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Strep A test
(Vytér z krku)
Pfibalovy letak
REF IST-502
cestina

Rychly test pro kvalitativni detekci antigen( Strep A ve vzorcich lidskych vytéra z krku.

Pouze pro profesiondini diagnostické pouZziti in vitro.

ZAMYSLENE POUZITI

Strep A test je rychly chromatograficky imunologicky test pro kvalitativni detekci Strep A antigenu ze

vzorkd lidskych vytérd z krku jako pomdacka pfi diagnostice streptokokové infekce skupiny A.

SOUHRN

Streptococcus pyogenes je nepohyblivy grampozitivni kok, ktery obsahuje Lancefieldovy antigeny

skupiny A, které mohou zplsobit zavazné infekce, jako je faryngitida, respiraéni infekce, impetigo,

endokarditida, meningitida, puerperalini sepse a artritida.! Pokud se tyto infekce nelé&i, mohou vést k

zévaznym komplikacim, véetné revmatické horecky a peritonzildrniho abscesu.? Tradi¢ni identifikaéni

postupy pro infekci streptokokem skupiny A zahrnuji izolaci a identifikaci Zivotaschopnych organism(

pomoci technik, které vyzaduji 24 az 48 hodin nebo déle.>*

Strep A test je rychly test ke kvalitativni detekci pfitomnosti antigent Strep A ve vzorcich vytéru z krku,

ktery poskytuje vysledky do 5 minut. Test vyuZiva protilatky specifické pro celobunécny streptokok

Lancefield skupiny A k selektivni detekci antigent Strep A ve vzorku vytéru z krku.

PRINCIP

Strep A test je kvalitativni imunotest s lateralnim pritokem pro detekci sacharidového antigenu Strep

A ve vytéru z krku. V tomto testu je protilatka specificka pro sacharidovy antigen Strep A potaZzena na

testovaci linii testu. BEhem testovani reaguje extrahovany vzorek vytéru z krku s protilatkou proti

Strep A, ktera je nanesena na Casticich. Smés migruje po membrané, aby reagovala s protilatkou proti

Strep A na membrané a vytvofila barevnou ¢aru v oblasti testovaci ¢ary. Pfitomnost této barevné ¢ary

v oblasti testovaci ¢ary znamena pozitivni vysledek, zatimco jeji nepfitomnost znamena negativni

vysledek. Jako kontrola postupu, barevna ¢ara se vidy objevi v oblasti kontrolni ¢ary, kterd znaci, ze

byl pfidan spravny objem vzorku a doslo k nasavani membrany.

CINIDLO

Test obsahuje ¢astice potaZené protilatkou Strep A a protilatky proti Strep A nanesené na membrané.

OPATRENi

1. Pouze pro profesionalni diagnostické poutZiti in vitro. NepouZivejte po uplynuti doby pouZitelnosti.
Nepouzivejte po uplynuti doby pouZitelnosti.

2. Nejezte, nepijte ani nekufte v oblasti, kde se manipuluje se vzorky a soupravami.

3. Se viemi vzorky zachazejte, jako by obsahovaly infekéni agens. Béhem celého postupu dodrzujte
zavedend opatieni proti mikrobiologickym rizikiim a dodrZujte standardni postupy pro spravnou
likvidaci vzorka.

