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OnwTe MHdopmMaumje Panther Fusion™

OnwTe nHdopmauumje

HameHa

Tect Panther Fusion™ GI Bacterial Assay myntunnekc PCR in vitro aujarHoCTU4kM TecT y peanHom
BpeMeHy, npeasuieH 3a 6p3y 1 KBanuTaTtMBHY AeTekuujy 1 avdepeHumjaumjy HyKNemHCKMX KncenmHa
baktepwja Salmonella, Shigella/lEnTeponHBasuBHa Escherichia coli (EIEC), Campylobacter (C. coli,
C. jejuni) kao v reHa 3a npoaykuujy Lura TokcuHa 1 n 2 kop Escherichia coli koja nponssoau
Lvra TokcunH (HegundepeHumpaHo). HyknemHcke kucenvHe ce vM3onyjy u npednwhasajy u3 ysopaka
ovyBaHe CTonuue of nojeguHaua Koju rnokasyjy 3Hake M CUMMITOME racTpoeHTepuTuca.

OBaj TecT je npegsuheH Kao NOMONHO CPeACcTBO Y AndepeHLUmnjanHoj AnjarHo3n nHgekumja Koje
nsasmeajy Salmonella, Campylobacter, Shigella/EHTepouHBasuneHa E. coli (EIEC) n wuratokcureHe
Escherichia coli (STEC). Peayntatu oBor Tecta Tpeba ga ce kopucte y KOMGUHauUumju ca KIMHUYKOM
CrnvkoM, nlabopaTopmjckMM Hanasuma 1 enugemMuornoLwwknM nHgopmaumjama n He cMmejy ce
KOPUCTUTU Kao jeanMHa OCHOBa 3a AujarHosy, feyerwe Unu gpyre oAfyke O neyewy nauujeHTa.
Mo3UTMBHN pe3ynTaTn He UCKIbyYyjy KOMHMEKUM)Y APYrMM OpraHu3mMmmMa KOju HUCY OTKPUBEHWU
OBUM TECTOM M MOXAa He NpeAcTaBrbajy jeavHN unu AedUHUTUBHM y3poKk BonecTn kog nauujeHTa.
HeraTvBHu pesyntaTtu y cnyvyajy KnvHuuke 6onectn komnatmbunHe ca racTpOEHTEPUTUCOM MOry
6uTn nocneguua MHdekuuje naToreHnma Koju HUCY OTKPUBEHW OBUM TECTOM WM HEUH(EKTUBHUX
y3poKa Kao LITO Cy ynuepo3HWU KOnMUTUC, CUHOPOM mnputabunHor upesa unun KpoHosa 6onect. OBaj
TECT je Au3ajHupaH 3a ynotpeby Ha cuctemy Panther Fusion™.

CaxeTak n oGjawbewe TecTta

AkyTHa aunjapeja je Bogehu y3pok ambynaHTHUX noceTa, Xocnuranuaaumja n cCMakeHor KBanureta
XMBOTa Kako y gomahem oKpyewy, Tako u Mefly oHMMa Koju NyTyjy Yy UHOCTpaHCTBO. [nobanHm
yTuuaj 6onectn Koje ce NpeHoce XpaHoM je 3HadajaH, ca npouereHnx 600 munmnoHa obonenux,
wTo aosoau Ao 420.000 cmpTHUX criyyajeBa roauikse.’ LIeHTpu 3a KOHTpOIy 1 npeBeHLmjy
6onectn (CDC) npouennnu cy 48 mnnunoHa cnydajea o6orbera n3as3BaHnx XpaHoM roguLlH-e
y CA, wrto nosoau Ao 128.000 xocnuTtanmsaumja u 3.000 cMpTHUX crydajesa.? AkyTHa avjapeja
je nosesaHa ca npoueHeHVM TPOLLKOBMMa 34paBCTBEHe 3aluTuTe Koju npemaulyjy 150 munuoHa
amepuukux gonapa.?

NHMEKTUBHM racTPOEHTEPUTUC MOTY M3a3BaTh PasnuynUT GakTEPUiCKX, BUPYCHU U NapasuTCKu
opraHuamu. Camu cMMNTOMM Ce He MOry KOPUCTUTU 3a pa3nuKoBame y3poka MHGekKLmje, WTo 6p3e
N NpeumsHe AnjarHoCTUYKE anate YMHWU KibyYHUM 3a YCMepaBake fiedera 1 federsa nauujeHTa.

CDC npouemnyje ga Salmonella ceake roguHe y CjeanieHnum Amepuyknm [pxxaBama nsasoee
oko 1,35 munmoHa oborbemna, 26.500 xocnutanusaumja n 420 cMpTHUX criyvajeBa. XpaHa je
n3Bop BehnHe oBux oborbera.*

Mpoueryje ce ga Shigella ceake roguHe nsasoBe CkOpoO nona MunnoHa oborbena y CjeaneHnm
Amepuykum [pxasama, WTO je YMHKU Tpehom Hajuewhom GakTepujckom eHTepuyHOM Goreluny.
LLurenosa Huje noBesaHa ca cneunduyHNM CE30HCKMM KapakTepoM, LUTO je BepOoBaTHO pesynTaT
3Havaja npeHollera UHdeKumrje ca ocobe Ha ocoby.®

Campylobacter n3asnea npouereHux 1,5 mmnnoHa oborberwa cBake rogmHe y CjeamteHnm
Amepudkum [pxaBama. To je jegaH of Hajuewhux y3poka avjapeanHunx oborbena y CjeanteHnm
Amepuukum [pxasama. AKTUBHM HAL30p MoKasyje Aa ce CBake roguHe OujarHoCTuKyje OKO

20 cnyyajeBa Ha 100.000 rbyau. MHoro Bulle crnyyajeBa ocTaje HeaujarHOCTUKOBAHO UIn
HenpuvjaBrbeHo. BehnHa cny4vajeBa HUje Aeo npeno3HaTux enuaemMuja, a BuLle crnyyajesa

ce jaBrba netu Hero aumm.57
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Panther Fusion™ OnwTe Hdopmaumje

Mpouemnyje ce pga ce ceake rognHe y CjegmiseHum Amepudkum [pxasama jaBun 265.000 STEC
nHgekumja, npu yemy STEC O157 uzasusa oko 36% oBux uHdekumja.® Ctpyursauy 3a jaBHo
30paBrbe OCnamajy Ce Ha NpoLeHe, a He Ha cTBapHM 6poj Hdekuuja, jep cee STEC mnHdekumje
HWUCY OWjarHOCTUKOBAHeE.

Ha4yena npoueaype

Panther Fusion cuctem y notnyHoctu aytomaTtuayje obpagy y3opaka, ykibyyyjyhu nuay ysopka,
XBaTawe HYKNEenHcKe kncenuHe, amnnudomnkaumjy n getekumjy 3a tect Panther Fusion Gl Bacterial
Assay. XBaTakwe U enyunja HyKrnemHcke KUucenuHe oasujajy ce y jeqHoj enpyBeTu Ha CUCTEMY
Panther Fusion. EnyaT ce npeHocu y peakumnoHy enpyBeTy cucteMma Panther Fusion koja cagpxu
peareHce 3a aHanuay. 3atum ce nssoan myntunnekc PCR aHanusa y peanHom BpemeHy 3a
enympaHy HyKneuvHCKy KucenvHy Ha cuctemy Panther Fusion.

O6papa y3opka: lNpe obpage n Tectupara Ha Panther Fusion cuctemy, y3opun ce npeHoce
y Aptima™ Multitest enpyBeTy Koja cagpxu Meaunjym 3a TpaHcnopT y3opaka (STM) koju nusumpa
henwuje, ocnobaha UurbHy HyKNeuHCKYy KUCENWHY U WTUTK je of Aerpagaunje TOKOM
cKrnaguwTema.

XBaTawe U enyumja HykneumHcke kucenuHe: MHtepHa koHtpona (IC-B) ce aytomatcku gogaje
y CBaku y3opak npeko pagHor Panther Fusion peareHc 3a xBatane-B (WFCR-B) pagn npahewa
nHTepdepeHLmje Tokom obpaae y3opka, amnnudukaumnje n getekumje, a Koja je nsassaHa
HeyCcrnexoM peareHca uUnm MHXMOMTOPHMM CyrncTaHuama. Y30pum ce NpBO MHKYOMpajy y ankanHom
peareHcy (FER-B) kako 6u ce omoryhuno nuampawe henuja. HyknemHcka kncenuHa ocnobofheHa
TOKOM KOpaka nuaupana xmbpmnamnsyje ca marHetHum vectuuyama y wFCR-B. 3atum ce yectuue
3a xBaTawe ofBajajy o4 npeocTane maTpuue y3opka y MarHETHOM MOSby CEPUjOM Kopaka
ncnupawa bnarum getepLeHTom. YxBaheHa HyKneuHcKka KucenvHa ce 3atuMm enyuvpa ca
MarHeTHMX 4yectuua noMony peareHca HUCKe joHCKe jadmHe (enyumoHn nydgep Panther Fusion).

HanomeHna: Cucmem Panther Fusion dodaje IC-B y peazeHc 3a xgamarn-e-B Panther Fusion
(FCR-B). HakoH dodasarn-a IC-B y FCR-B, Ha3uea ce wFCR-B (padHu FCR-B).

Myntunnekc PCR amnnudumkaumja n gerekumnjy donyopecueHuuje: JlinodunmsoraHa
peakuMoHa mMacTep cMmelua Yy jedHOj 403U Ce PEKOHCTUTYULLE ca NydepoM 3a PEKOHCTUTYLUN]Y
Panther Fusion |, a 3aTum ce KOMBuHyje ca enynpaHOM HYKNEWHCKOM KUCENUHOM Y peakLUoHY
enpysety. Panther Fusion yreaHu peareHc ce gofaje ga 6u ce cnpeynno mcnapasake TOKOM
PCR peakuuije.

3atum ce nomohy npajmepa n npoba cneumdunyHMx 3a MeTy BpLUM aMmnnudmkaumja unrbesa
nyTem naHyaHe peakuuje nonvmepase, y3 UCTOBPEMEHO Mepere dornyopecueHLmnje MynTUMIEeKCHUX
unrbeBa. Panther Fusion cuctem ynopefyje criyopecueHTHU curHan ca yHanpen ogpeheHum
rpaHNYHMM BpegHOCTUMa Kako 6u ce 4OOBMO KBanutaTMBaH pesynTtaTr O MPUCYCTBY UMW OACYCTBY
CBakor aHanuTa.

AHanUTU 1 KaHanu Koju ce KopucTe 3a HUXOBO OTKpuBarwe Ha cuctemy Panther Fusion
Cy pesnmupaHu y Tabenu ucnoa:
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OnwTe MHdopmMaumje Panther Fusion™

AHanut LurbaHu reH KaHan uHctpymeHTa
Salmonella InVA (MHBa3UBHN aHTUreH A) FAM
Campylobacter e wbponoxtm onomaurse newspane) | HEX
ShigellalEIEC ipaH (VHBa3MBHY Nna3MuaHU aHTureH H) ROX

STEC stx1 (Shigatoxin 1)/stx2 (Shigatoxin 2) RED647

WHTepHa koHTpona Hwuje npyMeHL1Bo RED677

CaxeTaK CUTYpPHOCHUX KapaKTepucTtuka n epmkacHocTun

SSP (CaxeTak cUrypHOCHMX KapakTepucTmka u ecpmkacHocTn) goctynaH je y EBponckoj 6a3u nogartaka
0 MeguuuHcknm cpeactemma (Eudamed) y Kojoj je noBesaH ca naeHTudumkaTopma MeanumHCKor
cpeactea (OcHoHM UDI-DI 6poj meguumHckor cpeactsa). [la 6ucte noumpanu SSP 3a Tect Panther
Fusion Gl Bacterial Assay, nornegajte OCHOBHM jeguHCTBEHU naeHTudukatop ypehaja (BUDI):
54200455DIAGPFGIBACUY.

Ynosopewa 1 Mepe NpeaoCcTPOXHOCTU

A.
B.

3a avjarHocTuky in vitro.

MaxxrbMBO NpounTajTe LEeno OBO YNyTCTBO O MEAMLMHCKOM CPEACTBY M YNyTCTBO 3a oneparepa
cuctema Panther™/Panther Fusion.

3a npodecnoHanHy ynoTpeoby.

D. PeareHc 3a nojadaBarwe-B (FER-B) Panther Fusion je kopo3uBaH, LWUTETAH ako ce nporyTta

M M3a3MBa TELLKE OMEKOTUHE KOXEe U oliTehewe OLWij.

Camo ocobrbe Koje je agekBaTHO obydeHO 3a ynoTtpely OBOr TecTa M 3a pyKOBaH€e
noTeHUMjanHo 3apa3HnM maTtepujanuma cMme ga obasrba oBe npoueaype. Ako gohe
00 n3nuBawa, ogmax Ae3nHUKYjTe npumeHoM oarosapajyhunx npouegypa Ha nokaumju.

UHdopmaumje peneBaHTHe 3a nabopatopujy

F.

G.

Kopuctute camo ucnopy4YyeHu mnvm HaBegeHu nabdopartopujckm npubop 3a jegHoKpaTHy
ynoTpeo6y.

HocuTe pykaBuue 3a jedHOKpaTHy ynoTpeby 6e3 3alTUTHOr npaxa, 3alTUTHe Haodape
n nabopaTopujcke MaHTUIE KaJa paguTe ca y3opuuma u peareHcuma. TeMerbHO onepuTe
pYKe HaKoH pyKkoBara y3opLuma U peareHcuma.

