Strep A Rapid Test
Instructions for use
For self-testing
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Rapid test for the qualitative detection of group A Streptococcus antigens in human throat swab samples. For
self-testing, in-vitro diagnostic use only.

INTENDED PURPOSE

The Strep A Rapid Test is a lateral flow chromatographic immunoassay for the qualitative detection of group A
Streptococcus antigens in human throat swab samples. The test is not automated. This product is suitable for
self-testing by patients over 16 years of age. It is recommended that individuals aged from 3-16 should be tested
by a parent or legal guardian. The test is an in-vitro diagnostic device intended for use as an aid in the diagnosis
of a Streptococcus A (Strep A) infection in patients with typical symptoms, such as fever, pharyngitis, etc.

SUMMARY

Streptococcus pyogenes is a species of non - motile gram - positive cocci which are categorised as Lancefield
group A, which may cause serious infections such as pharyngitis, respiratory infection, impetigo, endocarditis,
meningitis, puerperal sepsis and arthritis.” Left untreated, these infections may lead to serious complications,
including rheumatic fever, peritonsillar abscesses or scarlet fever with a rash and sore throat.? Traditional
identification procedures for group A streptococcal infection involve the isolation and identification of viable
organisms using techniques that require 24 to 48 hours or longer.*#
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The Strep A Rapid Test is an immunological test designed to specifically identify Streptococcus A bacteria in
oropharyngeal infections. The test helps the patient understand whether a sore throat is caused by Stre
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Test cassette Disposable swab Tongue depressor Reagent 1&2 Test tube & tip Tubestand Instructions for use

* Test cassette: The test cassette is composed of glass fiber, a nitrocellulose membrane, a plastic backer,
absorbent paper. The main components are rabbit anti-group A Streptococcus monoclonal antibodies, goat
anti-rabbit polyclonal antibodies, colloidal gold labeled rabbit anti-group A Streptococcus monoclonal
antibodies.

Disposable swab: For sample collection.

Reagent 1: Bottle with 1 M sodium nitrite, with white bottle cap

Reagent 2: Bottle with 0.15 M acetic acid, with red bottle cap

Test tube: For mixing reagent 1, reagent 2 and processing samples

Tube tip: To cover the test tube, drip the treated sample

Tube stand: Holds the test tube (Note: Please use the opening marked on the test kit box as a tube stand.)
Tongue depressor: Fixate the tongue to assist in specimen sampling

Instructions for use

Components of the Strep A Rapid Test

TEST PRINCIPLE

The Strep A Rapid Test is a lateral flow immunoassay based on the principle of the double-antibody sandwich
technique. The test cassette consists of: 1) a burgundy conjugate pad containing rabbit anti-group A
Streptococcus monoclonal antibodies conjugated with colloidal gold (Strep A Ab conjugates), 2) a nitrocellulose
membrane strip containing a test line (T line) and a control line (C line). The T line is pre-coated with further rabbit
anti-group A Streptococcus monoclonal antibodies, and the C line is pre-coated with goat anti-rabbit IgG.

When an adequate volume of a test specimen is dispensed into the sample well of the test cassette, the specimen
migrates by capillary action along the membrane. The group A Streptococcus antigens, if present in the specimen,
will bind to the Strep AAb conjugates. The immunocomplex is then captured on the membrane by the pre-coated
rabbit anti-group A Streptococcus monoclonal antibody reagent, forming a burgundy T line, indicating a group A
Streptococcus positive test result.

The test contains an internal control (C line) which, regardless of colour development on the T line, should exhibit
a burgundy coloured control line, caused by the immunocomplex of the control antibodies . If no C line appears,
the test result is invalid and the specimen must be retested using another test cassette.

WARNINGS AND PRECAUTIONS

o For in-vitro diagnostic use only.

e Read these instructions for use carefully before performing the test. The test cassette is reliable if the
instructions are followed correctly (reaction time, how the sample is collected, sample extraction etc.).

e The assay is intended for use as an aid in the diagnosis of a group A streptococcal infection. The test does

not determine the state of infection or associated diseases.

Dispose of following use. The test cassette is not suitable for reuse.

Keep the test out of the reach of children.

Extraction Reagent 1 contains sodium nitrite. Warning: harmful if swallowed, causes serious eye irritation.

Do not touch the reaction area on the test cassette.

Do not use beyond the expiry date.

Do not use the test cassette if the pouch is punctured or poorly sealed.

The test is for external use only. Do not swallow reagents 1 and 2 or other items in the box. If swallowed,

seek medical advice immediately and show the remaining contents of the box, the instructions for use and

the packaging.

e Ifliquids come into contact with the eyes, skin or other mucosae, immediately rinse thoroughly with water and
contact a physician. Show the bottles’ labels.

« Do not interchange bottle caps between reagents.

e Please follow local regulations when disposing of used tests.

« All test kit components are for single-use only, with the exception of the tube stand (which can be re-used),
the instructions for use and reagents 1 and 2, which must be stored tightly sealed, at a temperature between
2° Cand 30° C. The rest of the test kit should be stored at 2 ~ 30° C.

e The swab is a single-use sterilised medical device and is provided in a sterilised state. It has been sterilised
using ethylene oxide, and CANNOT be re-used. Do not use if the packaging is damaged.

« If any serious events occur in relation to the test, please report them to Greylynx and the competent authority
of your country.

e In the event that the patient is unable to complete the test themselves, it is recommended that the test be
performed with the help of an adult. If you are currently helping someone else with the test, please follow the
instructions for completing the test.

COMPONENTS

The Strep A Rapid Test contains the ‘test cassette (packaged in pouch with desiccant)’, ‘disposable swab’,
‘tongue depressor’, ‘Reagent 1', ‘Reagent 2', ‘test tube’, ‘tube tip’, ‘tube stand’ and ‘Instructions for use’.

RESULT INTERPRETATION
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Positive Negative Invalid

Positive*: Two distinct coloured lines appear. One line should be in the control line region (C) and another line
should be in the test line region (T), indicating that the result is positive. It indicates that you may be in a stage of
group A streptococcal infection and should consult your doctor.