4. Pri testovani vzorkl pouzivejte ochranny odév, jako jsou laboratorni plasté, jednorazové rukavice
a ochranu oci.

5. PoutZity test by mél byt zlikvidovan v souladu s mistnimi pfedpisy.

6. Vlhkost a teplota mohou nepfiznivé ovlivnit vysledky.

7. NepouZivejte test, pokud je sacek poskozen.

8. Cinidlo 2 obsahuje kysely roztok. Pokud se roztok dostane do kontaktu s ki nebo o&ima,

vyplachnéte je velkym mnozstvim vody.
9. Pozitivni a negativni kontroly obsahuji Proclin300 jako konzervacni prostfedek.
10. Nezamériujte uzavéry lahvicek s reagenciemi.
11. Nezamériujte uzavéry lahvicek s externim kontrolnim roztokem.
SKLADOVANI A STABILITA
Uchovavejte zabalené v uzavieném sacku pfi pokojové teploté nebo v chladnicce (2-30 °C). Test je
stabilni do data expirace vytisténého na zataveném obalu. Test musi zUstat v uzavieném séc¢ku az do
pouziti. NEZMRAZUIJTE. NepouZivejte po uplynuti doby pouZitelnosti.
ODBER A PRIPRAVA VZORK0O
1. Odeberte vzorek vytéru z krku pomoci sterilni vytérové tycinky, ktery je soucdsti sady. S timto
produktem Ize také pouzit transportni tampony obsahujici modifikované Stuartovo nebo Amiesovo
médium. Provedte vytér ze zadniho hltanu, mandli a dalsich zanicenych oblasti. Nedotykejte se
tamponem jazyka, tvéfi a zubl. °
Testovani by mélo byt provedeno ihned po odbéru vzorkd. Vytérové vzorky lze skladovat v Cisté,
suché plastové zkumavce po dobu az 8 hodin pfi pokojové teploté nebo 72 hodin pfi 2 °C-8 °C.
Pokud poZadujete kultivaci, lehce pretocte Spicku tamponu na selektivni krevni agar skupiny A (GAS)
pred pouZitim tamponu v rychlé testovaci kazeté Strep A.
MATERIALY
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Dodavané materidly

® Testovaci kazety e Extrakéni ¢inidla ® Sterilni tampony (tycinky)

e Driak e Spicky kapatka e Piibalovy letak

® Extrakéni ¢inidlo 1 (2M NaNO,) e Extrakéni ¢inidlo 2 (0.027M Kyselina citronovd)

® Pozitivni kontrola (neZivotaschopny Strep A; 0,01 % Proclin300)
® Negativni kontrola (neZivotaschopny Strep C; 0,01 % Proclin300)

Potiebny material, ktery neni souéasti dodavky
e Casovat
NAVOD K POUZITi
PFed testovanim nechte test a ¢inidla dosahnout pokojové teploty (15-30 °C).
1. Vyjméte testovaci kazetu z uzavieného fdliového sacku a poutzijte ji do jedné hodiny. Nejlepsich
vysledk( dosdhnete, pokud se test provede ihned po otevieni féliového sacku.
Drite lahvicku extrakéniho Cinidla 1 svisle a pfidejte 4 plné kapky (pfiblizné 240 pl) extrakéniho
Cinidla 1 do extrakéni zkumavky. Extrakéni €inidlo 1 ma ¢ervenou barvu. Drite lahvicku s extrakénim
Cinidlem 2 svisle a pfidejte 4 pIné kapky (pfiblizné 160 pl) extrakéniho Cinidla 2 do zkumavky.
Extrakéni Cinidlo 2 je bezbarvé. Roztok promichejte jemnym krouzenim extrakéni zkumavky. Pridani
extrakéniho ¢inidla 2 k extrakénimu &inidlu 1 zméni barvu roztoku z éervené (rGZové) na Zlutou. Viz
obrazek 1.
Okamtzité pridejte tampon do extrakéni zkumavky, tamponem 15krat silné protfepejte. Tampon
ponechte v extrakéni zkumavce po dobu 1 minuty. Viz obrazek 2.
Pfitisknéte tampon ke sténé zkumavky a stisknéte dno zkumavky a tampdn vyjméte tak, aby
vétsina tekutiny zUstala ve zkumavce. Tampon zlikvidujte. Viz obrazek 3.
Nasadte $picku kapdtka na horni ¢ast extrakéni trubice. Umistéte testovaci kazetu na €isty a rovny
povrch. Pfidejte tFi kapky roztoku (pfiblizné 100 pL) do jamky na vzorek a poté spustte ¢asovac.
Vysledek odeététe po 5 minutach. Neinterpretujte vysledek po 10 minutach. Viz obrazek 4 a
obrazek 5.
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INTERPRETACE VYSLEDKU
(Viz obrazek vyse)
POZITIVNI:* Objevi se dvé barevné &ary. Jedna barevna ¢ara by méla byt v oblasti kontrolni ¢ary (C) a
dalsi barevnd ¢ara by méla byt v oblasti testovaci ¢ary (T). Pozitivni vysledek znamena, ze ve vzorku
byl detekovan Strep A.
*POZNAMKA: Intenzita barvy v oblasti testovaci linie (T) se bude lisit v zavislosti na koncentraci Strep
A pfitomné ve vzorku. Proto by mél byt jakykoli odstin barvy v oblasti testovaci linie (T) povaZovan za
pozitivni.
NEGATIVNI: V oblasti kontrolni &ary (C) se objevi jedna barevnd &ra. V oblasti testovaci ¢ary (T) se
neobjevi Zadnd ¢ara. Negativni vysledek znamena, Ze antigen Strep A neni pfitomen ve vzorku nebo je
pfitomen pod detekovatelnou hladinou testu. Pacientdv vzorek by mél byt kultivovén, aby se
potvrdila nepfitomnost infekce Strep A. Pokud klinické pfiznaky nejsou v souladu s vysledky, odeberte
dalsi vzorek pro kultivaci.
NEPLATNE: Kontrolni &ara se nezobrazuje. Nedostate¢ny objem vzorku nebo nespravné proceduralni
techniky jsou nejpravdépodobnéjsimi divody selhani kontrolni linky. Zkontrolujte postup a opakujte
test s novym testem. Pokud problém pretrvava, okamZité prestarite testovaci sadu pouZivat a
kontaktujte mistniho distributora.
KONTROLA KVALITY
Interni kontrola kvality
Soucasti testu jsou interni proceduralni kontroly. Barevna ¢ara objevujici se v kontrolni oblasti (C) je
interni procedurdlni kontrola. Potvrzuje dostatecny objem vzorku, adekvatni savost membrany a
spravnou techniku postupu.
Externi kontrola kvality
Doporucuje se, aby byla s kazdou soupravou provedena pozitivni a negativni externi kontrola, a pokud
to interni laboratorni postupy povazuji za nutné. Externi pozitivni a negativni kontroly jsou soucasti
soupravy. Alternativné mohou byt jako externi kontroly poufzity jiné referencni kmeny Streptococcus
skupiny A a jiné nei skupiny A Streptococcus. Nékteré komercni kontroly mohou obsahovat rusivé
konzervacni latky; proto se jiné komercni kontroly nedoporuduji.
Postup pro testovani externi kontroly kvality

