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Chlamydia tíachomatics
Cr J",id,d,o."1 lobro"lc ntra'al rír1' nn'pJhosé oóo. eó
bactera sFecies r lhe Oenus Ch amydia Chlàmyn à lra.homal cs nie.ton s one oithe
mostcommon sexlallylrarsm tled diseases (STD) ri hàs excéeded qon.4hea às lhe
SrD^''1éro-t,1 d_F À'r ro Lo-1l"or40ooo o.or o .,o at irè,-, i
(NGU). C lréchotrràrics intecton has both à high prevatence and.sympromatic caíiage
rate, w Ih Í.eouènr serors comp i.alrons in bolh women afd neonat;s Cony,ti..ri{ri§;r
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Neisseria conoÍrhea
As one ormostcommon sexualy lÍansdrtted d seases, GonoÍhoea s.aused bv rs
pathoqen s Nesseria Go.oíhea HuÍr.n body is soe hosl ol N. con.Íhea whjc-h
usualy adheres to coumnar epilhellalcels ofmucosa surJ.ce Palh.(entc maleria s or
\.Loro...eoaornt. , ".0.oé" 1,-T!, ep. ., i","" 1",@èr ^lr'd[-,l!rntp. ro c' è "r'.ornol '11ic'd.F, ,.n..o o,irq ",-"1'oJql orn ' 'r dl:r ' d 'è ' t oo ' '.e. De..i
iníàÈmator\7disease oropharyngea and €norecta dse:se Cono.a..a .onlunctivls
and d ssehirated gonoíhoea n c nica ma. reslat on ThereràÈ, t is very rlrpona.r io
earlydagnoss a.d treahènl oÍ N 6onoíhèà.
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casselte s à burqlndy colored pad wh .h .onlalnrn! .onjugales oÍmouse ànliClrtamvdia
mo.oclonatànt body and colo dàlqod Íhe olher paftoíthe casr.te tsa n toce uose
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óólórórl band nd.aleslhe nesalNe resull olChlamyd a tesl
Íhé Gonoíhea anr(len tesl sftip consstsoftwo parts.IhenÍ§ rj.nolthe càsserle sa
o-'o,' I/. oo è. o:d \''. , i or d, r.l, on. qor6. o .o .", Cor o.t". o.o tor"
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When àn adequate voume oÍ lesl specimen s d spensed nro lhe sampe wet orhè
ia'|le l-è.pn 1é1 ,o'"lpsLr.dnr,i.".liond.o .' ,..\.ta tLo..r.tp.
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Íhe test caÍd a sóoontainsa qua U conlrolC band The supcírous conjugales of
molse anti Ch aírdia or GonoÍhea monoclonal anlibody and co to da gótri m q rates by
caplrary acl on aclossthe càssetle Th€ nrmure comple; was.!Dtured;n the 
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SÍORÀOE AiID VALIDITY
. -lè j lo,o bF or.d dr. -. . r- a, oo u,o o./ ot", é Fjo ", tpd .oT trqt.. Tr-r ó.tdè..p, tèoè tloLohtFe..raiolo"F. -oo" r" -"|"jp;rf. Do nol Íreè7è
. Do not use aÍtèr lhe expiraton date ind cated on ihe packàq€. The vaidty dur.tion ls24 months.
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-1.ooryoÍ.p-, 
ó, ot- 'ór ó,.ró^ét., ,o-- D-.-^.or ot. tdn)orJo

re " ooo'."1d loro-o. "1o, rF!11qLp^-.-pro!idó,/dbtó
ceilurarlssues rarher rha. jusr secrer on Èorbmare endocer; cat speci;ens the
spec me.s aré nvald f the swàb inserled nio endocèry calcannat is ess than j/2 dccn
o', or, nr r,-d o,.,o èr,i..t o. .d1. dt, ó 3 r o. . it4 L,-rl,dt. ppi r-a r. rt-è
specimens èrc inva id f thè patient urinates w lh n th or the swab tnserled inro urelhra

Theoperalon of suab accord ng ro lhè i.slruiron on swàb abe fg
Forfehale endocèrvicat specinèns:
' llse ony dacro. or poyestertpped slèrie swabs tl is recommended to lse the swab

s!ppled by the klls manulacturer Swàbs with collon I ps are not Íecómmènded. Bèfórè specme. core.lion. remove eicess rnucus irom the endó.ervóà aÍea wrh a
sèparale swaborcotlon bal and disc..: Íh. swabshoud bè inserted inlo the
endocerulcacannal.pastihèsqlamo.orufloaÍjuncuon,unritmostoÍ1hetipsnotónger
v s b e This w I permit a.quisilton oÍ.ot!mnàr or.ub ca epilhet a cet s wh ch àre rhj
main resefro rotCT.nd NG oÍgànisms Firhly rcl.te (ctoókwse oranlcockwise) lhe
swab i. a cÍcle and stay ror lO se.o.ds witholl beinq .ontamtnated with exocervi@t

