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Study on Sterility Test after Using Non-PVC Bivalve Soft-bag Injection in PIVAS
ZHU Huijuan, HUANG Weiru, ZHANG Shengan, LI Rong, ZHANG Ailing, GAO Wei, LI Yanling (Kaifeng Chil-
dren’s Hospital, Henan Kaifeng 475000, China)

ABSTRACT OBJECTIVE: To study sterility test after using Non-PVC bivalve soft-bag injection in PIVAS. METHODS: The test
was divided into 3 groups according to the type of transfusion solution packaging and dispensing environment. Group 1 received
Glucose solution using bivalve soft-bag, dispensed in PIVAS; group 2 received Glucose solution using bivalve soft-bag, dispensed
in wards area; group 3 received Glucose solution using plastic bottle, dispensed in wards area. After puncturing 1, 3, 6, 9 times
(n=80), finished products placed in ward for 0, 2, 4, 6 h (n=20), and then sterility test was conducted with membrane filtra-
tion method stated in second part of Chinese Pharmacopoeia (2010 edition). Infusion contamination of 3 groups was analyzed at
9th puncture. RESULTS: The growth of bacteria was not found in group 1; the positive detection rate of group 2 and 3 were 2.5%
and 3.8% (n=320). The total positive detection rates after puncturing 1, 3, 6, 9 times were 0, 0.4% , 04%, 7.5% (n=240);
the positive detection rates of group 1 were all 0, those of group 2 were 0,1.25% ,0,8.75% and those of group 3 were 0,0,1.25%,
13.75% (n=80). After 9 times of puncture, the positive detection rates of group 1 after placing 0, 2, 4, 6 h were all 0, those of
group 2 were 25% ,5% ,0,5% ; those of group 3 were 5% ,15% ,5% ,30% (n=20). CONCLUSIONS: The use of the Non-PVC bi-
valve soft-bag injection in PIVAS can effectively prevent microbial contamination.
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F-30~35 CHiFE 14 d; 50 L 5 T IRRBE SR SE I 4L 1R 2
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WAk 3 2 A AN [ TE ) PRI 2 0 65 Ll e () P 2 A
TSRO PG P 5 2R, SR FR B4 SPSS 16.0 43 Jil itk
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Tab 2 The positive detection rate of each group

A5 B CEL B, 9% ) Btk (B, %) &it
B4 0(0) 320(100) 320
oLl 8(2.5) 312(97.5) 320
H34 12(3.8) 308(96.2) 320
At 202.1) 940(97.9) 960
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Tab 3 The total positive detection rate of different puncture

times
FRIVC PRPECHLB, % ) PARECHLB, % ) A
1k 0(0) 240(100) 240
3 1004) 239(99.6) 240
61K 1004) 239(99.6) 240
9K 18(75) 222(92.5) 240
At 20(2.1) 940(97.9) 960
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Tab 4 The total positive detection rate of different placed

times
T PHECELE, % ) BAtE (il % ) At
0h 6(2.5) 234(97.5) 240
2h 6(2.5) 234(97.5) 240
4h 1004) 239(99.6) 240
6h 7(2.9) 233(97.1) 240
At 20(2.1) 940(97.9) 960
#®5 F2 3AFEAFRXEBSAEMEEIRIPA R HZRLE
R (n=20)

Tab 5 The positive detection rate of different puncture
times and storage period of group 2 and 3(n=20)

— R T

MR = 3w ek ok 1k 3k sk 9K
0h 0(0)  0(0) 000) 5(25%) 000)  0(0) 0(0) 1(5%)
2h 0(0) 1(5%) 0(0) 1(5%) 00)  0(0) 105%) 3(15%)
4h 000)  0(0) 000) 0(0) 0(0) 0(0) 0(0) 1(5%)
6h 0(0) 0(0) 000)  1(5%) 000)  0(0) o0(0) 6(30%)
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Tab 6 Comparison of positive detection rate of 3 groups with

different puncture times

FHE AN PR M B Bk % 7 p
/4514 80 0 100 0 - -
/45241 80 0 100 0
/4534 80 0 100 0
3414 80 0 100 0 2008 0.366
3524 79 1 98.75 125
3534 80 0 100 0
6/ 14 80 0 100 0 2008 0.366
6/45 241 80 0 100 0
/534 79 1 98.75 125
/% 140 80 0 100 0 1171 0.004
9524 73 7 91.25 8.75
9/45 341 69 11 8625 1375
IR B AR, T AR
Note: “~” means the same number, and no comparison
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