1. Pfidejte 4 plné kapky extrakéniho Cinidla 1 a 4 plné kapky extrakéniho Cinidla 2 do extrakéni
zkumavky. Jemnym poklepanim na dno zkumavky se kapalina promicha.

2. Pfidejte 1 plnou kapku pozitivniho nebo negativniho kontrolniho roztoku do zkumavky, lahvicku
drZte ve svislé poloze.

3. VloZte Cisty tampon do této extrakéni zkumavky a protfepejte tampon v roztoku otacenim alespon
15krat. Nechte tampon v extrakéni zkumavce po dobu 1 minuty. Poté vytlacte tekutinu z hlavy
tamponu tak, Ze tampdn pootocite proti vnittku extrakéni zkumavky a zmacknete extrakéni
zkumavku, kdyz je tampon vytahovan. Tampon zlikvidujte.

4. Pokracujte krokem 5 navodu k poufziti.

Pokud kontroly neposkytuji oéekavané vysledky, vysledky testu nepouZivejte. Opakujte test nebo
kontaktujte svého distributora.
OMEZEN

1. Strep A test je uren pouze pro diagnostické poufZiti in vitro. Test by mél byt pouZit pouze pro
detekci antigenu Strep A ve vzorcich vytérd z krku. Timto kvalitativnim testem nelze uréit ani
kvantitativni hodnotu, ani rychlost nariistu koncentrace antigenu Strep A.

2. Tento test bude indikovat pouze pfitomnost antigenu Strep A ve vzorku z Zivotaschopnych i
nezivotaschopnych bakterii Streptococcus skupiny A.

3. Negativni vysledek by mél byt potvrzen kultivaci. Negativni vysledek mize byt ziskan, pokud
koncentrace antigenu Strep A pfitomného ve vytéru z krku neni adekvatni nebo je pod
detekovatelnou hladinou testu.

