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Aptimae OnwrTe nHcpopmaumje

OnuwTe nHdopmauumje

HameHa

Tect Aptima® CV/TV Assay je in vitro TecT amnnudukaLmje HyKNemHcke KucenvHe 3a
netekumjy RNK 13 mukpoopraHmsama nosesaHmx ca ByfnBOBarMHanHOM KaHAWOMja3oM U
TPUXOMOHMja30M. TEeCT KOPUCTU TEXHOSOrMjy amnnundukaumje nocpegoBaHe TpaHCKpUNUmMjom
y peanHom BpemeHy (TMA) 3a oTKpMBawe 1 KBannMTaTMBHO U3BELLTABaHE€ O pe3ynratMma 3a
cnegehe opraHusme:

» [pyna epcma Candida (C. albicans, C. tropicalis, C. parapsilosis, C. dubliniensis)
» Candida glabrata (C. glabrata)
» Trichomonas vaginalis (TV)

Tect pasnukyje C. glabrata op rpyne Bpcta Candida (C spp) Tako wto umrba RNK
komnoHeHTy RNK-ase P pnboHykneonpoTenHa; TeCT He pasnukyje nojeguMHadHe BpcCTe

y okBupy C spp. 3a TV, oBaj TecT umrba pubocomcky RNK (rRNK) u pasnukyje pesyntar
oa pesyntata 3a C. glabrata n C spp. AHanmsa je HameheHa fJa NoOMOrHe y gujarHosmu
BynBOBarnHanHe kaHauavjase u TPUXOMOHMja3e Ha ayTomMaTtu3oBaHoM cuctemy Panther®
KopuwhereM y3opaka BarmHanHuMx bpuceBa Koje y3umajy KnnMHu4apu M naumjeHTKUHe

ca KMMHWYKOM CINUKOM Koja je y ckrnagy ca BarMHUTMCOM WMy BYNBOBarMHUTUCOM.

CaxeTak u objawHere Tecta

CvHOpOM BarMHUTUCA KapakTepulle HU3 CTawa: uputauuja BarmHe v ByrBe, HernpujaTaH
MUpUC, ncuedak u npyputyc (1). Yspoum BarmHMTMCa YKIby4yjy MeXaHuyke n XeMujcke
dakTope (MPOM3BOAM 3@ XKEHCKY XMUIMjeHy, KOHTpauenunjCku matepujanm UTA.), kao u
nHipekTneHe areHce (1). Jo 90% cny4vajeBa UH(PEKTUBHOI BarMHUTUCA je y3POKOBaHO
H6akTepujckom BarmHosom (BV), ByneoBarnHanHoMm kaHauauvjasom (candida vaginitis, CV)
n TpuxomoHujasom (TV) (2). BV je anjarHoctukoBaHa koa 22 — 50% cumniToMaTckux
naunjeHata, CV kog 17 — 39%, a TV kog 4 — 35% (1, 2).

CV, yecTo nosHat Kao rbusBnYHa MHMEKUMja, Apyrn je n Hajuewhn yspok BaruHutuca. CV
KapakTepuie npekomepHn passoj Candida BpcTa y BarMHanHOM TPakTy M MOBe3aH je ca
KNYHUYKMM cumnTommnma nHdnamaumje (3). o 89% oa cnyyajesa CV mnsasmea C. albicans,
Aok 3a 11% mory 61t ogrosopHe BpcTe Koje Hucy albicans (3). KapaktepuctuyHm cumntomm
3a CV ykrbydyjy HeperynapHu BarmHanHu ucuepak, 6on y BarvHu, npyputyc, avcnapeyHujy
n cnosbawky aucypwjy (4). C. glabrata, koja je ogroBopHa 3a BehuHy criydajeBa non-albicans
CV y CAl, MOXe nmaTn cMareHy OCETIbUBOCT Ha CTaH4apAHEe aHTUMUKOTUYKE Tepanujcke
nHTepBeHumje y nopehemwy ca C. albicans (4,5). C. glabrata vHdekuuje 360r Tora 3axTteBajy
noceBHy NaxkHy TOKOM KIMHWUYKOr 36puH-aBamsa.

TV je Tpehn Hajuewhn y3pok MHEKTUBHOI BarmHuTuca (2). Msasnsad, NpoTo30apHu napasut
TV, npeHocun ce He3awTUheHUM NEeHUSHO-BarMHanHUM cekcyanHum ogHocom (4). Xene
3apaxeHe TV Tokom TpygHohe umajy nosBehaH pusmk o HexerbeHux ncxoga TpyaHohe, kao
LUTO Cy NMpepaHo nyuawe MembpaHa, npeBpemeHu nopohaj n mana nopohajHa TexuHa (4).
TV uHdekumja je noBesaHa ca noBehaHnm pu3ankom of Aobujara n npeHowewa HIV (6, 7),
kao n npoayxeHe HPV nHekumje (7) n uctoBpeMeHux NomnHO NpeHOCUBUX UHeKUMja
(xnamugmja, roHopeja u xepnec cumnnekc supyc Tunosn 1 u 2) (8).

CV u TV ce mory oTKpUTU MUKPOCKOMNjOM, KYNTYPOM N HYKITEMHCKOM KUCENMMHOM KopucTehun
y30pKe MpuKynsbeHe BarMHanHum Gpucesnma.
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Tect Aptima CV/TV Assay Ha ayTomaTtnsaoBaHOM cuctemy Panther koju getekryje

n guckpummnHniie RNK mapkepe 3 C spp, C. glabrata, n TV y y3opuumMa BarmHasHux
Gpucesa Koje Cy NPUKYNUAN KNUHUYapu 1 y3opumma BarmHanHux 6pucesa Koje cy npukynune
cumMmnTomaTcke naumjeHTknwee. Tect Aptima CV/TV Assay ykrbydyje nHtepHy koHtpony (IC).

MpuHUMNU nocTynka

Tect Aptima CV/TV Assay ykrbydyje Tpu rnmaBHa Kopaka, O KOjuX ce CBW OABWjajy Y je[HOj
enpyeseTn Ha cuctemy Panther: 6enexere mete, amnnudukaumja mete nomohy TMA u
aeTekumja npogykata amnnudukaumje (amnnukoHa) nomohy driyopecueHTHO obenexeHnx
coHan (Oakrbu). TecT yKIby4yje MHTEPHY KOHTPOIY Yy CBakoM TECTy 3a npahere xBaTama,
amnnndukaumnje n geTtekunje HyKrnemHcke KucenumHe.

Y3opum ce cakynrbajy y enpyBeTy koja cagpku Aptima® megujym 3a TpaHcnopT y3opaka (STM)
Koju nusupa opraHmame, ocrniobaha RNK u wtutn je og gerpagauvje TOKOM CKnaguwiTera.
Kaga ce u3BpLUM TECT, ONUIoOHYKNeoTUAM XBaTawa ce XnMbpuaunsyjy ca BUCOKO KOH3EepBUPaHUM
permoHuma uurbHe RNK, ako cy npucyTHK, y y30pKy 3a TecTupamwe. XubpugnsosaHa meTa ce
3aTMM XxBaTa Ha MarHeTHe MUKPOYeCcTULE Koje ce oABajajy o4 y3opka y MarHeTHOM Mosby.
Kopauwu nparba yknawajy ctpaHe KOMMOHEHTE M3 peakLMOoHe LieBU.

Amnnudurkaumja mete ce gewasa npeko TMA, metoge amnnmdukaLmje HyKINenHcKe KncenuHe
3aCHOBaHe Ha TPaHCKPWMLUMjK KOja KOPUCTW ABa eH3nma, peBep3Hy TpaHCKpunTasy Bupyca
Moloney muwije neykemmje (MMLV) n T7 RNK nonumepa3sy. PeBep3Ha TpaHckpunTasa ce
kopuctu 3a reHepucarne DNK konuvje unrbHe RNK cekBeHue, noaajyhv npoMoOTOPCKY CEKBEHLY
3a T7 RNK nonumepasy. T7 RNK nonumepasa npoussoaum suile konvja RNK amnnukoHa u3
wabnoHa DNK konuje.

JeTtekumja ce nocTmxe kopuwheweM jegHoNaH4YaHUX COHAMN HYKNEWHCKUX KUCENUHA Koje cy
NpUCyTHE TOKOM amMnnmdmkaumnje Mete n cneundmyHo xmbpmnamnsyjy ca aMniimMKOHOM y peariHom
BpemeHy. CBaka coHaa cagpxu dnyopodop n kBeH4yep. KBeHuep cy3buja cnyopecLeHumjy
dnyopodpopa kaga ce coHaa He xnbpuamsyje Ha amnnukoH. Kaga ce coHaa Bexe 3a amMnimKOH,
dnyopochop ce ofBaja 04 KBeHYepa U eMuTyje curHan Ha cneundunyHoj TanacHoj AyXK1HU Kaga
je y3byheH nssopom cesetnoctn. Cucrem Panther getekTyje u gUCKpMMUHULLE M3MERY YeTnpu
driyopocueHTHUX curHana koju ogrosapajy C spp, C. glabrata, TV n IC amnnMdpukaumoHmm
npoussogmma. Codteep cucrema Panther kopuctn anroputam cneumndumyaH 3a Tect Aptima
CVITV Assay koju Tymaum BpeMe nojaBrbMBarba CUrHana nojadara ga om reHepucao nosutmeaH
WM HeraTMBaH CTaTyC 3a CBaKW LWIbHU OpraHuM3am Yy Y30pKy.

CaxeTak 6e36egHOCTU U nepdopmaHcu

SSP (CaxeTak CUrypPHOCHUX KapaKkTepucTuka n ednmkacHocTu) AocTynaH je y EBponckoj 6asu
nogaTtaka o MeguumMHCkMM npomssogmma (Eudamed), raoe je noeesaH ca naeHtudpukatopmma
ypehaja (OcHoeHu UDI-DI 6poj ypehaja). a 6ucte noumpanmn SSP 3a Tect Aptima CV/TV
Assay, nornenajte OCHOBHU jeANHCTBEHN naeHTudumkatop ypehaja (BUDI):
54200455DIAGAPTCVTV2E.

Ynosopewa un mepe nNpesoCcTPOXXHOCTU
A. 3a in vitro gnjarHocTuyky ynotpeby.

B. 3a npodecnoHanHy ynotpeby.
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C. [a 6ucte cmamunm onacHocT of HeBaxehunx pesyntarta, NaxrbMBO NpoynTajTe LEeno
ynyTCTBO Y3 MakoBawe W nornenajte Panther/Panther Fusion® rnpupy4YHuUK 3a KOPUCHUKa
cucmema 3a sulwe UHgopmayuja o nocmyriky npe obaerbamwa Tecta Ha cuctemy Panther.

D. Camo ocobrbe Kkoje je agekBaTHO 00yyeHo 3a ynotpeby Tecta Aptima CV/TV Assay un 3a
pyKOBaH-€ NOoTEHUMjanHo MHOEKTUBHUM MaTepujanuma Tpeba ga obasrba oBy npoueaypy.
Ako gohe 0o manueaka, oamMax Ae3nHuKyjTe npema ogrosapajyhum npouenypama Ha
nokaumju.

E. [ogpaTHa KOHKpeTHa yno3opewa, Mepe npegocTPOXHOCTM M Npoueaype 3a KOHTpony
KOHTamMuHaumje 3a cuctem Panther notpaxute y AokymeHTy [Ipupy4HUK 3a KOPUCHUKEe
cucmema Panther/Panther Fusion.

UHdopmauumje peneBaHTHe 3a nabopatopujy

F. Kopuctute camo ucnopyyeHu nnu cneundunkoBaHu nabopaTtopujckm npubop 3a
jeaHokpaTtHy ynoTpeoy.

G. lNpumetrbyjTe pyTnHCKe nabopatopujcke Mepe NpefoCTpOXXHOCTU. HemojTe jectn, nuTu
HATU NYLWNTU Y NPOCTOPY HaMeweHOM 3a pag. HocuTe jeaHokpaTHe pykaBuue 6es
nygepa, 3awTtuTy 3a oum 1 nabopatopujcke MaHTUEe NPUIIMKOM pyKOBaka y3opuuma
N peareHcumMa M3 KoMnseTa. TeMerbHO onepuTe pyke HakoH pykoBaka y3opumma
N peareHcumMa M3 KoMMseTa.

H. PagHe noBplmHe, nunete u gpyra onpema Mopajy ce pegoBHO AeKOHTaMUHMpaTw
Kopuwherwem pacTBopa HaTpUjyMm XMNoxnoputa KoHueHTpauuje og 2,5% no 3,5%
(0,35 M po 0,5 M).

I. OpnoxuTte cBe Martepujane Koju Cy OOLINM Y KOHTaKT ca y3opuuma M peareHcuma
y ckragy ca Baxehum HaumoHanHum, MmehyHapogHUM N permoHanHum nponucmuma.
TemerbHO ouncTuTe U Oe3nHdUKyjTe cBe pagHe MOBPLUNHE.

J. ¥Ynotpebute nobpe ctaHgapaHe npakce 3a monekyrnapHe nabopatopuje ykrbydyjyhu
npahewe XNBOTHe cpeauHe. MNornenajte HarnomeHe y ee3u ca rnocmyrnkom npearioxeHu
npoTtokon 3a npahewe nabopaTtopujcke kOHTaMuMHauumje 3a cuctem Panther.

UHcopmauumje peneBaHTHe 3a y3opak

K. Odatymu ucteka HaBegeHM Ha KOMMAETMMa 3a Cakynibawe OAHOCE Ce Ha fokauwujy
3a y3uMake y30pKka, a He Ha objekaT 3a TecTupare. Y30pumn NpuKkynibeHu y 6uno
Koje BpemMe npe McTeka poka Tpajaka KoOMMneTa 3a cakynibawe WU TPaHCMopTOBaHU
N yCcKnaguwWTeHn y ckragy ca ynyTCTBMMa 3a NMakoBake, BaXe 3a TecTupame Yak
N aKo je UCTeKao POK Tpajara Ha enpyBeTW 3a Cakynribahe.

L. ¥Ysopum mory 6utn 3apasHu. NpumersyjTe yHMBep3anHe Mmepe npegoCTpOXHOCTU
npunvkom m3eohewa osor Tecta. [MpaBunHO pykoBawe U MeTode oanarawa notpebHo
je ycnoctaBuTK y cknagy ca nokanHum nponncumMa. Camo ocobrbe Koje je agekBaTHO
o6yyeHo 3a ynoTtpeby Tecta Aptima CV/TV Assay 1 oby4yeHo 3a pykoBake UH(PEKTUBHUM
maTtepujanuma Tpeba aa obasrba oBy npoueanypy.
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M. N3bGeraBajTe yHaKpCHY KOHTaMMHaLMjy TOKOM KOpaka pykOBaka y3opuuma. Y3opuu mory
cagpxaTn M3y3eTHO BUCOKE HMBOE OpraHu3ama. YBepute ce Aa nocyde ca ysopuuma
pasnMuNTMX NauujeHaTa He [onase y KOHTaKT jedHe ca ApyrMMa TOKOM pyKoBak-a
y3opuuma y nabopatopuju. NpomeHnTe pykaBuue ako A0RY Yy KOHTaKT ca y30pPKOM.

N. WN3beraBajte yHaKpCHY KOHTaMMHauujy ogbaumBareM kopuwheHux matepujana 6e3
npenacka npeko 6uno koje gpyre nocyge.

O. OppxaBajTe oagroesapajyhe ycrnoBe ckrnaguwiTeEHa TOKOM TpaHCMNopTa y3opaka kako bucrte
ocurypanu uHTerputeT y3opka. CTabunHOCT y3opka y ycroBuMMa TpaHcrnopTa Apyradujum
o[, NpPenopyyYeHnx Huje nNpoLeHeHa.

P. Ako natGopatopuja npumu TpaHcnopTHy enpyBeTy u3 Aptima® Multitest Swab Specimen
Collection Kit-a 6e3 6puca, ca asa 6puca, ca 6prucom 3a ynwherwe nnm ca GpMcom Koju
Hunje obesbeguna komnaHuja Hologic, y3opak mopa 6utn ogdaveH.

Q. HakoH npobujara, nog oapeheHnm ycnoBmMa TEYHOCT MOXe Aa mucuypu ns Aptima
noknonaua enpyeerta 3a npeHoc. lNMpatute ynytctea y lMpouyedypa mecmuparba Ha
cucmemy Panther ga 6ucte cnpeuvnn oBy Mojasy.

UHdopmaumje peneBaHTHe 3a TecT

R. 3artBopuTe peareHce n OpXute UX Ha HaBegeHWM Temnepatypama. Ha nepdopmaHce
TecTa Moxe yTuuatu ynotpeba HenpaBWUHO yCKNaauWwTeHUX peareHca. 3a Buwe
WHopmaLmja nornegajte 3axmesu y noanedy cknaduwmera U pykogaH-a peazeHcuma
n lNpouedypa mecmupara Ha cucmemy Panther .

S. lMpumetbyjTe yHuBep3anHe mepe NpeaoCTPOXHOCTM MPUITMKOM pyKOBaka KOHTpornama.
T. W3berapajTe KOHTamMMHaLUMjy peareHaca MMKpobruma n puboHykrneasama.

U. HemojTe KOpuCTUTK KOMMMETe peareHca, KOHTpona unu kanvbparopa HakoH gatyma
ncTeka poka Tpajamsa.

V. HemojTe mewatn, mewartm uinm KombuHoBaTK peareHce 3a aHanusy M3 Komnsera ca
pasnuuMTMM rmaeBHUM GpojeBmmMa cepuje. KoHTpone, kanubpaTop 1 TEYHOCTU 3a TecT
MOry Ja ce MeH:ajy.

W. HemojTe KOMOGMHOBATW HWKaKBE peareHce 3a aHanuady Unmn Te4HoCcTn 6e3 nocebHmx
ynyTcTaBa. Hemojte gonywaBatu peareHce mnu TedHoctn. Cuctem Panther nposepaBa
HMBOE peareHca.

X. Heku peareHcu y OBOM KOMMMETY Cy O3Ha4YeHU MHopMauunjama O onacHocTuMa.
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HanomeHa: VIHghopmayuje o onacHocmuMa 3a O3Hadyasar-e rpouseoda Ha arobasHom
mpxxuwmy odpaskasajy knacugukayuje 6e3bedHocHux nucmoea CAL u EY. 3a uHgopmauuje
0 KOMYHUKauuju O orlacHocmuma Koje cy crieuugu4yHe 3a eaw peauoH, rnoenedajme
BesbedHocHuU nucm crieyuguyaH 3a peauoH y bubnuomeuyu 6e36e0HOCHUX flucmosa Ha
cajmy www.hologicsds.com. 3a esuwe uHghopmayuja o cumbonuma, rnoanedajme rie2eHAy
cumbona Ha cajmy www.hologic.com/package-inserts.