Note: The intensity of the colour in the test line region (T) may vary depending on the concentration of group A
Streptococcus antigens present in the specimen. Therefore, any shade of colour in the test line region (T) should
be considered positive.

Negative: One coloured line appears in the control line region (C), no apparent coloured line appears in the test
line region (T), indicating that the result is negative. It indicates that the concentration of the group A Streptococcus
antigens is zero or below the detection limit of the test.

In The 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 cassette. If
the problem persists, discontinue using the test cassette immediately and contact your local distributor.

For medical questions, please contact your physician. The following addresses are also available:
Bundesministerium fiir Gesundheit: www.bmg.bund.de; Email: poststelle@bmg.bund.de

Package
omnciepisliame 70?4(51%(") 702?-:(82.:'7Kit) 703:(8;9}(") 7ozﬁl(§.5r¢/Kit)
1 test/kit 2 tests/kit 5 tests/kit 25 tests/kit
Test cassette 1 2 5 25
Disposable swab 1 2 5 25
Reagent 1 1 1 1 1
Reagent 2 1 1 1 1
Test tube 1 2 5 25
Tube tip 1 2 5 25
Tube stand 1 1 1 1
Tongue depressor 1 2 5 25
Instructions for use 1 1 1 1

e Timer

ORAGE AN ABILITY

e Store the test kit between 2-30°C and 10% to 80 % relative humidity. Keep away from light. Exposure to
temperatures and / or humidity outside the specified conditions may cause inaccurate results.

« Do not freeze. Use the test at temperatures between 15-30°C.

« Do not use beyond the expiration date (printed on the foil pouch and box).

« To avoid any risk and obtain optimal results, the test should be performed within one hour of removing the
test cassette from its sealed foil pouch. When the temperature is higher than 30°C or the humidity is higher
than 90%, use immediately after opening the foil pouch.

« The reagents are stable for 24 months. Extraction reagents, stressed by multiple cycles of opening/closing,
still demonstrate the expected functionality.

Note: All expiration dates are printed in Year-Month-Day format. 2022-06-18 indicates June 18, 2022.

SPECIMEN COLLECTION AND PREPARATION

1) Specimen collection

«  Collect a throat swab sample using the disposable swab provided with the test kit. Swab the posterior pharynx,
tonsils, and other surrounding inflamed areas, avoiding contact with the tongue, inner cheeks, and teeth.
Fasting more than half an hour before collecting a sample is recommended to avoid food interference.

2) Specimen handling

« Testing is recommended immediately after collecting a throat swab sample. If testing cannot be performed
immediately, throat swab samples should be stored in a clean, dry, airtight container at room temperature for
up to 4 hours and at 2-8°C for up to 24 hours. DO NOT FREEZE.

TEST PROCEDURE

Allow the tests, samples, and reagents to equilibrate to room temperature(15-30°C) prior to testing.

1. If the specific patient age is 3-16, the following test steps should be carried out by a parent or legal guardian.

2. Wash hands with hot water and soap, rinse with clean water and dry.

3. Place the tube stand on a clean, dry, flat surface. Place the empty plastic test tube in one of the openings in
the tube stand.-FIG.1

FIG-1

4. Add 6 drops of Reagent 1 (white bottle cap) and 4 drops of Reagent 2 (red bottle cap) to the test tube, and
fully mix.-FIG.2, FIG.3

Total 30 70 100
Diagnostic sensitivity 96.67%
Diagnostic specificity 100%
Total coincidence rate 99%

3. Analytical Sensitivity / Cut-off

The limit of detection (LoD) of the Strep A Rapid Test was established in dilution studies performed with 1 group
A Streptococcus strain on the Strep A Rapid Test. The LoD represents the concentration of group A Streptococcus
that produces consistently positive results >95% at that time. The approximate LoD concentration and the cut-off
value are same as 1 x 107 organisms/mL.

4. Cross-reactivity
There was no cross-reaction with potential cross-reactive substances. The following organisms were tested at
1 x 107 organisms/swab and showed negative results.

Potential cross-reactive
substances
Streptococcus pneumoniae

Potential cross-reactive
substances
Group B Streptococcus

Potential cross-reactive
substances
Group F Streptococcus

Streptococcus mutans Staphylococcus aureus Corynebacterium diphtheriae

Candida albicans Pseudomonas aeruginosa Neisseria meningitidis

Neisseria sicca Moraxella catarrhalis Group C Streptococcus

Group G Streptococcus Streptococcus sanguinis Enterococcus faecalis

Staphylococcus epidermidis Serratia marcescens Klebsiella pneumoniae

Bordetella pertussis Neisseria gonorrhoeae Neisseria subflava

Haemophilus influenzae i 7

5. Interfering Substances
There was no interference with the potentially interfering substances listed below.

Reagent 1 Reagent 2
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FIG-2 FIG-3
Note: To avoid dispensing too many drops when adding the solution, pinch the Reagent 1 bottle and Reagent
2 bottle gently to control the strength and speed of the dripping.

5. Collecting the sample:

For self-testing by individuals over 16 years of age

« Open the pouch containing the disposable swab. Remove the swab using the plastic handle and avoid
touching the cotton tip.-FIG.4

e Stand in front of a mirror, tilt your head backwards and open your mouth as much as possible. Pick up
the tongue depressor with one hand and flatten the tongue.

« Use the other hand to insert the swab into the throat. Touch the back of the throat - the area around the
tonsils and any reddened or painful areas.-FIG.5 Rotating the swab is recommended because it increases
the amount of sample collected. If you are struggling, ask someone to help you collect the sample.

