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Validation Tests for microbiological examination of Triamcinolone acetonide API

GUO Junling
Tianjin Vocational College of Bioengineering, Tianjin 300161, China

Abstract: Objective To establish a microbiological limit test for Triamcinolone acetonide API and verify it. Methods Three
independent parallel tests were performed on five test strains of Escherichia. coli, Staphylococcus aureus, Bacillus subtilis, Candida
albicans, and Aspergillus niger according to the plate method. The recovery of each test strain was calculated, to verify the feasibility
of bacteria, molds and yeasts count methods. Results The addition of 0.001% TTC bacterial chromogenic reagent to the nutrient agar
medium could effectively stain the bacteria and ensure the accuracy of the bacterial count. The sterile pH 7.0 sodium chloride-peptone

buffer 100 mL plus 10 g of polysorbate 80 was used to prepare the sample solution, and all the five test strains achieved good recovery

(>70%). Conclusion The methods for counting the bacteria, molds and yeasts of Triamcinolone acetonide API was feasible.
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Table 1 Effects of different concentration of chromogenic agents on the formation of three bacterial colonies
TTC KI5 4 v T B <o B0 1 2 K A 1 B il 2 AT T BT 4
1 2 3 P 1 2 3 R 1 2 3 R
0 47 56 62 55 77 66 85 76 62 67 78 69
0.0005% 53 55 60 56 75 81 72 76 66 63 72 67
0.001% 50 54 60 55 74 71 80 75 63 62 70 65
0.0015% 38 41 47 42 60 55 65 60 56 49 60 55
x2 KBSRAETMITECER IR
Table 2  Verifying test of Escherichia coli with plate counting method
pH7.0 TR M- ARG pH7.0 TEW M- ARG pHT7.0 TE W S AL 11 iR G2 ok
20 5 100 mL:10 g 2 114475 80 W 100 mL:15 g 5 1L %L0E 80 W 100 mL:5 g 2B 1h %47 80
LRSS [ /% [EhlE [FI /% [ihiE [FI /%
X 68 94 54 69 60 69
[EpiL 54 54 54
L Eilbo 51 89 35 67 54 98
PR b0 20 18 22
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Table 3 Verification test of Staphylococcus aureus by plate counting method
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ZH 5 100 mL:10 g ¥ 11 %415 80 100 mL:15 g % 1L%L[E 80 W 100 mL:5 g 211154 80
[ERES [ /% WL B/ % [kt [HBC% /%
R 83 92 66 72 71 76
[Espiid 74 74 74
T e 71100 72 97 52 70 70 95
A 15 13 18
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Table 4 Validation of plate counting method for Bacillus subtilis
pH7.0 THESEALM-E RSN pH7.0 TREAM-EEREME  pH7.0 TS AL - H 1 RgE
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Table S Validation of plate counting method for Candida albicans

pH7.0 JE W S -3 1 R G2

pH7.0 JE W S -3 1 R G2

pH7.0 JC IR S H- 3 11 iR 2%

21531 100 mL:10 g 2 (%45 80 100 mL:15 g (L %45 80 PP 100 mL:5 g B 11541 80
[Ebr3 E& 7 L (A% /% [LRE% Eli&7
5 54 83 49 72 50 74
[EapiL 58 58 58
FRREFAINT B 55 95 45 78 58 100
A it o4 TR 6 7 7
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Table 6 Validation of plate counting method for Aspergillus niger

pH7.0 o B S ALH- 2 RS2 b

pH7.0 JG 1 S E- 2 11 R

pH7.0 JG 1 S -2 1 R

20 ) 100 mL:10 g 2 L% 80 W 100 mL:15 g 5 1L %L0E 80 ¥ 100 mL:5 g 1L AL 80
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B 54 54 54
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