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Uncertainty Measurement Evaluation of the Content Determination of Prednisolone API by HPLC
QIN Li', XIAO Ying’, WANG Ying', FAN Ya-gang' (1.Yunnan Institute for Food and Drug Control, Kunming
650011, China;2.Shandong Institute for Food and Drug Control, Jinan 250101, China)

ABSTRACT OBIJECTIVE: To establish a method for the uncertainty measurement evaluation of the content determination of pred-
nisolone API. METHODS: HPLC internal standard method was adopted to determine the content of prednisolone API, establish
mathematical model for uncertainty evaluation, analyze influential factors and evaluate the factors. RESULTS: HPLC internal stan-
dard method showed the contont was 98.8% ,and expanded uncertainty of prednisolone API was 1.6% , and the determination result
was(98.8 £ 1.6) % ,k=2. CONCLUSIONS : The method is suitable for the uncertainty measurement evaluation of the content deter-
mination of prednisolone API by HPLC internal standard method.
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Fig 1 Cause-effect diagram of uncertainty of measurement
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107" mlo ph LA E 33505 WA BT 190 50 ml S AN E L
N V(2.04x10 )™ (7.78x10 ) +(—5.52x10 *)* =5.93x 10 *
ml. PRI B3 A P (T 30 2 Yk 50ml S5, OB e
V/2x(5.93x10 7)7 =8.39x10* ml, WI{5 I 50 ml 5 JHiF3 B 4H

xRt Ay S0

AN 5 BE Sy Mo ﬁ‘ﬁi AAATE , 2050 D5 ml A BT
E’a@iﬁ:%j@i0.015ml,mUu(VR,l):%:6.12x10*ﬂmlo
Q%% [/l — 5 ml F% W 45 W B 5 ml 7K il A i i, B, A R

FE 10 Wk, A5 B AR HER 225 0.018 5 ml, M N8 22 i u (Vi) =

=2.04x10""

=1.68x10"",(2)5 ml BIIEHY

.01 3
2.1x107"'x5x(10.9— 20)

V3 —5.52x10 * ml, LA F 3TH4 RS

FURHERE ]V (6.12x10 )+(5.85%10 *)+(—5.52x10 )’ =
1.01x10™* ml, V{5 F 5 ml B Y 5 A R A ALDGE B AN 22 82

e (1) (2) A B A R

B ARG B AN 5 B 10 ( V2) =V/(1.68%1077)"+(2.02x107)°
=2.63x107", BRI PRIt AR 55 % BEL SR AR ) L DR P bR 4
AR B A B AR R A S w0 ( V) =2.63%107%,

3.3.4 Xl HEL ot e T R AR X A VAN 2 0 A) 5 AR B
W TRTRR B AR X AR HEASH E T w0 (As)  BIEREEE G ME, JR A S
ANHRE B o IBOGT BRI W i SR 6 U, 4 A B0k Je A JE R
AR A G TET R, R DU 28 R AU, A5 2103k JE b Je 0 T
FUNPR IR 224 | 142.7, F30 E RN 2 264 197.6, WARHG &

FE u (4y) = 1\1;*63'7 —466.5, A 4% 1E R W 5E JE w (Ae) =

=2.02x107"%

466.5
2964 197.6 =2.06x107"; [A] HH, PN AR 5T 04 TR A b v Ol 224

1202.2
V6

=1.38x10"",

1202.2, I FH A 3 558 565.8, MK E BE u(A4s) =

490.8

=490.8 MM AFHERBIEIE ()= 5 oo o

HEZGS 20154855 26 4555 33 1



3.3.5  HHR S FRECGE AR EATA E E wa (W) WATAE
BE B MT IR “3.3.27 0, NHAE B (W) =u( W) =4.16x107
mg. 2 RS B FRBGE 2351 4 50.37 .51.19 mg, W HAHXF bR

N 4.16x10 ", 4.16x10"
yﬁﬂﬁnzrﬁuw,(m):\/( ) -

( )'=1.16x10"",
50.37 51.19
3.3.6 SR BB AR TR EASEN R BE wa (V) 55 INFRA)
FAR RS AR XS AR UEABA A BE wa(V7s) 53 A7[R]3.3.3”
Tt ARRAREAIE BE (Vi) =un(V'5) =2.63x107°,
3.3.7 AL WA THT FR A AR AR HEAS B 8 B 00 () 5 MBI BT
W TRT AR A A AR TEAS I 8 S wa(As)  RAIM2ZETR IR A
WET ARG I AR ERE . Yn=20f W22 HREC=1.13. F¥I7
Be il 2 3 sl S VR, BRI R S R 29k A5 R AR 1
#1 HmIEERNELER(n=2)
Tab 1 Results of the peak area of test samples(n=2)
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ki 1 {2 i 1 ki 2
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Tab 2 List of components of relative standard uncertainty
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(4 1.38E-04 9
L) 2.23E-06 10
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