For individuals aged from 3-16, tested by a parent or legal guardian

« The pouch containing the disposable swab should be opened by the parent or legal guardian. They should
remove the swab using the plastic handle and avoid touching the cotton tip.-FIG.4

« The patient should stand face to face with their parent or legal guardian, tilt their head backwards and
open their mouth as much as possible. The parent or legal guardian should pick up the tongue depressor
with one hand and flatten the patient’s tongue.

e The parent or legal guardian can then use the other hand to insert the swab into the patient’s throat.
Touch the back of the throat - the area around the tonsils and any reddened or painful areas.-FIG.5 Rotating
the swab is recommended because it increases the amount of sample collected.

FIG-4 FIG-5

6. After collecting the sample, insert the swab's cotton tip into the supplied plastic test tube that you already
added the two reagents to and previously placed in the tube stand. -FIG.6

FIG-6
7. Holding the swab's plastic handle, rotate the swab against the sides of the test tube about 10 times to
thoroughly mix the solution. Leave the swab to incubate for 1 minute. -FIG.7
8. Remove the test tube (with the swab and extraction fluid still in it) from the tube stand. Using your thumb and
index finger, press the sides of the test tube to release as much fluid as possible from the swab's cotton tip
and collect it in the test tube. Remove the swab. -FIG.8
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FIG-7 FIG-8

9. Dispose of the swab in compliance with local laws and put the test tube back into one of the openings in the
tube stand.

10.Add the tube tip to the plastic test tube. -FIG.9

11.Dispense 3 drops into the sample well on the test cassette. -FIG.10
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FIG-9 FIG-10

Note: If the dispensed drop contains air bubbles, add another drop to the sample well. During the test, the test

tube must be kept upright without tipping over.

12.Wait for the coloured line(s) to appear. Read the result after 5 minutes. Do not read the results after more than
10 minutes.

The Strep A Rapid Test can be carried out if the patient is experiencing symptoms such as pain when swallowing,
a sore throat, red and swollen tonsils (sometimes with white spots or plus), small red patches on the back of the
palate (soft or hard), swollen lymph nodes, a fever, headache, nausea or vomiting, especially in children.

3. What should I do if the test result is invalid?
If the test result is invalid, you should take a new test cassette and repeat the test.
4. If the test is positive, what should | do?

A positive test result indicates you may have a group A streptococcal infection. Please see a doctor for medical
aid.

5. My test is negative. Does that mean I'm not infected?

No. While a negative test result means that you are probably not infected, if you are experiencing serious
complications, including rheumatic fever and inflammation, you should consult your doctor.

6. Can I read the test result after more than 10 minutes?

No, test results must be read within 10 minutes.
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info@greylynxbio.com 4-Acetamidophenol 10 ma/mL Benzocaine throat spray 5% by
Note: Do not make any relevant medical decisions without consulting a qualified healthcare professional for P 9 (Cepacol) volume . . (Contains sufficient for
advice. Consult instructions for use Use by h <n> tests
Menthol Throat Lozenges 5% wiv Blood, type A 2% (vIv) — " y
LIMITATIONS - N N Erc:ll;l/n-wtro diagnostic use Lot number (Catalogue number
e The Strep A Rapid Test is intended for self-testing, in-vitro diagnostic use only, and is intended for the Acetylsalicylic acid 20 mg/mL Blood, type B 2% (vIv)
qualitative detection of group A Streptococcus antigens in throat swab samples. Children younger than 3 Storage temperature Manufacturer ® Do not reuse
years old may not use this Strep A Rapid Test for testing. Albuterol 0.083 mg/mL Blood, type AB 2% (viv) limitations
« A positive result obtained using the Strep A Rapid Test only indicates the presence of group A Streptococcus . o, . .
antigens in the sample and should not be used as the sole criterion for diagnosing a group A hemolytic Amantadine 500 ng/mt Blood, type O 2% () Authorised representative Date ?f " 'ljmqtlf device
i i manufacture identifier
streptococcal infection. o _ _ Mometasone 500 ng/mL Dexamethasone 10 mg/mL
*  Anegative result may be obtained if the concentration of group A Streptococcus antigens present in the throat
swab is insufficient or below the detection limit of the test. If symptoms persist or intensify, you should consult Mouthwash Listerine 5% (vIv) Dextromethorphan 10 mg/mL
your doctor. Zhejiang Greylynx Biotech Co., Ltd. Lotus NL B.V.
. Exc_?ssive blﬁOd or mucus in the swab sample may interfere with test performance and may produce false Mouthwash Lion 5% (vIv) Diphenhydramine HCI 5 mg/mL Floor 3&4, Building 4, No. 17 Jianxing Koningin Julianaplein 10, 1e Verd,
ositive results.
it Ascorbic acid chewable 5% by weight Ibuprofen 10 mg/mL Road, Taozhu Street Zhuji, 311800, 2595AA, The Hague, Netherlands
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PERFORMANCE CHARACTERISTICS tablets Zhejiang, P.R. China Tel: +31644168999
1. Clinical Performance Beclomethasone 500 ng/mL Mucin 1 mg/mL Tel: +864008040805 Email: info@lotusnl.com
Using 125 specimens, the results of the Strep A Rapid Test compared to a culture method are shown as below: .
- www.greylynxbio.com
Nasal Spray 5% (vIv) Oseltamivir 500 ng/mL
Strep A Rapid Test Culture Method ! -
Positive Negative Total Oxymetazoline 0.05 mg/mL Phenylephrine 1 mg/mL Business Address Facility Address
Positive 36 1 37 — - Zhejiang Greylynx Biotech Co., Ltd. Zhejiang Greylynx Biotech Co., Ltd.
Negative 0 88 88 Zanamivir 1 mg/mL Tobramycin 500 ng/ml Floor 384, Building 4, No. 17 Jianxing Floor 384, Building 4, No. 17 Jianxing
Total 36 89 125 Saliva 10% (v/v) Food Dye 100% (v/v) Road, Taozhu Street Zhuji, 311800, Road, Taozhu Street Zhuiji, 311800,
Diagnostic sensitivity 100.00% (36/36,95% Cl: 90.26% to 100.00%) N N N Zhejiang, P.R. China Zhejiang, P.R. China
Diagnostic specificity 98.88Y% (88/89,95% 95% CI- 93.91% to 99.80%) Whole Milk (Dairy) 12.50% (viv) | Orange Juice 50% (viv)
Diagnostic accuracy 99.20% (124/125,95% C1:95.61% to 99.86%) Ethanol 10% (viv) / I EU Importer & Distributor:
Positive predictive value 97.30% 95% Cl: 86.18% to 99.52% CZECH ORIGINAL PRODUCTS s.r.0. — JOYMED.CZ

