R 2 AR 2023 S5 5 HEE 5T B S Chinese Journal of Veterinary Drug <41 -

doi:10. 11751/1ISSN. 1002 - 1280.2023.05. 07

fsf e 1) PV S0 W ) A 2 00 1
CEWANE N OESE ST

+x/, 2 = -+ *
¥X %, FH,KFEE, BRE
(e s 2 2R T, b3 100081 )
[WFmHHI] 2022 -10 -20 [XCEAFRISFE]A [XE4RS 11002 - 1280 (2023) 05 -0041 —06 [ FESHZES]S859.79

[ F] AWBREAREBMUNME SRR, - FSRABNKAKT , AAFRT 2E4H
BB YA B AL B 1B S E SRS B R W R )t xt, R (P BB 25 82) 2020 4
HRC— B T S 0701 v, 8 58 3% & K 38 2 o DA B Bl & 1 E Bl RN T & R & (CNAS) #LE iy
REFHAARREA W 2R R EEF 7 £ A Ss<0. 30 U 2R A & #4734
BAE, KA RETER |z -y (<030 BUMHFRATRIESZ, KA Z b B3P &
SmERENMNRER, SWAREHLM 36 XREHRNEZREY B XERNFE, &
BEILT%,

[RSEIR] o8 18] 0P v A Ao B 5 R Ty Mo 5 AR R 05 2 He e B

Result Analysis of Laboratory Capacity Comparison for Content

Determination of Sulfamonomethoxine Sodium Injection
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Abstract; In order to strengthen the capacity — building of veterinary drug inspection and testing institutions and
further improve the level of detection technology, veterinary drug testing and other relevant institutions were
organized to carry the capacity comparison of content determination of Sulfamethoxine Sodium Injection. According
to appendix 0701 potentiometry and dead — stop titration of the Chinese Veterinary Pharmacopoeia (2020 edition)
and the procedures stipulated by China National Accreditation Service for Conformity Assessment ( CNAS) , this
comparison was carried out. The homogeneity of the samples were tested by one — way ANOVA and Ss <0. 30

criteria, respectively, and the stability of the samples were examined by ¢ —test and |x — y|< 0.3 o criteria

which met the requirements. The Z — score was used to evaluate the test results of each participating laboratory.
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Among the 36 veterinary drug testing laboratories that participated in the capacity comparison, 33 were satisfied

with the results, with a satisfaction rate of 91.7% .

Key words: content determination of sulfamethoxine sodium injection; capacity comparison; dead — stop titration;
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Tab 1 the distribution of participating laboratories
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Tab 2 results of content uniformity of Sulfamethoxine

Sodium Injection incapacity comparison samples

R MERE S/ % MERI2 FH/%
1 97.67 97.05
2 97.32 97.30
3 97.08 97.39
4 97.19 97.60
5 97.71 97.35
6 97.80 98.01
7 97.72 97.67
8 97.67 97.93
9 98.30 97.81
10 97.92 97.78
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Tab 3 test results of homogeneity of capacity

comparison samples
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HIWER |x -y ¥W/AT 0. 30, KU T &
‘92 —5" 5d =

|x =y | 0= 197.6135 - 97.7225| = 0. 1090

197.6135 - 97.6312| = 0.0177
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Tab 4 results of storage stability at 40 °C and
relative humidity of 80 %
HCE S d B 10 d
vk 5 W5 Ty W WiE Py
FEA . ]
1/ % 2/ % {8/ % 1/ % 2/% AH/%
1 97.39 97.72 97.56 97.94 97.96 97.95
2 97.59 97.59 97.59 97.85 97.73 97.79
3 97.39 97.59 97.49 97.47 97.67 97.57
4 97.78 98.00 97.89 97.48 97.68 97.58

A 97.6 97.7 il 0.89 0.39
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Tab 5 results of long — term stability
FCE 21 d HE 42 d HUE 126 d
(EN M 1 s 2 SFIE M 1 e 2 P {E e 1 s 2 FEE
1 97.65 97.58 97.6 97.54 97.73 97.6 97.69 97.65 97.8
2 97.64 97.60 97.6 97.74 97.79 97.8 97.67 97.79 97.7
3 97.67 97.52 97.6 97.58 97.72 97.6 97.39 97.32 97.4
4 97.55 97.71 97.6 97.78 97.57 97.7 97.14 97.25 97.2
T H 97.6 97.7 97.5
t {8 0.99 0.57 0.34
¢ ISt ! (20+8-2) =2.06
8 SR tfH <o IGSHAE, FAE
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Tab 6 Summary of test result statistics
M35 5 SN = SRR W/ % BRERRIUOMEE % BB/ % H/IME/ % W22/ %
il 36 36 97.4 0.43 99. 1 95.4 3.7
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Fig 1 frequency distribution of participating laboratories’ results
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Fig 2 Z -score of participating labotatories’ test results
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