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Research on the Classification of Deviations in Drug Production

YU Yong', MEI Xin', FANG Fang’, CUI Wen-bo’, SHEN Qi-wen'(1.Chengxian College of Southeast University,
Nanjing 210088, China; 2.Nanjing Medicine Specialized Secondary Schools, Nanjing 211100, China; 3.Shang-
hai Municipal Food and Drug Administration, Shanghai 200439, China; 4.School of International Pharmaceuti-
cal Business, China Pharmaceutical University, Nanjing 210009, China)

ABSTRACT OBIJECTIVE: To study the classification of deviation in drug production. METHODS: From the perspective of dom-
inant and hidden deviation, combining with the theory of risk management, risk of deviation was evaluated with different risk man-
agement tools to define the severity of the deviation, and it was handled by different methods. RESULTS & CONCLUSIONS: Ac-
cording to the identifiability of deviation in actual management, the deviation was divided into dominance and hidden deviation.
The dominant deviation can be divided into deep and shallow level. Whether the causes of deviation could be cleared and the conse-
quences could be estimates were judged after the shallow level classification, and the deviation was further divided into simple and
complex deviation. As for deviation complex, it could be evaluated with the tools of risk management to define the deviation severi-
ty. As for hidden deviation, it needed beforehand preventing with the tools of risk management directly to define deviation levels
and provide reference for preventive measures. In the process of deviation management, key point is to relay on the scientific meth-
od to identify and classify deviation, and divide the influence levels. Combining the theory of risk management to select and use
risk tools is the effective way to solve the problem.

KEYWORDS Drug production; Deviation; Classification; Risk management tools
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Fig 1 Classification of matrix for risk assessment and devia-
tion corresponded to the risk level

R AR DR A7 T R A 7 XU 3113 43, T s — 2 A
s 2500 3 Ay OGS O 2 v 5 0 2 R/ 2 0 ZE G TRJZ IR I
I3 A b, AT X AN ] XU 5 531 ) i 22 SR BUAS [) 6 2 i
Jtio T SR B A A 22 0 02 S vk U A S
AT A H R A 7 ek R v L IR O 2 S 2 491115 ] e ke AL
el 221047012

I, A AENE 27 A BIEEAERT , R MRS |
VR B A 808 S 1 AR T2 i WL E 1Y S PR R00 o 246, HL
SHERE B R 158 ) P AL 7 it v B R — St AT 3, R4 e )
o 12 R AR B 22 14 Jhc A T il B A A g 25 A0 AR Y, AT RS
PEAR Il 22 D380 A , AR IO 808 24 T R BT it

S I 7 A AMI LS A B S R
RO H A 72 N AT ENSR IS AT A0 1), DL HERR T 28 ik
PR I B U ML 2R 4% 2 i 10—V AT BRI, AR 7 i
i 2 BB A A 7 (i 22, 2 R T R A 2 )0 22 R 22 i i J 9 T
Bz HiTOEA -k, B E & At oo it
FraR I, RBEXT AR & AU B g R P A 7 1, BT L)
R SR A it LU A, T HARA T RE A A2 50 WM 22
I I 2 A 3 BT i 25 A AR AR S A

FRAE LA B30T , Rk O 22 IKURS: 7T 43S PR 43 A T VE A
R R — 7 i SR R S 4™ i, I X RS A3 ok
A PR AN — 0 o AR JRURS: T EL X6 3 W At 7 5 1077 XU 437
PP HAR LR 1.

*1 RKESH5IFEE
Tab 1 Risk analysis and assessment

sy e

TAENE:

g MO MR Tt PEE (Y
ERHD LN TR NEERARMMLTE 2 1 2
" T AR 2
e FHEAPERRATRRINN, | 1 1
R TERNT
Kl TR WETBELHAKREAEL 3 1
it TR

SRR MGREENRL, QRIARENE 2 2 4

BT A, I
it
FRRALRRT, =R T Rt TRASARDERR 1 2 2
F LR EE” AU i DA AL D S SR S [ R
X B A R T O E , X ™ P A R R 1 T g , A
37 14 A A 1 o R XU PP A5 2315 1] 2 v £ DXL A
XL, e A A H AR A AU A5 20 % i 22 19 23207 3, e S8 48] v
AR B — B A7 A B VA DXL J T o S5 XU , Pl I fi 22
Iy 2E o PRI, DO A I O 22 K AR O RRAS LT, 9F HL
3T EAAR B 21 LE Tt L L% 2R T 1T A 14 S b v

