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1. %9 : gongmsmUinandulafiondu

2. dwneiold lugatherlddmsunsemuinandulafiondy Endotoxin Tundnfusierdn
Trinquastaiesdionnmefeds Kinetic IneldufnzennsTnaaugu (Turbidimetric
Method)

3. ANWZIANIL

3.1 WuygmheAldfuTusunsudagy WinkaCL Software version 4.0 FafiuTusunsiinmsdnin
matulad@rifudidns nsulednd 'LﬁﬂumﬁLﬂ'ﬂwﬁuavﬁamuwami'm's';'«m'tﬂ%mmLSuTmﬁan?&u
Tagamnsngunanivadau eufunsnasgiuldiansmuuuidunse (Linear Regression) uay
nsmuuuEUlAS (Power curve)

3.2 uLana'l'i‘u'wneu‘iuﬂws‘lsumwuawm{fﬂafmﬂamﬂ%mmé‘ﬂmﬁan%ui’mﬁ'uiﬂmnsuﬁ%‘%agﬂ
WInKQCL Software version 4.0 mugnieifiasmudfeenisyaddusunsy

3.3 lugathen 1 ndes Ussneude

3.3.1 Limulus Amoebocyte Lysate 21U 100 tests/47% §7U7U 45 999
3.3.2 Control Standard Endotoxin (CSE) 971121 10 7@
3.3.3 LAL Reconstitution Buffer 97u2u 45 1a

3.4 fealdlumsmsramuiinanduladiondu (sensitivity) aglutas 0.01 - 100 EU/ml

3.5 @ansnldgla 4,500 tests

3.6 tuswnndeiiivinousulafienduiasndt 0.005 EU/mL vum 100 ua. $1uy 3 9

4. forfmundug - |

4.1 fiienans Certificate of analysis 9nuisminantifuluusias Lot n1suda

4.2 1ifumsfuseansgunisudnain Food and Drug Administration (FDA) UssinAanigalidn

4.3 Vssnugfdndedldduinasgiu 150 9001 wienuuuenansndngiulufuauesian -

4.4 msa’waamuﬁaamuﬁeﬁauauﬁamﬁu%’nmmaaﬁqquﬁﬂszmm 2-8°C

4.5 yadeweuiivvodlminasiduganisndn Batch wia Lot) iRenfuimmn wiougiledudn

4.6 AwuaTuvumenglitesnin 1 U ueniudmey

4.7 daneuitdninimaluladtasusidnd o.uinges 2unsswdun

(WsEEwe #3nua)
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1. %o ' ‘mmmm'mmL‘ualulﬂswmamwsammmmmmm
2. anwaznall Lﬂu‘ammmwhamsu m'sm'i'mmL‘zfa‘luiﬁ‘swmaml,wumLﬁzﬂ,umam.ﬂmm
Tring

3, ANWUTIANIE
3.1 Ui"ﬂ@‘Uﬂ’iEJ‘ltﬂU’]EJ’l 2 'mmu
3.1.1 mmmmmmLﬂzjalu‘[ﬂiwmam
31.1.1 Eﬂu’ﬁnmi’mmt‘na Mycoplasma lfunnnia 180 mawuﬁ
3.1.1.2 31509519l Mycoplasma lgitfaania 50 cfu/ml 'lumamnmwu'nma
1¢ uaglsiliiA false necative
3.1.1.3 luyatien 1 naes Uszaeudae
3.1.1.3.1 Reagent Y3115 5 ua. 3w 1 99m
3.1.1.3.2 Assay Buffer U3inas 10 8. $7u7u 1 999
3.1.1.3.3 Substrate Lyophilized U3uns 5 va. U 1 1R
3.1.2 wmmmmmummm’maaﬂlu’lﬂswmam
3.1.2.1 uJmgmmmmuqummmwaau Mycoplasma Usznausag positive uay
negative control
3.1.2.2 Uswian tive mycoplasma 3shinalvilindunsiefudvinmveaay
3.1.2.3 'Lu%ﬂmm 1 nans Usenause
3.1.2.3.1 Assay Control Y3105 1 u&. 917U 1 7990
3.1.2.3.2 Assay Buffer Y3195 2 1. 9774 1 990
4, farfuuadug
4.1 aunsaveaeuld 50 tests/nans
4.2 yndsuouiuvedlmivasfuganiandin (Batch vde Lot) Wentustivan wiaugfledudn
4.3 fiwusiuvunanglifeendt 1 U uantudwey
4.4 daeuiidrinmalulatdsosidns o undas Lunssedn
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1. 99 LAL Reagent Water
2. dnwadenall duhuseand@elddmiumsdeseieglumsasaUSinadulafendy

3. AnwIBAWE
3.1 Wihusmnndeiifiviinaduladionduiesnds 0.005 EU/mL
4. darvuady «
4.1 fionans Certificate of analysis nnuiEvgniaiiuluisias Lot mskan
4.2 lssugudindadldSuumsgiu SO 9001 wienuuuenansudngulufuduesiam
4.3 gadwoudiouuvedveiuaziuganisndn (Batch wie Lot) Wenfunavun
4.4 Awuniumimenglsitosndt 1 ¥ duantudwey
4.5 YURUITY 100 Na./1m
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