OpnoxuTe caB maTepujan Koju je Aolao y KOHTaKT ca y3opuuMa M peareHcuma y cknagy
ca Baxehum HaumoHanHuMm, MeflyHapoaHUM U perMoHanHuM nponucuma.
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Panther Fusion™ OnwTe Hdopmaumje

UHdopmaumje peneBaHTHe 3a y3opak

Y3opun mory 6utn 3apasHu. MNpugpxaeajte ce yHMBep3anHmx Mepa nNpegoCTPOXHOCTU
npunukom cnposofera oBe aHanuse. OgroBapajyhe metoge pykoBarwa M ognaraka Tpeba
Aa ycnoctaBu anpektop nabopartopuje. Camo ocobrby Koje je npowro oaroeapajyhy obyky
3a pyKkoBake WMHMEKTUBHUM MaTepujanmma Moxe OuTM O03BOIbLEHO Oa M3BPLUM OBAaj
OnjarHoCTUYKKN NOCTynaKk.

HaTtymu ncteka poka Ha Aptima™ Multitest enpyBeTama ogHoce ce Ha MPEHOC y3opKa

y enpyBeTy, a He Ha TecTupake y3opKa. Y3opum ysetu/npocneheHn y 6uno Kom TpeHyTKy
npe ucTeka oBMX AaTyma MUCTeKa Cy BarbaHu 3a TecTupame, nog ycroBom Aa cy
TpaHCNOPTOBaHMN M CKMaauLLTEHN Y cKnagy ca ogrosapajyhum ynyTcTBOM O MeOULMHCKOM
CpeacTBy, Yak M ako Cy TU POKOBM ynotpebe UCTEKNW.

OppxaBajTe ofrosapajyhe ycrnoBe cknaguvliTEHa TOKOM TpaHCMopTa y3opaka kako Gucte
ocurypanu uHTerputet ysopka. CTabunHOCT y3opka y ycrnoBuMa TpaHcnopTa Koju ce pasnukyjy
o NPenopyyYeHnx Huje npoLiereHa.

N3beraajTe yHakpCcHy KOHTaMMHaLMjy TOKOM KOpaka pyKoBaha y3opaka. Y3opuu mory
cagpxaTn n3y3eTHO BUCOK HMBO BakTepwuja unu gpyrux opraHusama. Yeepute ce ga nocyae
3a y30pke He Aohy y KOHTaKT jegaH ca gpyrum mn bauute kopuwheHe matepujane 6e3
npenacka npeko oTBopeHux nocyaa. NpomeHnte pykasuue ako Aofy y KOHTaKT ca y3opuuma.

UHdopmauuje peneBaHTHe 3a TeCT

M.
N.

HemojTe KOpUCTUTK peareHce U KOHTPONe HakoH UCTeKa poka Tpajama.

YyBajTe KOMMOHEHTE TecTa y Npenopy4YeHMM ycnoBrMMa cknaguwiterwa. 3a BuLle
MHdopmaumja nornegajte 3axmesu y noanedy ckrnaduwmerba U pyKkosaH-a peaseHcuma
n lNocmynak mecmupara cucmema Panther Fusion.

HemojTe KOMOMHOBaTW HMKAKBE peareHce 3a aHanuay UM TedHocTu. Hemojte gonywaBaTu
peareHce unu TedyHocTn; Panther Fusion cuctem npoBepaBa HMBOE peareHca.

N3berapajTe MMKPOOHY 1 HyKneasHy KOHTaMUHaLMWjy peareHca.

3axTeBu 3a KOHTPOIy KBanuTeTa Mopajy ce U3BPLUMTU Y CKragdy ca NoKanHWM, OpXXaBHUM
N/Mnn caBe3HUM NponuUcMMa U 3axTeBuMa 3a akpeautauujy U cTaHgapaHuM npoueaypama
KOHTpOne KBanuTeTa Balle nabopartopuje.

He kopucTtute kepTpull 3a aHanu3y ako je KOMNPOMWUTOBaHa Kecuua 3a CKNnaavliTere Unm
ako donuja KepTpuLa 3a aHanu3y Huje HeTakHyTa. YKONuko ce 6uno wrta o oBora Aoroaw,
obpatute ce TEXHUYKO] noapLuLM komnaHuje Hologic®.

HemojTe KopucTUTM NakoBawe TEYHOCTM ako 3anTueay og donuje uypu. Obpatute ce TEXHUYKO]
nogplum komnaHuje Hologic ako ce oBo goroau.

MaxrbnBO pyKyjTe KepTpyLMMa 3a aHanu3y. HemojTe ucnywratn unu npeokpeTatn KkepTpuiie
3a aHanuay. N3berasajte npoayXeHO nanarake OKONIHOM CBETAY.

Heku peareHcy y OBOM KOMMMETY Cy O3Ha4YeHW MHGopMaLMjaMma o0 onacHoCTUMA.
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OnwTe MHdopmMaumje Panther Fusion™

Hanomena: VIHgbopmayuje o onacHocmuma odpaxkasajy EY knacugukauuje cuaypHOCHUX
nucmoea (eHen. Safety Data Sheet, SDS). MIHghbopmauuje o onacHocmuma crieyucbuyHe

3a eaw peauoH nompaxume y dokymeHmy SDS crneyughudyHoMm 3a pezsuoH y bubnuomeuu
cu2ypHOCHUX flucmoea Ha adpecu www.hologicsds.com. Buwe uHgopmayuja o cumbonuma
nompaxume y nieeeHOU cumbona Ha adpecu http://www.hologic.com/package-inserts.

Obavestenja o opasnosti za EU

H302 - Stetno ako se proguta.

H314 - Izaziva teSke opekotine kozZe i oStecenje oka.

P264 - Oprati lice, ruke i svu izlozenu kozu detaljno nakon rukovanja.

P270 - Ne jesti, ne piti i ne pusiti prilikom rukovanja ovim proizvodom.

P330 - Isprati usta.

P501 - Odlaganje sadrzaja/ambalaze u odobreno postrojenje za odlaganje otpada.

P260 - Ne udisati prasinu/dim/gas/maglu/paru/sprej.

P280 - Nositi zastitne rukavice / zastitnu odecu / zastitne naocare / zastitu za lice.

P301 + P330 + P331 - AKO SE PROGUTA: isprati usta. NE izazivati povraéanje.

P303 + P361 + P353 - AKO DOSPE NA KOZU (ili kosu): hitno skinuti svu kontaminiranu odeéu. Isprati koZzu vodom
[ili se istusSirati].

P304 + P340 - AKO SE UDISE: izneti osobu na sveZ vazduh i obezbediti da se odmara u poloZaju koji
ne ometa disanje.

P305 + P351 + P338 - AKO DOSPE U OCI: pazljivo ispirati vodom nekoliko minuta. Ukloniti kontaktna sogiva,
ukoliko postoje i ukoliko je to moguée uciniti. Nastaviti sa ispiranjem.

P310 - Hitno pozvati CENTAR ZA KONTROLU TROVANJA ili se obratiti lekaru.

P321 - Specifian tretman (videti dodatna uputstva za prvu pomoé¢ na ovoj etiketi).

P363 - Oprati kontaminiranu odec¢u pre ponovne upotrebe.

P405 - Skladistiti pod kljucem.

Panther Fusion Enhancer Reagens-B (FER-B)
@ Litijum hidroksid monohidrat 5 - 10%
OPASNOST

Panther Fusion Capture Reagens B (FCR-B)
HEPES 15 - 20%

Lauril sulfat litijumske soli 10 - 15%

Cilibarna kiselina 1 - 5%

Litijum hidroksid, monohidrat 1 - 5%

H412 - Stetno za Zivi svet u vodi sa dugotrajnim posledicama.
P273 - Izbegavati ispustanje/oslobadanje u Zivotnu sredinu.
P501 - Odlaganje sadrzaja/ambalaze u odobreno postrojenje za odlaganje otpada.
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Panther Fusion™ OnwTe Hdopmaumje

3axTeBu y norneny cknagvwTewa U pyKoBaka peareHcuma

A. Y Tabenu y HacTaBky HaBeOEHWU Cy 3aXTeBM 3a CKIaauLITeHe OBOr TecTa U PyKoBae TECTOM.

PeareHc HeoTBOpeHo Y cucrtemy/ Cknaguuwrtere
cknaguwTte OTBOpeHa cTabMNHOCT2 OTBOpPEHOr Npov3BoAa

KepTpuy 3a Tect Panther Fusion Gl Bacterial Assay 2°Cpo8°C 60 paHa 2°Cpo8°Ch
Panther Fusion peareHc 3a xBaTtawe-B (FCR-B) 15°C po 30 °C 30 paHa 15°C po 30 °C
Panther Fusion peareHc 3a nojavyaBawe-B (FER-B) 15°Cpo30°C 30 paHa 15°C po 30 °C
Panther Fusion nHtepHa koHTpona-B (IC-B) 2°Cpo8°C (Y wFCR-B) Huje npumeHrbmBo
Panther Fusion enyunonu nycep 15°C po 30 °C 60 gaHa 15°C po 30 °C
Panther Fusion yrse 15°C po 30 °C 60 gaHa 15°C po 30 °C
Panther Fusion nydpep 3a pekoHcTUTYUWjy | 15°C po 30 °C 60 naHa 15°C po 30 °C
Enpyseta 3a Panther Fusion Gl Bacterial 2°C 10 8 °C Bouunua 3a jegHokpaTHy . Huje npumeHssneo —
NO3NTUBHY KOHTPOMY ynotpeby jeaHokpaTtHa ynotpeba
Panther Fusion HeraTuBHa koHTpona 2°Cpo8°C qumuaylii Tjﬁgg}(l)KpaTHy jeivlzjgkgi)z?r:;?o”fnga

Kapa ce peareHcu yknoHe u3 cuctema Panther Fusion, ogmax nx Bpatute Ha ogroBapajyhe Temneparype cknaguiitera.

a CTtabunHoCT y cucTemMy MouMHe OHOr TPeHyTKa Kaga ce peareHc noctaBu Ha Panther Fusion cuctem 3a kepTpuil 3a TecT
Panther Fusion Gl Bacterial Assay, FCR-B, FER-B n IC-B. CtabunHocT y cuctemy 3a Panther Fusion nychep 3a pekoHcTutyuumjy
I, Panther Fusion enyumoHu nycep n Panther Fusion yrbaHn peareHc nounke Kaga ce nakoBake peareHca npsu nyT ynotpebu.
b Ako ce yknoHu ns cuctema Panther Fusion, kepTpuy 3a TecT 4yBajTe y XepMETUYKM 3aTBOPEHO] NOCYAM Ca CPeaCcTBOM

3a cyllere Ha nNpenopyyeHoj Temnepatypu cknaguiitera.

B. PagHn Panther Fusion peareHc 3a xBatawe-B (WFCR-B) n Panther Fusion peareHc
3a nojayaBamwe-B (FER-B) cy ctabunnu 60 gaHa kaga cy 3aTBOpPEHM U Kada ce YyBajy
Ha Temnepatypu og 15 °C go 30 °C. He xnagute y pwxungepy.

KoHTpone cy ctabunHe oo gatyma HasHadeHor Ha Gouuuama.
Opbaunte 6uno koje HemckopuwheHe peareHce Kojuma je UCTEKao POK 3a CTabumnHOCT.

l/I36eraBajTe YHaKpCHY KOHTaMVIHaLl,I/ij TOKOM pyKOBawa N CKnaguluTewa peareHca.

mm o o

He 3amp3aBajTe peareHce.
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OnwTe MHdopmMaumje Panther Fusion™

Yanmawe 1 cknaguwiTewe y30pakKa

Y3opuun — KnvHudkn matepujan npukynybeH o4 naumnjeHTa u cMmewTeH y ogroapajyhu TpaHCcnopTHU
cucteM. 3a Tect Panther Fusion Gl Bacterial Assay, OBO ykiby4yje CUPOBY O4yBaHy CTONMUY
y TpaHcnopTHoM meaujymy Cary-Blair.

Y3opum — lNpegctaBrba BuLLE reHEPUYKM TEPMUH 3a OnuMcMBake 61O KOr matepujana 3a
TecTuparwe Ha Panther Fusion cuctemy, ykrbyudyjyhu ysopke, y3opke npeHete y Aptima Multitest
enpyBeTe U KOHTpore.

Hanomena: Pykyjme ceum y3opuyuma kao 0a cadpxxe rnomeHyujasHO 3apasHe peazeHce.
Kopucmume yHusep3arnHe mepe rpedocmpoxXHOCmuU.

Hanomena: BoOume padyyHa 0a uzbezHeme yHaKpCHy KOHMamuHauujy mMOKOM Kopaka
pyKogar-a y30pkoM. Ha npumep, odnoxume uckopuwheHu mamepujan 6e3 rpenaxera
MPeKo omeopeHuUX ernpysema.

A. TunoBwm y3opaka yKrbyuyjy y30pke odyBaHe CTonuue y TpaHcrnopTHoM meamjymy Cary-Blair.

Cakynute cupoBy ctonuuy npatehu ogropapajyhe ctaHgapgoHe npouedype 3a cakynibame
N pykoBawe CTonuuoMm. [peHecuTe cupoBe y3opKke cTonuue y TpaHcnopTHu meaujym Cary-Blair
npema ynyTcTBuma npoussohava.

B. O6papna y3opka

1. lMomewajte TemerbHO oyyBaHu y3opak y meaujymy Cary-Blair kako 6u ce ob6esbeguna
XOMOreHOCT HernocpeaHo npe npeHowewa y Aptima Multitest enpyserty.
2. Tpe Tectupana Ha cuctemy Panther Fusion, npeHecute y3opak y Aptima Multitest
enpyBeTy.
a. [enumnyHo oTBOpMTE NakoBawe wWTanuha 3a yaumame opuca. YkrnoHuTte 6puc.
HemojTe gogupueatn MekaHu BpX M HEMOjTe ognaratu wTtanuh. AKO ce MeKaHu
BPX AoavpHe, 6puc ce crnyctu unu MCnycTu, KOPUCTUTE HOBM KOMMNIET 3a y3MMahe
y3opka 6pucom Aptima™ Multitest. MoTnyHO ypoHuTe MekaHu Bpx Gpuca y y3opak
ovyBaHe ctonuue y Cary-Blair megunjymy.