For malè urelhral spècimens:
. St.ndard Dacron tipped slerte swàbs shoutc be used Íór uÍethràtspec mèn cotectionll ',L.lrrod'a 1,,o o.ro' t.,pFi -Fr.o[è .01
. j..n qe.^rb.b -ó Íat r,oo,r-.in .-o d,t. o,.rè",

a c rc e and stay Íor 10 sèconds . withdraw tr .fd p àce it inlo rhe extÍacr on tube. iÍ th;
swab maybelested immèdialely lÍ nor, pacè rhe spec mèr inlo a drylrafsporl lubè Io,
transpon ànd slor.qe.

For male urine specimèhs,.oiè..r-'r.\ irp,"o,,o,r é."t. .a10- | {".o,.1s .1ónd!nr .o.i
jd.to.È..d. o i. .1oóoó.ó.róorómtc.r. 11- | ,pno..rq.

. Specmef sho! d ba slored 24 hours at 2 8'C. ir mmèdiare tesl no s nol alowed
.oó. n ó, .0. . nè. 1 " r. d,dr .1to, ".r 
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!O^ |,r rt-o {ë."r. .e ..t q"." | " " .t tr; dr iol]l],p n, 'o. 
. , lA. , '. Discard the supe.nalaft càreÍuty Turn over rhe cèntriÍLqalrube absorb lhe resid!à

Lrinewith àbsoöe.t papèr
Storage ofspecimèns:
. 'h- nëo, rd,l É oÍ-d o ,t -n , at )A '/ I L B

oi - 8'. -r^ s o.b,oupl' . . io. o'1 .è..., . -tód.h. te.,np Lpe, . ai
mmediately after co lèction

. Al spècimens shoold be brought bàck into rcomlemperarure of t5 3O.C beÍoÈ resting

É. ÀocÉdunp
. Read the enke procedure carcÍuiy priortol.sting. Br.g resls spe.imen ànd butrer to

Íoom iemperature {15 30'C) belore use
' Do notopen the forl pou.h untt.eady to peíDrm rhe lest

. Place thelesls on a ciean and Íat sldace.. Exlr.c( Crr amyda lrachomatrcs and Nesse a Gonorhea antigens àccording to

Prèparè endocéruical or Urethral swab specimens:
.AddSdropsoÍbLíerAflolheextractoÀlubevertcatVtmmersethesDecimenslvab

r1to.hóó,1.i.01trbó . | .eèzè .. a . .b- à- j .i rr, .nèr ièpp
lhe swàb i.tolhe exir.clon tubè Íór 2 m nules

. Add 5 drops oÍ bufieÍ B rnt. the same èxtraction lube Deposir may be pÍoduced tn the
mxture Squeeze thè t!b..fd tw the swab ior 15 l mes Íhen keeD the sw:h nróthe
cxlraction tube Íorone m rule The soLtion w tbe bÍown Íltre swab wnh bloodsq.",.-".dd càd,, I i t1'tr o.p...,--/.,. jor i.Dóxrt-d.oooer. AdJ , d oo\ ol F\Íó, t, .aolc 1, a.,r- 1o1 I o" o oo.h, - or o NC .dmprF
wèll(S)on lhe lest óass.lle.. Re.dtheresultwithnl0l5mnutes Pos tive resutt may be readwirhin tOmrnltos'lool/p'è ,lrr.\ bp / jel-r-r,irr. Do oi1tè.p.è'11ó.p.,'rtert5

III1ËRPRETAÏION OF RESULTS

Chlamydia Trachomatics test strip:

:Fl
POSITIVE: rwo coored bands appearon lhe mehbrane
On. band appcars n lhecontro regoniol ànd anolher bard
app..Ís n iholesl reoion (Í) Ihe res! tis posilve Íor CT.
Íhs is ind cates tlrere has Chamyda Trachóírarics Anligen

NEGATIVE: ony one colored bafd appea.s !n the.DntÍo
Íe!] on (C) Noàpp.rènt colored bànd appears n lhe rest
Íèoon (T)T[è rcsu t s neqatve Íor CT, This s ndcares lhèÍe
has no Chamyd a TÍaclromatics Antigen in thè specm_èf.

INVALID: Conlrolbànd rais to appear Results írom any rèst
wh Lh has.otprodLced a conlro bànd arrhe speciiièd reàdi.g
lim. musl bc ds.arded Pèàse reviewthè prócedure and repèar
wirh a newt.í lÍthe !robèm peÍsisls, dsconlnue using the kil
immediately and coftacl your loc.ld stibutóÍ

:H

:r.l

:l"l:

:ll:l-.1
Neisserià Gónorrhea lést sÍip:

:H
POSITIVE: rwo colored bandsappearon the hehbEne. one
band appeaE n lhe contro Íegof(C) and aiolhe.band appeare
n ihe tesl region (T).The rèsull is posl ve for NG, Th s is rndicates
there has Nesseria Go.óÍhea AnlOen in thé specimer

NEGATIVE: oilyone colorèd band appeaÍs n thèconlrót
jJlon (L). No.ppaÍenl coloÈd band appeats in rhètesrregon (T).