TEIE 2015 5 26 B 190



VEHLRE (SOP) FTH NN S AZ Ml BE it o P I ASKER 1, R
B DA RS A H 8 i 22 53 T % FEAN U B 5 R Y
— Y22 , T AN S8 36 i A BRIA R A R TBL
3 RMRENSETE

55 A 22 AR B, Bk (BRI 7 ) D 22 9 R 31 5 B 9
A SRR A o AR XU VR Ay s AT R R
A RO 734 (FMEA ) X s P it 22 7EA 7 XS B4 XU 23
o FMEA J&—PETHE PRI AT S A M e Pl Ik i
D7 B L ST AR G P R T AR B E X R SR
JIE 7 A BRI DTV A1) 28 58 H 118 9553 P 1 R DG B T Ay
VT WA ) 4R PR , S — b = i 7 T A 205 A IE Y
AROTEY . X EYE(S) ATRE(P) (AT AR (D) =3 ik
A1 B PG AR, T XU A e 8 B (R) . b RAELAY R
MRS S5 G 1, 753708, KU R . R=SxO0xD. H;
Hh, 3RS DR 3R 242 54> - Bl o3 (it ey, FEREBGS )
2 2 B AR T B T X RLFY S L O D Y HAA S 5L

%2 FMEA RS ESH
Tab 2 Risk assessment parameters of FMEA

iR $ 0 D
5 BhE et b e AR LTER IR Tkttt B AR

Sresh B A . ik LR LK HELHE TR Be
BOREDTEIIR EMATTLLA

(AR TZ AR JEATRMEAER IR, DT LR R
WTZRRiasEEm  JUPATRRE RS IR e, Wk A
FEARE 34~ XU R 28 AN TRl AU IR A, 31445 31 R(E (ko
125, $5e/N R 1) 0 50 M 2 110 DRSS 20 03] T 2 75 7 B2 R LA i o
2% 3 B R ASTR] 119 R RLIE LR S X6l o7 (14 i 25 2831
EHVGRT T BRI HLI « A4 FMEA X TG 12
T T VA M IR 25 A T4 BT PEAs , W3 4. MR 4 RAEAY
U FRIES T 22 4024, 075 2 1) 5 SR i 2 R e A5 22 , T VTR 1Y)

4
3 Pk SV
2
1

Ji PRI ST A A3 2 A T 1
®3 S5ARERENEZHREZRH

Tab 3 Deviation levels corresponded to R with different val-

ues
R{fif g Rk
> KEmERNRER) RGN IR
15~24 A (P BRI RIS
<13 MEE AR A R
R4 HFTIZHBEREDE
Tab 4 Classification of potential deviation in freeze-dry
RELZiH el JARSHER =]
i SESANIIRE B A G 4 BN
HIRR SRR, SRR R 8 BUMEE
SR 16 iz
ik PR A 9y FUMRZ
Rl s 16 UiE
i A5 16 %
ROl A AT 6 BN
Wit P B U Kk
TR HE 7S S 36 K
R 12 %
R T B 2 %
S El 16 g E
i HIAEAL 8 BN
0k % RN R, Sk 4 BUMEE

PIMAR T 12 A, R X2 T2 e i 22 1) i 5440
M4k FMEA X 1 2 W78 (9 22 054 T3 AT B, o0& —
ARSI A R ST AT B S SR, DAEE 2 B 2 AN
o R 22 , AR, , (R B it . T T 2 AT AE I 22
WS,

®5 FTXRBIZRENFMEA K
Tab 5 Analysis of FMFA risk of the key process in freeze-dry
KELLER Wi Al ) iz 0 WA D MEHMIR
i RO B8 At SRS AR 4 BEASURPR RIS SO T 1 PR SOPT, A QAR BEEA S i 1 4
S SRR, SHARL TR MREMAE ) B ASURE SRR PERION -1/ 25 Gk 2 8
SRR PEIRRE 4 BB R 2 WPRHE R HARR AT 2 16
il TR AEd Wi 3 N R AR 1 Esop T KFE M 3 9
IR ais PRI et 4 DR IR 1 SOP At 3h45 H i 4 16
Wl RS PRI et 4 AT 2 NBE RN, B E 2 16
[IRlGE O ST R 3 NRBERIR, IR K I e Sop AT AR LSl 2 6
B i P BT PR 4 PP R B IER R TANE ALEHT 2 fesop PRI BN e R AR A IR 3 A
MDA W
TR R R 2 PEERI R 4 TUMRRRERE ARG MBI REREI: 3 HesoP i A RN, A S R R 3 36
IR R A A K S e KB BT
AT WA D 3 R R 2 Rl 2 12
B PR 5 U LRI | G TZRIE, fisop it 4 20
VT P BT PEGIARE 4 RAEEREI A, S TIERER R 2 %E%‘iﬁ%ﬁéﬁ}#ﬁﬂ%TE%%%WWESOPW 2 16
i
i BIEALE PEBWANWEE 4 BRTRNAR RN I BN R 2 8
%, % TREPARTR TIER  A R 2 BEARGA TR RHTA AT AR, 2 TR, B SO R IT, QAR MTHL KR 1 4
AR A B BRI, SRR Bl
4 it bt S (3 AR U s 1N /AN 9 = ol o= W e T