HanomenHa: YpoHume camo MeKkaHu 8px 6puca 1 nym y meyHu 0eo u nocmapajme
ce Oa pyxxuyacmu wmarnuh He 6yde ypOH-EH.

b. OpspHute noknonay Aptima Multitest enpyseTte koja cagpXun TpaHCNOPTHU
mMeaujym. AKO ce cagpXaj enpyeeTte nponuje, ynotpebute HoBu Aptima komnner
3a Npukynibakwe BULLECTPYKOr y3opka bpuca. CtaBute Opuc y enpyBeTy U HEXHO
3aBpTUTE OpUC y enpyBeTn TOKOM 5 cekyHam ga bucte ocrnoboamnu martepwujan.
OctaBute 6puc y enpyBseTu.

c. MaxrbmBo npenomute wWrtanuh Gprca Ha NUHKUjK 3a NOM y3 BOYHY CTpaHy enpyseTe
1 ogbauunTe ropwum Aeo wrtanuha Gpuca.

d. TloctaBute ncnopy4yeHn nnm HoBu I'IpO60jHI/I noknonay Ha enpyBeTy.

3. UYyBame y3opaka npe Tectupama

a. HakoH cakynrbama, odyBaHu y3opuu y Cary-Blair megnjymy mory ce vyBatu
Ha 2 °C no 8 °C po 72 cata npe npeHoweka y Aptima Multitest enpysety.

Hanomena: Campylobacter je nod ymuuajem memriepamype U epeMeHa CKknaduwimersa.
Ako y3opyu Hucy ckrnaduwmeHu Ha odeoeapajyhu HadyuH, moxe dohu A0 cMaH-eHo2
oriopaska U Mo2y uzeybumu ceoje rnosumueHe pesynmame.
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Panther Fusion™ OnwTe Hdopmaumje

b. Ysopak y Aptima Multitest enpyBeTn Moxe ce cknaguwiTnTn nog jeaHnm og cnepehmx
ycnosa:
* 15°C pno 30 °C go 6 paHa unum
e 2°C po8°C po 30 ppaHa unu
« <-20°C po 3 meceua

HanomeHa: Cmarmume 6poj yukryca 3amp3asaH-a U oOMp3asarba 0a bucme cripeyunu
rnomeHuujanHy dezpadauujy y30pkKa.

HanomeHna: Npenopyyyje ce da ce y3opuu npeHemu y Aptima Multitest eripyseme uyeajy
MOKITONIBLEHU U yCrpasHU y cmarikKy.

C. Cknaguwtene y3opaka HakoH TecTupama
1. Y30pke Koju cy aHanumamMpaHu Tpeba 4yBaTu yCnpaBHO y CTanky nog jegHum og cnegehumx
ycnoea:
. 15 °C po 30 °C po 6 gaHa unm
e« 2°Cpo8°C po 30 paHa unu
e <£-20°C po 3 meceua
HanomeHa: Cmarmume 6poj yukryca 3amp3asara U oOMp3asarba 0a bucme cripeyusnu
rnomeHuujanHy dezpadauujy y30pkKa.
2. Y30pke Tpeba NpekpuTn HOBOM, YNCTOM MyiacTUdHOM chonuvjom unu Gapmjepom og conuje.

3. AKo y30pke Koje aHanuaupate Tpeba 3aMp3HyTU UMM TPaHCNOPTOBATU, YKNOHUTE NPOB6OjHM
yen un cTaBuTe HOBM HenpobojHK Yen Ha enpyBeTe 3a y3opke. AKO ce y30opuu Mopajy
nocnatu ga 6u ce u3Bpwmna ucnuTneBawa y ApYroj yCTaHOBWU, MOpajy Ce oap)kaBaTu
y npenopyyeHoM oncery Temnepartypa. [pe ckugawa noknonua, enpyseTe 3a TpaHCNopT
y3opaka Mopajy cTajaTu ycnpaBHO 5 MMHyTa Kako 6y ce cBa TEYHOCT cCnycTuna Ha OHO
enpyBseTe. /36erasajte npckartbe M YHaKpCHY KOHTaMuHauujy. Hemojte ueHTpudyrmpatu.

TpaHcnopT y3opaka

OnpxaBajTe ycrnoBe cknaguiTeHa y3opaka TOKOM TpaHCMopTa Kao LUTO je onMcaHo nog, Y3umare
u cknaduuimerbe y3opaka.

HanomeHa: Omnpema y30paka Mopa ce spwiumu 'y CKnaOy ca eaxehum HayUOHalTHUM,
MeT]yHapoaHuM u pecuoHariHum riporiucuma o mpaHdcriopmy.
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Panther Fusion cucrtem

Panther Fusion”

Panther Fusion cuctem

Panther Fusion cuctem je nHTerpucaHn cuctemM 3a Tectuparbe HYKNEeUHCKe KUCENMHE Koju
NOTMNyHO ayToMaTu3yje CBE Kopake HeonxogHe 3a obaerbake pasnuuntnx Panther Fusion
TecToBa of obpage y3opka oo amnnudukaumje, geTekumje U peaykumje nogaraka.

PeareHcun n matepujanu npeaBuhenn 3a tect Panther Fusion Gl Bacterial Assay

MNakoBaHwe TecTa

KomnoHeHTe Bp. pena Cknaguwreme
KepTpuu 3a Tect Panther Fusion Gl Bacterial Assay, 96 TectoBa ) o o
KepTpuil 3a Tect Panther Fusion Gl Bacterial Assay, 12 TecTtoBa, 8 no kytuju PRD-07113 2°Cho8°C
Panther Fusion uH'repug KOHTpona-B, 960 TectoBa . PRD-06234 2°C o 8 °C
EnpyBeta 3a Panther Fusion uHtepHy koHTpony-B, 4 no kytuju

KoHnTpone 3a Tect Panther Fusion Gl Bacterial Assay

Enpyseta 3a Panther Fusion Gl Bacterial no3autusHy koHTpony, 5 no Kytuju PRD-07116 2°Cpo8°C
Panther Fusion HeraTuBHa KOHTpore enpyBseTa, 5 Mo KyTuju

Panther Fusion peareHc 3a ekctpakumjy-B, 960 TectoBa

Panther Fusion peareHc 3a xBatamwe-B 6oua, 240 TecTtoBa, 4 No KyTuju PRD-06232 15°C po 30 °C
Panther Fusion peareHc 3a nojavyaBare-B 6oua, 240 TecToBa, 4 no KyTujm

Panther Fusion enyunonu nycep, 2400 TecTtoBa ) o R
Panther Fusion enyumonn nygep naket, 1200 TectoBa, 2 no KyTuju PRD-04334 15°Cpo30°C
Panther Fu§|on nycpep 3a peKOHCTMTyHij 1, 1920 TecTtoBa . PRD-04333 15 °C 110 30 °C
Panther Fusion nydep 3a pekoHcTuTyumjy |, 960 TecTtoBa, 2 y KyTuj1

Panther Fusion yrmsaHu peareHc, 1920 rectoBa PRD-04335 15 °C 110 30 °C

Panther Fusion yrbaHn peareHc, 960 TectoBa, 2 no KyTuju

MHAMBMAyenHO CnakoBaHWN apTUKn

CraBke Bp. gena
Panther Fusion TauHe 3a enpysete, 1008 TectoBa, 18 TaLHU No KyTuju PRD-04000
KomnneT 3a npukynrbawe y3opaka Aptima Multitest, nakoBarwe og 50 PRD-03546
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Panther Fusion™

Panther Fusion cuctem

NMoTpeGHM maTepujanu Koju cy AOCTYNHU 3acCeO6HO

HanomeHa: Mamepujanu koje ucniopy4yje komnaHuja Hologic umajy HasedeHe kamanouwke 6pojese,

OCUM aKko Huje Opyeayuje HasedeHo.

Matepujan Kar. Bp.
Cuctem Panther 303095
Panther Fusion cuctem PRD-04172
CuncTteM 3a KOHTMHYMpaHU NPOTOK TedHoCcTU 1 oTnaga Panther (Panther Plus) PRD-06067

Komnnet TeyHocTu 3a Aptima™ Ttect
(Aptima pactBop 3a npane, Aptima nycep 3a TeYHOCT 3a AeakTuBauujy n Aptima
yIbaHu peareHc)

303014 (1000 TecTosa)

JeavHuue ca Buwe enpyseTa (eHrn. Multi-tube units, MTU) 104772-02

Panther komnneT Bpeha 3a oTnatke 902731

Panther noknonay kaHTe 3a cmehe 504405

Wnu komnnet 3a nokpeTtawe cuctema Panther

cagpxu MTU, kece 3a oTnag, nokrnonue KaHTu 3a oTnag, TeYHOCTU 3a aHanuay 303096 (5000 TecToBa)

n aytomatmsoBaHe netektope?

Bpxosu, 1000 pl, puntpupaHu, oceTrb1BM Ha TEYHOCT, NPOBOAHM 1 3a jeAHOKpaTHY
ynotpeby:

Hucy cBu npon3Boamn JOCTYMHU y CBUM pervioHuMa. ObpaTuTe ce CBOM NpeacTaBHUKY

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

3a UHcopmaumje koje cy cneumduyHe 3a PErmoH. MME-04110
Aptima npo6ojHy Yenoswm (onuuoHarsnHo) 105668
3aMeHCKIN HEMpomnyCcHN Yenosu (OnLMOoHaNHo) 103036A
3ameHcku noknonuum 3a boue peareHca 3a eKCTpakuujy CL0040
M3bemmeay 5% no 8,25% (0,7 M go 1,16 M) pacteop HaTpujym xunoxrnoputa

Hanomena: Mornegajte Ynymcmeo 3a onepamepa cucmema Panther/Panther Fusion

3a ynyTcTBa 3a npunpemy pasbnaxeHor pacTBopa HaTpujym xunoxnopuaa.
JenHokpaTHe pykasuue 6e3 nygepa —

@ TNoTpebHO camo 3a Aptima aHanuse koje kopucte TMA TexHonorujy.

OnuuoHu matepujanu
Matepujan Kart. Bp.

Vortex 3a nabopatopujcku cto (VWR Analog Vortex Mixer 120V, kart. 6p. 10153-838)
Wnn eKkBUBaneHT
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Panther Fusion cuctem Panther Fusion™

NMocTtynak Tectupawa cuctema Panther Fusion

Hanomena: Noanedajme Ynymcmeo 3a onepamepa cucmema Panther/Panther Fusion
3a dodamHe uHgopmauuje o nocmyriky.

A. TMpunpema pagHor nogpyudja

1. O6puwmnTe pagHe NoBpLUMHE PacTBOPOM HaTpujym xunoxnoputa og 2,5% no 3,5%
(0,35 M go 0,5 M). OcTtaBuTe pacTBop HaTpUjyM XUMNoxropuTa y Aoaupy ca NoBpLUMHOM
Hajmare 1 MUHYT, a 3aTuUM ucnepuTe aejoHnsosaHoMm (DI) Bogom. He gossonute ga ce
pacTBOp HaTpUjym xunoxnoputa ocywiun. MNokpujTe NOBPLUMHY CTONa YUCTUM ynujajyhmum
nokpmBa4mma nabopaTopujckMx CTornosa ca nnacTU4HOM NoaS10roMm.

B. lNpunpema peareHaca

1. Yknonute 60oue IC-B, FCR-B n FER-B n3 cknaguwTa.

2. lMomewajte FCR-B HexHUM MyhkaweM OOK ce Kyrnuue NoTnyHO He pecycrneHayjy.
N3bGeraBajTe cTBapawe neHe y oBoj dasu.

3. Oteopute 6oue IC-B, FCR-B un FER-B, n ogbauunte noknonue. OtBopute TCR noknonad
Ha ropkwem geny cuctema Panther Fusion.

4. Tlloctasute IC-B, FCR-B 1 FER-B 6oue Ha ogroapajyhe nosuuuje Ha TCR kapyceny.

5. 3areBopute TCR noknonau.

Hanomena: Cucmem Panther Fusion dodaje IC-B y FCR-B. HakoH wmo ce IC-B doda
y FCR-B, Ha3usa ce WFCR-B (eHan. working FCR-B, padHu FCR-B). Ako ce wFCR-B
u FER-B yknoHe ca cucmema, yrnompebume Hoge rokronye oomax cknaduwmume

y cknady ca olzoeapajyhum ycrosuma cknaduwimersa.

C. PykoBame y3opunma

1. BusyenHo noTBpAMUTE Aa CBaka enpyBeTa 3a y30pKe cagpXu jefaH pyxudactn Aptima
O6puc 3a yaumame y3opka y Aptima Multitest enpysetn. Ako Aptima Multitest enpyseta
He cagpxu bpuc, cagpxun Buwe bGpucera unm Bpuc HMje ogodbpeH of cTpaHe KomnaHuje
Hologic, npeHoc ctonuue y Cary-Blair megujymy Tpeba noHOBUTU KopuwheweM HOBOT
Komnneta 3a ysumarbe y3opka 6pucom Aptima Multitest.

2. lMpoeepute uarneq ysopka y Aptima Multitest enpyseTtn.
a. AKoO je y3opaKk XOMOreH, HacTaBuTe ca TeCTUpPaHEM.

b. Ako ce npumeTe 4BpCTE UNN MYKOMOHE MaTepuje, UMajTe Ha ymy Aa OHe Mory
[a oMeTajy TecCT.

HanomenHa: Ako ce mokom obpade y3opka yode Hesaxehu uHdukamopu (Hnp. CLT, ICRFU,
EBH unu eBL), y3opuu y Aptima Multitest enpysemu moey ce eopmekcupamu HaKoH 3aMeHe
HosuM ripobojHuM noknonuem y mpajary 00 30 0o 60 cekyHOU MakcumasriHoM 6p3uHoOM

Ha cmaHOapOHOM sopmeKcy 3a nabopamopujcku cmo rpe MoHO8HO2 mecmupar-a.