100.00% 95% CI:95.82% to 100.00%
89.00 95% Cl:12.68 to 624.9

Negative predictive value
Positive likelihood ratio
Negative likelihood ratio
False positive rate
False negative rate
2. Lay-person Study
A total of 100 individuals (3-16 years old and over 16 years old) participated in the study. Based on the test
results, the statistical analysis was as follows:

1/(1+88)'100%=1.12%
0/(0+36)"100%=0%

Compared with observer:

Lay-person Observer
Positive Negative Total
Positive 30 0 30
Negative 0 70 70
Total 30 70 100
Diagnostic sensitivity 100%
Diagnostic specificity 100%
Total coincidence rate 100%
Compared with culture:
Lay-person Culture Method
Positive Negative Total
Positive 29 0 29
Negative 1 70 Al

6. Hook Effect

Samples containing as high as 5 x 10 organisms/mL of group A Streptococcus can still test positive. The tests
do not show a hook or prozone effect up to the maximum observed physiological concentration
(5 x 108 organisms/mL).

7. Reproducibility

A reproducibility study was performed by two operators at three sites on five non-consecutive days with three
batches of Strep A Rapid Test, including two runs per day, two replicates of each sample per run, and each run
was performed by a different operator. The intra-assay agreement was 100%. The inter-site agreement was 100%.

8. Repeatability

A repeatability study was performed by one operator, testing 10 replicates of each sample using each lot of tests.
A total of 3 lots of Strep A Rapid Tests were tested in the study. The intra-assay agreement was 100%.

A summary of Safety and Performance can be obtained at https://ec.europa.eu/tools/eudamed.

QUESTIONS & ANSWERS

1. How does the Strep A Rapid Test work?

The Strep A Rapid Test was made to selectively identify the presence of group A Streptococcus antigens in human
throat swab samples using a combination of specific antibodies.

2. When should the test be used?
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Strep A Rapid Test
Navod k pouziti
Pro samotestovani

SO ATEST
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Rychlotest pro kvalitativni detekci antigentl streptokoku skupiny A ve vzorcich vytérl z lidského krku. Pouze pro
samotestovani a diagnostiku in vitro.

ZAMYSLENY UCEL

Strep A Rapid test je lateralni chromatograficky imunotest pro kvalitativni detekci antigent streptokokd skupiny A
ve vzorcich vytéru z lidského krku. Test neni automatizovany. Tento produkt je vhodny pro samovysetfeni
pacientt starsich 16 let. Doporucuje se, aby osoby ve véku 3-16 let testoval rodi¢ nebo zakonny zastupce. Test
je diagnosticky zdravotnicky prostfedek in vitro ur¢eny jako pomticka pfi diagnostice infekce Streptococcus A
(Strep A) u pacientt s typickymi pfiznaky, jako je hofecka, zanét hitanu atd.

SHRNUTI

Streptococcus pyogenes je druh nepohyblivych grampozitivnich kokd, které jsou fazeny do Lancefieldovy skupiny
A a mohou zpUsobovat zavazné infekce, jakto je faryngitida respiracni infekce, impetigo, endokarditida,
meningitida, puerperalni sepse a artritida.’ Pokud nejsou tyto infekce Iéceny, mohou vést k vaznym komplikacim,
jako je revmaticka horecka, peritonsilarni absces nebo $arlatina s vyrazkou a bolestivym krkem.? Tradiéni postupy
identifikace streptokokové infekce skupiny A zahrnuiji izolaci a identifikaci Zivotaschopnych organismi pomoci
technik, které vyZaduji 24 az 48 hodin nebo déle.>*

Strep A Rapid test je imunologicky test uréeny ke specifické identifikaci bakterii Streptococcus A u
orofaryngealnich infekci. Test pomaha pacientovi rozpoznat, zda je bolest v krku zptisobena streptokokem A.

PRINCIP TESTU

Strep A Rapid test je lateralni pratokovy imunochromaticky test zaloZzeny na principu sendvi¢ové techniky s dvéma
protilatkami. Testovaci kazeta se sklada z nasledujicich soucasti: 1) bordé konjugatova podlozka obsahujici
kralici monoklonaini protilatky proti streptokokim skupiny A konjugované s koloidnim zlatem (konjugaty Strep A
Ab), 2) nitrocelulézovy membranovy prouzek obsahuijici testovaci linii (linie T) a kontrolni linii (linie C). Rada T je
predem potaZena dalimi krali¢imi monoklonalnimi protilatkami proti streptokokim skupiny A a fada C je pfedem
potaZena kozim anti-krali¢im IgG.

Jakmile se do jamky pro vzorek v testovaci kazeté nadavkuje dostate¢ny objem vzorku, vzorek se diky kapilarni
sile zatne posouvat po membrané. Antigeny streptokok( skupiny A, pokud jsou ve vzorku pfitomny, se vazou na
konjugaty Strep A Ab. Imunokomplex je poté zachycen na membrané pfedem nanesenou krali¢i monoklonalni
protilatkou proti streptokoktm skupiny A a vytvori vinové zbarvenou linii T, ktera indikuje pozitivni vysledek testu
na streptokoky skupiny A.

Test obsahuje interni kontrolu (linie C), ktera by méla bez ohledu na vyvoj na linii T vykazovat vinové zbarvenou
kontrolni linii zptisobenou imunokomplexem kontrolnich protilatek. Pokud se neobjevi Zadna linie C, je vysledek
testu neplatny a vzorek musi byt znovu otestovan pomoci jiné kazety.

