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Abstract; To guarantee the quality of drug, the uncertainty evaluation method was designed to evaluate effectively the uncertainty in the

examining process and the errors in every test step. The total aerobic microbial count of 20 samples in the same batch of Xiongbitongmai

pills were checked under the direction of Chinese Pharmacopoeia. Evaluation and expression of uncertainty in measurements was used to

analyze the uncertainty sources and evaluate the uncertainty components. Synthetic method was used to assess the uncertainty of total

aerobic microbial count (TAMC) and to make sure the confidence interval. The result showed that the combined uncertainty was

0.019 6; the expanded measurement uncertainty was 0. 046 1; the confidence interval of the samples was 180—281 cfu/g. The exami-

ning data was normal distribution.
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1 &R, XG5

L1 g
MLS-3781L-PC T 5y R 28 7R K pii 4 (A T {dE SR
By detl (L) ABRAF); Scout SE BIHLFK
(BRI (CEIN) ARRA A, s EEEN
0.01 g, HF2H 0.00 ~600.00 g); HTY-761 %i%)
AL (WL MAEYHAR B A AR AF]) ; HPP260
AMEREN S R4 (REBREE (L) AR
Zyl) 5 DK-O8- IT AL $AE IR /KA (RHEETT 28 M
RN FRATH]) .
1.2 X5, XA

JBE K K 5L BMR B R A (TSA, it 5.
170713) FgEs K 2 iR iR 55 92 38 (TSB, #it'5 .
161222) , ¥ F b 5t Bl #F 5 AR Bty 45 BR A w5
W Bm kAL (O B TR BEIF L Z 6, BAS b
60 g/fifi, 5 270931, CIIESAMAEY).
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MR 2015 AERR (R 25 88) PO gam ) 1105,
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2.2.1 HFMA Ay

RN, A 2 R T A B Y BN AR
PR X I PR R SR . IRTEARIN s,
SE TR, A e P

Y=f(X,,X,, -, Xy) =KX/V, (1)

Hrr, Xl TSA PARE &5, AL cfus VIR
FERRR, Bf7: mL; K W RS, Joitdd; Yo
BN AT A BB, B cfu/mL.
2.2.2  FHEERE N

AEEEE 3 AR B 2K A KAHE
FERAE R E R A5 0 (PRI, 51 0 A
A EDRG 25 BE RN ) F, X JIT A5 A6 0 5 1 4T 42
T BT MR RAEIE B B A& AT AR
LI AR MEUE B E A KE R, RIS ER R
A0 ARE R B A R IS S | AR
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223 RELAHEENITE

1) FEEPERIG IR B, 76T A
B, BERCEA BA . ARG
RIAEAE R — W BT 2 18], K I A dis
FESIEER, RSB, X Rl s M
FrEE X OB, e IR DT ZE R 28 ST 5 0 5