Hanomena: punpemume y30pke npema yriymcmeuma 3a obpady y3opaka y o0esbKy
Y3umare u cknaduwmerse y3opaka npe Heao wmo ybauyume y3opke y Panther Fusion
cucmem.

D. MNpunpema cuctema

3a ynyTtcTBa 0 nogewasany Panther Fusion cuctema, ykrby4yjyhn yuntaBsamwe y3opaka,
peareHaca, KepTpuiia 3a aHanumay u yHuBep3anHux TEeYHOCTW, nornegajte Ynymemeo 3a
onnepamepa cucmema Panther/Panther Fusion.
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Panther Fusion™ Panther Fusion cuctem

HanomeHe y Be3n ca nocTynkom
A. KoHTpone

1. Panther Fusion Gl Bacterial nosantneHa koHTpona n Panther Fusion HeratuBHa KoOHTpona
MOry ce MOCTaBUTU Ha GUIO KOjy NO3nuMjy y cTanak, y 6uno kojy Tpaky 3a y30pKe Ha
Panther Fusion cuctemy.

2. Kapga ce KoHTpornHe enpyseTe nunetmpajy n obpage 3a tect Panther Fusion Gl Bacterial
Assay, oHe Baxxe 0o 30 gaHa (y4ecTtanocT KOHTpona nogellasa agMUHUCTPATOpP), OCUM
aKo pesynTaTu KOHTpOosie HUCY Bakehu unu ce yumTa HOBa cepuja KepTpuia 3a aHanmay.

3. Cpaka KOHTpOnHa enpyBseTa ce MoXe TecTupaTu jegHOM.

4. TlvneTupare y3opKka nauujeHTa novmmwe Kaga je ucnyweH 1 og cnegeha 2 ycnosa:
a. Baxehu pesyntat 3a KOHTpOMe Cy pPeructpoBaHu y CUCTEMY.
b. [lMap koHTpona je TPeHYTHO y MPOLIECY Ha CUCTEMY.

Gl Bacterial Assay - Panther Fusion System 13 AW-34377-3901 Pes. 002



KoHTpona kBanuTteTta Panther Fusion™

KOHTpO.ﬂa KBarimteta

Panther Fusion cuctem moxe NOHULWITUTK pe3ynTaTt UCNMTUBaKka UNn y3opka ako ce jase npobrnemm
TOKOM M3BONeHa TecTa. Y3opum ca Hesakehum pesyntatMuma Mopajy ce NoHOBO TecTupaTtu.

HeratuBHe n NO3NTUBHE KOHTpoOIne

[a 6u ce reHepucanu Baxehu pesyntartu, CKyn KOHTpona tecta mopa 6utu tectupaH. JegHa (1)
pennukaluvja HeraTUBHE KOHTPOSie TecTa U NO3UTUBHE KOHTPONe TecTa Mopa ce TecTupaTtu CBaku
nyT Kaga ce Ha cuctem Panther Fusion yunta HoBa cepuja KepTpuua 3a TECT UM Kaga UCTEKHe
TPEHYTHM cKyn Bakehux KOHTposia 3a akTUBHY cepujy kepTpuia.

Cuctem Panther Fusion je koHdurypucaH ga 3axTeBa [a ce KOHTpose TecTa U3BOAE Y UHTepBany
Koju ogpean agmuHuctpatop fo 30 gaHa. CodtBep Ha cuctemy Panther Fusion ynosopasa
oneparepa Kaga cy notpebHe KOHTpone Tecta U He 3anovvke HOBE TECTOBE JOK Ce KOHTpone
TecTa He yyuTajy 1 He NoYHy ca obpagom.

Tokom obpage, cuctem Panther Fusion aytomatcku Bepudumkyje kputepmjyme 3a npuxearame
KoHTpona TecTta. [la 6u ce reHepucanu Baxehu pesyntartun, KOHTpone Tecta Mopajy npohu
HW3 NpoBepa BanUOHOCTU Koje obasrba cuctem Panther Fusion.

AKO KOHTporne 3a TecT npohy cBe npoBepe BanugHOCTU, cMaTpajy ce Baxehnm 3a BPEMEHCKU
WHTEpBan HasefeH of CTpaHe agMuHUcTpaTtopa. Kaga BpeMeHCKN nHTepBarn UCTEKHe, CUCTEM
Panther Fusion cmaTpa koHTpone Tecta ce cmatpajy ucteknum n éuhe norpebaH HoBM ckyn
KOHTpona Tecta npe 3anovvkwara paga ca buno Kojum HoBMM y3opuuMma.

Ako 6uno koja og kOHTporna TecTa He npofe npoBepy BanngHocTu, cuctem Panther Fusion
ayToMaTCKM NOHMLITaBa yTULAj Ha y3opke n 6uhe notpebaH HOBM CKyn KOHTpora TecTa
npe TecTuparwa GunNo Kojux HOBMX y3opaka.

MUHTepHa KOHTpona

MHTepHa KOHTpoNna ce AoAaje CBakoM Y30pKY TOKOM MOCTyMka ekcTpakuuje. Tokom obpage,
KpUTEPUjYMN NpuxBaTaka MHTEPHE KOHTPOre ayToMmaTcku Bepudukyje codpTBep cuctema
Panther Fusion. [JeTekumja MHTEpHE KOHTpOSE HUje NoTpebHa 3a Y30pKE KOju Cy MO3UTUBHMA
Ha Salmonella, Campylobacter, Shigella/EIEC n/wnn STEC. WHTepHa KoHTpona mopa 6utm
JeTeKkToBaHa y CBMM y30puuMa KOju Cy HeraTuBHW Ha cBe npeaBufeHe aHanuTe; y30pLn Koju
He ucnyHe Taj kputepujym he 6t npujaBreeHn kao HeBakehu. CBakum y3opak ca HeBaxehum
pesyntatoMm mMopa 6T NOHOBO TeCTUpaH.

Cuctem Panther Fusion je gusajHnpaH ga npeuunsHo BepudurKyje NocTynke Kaga ce npouenype
n3Bode npema ynyTtcrBMMa gaTum Yy OBOM YNyTCTBY O MeOULUHCKOM cpeactsy vy Yinymcmey
3a onepamepa cucmema Panther/Panther Fusion.
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Panther Fusion™

UHTepnpeTauujapesynTtaTta

MUHTepnpeTaumnja pesynrtata

Cuctem Panther Fusion aytomatcku ogpefyje pesyntate TectoBa 3a y30pKe U KOHTPOre.
Pesyntatu 3a otkpuBawe Salmonella, Campylobacter, Shigella/lEIEC n STEC ce npwvjaBrbyjy
oABOjeHO. PesynTart Tecta Moxe OUTKM HeratmBaH, NO3NUTUBAH UMM HEBaXeNu.

Mpeu Baxkehu pesynTar je pesyntar koju Tpeba npujaBuTn. Y3opke ca HeBaehum pesyntatuma
Tpeba noHoBO TecTupaTtu. AKO je pesynTaTr HeBaxkehn HakoH NMOHOBHOr TecTupawa, Tpeba
NPVKYNUTU HOBWU Y30paK.

Tabena 1 npukasyje moryhe pesynrtate npujaBrbeHe y Baxehem TecTy ca ogrosapajyhum
Tymadewmma pesynrarta.

Tabena 1: Tymayere pesynmama

Salmonella Campy ShigellalEIEC Stx1/Stx2 IC Tymauere
Pesynrtar Pesynrtar PesynTtar Pesynrtar Pesyntar

Her. Her Her Her. Baxehe Salmonella, Campylobacter, ShigellalEIEC n STEC
HWUCY OTKPUBEHW.

Moas. Her. Her. Her. Baxehe  OmkpueeHa je Salmonella.

Her. Moas. Her. Her. Baxehe  OmkpuseeH je Campylobacter.

Her. Her. Mos. Her. Baxehe  OmkpuseHa je Shigella/EIEC.

Her. Her. Her. Moas. Baxehe  OmkpuseeH je STEC.

Moas. Moa. Her. Her. Baxehe  OmkpuseHu cy Salmonella v Campylobacter.

Moas. Her. Nnos. Her. Baxehe  OmkpuseHu cy Salmonella n Shigella/lEIEC.

nos. Her. Her. nos. Baxehe  OmkpuseHu cy Salmonella n STEC.

Her. Moa. Nnos. Her. Baxehe  OmkpuseHu cy Campylobacter n Shigella/EIEC.

Her. Moa. Her. Moas. Baxehe  OmkpuseHu cy Campylobacter n STEC.

Her. Her. Nnos. Moas. Baxehe  OmkpuseHu cy ShigellalEIEC n STEC.
OmkpuseHu cy Salmonella, Campylobacter

Moas. Moa. Mos. Her. Baxehe u Shigella/EIEC. NHdekumje ca 3 GakTepuje cy
peTke. TecTupajTe NOHOBO 3a NOTBPAY pesynTara.
OmkpuseHu cy Salmonella, Campylobacter n STEC.

Moas. Moas. Her. Moas. Baxehe  WHdekuunje ca 3 bakTepuje cy peTke. Tectupajte
NOHOBO 3a NoTBpAY pe3ynTaTa.
OmkpuseHu cy Salmonella, Shigella/EIEC n STEC.

Moas. Her. Mos. Moas. Baxehe  WHdekuunje ca 3 bakTepuje cy peTke. Tectupajte
NOHOBO 3a NoTBpAy pe3ynTaTa.
OmkpuseHu cy Campylobacter, Shigella/EIEC

Her. Moa. Mos. Moas. Baxehe 1 STEC. NHdekumje ca 3 6akTepuje cy peTke.
TecTupajTe NOHOBO 3a NOTBPAY pe3ynTaTta.
OmkpuseHu cy Salmonella, Campylobacter, Shigella/

Moas. Moa. Mos. Moas. Baxehe EIEC u STEC. NHdekumje ca 4 GakTepuje cy peTke.
TecTupajTe NOHOBO 3a NOTBPAY pe3ynTaTta.

HeBaxehu HeBaxehu HeBaxehu HeBaxehu Hesaxehu Hesaxehe. flowno je Ao rpewke y rexepucatey

pesynTara; NoHOBMTE TECT y30pkKa.

Her. = HeratueaH, NMO3. = no3nTneaH.
HanomeHa: MOS3. pe3syntat 6uhe ncnpaheH uuknycom (Ct) rpaHnyHmnx BpegHoctu. MO3/HT npegcraBrba pesynTtaTt BUCOKOT TUTpa
1 3a wera Hehe 6uUTK npukasaH Ct.
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OrpaHuyema Panther Fusion™

OrpaHuyewa

A

Ynotpeba oBOr TecTa je orpaHudeHa Ha ocobrbe Koje je obydyeHO 3a OBy Mpoueaypy.
HenowToBake 0OBMX ynyTCTaBa MOXe OOBECTU OO NOrpeliHux pesynrarta.

Moy3gaHn pesynTtaty 3aBUCE O afeKBaTHOr cakynibawa, TPaHCnopTa, CKnaguwTewa
n obpage y3opaka.

N3beraBajTe koHTaMunHauwmjy Tako WwWTto hete ce npugpxasatn gobpe nabopaTtopujcke npakce
N npoueaypa HaBegeHUX y OBOM YMNyTCTBY.

Oexngpupanun Cary-Blair megujym y npaxy u Cary-Blair megunjym y 4BpcTOj KOHGUrypaumju
ca BMCOKUM CajpxajeM arapose HWUCY OLieHEeHU 1 MOXAa HUCY KoMnatubunHu ca kopauuma
obpage y3opka TecTa.

YunHak oBOr Tecta je BanuaupaH camo ca y3opumma XyMaHe CTonuue CakynibeHUM
y TEYHOM TpaHcnopTHOM Meaunjymy Cary-Blair npema ynytctBMma npoussohava megunjyma.

OBaj npousBoa He Tpeba KOPUCTUTK 3a TecTupare y3opaka CTonuue y dukcaTusy.
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Panther Fusion™ AHaNUTUYKU y4YUHaK

AHanUTN4Kun YYUHaK

AHanunTuyka oceTrbMBOCT

AHanutudka ocetrbmBocT (rpaHuua getekumje unm LoD) Panther Fusion Gl Bacterial Assay
TecTa ogpeheHa je TecTupareM pasbnaxera obpaheHe HeratueHe matpuue ctonuue Cary-Blair
(CBS) oboraheHe bakTepujckum kynTypama Salmonella (2 coja), Campylobacter (2 coja),
Shigella/EIEC (2 coja) n STEC (2 coja). TectnpaH je MMHUMYM o 24 pennukauuje ca cBakoMm
on 3 cepuje peareHaca. LoD 3a caku aHanuT je ogpeheH Probit aHannsom 3a cBaky cepujy
peareHaca u notepheH ca gogatHe 24 pennukaunje kopuwherweMm jegHe cepuje peareHaca

Yy KOHoMrypaumjama ca jegHuMM aHanuToM U BuUlle aHanmsa. AHanuTuyka oCeTIbMBOCT je
AeduHNCaHa Kao HajHWXKa KOHUEHTpauumja npu Kojoj je = 95% cBux TecTupaHux pennukaunja
NO3NTMBHO, Kao WWITO je pe3anmupaHo y Tabena 2.

Tabena 2: AHanumu4ka ocemsbusocm

KoHueHTpauuja LoD (CFU/mI)?

Col Aptima Multitest enpyBeta OuyBaHa cTonuua
S.enterica subsp. enterica, serovar Typhimurium, |, 4,5,12:i:1,2 48 960
Salmonella bongori, 66:z41 109 2.180
Campylobacter coli 16 320
Campylobacter jejuni subsp. jejuni 25 500

Shigella sonnei 68 1.360

EIEC O29:NM 23 460
STEC 026:H11 (stx1/stx2) 106 2.120
STEC O157:H7 (stx1/stx2) 20 400

CFU = jegnHuue 3a popMupare KonoHuje.