4. Pfebytek krve nebo hlenu na tamponovém vzorku mizZe interferovat s provedenim testu a muze

vést k fale$né pozitivnimu vysledku. P¥i odbéru vzorkd se tamponem nedotykejte jazyka, tvafi a

zub( *a jakychkoliv krvacejicich oblasti dst.
5. Stejné jako u vSech diagnostickych testld musi byt viechny vysledky interpretovény spole¢né s

dalsimi klinickymi informacemi, které ma Iékaf k dispozici.
VLASTNOSTI VYKONU

Citlivost a specificnost

Pomoci tii Iékafskych stiedisek pro hodnoceni bylo odebrano celkem 526 vytérd z krku od pacientt
vykazujicich ptiznaky faryngitidy. Kazdy tampon byl navalen na agarovou plotnu s ov¢i krvi a poté
testovan pomoci Strep A testu. Desticky byly dale rozetfeny pro izolaci a poté inkubovany pfi 37 °C s
5-10% CO, a bacitracinovym diskem po dobu 18-24 hodin. Negativni kultivacni desticky byly
inkubovany dalsich 18-24 hodin. Mozné kolonie GAS byly subkultivovdny a potvrzeny pomoci
komeréné dostupné latexové aglutinaéni skupiny. Z celkového poétu 526 vzorkl bylo 404 potvrzeno
jako negativnich a 122 bylo potvrzeno jako pozitivnich kultivaéné. Béhem této studie jeden vzorek
Strep F pfinesl pozitivni vysledky testu. Jeden z téchto vzorkd byl znovu kultivovan, poté znovu
testovan a vysledek byl negativni. Tfi dal$i rlzné kmeny Strep F byly kultivovany a testovény na
zkfizenou reaktivitu a také pfinesly negativni vysledky.



Metoda Vysledek L
Vysledek Pozitivni Negativni Celkové vyslediy
Strep A test Pozitivni 116 9 125
Negativni 6 395 401
Celkové vysledky 122 404 526

Relativni citlivost: 95,1 % (95 % CI*: 89,6 %-98,2 %)
Relativni specificita: 97,8 % (95 % CI*: 95,8 % - 99 %)
Pfesnost: 97,1 % (95 % ClI*: 95,3 %-98,4 %)

*Interval spolehlivosti

Klasifikace pozitivni kultury Strep A rychly test/kultura % Shoda
Vzacny 8/10 80,0 %
1+ 18/20 90,0 %
2+ 19/20 95,0 %
3+ 33/34 97,1%
4+ 38/38 100,0 %

KfiZova reaktivita

Nasledujici organismy byly testovany pfi 1,0 x 10’ CFU/ml a viechny byly shledany negativnimi pfi
testovani pomoci Kazeta rychlého testu Strep A. Nebyly testovany zadné kmeny produkujici mukoidy.

Streptokok skupiny B
Streptococcus skupiny F
Streptococcus pneumoniae
Streptococcus mutans
Staphylococcus aureus
Corynebacterium diphtheria
Candida albicans
Enterococcus faecalis
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Strep A Rapid Test Cassette
(Throat Swab)

Package Insert
REF IST-502
English
A rapid test for the qualitative detection of Strep A antigens in human throat swab specimens.
For professional in vitro diagnostic use only.
INTENDED USE
The Strep A Rapid Test Cassette is a rapid chromatographic immunoassay for the qualitative
detection of Strep A antigens from human throat swab specimens to aid in the diagnosis of Group A
Streptococcal infection.
SUMMARY
Streptococcus pyogenes is non-motile gram-positive cocci, which contains the Lancefield group A
antigens that can cause serious infections such as pharyngitis, respiratory infection, impetigo,
endocarditis, meningitis, puerperal sepsis, and arthritis.! Left untreated, these infections can lead to
serious complications, including rheumatic fever and peritonsillar abscess.? Traditional identification
procedures for Group A Streptococci infection involve the isolation and identification of viable
organisms using techniques that require 24 to 48 hours or longer.>*
The Strep A Rapid Test Cassette is a rapid test to qualitatively detect the presence of Strep A
antigens in throat swab specimens, providing results within 5 minutes. The test utilizes antibodies
specific for whole cell Lancefield Group A Streptococcus to selectively detect Strep A antigens in a
throat swab specimen.
PRINCIPLE
The Strep A Rapid Test Cassette is a qualitative, lateral flow immunoassay for the detection of Strep
A carbohydrate antigen in a throat swab. In this test, antibody specific to Strep A carbohydrate
antigen is coated on the test line region of the test. During testing, the extracted throat swab
specimen reacts with an antibody to Strep A that is coated onto particles. The mixture migrates up
the membrane to react with the antibody to Strep A on the membrane and generate a color line in
the test line region. The presence of this color line in the test line region indicates a positive result,
while its absence indicates a negative result. To serve as a procedural control, a colored line will
always appear in the control line region, indicating that proper volume of specimen has been added
and membrane wicking has occurred.
REAGENT
The test contains Strep A antibody coated particles and Strep A antibodies coated on the
membrane.
PRECAUTIONS
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. Do not eat, drink or smoke in the area where the specimens and kits are handled.
3. Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout the procedure and follow the standard procedures
for proper disposal of specimens.

4. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.

5. The used test should be discarded according to local regulations.

6. Humidity and temperature can adversely affect results.

7. Do not use test if pouch is damaged.

8. Reagent 2 contains an acidic solution. If the solution contacts the skin or eye, flush with large

volumes of water.
9. The positive and negative controls contain Proclin300 as a preservative.
10. Do not interchange reagent bottle caps.
11. Do not interchange external control solution bottle caps.
STORAGE AND STABILITY
Store as packaged in the sealed pouch at room temperature or refrigerated (2-30°C). The test is
stable through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
SPECIMEN COLLECTION AND PREPARATION

1. Collect the throat swab specimen with the sterile swab that is provided in the kit. Transport
swabs containing modified Stuart’s or Amies medium can also be used with this product. Swab
the posterior pharynx, tonsils and other inflamed areas. Avoid touching the tongue, cheeks and
teeth with the swab.®

2. Testing should be performed immediately after the specimens have been collected. Swab
specimens may be stored in a clean, dry plastic tube for up to 8 hours at room temperature or 72
hours at 2-8°C.

3. If a culture is desired, lightly roll the swab tip onto a Group A selective (GAS) blood agar plate
before using the swab in the Strep A Rapid Test Cassette

MATERIALS

Materials Provided

e Test cassettes ® Extraction tubes e Sterile swabs

o Workstation ® Dropper tips ® Package insert

® Extraction reagent 1 (2M NaNO,) e Extraction reagent 2 (0.027M Citric acid)

® Positive control(Non-viable Strep A; 0.01% Proclin300)

® Negative control(Non-viable Strep C; 0.01% Proclin300)

Materials Required But Not Provided

o Timer

DIRECTIONS FOR USE

Allow the test, reagents, throat swab specimen and/or controls to reach room temperature
(15-30°C) prior to testing.

1. Remove the test cassette from the sealed foil pouch and use it within one hour. Best results will
be obtained if the test is performed immediately after opening the foil pouch.

Hold the Extraction Reagent 1 bottle vertically and add 4 full drops (approximately 240 pL) of
Extraction Reagent 1 to an extraction tube. Extraction Reagent 1 is red in color. Hold the
Extraction Reagent 2 bottle vertically and add 4 full drops (approximately 160 L) of Extraction
Reagent 2 to the tube. Extraction Reagent 2 is colorless. Mix the solution by gently swirling the
extraction tube. The addition of Extraction Reagent 2 to Extraction Reagent 1 changes the color
of the solution from red to yellow. See illustration 1.

Immediately add the swab into the extraction tube, agitate the swab vigorously 15 times, Leave
the swab in the extraction test tube for 1 minute. See illustration 2

Press the swab against the side of the tube and squeeze the bottom of the tube while removing
the swab so that most of the liquid stays in the tube. Discard the swab. See illustration 3

Fit the dropper tip on top of the extraction tube. Place the test cassette on a clean and level
surface. Add three drops of the solution (approx.100 pL) to the sample well and then start the
timer. Read the result at 5 minutes. Do not interpret the result after 10 minutes. See illustration
4 and illustration 5
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(Please refer to the illustration above)
POSITIVE:* Two colored lines appear. One colored line should be in the control line region (C) and
another colored line should be in the test line region (T). A positive result indicates that Strep A was
detected in the specimen.
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration
of Strep A present in the specimen. Therefore, any shade of color in the test line region (T) should
be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). A negative result indicates that Strep A antigen is not present in the specimen, or is
present below the detectable level of the test. The patient’s specimen should be cultured to confirm
the absence of Strep A infection. If clinical symptoms are not consistent with results, obtain another
specimen for culture.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test with a new test. If the problem persists, discontinue using the test kit immediately and contact
your local distributor.
QUALITY CONTROL

