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Application of Total Organic Carbon Method in Cleaning Validation of

Compound Amino Acid(19) and N(2) — L — Alanyl — L — Glutamine Injection

ZHANG Zhen' ?, SHEN Jingjian’, ZHAO Ming'
( 1. School of Pharmaceutical Sciences, Capital Medical University, Beijing, China  100069; 2. Beijing Sciecure Pharmaceutical Co. , Lid. , Beijing, China  101301)
Abstract: Objective
Compound Amino Acid(19) and N(2) — L — Alanyl - L — Glutamine Injection. Methods

validation samples,and TOC analyzer was used for the content determination of pollutants in Compound Amino Acid(19) and N(2) —

To investigate the application effect of total organic carbon(TOC) method in the cleaning validation of new type
Swab wiping method was used to wipe cleaning
L — Alanyl — L — Glutamine Injection. The flow rate of oxidant was 0.1 pwL/min. Results There was a good linear relationship between
N(2) = L - alanyl - L — glutamine concentration and TOC response value in the range of 0.199 —2.988 pg/mL. The limit of detection
(LOD) and limit of quantification(LOQ) were 0.018 19 wg/mL and 0.054 47 pg/mL,respectively. RSD of stability tests was 2.92%
(n=6). The average wipe recovery was 104.73% with RSD of 3.83% (n=9). The test solution was stable within 12 h at room tem-
perature. Conclusion The method has the advantages of short analysis time, high sensitivity and good accuracy, which can be used to
evaluate the cleaning effect of the equipment after the production of Compound Amino Acid(19) and N(2) — L - Alanyl - L — Glutamine
Injection.

Key words:total organic carbon analysis method;swab wiping method;cleaning verification; Compound Amino Acid(19) and N(2) - L -

Alanyl — L — Glutamine Injection;residue limit
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Tab.1 Results of the wipe recovery test(n=9)

WERR  TOC  RAZ MEE EkE X RSD
BE(ul)  (pg/mb)  (pg) (ng) (%) (%) (%)
400 0.664  397.60 425.80 107. 03
0.643  397.60  402.65 101. 21
0.678  397.60 441.23 110.91
600 0.835  596.40 614.30 102. 92
0.820  596.40 597.76 100. 15 104.73 3.83
0.824  596.40  602.17 100. 88
800 1.020  795.21  818.23 102.79
1.070  795.21  873.35 109. 72
1.050  795.21  851.30 106. 95
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A B C D
H1 BEEREELRAE
Fig.1 Swab wiping route and method
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Tab.2 Results of the stability test( x 10 *ug/mL)
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12 54.10 148. 00 773.00
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Tab.3 Results of cleaning validation of the samples

KL B & WXL R(x 10 png/ml)
HE 5 HE 5 128
DEC HAZAM AL RRALD 124
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WA RAE R 132
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k% 0.22 pm I Bk T W E 86. 4
HEAA tERAEGRE 176
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HEgd 148
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B4tk hedz o 128
HhEEAD 217
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