2 KoHueHTpauuje aHanuta y Aptima Multitest enpysetun cy ~20 nyTta pasbnaxeHuje y nopehewy ca o4yBaHOM CTONMULIOM
(~150 pl ovyBaHe ctonuue y ~3 ml STM).

UHkny3uBHOCT/PeakTUBHOCT — TecTpawe Ha BNaXHo

MHknysmeHocT/peakTnsHocT Panther Fusion Gl Bacterial Assay Tecta ogpeheHa je TecTuparwem

GakTepujcknx cojeBa y obpaheHoj HeratueHoj CBS matpuumn. CBaku coj je TeCTUpaH y Tpunnukary
npy 3X LoD ca 1 cepujom peareHaca y KoHcurypaumju ca jegHum unum sue aHanuta. Tabena 3
npuKasyje HajHWKy KOHLieHTpauumja cBakor coja npwu kojoj je yodeHa 100% no3vTUBHOCT.
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AHanNUTU4Kn YUYUHakK

Panther Fusion™

Tabena 3: Peaume uHKy3usHocmu/peakmueHocmu 3a aHanume Gl Bacterial Assay mecma

OpraHusam

ATCC# vnu usBop

Coj / CepoBap / Cepotun /
AHTUreHcKa cBojcTBa

TecT kOHUeHTpaumja (3X LoD)

(CFU/mlI)

Aptima Multitest enpyBeta OuyBaHa cTonuua

Salmonella bongori 439752 CIP 82.332 327 6.540
13076 Enteritidis, CDC K--1891 144 2.880
140282 Typhimurium, CDC 6516--602 144 2.880
15791 Sloterdijk 144 2.880
15611 Vellore, V1796 144 2.880
11646 llinois, CDC 144 2.880
8391 Thompson, 2988 144 2.880
19430 Typhi, NCTC 8385 144 2.880
7378 Panama, Hochberg 2460 144 2.880
6962 Newport, NCTC 129 144 2.880
8388 Muenchen, 54 144 2.880
8326 Heidelberg, 16 144 2.880
9712 Saintpaul, 127 144 2.880
8387 Montevideo, 623 144 2.880
6539 Typhi, AMC 144 2.880
Salmonella enterica 9150 Paratyphi A 144 2.880
subsp. enterica (1) 10719 Paratyphi B, AMC 41-H-6 144 2.880
13428 Paratyphi C, CDC 3310-52 144 2.880
33062 Typhimurium, LJ211 144 2.880
13311 Typhimurium, NCTC 74 144 2.880
51956 Hadar, CDC 347 144 2.880
51741 DUP-103 144 2.880
10721 Javiana, ETS 146 144 2.880
9239 Oranienburg, E1093 144 2.880
51955 Virchow, CDC 41 144 2.880
51957 Agona, CDC 873 144 2.880
BAA-2739 Mississippi, CDC 2012K-0487 144 2.880
13312 Choleraesuis, NCTC 5735 144 2.880
700136 Braenderup, NCTC 5750 144 2.880
15480 Dublin, HWS 51 144 2.880
CCUG 21280 Schwarzengrund 144 2.880
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Panther Fusion™ AHaNUTUYKU y4YUHaK

Tabena 3: Pesume uHKysusHocmu/peakmusHocmu 3a aHanume Gl Bacterial Assay mecma (Hacmasak)

OpraHusam ATCC# vnu usBop Coj / CepoBap / Ceportun / TecT KOoHUeHTpauuja (3X LoD)
AHTUreHcka cBojcTBa (CFU/mI)

Aptima Multitest enpyBeta OuyBaHa cTonuua

6959 NCTC 2206 144 2.880
Univ of Calgary
Salmonella enterica 2425 argCo5 144 2.880
subsp. salamae (Il)
700148 NCTC 10252 144 2.880
43972 CIP 82.29 144 2.880
12323 CDC 3153--55 144 2.880
Salmonella enterica 12324 CDC 1089-53 144 2.880
subsp. arizonae (llla)
13314 NCTC 8297 144 2.880
12325 CDC 144 2.880
Salmonella enterica 29226 CDC 656/75 144 2.880
subsp. diarizonae (llIb)
43973 CIP 82.31 144 2.880
Salmonella enterica 29932 16:24,223: - 144 2.880
subsp. houtenae (IV)
43976 CIP 102501 144 2.880
Salmonella enterica
subsp. indica (V1) Univ of Calgary
2430 pyrE20 144 2.880
13313 Tun 1, NCTC 4837 204 4.080
49555 Tun 13, CDC 8008-79 204 4.080
29028 Tun 3, CDC 3596-74 204 4.080
49551 Tun 12, CDC 2243-66 204 4.080
Shigella dysenteriae (A) 11835 AMC 43--A--1 204 4.080
9361 Tun 1, AMC 43-A-14 204 4.080
12021 Tun 8, CDC 2116-52 204 4.080
12037 Tun 9, CDC A-58:1646 204 4.080
49547 Tun 11, CDC 3883-66 204 4.080
29903 Twun 2a, 24570 204 4.080
12022 Tun 2b, CDC 3591-52 204 4.080
9199 Tun 1a, AMC 43-G-68 204 4.080
33948 612-003 204 4.080
Shigella flexneri (B)
11836 Tun 3, AMC 43-G-100 204 4.080
12023 Tun 4a, CDC 5380-52 204 4.080
12025 Tun 6, CDC 64 204 4.080
700930 Twun 2a, 2457T 204 4.080
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AHanNUTU4Kn YUYUHakK

Panther Fusion™

Tabena 3: Pesume uHKry3usHocmu/peakmusHocmu 3a aHanume Gl Bacterial Assay mecma (Hacmasak)

OpraHusam ATCC# vnu usBop Coj / CepoBap / Cepotun / TecT koHUeHTpauumja (3X LoD)
AHTUreHCKa cBojcTBa (CFU/ml)
Aptima Multitest enpyBeta OuyBaHa cTonuua
8700 Tun 2, NCTC 12985 204 4.080
29928 Tip10, C-10 204 4.080
9207 Tun 1, AMC 43-G-58 204 4.080
BAA-1247 Tun 20, SH-108 204 4.080
Shigella boydii (C)
12030 Tun 10, CDC 6336-52 204 4.080
12028 Tvn 8 204 4.080
12031 Tun 11, CDC 1624-54 204 4.080
9905 Tun 7, AMC 4006 204 4.080
9290 AMC 43-GG9 204 4.080
299302 WRAIR | BupyneHTHa? 204 4.080
Shigella sonnei (D) 11060 4628 204 4.080
29031 CDC 45-75 204 4.080
25931 NCDC 1120-66 204 4.080
43893 Tun O124:NM, CDC EDL 1284 69 1.380
BAA-2190 Tun 0121, 98-3306 69 1.380
EHTEZEZ?ETEMCE;% E 49105 Tvn 015, 1/1/7482 69 1.380
12806 Tun 0124: K72 (B17):H, CDC 69 1.380
438922 Tun O29:NM, CDC EDL 12822 69 1.380
33560 CIP 702 75 1.500
43432 Tun O:4, MK7 75 1.500
35920 BG 22 75 1.500
43459 Tun 0:40, MPD570102 75 1.500
29428 VPI H840 75 1.500
33252 C3692 75 1.500
332912 AS-83-792 75 1.500
700819 NCTC 11168 75 1.500
Campylobacter jejuni BAA-1062 RM 1221 75 1.500
subsp. jejuni BAA-1234 RM3193 75 1.500
33292 AS-84-79 75 1.500
35918 BG 177 75 1.500
43434 Tun O:6, C6 75 1.500
43435 Tun O:7, DPH-1 75 1.500
43449 Tun 0:23, MK 198 75 1.500
43503 UA466 75 1.500
43472 Tun O:5, CFJ29 75 1.500
43430 Tun O:2, CJC-25 75 1.500
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Panther Fusion™

AHanuTn4Kn Y4YUHakK

Tabena 3: Pesume uHKysusHocmu/peakmusHocmu 3a aHanume Gl Bacterial Assay mecma (Hacmasak)

OpraHusam ATCC# vnu usBop Coj / CepoBap / Ceportun / TecT KOoHUeHTpauuja (3X LoD)
AHTUreHcKa cBojcTBa (CFU/ml)
Aptima Multitest enpyBeta OuyBaHa cTonuua
33559 CIP 70802 48 960
43488 Tun O:56, RO 268 48 960
43485 Tun 0:49, A1618 48 960
43483 Tun O:47, Ca 72 48 960
43484 Tun O:48, Ca 77 48 960
43133 BG716 48 960
43136 BG193 48 960
Campylobacter coli
43481 Tun O:39, 80-102 48 960
43482 Tun 0:46, VanH13 48 960
49941 LRA 069.05.89 48 960
BAA-372 D5708 48 960
43135 BG192 48 960
43478 Tun O:28, 76-GA2 48 960
BAA-1061 RM 2228 48 960
700377 0O157:NM (stx2), CDC 92-3099 60 1.200
700927 O157:H7:K- (stx1/stx2), EDL 933 60 1.200
351502 O157:H7 (stx1/stx2), EDL 931 60 1.200
Shigat‘zgﬁ";;i)c E-coli 43894 0157:H7 (stx1/stx2), CDC EDL 932 60 1.200
700378 O157:NM (stx1/stx2), CDC 92-3073 60 1.200
43890 O157:H7 (stx1) CDC C984 60 1.200
43895 O157:H7 (stx1/stx2), CDC EDL 933 60 1.200
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AHanNUTU4Kn YUYUHakK

Panther Fusion™

Tabena 3: Pesume uHKry3usHocmu/peakmusHocmu 3a aHanume Gl Bacterial Assay mecma (Hacmasak)

OpraHusam ATCC# vnu usBop Coj / CepoBap / Cepotun / TecT koHUeHTpauumja (3X LoD)
AHTUreHCKa cBojcTBa (CFU/ml)
Aptima Multitest enpyBeta OuyBaHa cTonuua
51435 091:H21 (stx2), B2F1 318 6.360
700840 O111:H8 (stx1/stx2), BO9BE001161 318 6.360
51434 091:H21 (stx2), H414-36/89 318 6.360
BAA-181 0O111:H8 (stx1/stx2), CDC 1999-3249 318 6.360
BAA-180 O111:H8 (stx7), CDC 1999-3302 318 6.360
BAA-176 0113:H21 (stx2), CDC 2001-3004 318 6.360
BAA-177 0113:H21 (stx1/stx2), CDC 2000-3159 318 6.360
BAA-182 0104:H21 (stx2), CDC 1994-3023 318 6.360
BAA-16532 026:H11 (stx1/stx2), EH15342 318 6.360
BAA-2193 045:H2 (stx1), 2000-3039 318 6.360
BAA-2210 0103:H2 (stx1), 2003-3112 318 6.360
BAA-2211 0145:H25 (stx2), 2003-3375 318 6.360
Shigatoxigenic E.coli BAA-2219 0121:H19 (stx2), 2002-3211 318 6.360
(non-0157)
BAA-2222 O145:Nonmotile (stx1/stx2), 2006-3142 318 6.360
BAA-2326 0104:H4 (stx2), TY-2482 318 6.360
BAA-2196 026:H11 (stx1/stx2), 2003--3014 318 6.360
BAA-2215 0103:H11 (stx1), 2006-3008 318 6.360
BAA-2213 0103:H25 (stx1), 2005-3546 318 6.360
BAA-178 0104:H21(stx2), CDC 1994-3024 318 6.360
BAA-184 0O111:H8 (stx7), CDC 2000-3025 318 6.360
BAA-2217 0146 (stx2), 10C-3114 318 6.360
BAA-179 0O111:H8 (stx1/stx2), CDC 1997-3215 318 6.360
BAA-2129 0145:H28 (stx2), TW07865 318 6.360
BAA-1652 0145:H48 (stx2), EH1533 318 6.360
BAA-2192 0145:Nonmotile (stx1/stx2), 99-3311 318 6.360

CFU = jegnHuue 3a dopmupane KornoHuje.
@ CojeBu kopuwwhexun 3a ytephuBame LoD.

MHkny3uBHocT/PeakTtuBHOCT — In Silico aHanun3sa

MrknyansHocT Panther Fusion Gl Bacterial Assay Tecta je npouereHa kopuwwherem in silico
aHanuae MHKMY3MBHOCTM 3a CBaku aHanuT. In silico aHanusa je ussegeHa kopuwherwemM cekBeHUm
aHanuta goctynHux y NCBI 6a3n nogataka n y 6asu nogataka CEKBEHLM LIENOr reHoma

(eHr. whole genome shotgun). 3a cBaku aHanuT, ogroBapajyhe onuroHykneoTMaHe CekBeHLE
(npajmepu n npobe) cy npoueHeHe y OOHOCY Ha cekBeHuUe u3 6ase nogartaka. CekBeHue
HeOBOIbHE AyXXMHE (KOje He NOKpMBajy Lie0 PervoH amnsiMkoHa) UCKIbydeHe Cy U3 aHanmse.
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Panther Fusion™

AHanuTn4Kn Y4YUHakK

Ha ocHoBy in silico aHanuse cBux cekBeHum goctynHux oo 30. maja 2023. roguHe y 6asama
nogataka, npeasuheHo je aa Panther Fusion Gl Bacterial Assay tect getektyje 100% o

121 cekBeHue Salmonella bongori, 99,03% op 2.365 cekBeHun Salmonella enterica, 96,43%
on 392 cekseHue Campylobacter jejuni, 99,09% on 1.104 cekseHun Campylobacter coli, 100%
on 1.080 cekBeHumn Shigella sonnei, 100% op 1.164 cekBeHuun Shigella flexneri, 100% oA

192 cekBeHue Shigella dysenteriae, 100% on 364 cekseHun Shigella boydii, 98,71% oA

387 STEC-ekcnpecupajyhux stx1 n 97,35% og 1.019 STEC-ekcnpecupajyhux stx2 cekseHum

Koje Cy npoLeH-eHe.