INTERPRETATION OF RESULTS

Internal Quality Control
Internal procedural controls are included in the test. A colored line appearing in the control region
(C) is an internal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique.
External Quality Control
It is recommended that a positive and negative external control be run every 25 tests, and as
deemed necessary by internal laboratory procedures. External positive and negative controls are
supplied in the kit. Alternatively, other Group A and non-Group A Streptococcus reference strains
may be used as external controls. Some commercial controls may contain interfering preservatives;
therefore, other commercial controls are not recommended.
Procedure for External Quality Control Testing
. Add 4 full drops of Extraction Reagent 1 and 4 full drops of Extraction Reagent 2 into an
extraction tube. Tap the bottom of the tube gently to mix the liquid.
. Add 1 full drop of positive or negative control solution into the tube, holding the bottle upright.
. Place a clean swab into this extraction tube and agitate the swab in the solution by rotating it at
least 15 times. Leave the swab in the extraction tube for 1 minute. Then express the liquid from
the swab head by rolling the swab against the inside of the extraction tube and squeezing the
extraction tube as the swab is withdrawn. Discard the swab.
Continue with Step 5 of Directions For Use.
If the controls do not yield the expected results, do not use the test results. Repeat the test or
contact your distributor.
LIMITATIONS
. The Strep A Rapid Test Cassette is for in vitro diagnostic use only. The test should be used for the
detection of Strep A antigen in throat swab specimens only. Neither the quantitative value nor
the rate of increase in Strep A antigen concentration can be determined by this qualitative test.
. This test will only indicate the presence of Strep A antigen in the specimen from both viable and
non-viable Group A Streptococcus bacteria.
. A negative result should be confirmed by culture. A negative result may be obtained if the
concentration of the Strep A antigen present in the throat swab is not adequate or is below the
detectable level of the test.
Excess blood or mucus on the swab specimen may interfere with test performance and may yield
a false positive result. Avoid touching the tongue, cheeks, and teeth®and any bleeding areas of
the mouth with the swab when collecting specimens.
5. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
PERFORMANCE CHARACTERISTICS
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Sensitivity and Specificity

Using three medical centers for evaluation, a total of 526 throat swabs were collected from patients
exhibiting symptoms of pharyngitis. Each swab was rolled onto a sheep blood agar plate, and then
tested by the Strep A Rapid Test Cassette (Throat Swab). The plates were further streaked for
isolation, and then incubated at 37°C with 5-10% CO, and a Bacitracin disk for 18-24 hours. The
negative culture plates were incubated for an additional 18-24 hours. Possible GAS colonies were
subcultured and confirmed with a commercially available latex agglutination grouping kit. Of the
526 total specimens, 404 were confirmed to be negative and 122 were confirmed to be positive by
culture. During this study, one Strep F specimens yielded positive results with the Test. One of these
specimens was re-cultured, then re-tested and yielded a negative result. Three additional different
Strep F strains were cultured and tested for cross-reactivity and also yielded negative results.

Method Culture
it - Total Results
Strep A Rapid Test Results Positive Negative
y P Positive 116 9 125
Cassette -
Negative 6 395 401
Total Results 122 404 526

Relative Sensitivity: 95.1% (95%CI*: 89.6%-98.2%)
Relative Specificity: 97.8% (95%CI*: 95.8%-99%)
Accuracy: 97.1% (95%Cl*: 95.3%-98.4%)

*Confidence Interval

Positive Culture Classification Strep A Rapid Test/Culture % Agreement

Rare 8/10 80.0%
1+ 18/20 90.0%
2+ 19/20 95.0%
3+ 33/34 97.1%

4+ 38/38 100.0%




Cross Reactivity
The following organisms were tested at 1.0 x 10’ CFU/mL and were all found to be negative when
tested with the Strep A Rapid Test Cassette. No mucoid-producing strains were tested.

Group B Streptococcus Neisseria meningitidis Serratia marcescens
Group F Streptococcus Neisseria sicca Klebsiella pneumoniae
Streptococcus pneumoniae Branhamella catarrhalis Bordetella pertussis
Streptococcus mutans Group C Streptococcus Neisseria gonorrhea
Staphylococcus aureus Group G Streptococcus Neisseria subflava
Corynebacterium diphtheria Streptococcus sanguis Hemophilus influenza
Candida albicans Staphylococcus epidermidis Pseudomonas aeruginosa
Enterococcus faecalis
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A Caution

I IVD I For in vitro diagnostic use only
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Do not use if package is damaged
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Do not reuse

Consult instructions for use
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Hangzhou, 310018 P.R. China
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Statement: Information about manufacturer of sterile swab is placed on the packaging.
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