demonstrates both consistent process
demonstrated control of the sterilization process control and process understanding. For example, a formal risk
enables a firm to use defined critical process assessment program to identify, control, and communicate the
controls, in lieu of the sterility test, to fulfill the risks of a terminal sterilization program would significantly
intent of 21CFR211.165(a) and 211.167(a). Increase process understanding and thus confidence in the
sterility assurance program.
=S T fT] ST g ; SRS IATE B4 wr e g , . IS o .
o AR A S AL X FESHOMATREY Ty — AN RERERRE 5 T ihl At i
Iali‘g?e%ﬂ, MR xE T ZSHE R B —3E. wian, —ANEXKREEPEEERH T 4%
R4, ¥ /£21CFR211.165(a) and 211.167(a). AR A 24 g K TA AR e B ARG, R R ORI et i A ) 3

SR 0 T T PRUERE PP A 0 o

US FDA B3#RF#EF (2010) F US CPG Sec. 490.200 (2012)



N 6 o 2--- S BUBAT

ZHUTAT KRR FAF JC B IRUE R R AL S M R ER R 2 |

= NGB

PR

= A AT Y BT AT SR IE

= L2 AL

. P

= R NE RS

= AR R Gt



N 6 o 2--- S BUBAT

> ET B TZ B o AT S R A R AT

~ \ AT SREURA R A B 1) P £ b
> LI TEHHE. REER. BHER. SRERR. fERE PR I ki
S RSEHERAN, RO

o —Ciztay k=2 BN faEE I fa F TR B 5 AR Fahr 22 3Tk Tabrdtiid e .
ERFER: REERSERESE
ER1 PR TG HSHA-XX. XXX XXX J R bR HExx ER1: TEHixx
R Biahs EA: | XX XXX
TZREE: G SMBHEWN. kK TZPR
(IR SES BREWIRES BERER ER1 ER2 ER3
Va3 TE5%
30.5 EE | 3051 EA:] A, B X _
RARE: TZPREFRERR
30.5.2 p: cD
RS T R R A R
(p) FMEA
g (MR vmpw| e kot pemm catess | eme | SRR e o mieme fRXH 5
R R BUEBPL ST -
0.5 TEDBARHBHER. P MmRaT. RS R . ARkt
N IAA; R .
. " s . , s o . JC TR 50 TIE R 2 xcx
305.1 KE | Ttk | wwehaw | RE X 5 &ériﬁgalﬁﬂr 1 il 2 10 r Iz%aﬁﬁﬁ’;’;’;x
20 . I T c " B S o,
5.2 K TWtE | Wb EE | EEY BRBAX 5 FrRUEALTRED 1 1R 1 5 Lo 2 0 T S000¢
G 77 i T T2 26
11T i 47 e A g ST SRy =
R IR AR X I, s [ T e izl name Hﬂiﬁl llguyﬁ’ W7 TR 772 178t Efﬁﬂ'ﬁ‘iﬂt
TZEHPE. REER. HAERREGE. 3 EmNAT3)
305.1 XX XX PL-XX-A ERL:TC 1 XX % S XX S Sk XXX XX XXX Qc xx A xx % SCAE
30.5.2 XX XX PL-YY-A ER1: i XX J% 34 XX S A XXX XX xx | [ A xx J% LA xx J¢ A

FiE: LA ERRDOE R pIR

17



N S o B --- S HUBUT

> REHE T RETZEEER TN . SRERIEARN 73

R L 2R, R L 2P R KRB
& PR EEAUE CERGEE M ATREYE . AR
K S5 RPN (Risk Priority Number) = ™ & 4 x &A= vl GEME x Al 64
RIERPNIE, RRGACSEHEFF, RPNEB S, XU 5

L)

0‘0

*

0‘0

0‘0

/ )

REIRTS 4 Rz X 2 A 2

(p) FMEA
5 (WEPRmom| e | WO RERE BEREANEN | g, | DR | s SR

B0.S L »
H BhiE ¥ K B 5 5E Ak
3051 K | LEtE | wwehEE | REL Bhx 5 i’i%@j@?ﬁfrs 1 itie 2 10 = E??Elgfﬁ%x u &7{% I%%Qﬁﬁ%ﬁﬁ Bﬁ%ﬁ;ﬁ%
XXXX \”
‘nﬁcr e TE e
0s2 | KE | ek | wwbaw | sy i 5 D 1 i 1 s o \ Efﬁl&ﬁgx’
XXXX

HE: LA ERAE DRI




—. ICH Q9 A& | F A&
v K=K AT REME T E M
v ATEHR, EARE
v RGEERE

= BREXREEAERRT A

v REERS BRI SRER=7 R IR
v QRMBT 7 i A i A S - B B
v QRMIUf4k %

=. QRMEREEHERFMH

v S5REARFERKEK
v MAZRE: BE. SEBUT



) L GndaTis XGRS 3 B R B, S =

[ A2 IR ot B XSGy m) 3 I XU PPl R 2

0] A3 Ue] B REAT & SRR D 5 EAT MRS A ?



Jou 5 RIS HHLAE Jo B AR 2R v K N = 1) Oy =