AHanuTnyka cneunuyHOCT: YHaKpCHa peakTMBHOCT U MUKpOOUonoLuka nHtepdepeHumja —

TecTupawe Ha BnaxHo

AHanuTnyka cneumguYHOCT (YHaKpCHa peakTMBHOCT) U MUKpOBUonoLlka nHTepdepeHumja 3a
Panther Fusion Gl Bacterial Assay TecT npouereHe Cy y NPUCYCTBY HELMIbaHNX MUKpoopraHm3ama
KOju cy 6uno unoreHeTCkn CpogHM aHanuMTMa Tecta UMM ce NOTeHUMjanHo Hanase y KIMHUYKUM
y3opumma. NMaHenn koju ce cactoje og 100 GakTepuja, BUpyca, napasuTa 1 KBacua HaBe4eHUX

y Tabena 4 cy tectmpaHu y obpaheHoj HeratmeHoj CBS matpuum y 0acycTBy U y NpucycTBy
aHanuta Panther Fusion Gl Bacterial Assay Tecta npu 3X LoD. Ocum Tamo rae je HaBegeHo,
BakTepuje, KBacLUM 1 napasutu cy npouerseHn npu 108 CFU/mI nnm 108 rRNA konuja/ml nnm

108 henuja/ml; Bupycu cy npouersenn npu 10° TCIDs/ml. Huje youeHa yHakpcHa peakTUBHOCT
unn mMmmnkpobuonowka nHtepdepeHumja ca 6muno kojum og 100 TecTupaHmx opraHnszama Ha Panther
Fusion Gl Bacterial Assay TecTy npu HaBedeHUM KOHLIeHTpauujama.

Tabena 4: MukpoopeaHusMu mecmupaHu Ha yHaKpCHy peakmugHocm U MUKpobUOTowKy uHmepgepeHuujy

MukpoopraHusam KoHueHTpauwuja TecTa MukpoopraHusam KoHueHTpauwuja TecTa

Arcobacter cryaerophilus 10% CFU/ml Cronobacter sakazakii 10% CFU/ml
Neisseria gonorrhoeae 108 CFU/m Edwardsiella tarda 108 CFU/mI

Streptococcus pyogenes 10% CFU/ml Eggerthella lenta 10% rRNA konuja/ml
Trabulsiella guamensis 108 CFU/mI Entercoccus faecalis 108 CFU/mI
Faecalibacterium prausnitzii 10% rRNA konuja/ml Enterobacter aerogenes 108 CFU/ml
Escherichia coli (HeumratokcureHa) 108 CFU/ml Enterobacter cloacae 108 CFU/ml
Escherichia coli (HewwratokcureHa O157) 108 CFU/ml Escherichia fergusonii 108 CFU/ml
Giardia lamblia BG-A? 10° konuja/ml Escherichia hermanii 108 CFU/ml
Cyclospora® 108 konuja/ml Escherichia vulneris 108 CFU/ml
Cryptosporidium?@ 10° konuja/ml Gardnerella vaginalis 108 CFU/ml
Norovirus (Noro GlI)? 10° konuja/ml Helicobacter pylori 108 CFU/ml
Astrovirus? 10° konuja/ml Klebsiella oxytoca 108 CFU/ml
Sapovirus (Gll)? 10° konuja/ml Klebsiella ozaenae 108 CFU/ml
Enterovirus (Ent V)2 10° konuja/ml Klebsiella pneumoniae 108 CFU/ml
Rhinovirus® 10° konuja/ml Lactobacillus acidophilus 108 CFU/ml
Coronavirus 229E 10° TCIDgg/ml Lactobacillus crispatus 108 CFU/m
Coxsackievirus mun B4 10° TCID5g/ml Lactococcus lactis 108 CFU/ml
Adenovirus mun 7A 10° TCIDgg/ml Listeria grayi 108 CFU/m
Rotavirus® 10° konuja/ml Listeria monocytogenes 108 CFU/ml
Anaerococcus tetradius 108 CFU/ml Morganella morganii 108 CFU/ml
Yersinia enterecolitica 108 CFU/ml Peptostreptococcus anaerobius 108 CFU/ml

Vibrio parahaemolyticus 108 CFU/ml Peptostreptococcus micros 10% rRNA konuja/ml

Gl Bacterial Assay - Panther Fusion System

23

AW-34377-3901 Pes. 002



AHanNUTUYKKM yYMHaK Panther Fusion™

MukpoopraHusam KoHueHTpauuja TecTa MukpoopraHusam KoHueHTpauumja Tecta
Abiotrophia defectiva 10% CFU/ml Photobacterium damselae 108 CFU/ml
Acinetobacter baumannii 108 CFU/mI Plesiomonas shigelloides 108 CFU/mI
Acinetobacter Iwoffii 108 CFU/mI Prevotella bivia 108 CFU/mI
Aeromonas hydrophila 108 CFU/mI Prevotella melaninogenica 108 CFU/mI
Alcaligenes faecalis 108 CFU/mI Proteus mirabilis 10% rRNA konuja/ml
Campylobacter upsaliensis 10% CFU/ml Proteus penneri 108 CFU/ml
Anaerococcus vaginalis 108 CFU/mI Proteus vulgaris 10% CFU/mI
Arcobacter butzleri 108 CFU/mI Providencia alcalifaciens 108 CFU/mI
Bacillus cereus 108 CFU/mI Providencia rettgeri 10% CFU/mI
Bacteroides fragilis 108 CFU/mI Providencia stuartii 108 CFU/mI
Bacteroides thetaiotaomicron 108 CFU/mI Pseudomonas aeruginosa 10% CFU/mI
Bacteroides vulgatus 10% CFU/ml Pseudomonas fluorescens 108 CFU/ml
Bifidobacterium adolescentis 10% CFU/ml Serratia liquefaciens 108 CFU/ml
Bifidobacterium longum 108 rRNA konwuja/ml Serratia marcescens 108 CFU/mI
Campylobacter fetus 108 CFU/mI Staphylococcus aureus 10% CFU/mI
Campylobacter hyointestinalis 10% CFU/ml Staphylococcus epidermidis 108 CFU/ml
Campylobacter rectus 10% CFU/ml Stenotrophomonas maltophilia 108 CFU/ml
Campylobacter sputorum 10% CFU/ml Streptococcus anginosus 108 CFU/ml
Candida albicans 108 CFU/mI Streptococcus dysgalactiae 10% CFU/mI
Citrobacter freundii 108 CFU/mI Yersinia bercovieri 108 CFU/mI
Citrobacter koseri 10% CFU/ml Yersinia pseudotuberculosis 108 CFU/ml
Clostridium difficile 108 CFU/mI Yersinia rohdei 108 CFU/mI
Clostridium perfringens 108 CFU/mI Campylobacter lari 10% CFU/mI
Clostridium ramosum 108 CFU/mI Entamoeba histolytica 10* henvja/ml
Clostridium sordellii 108 CFU/mI Megasphaera elsdenii 10% CFU/mI
Clostridium tertium® 108 CFU/mI Chlamydia trachomatis 10% IFU/ml
Collinsella aerofaciens 108 CFU/ml Leptotrichia buccalis 108 CFU/m
Corynebacterium genitalium 108 CFU/mI Cytomegalovirus 10° TCID5g/ml

CFU = jegnHuue koje dopmupajy kononuje, IFU = jeanHuue koje chopmupajy nHknysmje, rRNA konuje = konuje pubosomanHe
puboHyknenHcke kucenuHe, TCIDgy = MeanjaHa MHEKTUBHE [o3e 3a KynTypy TKUBa.

2 |n vitro TpaHCKpUNTK Cy KopuWRheHW 3a NpPoLeHy YHaKpCHe peakTUBHOCTU U MUKPOBMONOLLKE UHTepdepeHLumje, MOLWTO KynTUBMUCAHN
BMPYC Unun npeynwiheHa HyKneuHcka KMcenuHa Lenor reHoMa HUCY Nako AOCTYMHM.

b Mpu TecTupatby MHTepdepeHumje, youeHa je 100% nosutusHocT 3a Salmonella, Shigella u STEC npu 108 CFU/mI, a 100% nosuTusHoCcT
je onopasrbeHa 3a Campylobacter npu < 10* CFU/m.

KouHdekumja/KomneteHTHa uHTepdepeHumja

KomneTteHTHa uHTepdepeHumja y Panther Fusion Gl Bacterial Assay TecTy je npouereHa

y TpUNnukaTy Kopuwhewem napoBa aHanuTa Tecta Y HUCKUM/BUCOKUM KOHLEHTpauujama

y 06paheHoj HeraTneHo] CBS maTpuun. AHanuT HUCKe KOHUEeHTpaumje je Tectupan npy 3X LoD

y O[IHOCY Ha aHanuT BUCOKe KoHLeHTpauuje Ha 108 CFU/mI. JonaTHo, aHanuTu cy Takohe
TecTupaHu y oacycTBy gpyror aHanuta. Kaga cy aHanuty TeCTMpaHn npu BUCOKOj KOHLIEHTpauuju,
CBUW pesynTaTtu 3a gpyre aHanuTte 3agpXanu cy oveknBaHy No3uTUBHOCT; HUje youeHa KOMMeTEeHTHa
uHTepdepeHumja. Tabena 5 npukasyje pesmme pesyntata youeHUX npu TeCTUpaky KOMNETEHTHE
WHTepepeHumje.
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Tabena 5: lNpeaned pe3ynmama KouHgpekyuje

AHanut 1 AHanut 2 Salmonella Campylobacter Shigella STEC
% nos. % nos. % nos. % nos.
Hasue 3X LoD Hasue Bucoka KoHLU,.
(CFU/mI)? (CFU/mI)?
HeratneaH H/M HeraTtnBaH H/M 0% 0% 0% 0%
HujenaH 0 100% 0% 0% 0%
Campylobacter 108 100% 100% 0% 0%
Salmonella 327
Shigella 108 100% 0% 100% 0%
STEC 108 100% 0% 0% 100%
HujenaH 0 0% 100% 0% 0%
Salmonella 108 100% 100% 0% 0%
Campylobacter 75
Shigella 108 0% 100% 100% 0%
STEC 108 0% 100% 0% 100%
HvjenaH 0 0% 0% 100% 0%
Salmonella 108 100% 0% 100% 0%
Shigella 204
Campylobacter 108 0% 100% 100% 0%
STEC 108 0% 0% 100% 100%
HujenaH 0 0% 0% 0% 100%
Salmonella 108 100% 0% 0% 100%
STEC 318
Campylobacter 108 0% 100% 0% 100%
Shigella 108 0% 0% 100% 100%
Salmonella 108 100% 0% 0% 0%
Campylobacter 108 0% 100% 0% 0%
HwvjenaH 0
Shigella 108 0% 0% 100% 0%
STEC 108 0% 0% 0% 100%

CFU = jeanHunue koje dopmupajy KOnoHuje, KOHLL. = KOHLUEeHTpaumja, no3. = No3uTUBHO.
@ KoHueHTpauuja aHanuTa y Aptima Multitest enpyseTu.

UHTepdepeHuumja

MoTeHumnjanHNn MHXMOUTOPHM edPEKTN eHOOTEHNX U Er3oreHnx CyrncTaHuu Koje Mory 6utu
NpUcyTHe y y30pKy npoueneHun cy y Panther Fusion Gl Bacterial Assay Tecty. KnuHnukm
peneBaHTHE KOHLUEHTpauuje NoTeHuujanHo nHtepdepupajyhmx cyncraHum gogarte cy obpaheHoj
HeratMBHOj CBS maTpuum n TecTupaHe y OACYCTBY M y npucyctBy aHanuta Gl Bacterial Assay
Tecta npu 3X LoD. TectoBu cy ob6aerbeHn y Tpu npumepka. CynctaHue M KOHUEHTpauuje
TecTupama npukasaHe cy y Tabena 6.

