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1. % mﬁwmmmmﬂ%mmLSuTmﬁan%u
2. Snvausialy LUu‘mmm‘l‘zxmmumsmmﬂsmmmﬂmmn%u (Endotoxin) Tundnfueieonda 3 PPl
uaziAdesiounnd #u3s Kinetic lagliufizensTarugu (Turbidimetric Method)
3. dnwuzlany
3.1 LUU‘UG]L!’]EJ’lm‘UﬂUIﬂSLLﬂ'iJJﬁ’lLWiU WInKQCL Software version 4.0 mLUuTUsLLnsuwwNmun
weluladFfueidns nsuUadnd ’LﬂumsaLﬂﬁuwuavswmumamsmswmﬂsmmtaﬂwanw 10y
AT IUNANITNAADY WIU‘UﬂUﬂi"rWM’]mﬁ’lﬂﬂVNﬂ‘i’W\lLL‘U‘ULﬁUWN (Linear Regression) uay
NI UULIEUTAY (Power curve)
3.2 manmsﬂsunau‘lun'ls'lsmu‘vaa‘mmmms'JwnjsmtuLaumeaﬂsdus'aunummnmﬁmasu
WINKQCL Software version 4.0 muanauiRuazausanisvesTusunsy
3.3 Iaublumsasadnandulatiendu (sensitivity) agluga3 0.01 - 100 EU/ml
3.4 flenans Certificate of analysis mﬂuswwwammnﬂmmav Lot A1SHER

3.5 1m'sumssusaqmmsmumwammn Food and Drug Administration (FDA) Ussineansgeuiin
3.6 awsalgla 4,500 tests

3.7 lugmhen 1 ndes Usznaudae
3.7.1  Limulus Amoebocyte Lysate ¥ua 100 tests/¥7m 972U 45 970 (t3AGu)
3.7.2 Control Standard Endotoxin (CSE) $7u7u 10 970 (tdnea)
3 7.3 LAL Reconstitution Buffer $7uau 45 170 ({181387)

3.8 mU'smmamawuﬂsmmau‘lmwan%uuaamw 0.005 EU/ml us39wauila vunm 100 faddns
mmu 3 970
4. darmundu q
4.1 yndawouiluvesimivasfuyansudn Batch wis Lot) Weafukimun wiougladu
4.2 fMvuafumueonglidesnin 17 Yuaniudaey
4.3 daeufidwinmaluladfAneidnd o.urntes suassvdn
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3. anvuzlany
3.1 Wuyansavseu dmiunsravutieyduvidd Coliform wag £.coli Tushagah
3.2 1¥wdnn1s Defined Substrate Technology (DST) Fausenaudng as o - nitrophenyl-3-D-
galactopyranosnde (ONPG) wag ans 4- methylumbelhferyl—B D-glucuronide (MUG) 1iie
msmwmmaaauwwmnm?

3.3 mmmmuwamaaﬂc‘ﬂu 24 $lus warannsoulanalduuy Multiple Tube Method
4. ferhmundu 4

4.1 UIAUTIY 200 viasanenasINansiue )

4.2 1ﬂ‘iUﬂ’ﬁSU5mmmmumn AOAC (Association of Official Analytical Chemists) uagiuy
wnasunlutuduses

4.3 umams’l'wuluuaumw 6 Woutiuanuiidaeu wavszyiumuneny (Expiry Date) finan
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3.1 gathewsanudelulaswanaun

3.1.1 'waﬂmsmmumﬁaﬂgﬂsmmammﬁsvwmLauimimn \¥o Mycoplasma wasthemsinasy
‘[mamsamﬂsmm ATP ﬂauLLa~waqmummwmaau‘luwamﬂmmnm

3.1.2 mmmmwmma Mycoplasma 1#1nnnd 180 aneiug

3.1.3 awnsansranuide Mycoplasma Téifesnin 50 cfu/ml Tundinfusirimglel wazliviltiAn
false negative

3.1.4 Tu‘qﬂﬁ"\m 1 naae Usenounie ,
3.1.4.1 Reagent Y3u1as 5 ml $737u 1 970 )
3.1.4.2 Assay Buffer U3ums 10 ml 97u2u 1 970
3.1 4 3 Substrate Lyophilized Y3105 5 ml 97u2u 1 970

3.2 ‘vﬂmma'mﬂummm'maau Mycoplasma

3.2.1 L’d'u‘ummmmuaummmwaau Mycoplasma Usenausie positive uag negative control

3.2.2 J57797n live mycoplasma Jdhineliiindunsefugvimvmeaey

3.2.3 'Lu‘mmm 1 naos Usenaumae
3.2.3.1 Assay Control U3u1ms 1 ml 971U 1 1In
3.2.3.2 Assay Buffer Usuias 2 ml 377U 1 979

formundu

4.1 ansonaaauld 50 tests/naeq

4.2 yodouluvaddmivanduganisndn (Batch v Lot) iisafusiavun wiongiledudn
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3. anuslany
3.1 Wuhusrendeiiiviinadulafiendutesnin 0.005 EU/ml
3.2 fllenans Certificate of analysis MnUSEvEndniAuluusiay Lot n1sudn
a. dofmundu 9
4.1 urslurpuiala wuiaussy 100 Jaddns
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