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Evaluation the potency of low— molecular— weight
heparin by bio— statisticalm ethods
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Abstract Objective D iscussion of bio— statisticalme hods for anti— factor X a or anti- factor lla of bw — molear
lar— weight heparn ( IMWH ) evaliation M ethod Chranogenic assay was used for b — activity of IMWH by
quantity response parallel lne analysis D ifferentbio— statisticalm ehods and design w ere can pared for experi en-
tal reliability exan inatbn potency and precise n analysis resulis Results The differences of several bio— statitical
methods and design by parallel line analysiswere snall and not statistically sgnificant(P > 0.05). Conclusion
Several bb— statisticalm ethods and design could be used in validatbn of the anti— factor Xa or anti- factor lla
chram ogen ic assays for the potency assessment of IMWH by parallel Ine analysis when the resulis confoms to the
stand ard
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Tab 1 The results of several bio— statisticalm ethods and design
(mehod) 4+ 4 (mehod)4s 3 (m ehod) 3+ 4 (method) 3+ 3
n (PT) /U (PT) /U (PT) /U (PT) /U
c05mL-le -1 (FLy%  * Q5mL-le -1 (FL) %  * 0.5mlL- 1+ -1 (FL) %  * Q5mL-l -1 (FL) %%
1 5307 12 5399 14 5340 14 5345 15
2 5191 4 5114 4 5123 4 5160 5
3 5131 5 5131 5 5138 5 5154 6
4 4918 7 4923 8 4916 8 4914 9
5 4949 8 4947 8 4945 8 4943 9
6 5062 9 5081 10 5090 10 5100 12
7 5106 9 5136 11 5129 11 5127 13
8 5023 6 5048 7 5050 7 5057 8
9 5134 8 5067 10 5112 10 5145 12
10 5034 8 5007 10 5018 10 5034 12
T SD 5085 +115 g§t2 5085 £132 9+3 5086 +118 9143 5008%122 103
3.2 4 3 3« 4 3 3 PT ( 1),
IMWH -FXa , (P> 0.05),
, R 4+ 3 3« 4 3 4+ 3 3« 4 3 3
*3 ; , , 10 4+ 3 PT 4+ 4
, PT 4 4 , 3 4 33
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Tab 2 Using bio— statistical me thods and design for the experin ental reliability exam mation passes
(methad) 4* 4 (method) 4 3 (method) 3* 3
(PT) (PT) (PT)
n /0 (HL) ( experin ental /U (FL) ( expermental /U (FL) (experinental
0.5mL-! reliabiliy Q5mL-! reliability 05mL-! reliability
P P o
. -1 exan ination) . -1 exam ination) . -1 exam hation)
1 5187 4 (unrelib ) s101 5 (reliabk) 5160 5 (reliabl)
2 5162 4 (unrelib le) 5144 5 (‘unreliable) 5140 6 (reliable)
3 5238 10 (unrelib k) 5202 10 (reliabk) 5241 12 ( reliabk)
4 4987 7 (unrelib ) 4969 8 (reliabk) 4971 9 (reliabl)
5 5120 8 (unrelib k) 5109 8 (reliable) 5146 9 (reliable)
6 5022 10 (unrelib k) 5045 10 (reliabk) 5050 1 ( reliabk)
7 5325 10 (unrelib ) 5339 10 (unreliable) 5310 1 (reliabl)
8 5007 6 (unrelib k) 4989 7 (reliable) 5001 9 (reliable)
9 5198 9 (unrelib le) 5121 10 no passed 5188 12 (reliable)
10 5012 9 (unrelib ) 5008 10 (reliabk) 5031 1 (reliabl)
3.3 4 4 )
2 2
6
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