UPOZORNENI A BEZPECNOSTNI OPATRENI

e Pouze pro diagnostické pouZziti in vitro.

Pred provedenim testu si peclivé prectéte tento navod k pouziti. Testovaci kazeta je spolehliva, pokud jsou
spravné dodrzeny pokyny (doba reakce, zptsob odbéru vzorku, extrakce vzorku atd.).

e Test je uren jako pomucka pfi diagnostice infekce streptokoky skupiny A. Test neuréuje stav infekce ani
souvisejici onemocnéni.

Po pouziti zlikvidujte. Testovaci kazeta neni vhodna k opakovanému pouZiti.

e Test uchovavejte mimo dosah déti.

e Extrakéni ¢inidlo 1 obsahuje dusitan sodny. Varovani: zdravi Skodlivy pfi poZiti, zptsobuje vazné podrazdéni

ogi.

Nedotykejte se reakéni oblasti na testovaci kazeté.

Nepouzivejte po uplynuti doby pouZitelnosti.

Nepouzivejte testovaci kazetu, pokud je obal poskozeny nebo $patné uzavieny.

Test je uréen pouze k vnéjsimu pouziti. Nepolykeijte Cinidla 1 a 2 ani jiné pfedméty v krabicce. V pfipadé

poziti okamzité vyhledejte lékafskou pomoc a ukazte zbyvajici obsah krabicky, navod k pouZiti a obal.

Pokud se kapalina dostane do kontaktu s o¢ima, kizi nebo jinymi sliznicemi, okamzité ji dikladné oplachnéte

vodou a vyhledejte Iékai'skou pomoc. Ukazte stitky na lahvikach.

o Nevyménuijte uzavéry lahviéek mezi reagenciemi.

e P¥ilikvidaci pouzitych testt postupujte podle mistnich predpist.

e V8echny soucasti testovaci soupravy jsou uréeny pouze k jednordzovému pouziti, s vyjimkou stojanu na
zkumavky (ktery Ize pouzit opakované), navodu k pouziti a reagencii 1 a 2, které musi byt skladovany v dobfe
uzavienych obalech pfi teploté mezi 2 °C a 30 °C. Zbytek testovaci soupravy by mél byt skladovan pii teploté
2az30°C.

e Tampon je sterilni zdravotnicky prostfedek na jedno pouZziti a je dodavan ve sterilnim stavu. Byl sterilizovan
ethylenoxidem a NESMI byt znovu pouzit. Nepouzivejte, pokud je obal pogkozen.

e Pokud dojde k jakymkoli zavaznym udalostem souvisejicim s testem, nahlaste je distributorovi a pfislusnému
organu ve vasi zemi.

eV pripadé, Ze pacient neni schopen test provést sam, doporucuje se provést test s pomoci dospélé osoby.
Pokud v sou¢asné dobé& pomahate nékomu jinému s testem, postupujte podle pokynt pro provedeni testu.

SOUCASTI

Rychly test na streptokoka A obsahuje ,testovaci kazetu (balenou v sacku s vysousedlem)*, ,jednorazovy tampon®,
»Spachtli“, ,€inidlo 1%, ,€inidlo 2¢, ,zkumavku*, ,koncovku zkumavky*, ,stojanek na zkumavky* a ,navod k pouZiti*.

Poznamka: Pokud kapka obsahuje vzduchové bubliny, pridejte do jamky pro vzorek dalsi kapku. Béhem testu

musi byt zkumavka udrZovéana ve svislé poloze, aby se neprevrhla.

12.Pockejte, az se objevi barevna ¢ara (¢ary). Vysledek odectéte po 5 minutach. Vysledek neodectéte po uplynuti
vice nez 10 minut.

INTERPRETACE VYSLED

Pozitivni Negativni Neplatné

Pozitivni*: Objevi se dvé zietelné barevné ¢arky. Jedna ¢arka by méla byt v oblasti kontrolni ¢arky (C) a druha
Garka by méla byt v oblasti testovaci ¢arky (T), coz znamend, Ze vysledek je pozitivni. Znamena to, Ze muzete
byt ve fazi infekce streptokoky skupiny A a méli byste se poradit se svym lékafem.
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Testovacikazeta Jednorazovy tampén Spachtienajazyk  Cinidlo1a2

Zkumavka a spicka Stojan natrubky Névod k pouziti
« Testovaci kazeta: Testovaci kazeta se sklada ze sklenénych vlaken, nitrocelulézové membrany, plastové
podlozky a absorpéniho papiru. Hlavnimi sloZzkami jsou monoklonalni protilatky kralika proti streptokokim
skupiny A, polyklonalni protilatky kozy proti kralikovi a monoklonalni protilatky kralika proti streptokokim
skupiny A znacené koloidnim zlatem.

Jednorazovy tampén: Pro odbér vzorkd.

Cinidlo 1: Lahev s 1 M dusitanem sodnym, s bilym uzavérem

Cinidlo 2: Lahevs 0,15 M kyselinou octovou, s Eervenym uzavérem

Zkumavka: Pro smichani ¢inidla 1, ¢inidla 2 a zpracovani vzork(

Spicka zkumavky: K zakryti zkumavky, nakapani osetfeného vzorku

Stojan na zkumavky: Drzi zkumavku (Poznamka: Jako stojan na zkumavky pouzijte otvor oznaceny na
krabiGce testovaci soupravy.)

« Spachtle na jazyk: Fixuje jazyk, aby usnadnila odbér vzorku

« Navod k pouziti

Sougasti rychlého testu na streptokoka A

Balicek
. GISTA- GISTA- GISTA- GISTA-
B2zejkonboneny 702H(1T/Kit) 702H(2T/Kit) 702H(5T/Kit) 702H(25T/Kit)
1 test/sada 2 testy/sada 5 testy/sada 25 testy/sada
Testovaci kazeta 1 2 5 25
Jednorazovy
tamptn 1 2 5 25
Cinidlo 1 1 1 1 1
Cinidlo 2 1 1 1 1
Zkumavka 1 2 5 25
Spicka trubice 1 2 5 25
Stojan na trubky 1 1 1 1
Spachtle na jazyk 1 2 5 25
Navod k pouziti 1 1 1 1

« Casovad

SKLADOVANI A STABILITA

e Testovaci soupravu skladujte pfi teploté 2-30 °C a relativni vihkosti 10-80 %. Chrarite pfed svétlem.