UHdopmauumje o onacHocTuma 3a EY

PeareHc 3a amnnudukauumjy
MaeHesujym xnopud 60 — 65%

H412 — LUTeTHO 3a uBW CBET y BOAW ca AyroTpajHMM nocrneguuava.
P273 — N3beraBatu ncnywwtamwe Yy KUBOTHY CPeaUHY
P501 — Opnoxute cagpxaj/koHTejHep y ogobpeHo nocTpojerwe 3a ognarawe oTnaga.

EH3uMCKM peareHc
HEPES 1 - 5%
Triton X-100 1 — 5%

H412 — LUteTHO 3a XMBW CBET y BOAM Ca AyroTpajHUM nocnegvuama.
P273 — N3beraBatu ncnywitamwe Yy KUBOTHY CPeaAUHY
P501 — Opnoxute cagpxaj/koHTejHep y ogobpeHo nocTpojerwe 3a ognarawe oTnaga.

EH3nMcKn PE€KOHCTUTYLMOHU paCTBOpP
uuepon 20 — 25%

Triton X-100 5 — 10%

HEPES 1 - 5%

H412 — LUTeTHO 3a XMBW CBET y BOAM ca AyroTpajHUM nocneguuama.
P273 — N3beraBatn ncnywtamwe y XUBOTHY CPEANHY
P501 — Ognoxwute cagpxaj/koHTejHep y o4oOpeHO MOCTpojere 3a ognarawe otnaga.

MpomoTep peareHc
MaeHesujym xnopud 35 — 40%

H412 — LUTeTHO 3a XMBW CBET y BOAM ca AyroTpajHUM nocneguuama.
P273 — N3beraBatn ncnywitawe Yy XUBOTHY CpeanHY
P501 — Ognoxwute cagpxaj/koHTejHep y o4obpeHO NMOCTpojere 3a ognarawe otnaga.

PeareHc 3a xBaTakwe meTe
HEPES 5 - 10%

EDTA 1 - 5%

Jlumujym xudpokcud, moHoxudpam 1 — 5%

H412 — LUTeTHO 3a xuBW CBET y BOAW ca AyroTpajHMM nocrneguuava.
P273 — N3beraBatu ucnywiTake Yy XXUBOTHY CPEAUHY
P501 — Opnoxute cagpxaj/koHTejHep y ogobpeHo nocTpojerwe 3a opnarawe oTnaga.
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OnwTe MHdopmaumje

Aptimae

3axTeBu y norneny cknaguviTewa U pyKoBaka peareHcuma

A. Cnepeha Tabena npukasyje ycrnoBe CKnaguliTEHa M CTaOUMHOCT 3a peareHce,

KanubpaTtop u KOHTpore.

CknaguwTewe OTBOpEHU KOMNNET (PEKOHCTUTYMCAH)
HeoTBOpeHor
PeareHc npoussoga Cknaguwrterwe CrtabunHoct
PeareHc 3a amnnudumkaumjy 2°Cpo8°C H/MN H/M
PeKOHCTUTYLNOHKM pacTBop 3a o o o o 1
amnnudukaumjy 15°C no30°C 2°Cpo8°C 30 paHa
EH3umcku peareHc 2°Cpo8°C H/M H/MN
EH3MMCKN PEKOHCTUTYLIMOHWN pacTBOp 15°C po 30 °C 2°Cpo8°C 30 pana’
MpomoTep peareHc 2°Cpo8°C H/M H/MN
MpomMoTep PEKOHCTUTYLIMOHWN pacTBOp 15°C po 30 °C 2°Cpo8°C 30 paHa’
PeareHc 3a xBatare meTe 15°C po 30 °C 15 °C po 30 °C? 30 gana’
Bouunua 3a
Mo3nTuBHM kannbpaTop 2°Cpo8°C H/M jeoHoKpaTHy
ynotpeody
Bounua 3a
HeratmeHa KoHTpona 2°Cpo8°C H/M jeoHokpatHy
ynoTpeoy
Bouunua 3a
[Mo3utmBHa KoHTpoNna 2°Cpo8°C H/M jeoHokpaTtHy
ynotpeody
Bounua 3a
MHTepHa KoHTpona 2°Cpo8°C H/MN jeoHokpatHy
ynoTpeoy

' Kapa ce peareHcu yknoHe u3 cuctema Panther, oHn Tpeba oamax aa ce BpaTte Ha ceoje oarosapajyhe Temneparype

3a cKnaguwTere.

2 Ycnosu CKnaguwtewa 3a pagHu peareHc 3a xBatak-€ MeTe (,u,o,an je peareHC 3a xBaTak-€ MeTe ca MHTEPHOM KOHTpOJ'IOM).

B. OpbauuTte cBe HenckopuwheHe PEeKOHCTUTYMCaHe peareHce U paHu peareHc 3a xBaTawe
mete (WTCR) HakoH 30 gaHa unu HakoH uUcTeka poka rnaBHe cepuje, Y 3aBUCHOCTU Of

TOra wTa Hactynu npBo.

C. Komnnet Tecta og 100 TectoBa Moxe aa ce yb6aum y cuctem Panther go 8 nyta. Komnnet
Tecta o 250 TectoBa MoXe ga ce ybauu y cuctem Panther go 5 nyta. Cuctem

eBunaeHTnpa CBakn Nyt Kaga ce peareHcu quTajy.

D. Bboua ca npomoTep peareHcoM M3 komnneta 3a 250 TecToBa je UCTe BENMYUHE Kao
n 6oua ca eH3nMMCKMM peareHcom. HakoH wTo ce 6oua ca Promoter peareHcom cTaBu
y HOcay peareHaca, nNpoBepuTe Aa nu je 6oua NoTnyHo rypHyTa Hagone.

E. PeareHcu koju ce 4yBajy y cuctemy Panther umajy ctrabunHoct og 120 catu yHyTap

cuncrtema.

F. WsberaBajTe yHakpCcHy KOHTaMMHaUWjy NPUIIMKOM pyKOBaka M CKraauvliTera peareHaca.
CBaku nMyT npe cknaguvwiTera 3aTBOPUTE CBE PEKOHCTUTYMCAHE peareHce HOBUM

noknonunma peareHca.
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Aptimae OnwrTe nHcpopmaumje

G. PeareHc npoMoTep U PEKOHCTUTYMCaHU MPOMOTEP peareHc cy POTOCEH3UTUBHW.
3awTnTMTEe OBE peareHce of CBETMOCTM TOKOM CKNaauliTEHa U NpunpemMe 3a ynotpeody.

H. He samp3aBajte peareHce.

Mpukynrbawe U cknaguwTere y3opaka

HanomeHa: Pykyjme ceum y3opuuma Kao 0a cadpxxe rnomeHuujasiHo UHGhekmueHa
cpedcmea. lNpumerbyjme yHugep3anHe mepe rnpedocmpoXHOCmuU.

HanomeHa: Bodume padyHa o mome Oa usbezHeme yHaKpCHY KOHmMamuHauujy moKOM
Kopaka pykosara y3opuuma. Ha npumep, o0bayume kopuwheHe mamepujane 6e3 npesnacka
rnpeko 6usno koje dpyae rocyode.

Y3opum BarmHanHor 6puca mory ce Tectupatu Tectom Aptima CV/TV Assay. NepdopmaHca
TecTa Huje NpoueHeHa ca y3opuMMa Koju HUCY cakynrbeHun nomohy cnegehumx komnneta
3a NpuKynibakwe y3opaka:

» Aptima Multitest komnneTt 3a Npukynrbake y3opaka bpuca

A. Tlpukynrbarwe y3opaka

Mornenajte KOHKPETHO YNYTCTBO Y NakoBaky oaroBapajyher komnnera 3a NpuKynibake
y3opaka.

B. TpaHcnopT u cknaguwiterwe y3opaka npe Tectvpama:

3a y3opke ca Tectom Aptima CV/TV Assay Tpeba kopuctutn camo cnegehe ycnose
cKnaguTera.

1. Y3opum Gpuca

a. Onuwuja 1: HakoH cakynrbamnsa, y3opum 6pnca y TpaHCNOPTHUM enpyBeTama Mory
ce yyBaTu Ha Temnepatypu og 2 °C go 8 °C go 30 gaHa. Ako je noTpebHo ayxe
CKnaguwTene, y3opum ce mory cknagmwtuntn Ha —20 °C nnn =70 °C gogartHux
60 gaHa.

b. Onuwja 2: HakoH cakynrbama, y3opuu 6puca y TpaHCNOPTHUM enpyBeTama Mory
ce yyBat Ha 15 °C go 30 °C go 30 gaHa.

C. CknaguwTrere y3opaka HakoH TecTupama:
1. Y3opum Koju cy npoLunv aHanu3dy Mopajy ce 4yBaTu y yCrpaBHOM MOMoxajy Ha cTarnky.

2. EnpyseTe 3a TpaHcnopT y3opaka Tpeba ga 6yay nokpmBeHe HOBOM, YACTOM NIIaCTUYHOM
donujom unu donumjckom Gapujepom.

3. Ako TecTupaHm y3opum Tpeba ga ce 3amMmp3Hy UIv nowarby, YKIoHUTE NpobojHu
noknonaw, v NocTaB1Te HOBE HeNPobojHe NOKMONLE Ha enpyBeTe 3a TPaHCMOPT y30paka.
Axo ce y3opum mMopajy nocnatu ga 6u ce usspLumna ncnuTnBara y gpyroj yCTaHOBM,
MOpajy ce ogpasaTtu y npernopyyYeHom orncery Temneparypa.

4. Tlpe oTBapata noknonua, enpyeBeTe 3a TPaHCNOPT y30paka Mopajy 6utu
ueHTpudyrupaHe 5 mmHyta Ha 420 £ 100 penatnsHe ueHTpudyranHe cune (RCF)
Aa 6y ce cBa TEYHOCT crnycTuna Ha aHo enpyeeTe. U3beraBajTe npckawe U YHaKpPCHY
KOHTaMUHaumjy.

Hanomena: Y3opuyu mopajy 0a ce ucrniopy4yjy y cknady ca eaxehum HayuoHasrHum,
mehyHapOoOHUM U pe2uoHasIHUM rnporucuma O mpaHcropmy.
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Cuctem Panther Aptimae

Cuctem Panther

PeareHcun 3a Tect Aptima CV/TV Assay cy HaBegeHu ucnog 3a cuctem Panther.
MaoeHTndukaumoHn cumbonn peareHca cy Takohe HaBegeHM Moped HasvBa peareHca.

PeareHcu n maTepujanu Koju ce ncnopyuyjy
Aptima CV/TV Assay Kit

100 TecToBa: 2 KyTuje ca TecTtoBMMa, 1 KoMnneT kanubpatopa n 1 KOMNMAET KOHTpona
(kat. 6p. PRD-05189)

250 TecToBa: 2 kyTuje ca TectoBMMa, 1 KOMMNNeT kanubpaTtopa U 1 KOMMNEeT KOHTpona
(kaT. 6p. PRD-07665)

Aptima CV/TV Assay pacxnagHa KyTuja (kytuja 1 og 2)
(npn npujemy 4yyBaTh Ha Temnepartypu oa 2 °C go 8 °C)

KonunuuHa
Cumbon KomnonenTa KOMMNET o, KOMMNeT oA,
250 tectoBa 100 TecTtoBa
A PeareHc 3a amnnudukaumjy 1 6oumua 1 Bounua

HeuHghekmuegHe HyKiieUHCKe KUcesluHe oCyueHe
y nycheposaHoM pacmeopy.

E EH3uMCKM peareHc 1 6oumnua 1 6oymnua

PesepsHa mpaHckpunmasa u RNK nonumepasa
ocyweHe y HEPES nygbeposaHom pacmeopy.

PRO MpomoTep peareHc 1 6oumua 1 6Gounua
HeuHgbekmugHe HyKneuHcke KucenuHe ocyuleHe
y nycheposaHoM pacmeopy.

IC UHTepHa KOHTpONa 1x0,56 mL 1x0,3mL
HeuHgbekmusHe HyKrneuHcKe KucesiuHe y rnychepogaHom
pacmeopy.

Aptima CV/TV Assay KyTuja Ha cobHOoj TemnepaTtypu (KyTuja 2 o, 2)
(npu npujemy yyBaTun Ha Temnepatypu og 15 °C go 30 °C)

Konunuuna
Cumbon KomnoHeHTa KOMMNMET 0  KOMMMET of
250 tectoBa 100 TecTOBa
AR PeKOHCTUTYLMOHU pacTBOp 3a amnnudukaumjy 1x18,5mL 1x7,2mL

BodeHu pacmeop koju cadpxu enuuepors
U KOH3epeaHce.

ER EH3MMCKM PEKOHCTUTYLIMOHU PacTBOpP 1x11,1 mL 1x5,8mL

HEPES nygeposaHu pacmeop Koju cadpxu
cypghakmaHm u anuyepor.
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Aptimae

Cucrtem Panther

Aptima CV/TV Assay KyTuja Ha cobHOj TemnepaTtypu (KyTuja 2 o, 2)
(npu npujemy yyBaTh Ha TemnepaTtypu oa 15 °C po 30 °C) (Hacmaeak)

Cumbon

KomnoHeHTa

KonuuuHa

KOMMNeT o4, KOMMMNeT oA,
250 TtectoBa 100 TectOBa

PROR

MpomMoTep PeKOHCTUTYLIMOHU pacTBOp
BodeHu pacmeop Koju cadpxku 2rnuyeporn

U KOH3epesaHce.

1x11,9mL 1x4,5mL

TCR

PeareHc 3a xBaTawe mMeTe

lMygbepucaHu pacmeop conu Koju cadpxu
HEeUHEeKMUBHE HYKITeUHCKe KUCEIUHE

U MacHemHe 4yecmuue.

1x54,0mL 1x26,0mL

OGyjmuue 3a peKOHCTUTYLINjY 3 3
IlucT 6ap KogoBa rnaBHe cepuje 1 nner 1 nuer
Aptima CV/TV Assay komnnet kanubpartopa (PRD-05191)
(npu npujemy yyBaTK Ha TemnepaTtypu oa 2 °C go 8 °C)
Cumbon KomnoHeHTa Konuuunna
PCAL Mo3nTuBHUM KanubpaTop 5x2,8mL
HeuHgbekmusHe HykneuHcke KucenuHe y ry¢gheposaHoM pacmeopy.
HanenHuua ca 6ap-kogom kanubpartopa 1 nner
Tect Aptima CV/TV Assay komnnet koHTpona (PRD-05190)
(npu npujemy yyBaTK Ha TemnepaTypu oa 2 °C go 8 °C)
Cumbon KomnoHeHTa KonunuuHa
CONTROL- HeraTtnBHa KoHTpoOna 5x2,7mL
lygbeposaHu pacmeop.
CONTROL+ [Mo3nTtuBHa KOHTpoOna 5x1,7mL
Non-infectious C. albicans, C. glabrata n TV KynTuBMcaHn OpraHn3mm
y nycdhepoBaHOM pacTBOpY.
HanenHuua ca 6ap-kogom KOHTporne 1 nnct
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Cucrtem Panther

Aptimae

MoTpebHM maTepujanm Koju ce Mory KynuTtu sacebHo

Hanomena: Mamepujanu koje ucriopydyje komnaHuja Hologic umajy HasedeHe kamarouwike

bpojese, ocum ako Huje Opyeaduje HagedeHo.
Matepujan
Cucrem Panther®
Cucrem Panther Fusion®
Cuctem Panther®, koHTUHYMpaHe TeyHocTw u otnag (Panther Plus)
Aptima® CV/TV Assay komnneT kanubpartopa
Aptima® CV/TV Assay KoMnneT KoHTpona

Panther Run komnneT 3a TecToBe y peanHOM BpeMeHy
(camo 3a TecTOBe y peanHoMm BpemeHy)

Aptima® Assay komrnem meyHocmu (makohe no3Ham Kao yHuUsep3asnHu
Komriem meyHocmu)

Cadpxu Aptima® pacmeop 3a npare, Aptima® nygep 3a deakmusayujy
meyHocmu u Aptima® yrbHU peazgeHc

JeduHuue ca suwe enpysema (eHan. Multi-tube units, MTU)
Panther® komnnem 3a kopny 3a cmehe
Panther® noknonau kopne 3a cmehe

Unu, komnneT 3a nokpetawe cuctema Panther

Kada ce pade TMA mecmosu Koju HUCY y peariHOM 8peMeHy rnapasesiHo

ca mecmosuma TMA y peanHom epemeHy
Cadpxu MTU, epehe 3a omnamke, nokionue KaHMuU 3a omnamke,
aymomamcky 0emeKuyujy u meyHocmu 3a mecm

Cet TeuHoctn Aptima komnneta
Cadpxu Aptima pacmeop 3a npare, Aptima nygep 3a deakmusayujy
meyHocmu u Aptima yrbHU peaz2eHc

JeamHuue ca Buwe enpyeeTa (eHrn. Multi-tube units, MTU)

Hactasuu, 1000 uL cdountpupaHmn, NnpoBoa/bUBK, Ca CEH30POM TEYHOCTYU

N 3a jegHoKpaTHy ynoTpeoy.
Hucy ceu npoussodu docmynHu y ceum peauoHuma. Obpamume ce
ceom npedcmasHUKy 3a UHGhopMayuje Koje cy crieyuchudHe 3a peauoH

Aptima® Multitest komnnet 3a npukynrbamwe y3opaka Gpuca

M3berbmBady, pacTBop HaTPWjyM XurnoxmnopuTa KoHueHTpauuje og 5,0%
10 8,25% (og 0,7 M po 1,16 M)

PykaBuue 6e3 nygepa 3a jegHokpaTHy ynotpeby
Aptima® npobojHu noknonuu
3ameHckn HenpobojHU noknonum

3ameHcku noknonuu peareHca 3a komnnete og 100 TectoBa
Bouyuye 3a pekoHcmumyuyujy peazeHca 3a amnnaugukayujy, eH3um
u npomMomop
TCR 6oua

Kart. op.

