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Evaluation and analysis of internal quality control results in food and drug testing laboratories

Yang Xiao
Shiyan Municipal Institute for Food and Drug Control, Shiyan, Hubei

[ Abstract] Internal quality control is the core means for food and drug testing laboratories to ensure the
accuracy and reliability of test results. This study summarized the internal quality control data of a food and drug
testing laboratory in 2024, including four categories: spiked recovery experiments, parallel sample determinations,
quality control sample assessments and blank tests, with a total of 486 sets of data. Through statistical analysis of the
pass rate, distribution characteristics and deviation trends of each control indicator, the weak links in the quality
control system were identified: spiked recovery rates of some items were too high or too low, some technicians had
insufficient precision control in parallel sample determinations, and blank values showed seasonal fluctuations. In
response to these problems, improvement measures were proposed such as strengthening personnel operation
training, optimizing standard substance management, and improving the early warning mechanism of quality control
charts. This study provides data support and practical reference for the continuous improvement of internal quality
control systems in primary food and drug testing laboratories.

[ Keywords] Food and drug; Testing laboratory; Internal quality control; Spiked recovery; Quality control
chart

518

HE 235 SR A HE B 2 5 T S A it 24 A S
B =M OIS . B e R A S 2 R R
PP M 2 1 8 DU B 1 D ) s i, A
HHE ) 22 7] RE T BN B A% SN T 3 B A%
AR, PIRPIE L 2iG ™ e R PRI, AT
FFAERFA AN R MR R, R SEIR =
ZBU I B A R TR

PN 15T 4 A e T A Rl b O R 0 A ] i sk
By SPATREINGE « BRRE i A% X SR A A
RE NS S Ik B AN 1R A7 AE ) R R iR 22 S R LR
2, PRI VA R S RSN AR, oA it
W SEAGR SR, SRR IR AT RV
SR, I SRR ] 5K 5 57 B et
7 R R A I R o EL T AE

AT, PR 24 R S 6 5 P S R

EHRIN: H# (1988-) 5, WHLTHEAN, B, A%, WK BEDH, OTAiim. fab gyl


https://jafs.oajrc.org/

H

i 24 R U S0 A P P B R AR A R VR 5 A

A 2 R T B — VRN AR, X 2 4 B i
5 F Bt & B0 10 [k o0 A ARG (B = 21, AR 9T
X T A T 24 A SO AT U BT 2024 4 A E P
BB A ORI, Wb R SPATRE
FEXI R ZE SRR e L R 2 B DY A4 2 J T
G, BIEVEN AR TAE AR 2K,
TSI P Stk A

1 BEKIESHE

1.1 #%4BkRE

BRI T A 2 A B A I BT 2024 4F 1 H
2 12 AN E R sk . %506 = F BRI
XN £ DRAEE a2 2 i I I B R 5 R,
o Y e 2 B SR SN )R AR 2GR R
WDFEAR S 24 i o DN A

A BTG AT B EE 486 41 bR
[l s at 218 20, ¥ &% 26 NI H 3 “FAT RN 2
156 41, 78 55 3 i 5 245 W PR R B 0T TR AR 5 X 68
M, WA IEAAEY RN E SRS SHER
44 1, RS BRI 7 VR I AT AR B 2 1 SRS AT
=P

1.2 HIRIE S P AT A

P NG P (e T 7 e P e
MTTEERRAE R BAR I E , RFRUE RS GB/T
27404-2008, LL 80%~110%H & A& ¥ o AT FENI5E :
B ERAAR I DAAE O 25 AN 10% 8846, 258
B EE U 2% 64, AT RO B
ZEAHANHERE 0.25 NEM . B WE i
TARE LA VA A G A SEE: E
SRR T A PR A B

13 %t 7k

K H Excel AT 848 40 KIC B 540170t e
THE R LB B S AR RN, T2 TR
B ARiEZE RARER IR . AR AR 2Z 7
BRA 2 /5, P<0.05 NZESFEAFHITHHE Lo

2 R

2.1 BARER

486 HEHE S EHEFEN 93.8%. ST b1 15 i
MAFER: IbsEICSEL 96.3%, F4EFE % 1%
95.6%, “TATFENE 90.4%, 751525 88.6%. AN
or i Andek: £ AR R 94.7%, 24 sl e 2
95.2%, MM 91.5%, BB 92.8%.

22 MAREDICSE B s R

- 18 -

P2 R £ 1 T s P N e S A
72.5%~118.3%, “F151H 96.8%, A% 210 20(96.3%) .
FIH Y057 B B IRIZEF I EER 98.2%, A%
K 97.5%; KRR 95.6%, GF&FK 95.8%; HE
JB 2 94.3%, B HE T 94.6%; 255 BIEZ 99.1%,
HHEE 98.7%

[EISCRAG T 80%I1 5 A Kk e i AR 255k B 5
B TR E s ST 110%0 3 438 R ¥ s o
IR 5 24 S e o AN EA% IR R 5 TH,  [BIICR
K58 Z 080 B A3 R A O, I 5 i 43 b R
1) 32 Jo 25 S AH ST

2.3 CPATHRN 2 4

156 L PATFEEE H & 4% 141 41 (90.4%) - &
i FEALAG AR S w25 0.3%~12.5%, “F-15) 4.8%; #f
HEIME 0.1%~3.2%, V1 1.3%; WA EoT
HZ1{H 0.02~0.35, 715 0.12.