Huje yodeH HukakaB yTuuaj Ha yunHak Panther Fusion Gl Bacterial Assay tecta 3a 6uno kojy
04, CynCTaHuuM Npu TEeCTUPaHUM KOHLEeHTpauujama.
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Panther Fusion™

Tabena 6: CyricmaHue mecmupaHe Ha UHmepgepeHuujy

Tun cyncTtaHue

FeHepunuko ume

AxTUBHM cacTojak/umn

KoHueHTpauuja Tecta® ¢

Amoxicillin Amoxicillin 0,7 pg/mi
Ampicillin Ampicillin 0,9 pg/mi
Doxycycline Doxycycline 0,2 pg/ml
AHTHOMOTULN
Metronidazole Metronidazole 1,5 ug/ml
. MonumukenH B cyndpat, 6aumtpaumH
® 0
Neosporin LIMHK, HEOMMLIMH CyricbaT 1,3% wiv
AHTUMUKPOGHM BZK aHTucenTuyHe mapamuue BeHsankoHujym xnopua 1,3% viv
M aHTUYHranHm ) )
Nystatin Nystatin 1,3% viv
Dulcolax® cynosutopuja Bisacodyl 75 ng/ml
Colace® [okysaT HaTpujym 3,0 ug/mi
Fleet® knuctup ca MuHepanium MuHepanHo yrse 1.3% viv
yrbem
JlakcaTtveu un
G)
OMEKILMBAYYN CTONMLE Ex-Lax CeHzongn 0,8 ug/mi
Miralax® Monuetunen rmukon 3350 0,1 mg/mi
Mneko marHesujyma MarHeavuyM Xvapokena, 1,3% viv
anyMUHUjym Xmapokeua
Visicol® Hatpujym doccar 53 ng/ml
AHTUONYPETMK Imodium® Jlonepamung xuapoxnopva 0,1 ug/mi
Vagisil® BeHsokanH 1,3% wiv
MpoTtuB cBpaba
Preparation H® XvapoKOpTU30H 1,3% wiv
DeHnnedpuH XMapoxnopua
(3a xeMoponae) DdeHnnedpuH xmapoxnopua 0,4 ng/ml
A Mesalazine (camo Ha peuenr,
HTUVHENAMATOPHY 3a KpoHosy 6onect / CanuuunHa kucenuHa 0,4 pg/ml
yNUEepO3HU KONUTUC)
Aleve® HanpokceH HaTpujym 4,5 ug/ml
Pepto-Bismol® BuamyT cybcanuumnat 1,3% viv
Antacid
Tums® Kanuujym kapboHar 55 pg/ml
KoHTpacTHu matepujan . .
3a OTKpUBaKE Bapujym cynepar Bapujym cyndat 0,1 mg/ml
_\®
K-Y® nuynm ny6pukaHT og MruepnH 1,3% wiv
KenaTuHacTor rmuuepuHa
Jly6pukaHTu n cpeacrea @ A
3a 3aLUTUTY KOXe Vaseline™ Original 100% uucr MeTponatym 1,3% wiv
6enu BasenuH
Desitin® LnHk okemna 1,3% wiv
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Tabena 6: CyricmaHue mecmupaHe Ha UHmepgepeHyujy (Hacmasak)

Twun cyncraHue FeHepu4Ko nme AKTUBHM cacTojak/um KoHueHTpaumja Tecta® b ¢
Cnepmuung Optior:«s)Fi(;r;cl:-leerl)_lt:afiarr::anm HoHokcmHon-9 1,3% wiv
Xonectepon XonecTtepon 50 pg/ml
MacHe kucenuHe ManMuTMHCKa KncenuHa 16 pg/ml
MacHe knucenuHe CreapuHcka KucenuHa 34 pg/ml
coorom  (Machohay cromnin, mraipid) Tourruiepnay 1.3% i
XymaHa Xyu Bunupy6wH, kowyrosaH 5,0 pg/mi
YpuH XymaHu ypuH 1,3% viv
XymaHa nyHa KpB Kps/xemornobuH 1,3% viv
MyumH MpeunwheHn NpoTemH MyumHa 0,05% wiv

@ KoHueHTpauuja aHanuta y Aptima Multitest enpyseTn.
b v/v: 3anpemMuHa no 3anpemuHu.
¢ w/v: Maca no 3anpemMuHu.

Y3opun ctonuue npunpemMrbeHn y pasnuunTuM KOH3epPBaHCHUM MeanjyMmumMa npoLeHeHn cy
30or noteHumjanHor ytuuaja Ha ydnHak Panther Fusion Gl Bacterial Assay Tecta. lNpouereHn
KOH3epBaHcK ykrbydyjy 10 pasnmuntnx tunoea Cary-Blair TpaHcnopTHor meavjyma og pasnnymtux
pobaBrbada 1 KOH3epBaHCHE MeaujyMe Koju cagpxe dukcatuse npukasaHe y Tabena 7. Csu
Meaujymu cy TectmpaHu ca aHanutuma Panther Fusion Gl Bacterial Assay Tecta npu 3X LoD.
Ynopeaven yumHak je yodeH ca csum Cary-Blair megunjymmma. Ynopegusa uHTepdepeHumja

je youeHa kaga cy ysopum obpahuBaHM y megmjymmma Koju cagpxe ukcaTums.

Tabena 7: KoH3zepsaHCHU MedujymMu 3a cmonuyy mecmupaHu Ha uHmepgepeHyujy

Cary-Blair megujym

Megawnjym 3a kynTypy u oceTrbmaocT (C&S) Mpotokon Cary-Blair megunjym
Cary-Blair TpaHCnopTHM MeaujyM ca MHAMKaTOpPOM EHTepuyHn TpaHcnopTHU meanjn (ETM®)
Para-Pak® C&S Puritan® Cary-Blair megujym 2ml@
Para-Pak® Enteric Plus Puritan® Cary-Blair megujym 5ml?

Copan® FecalSwab® Cuctem 3a cakynrbatrse,
Cardinal Health™ C&S 6o4nua 3a TpaHCnopT cTonuue TpaHCNopT 1 KOH3epBauujy?

Meaujym ca comkcaTtuBom (yoyeHa je uHtepcepeHumja)

Fisher® 10% nydpepvpaHu popmanuH
Para-Pak® 10% nydepvpaHu popmanuH
Para-Pak® LV-PVA

2 KnMHWYKM yumHak Huje yTBpheH 3a oBe meaujyme.
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KoHTamunHaumja npeHocom

Ctona koHTaMMHauumje NPeHOCOM TecCTa je npoueleHa KopuwherheM LLIAXOBCKe LEME ca
HeraTMBHUM U MO3UTMBHUM MaHenuMMa HanpaeIibeHUM y obpaheHoj HeratuBHoj CBS matpuum.
YkynHo 270 HeraTMBHWUX y30paka, ucnpemeluaHux ca 270 no3nTMBHUX y3opaka (oboraheHmx
Salmonella npn 108 CFU/mI unn 9.714 X LoD), TectupaHo je kpo3 5 nssohera Ha 2 Panther
Fusion uHctpymeHTa. Panther Fusion Gl Bacterial Assay TecT je nokasao ctony npeHoca of 0%.

MpeunsHocT/NOHOBILUBOCT Yy Nabopatopuju

MpeuunsHocTt Panther Fusion Gl Bacterial Assay Tecta y nabopartopuju je npoueweHa ca NaHenom
o 3 unaHa koju ce cacToju of aHanuTa Tecta y obpaheHoj HeraTuBHoj CBS matpuuu. MNMaHen opf
3 unaHa ykreyumnBao je 1 HeraTtuBHOr U 2 BuweaHanutHa (ca Salmonella, Campylobacter, Shigella
n STEC) unaHa naHena. lNaHenu cy TectupaHu of ctpaHe 3 onepatepa y 2 ussoherwa OHEBHO,
kopuwherem 3 cepuje peareHaca Ha 3 Panther Fusion cuctema tokom 9 gaHa.

YnaHoBu naHena cy onuncaHu y Tabena 8, 3ajeaHo ca pe3anmeoM NnoayaapHOCTU Cca OYEKMBAHUM
pesyntatuma, cpeawer Ct, aHanuse BapujabunHoctn nsmely cepwuja peareHaca, onepartepa,
WHCTpYMeHaTa, AaHa, nsmehy n yHytap uuknyca u yKymHo.

Tabena 8: Caxemak aHanu3se sapujabunHocmu Ct

N3amehy Uamehy U3amehy N3amehy Uamehy YHyTap YKynHo
cepyja  MHCTpymeHaTa oneparepa AaHa nsBohlewa u3Bohewa

SsD CV sD cV SD CV sb Cv sSD CV SD CV SD cCVv
(%) (%) (%) (%) (%) (%) (%)

Manen
Onuc
AHanurt
MoaynapHu/N
NopynapHocT %?
Cpentou Ct

Salmonella 162/162 100 36,0 0,72 0,33 0,00 0,00 0,07 0,19 018 050 0,22 061 051 141 060 1,66

Campylobacter 162/162 100 35,1 0,06 0,17 0,04 0,11 0,04 0,12 0,03 008 0,19 055 031 087 037 1,06

1 Hwcko nos.
(15XLoD)  gpicelia 1621162 100 364 0,00 000 023 062 000 000 009 024 000 000 047 129 053 145
STEC 162/162 100 34,3 0,07 020 000 000 000 000 004 011 005 013 035 102 036 1,05
HeratusaH
2 Heratusan  (Mwtepia  162/162 100 280 004 0,15 033 116 000 000 000 000 015 052 011 039 038 134
KOHTpona)
Salmonella 162162 100 351 0,22 062 000 000 000 000 006 016 026 074 039 1,11 052 148
v nos. Campylobacter 162162 100 343 0,08 024 004 011 <001 <001 000 000 014 040 024 070 029 085
s . noa.
(3X LoD)

Shigella 162/162 100 354 0,12 0,34 0,00 0,00 0,00 0,00 0,00 0,00 0,00 000 039 1,09 041 1,14

STEC 162/162 100 33,3 0,08 0,24 0,00 0,00 0,00 0,00 <0,01 <0,01 0,08 023 0,28 0,85 0,30 0,91

Ct = npar umknyca, CV = koeduuyjeHT Bapujaumje, YM. = ymepeHo, N = BenununHa y3opka, no3. = no3uTUBHO,
SD = craHpgapgHa Aesujauuja.
2 MopynapHOCT ca OYeKkVBaHMM pesynTaToM MO3UTUBHOCTM NaHena.
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PenpoayumnbunHoct

PenpoayuubunHoct Panther Fusion Gl Bacterial Assay TecTa je npoueheHa Ha 3 rnokauuje
y CALl, kopuwherwem 1 HeraTMBHOr YnaHa naHena u 2 4ynaHa naHerna no3nTUBHaA Ha CBe

4 mete. TecTupame je nssoheHo 5 gaHa of cTpaHe 6 onepatepa (MO 2 Ha CBaKoj foKauuju)
KopuwherweM 1 cepuje peareHaca 3a TecT. CBako nsBohewe je ykrbyumBano 3 pennvkauuje
CBakor 4ynaHa naHena.

HeratmuBHKM 4naH naHena je KpempaH kopuwheweMm maTpuue Koja ce cacTtoju o4 y3opaka ctonuue
HeraTMBHWX Ha cBe MeTe TecTa, ovyBaHux y Cary-Blair meanjymy obpaheHom y STM. [No3uTmeHM
YnaHoBM NaHena cy KpeumpaHu oborahmBakwbeM KOHLEHTpaumjama uurbaHmx aHanuta og 1,5X LoD
(Hucko noantneHo) nnn 3X LoD (ymepeHo MO3UTUBHO) Y HEratMBHY mMaTpuLy.

MogynapHOCT ca oyekMBaHMM pesynTtatuma je 6una 100% 3a cBe 4unaHoBe naHena 3a
Salmonella, Campylobacter, Shigella n STEC (Tabena 9).

Tabena 9: lNodydapHocm pesynmama Panther Fusion Gl Bacterial Assay mecma ca oyekugsaHuM pe3yrmamuma

nOJJ.y}J.apHOCT ca o4YeKmBaHuUM pesynrtatuma

Onuc AHanut N % (95% CI)
Her. MHTepHa KoHTpona 90/90 100 (95,9-100)
Salmonella® 90/90 100 (95,9-100)
HICKO 03, Campylobacter® 90/90 100 (95,9-100)
Shigella/EIEC® 90/90 100 (95,9-100)
STEC® 90/90 100 (95,9-100)
Salmonella® 90/90 100 (95,9-100)
VM. 103.2 Campylobacter® 90/90 100 (95,9-100)
Shigella/EIEC® 90/90 100 (95,9-100)
STEC® 90/90 100 (95,9-100)

Cl = nHTepBan noysgaHocTu pesynTata, YM. = ymepeHo, N = BenuyMHa y3opka, Her. = HeraTuBHO, N03. = MO3NUTUBHO.

@ Hucko nos. = Cee mete cy 1,5X LoD.

b ¥m. nos. = Cee meTe cy 3X LoD.

¢ Salmonella bongori, Campylobacter jejuni, Shigella sonnei, n STEC cepotun 026 cy kopuwwheHn 3a n3rpagry NO3UTUBHUX NaHerna.

BapujabunHocT curHana je mepeHa kao %CV Ct BpegHocTW. YKynHa BapujabunHocT curHana
je buna <2,03% (SD <0,74) 3a cee komnoHeHTe naHena (Tabena 10). 3a nsBope Bapwujauuje,
ocuMm dhakTopa ,yHyTap uuknyca“, %CV BpegHoctu cy 6une <1,00% 3a cBe KOMMOHEHTE NaHena.
BapwujabunHocTt curHana je 6una <0,77% (SD <0,25) 3a nosutmueHe koHTpone Panther Fusion Gl
Bacterial Assay Tecta (TaGena 11).
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Tabena 10: BapujabunHocm cueHana Panther Fusion Gl Bacterial Assay mecma rno Mmemu u KOHUeHmpauuju

N3meRy Mamehy oneparepal U3mehy YHyTap

nokaumja n3Bohewa® AaHa nsBohewa Ykynuo
Onuc AHanut N Cpeatbu SD (47 SD Ccv SD Ccv SD Ccv SD Ccv
Ct (%) (%) (%) (%) (%)
Salmonella 90 36,4 0,00 0,00 0,36 1,00 0,12 0,32 0,63 1,74 0,74 2,03
Campylobacter 90 35,1 0,16 0,45 0,05 0,14 0,09 0,25 0,32 0,91 0,37 1,05
Hucko nos.2
Shigella/lEIEC 90 36,3 0,08 0,22 0,03 0,08 0,00 0,00 0,48 1,32 0,49 1,34
STEC 90 34,3 0,00 0,00 0,06 0,18 0,04 0,11 0,31 0,92 0,32 0,94
Salmonella 90 35,2 0,16 0,47 0,00 0,00 0,14 0,39 0,43 1,23 0,48 1,37
) Campylobacter 90 34,2 0,15 0,43 0,04 0,13 0,11 0,31 0,30 0,88 0,35 1,03
YM. nos.
Shigella/EIEC 90 35,2 0,19 0,55 0,10 0,30 0,00 0,00 0,34 0,96 0,40 1,14
STEC 90 33,3 0,08 0,23 0,00 0,00 0,07 0,20 0,25 0,74 0,27 0,80

Ct = npar umknyca, CV = koeduuujeHT Bapujaumje, YM. = ymepeHo, N = BenuumHa y3opka, no3. = Nno3vTUBHO,

SD = craHgapgHa gesujauuja.