303095

PRD-04172

PRD-06067

PRD-05191

PRD-05190

PRD-03455 (5000 TecToBa)

303014 (1000 TectoBa)

104772-02

902731

504405

303096 (5000 TectoBa)

303014 (1000 TectoBa)

104772-02

901121 (10612513 Tecan)
903031 (10612513 Tecan)
MME-04134 (30180117 Tecan)
MME-04128

PRD-03546

105668
103036A

CL0041 (100 noknonaua)

501604 (100 noknonaua)
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Aptimae

Cucrtem Panther

Martepwujan

3ameHcKku noknonuu peareHca 3a komnnete og 250 TecTosa
bouya 3a pekoHcmumyuyujy peaceHca 3a amnnugbukayujy
Bouuue 3a pekoHCmMumyuyujy peaseHca 3a €H3UM U pPOMOMmop
TCR 6oua

MokpuBaum nabopatopmjckmx knyna ca NnacTu4yHUM 3a4HMM OenoMm
Mapamuue Koje He ocTaBrbajy Anavuue
Munetop

Bpxosu

OnuuoHu matepumjanu
MaTepujan

Hologic® Bleach Enhancer 3a unwhewe
3a pymuHcko yuwhere nospwuHa u onpeme

Tpecau 3a enpysete

Mpouenypa Tectupawa Ha cuctemy Panther

Kar. 6p.

CL0041 (100 noknonaua)
501616 (100 noknonaua)
CL0040 (100 noknonava)

Kar. 6p.
302101

Hanomena: [JodamHe uHgbopmauuje o nocmyrnky cucmema Panther nompaxume

y lMpupy4Huky 3a KopucHuke cucmema Panther/Panther Fusion.

A. lMpunpema pagHor nogpyudja

1. Ouuctute pagHe noBpliMHe Ha kojuma he ce npunpemartn peareHcn. O6puwmnte
pagHe NoBpLUMHE PacTBOPOM HaTPUjyM XunoxropuTta KoHueHTpauuje oa 2,5% po
3,5% (om 0,35 M go 0,5 M). CauekajTe ga pactBop HaTpujym xunoxnoputa oyae
Yy KOHTaKTy ca noBplUMHamMa HajMakwe 1 MUHYT a 3aTuM ucnepuTte OejoOHN30BaHOM
BoAOM. He fo3BonuTe Aa ce pacTBOp HATpujyM Xunoxnoputa ocywn. Nokpujte pagHy
noBpLUKHY nabopaTtopujckor ctona Ha kojem he ce npunpemaTtu peareHcu 1 ysopum
yncTuM ynujajyhmum HaBnakama ca nnactupuumpaHom nonefuHoMm.

2. Ouuctute nocebHy pagHy NOBPLUMHY Ha Kojoj he ce npunpematn y3opun. Kopuctute

rope onucaHu noctynak (kopak A.1).

3. Owunctute cee nunetope. Kopnuctute rope onncany npouenypy 3a umwhewe (kopak A.1).

B. PekoHcTUTyuunja peareHca/npunpemMa HOBOI KOMNmeTa

HanomeHa: PekoHcmumyuyuja peaceHca mpeba da ce obasu ripe rodemka 6uno Kakeoe

pada Ha cucmemy Panther.

1. Tpe TecTupama, peareHcn 3a amnnmdukalmjy, eH3umMm 1 nNpoMoTop Mopajy outn
PEKOHCTUTYMCaHN KOMBUHOBakeM cafpxaja 6ounua nnodumnmsoBaHor peareHca

ca ogrosapajyhmm pacTBOpOM 3a PEKOHCTUTYLN]Y.

a. CauekajTe ga NMogunn3oBaHW peareHcu AOCTUrHY coBHy TemnepaTtypy

(og 15 °C go 30 °C) npe ynotpebe.

b. YnapuTe cBakun pacTBOp 3a PEKOHCTUTYLIUjY Ca HeroBMM NIMOPUIN30BAHNM
peareHcoM. [1pe Hero WwTo NpuYBpCTUTE 00YjMULLY 32 PEKOHCTUTYLIM]Y, YBEPUTE CE
Aa PEKOHCTUTYLIMOHM pacTBOp M peareHc nmajy nogyaapHe cumborne Ha eTvkeTama.
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Cuctem Panther Aptimae

c. [Mpoeepute GpojeBe cepuja Ha NUCTy ca Bap-kogoBMMa rNaBHe cepuje Aa bucte
Oovnn curypHu ga cy ynapeHun ogroapajyhm peareHcu. O3HaumMTe nokrnonue doua
3a PEKOHCTUTYUMjy pacTBopa.

d. OtBopuTe cTakneHy 6o4nuy ca nMMoguUIM3oBaHNM peareHCOM U YBPCTO YMETHUTE
Ha3ybrbeHn Kpaj NpcTeHa 3a PEKOHCTUTYLMjy ¥ OTBOp cTakneHe 6ouunue (Cnvka 1,
Kopak 1).

e. OtBopuTte ogrosapajyhy 6ouy pacTtBopa 3a peKOHCTUTYLMjY U NOCTaBMUTE Noknonaw,
Ha YMCTY, NOKPMBEHY pagHy MOBPLUMHY.

f. ok apxute 6oLy PEeKOHCTUTYLMOHOr pacTBopa Ha Knynu, YBpcTo ybauuTte gpyru
Kpaj obyjMuue 3a pekoHCTUTYUujy ¥ oTBop boue (Cnuka 1, 2. kopak).

g. [lNonako npeokpeHute cactaBrbeHe 6oumue. OcTaBuTe Aa ce pacTBop ucueau
n3 boue y ctakneHy 6oundy (Cnuka 1, kopak 3).

h. TMoguruuTe cactaBbeHe 6o4nLe n BpTUTE nx Hajmawe 10 cekyHaun. N3berasajte
cTBapake neHe Aok Bptute 6ouy (Cnuka 1, 4. Kopak),

i. CadekajTe Hajmare 15 M1HyTa Kako 61 NIMOUIM30BaHN peareHc NpeLuao y
noTnyHocTn y pacteop. [MoHoBO BpTUTE BoLe HajMarwe 10 cekyHOu, a 3aTuM NaraHo
npoTpecuTe pacTBOp Y CTakneHoj boumum Hanpea-Hasag Aa ce 4obpo npomeLua.

j. Bu3yenHo npoBepuTe Aa nu je peareHc y NoTnyHOCTM y pacTBopy 6e3 npaxa,
rpygsuua unu tanacactux nuHuja.

k. [lonako noHOBO HarHWTe cacTasrbeHe Hole Aa bucte omoryhunu ga ce cas pacTeop
ncueam Hasag y bouy ca pacTBopoM 3a pekoHcTuTyumjy (Cnuka 1, kopak 5).

|.  YKnoHuTe NpcTeH 3a peKoHCTUTYUKjy 1 ctaknery 6ouunuy (Cnuka 1, Kopak 6).

m. 3aTBopuTe NNacTuyHy Gouy ca cayyBaHMM, O3HAYEHMM MOKIONUEM KOju oaroBapa
peareHcy unm HoBUM noknonuem. Hemojte norpelwHo Aa ycknaguTe noknonue.
3abenexute nHMULMjane oneparepa u AaTyM PEKOHCTUTYLMjE HA ETUKETH
(Cnuka 1, Kopak 7).

OpbauuTe 0byjMMUy 3a PEKOHCTUTYLMjY 1 cTakneHy 6ouunuy (Crnivka 1, 8. kopak),

0. TemerbHO NpoMeELLajTe CBaKWU peareHc naraHnm obpTarkem npe nocTaBibamba
Ha cucteM Panther.

Onuwmja: JooaTHO Mellake peareHca 3a amnnudukaumjy, eH3UMCKOr 1 peareHca
NpoMOTOpa A03BOSBbEHO je nyTem Bpahawa noknonaua Ha nnactudHe Goue Ha
Tpecady enpyBeta NogeLleHoM Ha ymepeHy 6p3vHy u Harmbawe TOKOM HajManse
5 MUHyTa. YBepuTe ce da Cy peareHcn TeMesSbHO NpoMeLLaHn.

Ynosopeme: VM3bezasajme cmeapar-e reHe npuiiukoM peKoHcmumyucara peazeHca.
lNeHa yepoxasa ceH3op HuUsoa y cucmemy Panther.
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Aptimae Cucrem Panther

Yno3opemne: A0eksamHo Melwane peazeHca je HeornxodHo da 6u ce nocmuanu
o4YekusaHU pe3ynmamu mecma.

r"1 m ™ 3 . "\/4 ™

Cnuka 1. lNMpouec pekoHcMumyuyuje peazeHca

2. TlMpunpemute pagHu peareHc 3a xBatarwe mete (WTCR)
a. Ynapute ogroapajyhe 6oue TCR u IC.

b. TMpoBepute 6pojeBe NapTuja peareHca Ha NUCTY ca Gap-kogoBMMa MacTep napTtuja
Kako GucTte Gunu curypHun aa cy ogroapajyhu peareHcu y KOMNNeTy ynapeHu.

OTtBopuTe 60ouy TCR 1 noctaBuTe Nokronaw, Ha YUCTY, NOKPUBEHY pPafHY MOBPLUUHY.

OTBopuTte 6ouy IC 1 cnnajte ueo cagpxaj y 6ouy TCR. OyeknBaHo je oa mana
KonunymMHa Te4HOCTH ocTaHe y IC Gouw.

e. 3areopuTte 6ouy TCR 1 HEXXHO 3aBpTUTE PacTBOpP Aa Ce cagpXkaj nomeLua.
M3beraeajTe cTBapate NeHe TOKOM OBOr Kopaka.

f. 3abenexwute nHMUMjane pykoBaoua U TPEHYTHM AATYM Ha ETUKETH.
g. Opbauute IC 6ouy 1 noknonad.

C. Mpunpema peareHca 3a NPETXOAHO MPUNPEMIbEHE peareHce

1. TpeTxo4Ho nNpunpemrIbeHn peareHcu 3a aMmniangukaumjy, eH3uMm u NPOMOTOp Mopajy
poctuhu Temnepatypy npoctopuje (15 °C go 30 °C) npe noyeTka TecTa.

Onuwmja: PekoHcTnTyucaHe nnactudHe Goue ca noknonuem 3a amnnudukauuje,
€H31Ma 1 peareHca NpoOMOTOpa MOry Ce MOCTaBUTWU Ha Kraukanuuy 3a enpyBeTy
NOCTaBIbEHY HA YMepeHy Op3uHy U HarHyTM HajMawe 25 MuHyTa aa ou ce
06e36equnno ga peareHcu JOCTUrHY COBHY Temnepartypy v Aa ce TEMerbHO M3MeLLajy.

2. Axo WTCR cagpxw Ttanor, 3arpejte WTCR Ha 42 °C po 60 °C go 90 muHyTa. CadekajTte
na ce WTCR ypaBHOTEXM Ha cCOOHOj Temnepatypu npe ynotpebe. He kopuctuth ako
OCTaje Tanor.

3. [lMoTeBpauTe oa peareHCcU HUCY NpemalLnnn CBoje BpemMe CTabunHOCTM CKNnaguwlTetsa,
YKIby4yjyhu cTabunHocT Ha cuctemy.

4. TemesrbHO NpoOMeELLAjTE CBakW peareHc, naraHo ra okpehyhu npe Hero wro ra ybaunte
y cucteMm. M3berasajTe cTBapare NeHe NpuUIMKoM MHBEpTOBaHa peareHca.

5. He npenyh-aBajTe 6oue 3a peareHce. Panther cuctem npenosHaje n ogbauyje 6oue koje
Cy npenykeHe.
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Yno3opemne: A0eksamHo Melwane peazeHca je HeornxodHo da 6u ce nocmuanu
o4YekusaHU pe3ynmamu mecma.

D. lMpunpema kanubpatopa 1 KOHTpona

1. WsBagute kanubpatop n koHTporne m3 cknaguwTa (2 °C go 8 °C) n gossonute
KanubpaTtopy M KOHTponama ga gocTurHy cobHy temneparypy (15 °C go 30 °C)
npe obpage.

E. PykoBane y3opunma

1. BuayenHo noTBpaMTE fa CBaka enpyBeTa ca Y30pKOM ucnyhaBa cregehe
Kputepujyme:
a. [pucycteo jegHor pose Aptima 6puca 3a npukynrbakwe y enpyBeTH 3a TPAHCMOPT
y3opka.
2. [oseonute y3opuuma ga gocturiy temnepatypy og 15 °C go 30 °C npe obpage.

HanomeHa: [pe mecmupara u/unu 3a pewasare CyMHUBUX Hegaxehux
pe3ynmama ee3aHux 3a y30pKe, y3opak Moxe bumu y eopmekcy eesiuke bp3uHe
HajmMarke 3 MUHyma, HakoH Yyeea criedu eopmekc mase bp3uHe Ha 1 MUHym

(0a 6u ce me4yHocm ceykna y ernpysemy).

3. Tlpernepnajte enpyBeTe ca y30puuma npe Hero WwTo ux ybauute y cranak:

a. Axo enpyBseTa 3a y3opak cagpxu mexypuhe y npoctopy usmehy teqHocTu
“ noknonua, ueHTpudyrmpajte enpysety 5 MmuHyta Ha 420 RCF pa 6ucte
enuMuHucann mexypuhe.

b. Ako enpyseTa 3a y3opak uma maky 3anpeMuHy Hero To ce obnyHO yoyasa
Kafa ce npare ynyTcTBa 3a y3umawe, LeHTpudyrnpajte enpysety 5 MuHyTa
Ha 420 RCF pga 6ucte ce yBepunu ga y nokrnonuy Hema TEYHOCTU.

HanomeHa: Henowmoegan-e kopaka 3a— 3b moxe dosecmu 0o ucrnywmara
meyHocmu u3 MokK/onya ernpyseme 3a y3opak.

HanomeHa: Hajeuwe 4 3acebHa anukeoma moay da ce mecmupajy u3 ceake
ernpyseme ca y3opkom. [Nokywaju nunemupara suwe 00 4 anukeoma u3 ernpyseme
ca y3opkom mozy dogecmu 00 epeluaka y obpadu.

F. Tlpunpema cucrema

1. Tlogecute cuctem y cknagy ca ynytctBuma y lpupy4qyHUKy 3a KOpUCHUKa cucmema
Panther/Panther Fusion w HarnomeHe y ee3u ca rnocmyrnkom. YBepute ce ga ce
KopucTe ctanum 3a peareHce n TCR agantepu oarosapajyhe BenvyuHe.

2. Y6auute y3opke.

HanomeHe y Be3n ca noCTynKkom
A. Kanubpatopu n KoHTpone

1. Tlo3ntneBHu kanunbpartop, enpyseTe 3a NO3UTUBHY KOHTPOMNY M HEeraTMBHY KOHTPOMy
MOry Aa ce ymeTHy y O6uno Kojy nosvuujy crtanka unu y 6uno kojy Tpaky 3a
y3opkoBawe Ha cuctemy Panther. INunetnpawe y3opka he noyetn kaga ce UCNyHU
jeaaH of crnegeha 2 ycnoea:

a. Cwucrtem TpeHyTHO 0b6pahyje kannbpartop 1 KOHTpone.

b. Baxehu pesyntatu 3a kanmbpartop 1 KOHTPONe Cy permcTpoBaHn y CUCTEMY.
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Aptimae Cucrem Panther

2. Kapga ce kanubpatop u KOHTpOrHe enpyBeTe nuneTupajy n obpahyjy 3a ogpehenn
KOMMIeT peareHca, y30pum nawumjeHata Mory ce Tectupati ca NnoBe3aHUM KOMMIETOM
[0 24 cata OCUM akKo:

a. Pesyntartu kanubparopa unu KoHTporne cy HeBaxehu.
b. TlNoBe3aHu KOMNNET peareHca 3a aHanu3y ce yknawa 13 cuctema.

c. Oproapajyhu ceT peareHaca KOMMNeTa npematlyje rpaHM4He BPeAHOCTH
cTabunHocTw.

3. Csaku kanubpaTop WUnun cBaka KOHTPONHa ernpyBeTa MoXe Ce KOPUCTUTU jeHOM.
Mokywaju ynotpebe BuLIE NyTa MOry AOBECTM [0 rpeluaka y obpaau.

B. lNygep ca pykasuua

Kao 1 y cBakom cuctemy peareHca, BULLAK Nyaepa Ha HEKMM pyKaBuLama MOXe 13asBaTiu
KOHTaMUHauujy oTBopeHux enpyseta. [penopyuyyjy ce pykasuue 6e3 nyaepa.

C. lMpotokon 3a npahewe nabopatopujcke KOHTamuHauumje 3a Panther cuctem

MocToje MHormM chakTopu crneundunyHn 3a nadopaTopujy Koju Mory OONpUHETU
KOHTaMUHaumju, ykrbyyyjyhn obum tectmpara, ToK nocna, npesaneHuumjy 6onectn n
pasHe gpyre nabopatopujcke aktmBHocTu. OBe hbakTope Tpeba y3eTn y o63up kaga ce
yTBphyje yyecTtanocT npahewa KoHTamunHauuje. IHTepBanu 3a npahexwe KOHTamMuHauumje
Tpeba Aa ce yTBpOe Ha OCHOBY Mpakce W npoueaypa ceake nabopatopuje.

[a 6u ce npatuna naboparopujcka KOHTamMuHaLMja, MOXe ce U3BpWNTK crnegeha
npoueaypa kopuwherwem Aptima Multitest komnneTta 3a npukynrbawe y3opaka Gpuca:

1. OsHaunTe enpyBeTe 3a TpaHcnopT OpuceBa GpojeBuMa koju oaroeapajy obnactuma
Koje ce TecTupajy.

2. W3BaguTe wTanuh 3a npukynrbame y3opka 6puca n3 nakoeama, nokeacute wranuh
3a y3umare bpuca y megumjymy 3a TpaHcnopt Opurca u Kpy>KHUM NOKpPeToM y3muTe 6puc
oppeheHe obnacTu.

3. Opgmax y6auuTe 6puc y TpaHCMNOPTHY enpyBeTy.

B

MaxrbemMBo cnomuTe ApLKY wWTanuha Ha pe3Hoj NHWjK; ByamuTe onpesHn Kako bucre
n3bernu npckarwe cagpxaja.

UBpcTo 3aTBOpUTE €npyBeTY 3a TpaHcnopT 6puca.
lMoHoBMTE KOpake o4 2 0o 5 3a cBako noapyuje ca Kor ce yanma 6puc.
Tectnpajte y3opke nomohy tecta Aptima CV/TV Assay Ha cuctemy Panther.