The rcsult s positiveÍor NG This ts ndicatèslhére has Neraseri;
GonotrheaAnliqen n ihe specimen.

NVALID: Conlro band Íais to appear. Rèsu ls froh arylestwhich
has nol produced a conlro band allhe specÍed read ng time mlsr
bediscarded Pease reviewlhe procedure and repeal;th a new
lcsl lílhe problem persists, d scontnue usn! lhe kt immediatey
and conlact your localdist.butor.t-l

NOTE:
The lnle.sl1y of lhe coór in test region (T)hay vary depend ng on lhe tuncenràno. oÍ
aimed substarces prèsent n lhe spe.men Bul in rhe va id tme èven the coor band s
veryweek, theresull should be regard.d as pos tive

'I{,lÍ'AÍIÓiI§ 
OF THË TEST

' Béèd 1óq réo..iè.urF, .iro 1o.,p I op,-o.1n." _dJ e.o

2 TheTest Kt is Íor Frofessiona n vtro d agnóstic use, and shoutd onvbe Lsèd rórrheqJcl'. i," oèrp rnr orC1", 
',o'" 

-o ,ond,i. s dro \-r,,ard Colo,: ea "nt.ën§3 As wjlh alldiagnostc lests, a dèÍin 1!e cli.t.atd aqnos s shóutd rot be bàsed;n the
.esults oI à sing e lest but shou d only be confrmèd by rhe phys cian ajier àltc nica
afd labóratory Í ndlnos have been evalLaled.

4 This kil is rlended foran ad n the! aanosrs oÍ Chamydra iràchomulics and Neisseria
GonoÍhea nÍeclon

5. Ony Dacron or Polyesterswab can be lsed lo co[e.t €ndocetui.a samp]és, and ihe
kil hàs Dacon swàbs



PERFORMANCE CHARACTERISTICS

l ll)25.ases were delccled simulaneously wilh lhc En@de Chlanrvdia lrachomallcs
anlqen lesl ktà.d the same k.d ofproducl lry b nd methon lhe íesulls were as

2. 1 OOO cases rerc dètecled simultaneously with lhé En@de Neisssia Gdorhea
antigèn i€sl ldt and ltp same kind of prcducl by blind melhod. Íhè Íe lts were ë Íollos.

219

10

3, AMlyli@l sènsiIivEl

4 Analíical Spoc ícity: compaÍed wilh difÍsrenc6 k nds lnfection Íàcto6 and the lèst

5 lrterfere.ce:Afier lesllng,lhe tollowing nledercnces have no eiÍect on lhe resllls
soll/m whole blóód, smo/m mucoprote n, soPl/ml ur n{r. sriig/ml nyslal n, 5 mg/ml

miconazo e, smg/ml linidazo e sms/nr metmnldazoe (sels),50u/m Jieeryin (olon)
50!/m Fuyinlie(olioi).
lnlra-balch DLscÍepancy:The lest resulls €re the same in one batch.
lnteÈba1ch DiscÍepàncy:Thelestresullsarethesanein diíeÍentbatch
Hook efiect No high dósè hook elíeci was obseryed wheniested wth !p toa
@ncenlrarion ol2.ox108 iíu/mlch amydia posilive reÍerence, ànd 30x108 cfu/ml

6

8

gondheà pcitive reÍerencè.

PnEcAUTioras
. Fo. dlsposable use only
. For polessional n vitíó diagnoslic use only.
. Íhe speclmen dilullon b!íercontains sodium azidewhich may rèactwth lead or

coppeÍ p umbing to form potènially expl,)slve meia azldes. Do noldnnk orsmellil
. Dó nol use the devces when lho pack.oè s damaged.
. Do.ol use the swab whef lh€ packagc is damàged.
. Do rol r.LFr,..n9é ó. ^ ..eroerl§Íor) di16renl lots.

' Do nol use aÍterthè exprauon date ind cated on the package

' Do not touch membràne beÍore peíornlance
. AtreÍ lhe lesl pÍocedurè is compleled, drsposeoÍthe lesl kil,tlbe and swab accordlng

. BufÍer Arcalses severè skin bums and oye damage.

. BLfier B:FatallÍswalowedVeryloxiclo aquatic life.contàctwth àóids lboralos very

. The ki shàll be stded rn slo6l acco.daoce with lhe @oditrons speoÍed rn lhis ma.ual
Ple@ do mt storè lhe kii undeí líe2nrg 6ndilions.
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