HanomeHa: AHanu3a je u3BegeHa kopuwherwem SAS MIXED npoueaype koja nogpasymeBaHO npumemsyje Aoy rpaHuuy og 0 Ha cse
KOMMOHeHTe Bapwjauuje y mogeny. Ako je komnoHeHTa Bapujauuje 0, SD n %CV ce npukasyjy kao 0,00.

@ Hucko nos. = Cee mete cy 1,5X LoD.

b ym. nos. = Cee meTe cy 3X LoD.

¢ BapujabunHocT namehy oneparepa moxe 61T nomeluaHa ca sapujabunHolihy namehy nssofewa; cTora cy npoLeHe BapujabuinHocTy
nsmehy onepartepa u n3mehy ussoherwa kombuHoBaHe y kateropujy Mamehy onepartepa/ussohema.

Tabena 11: BapujabunHocm cueaHasia nosumusHux koHmpona Panther Fusion Gl Bacterial Assay mecma

Usmehy N3mehy Usmehy YHyTap

nokauuja oneparepa AaHa AaHa Ykynro
KoHTpona Ananur N Cpeatou SD cv SD cv SD cv SD cv SD cv
Ct (%) (%) (%) (%) (%)
Salmonella 30 30,5 0,12 0,40 0,00 0,00 0,11 0,35 0,15 0,49 0,22 0,73
Campylobacter 30 31,4 0,04 0,13 0,04 0,13 0,09 0,29 0,05 0,17 0,12 0,38
rloe Shigella/lEIEC 30 31,9 0,16 0,50 0,00 0,00 0,13 0,42 0,13 0,41 0,25 0,77
STEC 30 31,8 0,00 0,00 0,01 0,04 0,11 0,33 0,11 0,35 0,15 0,49

Ct = npar umknyca, CV = koeduuunjeHT Bapujaumje, N = BenuumHa y3sopka, nos. = noautneHo, SD = ctangapaHa gesujauuja.
HanomeHa: AHanu3a je nssegeHa kopuwherwem SAS MIXED npouegype koja nogpadymeBaHO npumetbyje Aowy rpaHuuy og 0 Ha cBe
KOMMOHeHTe Bapwjaumje y mogeny. Ako je komnoHeHTa Bapujaunje 0, SD n %CV ce npukasyjy kao 0,00.
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KnnHnyku YYUHaK

CnipoBegeHa je MynTuUEHTpUYHa cTyaunja kopywherweM npeocTtanux y3opaka cronuue y Cary-Blair
KOH3EepPBaHCHOM MefujyMy, CaKynibeHUX Y OKBUPY PYTMHCKE Here naumjeHata y 8 knuHuka y CAL,
Of neauvjaTpujcKUX UM ogpacrnux naumjeHata 3a Koje ce CyMHarno Ha aKyTHU racTpoeHTepuTuc.
Csu y3opum cy Tectupanu Panther Fusion Gl Bacterial Assay TeCTOM 1 ynopegHuUm TeCTOM

3a amnnudmkaumjy HyknenHcke kucenuHe (NAAT) ogobpeHum oa ctpaHe FDA. AntepHaTvBHM
NAAT onobpeH of ctpaHe FDA kopuwheH je 3a TecTupake Hecnaraka, ako je NpUMeHIbUBO.
WN3padyHaTa je nogygapHocT y npoueHtTuma nosutueHux (PPA) n HeratneHux (NPA) pesynTarta,
ca ogroapajyhum 95% uHTepBanuma noysgaHoctu pesyntata (Cl) ca gBe cTpaHe, y ogHocy

Ha ynopegHe pesynrarte, M0 METU W KaTeropuju ysopka.

YkynHo 1.548 npocnekTuBHUX y3opaka u 261 peTpoCneKkTUBHU Y30paK YKIby4YeHo je y CTyaujy;
69 y3opaka je UCKIby4eHO U3 aHanuse ydymHka (Hnp. gynnukatu, Hesaxehu pesyntatn Panther
Fusion Gl Bacterial Assay Tecta unu ynopegHor tecta 3a ceBe meTte). [logaTHO je NpoueH-eHOo
126 npuvnpemMrbeHNX y3opaka Kako 6u ce AonyHMnM NPOCNEKTUBHM U PETPOCMEKTUBHU Nodaum
3a mete stx1/stx2. Og 1896 y3opaka TectupaHux y BanugHum Panther Fusion Gl Bacterial Assay
nssonewmnma, 41 (2,2%) je umao HeBaxxehe pesynTtate. HakoH NnoHOBHOr TecTupawa, 33 of
41 y3opka je gano Baxehe pesynrtare, WTO je ykynHO 1888 (99,6%) y3opaka ca KOHa4YHUM
BanugHum pesyntatuma. KoHayHu ckyn nogataka cactojao ce of 1866 y3opaka Koju cy mMornu
Aa ce npoueHe; CBM HUCY Mornu 6uTK npoueneHn 3a cee aHanute. [lemorpadckn nogaum

3a 1740 npoueruBnx npumepaka (1521 npocnekTMBHNX U 219 peTpoCNeKTUBHMUX NpUMepaka)
Aatn cy y Tabena 12.

Tabena 12: Caxxemak demoepachckux nodamaka cybjekma

YkynHo N (%) MpocnektuBHu N (%) PetpocnektusHu N (%)
YKynHo y3opaka 1740 1521 219
XKeHcko 909 (52,2) 794 (52,2) 115 (52,5)
rlor MyLuko 831 (47,8) 727 (47,8) 104 (47,5)
0 no 28 paHa 7 (0,4) 7 (0,5) 0(0)
29 paHa oo < 2 roguHe 70 (4,0) 67 (4,4) 3(1,4)
2 no 5 rognHa 53 (3,0) 50 (3,3) 3(1,4)
6 oo 11 roguHa 73 (4,2) 66 (4,3) 7(3,2)
CrapocHa rpyna
12 po 17 rognHa 73 (4,2) 71 (4,7) 2(0,9)
18 oo 21 rognHa 53 (3,0) 45 (3,0) 8 (3,7)
22 po 64 rognHe 849 (48,8) 723 (47,5) 126 (57,5)
> 65 roguHa 562 (32,3) 492 (32,3) 70 (32,0)

N = BenuuuHa nonynauuje

CeojcTBa yumHKka 3a getekuunjy Salmonella, Campylobacter, Shigella/EIEC w stx1/stx2 npukasaHa
cy y Tabenama og Tabena 13 go Tabena 16.
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Tabena 13: KnuHuyku y4yuHak — Salmonella spp.

Mopekno y3opka N TP FP TN FN MpesaneHua® (%) PPA % (95% CI)® NPA % (95% CI)°
MpocnekTuBHY (CBEXN) 1520 33 2¢ 1484 1d 2,2 97,1 (85,1, 99,5) 99,9 (99,5, 100)
PetpocnekTvBHM (3amp3HyTM) 219 20 2¢ 197 0 H/Nf 100 (83,9, 100) 99,0 (96,4, 99,7)

Cl = nHtepBan noysgaHoctn, FN = naxHo HeratnBHo, FP = naxHo no3utmneHo, N = BenuynHa y3opka, NPA = HeraTMBHO cnarawe
y npoueHTuma, PPA = nosutuBHO cnarawe y npoueHtuma, TN = cTBapHO HeratusHO, TP = CTBApHO NO3UTUBHO.

@ MpeBaneHua CTyanje NpuKasaHa je Ha OCHOBY yrMopeaHor TecTupara.

b WMHTepsan noysgaHocTu pesynrara.

¢ 2 HeycarnaweHa, NaxHo NO3UTMBHA, MPOCMNEKTMBHA y30pKa Guna cy no3utmeHa Ha Salmonella npema antepHaTnBHOM NAAT.

4 HeycarnalueHu, naxkHo HeraTuBHU, NPOCNEKTUBHU y30pak 610 je HeratueaH Ha Salmonella npema antepHaTueHoM NAAT.

€ 2 HeycarnalleHa, peTpoCneKkTUBHA, NaXHO MNO3UTUBHA y30pka 6una cy no3utuBHa Ha Salmonella npema antepHatuBHoM NAAT.
f NspauyHaBare npesaneHLe Huje NPUMEHIBUBO.

Tabena 14: KnuHu4ku y4yuHak — Campylobacter spp.

Mopekno y3opka N TP FP TN FN MpesaneHua? (%) PPA % (95% CI)®  NPA % (95% CI)®
MpocnekTuBHY (CBEXN) 1520 39 2¢ 1478 1d 2,6 97,5 (87,1, 99,6) 99,9 (99,5, 100)
PeTpocnekTuBHM (3aMp3HyTK) 219 18 4e 197 0 H/Mf 100 (82,4, 100) 98,0 (95,0, 99,2)

Cl = wHTepBan noysgaHoctn, FN = naxHo HeratnBHO, FP = naxHo nosutmeHo, N = BenuumHa y3opka, NPA = HeratMBHO cnarawe

y npoueHTuma, PPA = no3utnBHO cnarawbe y npoueHTuma, TN = cTBapHO HeratuBHO, TP = CTBapHO MO3MTUBHO.

2 MNpeBaneHua CTyauje NpuKasaHa je Ha OCHOBY YNopefHor TecTupama.

b MHTepsan noysgaHocTv pesynrara.

¢ 2 HeycarnalleHa, naxHo No3vWTWBHa, NPOCMEKTUBHA y30pKa buna cy HeratuBHa Ha Campylobacter npema antepHatuBHoM NAAT.

d Ycarnaluenu, NaxHo HeraTUBHW, NPOCMEKTUBHM y30paK je 61o HeraTueaH Ha Campylobacter npema antepHatueHom NAAT.

¢ 3 og 4 HeycarnalleHa, naxHo No3vWTWBHA, PETPOCNEKTMBHA y3opka buna cy nosutueHa Ha Campylobacter npema antepHatnBHoMm NAAT.
f N3pauyHaBare npesaneHLe Huje NPUMEHIBLUBO.

Tabena 15: KnuHuyku y4yuHak — Shigella/EIEC

Mopekno y3opka N TP FP TN FN MpeBanexua? (%) PPA % (95% CI)° NPA % (95% CI)®
MpocnekTnBHM (CBEXMN) 1521 27 0 1494 0 1,8 100 (87,5, 100) 100 (99,7, 100)
PeTpocnekTuBHu (3amp3HyTn) 219 19 1¢ 199 0 H/nd 100 (83,2, 100) 99,5 (97,2, 99,9)

Cl = nHTepBan noysgaHoctu, FN = naxHo HeratusHo, FP = naxHo nosutueHo, N = BenuumHa y3opka, NPA = HeraTuBHO cnararbe
y npoueHTuMa, PPA = no3MTuBHO cnarawe y npoueHtnuma, TN = cTBapHO HeratuBHo, TP = CcTBapHO MO3WUTUBHO.

@ MpeBarneHua CTyauje nNpvkasaHa je Ha OCHOBY yrnopegHor TecTuparba.

b MiHTepBan noysgaHocTu pesynTara.

¢ HeycarnalueHu, naxHo no3uTvBHU, PETPOCNEKTUBHM y3opak 61o je noauTueaH Ha Shigella/EIEC npema antepHatnBHoM NAAT.

4 WapauyHaBare npesaneHLe Huje NPUMEHIbUBO.
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Tabena 16: KnuHu4yku yqyuHak — LLluea mokcuHu 1 u 2 (stx1/stx2)

Mopekno y3opka N TP FP TN FN Mpesanexua? (%) PPA % (95% CI)° NPA % (95% CI)®
MpocnekTUBHYM (CBEXM) 1520 7 5¢ 1508 0 0,5 100 (64,6, 100) 99,7 (99,2, 99,9)
PeTpocnektuBHu (3amp3HyTn) 219 39 8d 172 0 H/mne 100 (91,0, 100) 95,6 (91,5, 97,7)
Mpunpemrbexn (3amp3HyTH) 126 63 0 63 0 H/ne 100 (94,3, 100) 100 (94,3, 100)

Cl = uHtepBan noysgaHoctu, FN = naxHo HeratmBHO, FP = naxHo no3utueHo, N = BenuumHa y3opka, NPA = HeraTuBHO cnarawe
y npoueHTuma, PPA = no3uTuBHO cnarawe y npoueHTuma, TN = cTBapHO HeratuBHo, TP = CcTBapHO MO3WUTUBHO.

@ MpeBaneHua cTyauvje npvkasaHa je Ha OCHOBY ynopeHOr TecTupama.

b MHTepsan noysgaHocTy pesynTara.

¢ 5 HeycarnalleHux, faxHo No3WTUBHUX, NPOCMEKTUBHMX y3opaka buno je no3auTmMBHO Ha stx1/stx2 npema antepHaTuBHOM NAAT.

d 8 HeycarnaleHnx, NaxHoO NO3UTUBHUX, PETPOCMEKTUBHUX y30paka GUmo je NosUTUBHO Ha Stx1/stx2 npema antepHaTuBHOM NAAT.
¢ N3payyHaBawe NpeBaneHue Huje NpMMEeHIbLUBO.

14 kouHdekuuja pgetektoBaHux Panther Fusion Gl Bacterial Assay Tectom onucaHe
cy y Tabena 17. [eet (9) kouHpekumja je Takohe aetektoBaHo ynopeaHum NAAT.

Tabena 17: KouHgbekyuje demekmosaHe y NpOoCneKkmusHUM U PempoCriekmueHUM y3opuuma

KouHdekumje HetekToBaHo Panther Fusion Gl TMoTtBpheHo ynopeaHum tectom (n)
Bacterial Assay Tectom (n)

Salmonella, Campylobacter 1 0
Salmonella, Shigella/lEIEC 1 0
Salmonella, stx1/stx2 1 0
Campylobacter, Shigella/lEIEC 5 4
Campylobacter, stx1/stx2 5 4
ShigellalEIEC, stx1/stx2 1 1
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