® N oo

[arbe ncnutneame Tpeba n3BpLUMTK ako BUNOo Koju y3opak Aaje No3nTuBaH pesynrar.

3a Tymadere TecTa, nornegajte Tymadee mecma. 3a gogatHe MHdopmaumje
0 Npaheky KOHTamMuHaunje cneunduyHe 3a cuctem Panther, KOHTakTUpajTe TEXHUYKY
nogpLuky komnaHuje Hologic.
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KoHTpona kBanuTteTa Aptimae

KOHTpOHa KBarimuteTta

Onepatep MoXe Aa MOHMLLTU NOojeAMHaYHN y30paK UMK LIeo TECT aKo je YOUYEHO U
[OKYMEHTOBaHO Aa je AOLWIOo A0 npoleayparnHe, TEXHUYKE rpeLlke UM rpeLuke y Besu
ca MHCTPYMEHTOM TOKOM M3Bohera TecTa.

Kanubpaumja TecTta

[a 6u ce pobunun BanugHn pesynrtatu, kannbpauuja Tecta mopa 6utu 3aBplieHa. Kannbpatop
ce nokpehe y Tpy npMMepka cBaku NyT Kafga ce KomnneT peareHca ybaun y cuctem Panther.
Kapa ce ycnoctaeu, kanubpauuja Baxun go 24 cata. Cocpteep Ha cuctemy Panther ynosopasa
onepatepa kaga je notpebHa kannbpauuja. Onepatep ckeHupa koeduumjeHTe kannbpawmje koju
ce Hanase Ha nucTn 6ap Ko4oBa rMaBHE cepuje Koja ce ncnopydyje ca CBakmuM KOMMIETOM
peareHca.

Tokom obpage, KpuTepujymn 3a npuxeatame kanvbpaTopa ce ayToMaTCKku BEpUGUKYjY
coTBEpoM Ha cuctemy Panther. Ako cy mawe of ABe pennivke kanubpaTtopa BanugHe,
copTBEp ayTOMaTCKM NMOHULITABA pag. Y30puu y HeBaxehem LuMknycy mopajy 6utn noHoBO
TecTupaHu kopuwhewemM CBeXe NpUNpeMsbeHor kanmbpaTopa u ceexe npunpemMIbeHux
KOHTpona.

HeratnBHe n Nno3nTUBHEe KOHTpoOne

[a 6u ce reHepucanu BanuaHu pes3ynTtaTin, CKyn KOHTpora Tecta Mopa GuTtn TectmpaH.
CBaka HeraTMBHa KOHTpOSia U NO3MTUBHA KOHTPONa MOpajy ce TecTupaTtu CBaku NyT Kaga
ce komnneT peareHca ybauu y cuctem Panther. JegHOM ycnocTaBrbeHe KOHTpOMe Baxe

24 cata. CodTBep Ha cuctemy Panther ynosopaea onepatepa kaga cy notpebHe KOHTpore.

Tokom obpage, KpUTEPUjyMUM 3a NMpuxBaTake KOHTpoNna Cy ayToMaTCKu BEpUdUKOBaHM
copTBEPOM Ha cuctemy Panther. Ako 6uno koja oa KOHTpona nma HeBaxehu pesynrar,
cobTBEp ayTOMaTCKM MOHULLITABa NoKpeTarwe. Y30pum y HeBaxeheMm LuKIycy mMopajy
OMTM NOHOBO TeCTUpPaHU KopULheHeM CBeXe NpUnpemMIbeHor kannbpaTopa n ceexe
nNpUNpeMIbeHNX KOHTPOMa.

MUHTepHa KoHTpona

MHTepHa koHTporna ce gonaje ceakom y3opky ca wTCR. Tokom obpage, kputepujymm
npuxBaTawa MHTEPHE KOHTPONe Cy ayToMaTCKu BepudmMKoBaHU of cTpaHe codTeepa
cuctema Panther. [leTekumja nHTepHe KOHTpone Huje noTpebHa 3a y3opke koju cy C spp,
C. glabrata vivnn TV NO3UTUBHW.

MHTepHa kOHTpoOna Mopa ga ce AeTeKkTyje y CBUM y3opumma Koju cy HeratmBHu Ha C spp,
C. glabrata wivnn TV; y3opuu Koju He UCNyHaBajy Te Kputepujyme 6uhe npujaBrbeHn Kao
HeBaxkehn. CBaku y3opak ca HeBaxehum pesyntatom mopa GuUTM NOHOBO TECTUPAH.

CogptBep cuctema Panther je gusajHmupaH ga TayHo BepudumKyje npouece kaga ce
npoueaype M3BOAe Y CKnagy ca ynyTCTBMMa Koja Ce Hanase y OBOM YNyTCTBY Y NakoBaky
n MNpupy4HuKy 3a KopucHuka cucmema Panther/Panther Fusion.
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Aptimae Tymaueme TecTa

Tymauemne TecTa

Peasyntatn Tecta ce aytomaTcku ogpehyjy codptBepom 3a aHanuay. PesyntaTtu 3a C spp,
C. glabrata v TV geTtekuuja ce npujasrbyje ogBojeHo. Tabena ucnog npukasyje moryhe
pesyntate npujaBrbeHe y BanvaHOM LMKIyCy U TyMadewmma pesyntaTta. [Npsu Baxehn
pe3ynTaT 3a CBaku aHanuT je pe3ynTaT Koju Tpeba npujaBuTu. Y30pke ca HeBaxehum
pesyntatuma Tecta Tpeba NoHoBO TecTupaTu. AKO je pesynTtaT HeBakehn HakoH MOHOBHOT
TecTupawa, Tpeba NpukynuTn HOBW y30paKk.

Tabena 1: Tymayerse pesynmama

C spp C. glabrata TV

Pesyntat? Tymauewe
Pesyntat' pesyntat Pesynrar y y

[Mo3ntMBHO  HeraTusBHO HeratusHo  Baxehe C spp RNK oTkpuBeHa.

MosutmBHO [MosuTuMBHO  HeratmBHo  Baxehe C spp RNK u C. glabrata RNK oTkpuBeHe.
[MosntMBHO  HeraTusBHO MosntmBHO  Bakehe C spp RNK 1 TV RNK oTkpuBeHe.

MosutmBHO  [MosuTuBHO  [lo3auTmBHO  Baxehe C spp RNK, C. glabrata RNK 1 TV RNK oTkpuseHe.
HeratusHo  [MosutmMBHO  HeratmBHo  Baxehe C. glabrata RNK oTkpuBeHe.

HeratusHo  HeratusHO MosutnBHO  Baxehe TV RNK oTkpuseHa.

HeratusHo  [MosutmuBHO  [Mo3auTtmBHO  Baxehe C. glabrata RNK n TV RNK oTkpuBeHe.

HeratusHo  HeratusHO HeratusHo  Baxehe HeratueHo 3a C spp, C. glabratan TV.

HeBaxehe: goLNo je 4O rpeLlke y reHepucaky pesynTara.

Hesaxehe Hesaxehe Hesaxehe Hesaxehe
Y3opak Tpeba ga ce Tectupa NoHOBO.

1 RNK rpyne Bpcta C spp = C. albicans, C. parapsilosis, C. dubliniensis, and/or C. tropicalis.
2 Baxehu unu Hesaxehu cTaTyc peakuuje je npukasaH y KornoHu Pesyntar. KonoHa PesynTar pasmatpa WHTEpHY KOHTPOIy
1 NO3UTMBAH UMW HeraTuBaH cTaTyc aHanuTa.
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OrpaHuyera Aptimae

OrpaHunyena

A

Ynotpeba oBor TecTa je orpaHuyeHa Ha ocobrbe koje je 0BydeHo 3a 0By Mpoueaypy.
HenowToBare ynyTcTtaBa AaTvx y OBOM YMnyTCTBY MOXe OOBECTU 4O MOrpeLuHux pesynrara.

Edektn gpyrmux noteHumjanHux sapujabnu kao LWTO Cy BarMHanHu ucuedak, ynortpeba
TamnoHa v Bapujabnu 3a NpuKynrbawe y3opaka HUCy yTBpheHu.

MepcopmaHca ca TMNoBMMA y30paka Koju HUCY y30puuM BarMHanHux dpucesa Huje
npoueHeHa.

MoyspaHu pesynTtaTy 3aBuce o aAeKBaTHOr Cakynibakba, TpaHcnopTa, CKnaauwtera

n obpage y3opaka. HenowTtoBawe ogroBapajyhux npouegypa y 6uno kom o OBUX Kopaka
MOXe O0BECTM [0 HeTayHux pesyntata. MowTo TPaHCNOPTHU CUCTEM KOjU Ce KOPUCTU 3a
OBaj TECT He [403BOSbaBa MUKPOCKOMNCKY MPOLIEHY afleKBaTHOCTU y30pKa, HEOMNXOOHE Cy
ogroeapajyhe TexHuke npukynrbawa ysopaka. lNMornenajte lMNpukynbamke U cknaduwmerse
y30paka 3a ynyTtcTBa. [lornegajte ynyTCcTBO Y NakoBawy ogroBapajyher Hologic komnneta 3a
npuKynbawe y3opaka.

TepaneyTcku Heycnex unm ycnex He Moxe ce yTBpauTn nomohy tecta Aptima CV/TV
Assay jep HYKNemHcKa KMCEenMHa MOXe a OfncTaHe HakoH oaroeapajyhe aHTUMUKpoOHe
Tepanuije.

Pesyntate Tecta Aptima CV/TV Assay Tpeba Tymauntn y komOrHaumju ca gpyrum
KMMHUYKMUM 1 nabopaTopujckuM nogaumuma AOCTYMHUM fekapy.

HeratnBaH pesynrtaTt He Uckibyyyje moryhy MHeKUnjy jep pesyntatu 3aBuce

o4, ageksaTHOr NpUKynibawa y3opaka. Ha pesyntate moxe yTuuaTn HenpasuIiiHO
cakynrbamwe y3opaka, TEXHMYKA rpeLlka, Mellawe y3opaka Ui LUAbHU HUBOW UCMOA
rpaHuue getekumje Tecta (LoD).

Tect Aptima CV/TV Assay agaje kBanutatmHe pesyntate. Ctora Huje moryhe
yCnoCTaBUTK Kopenauujy namehy BenuvunHe no3vTMBHOr curHana aHanuse u 6poja
opraHusama y y30pKy.

MosuTtmBaH pesynTaTt Ha rpyne Bpcta Candida moxe ce nojaButh 360r jegHe nnu BuLle
BpcTta Candida.

MepdopmaHca Tecta Aptima CV/TV Assay Huje npouereHa Kof agorecueHara mnahux
o 14 roguHa.

KnunjeHTn mMopajy HesaBucHo notepanTth LIS npouec npeHoca.

Tect Aptima CV/TV Assay Huje npouereH 3a ynotpedy ca y3opuMma Koje cy nauujeHTu
cakynunu kog kyhe.

. Cakynrbame n TecTupawe y3opaka BarnmHanHor 6puca koje je naunjeHT cakynmo TeCTOM

Aptima CV/TV Assay Huje HamMeHheHO Kao 3amMeHa 3a KIMHWUYKKM nperned. BarnHanHe
nHdekunje mory GuTK pesynTat ApYyrux y3poka unm ce Mory nojaBuTu UCTOBPEMEHE
NHpekumje.
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Aptimae OrpaHuyewa

N. WNHTepdepeHumja ca Tectom Aptima CV/TV Assay yodeHa je y npucyctBy cnegehux
cyncTaHum: TmokoHason 6,5% mact (3% W/V, cBu aHanutn), ren 3a xuapatauujy BarmHe
(1% WV, C spp; 5% WI/V, C. glabrata; 3% W/V, TV) n rmaunjanHa cuphetHa kucenuHa
(5% V/V, camo C spp).

O. YoueHo je ga cnegehm opraHnsam YHaKpCHO pearyje M3Hag HaBedeHMX KOHLEeHTpauwja:
Candida famata y koHueHTpauujama Behum og 5x10° CFU/mL.

P. KomnetutMBHa nHTEpPdEPEHUMjA j€ YOoUHeHa Y KOMHULUMPaHUM y3opLumMa 3a
kombuHauujy Hucke BpegHocTu C. glabrata (3X LoD) un Bucoke BpegHocTtn TV
(1x10° unm 1x10* henuja/mL).

Q. lNMosutnBaH pesyntaT Tecta He Mopa Aa yKasyje Ha NpUCYCTBO XMBUX opraHu3ama.
MosnTnBaH pesynTaTt ykasyje Ha npucyctBo uurbHe RNK.
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OueknBaHe BpeAHOCTM Ha cuctemy Panther Aptimae

OyeknBaHe BpeaHOCTU Ha cuctemy Panther

MpeBaneHuunja Candida v TV y nonynaumju nauujeHaTa 3aBUCK of CTapoCTU, eTHUYKE
npuvnagHocTK, hakTopa pu3nka, BPCTe KMMHUKE N OCETIbUBOCTU TecTa KOju ce KOpUCTU

3a oTkpuBame MHdekumja. Peanme nosamtneHocTtn getekumnje C spp, C. glabrata v TV kopg
CUMNTOMAaTCKMX UCMUTAHWUKA, Kao LWTO je yTBpheHo Tectom Aptima CV/TV Assay Ha cuctemy
Panther, npukasaH je y Tabena 2 MynTULEHTPUYHO] CTYAUjN, NPEMA KITMHUYKOM MECTY

N CBEYKYMHO.

Tabena 2: lNosumusHocm ymepheHa Aptima CV/TV Assay mecmom KoO cuMnmomMamcKux XeHa rpema epcmu
y30pKa U KITUHUYKOM Mecmy

% NO3MTUBHUX pe3ynTarta (6p. N03MTUBHUX / 6p. TecTUpaHuX ca Baxxehum pesynrtaTtuma)

BaruHanHu 6puceBwu Koje je NPUKYNMo KnvHu4ap BaruHanHu 6puceBwu Koje je NpUKynNmo naumnjeHt
INokauuja C spp rpyna'’ C. glabrata TV C spp rpyna’ C. glabrata TV
1 15,0 5,0 6,3 20,0 5,0 6,3
(3/20) (1/20) (1/16) (4/20) (1/20) (1/16)
2 20,0 0,0 0,0 0,0 0,0 0,0
(1/5) (0/5) (0/1) (0/5) (0/5) (0/1)
3 54,5 0,0 9,5 54,5 0,0 9,5
(12/22) (0/22) (2/21) (12/22) (0/22) (2/21)
4 231 5,1 30,5 28,2 7,0 18,0
(50/216) (11/216) (65/213) (60/213) (15/213) (38/211)
5 25,9 4,8 9,0 28,5 5,6 7,7
(38/147) (7/146) (13/145) (41/144) (8/144) (11/143)
6 33,3 4,2 2,9 33,3 4,2 1,5
(24/72) (3/72) (2/68) (24/72) (3/72) (1/68)
7 24,4 7,6 36,5 27,9 7,1 28,9
(48/197) (15/197) (72/197) (55/197) (14/197) (57/197)
8 0,0 0,0 100,0 0,0 0,0 100,0
(0/1) 0/1) /1) (0/1) (0/1) /1)
9 38,0 1,9 3,8 46,3 2,8 3,8
(41/108) (2/108) (4/105) (50/108) (3/108) (4/105)
10 471 5,9 0,0 52,9 5,9 0,0
(8/17) (1/17) 0/17) 9/17) /17) 0/17)
1" 26,8 5,6 11,4 27,8 5,6 5,6
(19/71) (4/71) (8/70) (20/72) (4/72) (4/71)
12 33,3 2,9 2,3 34,1 3,0 2,3
(46/138) (4/138) (3/130) (46/135) (4/135) (3/129)
13 30,4 1,4 13,0 31,9 2,9 11,6
(21/69) (1/69) (9/69) (22/69) (2/68) (8/69)
14 44,4 0,0 0,0 44,4 0,0 0,0
(4/9) (0/9) (0/8) (4/9) (0/9) (0/8)
15 50,0 0,0 0,0 50,0 0,0 0,0
(2/4) (0/4) (0/4) (2/4) (0/4) (0/4)
16 40,0 3,3 10,7 46,7 3,3 10,7
(12/30) (1/30) (3/28) (14/30) (1/30) (3/28)
17 37,5 2,5 2,7 40,0 1,3 4,1
(30/80) (2/80) (2/74) (32/80) (1/80) (3/74)
18 36,0 1,2 4,8 37,2 1,2 4,8
(31/86) (1/85) (4/83) (32/86) (1/85) (4/83)
19 44,0 53 2,8 48,0 53 2,8
(33/75) (4/75) (2171) (36/75) (4/75) (2/71)
20 10,3 51 0,0 10,3 5,1 0,0
(4/39) (2/39) (0/39) (4/39) (2/39) (0/39)
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Aptimae OuekuBaHe BpeAHOCTU Ha cuctemy Panther

Tabena 2: lNo3aumusHocm ymepheHa Aptima CV/TV Assay mecmom KoO cuMnmoMaImcKuXx XeHa rpema epcmu
y30pKa U KIUHUYKOM Mecmy (Hacmaeak)

% No3MTUBHUX pe3ynTarta (6p. No3MTUBHUX / 6p. TecTMpaHux ca Baxxehum pesynrtaTtuma)

BaruHanHu 6puceBwM Koje je NPUMKYN1o KNUHU4Yap BaruHanHu 6puceBuM Koje je NpUMKYNuo nauujeHT
INokauuja C spp rpyna' C. glabrata TV C spp rpyna’ C. glabrata TV
21 20,3 5,1 11,5 25,3 5,1 10,4
(16/79) (4/79) (9/78) (20/79) (4/79) (8/77)
Cse craBke 29,8 4.2 13,9 33,0 4,6 10,5
(443/1485) (63/1483 (200/1438) (487/1477) (68/1475) (150/1433)

"RNK rpyne Bpcta C spp = C. albicans, C. parapsilosis, C. dubliniensis, and/or C. tropicalis.

Aptima CV/TV Assay 22 AW-31482-3901 Pes. 001



MepdopmaHce Tecta Ha cuctemy Panther Aptimae

MepdopmaHce TecTta Ha cuctemy Panther

NMoHOBIBLUBOCT

MoHoBmuBocT Tecta Aptima CV/TV Assay je npouereHa Ha cuctemy Panther Ha Tpu
nokaumje y CALl kopuctehu cegam unaHoBa naHena. [1sa oneparepa cy m3spLimna
TecTupamwe Ha cBakoj nokaumju. Ceaku onepartep je M3BpLIMO jeAHO MOKpeTarwe OHEBHO
TOKOM LLECT AaHa kopuctehu jegHy cepujy peareHca TOKOM TecTupama. CBaka cepuja umana
je Tpu pennuke cBakor 4YnaHa naHena.

