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. %8 : yhewmnamuiinudulaianiuy
2 ezl Bugmbolddmsuamenumansulafiendy (Endotoxin) Tundndosisnda
Foimquasiefosdiownndd?s Kinetic ngldUiSomeinanasu (Turbidimetric
Method)
3, ANVAILLANTE
3.1 Wugmbefilifulusunsudadoq) WinkQCL Software version 4.0 Safulusunsafivsdain
waluladTndnsdnd nsuvednd 'iﬁum‘i"im's'uuﬁu.a.mamumamsﬁm%mﬁ%mms.ﬁu?mﬁan?ﬁu
Teaunsesusantavedey feuiunsminassuldinsmuundunss (Linear Regression) ks
AsuUuIEulAL (Power curve)
3.2 fiisnanslsznayly ﬂ']ﬂ'ﬁx’i']u‘tjm‘l!ﬂ'i};wﬁﬁi‘}ﬂ‘ﬂ’lﬂ?m’lfuI.5u'[ﬁ‘?lﬂﬂ%ﬁf?ﬁﬁﬂiﬂ‘iﬂﬂ'ﬁéﬁﬁléﬂgﬂ
¢ WInKQCL Software version 4.0 muRanifkasawioimsvadusunsy
3.3 Tugenien 1 nde Ussnoude
3.3.1 Limulus Amoebocyte Lysate U@ 100 tests/an 92474 45 999
3.3.2 Control Standard Endotoxin (CSE) 712w 10 724
3.3.3 LAL Reconstitution Buffer §147u 45 91
3.4 firaalunsanamuinandulafiendu (sensitivity) aglutag 0.01 - 100 EU/mL
3.5 aunsaldla 4,500 tests
3.6 s wndefiviunaudulafiondutiosndn 0.005 EU/ml 21m 100 w8, $7u3u 3 i
6. Fotwundug -
4.1 fvenans Certificate of analysis SnuStmduandrfuluusiag Lot nsedn
4.2 WFunsfuseanmsgumsudnan Food and Drug Administration {FDA) Usuinmauigaiusnm
4.3 lssrugdnsiodldTuinmsg IS0 9001 wienwwuienmsvdngtuueussen
_ 2.4 mydspsuianuiidaeudoufuinveesiisnmaiissun 2 - 89C
€ 4.5 godsueuihuedminezituyanisnin Batch v3o Lot) Wiafuivum wisuditodudn
4.6 imvuniunusegliteandt 1 U dunniudaey
4.7 dwouiidiinmeluladfafostdng e.d1ndes suasswin
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3. AnWSLanIE
31 Uﬁsnaumwmmm 2 ‘mmu
3.1.1 ‘UﬂlﬂB?ﬂ?ﬁ%ﬂﬂt'ﬂﬂlﬂiﬂ?ﬂaﬂﬁu‘]

3.1.1.1 mmsﬂmwmuﬁa Mycoplasma Tiunnin 180 anevtus
3.1.1.2 dunTansIanuLd e Mycoplasma lsitfesndn 50 cfu/mt lundnfuddiag
16 washivihliAn false negative
3.1.1.3 Tugmbien 1 ndes Ussneudae
3.1.1.3.1 Reagent USuas 5 ua. 311U 1 909
3.1.1.3.2 Assay Buffer USuns 10 va. $7u7u 1 9
3.1.1.3.3 Substrate Lyophilized USues 5 ua. 1 1 19
3.1.2 'zjﬂmmﬁwﬂummﬂsmaau‘ln‘iﬂ'iwmam
3.1.2.1 sﬂua{ﬂu'lmﬂ'mﬂummmwaau Mycoplasma Usenaudig positive nag
negative control
3.1.2.2 Us1emn live mycoplasma Yliralvifindumsefudyamanagey
3.1.2. S‘Lu‘ummm 1 ng9 Uszneumig
3.1.2.3.1 Assay Control U3unms 1 ua. 372U 1 999
3.1.2.3.2 Assay Buffer U3ims 2 ua. $uu 1 a9
4, Horivuniug
4.1 anansevsgsulel 50 tests/nans
4.2 'maauamﬂwm'lwmiauwummn’ﬁNam (Batch 3a Lot) ifenfufiamua Winualadud
4.3 ivuafunueenglifesndt 1 U tusindudway
4.4 deweuidrinnaliladfaiueidad o.dndes Luass v
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2. §nwuzialy Wuganaseudniogy
3. ANWAUSANTY
3.1 dugansaeasudmiunmamidagiunis Coliform uaw E.coli usrethah
32 1¥ndnN15 Defined Substrate Technology (DST) & 1UsEnauAa8 @13 o-nitrophenyl-B-D-
galactopyranoside (ONPG) Lag 9195 4-me’chylumbel£iferyl—B—D—glucuronide (MUG) 4 8n15
asIIvniegAunSitnam
3.3 gunsagunavadeuldlu 18-22 Halas wazausouwanalduuy Multiple Tube Method
4. darimuniue
4.1 ‘H‘ﬂﬁli’]ﬂﬂauﬂvlé’ff’m 89M1UNTATEIN Standard Methods for the Examination of Water and
Wastewater, APHA, AWWA, WEF 9223 LLasLmutaﬂm‘wﬁﬂ‘%;m‘luﬁ’uLauai’tm
4.2 fipgmsldvnibivesndn 8 e Wunnfuiidweu uasssyTumuneny (Expiry Date) finann

windnsiagedaian ninonansiusemunmanguin (Certificate of Analysis)
4.3 BUMUTIY 200 packs sipnaswansioe
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