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Risk:
The possibility of something bad happening.
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Quality risk management is a systematic process for
the assessment, control, communication and review of
risks to the quality of the drug (medicinal) product
across the product lifecycle.
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Quality risk management is a process that supports
science-based and practical decisions when
integrated into quality systems.
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3. PRINCIPLES OF QUALITY RISK MANAGEMENT

Two primary principles of quality risk management are:

— e 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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A model for quality risk management is outlined in the
diagram. Other models could be used. The emphasis on
each component of the framework might differ from
case to case but a robust process will incorporate
consideration of all the elements at a level of detail that
IS commensurate with the specific risk.

PEEREXGEE— M EEEE, el fFHEEMER,
FNAERIXEZES, RBREPIINERSEFRARE. B2, —
NMrRX G EERENESERXGRERE, BEEEEIRT
BHIEXITE.

28.06.2019 JtEAERASHERAT

25



( )

3.3 XifzE? ail[lﬂﬁiﬂl
C RBORmEETIE >
¥

> JLEiAR:

13050 BE
!
. ZEEAANICH QgiERES
2. SRS &
— SRR TR
> 3.7 XS
FiER - GRENEEIERERZIE
»k%mﬁmﬁﬁmr
rE= gz - NRENA. USEREE
5ﬁmﬁmmr
- YXEEEIIERHTICE, Rk
(jﬁ%ﬁﬁmj)«— 3t

smr@m >?

28.06.2019 JtREAERAZAERAT 26




©

CB Consultancy

SRR TE

C Eibﬁﬁﬂgiﬁﬁﬂ’ﬁ D > HEE)E
1iRBIRAE
} > ZHFEHFIA
— . BED. BEE
3FMHME - EBEREA
| s
4. SREVIEHEREERE > BEER
RS } gE - BESNRABIER, R
5. BRITMHRE BESHUIEEEE, FIRGIT
| = oS, R
e, MR, #iE. @ £
RS k mass

6.XpEmpm —?

28.06.2019 JtEAERASHERAT 27



e

CB Consultancy

XS 1A
BERiRYESITIE
11751 XS
zﬁ%mm

1
3.7 XS
riEs

4 FAUEHEFFE XS
rES 5
5.8 IRV XS
s
e ASih

KH

6./x\ps ol ?

28.06.2019 JtEAERASHERAT

> 1+2+3=RIPAS

TARBIX S
5 “REFRIERT R A
LIRPES i [A)E?

2.3t IXBS
R "RIREME" [R)ER
EERENE (BHE) &7
M. AIRetE (AUE)

3RS
EE182, TIPELERIHTHN,
iR SEMEL

4. XPSTHERYFARIR T “AhR”

28



e

CB Consultancy

X FE Tl
BIEIRES T(E
125 KUBE
253t MBS

3.7 XS
rEs
hxmﬁmﬁﬁmm

2
it
KH
it
KH

5.8 X1 MBS
%
SRSH

6./x\ps ol ?

28.06.2019 JtEAERASHERAT

> 4+5=|Xfat=Hl

4 REGEMERE(EXUPS

© ETXIMIRXUBEAYFE R 2R
(FE%. mIgetE. =it
F) KEUEME
AN SX PSR AITEERN
LHFXBZAIS I

5. AR XU
M3, XIPE(R/EHIXBR
177, BHEERZETNE

i

29



e

CB Consultancy

i BV
BRIk ESEITIE
125U B
2.53tr R

3.7 KBS
=

4. REVEERE(RRS
rMES 1%
5. 8RN KBS

=S
C EE58E )
¥

6. /x| B o] o >?

28.06.2019 JtEAERASHERAT

KH

> WS EI B, M
ML AR R EXPC E
i

> [EIRAIRIR

- "ERSHEH"
FrmBRERM. FITER, &
BER, Bl RES
FHIRNR S

> [BIFfRYZEIE

Al gerEE A EFIE—FAT

> [BIPRHISRERAKIXI PSR/ NTOE

30



( )
onNnsult

X\ B& 28 —— N
ey > MB_LI BT ZEI:IL:/\¥I __I-\
(_RHmMESTE D Bt A E AN ER, 45

TR BIR "ERSREE" M.

e > BIAEER:
> 3.1 F N KBS ¢ .IJ:J.I_V\]_LB

Few - AL SHE]
« AN
»hxﬂu;ﬂaﬁuﬁﬂemr PSR
A ‘ s
5. ﬁ;m»?mmu“ > el SHEEE INIEIYFER
;%iEI 1&/%32’1&%%5\&??0

(&R 'amu )—

e > FREARSHEHTE,

28.06.2019 JtFEAERAKNESTHERAT] 31



/

ﬁ%ﬂﬁﬁ’é’ﬂ_

( >
onNnsult

_E

—

C RammEEIE D
¥

135051 XBE

]
2.7t MBS

1
3.7 XS

A 4

| FE=

. REEIEERS

rES

5. ﬁ;wmmué

C z—aasw )_

6. N,BAIEII' i

>?

28.06.2019 JtFEAERAKNESTHERAT]

> ZHAEIETV DA —EHESRK
(IIHITREXREIE, Wi
IF. FFhRAaERE. RE.

> FELEMZ B, ICH QX7
473

—EREXNREETE,

UIFMEA.,
> TEREMHRN!

> AETEEARIMTRIE
A, BFEWICH QI,

32



e

CB Consultancy

FREVEHEERIFR

MBS FEEINREN
AR RYOIEDE

S

E

Vv
[
= msz
i3

28.06.2019 JtFEAERAKNESTHERAT] 33



©

CB Consultancy

3. WHAIEfRECEQRM

NG TR SRR AR

¥R AMREEM, REL(ERE
BIPA: ZSFRIER =

TH: EHE. 9895

R TEAERK. — 55—
BuR: EVXCEIREMEED,
R AHE "B, BNMZEAR? "

linl

28.06.2019 JtEAERASHERAT



©

CB Consultancy

TR

BRI
EliE=
WRAERAREHERAT]
13501025057
zouyong99@126.com

28.06.2019 JtEAERASHERAT

35