UnaHoBM naHena cy HanpaBSfbeHU KopuwheweM cMMynupaHor MaTpukca BarmHanHor opuca
(,SVSM*, koju cagpxm STM HanyweH cMmMynupaHom BarMHanHOM TEYHOLWNY) HeraTMBaH Ha
BpcTe Candida n TV. lecT no3MTUBHUX YraHOBa NaHena je HanpaerbeHO AogaBakem SVSM
mMaTpuue ca npubnmkHo 2X Cgs mnn LoD (Hucko-nosutmeHe) nunu 3X Cgs unn LoD (ymepeHo
No3NTUBHE) KOHUEHTpauuje nuaaTa uenux henunja nosutmeHux Ha C. albicans, C. glabrata nnu
TV. JegaH HeraTMBaH YnaH naHena je cagpxao matpuuy 6e3 goaaTtHUX LMIbHUX aHanuTa.

Cnaramwe ca ovekmBaHum pesyntatuma 6uno je 100% 3a cBe unaHoBe naHena.

BapujabunHocT curHana tecta Aptima CV/TV Assay je M3padyHaTa 3a CBaky MeTy Kog
YnaHoBa naHena NoO3NTUBHUX Ha aHanuT. Y aHanuse Ccy YKIby4YeHU camo y30pum ca Baxehum
pesyntatuma. BapujabunHocT uspadyHaTta nsmehy nokaumja, onepatepa, usamehy cepuja,
namehy gaHa, namelly nokpetawa u CBeyKynHo, npukasaHa je y Tabena 3.

Tabena 3: BapujabunHocm cuegHarna npema rno3umueHUM 4YriaHosuma rnaHerna

Usmehy U3mehy U3mehy YHyTap
Nauen Cpenism nokauuja onepatepa MW3meRy gaHa  uwmknyca umknyca YKynHo
Onuc N TTime' SD CV(%) SD CV(%) SD CV(%) SD CV(%) SD CV(%) SD CV (%)

C. albicans vucko nos." 108 14,68 0,66 4,47 000 0,00 000 0,00 041 278 030 202 083 564

C. albicans ymep. nos." 107 14,37 066 458 0,14 099 0,00 0,00 035 242 028 198 081 564

C. glabrata Hucko nos. 106 21,36 084 394 0,18 084 000 000 068 3,17 062 289 126 5,88

C. glabrata ymep. nos. 107 2054 099 483 030 146 000 000 0,76 3,70 048 234 137 6,68

TV Hucko nos. 108 2432 116 4,77 0,00 0,00 000 000 09 371 060 248 159 6,54

TV ymep. nos. 107 23,09 1,18 5,13 0,00 0,00 0,00 000 o086 371 056 241 156 6,77

CV = koeduuujeHT Bapujaumje; Mod = ymepeH; Pos = nosutuneaH, SD = ctaHgapaHa aesujaumnja; TTime = npar BpemeHa.
' Cgs (C. albicans naHenw) je AeduHUCAH Y OOHOCY Ha KIMHUYKY rPaHWU4Hy BPEOHOCT.

HanomeHa: Y crnyyajesuma eapujabuniHocm Hekux ¢hakmopa mMoxe bumu Hymepuyku He2amueHa, SD u CV cy npuka3aHu
kao 0,00.
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KnnHunyke nepcdopmaHce cucrtema Panther

lMpocnekTnBHa, MyNTULEHTPUYHA KNUHUYKA CTyauja je cnpoBefeHa ga 6w ce ytepavne
KapakTepUCTUKE KIMMHUYKNX nepdopmaHcu TecTta Aptima CV/TV Assay Ha cuctemy Panther.
>KeHe ca cMmnTomMumMa BarMHUTUCA Oune cy ykibydeHe y CcTyaujy Ha 21 KNUHUYKO] nokaumjm
y CALl, reorpadCkn U ETHUYKN Pas3HONNKAM, YKIby4dyjyhin npMBaTHe N akageMcke opavHaunje
nopoaudHe mMeauuMHe, rTMHEKOMOLLKO-aKyLlepcke opavHauuvje, LueHTpe 3a nnaHupamwe
nopoauue, 3aBoje 3a jaBHO 34paBibe, KNUHUKE 3a NOoMHO npeHocuse mHdekumje (MNMN),
KNUHWKE 30paBCTBEHMX rpyna M LIEHTPEe 3a KIMHMYKA UCTpaXKuBarba.

Op ceake ncnuTaHuue NPUKYNIbeHo je neT (5) y3opaka BarMHanHux opuceea: jegaH y3opak
KOju je y3eo nekap W jegaH y3opak Koju je y3erna nauujeHTkuwba, kopuwherwem Aptima
Multitest Swab Specimen Collection Kit-a 3a Tectuparwe Aptima CV/TV TecToMm, kao n Tpu
AojartHa y3opka BarnHanHux 6puceBa 3a pedepeHTHO TecTupame. 3a cBe ucnutaHuue
KopuwheHe cy cnenehe pedepeHTHe meToae:

* Crarycu nHgekumja C spp n C. glabrata ogpehnBaHu cy oaBojeHO Kopuwherem
Sabouraud gekcTpose U XpOMOreHor KynTypHor Meaujyma m3 opuca Koju je y3eo
nekap, HakoH yera je ycneguno PCR/Gu-gnpekumoHo cekBeHumpawe. 3a UcnuTaHuke
ca No3nTUBHUM pe3yntaTtom Kyntype (Tj. pacT 6uno koje Bpcte Candida Ha KynTypHOM
meanjymy), oba npeoctana Aptima Gpuca HakoH TecTupanwa Aptima CV/TV TecTom
kopuwheHa cy 3a PCR/6u-gnpekumoHo cekBeHumpawe pagu ytephuBaka ga nu cy
npucytHn C spp unu C. glabrata. MNMo3ntneBaH pesyntart cekBeHumpama 3a C spp
y 6uno kojoj Bpctn Aptima 6puca 6umo je goBorbaH aa ce ycnoctaBu pedepeHTHM
pe3yntat no3autueaH Ha C spp y o6e BpcTte Aptima Gpucesa, a 6uno HeraTMBaH
pesyntat kyntype Candida nnu HeratnsaH pesyntat PCR/6u-aupexkumnoHor
CekBeHuupamwa 3a 0ba Aptima 6puca 6o je foBofbaH Aa ce ycrnoctaBu pedepeHTHN
pe3ynTtaTt HeratuBaH Ha C spp y obe BpcTe Aptima GpuceBa; crnvyaH anropuTtam je
NpUMEHEH 3a ycrnocTaBrbake pedepeHTHNX pesyntarta 3a C. glabrata.

+ Crartyc nHdekumje kog naumnjeHata ca TV (PIS) ogpehusaH je Ha 0CHOBY KOMMO3UTHOT
pesyntata u3 gea FDA-oqobpeHa Tecta 3a TV, jegHor monekynapHor Tecta u jegaHor
TecTa 3acHOBaHOr Ha kynTypu. [o3anTuBaH pesynTaT 3a HajMawe jegaH TecTt oumo je
AOBOSbaH Ada ce yTBpau pedepeHTHU pesyntar no3uTmBaH Ha TV 3a obe BpcTe
Aptima 6puceBa, a HeraTuBaH pe3ynTtaT 3a oba Tecta 6uo je AoBOSbaH Ada ce yTBpAu
pedepeHTHM pe3dynTaT HeratueaH Ha TV 3a 06e BpcTe Aptima Gpucesa.

Antuma ysopum cy TectupaHm tectom Aptima CV/TV Assay Ha cuctemy Panther Ha Tpu
nokauuije.

KapakrepucTtuke nepopmMaHcu 3a cBaku NPOCMEKTUBHO NPUKYMIbEH TUM Y30pKa,

ca ogroeapajyhum

ABoctpaHnum 95% mHTepBanuma noysgaHoctu (Cl), npoueweHe cy y 0QHOCY Ha MHEKLMOHN
ctatyc C spp u C. glabrata, kao u TV PIS.

Oa 1519 cumnTOoMaTCKMX MCNUTaHULA YKIbYYeHUX Y cTyamjy, 17 je noBy4YeHo, a LecT Huje
6uno eanyabunHo 300r koHauyHuXx HeBaxkehux pesyntaTta Aptima CV/TV Tecta (n = 1),
HegocTajyhux BarmHanHux 6pucesa (n = 1) unu HenosHaTor nMHdekumoHor cratyca Candida
urm TV PIS (n = 4). MNpeoctane 1496 ucnutaHuua oune cy eeanyabunHe 3a HajMake jegaH
aHanuT y Hajmawe jegHoM Tuny y3opka. Tabena 4 npukasyje gemorpadcke kapakTepucTuke
eBanyabunHux ncnutaHuua.
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Tabena 4: emoepaghcku nodayu ucnumaruya nodobHUX 3a NpoueHy

Kapaktepucrtuke YKynHo
YkynHo, N N 1496
Cpegatba BpegHocT £ SD 35,3+ 11,76
CrapocrT (roavHe) MegujaHa 33,0
Oncer 14-79
14 -17 5(0,3)
18-29 554 (37,0)
CrapocHa kateropwja (roauHe), n (%) 30-39 480 (32,1)
40-49 247 (16,5)
>50 210 (14,0)
Asujcka 73 (4,9)
LipHa nnu acdpoamepunyka 752 (50,3)
ETHnyka npunagHocT, n (%) Bena (xvcnaHo unu naTtuHo) 268 (17,9)
Bena (Hwje xnucnaHo HATU NaTUHO) 339 (22,7)
OcTano’ 64 (4,3)

1 Ykrbyuyje apyre, MELWOBUTE 1 HEMO3HATe eTHUYKE MPUNagHOCTU Koje Cy npujaBure naumjeHTK1HbE.

3a 1496 eBanyabunHux ucnutaHuua, 1485 BarmHanHux Gpucesa Koje Ccy y3enu fekapu u
1477 BarmHanHux Gpuceea Koje cy y3ene naumjeHTKNHEe OMNnM Cy yKIbyYeHU y aHanuae 3a
C spp; 1483 BarvHanHa 6puca koje cy ysenu nekapu n 1475 BarmHanHux 6pucesa Koje cy
y3ene nauunjeHTkMwe 6unn cy ykrbydeHun y aHanuse 3a C. glabrata; a 1438 BarnHanHux
BGpucesa koje cy y3enun nekapu n 1433 BarvHanHa 6puca koje cy y3ene nauujeHTKuke 6unm

CY YKIbydeHun y aHanuse 3a TV.

OceTtrbmBocT n cneumdudHocT Aptima CV/TV Tecta 3a getekumjy C spp npukasaHe cy 3a
oba Tuna ysopaka, yKynHo 1 no nokauujama, y Tabena 5. lNMepdopmaHce Tecta cy npukasaHe
CTpaTU(MKOBAHO Npema eTHUYKOj NpunagHocTy y Tabena 6, n npema KIMHUYKOM CTaky Y

Tabena 7.

Tabena 5: Kapakmepucmuke rnepgopmaHcu epyne spcma Candida npema mecmy y30pkogarsa Kod

cuMrnmomMmaimckKux xeHa

BarvmHanHu 6puceBwm Koje je NpMKynno KnuHu4ap

BarvHanHu 6puceBwm Koje je NpMKynno nauunjeHT

%

MpeBan. % oceT/bUBOCTU  cneuncUYHOCTU MpeBan. % oceT/bUBOCTU % CNEUNUYHOCTM
NMokaumja N (%) (95% CI)’! (95% CI)' N (%) (95% CI)’ (95% CI)’
91,7 94,9 92,9 91,0
Cee (88,7 - 94,0) (93,4 - 96,1) (90,0 - 95,0) (89,1-92,6)
ctaBke 1485 28,6 389/424 1007/1061 1477 28,6 392/422 960/1055
60,0 100 60,0 93,3
1 20 25,0 (23,1-88,2) (79,6 — 100) 20 25,0 (23,1-88,2) (70,2 - 98,8)
3/5 15/15 3/5 14/15
80,0 100
2 5 0,0 NC (37,6 — 96,4) 5 0,0 NC (56,6 — 100)
4/5 5/5
91,7 90,0 91,7 90,0
3 22 54,5 (64,6 — 98,5) (59,6 — 98,2) 22 54,5 (64,6 — 98,5) (59,6 — 98,2)
11/12 9/10 11/12 9/10
85,4 94,6 85,4 88,5
4 216 22,2 (72,8 - 92,8) (90,1 -97,2) 213 22,5 (72,8 - 92,8) (82,7 - 92,5)
41/48 159/168 41/48 146/165
88,9 94,6 91,4 91,7
5 147 245 (74,7 - 95.6) (88,7 — 97,5) 144 24,3 (77,6 - 97,0) (85,0 — 95,6)
32/36 105/111 32/35 100/109
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Tabena 5: Kapakmepucmuke nepghopmaHcu epyrie epcma Candida npema mecmy y30pkogara Koo
CUMMMOMaMmCKUX XeHa (Hacmaeak)

BarvmHanHu 6puceBwm Koje je NpUKynno KnuHu4ap BarvHanHu 6puceBwm Koje je NPMKYyNno nauunjeHT
%
Mpesan. % oceTrbUBOCTU  crneuUUYHOCTU Mpesan. % oceTrbuBOCTU % creundUYHOCTU
TNokauwmja N (%) (95% ClI)? (95% CI)? N (%) (95% CI)? (95% ClIy?
100 98,0 95,7 95,9
6 72 31,9 (85,7 —100) (89,3 -99,6) 72 31,9 (79,0 —99,2) (86,3 —98,9)
23/23 48/49 22/23 47/49
93,0 94,8 90,7 89,6
7 197 21,8 (81,4 - 97,6) (90,1 -97,3) 197 21,8 (78,4 — 96,3) (83,8 -93,5)
40/43 146/154 39/43 138/154
100 100
8 1 0,0 NC (20,7 — 100) 1 0,0 NC (20,7 — 100)
17 11
87,2 100 93,6 90,2
9 108 43,5 (74,8 — 94,0) (94,1 - 100) 108 43,5 (82,8 -97,8) (80,2 -95,4)
41/47 61/61 44/47 55/61
100 81,8 100 72,7
10 17 35,3 (61,0 — 100) (52,3 -94,9) 17 35,3 (61,0 — 100) (43,4 -90,3)
6/6 911 6/6 8/11
89,5 96,2 94,7 96,2
11 71 26,8 (68,6 —97,1) (87,0 —98,9) 72 26,4 (75,4 -99,1) (87,2 -99,0)
17/19 50/52 18/19 51/53
95,5 95,7 95,2 93,5
12 138 31,9 (84,9-98,7) (89,6 — 98,3) 135 31,1 (84,2 -98,7) (86,6 — 97,0)
42/44 90/94 40/42 87/93
100 96,0 95,0 93,9
13 69 27,5 (83,2 —-100) (86,5 —-98,9) 69 29,0 (76,4 —99,1) (83,5-97,9)
19/19 48/50 19/20 46/49
100 100 100 100
14 9 44,4 (51,0 — 100) (56,6 — 100) 9 44,4 (51,0 - 100) (56,6 — 100)
4/4 5/5 4/4 5/5
100 100 100 100
15 4 50,0 (34,2 -100) (34,2 -100) 4 50,0 (34,2 -100) (34,2 -100)
2/2 2/2 2/2 2/2
84,6 94,1 92,3 88,2
16 30 43,3 (57,8 -95,7) (73,0 — 99,0) 30 43,3 (66,7 — 98,6) (65,7 —96,7)
11/13 16/17 12/13 15/17
92,9 92,3 96,4 90,4
17 80 35,0 (77,4 — 98,0) (81,8 -97,0) 80 35,0 (82,3 -99,4) (79,4 — 95,8)
26/28 48/52 27/28 47/52
92,3 88,3 96,2 88,3
18 86 30,2 (75,9-97,9) (77,8 —94,2) 86 30,2 (81,1-199,3) (77,8 —94,2)
24/26 53/60 25/26 53/60
100 95,5 100 88,6
19 75 41,3 (89,0 — 100) (84,9-98,7) 75 41,3 (89,0 — 100) (76,0 — 95,0)
31/31 42/44 31/31 39/44
100 97,2 100 97,2
20 39 7,7 (43,9 —100) (85,8 —99,5) 39 7,7 (43,9 -100) (85,8 —99,5)
3/3 35/36 3/3 35/36
86,7 95,3 86,7 89,1
21 79 19,0 (62,1 - 96,3) (87,1 -98,4) 79 19,0 (62,1 —96,3) (79,1 - 94,6)
13/15 61/64 13/15 57/64

Cl = nHtepBan nosepenwa, NC = He Moxe ce uspadvyHaTu, Prev = npeBaneHuyja.
" PeaynTat ClI.
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Tabena 6: Kapakmepucmuke nepghopmaHcu 2pyrne epcma Candida npema emHu4Koj npunadHocmu Koo

CUMIMOMamMmCKUX >XeHa
MpeBan. % OCeTIbUBOCTU % cneuncduyHoCcTU
Tun y3opka ETHMYKa npMnagHoCT N (%) (95% CI)? (95% CI)!
91,7 (88,7 — 94,0) 94,9 (93,4 — 96,1)
CBe cTaBke 1485 28,6 389/424 1007/1061
. 100 (83,2 — 100) 94,4 (84,9 -98,1)
Asujcka 73 26,0 19/19 51/54
BaruHanxu LipHa/achpoamepuuka 747 30,4 9.7 2?32’22_793’9) 94,0 ‘(1%:)’/752_095'8)
6puceswm koje
je npukynuo
93,4 (85,5 -97,2) 93,7 (89,2 — 96,3)
KnuHuvap Bena (xvcnaHo/naTuHo) 265 28,7 71/76 1771189
Bena 336 238 91,3 (83,0 -95,7) 97,7 (95,0-98,9)
(Hwvje xncnaHo/natunHo) ’ 73/80 250/256
90,9 (72,2 - 97,5) 95,2 (84,2 - 98,7)
2
Ocrano 64 4.4 20/22 40/42
92,9 (90,0 — 95,0) 91,0 (89,1-92,6)
CBe cTaBKe 1477 28,6 392/422 960/1055
. 100 (82,4 — 100) 90,6 (79,7 — 95,9)
Asujcka 71 25,4 18/18 48/53
BaruHanuu LipHa/acbpoameputika 745 30,6 0.8 é%(;'/?éz_s%'g) 89.4 ‘(1%2,;;1—791 ")
6puceBu koje
je npukynuo
. 93,4 (85,5 -97,2) 89,9 (84,8 — 93,5)
nauujeHT Bena (xucnano/natnHo) 265 28,7 71/76 170/189
Bena 332 235 96,2 (89,3 — 98,7) 95,3 (91,9 -97,3)
(Hwuje xvcnaHo/natuHo) ’ 75/78 242/254
Octano? 64 344 95,5 (78,2 - 99,2) 90,5 (77,9 - 96,2)

21/22

38/42

Cl = nHTepBan nosepera, Prev = npeBaneHuuja.

