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Abstract : Objective

adopting freezing separation technology, and then to investigate its performance. Methods

To explore the preparation of an internal quality control material for tumor maker by
Pooled routine
noninfectious residual serum was used as the medium for the quality control material for alpha-fetoprotein
(AFP), carcinoembryonic antigen (CEA), total prostate-specific antigen ( TPSA) preparation. By adopting
freezing separation technology,quality control materials with different tumor maker levels were prepared. The

In the

stability evaluation of preparations, the results showed that the stable period of the preparations was 12

homogeneity and stability of the preparations were evaluated according to the CNAS-GL03. Results

months and there was no significant difference between samples (P >>0. 05). In the homogeneity evaluation of
preparations,the results showed that the differences within samples and between samples were not significant
(P>>0.05). Conclusion The prepared tumor maker control material with freezing separation technology have
sound homogeneity and stability, which could be applied for the internal quality control in clinical laboratories.
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1.2.1 M wla BRI I, #0E | 3L AR A
Hh B RS I PR 52 86 % AFP, CEA, TPSA /K F+
T s[RI 2R AT 2% 26 T BT R (HBsAg) | T T 4 9% 7
(HCV) | N\ Z G 8 BB s 5 (HIV) R 25 100 H 46 I 45
S35 g B B T 4% 0T AR AR, B T — 20 C VKA R AF .
MR B NI 5 5L — IR A, R A E D HLLL 3 000
r/min B 0> 10 min, £ 5 38 40 B 5, 4% 10035 6L 7E
—20 CUKFABHARTE 24 h, BB T 4 CKFEZ 8
fif R B E) N BE 2 B, T A B R IS G218 IR 1 3/4
I35 Bk 432, A by AR 0 9% 10 37 R V. R i 1/4 1
175 1 A v {5 45 10385 1 2% 10 SRV . o TR 20 T B
FEM 5E L AFP.CEA . TPSA /K, g8 2/ ik 3 H
FRIKE AN A 3k B AR 7K -, w6 4 5 1 38 iCE T — 20
C VKA PR AT V8 VR AL B, B b T BV R 0 S A R
L 0 A B B AR AKE . 4 B L ARE BT I
WHIFEW I AGE & 30% 2 L AR 5 o A% i 1
T8RRI R A T B 2R Y A S ) A A LR Y
b, I 0.2 pmol JoRH L JE AR HEAT L UE. DL 0.5
mL A A7 TG B P MORCKE B 5T g i E AT e L Bt
FRAE T —20 Cok4E 45 .
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CNAS-GLO3 #i J7 %, BEHLEC 10 32 A il B35 i, K
Wi 5 JG 4y i F5 1~10 A1 10~1 AR T &l AFP,
CEA.TPSA Wi H 2 W, i@ #4531t 5H i F (A,
FAER F E/NT F IR FE (a=0. 05) , W) & B A &
WS MBI RS N Z S TR I EE L (P>
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W7 o4 b i B s AL 6 32 A B L B
HE KM AFP.CEA.TPSA Wi H 2 ¥, LLIKAE £ T
HRPZI (8, P B4R 1.3.6.9.12 /4 H R HLEL 6
A B S S L FRE R 5k AT E
S A H 5 LR 2 B E L, AT R AR R ¢
H/NTF 2005000 » BEBARE S Z (B 22 RG24 L (P>
0. 05) , FF S SR A2UE 1Y

1.3 Siil2#abs SRA SPSS19. 0 88 i 4k 1F ik A7
REF R GE vt AT SR ST REAS ¢ 56 A B R 3 7 2247
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1.2.2 PREREVEM ik A R R A A A IR R
x1 BHRAEKEMEREYRERYSENESE R (ng/mL)
B, AFP fiRfli AFP FifH CEA fii 8 CEA mifl TPSA i1 TPSA il
BT MW Mew MIw M2k M1 Mok M1k M2k BIR OB2w O BIR O HIK
1 8.92 9.08 69. 63 68. 83 3.22 3.32 19.23 19. 45 2.72 2.69 12.12 11.98
2 9.18 8.95 68. 44 67.42 3.31 3.19 19.35 19.78 2.68 2. 64 11. 86 12.12
3 9.12 9.07 67.58 68. 55 3.18 3.23 19. 88 19.23 2.82 2.76 11. 95 12.06
4 8.97 9.09 67.96 69.52 3.23 3.29 19.78 20. 16 2.77 2.65 11. 87 11.96
5 8. 89 9.05 68.72 68. 44 3.26 3.26 20. 11 19. 87 2.76 2.79 11. 94 12. 14
6 9.08 9.13 69. 33 69. 21 3.28 3.17 19.52 19. 44 2.69 2.76 11.88 11. 96
7 9.12 8.95 68. 49 70. 21 3.31 3.19 19. 47 20. 15 2.73 2.71 12.21 12. 04
8 9.03 9.02 67.87 68. 35 3.17 3.24 19. 87 19.25 2.77 2.71 12.07 12.21
9 9.09 8.92 68. 46 69.16 3.18 3.16 19. 46 19. 84 2.74 2.68 11. 85 11.97
10 9.07 8. 94 67.33 67.87 3.26 3.22 20.13 20.03 2.78 2.73 12.03 12.23
FHH 9.03 68.57 3.23 19.7 2.73 12.02
F 0. 38 1.67 0.63 1.32 1.56 1.26
P >0.05 >0.05 >0.05 >0.05 >0.05 >0.05
x2 BHEIAEKEMEREYRERBEEMNESER (x£5,ng/mL)
AFP CEA TPSA
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il R fE (e i (L i
IR 9.0340. 11 68. 660 81 3.2340. 04 19. 7340, 34 2.73+0.06 12. 00740, 16
H140H 9.02+0. 08 68. 5320, 70 3.2040. 03 19. 6620, 42 2.7340.08 12,0620, 15
H3NH 9.0840.18 68. 554-0. 80 3.2140.05 19. 90£0. 40 2. 7440, 07 12.06+0. 14
%64 H 9. 040, 10 68. 6940, 72 3.190. 06 19. 5840, 44 2. 740,07 12,0540, 12
#5940 H 8.98+0. 25 68.5520. 75 3.2140. 04 19. 7640, 40 2. 7040, 07 12,0440, 13
12 H 9.04+0.19 68.6320.73 3.2140.05 19. 7520, 40 2.7540. 07 12.060.18
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