20 iy kedl, RAESA 2 AT, BEE - (ENISEMER 2 M, RS TR EAN A B
RN B TR ZERNER L.
=1 FERRHENERREEESG
— K25/ (cfu - g=") lgX 16X T ot B AT S BICE A X )
X, X, lgX, lgX, /(cfu-g™")
1 190 210 2.278 8 2.3222 2.300 5 0.000 9 249 160
2 330 240 2.518 5 2.380 2 2.449 4 0.009 6 351 225
3 200 190 2.301 0 2.278 8 2.2899 0. 000 2 243 156
4 180 220 2.2553 2.342 4 2.298 8 0.003 8 249 159
5 260 180 2.4150 2.2553 2.3351 0.012 8 270 173
6 280 220 2.447 2 2.342 4 2.394 8 0.005 5 310 199
7 170 180 2.230 4 2.2553 2.2429 0. 000 3 218 140
8 280 260 2.447 2 2.4150 2.4311 0.000 5 337 216
9 300 310 2.477 1 2.491 4 2.484 2 0. 000 1 381 244
10 240 220 2.380 2 2.342 4 2.3613 0. 000 7 287 184
11 380 410 2.579 8 2.612 8 2.596 3 0.000 5 493 316
12 200 240 2.3010 2.380 2 2.340 6 0.003 1 274 175
13 180 160 2.2553 2.204 1 2.229 7 0.001 3 212 136
14 260 290 2.4150 2.462 4 2.438 7 0.001 1 343 220
15 320 270 2.505 1 2.431 4 2.468 3 0.002 7 367 235
16 200 260 2.301 0 2.4150 2.3580 0. 006 5 285 183
17 130 140 2.1139 2.146 1 2.1300 0.000 5 168 108
18 120 180 2.079 2 2.2553 2.167 2 0.0155 184 118
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MZE R (cfu - g™1) lgX SR SR (51X )
S YR K lgX 2= 1y Al
IR EL X, X, IsX, IsX, g 5% 257 7 H J(efu - g-)
19 160 190 2.204 1 2.278 8 2.241 4 0.002 8 218 140
20 280 320 2.447 2 2.5051 2.476 2 0.001 7 374 240
A1l 4 660 4 690 46.952 3 47.116 5 47.034 4 0.070 2 5813 3727
PR DU IR 252000 u, = (2 x0.5x0.1)/2=0.035 4,
S_/XQ&AQY (2) SEPRFRE m = 10. 00 g #f4d, JUAHRAE E BN »
PN mx(n-1) 7 u,,(m) =u,/m=0.0354 /10.00 =0.003 5.  (6)

Horb, X ONHEVERL, m R, n NEE WK
mAKX (2) RIS, 1§
S =

0.0702
, m_om%,
Hdr, m K20, EERE R 2.
PRI, ARUEASTE BE N

u, =S,/Jn =0.059 3//2 =0.041 9, (3)
HrpEZRE n 2.
e A B B YA R
ng:mxnxi;IgX"” (4)
e, i (4) XAlfg.
- 1
1gX—2OX2><(46.9523+47.1165)—2.3517,

o, BREREON X, FEARKm 120, BEUKn H2.
FARSBRAEAE I E B~ 5N -

walgX) = 5. (5)
i, B (5) A5
u, (g X) =(2): (3);‘} 3 =0.017 8.
2) FREEFESGIA RN EE. BUERR R B

WM, —URIERZR, N—UAENERE. BT
BRRFR BT AR Y, A LM R M ARA G,
DAL AR 3 L R E IR B, AR
N TBAHERE U=0.5¢(e=0.1¢g,k=2).

B TEAN 7 HE A -

3) B E AT AW E . KifE: JIG
196—2006 HiE, 4 20°CH, FRFR%HE 100 mL [
R E AP AR 1 mL ) A 2 200 )
HEMAREARZN 1.0 mL & £0.008 mL'7. |
IRHLE 25 AN G BE I BUA A B AR KT, i
AN B R A HE S R AT E R, BEE
I3AR.

FRUEA E FE R

u,(100) =1.0//3 =0.577 4 mL;
u, (1) = 0.008/y3 =0.004 6 mL.
T AR XS AN S FE A
u,,, (100) =0.577 4/100 =0. 005 8
u,,, (1) = 0.004 6/1 =0. 004 6.

TR PRSI REIR & 20°C , SEPRk:
DIREEEYEE N 18 ~26°C, MREEWE S NT +4°C, IKIREY
IRFRFCH 2.1 x107"/°C, JREES I b S i Ao B
HEBREARE R £0.084 mL,  +0.000 8 mL.
e TR A SRR 5) o3 A

FRUEANHE BE N «

u,;(100) =0.084//3 =0.048 5 mL;
u,(1) = 0.000 8//3 =0.000 5 mL.
DUJRF X AN R R
w,,;,(100) =0.084 5/100 =0. 000 5;
(1) =0.0005/1 =0.000 5.
PR AT AR E R, ILE T2,

®2 FHRBEIANIHEE
o AT BT -
BRI FERt A28/l - aa XS BRUE A1 52
u, Uy {AFH/mL
100 mL EL2g& 1R E{E +1.000 0.577 4 0.048 5 100 0.005 8
A 2% 1 mL 4y REIR A +0. 008 0.004 6 0.000 5 1 0.004 6