" PeaynTat CI.

2 Ykrbydyje apyre, MELLOBUTE M HerMo3HaTe eTHWYKE MPUNagHOCTX Koje Cy Npujasuiie nauujeHTKuHE.
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Tabena 7: Kapakmepucmuke nepghopmaHcu 2pyre gpcma Candida npema KnuHUYKOM cmaky Koo

CUMIIMOMamMmCKUX >XeHa
MpeBan. % OCeTIbUBOCTU % cneuncduyHoCcTU
Tun npukynsbama KnuHuuko ctame N' (%) (95% ClI)? (95% Cl)?
91,7 (88,7 — 94,0) 94,9 (93,4 — 96,1)
CBe cTaBke 1485 28,6 389/424 1007/1061
66,7 (20,8 — 93,9) 50,0 (9,5 -90,5)
Ynotpeba aHTUbMOTMKA 5 60,0 23 12
Ynotpeba aHTudyHranHmx 100 (43,9 — 100) 100 (56,6 — 100)
8 37,5
cpencraea 3/3 5/5
Ynotpeba ecTporeHcke Tepanuje 2 0,0 NC 100 (32’/22_ 100)
MoHaBrbajyhu cumntommn
89,9 (85,5 —93,0) 95,0 (92,9 — 96,4)
Barv.ma.mHM 6puceBu BarMHUTUCa y Nnocneawunx 863 28,6 222/247 585/616
Koje je npukynuo 12 meceum
KnuHu4ap HesalwwtuheHun nonHu ogHoc % 271 84,6 (66,5 — 93,8) 92,9 (84,3 —96,9)
y nocnegra 24 cata ’ 22/26 65/70
100 (74,1 — 100) 100 (70,1 — 100)
Tpyana 20 55,0 1111 9/9
. 94,4 (81,9 —98,5) 97,6 (91,5 -99,3)
Ca meHcTpyauujom 118 30,5 34/36 80/82
. 92,5 (89,2 — 94,8) 94,4 (92,6 — 95,7)
Bes meHcTpyaumje 1210 29,6 331/358 804/852
) 80,0 (62,7 —90,5) 96,9 (92,2 — 98,8)
MocT-meHonaysa 157 19,1 24/30 123/127
92,9 (90,0 — 95,0) 91,0 (89,1 — 92,6)
CBe cTaBKe 1477 28,6 392/422 960/1055
66,7 (20,8 — 93,9) 0,0 (0,0 —65,8)
Ynotpeba aHTUbMOTMKA 5 60,0 23 02
Ynotpeba aHTudyHranHmx 100 (43,9 — 100) 100 (56,6 — 100)
8 37,5
cpencraea 3/3 5/5
Ynotpeba ectporeHcke Tepanuje 2 0,0 NC 100 (3‘;’/22_ 100)
MoHaBrbajyhu cumntommn
90,7 (86,4 — 93,7) 91,2 (88,7 - 93,2)
Barv.ma.anHM 6pucesu BarMHMTLCA y Nnocnegwunx 859 28,6 223246 559/613
Koje je npukynuo 12 meceum
naumjext HesawTuheHn norHn oaHoOC 95 074 88,5 (71,0 — 96,0) 85,5 (75,3 — 91,9)
y nocnegwa 24 cata ’ 23/26 59/69
100 (74,1 — 100) 100 (72,2 — 100)
Tpyara 2 524 1/11 10/10
. 97,1 (85,5-99,5) 88,9 (80,2 — 94,0)
Ca meHcTpyauumjom 116 30,2 34/35 79/81
. 93,0 (89,9 — 95,2) 91,0 (88,9 -92,8)
Bes meHcTpyaumje 1207 29,7 333/358 773/849
86,2 (69,4 — 94,5) 92,0 (85,9 — 95,6)
[MocT-meHonaysa 154 18,8 25/29 115/125

Cl = vHTepBan nosepenwa, NC = He Moxe ce uspadvyHatu, Prev = npeBaneHuyja.
" Micnutanuum Mory npujaBuTi BULLIE KIMHUYKMX CTaka; 36up 6poja MCnUTaHWKa y CBMM Moarpynama He oarosapa yKyrnHOM

6pojy McnuTaHmKa.
2 Pesyntar Cl.
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OceTtrbmBocT n cneundundHocT Aptima CV/TV Tecta 3a oTkpuBawe C. glabrata npukasaHu
cy 3a oba Tuna y3opaka y uenuHu u no nokauunju y Tabena 8. lNepdopmaHce TecTta cy
npukasaHe cTpaTtudUMKOBaHO NMpemMa eTHMYKOj NpunagHocTu y Tabena 9, u npema KIIMHUYKOM

cTawy y Tabena 10.

Tabena 8: Kapakmepucmuke nepghopmaHcu 3a Candida glabrata npema mecmy y3umara bpuca Koo
CUMIMIMOMaMmCKUX XeHa

BarvHanHu 6puceBwm Koje je NpUKynno KnuHu4ap

BaruHanHu 6puceBwm Koje je NpUKynno nauunjeHT

MpeBan. % oceTsbMBOCTM % cneunduyHOCTM MpeBan. % 0OCeT/bMBOCTM % CNeUMUIHOCTH
TNokaumja N (%) (95% CI)! (95% CI)? N (%) (95% CI)? (95% CI)!
84,7 99,1 86,2 98,7
Cee (73,5-91,8) (98,4 — 99,5) (75,1 —92,8) (98,0 — 99,2)
cTaBKe 1483 4,0 50/592 1411114243 1475 3,9 50/584 1399/1417%
100 100 100 100
1 20 5,0 (20,7 — 100) (83,2 -100) 20 5,0 (20,7 - 100) (83,2 -100)
11 19/19 1M 19/19
100 100
2 5 0,0 NC (56,6 — 100) 5 0,0 NC (56,6 — 100)
5/5 5/5
100 100
3 22 0,0 NC (85,1 —100) 22 0,0 NC (85,1 —100)
22/22 22/22
66,7 98,5 75,0 97,0
4 216 5,6 (39,1 -86,2) (95,8 — 99,5) 213 5,6 (46,8-91,1) (93,6 — 98,6)
8/12 200/203 9/12 195/201
100 100 100 99,3
5 146 4,8 (64,6 — 100) (97,3 - 100) 144 49 (64,6 — 100) (96,0 —99,9)
717 140/140 77 136/137
100 98,6 100 98,6
6 72 2,8 (34,2 -100) (92,3-99,7) 72 2,8 (34,2 -100) (92,3 -99,7)
2/2 69/70 2/2 69/70
71,4 97,3 71,4 97,8
7 197 7.1 (45,4 — 88,3) (93,8 - 98,8) 197 7.1 (45,4 - 88,3) (94,5-99,1)
10/14 178/183 10/14 179/183
100 100
8 1 0,0 NC (20,7 - 100) 1 0,0 NC (20,7 — 100)
11 11
100 100 100 99,1
9 108 1,9 (34,2 -100) (96,5 — 100) 108 1,9 (34,2 -100) (94,8 —99,8)
2/2 106/106 2/2 105/106
100 100 100 100
10 17 5,9 (20,7 — 100) (80,6 — 100) 17 59 (20,7 - 100) (80,6 — 100)
11 16/16 11 16/16
100 98,5 100 98,6
11 71 4,2 (43,9 -100) (92,1 -99,7) 72 4,2 (43,9 -100) (92,2 -99,7)
3/3 67/68 3/3 68/69
100 100 100 99,2
12 138 2,9 (51,0 — 100) (97,2 - 100) 135 2,2 (43,9 -100) (95,8 -99,9)
4/4 134/134 3/3 131/132
100 100 100 98,5
13 69 1,4 (20,7 — 100) (94,7 — 100) 68 1,5 (20,7 — 100) (92,0 -99,7)
11 68/68 11 66/67
100 100
14 9 0,0 NC (70,1 - 100) 9 0,0 NC (70,1 - 100)
9/9 9/9
100 100
15 4 0,0 NC (51,0 — 100) 4 0,0 NC (51,0 — 100)
4/4 4/4
Aptima CV/TV Assay 29 AW-31482-3901 PeB. 001
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Tabena 8: Kapakmepucmuke nepghopmaHcu 3a Candida glabrata npema mecmy y3umara bpuca ko0

CUMMMOMamCKUX XeHa (Hacmaeak)

96,7 96,7
16 30 0,0 NC (83,3 —99,4) 30 0,0 NC (83,3 -99,4)
29/30 29/30
50,0 98,7 50,0 100
17 80 2,5 (9,5 -90,5) (93,1 -99,8) 80 2,5 (9,5-90,5) (95,3 — 100)
112 77178 172 78/78
100 100 100 100
18 85 1,2 (20,7 - 100) (95,6 — 100) 85 1,2 (20,7 - 100) (95,6 — 100)
11 84/84 111 84/84
100 100 100 100
19 75 5,3 (51,0 — 100) (94,9 — 100) 75 5,3 (51,0 — 100) (94,9 — 100)
4/4 7171 4/4 71171
100 100 100 100
20 39 5,1 (34,2 - 100) (90,6 — 100) 39 5,1 (34,2 - 100) (90,6 — 100)
2/2 37/37 212 37/37
100 98,7 100 98,7
21 79 3,8 (43,9 - 100) (92,9 - 99,8) 79 3,8 (43,9 - 100) (92,9 - 99,8)
3/3 75/76 3/3 75176

Cl = nHTepBan nosepenwa, NC = He Moxe ce uspadvyHaTu, Prev = npeBaneHuuja.

" PeaynTat CI.

2 Ceux 9 y3opaka ca NnaxHO HeraTMBHUM pesynTaTuma Hucy nokasanu pact C. glabrata Ha XpoMOreHoMm arapy.

3 Op 13 ysopaka ca NaxHO MO3UTUBHUM pesyrTaTuma, 2 cy nokasana BUCOK (4+) pacT, 2 cy nokasana Husak (S2+) pact
n 9 Huje nokasano pact C. glabrata Ha XpoMOreHoM arapy.
4 On 8 ysopaka ca NnaxHO HeraTMBHWUM pesynTaTtiuma, 7 Huje rnokasano pacT a 1 je nokasao BMCOK pacT (4+) sa C. glabrata

Ha XpOMOreHom arapy.

5 Op 18 ysopaka ca NaxHO MO3UTUBHUM pesynTaTuma, 2 je Nokasarno BUCOK (4+) pacT, 2 je nokasano Husak (S2+) pact
n 14 Huje nokasano pact C. glabrata Ha XpoMOreHom arapy.

Tabena 9: Kapakmepucmuke nepgopmaHcu 3a Candida glabrata npema emHu4koj npunadHocmu Koo

CUMITMOMamMmCKuUXx >XeHa
Mpesan. % oceTIbLUBOCTHU % cneundcpuyHoCTU
Tun y3opka ETHMYKa npunagHocT N (%) (95% CI)! (95% CI)?
84,7 (73,5-91,8) 99,1 (98,4 — 99,5)
CBe cTaBke 1483 4,0 50/59 1411/1424
. 100 (43,9 — 100) 100 (94,7 — 100)
Asujcka 72 4,2 33 69/69
74,2 (56,8 — 86,3) 98,7 (97,6 — 99,3)
Barv_mz_muu 6pucesun LipHa/acbpoamepuyka 747 4,1 23/31 707/716
Koje je NpuKynuo
87,5(52,9-97,8) 99,6 (97,8 — 99,9)
KNUHUYap
Bena (xucnaHo/naTnHo) 264 3,0 7/8 255/256
Bena 336 42 100 (78,5 — 100) 99,1 (97,3 -99,7)
(Hwje xucnaHo/natuHo) ’ 14/14 319/322
100 (43,9 — 100) 100 (94,1 — 100)
2
Ocrtano 64 4,7 33 61/61
Aptima CV/TV Assay 30 AW-31482-3901 PeB. 001
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Aptimae

Tabena 9: Kapakmepucmuke nepgopmaHcu 3a Candida glabrata npema emHu4koj npunadHocmu Kod

CUMMMOMaMmCKUX XeHa (Hacmaeak)

Mpesan. % oceTIbLUBOCTHU % cneundcpuyHoCTU
Tun y3opka ETHMYKa npunagHocT N (%) (95% CI)! (95% CI)?
86,2 (75,1 — 92,8) 98,7 (98,0 — 99,2)
CBe cTaBke 1475 3,9 50/58 1399/1417
. 100 (43,9 — 100) 98,5 (92,1 -99,7)
Asujcka 71 4,2 33 67/68
77,4 (60,2 — 88,6) 98,7 (97,6 — 99,3)
Barv.mz.muu 6pucesu LipHa/achpoamepuuka 744 4,2 24/31 704/713
Kole 1° pYEYRIO (52,9 - 97,8) 99,2 (97,2 — 99,8)
; 87,5 - -
nauujeHT , , , , , )
Bena (xucnaHo/naTmHo) 264 3,0 7/8 254/256
Bena 332 39 100 (77,2 — 100) 98,4 (96,4 — 99,3)
(Hwje xucnaHo/natuHo) ’ 13/13 314/319
100 (43,9 — 100) 98,4 (91,3 -99,7)
2
Ocrano 64 47 33 60/61

Cl = nHTepBan nosepera, Prev = npesaneHuuja.

" PeaynTat CI.

2 Ykrbydyje apyre, MELLOBUTE M HerMo3HaTe ETHWYKE MPUNagHOCTX Koje Cy Npujasuiie nauvjeHTKuHbE.

Tabena 10: Kapakmepucmuke rnepgpopmaHcu 3a Candida glabrata npema KnuHU4YKOM cmarby KOO

CUMIMMoOMamcCKuUxX XeHa
Mpesan. % OCETILMBOCTK % cneuncduyHoCcTU
Tun npukynbamwa KnuHuuko crame N’ (%) (95% Cl)? (95% CI)2
84,7 (73,5 -91,8) 99,1 (98,4 — 99,5)
CBe cTaBke 1483 4,0 50/59 1411/1424
Ynotpeba aHTMbMoOTMKA 5 20,0 100 (20,7 -100) 100 (51,0 -100)
1M 4/4
Ynotpeba aHTUyHranHmnx 100 (20,7 — 100) 100 (64,6 — 100)
8 12,5
cpefcraBsa 11 717
Ynotpeba ecTporeHcke Tepanuje 2 0,0 NC 100 (3‘;’/22_ 100)
BarnnanHu 6puceBu ;?:23$?gzmnggﬁ2;?rmmx 861 3,9 88,2 (73,4 - 95,3) 99,0 (98,1 - 99,5)
L ’ 30/34 819/827
Koje je npukynuo 12 meceum
Knuxuyap HesawwTuheHn NomHU ofHOC % 42 100 (51,0 — 100) 100 (96,0 — 100)
y nocnegwa 24 cata ’ 4/4 92/92
95,0 (76,4 — 99,1)
TpynHa 20 0,0 NC 19/20
. 100 (43,9 — 100) 100 (96,7 — 100)
Ca meHcTpyauujom 117 2,6 3/3 114/114
. 80,4 (66,8 — 89,3) 99,1 (98,4 — 99,5)
Bes3 meHcTpyauuje 1209 3,8 37/46 1153/1163
100 (72,2 — 100) 98,0 (94,2 — 99,3)
MocT-meHonay3sa 157 6,4 10/10 1441147
Aptima CV/TV Assay 31 AW-31482-3901 PeB. 001
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KnuHuyke nepcdopmaHce cuctema Panther

Tabena 10: Kapakmepucmuke rnepghopmaHcu 3a Candida glabrata npema KnuHUYKOM cmarsy KOO

CUMMMOMaMmCKUX XeHa (Hacmaeak)

MpeBan. % OCETILMBOCTK % cneuncduyHoCcTU
Tun npukynibama KnuHuuko crame N1 (%) (95% ClI)? (95% CI)?
86,2 (75,1 — 92,8) 98,7 (98,0 — 99,2)
CBe cTaBke 1475 3,9 50/58 1399/1417
Ynotpe6a aHTUGWOTUKA 5 20,0 100 (20,7 -100) 100 (51,0 -100)
1M 4/4
Ynotpeba aHTudyHranHmx 100 (20,7 — 100) 100 (64,6 — 100)
8 12,5
cpeacraea 11 717
Ynotpeba ecTporeHcke Tepanuje 2 0,0 NC 100 (32’/22_ 100)
MoHaBreajyhn cumntommn
BaruHanHu 6pucesu BarMHMTICA Y Nocneawux 858 4,0 91,2(77,0-97,0) 99,2 (98,3 - 99.,6)
Lo 31/34 817/824
Koje je npukynuo 12 meceum
nauujeHT HesawTtuheHun nonHu ogHoc 05 42 100 (51,0 — 100) 100 (95,9 — 100)
y nocnegra 24 cata ! 4/4 91/91
90,5 (71,1 -97,3)
TpyaoHa 21 0,0 NC 19/21
. 100 (43,9 — 100) 100 (96,7 — 100)
Ca meHcTpyauujom 116 2,6 33 113/113
. 84,8 (71,8 -924) 99,0 (98,2 —99,4)
Bes meHcTpyaumje 1205 3,8 30/46 11471159
) 88,9 (56,5 — 98,0) 95,9 (91,3 - 98,1)
[NocT-meHonay3a 154 5,8 8/9 139/145

Cl = nHtepBan noeepewa, NC = He moxe ce udpadvyHatu, Prev = npeBaneHuuja.
" MicnnTaHuum Mory npujaBuTh BULLE KNMHUYKMX CTaka; 36Mp 6poja ncnutaHuka y cBuM noarpynama He OAroeapa yKyrnHOM

6pojy McnuTaHmka.
2 Pesyntar Cl.