NG 15 Hrh, XMW ZERPRE) 12 4, A
Yt B ZEBRRG 3 4o RTACBRIRAMEARMTE R
B AR RS E AT 75%~100%,
Hrb 4 ZKT 85%, FENFRABESHESEK
W, HFEEEDBE, WG E R A,

24 Rttt R

68 LT BE H A% 65 4 (95.6%) o AiEbs
HEYD N E 48 4LEH% 47 41 (97.9%) , BFEHEHZ 20
PHAEM 18 24 (90.0%) « ANEHE 3 4: 1 HAKH
B0 S (L B AR HEE PR, 2 LE AR 2R AR . (LAY
i DN 5 R K

25 RAFRHLER

44 17 AEFER A 39 41 (88.6%) .« kR 5
H AT RS A (200  RIGFREEENE A
Q) ABAEDIE RIS E (1K) o HirEF T
7. 8 Ay, S st N RAFIFERIE. F0E
KB,

3 5 TE

3.1 R iEHR F AR

B RAIE 93.8%K PRI TAERAZIE.
DUASZE B 15 A8 28 1 7 R 0 [ET AT ol 25 o 25 %>
SPATRRIN > 7S S5 . X —HEP O TR F R T
BRI R 22 5 IR [IUSCE SRR B T 4 5 18 A,
7 SRES AEE 5 R oT EARA TE UKL

32 AT EPA

H—, #ATH bR EER A T IR ZRES .

SN

B



H

B 25 WA I S0 A SRR R S5 SR PP 5

SEHE 5T A 2G5 B IR AR A, 5 (3 RS o B
X AR 0% S R HR R AT SC 2 v
PEIRATAEFE TG DR, 75 S FH 8 Joft DT e s 4 Blbm
HEIMN R IED,

B NI AT R RS S A 2
SR RE i AL B A P ATRE 22 K, R AR 2
S5 BRSNS 732 g o) st () B A SR T A ) [
AEAEEOAE A FH o bk 5 L5 355 P e T P 42 o v — PR 2
R -

=, BAPMEMAEETHRES . B R AN
TEVANZ FME LT, BB mAS H FR B
TELER, WM B B i 00 58 A8 AN E

3.3 AKtHE

s N BRSNS, SHEEEEHA LKA
RZHE IR, B SEATeE OCE IR, 5
JE SEMESEEEE L . AL, B NG R
NG -

MACARTED) R AAFE B iR T30 A Ml
A, o SRR E A . 52 R
RS2 )RR A7 2B /Ny 70 U e S it

5E 3 0 15 B TUB ML) o T AR W 30 H 2 SR
=EHE, BEEERSTR. s BdEEsm
T 5 PR B AT B PRI, B Bk 5
HEE S IEfE . fK4E RB/T 214-2017 (KGEAG L
P8 BN E g AT VPAN S B A AT LA 36 FH 225K ) 181, A
SR INLAL R 38 S H R FFIC S B BT, MR ID R
IbRiR fEAE DRI RER . R E RS K.

3.4 BB R

AW FA S T — A5 BE R — A S50 = (1) 25
Wi, BT REATAE R IR o ANTR] SEI6 = A I ATk . A
R SFEMER &5, BRER R A AR, &
Gy KRB ZFES AL = AT, B
AT AL IE L

4 Z5ig

% SEH0 = AR B LK R, B A
R 93.8%, SRM TSI GAS R 88%LL .
IobR B PR B A A R R, AT E

-19-

5SRO IIIATT . AN R ERIE R . FE
i B 5T 2 R S B IR R R R R R P A SR N
LY PS ) IE NI N R AT Wil (= 82 NS AVADiE el
TENLE] A G R T K . AR EE A i
2 iGN S8 = A AT o R AR A T A S S S
K%,

RPN

FkaTHs, FREE. &R sIS = RS HA R
5z, & 52 ERER ], 2020, 11(8): 2543-
2548,

XU, MR SIS = R RS NS T Tk ST e
FR[I]. T EREASIN, 2019, 27(4): 52-56.

ZEHIRE, RX/INGHE, B 3 O RN e B S o AT S
AR IERBE[T]. 2 HT1L2E, 2020, 48(10): 1345-1352
JEdEAE, TR RN AR 2 e AR 25k B N s 4 R
FISZ M U], £ 2 & AW 24 4R, 2021, 12(5):
1896-1901.

INFET5, K. FAETIRIE X S5 =R A IR
M. BRI 5 SEI0 = HE, 2019, 27(6): 41-44
RET, R SLIE A [ SR R ] AR R
BE A 7RI, TR E A S ESINGR, 2020, 31(12): 215-
220.

MREEAE, T, P S i A 2 R R 8 1 40 5 T B
JTE]. b5 HUE, 2019, 35(11): 78-83.

(2]

(3]

(4]

(3]

E FAEA T B 25 4. RB/T 214-2017 K364
T T 5N SE RE FIIFAN A I6AS U AL 38 F 2R [S).
bt A E bR R A, 2017,

(8]

FRAUFEBE: ©2026 1E# -5 FFBGRBUY I 72 0y (OATRC) it
Ho RLFELEBIRILZELTAIKRKRE.

https://creativecommons.org/licenses/by/4.0/

MOPEN ACCESS



https://creativecommons.org/licenses/by/4.0/

	引言
	1 数据来源与方法
	1.1 数据来源
	1.2 评价依据与判定标准
	1.3 统计方法

	2 结果
	2.1 总体情况
	2.2 加标回收实验结果
	2.3 平行样测定结果
	2.4 质控样品考核结果
	2.5 空白实验结果

	3 分析与讨论
	3.1 质量控制体系整体评价
	3.2 存在的主要问题
	3.3 改进措施
	3.4 局限性及展望

	4 结论