4) B A RS AR H 2 B FRIBORE
fn 10.0 g, JiT U EIBOCH TSB S A E

100 mL, FESMRAA, fE0 1010 Bk, I
HESH o A 2l 10 mL 73 B2 Wi A IR 9. 0 mL
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TSB, F A 2% 1.0 mL 2y EEE 450 B 1.0 mL |
WU ZE 9.0 mL TSB 1, fEH 1:100 fi .
WK 10 FEd IR, IR1F 10 15 R B
PR BRI = o S B A I B 3 FBC AT
VEBUINT 300 cfu FORRRG, 1 AAGIIR A e
H TR 1:10 1 1:100 B9 it BaREEsR, ABF5EnT
TR PAVR AU o R R B, PRLHR I
BN R 110 VERE R, kRS RES L ARIAEXT

u(lg}) =

AN B SRR A R 100 mL R R R S A
FXSANHHE L w,,, (100) AH55, ElI2g 0.005 8.

5) WUREI RGBT ERE. 12,0 mL 43
WA AW 1. 0 mL 28 2 AL, JFg | AR AT
HE R SHRR AR 1 mL i A ORI 0 R A
FIARAX AT ESE u,, (1) FH5E, R 0. 004 6.
2.2.4 ARFHMESE

B AR AT 2 BE Ak

= u,, (g X)* +u,,(m)* +u,,(V100) +u,, (V1)* | (7)

Wik, i (7) FArFa s A E JE -

u(lg X) = /0.017 8 +0.003 5> +0. 005 8> +0. 004 6> =0. 019 6.

AR AN 2 BE AN -

0 (Og0) =15 X x| 3 [u(x) /X, 17, (8)

I, B (5) A5 B AN E

u,,(lg X) =2.351 7 x0.019 6 =0. 046 1.
2.2.5 Guit#hr

FIHEAS: SPSS 17. 0 #4758 113 M, 4580
BT AIER 3. [ 1 S ki 5k X 5 bl PRl 8 L
2, R3IHW P A EE KT 0.05, BLHAALI %L
Pt B X B (L E 2S5 A

2.7

20 21 22 23 24 25 26 27
pUNIITIER

Bl RiESETESENERQ-QE
F3 EXMERR
Kolmogorov-Smirnov #6546 Shapiro-Wilk 556
St df Pa Siitat df PAH
0. 095 40 0. 200 0. 986 40 0. 884

226 yREAHRE

H12.2.5 BUR AR, Al s e 0, &
STHORE N 20 U0, BRRBBORERC 2 A P47, By
nx(m=-1) =19, BCEEKF-95%, N T 5pAisk

TS 1005 (19) =2.093.

WAEY A A, 15

U =kxu, (lgX)
=2.093 x0.046 1 =0. 096 5.

2.2.7 ®ERMER

AW T A P S X R R

Y=1lgX +U=2.3517+0.0965,

AI2.551<V=<<2.371 3. BUZXHEL, 20 i A
RLGVETE 95% B AR IR A T 7% % 180 ~ 281 cfu/g.
TSRS, 55 1 Okl ot o ST B R A X T oy
160 ~249 cfu/g.

3 SR

3.1 %

ABEFEAIN TRV K PR R
FIABIABER, IR 4. TR G AR A
FABER (0.017 8) Jmi K T HABTI AR B 2%
AWERE (0.008 2), 5H3CHE [16] A —

x4 THEESEILE

, " FRUEAH AHXAES DTk
T 2K
it H ﬁﬂ] ﬁwﬁ ETE %E %5/%
0.0419 0.0178 82.53 0.017 8

wit

vk eioalll| A 235
KF B 10.00

100 mL 51 =CEEfE B 100.00
I mLpEREE B 1.00

0.035 4
0.579 4
0.004 6

0.0035 3.19
0.0058 8.76 0.008 2
0.0046 5.51
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