Vystaveni teplotdm a/nebo vihkosti mimo stanovené podminky mize zplsobit nepfesné vysledky.

Nezmrazujte. Test pouZivejte pri teplotach mezi 15-30 °C.

NepouZivejte po uplynuti doby pouzitelnosti (vytisténé na foliovém sacku a krabicce).

Aby se predeslo riziku a dosahlo se optimalnich vysledk(, mél by byt test proveden do jedné hodiny po

vyjmuti testovaci kazety z uzavieného féliového sacku. Pokud je teplota vy3si nez 30 °C nebo vihkost vy$si

nez 90 %, pouZzijte test ihned po otevieni féliového sacku.

* Reagencie jsou stabilni po dobu 24 mésicl. Extrakéni reagencie, namahané opakovanym oteviranim a
zaviranim, stéle vykazuiji o¢ekavanou funkénost.

il VSechna data expir Jsou vytisténa ve formatu rok

F den. 2022-06-18 oznacuje 18. cerven
2022.

ODBER A PRIPRAVA VZORKU

1) Odbér vzorku

e Odeberte vzorek vytéru z krku pomoci jednorazového tamponu dodaného v testovaci sadé. Tamponem otfete
zadni ¢ast hltanu, mandle a dal$i zanétlivé oblasti v okoli, vyhnéte se kontaktu s jazykem, vnitini stranou tvari
a zuby. Aby nedoslo k ovlivnéni vysledku potravou, doporucuje se pfed odbérem vzorku nejist déle nez pul
hodiny.

»

Manipulace se vzorkem

* Testovani se doporucuje provést ihned po odebrani vytéru z krku. Pokud testovani nelze provést ihned, mély
by byt vzorky vytéru z krku uloZeny v Cisté, suché a vzduchotésné nadobé pii pokojové teploté po dobu
maximélné 4 hodin a pfi teploté 2-8 °C po dobu maximainé 24 hodin. NEZMRAZUJTE.

POSTUP ZKOUSKY

Pred testovanim nechte testy, vzorky a ¢inidla vyrovnat se na pokojovou teplotu (15-30 °C).

. Pokud je pacient ve véku 3—16 let, nasleduijici kroky testu by mél provést rodi¢ nebo zakonny zastupce.

. Umyijte si ruce teplou vodou a mydlem, oplachnéte je Cistou vodou a osuste.

. Umistéte stojan na zkumavky na gisty, suchy a rovny povrch. Prazdnou plastovou zkumavku vloZte do jednoho
z otvorli ve stojanu na zkumavky. - FIG.1

WN =

Diagnosticka citlivost 100%
Diagnostickéa specificita 100%
Celkova mira shody 100%

Ve srovnani s kulturou:

Metoda kultury

Bézny uzivatel

Pozitivni Negativni Celkem
Pozitivni 29 0 29
Negativni 1 70 71
Celkem 30 70 100
Diagnosticka citlivost 96.67%
Diagnostické specificita 100%
Celkova mira shody 99%

3. Analyticka citlivost / mez detekce

Limit detekce (LoD) rychlého testu Strep A byl stanoven ve studiich fedéni provedenych s 1 kmenem streptokoka
skupiny A na rychlém testu Strep A. LoD predstavuje koncentraci streptokoka skupiny A, ktera v daném okamziku
produkuje konzistentné pozitivni vysledky >95 %. Pfiblizna koncentrace LoD a mezni hodnota jsou stejné jako
1 x 107 organisma/ml.

4. Krizova reaktivita

Nebyla zaznamenana Zadna kfizova reakce s potencialné kfizové reaktivnimi latkami. Nasledujici organismy byly
testovany v koncentraci 1 x 107 organismu/vytér a vykazovaly negativni vysledky.

Poznamka: Intenzita barvy v oblasti testovaci ¢ary (T) se mize liit v zavislosti na koncentraci
streptokoku skupiny A pritomnych ve vzorku. Proto by jakykoli odstin barvy v oblasti testovaci ¢ary (T) mél by
povaZovén za pozitivni.

Negativni: V oblasti kontrolni linky (C) se objevi jedna barevna linka, v oblasti testovaci linky (T) se neobjevi
zadna zfetelna barevna linka, coz znamena, Ze vysledek je negativni. To znamena, Ze koncentrace antigent
streptokoku skupiny A je nulova nebo niz8i nez detekéni limit testu.

Neplatné: Kontrolni ¢ara se nezobrazuje. Neplatna kontrolni ¢ara je nejcastéji zplsobena nedostatecnym
objemem vzorku nebo nespravnym postupem. Zkontrolujte postup a test opakujte s novou testovaci kazetou.
Pokud problém pretrvava, okamzité prestarite testovaci kazetu pouzivat a kontaktujte svého mistniho distributora.

V pripadé lékafskych dotazu se obratte na svého Iékare. K dispozici jsou také nasledujici adresy:
Bundesministerium fiir Gesundheit: www.bmg.bund.de; Email: poststelle@bmg.bund.de

Ministero della Salute:www.salute.gov.it; Email: ministero.salute@pec.ministerosalute. it

V pripadé dotazt tykajicich se soupravy pro rychly test na streptokoka A se piihlaste na strance
https://greylynxbio.com/ or email us at info@greylynxbio.com.