36o0r ouekmBaHe Hucke npeBaneHunje C. glabrata, nepdopmance Aptima CV/TV Tecta cy
Takohe npouereHe kopuwherem BeLLTavykn NpUnpemMrbeHnx ysopaka pagu Aonywasana
nopaTaka MpUKYMIbeHUX Y KNWHUYKO] CTyauju. BewwTadyku npunpemMrbeHun y3opum cy
HanpaBrbeHW AofdaBakeM neT pa3nnuutux cojesa C. glabrata y cumynupaHny matpuuy
BarmHanHor 6puca, y koHueHTpaumjama 3X, 10X n 20X y ogHocy Ha rpaHuuy aetekumje (LoD)
TecTa. TecTMpaHu Cy 1 NpaBu HEraTUBHWU y30pLUM KOjU cagpxe camo maTpukc. Cnarame je
6uno 100% 3a cBe BelTavykn npunpemMrbeHe y3opke (Bugu Tabena 11).

Tabena 11: CaznacHocm 3a eewmadku npuripemsbeHe y3opke Candida glabrata

C. glabrata C. glabrata PPA % NPA %
N no3uTUBaH HeraTMBaH (95% CI)* (95% CI)*
CTBapHO HEraTMBHO 60 0 60 NC (94‘3 (10100)
Hmcig; tony %0 30 0 (88,; % 00) NC
yMepTranfngl)TMBHo 15 15 0 (79,; (101 00) NC
ooy 1 15 0 (795 100 N

NC = He Moxe ce m3payyHatu; LoD = rpanuua getekumje, NPA = HeratuBaH npoueHaT cnarama,
PPA = nosutuBaH npoueHaT cnarara

" Pesyntat Cl.

Aptima CV/TV Assay 32 AW-31482-3901 Pes. 001



KnuHuuke nepcdopmance cuctema Panther Aptimae

OceTtrbmBocT 1 cneumndundHocT Tecta Aptima CV/TV Assay 3a oTkpmBake BV npukasaHu

cy 3a oba Tuna y3opaka y uenuHu u no nokauuju y Tabena 12. MNepdopmaHce Tecta cy
npukasaHe cTpaTUgUKOBaAHO NpemMa eTHUYKOj NpunagHocTn y Tabena 13, n npemMa KnMHUYKOM
ctawy y Tabena 14.

Tabena 12: Kapakmepucmuke rnepgopmaHcu 3a Trichomonas vaginalis npema mecmy y3umarsa 6puca koo
CUMIMMoOMamcCKuUX XeHa

BaruHanHu 6puceBwm Koje je NpUKynmo KnuHUu4ap BarumHanHu 6puceBuM Koje je NpMKYyNuo nauujeHT
%
MpeBan. % oceTrbuBOCTM  cneundmruHoOCTH MpeBan. % oceTrbMBOCTU % cneunUIHOCTH
Jokauwmja N (%) (95% CI)! (95% ClI)’ N (%) (95% ClI)! (95% CI)!
96,5 95,1 97,1 98,9
Cee (92,0 — 98,5) (93,8 - 96,2) (92,9 — 98,9) (98,2 — 99,4)
craBke 1438 9,9 137/1422 1233/12963 1433 9,8 136/140* 1279/1293°
100 100 100 100
1 16 6,3 (20,7 —100) (79,6 — 100) 16 6,3 (20,7 - 100) (79,6 — 100)
7 15/15 7 15/15
100 100
2 1 0,0 NC (20,7 - 100) 1 0,0 NC (20,7 —100)
171 17
100 100 100 100
3 21 9,5 (34,2 -100) (83,2 -100) 21 9,5 (34,2 -100) (83,2 -100)
22 19/19 22 19/19
97,3 83,5 100 98,9
4 213 17,4 (86,2-99,5) (77,3 - 88,3) 21 171 (90,4-100) (95,9-99,7)
36/37 147/176 36/36 173/175
100 98,5 100 100
5 145 7,6 (74,1-100) (94,7 — 99,6) 143 7,7 (74,1-100) (97,2 - 100)
11/11 132/134 11/11 132/132
100 98,5 100 100
6 68 1,5 (20,7 —100) (92,0 -99,7) 68 1,5 (20,7 — 100) (94,6 — 100)
7 66/67 17 67/67
100 83,3 100 93,3
7 197 23,9 (92,4-100) (76,6 — 88,4) 197 23,9 (92,4 - 100) (88,2 -96,3)
47/47 125/150 47147 140/150
100 100
8 1 100,0 (20,7 —100) NC 1 100,0 (20,7 - 100) NC
7 7
100 100 100 100
9 105 3,8 (51,0 —100) (96,3 — 100) 105 3,8 (51,0 - 100) (96,3 — 100)
4/4 101/101 4/4 101/101
100 100
10 17 0,0 NC (81,6 — 100) 17 0,0 NC (81,6 —100)
1717 17117
80,0 93,8 80,0 100
1 70 7,1 (37,6 —96,4) (85,2 -97,6) 71 7,0 (37,6 — 96,4) (94,5 -100)
4/5 61/65 4/5 66/66
75,0 100 75,0 100
12 130 3.1 (30,1 -95,4) (97,0 - 100) 129 3,1 (30,1 -95,4) (97,0 - 100)
3/4 126/126 3/4 125/125
100 96,8 100 98,4
13 69 10,1 (64,6 — 100) (89,0 —99,1) 69 10,1 (64,6 — 100) (91,4 -99,7)
77 60/62 77 61/62
100 100
14 8 0,0 NC (67,6 — 100) 8 0,0 NC (67,6 — 100)
8/8 8/8
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Tabena 12: Kapakmepucmuke rnepghopmaHcu 3a Trichomonas vaginalis npema mecmy y3umarsa bpuca Koo
CUMMMOMaMmCKUX XeHa (Hacmaeak)

BarvHanHu 6puceBwm Koje je NpUKynno KnuHu4ap

BarnHanHu 6prceBum Koje je NpMKYyNuo nauujeHT

%

Mpesan. % oceTrbuBOCTU  cneunduyHOCTU Mpesan. % oceTrbuBOCTU % CNeLUUYHOCTH
TNokauwmja N (%) (95% CI)* (95% CI)? N (%) (95% Cl)* (95% CI)*
0,0 100 0,0 100
15 4 25,0 (0,0 -79,3) (43,9 -100) 4 25,0 (0,0 -79,3) (43,9 -100)
0/1 3/3 0/1 3/3
100 100 100 100
16 28 10,7 (43,9 -100) (86,7 — 100) 28 10,7 (43,9 -100) (86,7 — 100)
3/3 25/25 3/3 25/25
100 100 100 98,6
17 74 2,7 (34,2 -100) (94,9 — 100) 74 2,7 (34,2 - 100) (92,5 -99,8)
2/2 72/72 2/2 71172
100 100 100 100
18 83 4,8 (51,0 - 100) (95,4 — 100) 83 4,8 (51,0 - 100) (95,4 — 100)
4/4 79179 4/4 79/79
66,7 100 66,7 100
19 71 4,2 (20,8 —93,9) (94,7 — 100) 71 4,2 (20,8 —93,9) (94,7 — 100)
2/3 68/68 2/3 68/68
100 100
20 39 0,0 NC (91,0 - 100) 39 0,0 NC (91,0 - 100)
39/39 39/39
100 100 100 100
21 78 11,5 (70,1 - 100) (94,7 — 100) 77 10,4 (67,6—100) (94,7 — 100)
9/9 69/69 8/8 69/69

Cl = nHtepBan nosepera, NC = He moxe ce udpadvyHatu, Prev = npeBaneHuuja.

" PeaynTat CI.

2 0Op 5 ysopaka ca NaxHO HeraTMBHWUM pesynTaTtuma, 3 cy 6una HeraTusHa 1 Ha apyrom TV NAAT TecTy koju je ono6puna FDA.
3 On 63 y3opka ca NaxHo MO3UTUBHUM pesynTaTtuMa, 56 je 61uno noautneHo 1 Ha apyrom TV NAAT TecTy koju je ono6puna FDA.
4 Op 4 ysopka ca NaXHo HeraTUBHWM pesynTaTtima, 3 cy 6una HeraTueHa 1 Ha apyrom TV NAAT TecTy koju je ogobpuna FDA.

5 0p 14 y3opaka ca NaxHO NO3UTUBHMM peaynTatuma, 8 je 6uno noauTmeHO 1 Ha apyrom TV NAAT TecTy koju je ono6puna FDA.

Tabena 13: Kapakmepucmuke rnepgopmaHcu 3a Trichomonas vaginalis npema emHu4koj npunadHocmu Kod

CUMIMomamcKux XeHa
Mpe.an. % OCeTIbMBOCTU % cneundcpuyHoCcTU
Tun y3opka ETHMYKa NnpunagHocT N (%) (95% CI)? (95% Cl)*
96,5 (92,0-98,5) 95,1 (93,8-96,2)
CBe cTaBKe 1438 9,9 137/142 1233/1296
. 100 (51,0-100) 98,4 (91,5-99,7)
Asnjcka 67 6,0 4/4 62/63
98,1 (93,2-99,5) 93,3 (91,0-95,0)
Barv_me_muu 6pucesu LipHa/adhpoamepuuka 727 14,2 101/103 582/624
Koje je npukynuo
94,1 (73,0-99,0) 95,0 (91,5-97,1)
KNUHU4ap
Bena (xucnaHo/naTunHo) 257 6,6 16/17 228/240
Bena 326 40 84,6 (57,8-95,7) 97,4 (95,0-98,7)
(Huje xucnaHo/natuHo) ’ 11/13 305/313
100 (56,6—100) 100 (93,6-100)
2
Ocrano 61 8,2 5/5 56/56
Aptima CV/TV Assay 34 AW-31482-3901 PeB. 001
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Tabena 13: Kapakmepucmuke nepgopmaHcu 3a Trichomonas vaginalis npema emHu4koj npunadHocmu Kod

CUMIMMOMAaMCKUX eHa (Hacmaeak)

MpesBan. % OCeTIbUBOCTU % cneuncuiHOCTU
Tun y3opka ETHMYKa npunagHoCT N (%) (95% CI)? (95% CI)!
97,1 (92,9-98,9) 98,9 (98,2-99,4)
CBe cTaBke 1433 9,8 136/140 1279/1293
. 100 (51,0-100) 100 (94,2-100)
Asujcka 66 6,1 4/4 62/62
98,0 (93,1-99,5) 98,7 (97,5-99,3)
Barv_ma_muu Opucesu LipHa/adhpoamepuuka 724 14,0 99/101 615/623
Koje je npukynuo
i 94,1 (73,0-99,0) 97,9 (95,2-99,1)
naumjeHT
Bena (xucnaHo/naTuHo) 258 6,6 16117 236/241
Bena 324 40 92,3 (66,7-98,6) 99,7 (98,2-99,9)
(Hwje xncnaHo/natunHo) ’ 12/13 310/311
100 (56,6—100) 100 (93,6—100)
2
OcTano 61 8,2 5/5 56/56

Cl = nHTepBan noeepera, Prev = npeBaneHuuja.
" Peayntat CI.

2 YKJ'byqyje apyre, mMewoBuUTe U HeENo3HaTe eTHUYKe npunagHocTn KOje cy anjanme I'IaLl,MjeHTKVIH:e.

Tabena 14: Kapakmepucmuke riepghopmaHcu 3a Trichomonas vaginalis npema KnuHU4YKoM cmarby Koo

CUMIMMoOMamcCKuUxX XeHa
MpeBan. % oceTrbMBOCTHU % cneundpuyHoCcTU
Tvn npukynrbara KnuHuuko crawe N' (%) (95% Cl)? (95% Cl)?
96,5 (92,0-98,5) 95,1 (93,8-96,2)
CBe cTaBke 1438 9,9 137/142 1233/1296
Ynotpeba aHTUBMOTUKA 5 0,0 NC 100 (5;‘56_100)
Ynotpeba aHTUyHranHmnx 7 0.0 NG 100 (64,6—100)
cpencraBsa 717
Ynotpeba ecTporeHcke Tepanuje 2 0,0 NC 100 (3;/’22_100)
BaruHanHu 6pucesm ;?:xzijgmn(;?;gﬂ:ﬂ”ll 841 8,1 95,6 (87,8-98,5) 94,7 (92,9-96,1)
M P y A : 65/68 732/773
Koje je npukynuo 12 meceum
KnuHu4ap HesalwtuheHu nonHu ogHoc 94 128 91,7 (64,6-98,5) 96,3 (89,8-98,7)
y nocnegra 24 cata ! 11/12 79/82
66,7 (20,8-93,9) 100 (81,6—100)
TPyAHa 20 150 2/3 1717
. 90,9 (62,3-98,4) 97,0 (91,6-99,0)
Ca meHcTpyauujom 112 9,8 10/11 08/101
. 97,4 (92,7-99,1) 95,3 (93,8-96,4)
Bes meHcTpyauuje 1176 9,9 114/117 1009/1059
) 92,9 (68,5-98,7) 92,6 (87,0-96,0)
MocT-meHonaysa 150 9,3 13/14 126/136
Aptima CV/TV Assay 35 AW-31482-3901 PeB. 001
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Tabena 14: Kapakmepucmuke nepghopmaHcu 3a Trichomonas vaginalis npema KnuHUYKOM cmakby Koo

CUMMMOMaMmCKUX XeHa (Hacmaeak)

MpeBan. % oceTrbMBOCTHU % cneundpuyHocTU
Tvn npukynrbara KnuHuuko ctamwe N' (%) (95% CI)? (95% CI)?
97,1 (92,9-98,9) 98,9 (98,2-99,4)
Cae craske 1433 98 136/140 127911293
Ynotpeba aHTUBMOTUKA 5 0,0 NC 100 (556/‘56_100)
Ynotpeba aHTUyHranHmnx 7 0.0 NG 100 (64,6—100)
cpencraBsa 717
Ynotpeba ecTporeHcke Tepanuje 2 0,0 NC 100 (3;'/’22_100)
BaruHanHu 6pucesm ;?:asibwijgmnzvxgcrwt 839 8,0 97,0 (89,6-99,2) 98,4 (97,3-99,1)
i P y A : 65/67 760/772
Koje je npukynuo 12 meceum
nauujeHT HesawutnheHn nonHn ogHoc 93 12.9 100 (75,8-100) 100 (95,5-100)
y nocnegra 24 cata ’ 12/12 81/81
66,7 (20,8-93,9) 100 (82,4-100)
TpyaHa 21 143 2/3 18/18
) 90,9 (62,3-98,4) 99,0 (94,6-99,8)
Ca meHcTpyauujom 112 9,8 10/11 100/101
. 97,4 (92,6-99,1) 98,9 (98,0-99,4)
Bes meHcTpyauuje 1173 9,8 112/115 1046/1058
) 100 (78,5-100) 99,3 (95,9-99,9)
MocT-meHonaysa 148 9,5 14/14 133/134

Cl = nHtepBan noeepewa, NC = He moxe ce udpadvyHatu, Prev = npeBaneHuuja.
' VicnutaHuum Mory nNpujasnTy BULIE KIIMHUYKWX CTakba; 361up Gpoja UCMMTaHMKa y CBUM MoArpynama He Oarosapa yKyrnHoM

6pojy McnuTaHuKa.
2 Pesyntart Cl.

CTone ncTtoBpeMeHe aeTekuuje, n3padyHaTe 3a y3opke ca BaenNnm uM KOHauYHUM

pesyntatuma Aptima CV/TV Tecta n pedepeHTHUM pesyntaTtuma 3a cBe MeTe, npukasaHe
cy y Tabena 15.

Tabena 15: Cmone ucmospemeHe demekuyuje Aptima CV/TV mecma kKod cumMnmomamcKux xeHa

MpuKynrbeHn on cTpaHe
naumjeHTKuka
BaruHanHu 6pucesu

MpukynrbeHn o cTpaHe KNUHUYapa

OTKPUBEHU aHaNUTU BaruHanHu 6pucesu

C spp rpyna u C. glabrata 1,4% (21/1487) 1,6% (23/1478)

C spp rpyna u TV 2,7% (40/1487) 3,1% (46/1478)

C spp u C. glabratan TV 0,3% (4/1487) 0,3% (5/1478)

C. glabratan TV 0,2% (3/1487) 0,1% (1/1478)

YKynHo 4,6% (68/1487) 5,1% (75/1478)

OTKpuBare HepaBHOTEXe Y BarvMHanHOM MUKPOBMOMY je 3HavajHO 3a AOHOLleH-e oarnyka

0 nevemwy. Mako tect Aptima CV/TV Assay Huje HamereH 3a ynoTpeby y Tectupamy
y30opaka acMMNTOMAaTCKUX XXeHa, OpraHnu3mMu nosesaHu ca BynBOBarvHarHOM KaHauauja3om
n otkpmeeHn Tectom Aptima CV/TV Assay Takohe mory 6uTv NnpucyTHU KO aCMMMITOMAaTCKUX
XeHa. lNMpucyctBo meta Aptima CV/TV TecTa je NpouereHo y y3opLumma BarMHamnHmnx
OpuceBa koje cy y3enu knuHudapu og 171 acumnromaTtcke xeHe. Pe3nme ctona getekuuje
3a C spp n C. glabrata ytBpheHux nomohy Tecta Aptima CV/TV Assay, npukasaH je y
Tabena 16 3a MynNTULEHTPUYHY CTYAWjy Y LENMHU 1 NpemMa eTHWUYKOj NpunagHoCTL.
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Tabena 16: NosumusHocm ymepheHa Aptima CV/TV Assay mecmom K00 acumMnmomMamcKux XeHa

% No3MTUBHUX pe3ynTarta (6p. No3MTUBHUX / 6p. TecTMpaHux ca Baxehum pesynraruma)

C spp rpyna C. glabrata
CBe cTaBke 21,1% (36/171) 8,8% (15/171)
Asnjcka 0,0% (0/5) 0,0% (0/5)
LipHa/achpoamepuuka 28,0% (21/75) 12,0% (9/75)
Bena 17,1% (7/41) 4,9% (2/41)
(xvcnaHo/naTunHo)
B
(Hwje xmcn‘:\J:Iz/naTMHo) 11,6% (5/43) 7,0% (3/43)
Ocrano’ 42,9% (3/7) 14,3% (1/7)

1 YKJ'byqyje apyre, MewoBuTe U HeENno3HaTe eTHUYKe npunagHocTn KOje cy npmjanme I'IaLl,MjeHTKVII-be.

YkynHo 3295 y3opaka cakynsbeHWX Of CTpaHe KrvHu4apa U naumjeHarta of CUMMMATOMAaTCKUX
M acMMNTOMAaTCKnx ucnutaHmua obpaheHo je y BanugHum TectoBuma Aptima CV/TV Assay
na 6u ce ytBpaune knuHuyke nepdopmarce. Oa tora, 1,7% je nmano nodetHe HeBaxehe

pesyntate. HakoH noHoBHor Tectupama, 0,5% je octano HeBaxehe N UCKIbYYEHO je U3 CBUX
aHanuasa.
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AHanuntnyke nepcgopmaHce cuctema Panther

AHanuTnyka oceTrbuBOCT

AHanuTtuyka ocetromeocTt/LoD Tecta Aptima CV/TV Assay ofpeheHa je TecTupawem cepuje
naHerna Koju ce cacToje oA UMIbHUX opraHu3ama pasbnaxeHux y nNpukynsbeHUM HeraTuBHUM
KNMUHUYKMM y3opuuMa nnn SVSM. Hajmawe 20 noHaBrbawa CBaKor 4YraHa naHena je
TeCcTupaHO Ca CBaKOM Of ABe cepuje peareHca, 3a Hajmawe 40 noHaBrbawa no YnaHy
naHena. MpobuTt aHanusa je nsepleHa ga 6u ce reHepucana 95% npegsuheHa rpaHvua
aeTekumje 3a cBaku opraHmsam. MNpegsuheHe rpaHule getekumje cy npukasaHe y Tabena 17.

