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o o, ‘L'd < S rlv o s a, o 2 a . A uoe o
2amsusild - Wugmbeniddmiunsiaviinaidulnfiondu Endotoxing undadusonda

T TnquasieSedionmmdheT Knetic TngWUFRTu s Tam ity (Turbidimetric
Method)}

3, Anvnzanie

3.1 Lﬂu‘qﬂéﬁm*?i'l*z’fﬁ’u“iﬂsunsuﬁm%agﬂ WINKQCL Software version 4.0 faifiuTusunsufivnadnin
walulad¥iduddnd nsuladnt 'l%‘lun’aﬁtﬂ-mﬁuau'i'nm’mmaﬂ"s'sﬁfmmﬂ‘%mmtﬁu‘[mﬁan%u
InsamnsaduanmeEsy mmm'unsw{mmﬁ'\u‘lﬁmnsﬁﬂu.umaumse (Lmear Regression) Wag
ariruuEln (Power curve)

3.2 uLanaﬁﬂsaﬂau'l‘um's'hmu'nawﬂ-}mmqamﬂ%mmaﬁuimﬁanﬁu%wﬁu’l’.ﬂsuﬂw’c{mfmgﬂ
WInKQCL Software version 4.0 muﬂmauumaummmaqms‘um'iﬁ'sunsu

3.3 1u'zimmm 1 nans Ysenounay

3.3.1 Limulus Amoebocyte Lysate 9u1n 100 tests/aa 317U 45 90
3.3.2 Control Standard Endotoxin (CSE) $1uu 10 va
3.3.3 LAL Reconstitution Buffer 375U 45 v
3.4 feaibdlunsanamuBinaiulafiandu (ensitivity) aglugae 0.01 - 100 EU/ml
3.5 aunsoldlel 4,500 tests
3.6 U ndeiiiuinuadulafiondutiesnii 0.005 EU/ml aunn 100 w. Sy 3 vn
4. Yosmundug -
4.1 fllenens Certificate of analysis 9MuFSndnantiuluusas Lot nswdn
4.2 WFumsiussanasgumsninn Food and Drug Administration (FDA) Ustvransgautm
4.3 lssrmuifrdindedldfuninsgiu 150 5001 wiasuwenasndngmiluuauesen -
1.6 msdpsulenuiidaeudoaivinumefiaamgivssnm 2 - 89
4.5 yraaeuiuvedminasidiuvganistdin Batch wie Lot) Fenfurionun wiaugiletuih
4.6 iwunfimaeghivosnds 1 U uantudaoy
4.7 daneviidihmelulabTafusided 0. mdos Lunsswiin
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1 %p - mmmmﬂwma‘lu‘lﬂmmamwsammmmmum
2. anvanaly Lflu-mmmﬂ'aamsumsm‘mmL'zsﬂu'[ﬂswmammm'mtsﬂunam Tua
T¥ng

3, ANERISLANIY
3.1 sy na'umu‘zmmen 2 '&mmu
3.1.1 qmmmmsﬂmma’luTﬂswmam
3.1.1.1 mmsnmwmwa Mycoplasma lfnnth 180 anentus

3112 ﬁ'amsnﬂsmwuvzfa Mycoplasma eeania 50 cfu/ml Tuwar;mm%'umn
16 warldvilifin false neative

3.1.1.3 Tuymben 1 ndes Usenaudae
E: 3.1.1.3.1 Reagent USRS 5 ua. 3 1 90
i 3.1.1.3.2 Assay Buffer USns 10 va. $70u 1 100

3.1.1.3.3 Substrate Lyophilized USunss 5 wa. 1Y 1 10
3.1.2 'zfmmmmuﬂummwmaau‘lﬂﬂmmam

3.1.21 Lﬂuﬁmu'1enmur-1uu'18'1m5'1=aaau Mycoplasma Ussnguss positive uas
negative control

3.1.2.2 Y3n live mycoplasma 3aldralifindunsedufinsvagey
3.1.2.3 lugmiien 1 ndes Usenoudae

3.1.2.3.1 Assay Control USums 1 ua. 379U 1 999
3.1.2.3.2 Assay Buffer USuns 2 ua. 37wty 1
4, dafvunBusg
4.1 anunsevaaaulsl 50 tests/nang
42 'zmmuamﬂwaﬂwuua%‘Uuwmsmam (Batch 3@ Lot) ifienfusiavam wiauﬂuaaum
{ 4.3 mwumuwummq‘tuuaumﬁ 1 U Muniudauny
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1. %8 YPRTIBHBURYEUNSY Coliform was £.coli lummaghaln (dwiunsasudiui
, 200 #9BEN)
2. fnsaeialy uganaseudniagy

3. SnunKanIY
3.1 Wuyarmsasudmiuasianilieqfiunid Coliform waw £.coli tushegnh

3.2 1¥vnd'nn1s Defined Substrate Technology (OST) ‘é" qUsenaunae 419 o—nitrophenyl—f_’)-D-
gatactopyranoside {ONPG) Wae @1% &—methylumbelliferyl»B—D-glucuronide (MUG) 1 8015
anawideiunidfnam

3.3 aunsadunanadeulily 18-22 $alue uavamnsowanaldiuy Multiple Tube Method

4. Yofwuniiung

4.1 ¥ans29avil 8198911 5g11 Standard Methods for the Examination of Water and
Wastewater, APHA, AWWA, WEF 9223 sazuuuenanswdngiuluinaussim

4.2 flengmislienbitosndt 8 (feu Suantuiidwey wasssySumuneny (Expiry Date) Aaan

ranfnsiadedaau wienenasiusamuamanindn (Certificate of Analysis)
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1. 48 Pyroger-free Dilution Tubes

2. dnwaviall  Wunaesuilaviinuneannds Wdwmiudesiasararomnasgu
3. AnvslaNe

3.1 Wunassudilardausasnnds Tdddn

3.2 wapauivuIn 13x100 ua. ussyluvsssgliflsuwssd wasiudogananainladndu
3.3 windadsryUSinandulanienduliasnin 0.005 EU/tube

. VafvundY 9

4.1 flanans Certificate of analysis nuSdgnantiulmsiaz Lot mswdn
4.2 lssrgrfindpalddummsgi 150 9001 wiannuuenaswdngwiluiuauasian
4.3 yadwnuisnluvasimivaniuynnisudn (Batch v3s Lot) eafuvianun
4.4 fvuadunueenglidesnd 1 9 Jusintudany
4.5 JUIAUTTY 30 aeR/Qe
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