Poznamka: Neprijimejte Zadna dilezita lékarska rozhodnuti bez konzultace s kvalifikovanym zdravotnickym

Potencialni latky s kfizovou

Potencialni latky s kfizovou

Potencidlni latky s kfizovou

reaktivitou reaktivitou reaktivitou
Streptokok skupiny F Streptokok skupiny B Streptococcus pneumoniae
Streptococcus mutans Staphylococcus aureus Corynebacterium diphtheriae

Candida albicans

Pseudomonas aeruginosa

Neisseria meningitidis

Neisseria sicca Moraxella catarrhalis Streptokok skupiny C

Streptokok skupiny G Streptococcus sanguinis Enterococcus faecalis

Staphylococcus epidermidis

Serratia marcescens Klebsiella pneumoniae

Bordetella pertussis Neisseria gonorrhoeae Neisseria subflava

Haemophilus influenzae / 1

5. Rusivé latky
Nedoslo k zadnému ruSeni potencialné rusivymi latkami uvedenymi nize.

4. Do zkumavky pfidejte 6 kapek cinidla 1 (bily uzavér lahve) a 4 kapky ¢inidla 2 (Serveny uzavér lahve) a
duakladné promichejte.-FIG.2, FIG.3

Cinidio 1 Cinidio 2

FIG-2 FIG-3

Poznamka: Aby se pii pridavani roztoku nevylilo pfili§ mnoho kapek, jemné stisknéte lahev s cinidlem 1 a
lahev s ¢inidlem 2, abyste mohli regulovat silu a rychlost kapani.

5. Odbér vzorku:

Pro viastni testovéni osob starsich 16 let

e Oteviete sacek s jednorazovym tamponem. Tampon vyjméte za plastovou rukojet a nedotykejte se
bavinéné $picky.-FIG.4

« Postavte se pred zrcadlo, naklorite hlavu dozadu a oteviete Usta co nejvice. Jednou rukou uchopte
Spachtli na jazyk a jazyk vyrovnejte.

e Druhou rukou vlozte tampoén do krku. Dotknéte se zadni ¢asti krku — oblasti kolem mandli a vSech
zarudlych nebo bolestivych mist.-FIG.5 Doporucuje se otacet tampénem, protoze se tak zvysi mnozstvi
odebraného vzorku. Pokud mate potiZze, pozadejte nékoho o pomoc s odbérem vzorku.

Pro osoby ve véku od 3 do 16 let, testované rodicem nebo zékonnym zéastupcem

e Séacek s jednorazovym tamponem by mél oteviit rodi¢ nebo zakonny zastupce. Tampon by méli vyjmout
za plastovou rukojet a nedotykat se bavinéné $picky.-FIG.4

e Pacient by mél stat celem k rodi¢i nebo zakonnému zastupci, zaklonit hlavu a co nejvice otevfit Usta.
Rodi¢ nebo zakonny zéstupce by mél jednou rukou uchopit Spachtli na jazyk a vyrovnat pacientiv jazyk.

e Rodi¢ nebo zakonny zastupce mize pak druhou rukou vioZit tampon do krku pacienta. Dotknéte se zadni
Casti krku — oblasti kolem mandli a v8ech zarudlych nebo  bolestivych mist.-FIG.5 Doporuduje se otacet
tamponem, protoZe se tak zvySi mnoZstvi odebraného vzorku.

FIG-4 FIG-5

6. Po odebrani vzorku vioZte bavinénou $picku tamponu do dodané plastové zkumavky, do které jste jiz pfidali
dveé ¢inidla a kterou jste pfedem umistili do stojanu na zkumavky. -FIG.6

FIG-6

7. Drzte plastovou rukojet tamponu a otacejte tamponem asi 10krat po sténach zkumavky, aby se roztok
duakladné promichal. Nechte tampon inkubovat po dobu 1 minuty. -FIG.7

8. Vyjméte zkumavku (s tamponem a extrakéni tekutinou) ze stojanu na zkumavky. Palcem a ukazovackem
stisknéte boky zkumavky, aby se z bavinéného konce tamponu uvolnilo co nejvice tekutiny, a zachytte ji do
zkumavky. Vyjméte tampon. -FIG.8

— | —

FIG-7

FIG-8

9. Odstrarite tampén v souladu s mistnimi zakony a vloZte zkumavku zpét do jednoho z otvor( ve stojanu na
zkumavky.

10.Nasadte $picku zkumavky na plastovou zkumavku. -FIG.9

11.Nakapejte 3 kapky do jamky na vzorek na testovaci kazeté. -FIG.10
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FIG-10

OTAZKY A ODPOVEDI
1. Jak funguje rychly test na streptokoky skupiny A?

Rychly test na streptokoky skupiny A byl vyvinut za G&elem selektivni identifikace pfitomnosti antigent
streptokokl skupiny A v odebranych vzorcich z krku ¢lovéka pomoci kombinace specifickych protilatek.

2. Kdy by mél byt test pouZit?

Rychly test na streptokoka A Ize provést, pokud pacient trpi pfiznaky, jako jsou bolesti pfi polykani, bolest v krku,
zarudlé a oteklé mandle (nékdy s bilymi skvrnami nebo plusem), malé ervené skvrny na zadni strané patra
(mékké nebo tvrdé), oteklé lymfatické uzliny, horecka, bolesti hlavy, nevolnost nebo zvraceni, zejména u déti.

3. Co mam délat, pokud je vysledek testu neplatny?

Pokud je vysledek testu neplatny, méli byste pouzit novou testovaci kazetu a test zopakovat.

4. Co mdm délat, pokud je test pozitivni?

Pozitivni vysledek testu znamena, Ze mizete mit streptokokovou infekci skupiny A. Vyhledejte Iékafskou pomoc.
5. Muj test je negativni. Znamend to, Ze nejsem nakazeny?

Ne. Negativni vysledek testu sice znamend, Ze pravdépodobné nejste nakazeny, ale pokud mate vazné
komplikace, véetné revmatické horecky a zanétu, méli byste se poradit se svym Iékarem.