i 2 T2 B A 245 i A 7 A Ml AR 23 A T LA 25D Y 1]
Rl 2 A L) K 0 o it 22 EA T TR AN 326, a2 RE
BRI ke T o JRURS A BT LA Sy — s 8 A BT B
Ak 0 24 R 3 32 8 KU, B AT RO T A B 25 R T

HHEIZG 2015 4F55 26 455 19

2B 7 R A AN PR, e F IR AR e RS, 35 AN S R Al
PR SR , T FLRE L IE i DRAE ™ i B

T34 RS BT LB L R AR — SRR 1, b 25U ]
RGBT R IXURS B SRR TR AT 4 T ke A5 B Be L (H

China Pharmacy 2015 Vol. 26 No. 19 - 2603 -



HHEEE.

KA bl L PPN AR DL SR 7S

’:,T/J\ /%21*7% }% % %35% %%? Hﬂl( flﬂé%lﬂﬂxgc)iﬂ”#/mqj‘\\%%ﬁ 210002;2%%&%
BREEERRHSFMFC, T 1000453 MR ERAFEHEEFR Fx 210023;4. L% 4 %%
A HE 210002)

hE45ES RI51 XHEFRER A XEHS  1001-0408(2015)19-2604-04
DOI  10.6039/j.issn.1001-0408.2015.19.04

= Elé’J AR B I RACF R BB W TARFAEARE | ik R ARARIE T SR A AP HE R R BB TR | ST SR IR
W 3365 7 M- 28 £ B FDA TR 04 e o e A MR TAE, ot £ Bkt e R B RS A93RE N A RS £ L5 B fe i & 4 42
ééﬁz}ﬂxﬁ TAB. ERE L £ EFDARBE(R S 2h btk S ik ) A (AT QLR BATE R ) ik E 3 e & 69 2 2258 B An AR
& ilat ke g R EMIT R FDAF R MAES  FRiAE Kk RFEE RAFEALE R 5 A RSEAR GRS FRZT
Ao Sa b 2 AR IAT AL, R B RO ARE R BARE 7 RNo AR B IR, BIZ MG R &R RN e inlfeE Za
BRI A B R AAE LR VARG 3R AR A RS O A At Se R B S DA

KEEE Atk S R RRRL ;AR TRA ]

Brief Introduction and Revelation on the Safety Evaluation of US Cosmetics

SUN Jun', SHEN Lu*, LI Hao®, WEI Zhen', LI Ming'(1.Center for ADR Monitoring of Jiangsu, Nanjing 210002,
China; 2.Center for Drug Reevaluation, CFDA, Beijing 100045, China; 3.College of Trade and Management,
Nanjing University of Chinese Medicine, Nanjing 210023, China; 4.Jiangsu Pharmaceutical Association, Nan-
jing 210002, China)

ABSTRACT OBIJECTIVE: To provide reference for the ADR monitoring of cosmetics in China. METHODS: The cosmetics safe-
ty evaluation carried out by the US FDA was introduced in aspects of legal basis, concept definition, safe data sources and limita-
tions, and measures that can be taken, etc. And the report contents of adverse reactions, report form processing steps and the role
of report were also introduced. RESULTS & CONCLUSIONS: The management scope of cosmetics in US FDA was defined by
Food, Drug and Cosmetic Act and Fair Packaging and Labeling Act. Cosmetics safe data was monitored by voluntary registration
scheme in enterprises, check conducted by FDA, product investigation, evaluation by cosmetic review panel, and report by con-
sumers and health care workers, etc. And the adverse reactions were reported voluntarily. Compared with the present situation in
China, the cosmetics monitoring should be improved in aspects of revising and improving the laws and regulations, defining the
monitoring scope, establishing inter-sectoral linkages cooperation mechanisms and strengthening transparency in the work.
KEYWORDS Cosmetic; Adverse reaction; Safety evaluation; Monitoring
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