Tabena 17: paHuya demekyuje mecma Aptima CV/TV Assay

MpensuheHa rpaHuua

OpraHusam aeTekuuje KoHueHTpauuja JeanHuue
C. albicans 95% 4439 CFU/mL
C. glabrata 95% 41 CFU/mL
C. parapsilosis’ 95% 9416 CFU/mL
C. tropicalis’ 95% 811 CFU/mL
C. dubliniensis’ 95% 1176 CFU/mL
TV 95% 0,0024 Thenwnja/mL

CFU = jegunHuue 3a dpopMupane KonoHwuje
" TecTupaHo y cuMynvpaHoj MaTpuum BarvHanHor 6puca

AHanuTuyka MHKNY3UBHOCT

MeT cojeBa cBakor uurbHOr opraHnama Candida je TecTupaHo kopuwhewem nmsarta Koju
uurba 3X LoD 3a C. albicans, C. parapsilosis, C. tropicalis, C. dubliniensis n C. glabrata
y SVSM. [eBeT cojeBa TV ykrby4yjyhn coj oTnopaH Ha MeTPOHMAA301 je TeCTUpPaHO

ca henujckum nusaTtom koju umrba 3X LoD y SVSM. Tect Aptima CV/TV Assay je 6no
nosntmeaH Ha cBe Candida cojeBe TectupaHe Ha 3X LoD. Ocam of geset cojeBa TV,
YKIbydyjyhu coj oTnopaH Ha MeTpoHuaason, oTkpmseHo je npu 3X LoD. JepaH coj TV

je oTkpuBeH Ha 4X LoD.

YHaKpCcHa peakTMBHOCT U MUKpPOOHa uHTepdepeHumja

YHakpcHa peakTUBHOCT U MUKpoOHa mnHTepdepeHumja ca Tectom Aptima CV/TV Assay
npoLeHeHN Cy Y NPUCYCTBY BMCKO NOBE3aHWX U HeuurbaHux opraHu3dama. lMaHen koju ce
cactoju og 64 opraHmsama u xymaHux henmjckux nuHunja (Tabena 18) je TectupaH y SVSM

y oacyctBy unu npucyctey 3X LoD C. albicans, C. glabrata unu TV. Hnje youeHa yHakpcHa
pPeakTUBHOCT MnuM MUKpobHa nHTepdepeHuuja 3a 6uno koju oa 64 opraHnama TecTUpaHUx
y Aptima CV/TV Assay TecTy y KOHUEeHTpauuvjama HaBegeHuMm y Tabena 18.

Tabena 18: [NaHen yHakpcHe peakmugHOCMU U MUKPOBHe uHmepghepeHuyuje

MukpoopraHusam KoHueHTpauuja MukpoopraHusam KoHueHTpauuja
Acinetobacter Iwoffii 1 x 10% CFU/mL Xepnec cumnnekc supyc | 1 x 10* TCID 50/mL
Actinomyces israelii 1 x 108 CFU/mL Herpes simplex virus Il 1 x 10* TCID 50/mL
Alcaligenes faecalis 1 x 108 CFU/mL Klebsiella pneumoniae 1 x 108 CFU/mL
Atopobium vaginae 1 x 108 CFU/mL Lactobacillus acidophilus 1 x 108 CFU/mL
Bacteroides fragilis 1 x 108 CFU/mL Lactobacillus crispatus 1 x 108 CFU/mL
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Tabena 18: lMaHen yHakpCHe peakmugHOCMU U MUKPOBHe uHmepgepeHuuje (Hacmaesak)

MukpoopraHusam

KoHueHTpaumja

MukpoopraHusam

KoHueHTpaumja

Bifidobacterium adolescentis

1 x 108 CFU/mL

Lactobacillus gasseri

1 x 10® CFU/mL

BVAB-1'

1 x 10% konuja/mL

Lactobacillus iners

1 x 10® CFU/mL

BVAB-2!

1 x 10% konuja/mL

Lactobacillus jensenii

1 x 10® CFU/mL

Campylobacter jejuni

1 x 108 CFU/mL

Lactobacillus mucosae

1 x 10® CFU/mL

Candida catenulata

1 x 108 CFU/mL

Leptotrichia buccalis

1 x 10® CFU/mL

Candida famata?

5x 105 CFU/mL

Listeria monocytogenes

1 x 10® CFU/mL

Candida guilliermondii

1 x 108 CFU/mL

Megasphaera mun 1

1 x 10% konmja/mL

Candida haemulonii

1 x 108 CFU/mL

Mobiluncus curtisii

1 x 10® CFU/mL

Candida inconspicua

1 x 108 CFU/mL

Mycoplasma genitalium

1 x 10® CFU/mL

Candida kefyr

1 x 108 CFU/mL

Mycoplasma hominis

1 x 10® CFU/mL

Candida krusei

1 x 108 CFU/mL

Neisseria gonorrhoeae

1 x 10® CFU/mL

Candida lusitaniae

1 x 108 CFU/mL

Peptostreptococcus magnus

1 x 10® CFU/mL

Candida norvegica

1 x 108 CFU/mL

Pentatrichomonas hominis

1 x 10° henuja/mL

Candida orthopsilosis

1 x 108 CFU/mL

Pichia fermentans

1 x 10® CFU/mL

Chlamydia trachomatis

1 x 108 IFU/mL

Prevotella bivia

1 x 10® CFU/mL

Clostridium difficile

1 x 108 CFU/mL

Propionibacterium acnes

1 x 10® CFU/mL

Corynebacterium genitalium

1 x 108 CFU/mL

Proteus vulgaris

1 x 10® CFU/mL

Cryptococcus neoformans

1 x 108 CFU/mL

SiHa henvje

1 x 10* henuja/mL

Eggerthella lenta

1 x 108 CFU/mL

Sneathia amnii

1 x 10® CFU/mL

Enterobacter cloacae

1 x 108 CFU/mL

Staphylococcus aureus

1 x 10® CFU/mL

Enterococcus faecalis

1 x 108 CFU/mL

Staphylococcus epidermidis

1 x 10® CFU/mL

Escherichia coli

1 x 108 CFU/mL

Streptococcus agalactiae

1 x 10® CFU/mL

Fusobacterium nucleatum

1 x 108 CFU/mL

Streptococcus pyogenes

1 x 10® CFU/mL

Gardnerella vaginalis

1 x 108 CFU/mL

Treponema pallidum?

1 x 108 konmja/mL

Haemophilus ducreyi

1 x 108 CFU/mL

Trichomonas tenax

1 x 105 henuja/mL

1 x 10® CFU/mL
1 x 10® CFU/mL

HeLa henuje 1 x 10* henuja/mL

HIV 1 x 10° konuja/mL

Ureaplasma parvum

Ureaplasma urealyticum

CFU = jegunHuue koje chopmupajy kononuje; IFU = jeamHuue 3a copmupare uHknysuje; TCIDS0 = cpeara 3apas3Ha gosa
KynType TKuBa.

1 In vitro TpaHCKpUNT TECTUPaH.

2 YHakpcHa peakTMBHOCT ca Candida famata youeHa je y koHueHTpaumjama Behum on 5x105 CFU/mL.

UHTepdepeHuumja

MoTeHumjanHo omeTajyhe cynctaHue cy TectupaHe y Tecty Aptima CV/TV Assay. NaHenu
cy HanpaBrbeHn y SVSM-y 1 npouereHn 3a noteHumnjanHe edekre Ha OCETIbUBOCT U
crneumdunyHocT TecTta. OceTrbUBOCT NepdopMaHc je npouewnBaHa oasojeHo 3a C. albicans,
C. glabrata v TV popaBawem nuaarta y koHueHTpauumjyu 3X y ogHocy Ha LoD. HeraTnHu
naHenu Koju cy cagpXanu cBaky cyncrtaHuy Takohe cy npouerweHn pagu cneumu4HoCTu.
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Huje yoyeHa vHTepdepeHumja y npucyctBy cnegehunx ersoreHux n eHaoreHnx cyncraHum
TecTupaHa Ha KOHLUeHTpauujama HaBegeHum y Tabena 19.

Tabena 19: NaHen uHmepgepupajyhux cyncmaHyu

CyncraHua ®uHanHa KoHueHTpaumja'

MyHa kps 5% VIV
Neykoumntn 1 x 108 henuja/mL
Mykyc 5% VIV
CemeHa TeyHoCT 5% VIV
KoHTpauenTmBHa neHa 5% WV
KoHTpauenTtusHa cdonuja 5% WIV
TuokoHaszon? 2% WIV
CpeqcTBo 3a Tylumpame 5% W/IV
MporecTtepoH 5% WIV
EcTtpagnon 5% W/IV
Aumnknosup 5% WIV
MeTtponungaszon 5% WIV
Kpema 3a xemoponge 5% WIV
len 3a xugparauujy saruHe® 0,5% WV

TNy6pukaHT 5% VIV
Cnepmuumng 5% WV
CpencTBo NpPOTUB rbUBMLA 5% WV
He3onopaHc/cnpe;j 5% WIV
MauwjanHa cupheTHa kucenuHa® 4% VIV
Baruaun kpema 5% W/IV

W/V = texuHa npema 3anpemuHu; VIV = 3anpemuHa no 3anpemMuHu.

1 duHanHa KoHUeHTpauwmja npeacTasrba puHanHy KOHLEeHTpauujy y y30pKy kaaa ce Tectupa Ha Panther MHCTpymMeHTy.
2 TuokoHason 6,5% MmacT: MHTepdepeHuuja je youeHa npu >3% W/V 3a cee aHanute. MHTepdepeHumja Huje youeHa
npu 2% W/V 3a cBe aHanuTe.

3 Ten sa xuapatauujy BaruHe: MHTepdepeHumja je youeHa npu 1% W/V 3a C. albicans, 5% WI/V 3a C. glabrata

n 23% W/V 3a TV. HujegHa nHTepdepeHuuja Huje yodeHa npu 0,5% W/V 3a C. albicans, 4% W/V 3a C. glabrata

n 2% W/V 3a TV.

4 MauwjanHa cupheTHa KucenuHa: MHTepdepeHumja je youeHa npu 5% V/V sa C. albicans. HujeaHa nHTepdepeHumja
Huje youeHa npu 4% V/V 3a C. albicans, 5% VIV 3a C. glabrata n 5% VIV 3a TV.

MpeunsHoCT y OKBUPY NnabopaTtopuje

MpeunsHocT y okBupy nabopartopuje je npouerweHa Ha Tpu Panther cuctema Ha jeaHO]
nokauumju. Tpu onepartepa Ccy cnpoBefa TecTMpaka TOKOM 22 gaHa U TpU cepuje peareHaca.
Ceaku onepaTtep je n3Boamo No ABa TecTupara AHEBHO KopucTehu naHen of cegam
ynaHoBa. CBaka cepuja je cagpxana Tpu NOHaBIbaka CBAKOr YraHa naHena.

UnaHoBK naHena HanpassbeHu cy ca C. albicans, C. glabrata unn TV y SVSM. Lect
NO3NTUBHMX YfaHoBa naHena uurbano je C. albicans Ha HUCKOj N YMEPEHO] NO3UTUBHOCTH,
C. glabrata Ha HUCKOj U YMEPEHOj MO3UTUBHOCTU U TV Ha HUCKO] U YMEPEHO] MO3UTUBHOCTM.
JedaH HeraTMBHM YnaH naHena cagpxao je matpuuy 6e3 goaatux UMIbHUX aHanuTa.

MpoueHaT no3nTMBHUX pesynTtaTa 3a CV/TV npukasaH je y Tabena 20. BapujabunHoct
curHana (TTime) Aptima CV/TV Tecta Takohe je nspadyHarta 3a No3MTUBHE YflaHOBE MaHena.
BapujabunHocT n3padyHaTa uamehy nHctpymeHarta, nsamehy onepartepa, namehy cepuja,
namehy gaHa, namelhy noHaBrbawa, YHyTap NoHaBSfbakba U YKYNHO, npukasaHa je y

Tabena 21.
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Tabena 20: lNpeyusHocm — caenacHocm mecma Aptima CV/TV Assay ca o4ekusaHUM pe3ynmamuma

MpoueHaTt

OuekuBaHoO NO3UTUBHOCTU
MaHen (cacTtaB aHanuTa) Mo3nTuBHO / yKynHo n NO3UTUBHO (95% Cl)

HeraTtneHo (SVSM) 0/162 0% 0(0,0-2,3)
Hucko nosutueHo (C. albicans) 162/162 295% 100 (97,7-100,0)
Hwucko nosutueHo (C. glabrata) 162/162 295% 100 (97,7-100,0)
Hucko nosutmeHo (TV) 162/162 295% 100 (97,7-100,0)
YmepeHo nosuTueHo (C. albicans) 162/162 295% 100 (97,7-100,0)
YmepeHo nosutueHo (C. glabrata) 162/162 295% 100 (97,7-100,0)
YMmepeHo no3utueHo (TV) 162/162 295% 100 (97,7-100,0)

Tabena 21: BapujabunHocm cueHana mecma Aptima CV/TV Assay 00 cmpaHe YrniaHa rnaHena

N3mehy U3mehy Usmehy U3mehy Usmehy YHyTap
paHa MHCTPyMeHaTa oneparepa cepuja uuKnyca uuknyca YkynHo
MaHen Cpeatu
Onuc N TTime SD CV(%) SD CV(%) SD CV(%) SD CV(%) SD CV(%) SD CV (%) SD CV (%)
C. albicans

Hwucko 162 1496 0,12 0,82 0,00 0,00 024 159 054 358 023 152 028 184 0,70 4,66
NO3UTUBHO

C. glabrata
Hucko 162 21,07 0,00 000 015 069 025 1,18 0,14 065 0,19 0,89 040 191 0,55 2,559
NO3UTUBHO

TV
Hwucko 162 24,09 0,00 0,00 0,33 138 022 093 001 005 021 087 059 246 0,75 3,09
NO3NTUBHO

C. albicans
YmepeHo 162 14,62 0,11 0,72 0,00 0,00 0,22 147 043 295 0,26 1,77 024 162 0,60 4,14
No3UTUBHO

C. glabrata
Ymepeno 162 20,63 0,00 0,00 000 000 026 127 031 150 026 1,25 052 251 0,71 342
NMO3UTUBHO

TV
YmepeHo 162 22,73 0,00 0,00 0,12 054 024 108 0118 080 028 123 041 179 059 261
NO3NTUBHO

CV = koeduuujeHT Bapujaumnje; SD = ctaHaapaHa aesujaumja; TTime = npar BpemeHa.
HanowmeHa: BapujabunHocT Hekunx daktopa Moxe 6uUT Hymepuukn HeratmBHa. OBO ce MOXe AecuTn ako je BapujabunHocT
36or Tux dakTopa Beoma Mana. Y osum cnyyajesuma, SD n CV ce npukasyjy kao 0,00.

Ko-nHdekuuja

Cryavnja ko-mHgekuuje npoueHuna je cnocobHocTt Aptima CV/TV Tecta ga getektyje C spp,
C. glabrata n TV kaga je Buwe of jeaHor opraHMama NpucyTHO Y MCTOM Y30pKy. Hucka
KOHLUEeHTpauuja nu3ata jeaHe MeTe U BUCOKa KOHLUeHTpauuja nusata gpyre mete y SVSM-y
TecTnpaHe cy y kombuHaumju. CactaB naHena n KoOHUEHTpauuje HaBedeHun cy y Tabena 22.
Csa Tectupama cy pesyntupana 100% getekumjom 3a obe npucytHe meTe, oCUM 3a
KombOuMHaumjy Hucke koHueHTpauuje C. glabrata (3X LoD) n Bucoke koHueHTpauuje TV
(1x10* henuja/mL unu 1x10° henuja/mL). JogaTHO TecTupake je cnpoBegeHo U pesynTupano
je 100% petekumjom 3a komOuHaumjy Hucke KoHueHTpauwmje C. glabrata (3X LoD) n Bucoke
koHueHTpauunje TV (1x10° henuja/mL).
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Tabena 22: NaHen Ko-uUHgeKyuja

YnaH naHena C. albicans KoHUeHTpauuja C. glabrata koHUeHTpauuja TV KoHueHTpaumja
C. albicans Hucka; C. glabrata 13317 CEU/mL 1 x 108 CEU/ML H/
BUCOKa
C. albicans Husak; TV BMCOK 13317 CFU/mL' H/M 1 x 10° henuja/mL
C. glabrata Husak; TV sucok H/MN 123 CFU/mL?2 1x103 henuja/mL
C. albicans . C. glabrata 1x 10° CFU/mL 123 CFU/mL? HIM
C. albicans Bucok; TV Hu3ak 1 x 108 CFU/mL H/M 0,0072 henwnja/mL3
C. glabrata Bucok; TV Husak H/N 1 x 108 CFU/mL 0,0072 henuja/mL3

CFU = jeavHnue 3a dpopMuparse KornoHuje
13X LoD C. albicans.

23X LoD C. glabrata.

33X LoD TV.
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www.hologic.com/patents.
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