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Cytotoxicity Testing of Plastic Parenteral Container Paveena Charoensit and Daweesapya Chaisomboonpan

1. w3asila gunsal uazansiadl

1.1 mzswaaanamiuussandasiorilnannis fgndunanaguanuasmainmn lussvi
Teutlszann 2553- 2555 MUAUTINNIEY 34 8N

1.2 (wadilaifiotwnzides L-929 mammalian fibroblast cell (ATCC cell line CCL1, NCTC
clone 929)

1.3 1ndasiin ldud ndasqanssmiziiadunasn (inverted microscope) gauimisia wuvly
msuaulaaanlyd lulasiieas haemocytometer uaz laminar flow cabinet

1.4 gunsel 1dud madwiumsidsasad (tissue culture flask) MadeNEadaINg 6 Viga
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1.6 m‘msLﬁyﬂqmaéﬁw%’umﬂﬁmLGUTGI Eagle’s Minimum Essential Medium (MEM) #il
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1.7 awnsidsaasdmiumssadulafiiiu 1.5% Tasmawdeon MEM Wianududuiy
2 1M (2X) waedl Fetal Bovine Serum 10% wazasazang neutral red 29 ‘li’llﬂﬁju‘?l' 47 D9FNaLded
wanAUTY 39 figumgil 47 asenizaiFes
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- Jageuauiadugdunauln (Positive Material Control) Aauwu USP Positive
Bioreaction RS
- Jagmuanwatudunaay (Negative Material Control) Aausiu USP High-density

Polyethylene RS
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(grade) (reactivity) (Description of Reactivity Zone)
0 Taifufie (none) Tiiwulasou q viameldsuneaau
1 Wuimiseann (slightly) wuLﬁaﬁﬁgﬂiwﬁﬂﬂnamﬂiﬁﬁumaau
2 Wuiwiae (mild) flL‘ﬁaﬁmwLﬂm\if\hﬁmagﬂuﬁuﬁlﬁ%umaau
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Cytotoxicity Testing of Plastic Parenteral Container Paveena Charoensit and Daweesapya Chaisomboonpan
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o R R gﬂLL‘U‘U Direct Contact Agar Diffusion
[TehalgN FUANNFAN
Grade Grade
BOE-1, BOE-2, BOE-3, PE A0 0 0
BOE-4, BOE-6, BOE-7,
BOE-10, BOE-11,
BOE-12, BOE-13,
BOE-14
BOE-8, BOE-9 PE A0 1 0
BOE-5 PE 230 1 1
BOP-1, BOP-2, PP IR 0 0
BOP-3, BOP-4,
BOP-6, BOP-7,
BOP-9, BOP-10,
BOP-11, BOP-12,
BOP-13
BOP-5, BOP-8 PP IR 1 1
BAP-1, BAP-2, PP 0N 0 0
BAP-3, BAP-4,
BAV-1 PVC 3] 0 0
BAL-1, BAL-2 Hu 0 0 0
a 4
ER AR

Wanagauanuluiivesmad il nziaseyseag MU NI AN UIIINANA 9T LA Y
UsiAanna DU 34 Mad mudsimvualy wan. Wsewaiia Direct Contact wW3suiigunumadia
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Cytotoxicity Testing of Plastic Parenteral

Container by Agar Diffusion Technique

Paveena Charoensit and Daweesapya Chaisomboonpan
Bureau of Drug and Narcotic, Department of Medical Sciences, Tiwanond Road. Nonthaburi 11000.
Thailand.

ABSTRACT Even though direct contact technique was used to screen the cytotoxicity of plastic
parenteral containers according to TIS 531, some difficulties were encountered when samples having
bag and bottle forms were found moving in the wells during testing. In order to be able to test all types
of containers, agar diffusion technique was applied to evaluate 34 plastic parenteral containers parallel
with direct contact technique. The L-929 cultures were grown to monolayer in Eagle’s Minimum
Essential Medium (MEM) supplemented with 5% fetal bovine serum (FBS). After incubation, the agar
layer (1.5%) supplemented with MEM in 5% FBS and neutral-red stain was added to replace the medium.
The samples were cut and placed on the agar layer. After 24-hour exposure, the cell monolayers
were observed for cell deaths beneath and surrounding the samples as well as changes in morphology
and cell densities. In this study, USP Positive Bioreaction RS were used as positive material control.
There were no statistical differences between both techniques (P>0.05). However, the agar diffusion
technique was a useful method for screening plastic parenteral containers made from polyethylene,
polypropylene, polyvinyl chloride and laminar. Therefore, it could be another useful method to be

implemented for the cytotoxicity testing scheme in order to replace the direct contact technique.

Key words: Cytotoxicity testing, Plastic parenteral container, Agar diffusion technique
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