6. Mohu si precist vysledek testu po vice neZ 10 minutdach?

Ne, vysledky testu je nutné precist do 10 minut.
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SEZNAM SYMBOLU

pracovnikem. I Koncentrace ve e s Koncentrace
Rusiva latk K Rusiva latk K 5 —
: Benzokainovy sprej do 5% n__|mnozstvi pro <n> testd
e Rychly test Strep A je uréen pouze pro viastni testovani, pro diagnostické pouziti in vitro a je uréen pro 4-acetamidofenol 10 mg/mL krku (Cepacol) objemovych P g ke
kvalitativni detekci antigentl streptokokt skupiny A ve vzorcich vytéru z krku. Déti mladsi 3 let nesméji tento P d Y ouze pro ¢ iagnostické Cislo 3arze Katalogové &islo
. > P . pouZiti in vitro
rychly test Strep A pouzivat k testovani. o ) Mentolové pastilky na krk 5% wiv Krev, typ A 2% (vIv) - —
e Pozitivni vysledek ziskany pomoci rychlého testu Strep A pouze indikuje pfitomnost antigent streptokoku Jﬁ“ C Omezeni skladovaci teploty Vyrobce ® Nepouzwe_]te
skupiny A ve vzorku a nemél by byt pouZivan jako jediné kritérium pro diagnostiku hemolytické streptokokové Kyselina acetylsalicylova 20 mg/mL Krev, typ B 2% (VIv) 2°¢ d opakované
infekce skupiny A. L -
e Negativni vysledek muze byt ziskan, pokud je koncentrace antigenti streptokokd skupiny A pfitomnych ve Albuterol 0.083 mg/mL Krev, typ AB 2% (vIV) W Zmocnany zastupce &] Datum vyroby Jegmecpy identifikator
vytéru z krku nedostatecna nebo pod detekéni mezi testu. Pokud pfiznaky pretrvavaji nebo se zhorsuji, méli zarizeni
byste se poradit se svym Iékafem. Amantadin 500 ng/mL Krev, typO 2% (vIv)
e Nadmérné mnozstvi krve nebo hlenu ve vzorku vytéru maze ovlivnit vykon testu a mize vést k falesné
pozitivnim vysledkam. Mometason 500 ng/mL Dexamethason 10 mg/mL I Zhejiang Greylynx Biotech Co., Ltd. Lotus NL B.V.
VYKONOVE CHARAKTERISTIKY Ustni voda Listerine 5% (vIv) Dextrometorfan 10 mg/mL Floor 384, Building 4, No. 17 Jianxing Koningin Julianaplein 10, 1e Verd,
1. Klinicka vykonnost - Road, Taozhu Street Zhuiji, 311800, 2595AA, The Hague, Netherlands
: Ustni voda Li 5% (v/ Diphenhydramin HCI 5 mg/mL i :
Na zaklad& 125 vzorkii jsou vysledky rychlého testu Strep A ve srovnani s kultivatni metodou uvedeny nize: stni voda Hon % (V) \phennydramin mgim Zhejiang, P.R. China Tel: +31644168999
N Kyselina askorbovéa ve formé o . Tel: +864008040805 Email: info@lotusnl.com
Strep A Rapid Test Metoda kultivace vykacich tablet 5 % hmotnostnich Ibuprofen 10 mg/mL areylymbio.com
Pozitivni Negativni Celkem N ’ ’
Pozitivni Beclomethason 500 ng/mL Mucin 1 mg/mL
36 1 37 Obchodni adresa Adresa zafizeni
— K - N -,
Negativni 0 88 88 Nosni sprej 5% () Oseltamivir 500 ng/ml Zhejiang Greylynx Biotech Co., Ltd. Zhejiang Greylynx Biotech Co., Ltd.
Celkem 36 89 125 Oxymetazolin 0.05 mg/mL Fenylefrin 1 mg/mL Floor 384, Building 4, No. 17 Jianxing Floor 3&4, Building 4, No. 17 Jianxing
i icka citli . Road, Taozhu Street Zhuji, 311800, Road, Taozhu Street Zhuji, 311800,
Diagnosticka citlivost 100.00% (36/36,95% Cl: 90.26% to 100.00%) Zanamivir 1 mg/mL Tobramycin 500 ng/mL S L e o d
i icka ifici ejlan R ina
Diagnosticka specificita 98.88% (88/89,95% 95% Cl: 93.91% to 99.80%) - —— ejiang, P-R. China Jiang,
- — Sliny 10% (viv) Potravinarské barvivo 100% (v/v)
Diagnosticka presnost 99.20% (124/125,95% C1:95.61% to 99.86%) IMPORTER A DISTRIBUTOR PRO CR:
Pozitivni prediktivni hodnota 97.30% 95% CI- 86.18% (0 99.52% Plnotuéné miéko (mlécné 12.50% (viv) Pomerangovy dus 50% (viv) CZECH ORIGINAL PRODUCTS s.r.0. — JOYMED.CZ
— —— - . vyrobky) Koulova 6, Praha 6, 160 00
Negativni prediktivni hodnota 100.00% 95% C1:95.82% to 100.00% \&: 08595771, DIC: CZ08595771
o : ,DIC:
Pozitivni pravdépodobnostni pomér 89.00 95% Cl:12.68 to 624.9 Ethanol 10% (viv) ! ! www.joymed.cz

Negativni pravdépodobnostni pomér 0.00
1/(1+88)*100%=1.12%
0/(0+36)*100%=0%

Mira fale$né pozitivnich vysledku

Mira fale$né negativnich vysledka

2. Studie laické vefejnosti
Studie se ztc&astnilo celkem 100 osob (ve véku 3-16 let a starSich 16 let). Na zakladé vysledkd testt byla
provedena nasledujici statisticka analyza:

Ve srovnani s pozorovatelem:

Bézny uzivatel _ POZorgvateI
Pozitivni Negativni Celkem
Pozitivni 30 0 0
Negativni 0 70 70
Celkem 30 70 100

6. Hookuv efekt

Vzorky obsahujici az 5 x 10® organismi/ml streptokoki skupiny A mohou byt stéle pozitivni. Testy nevykazuji
hookutv nebo prozénovy efekt az do maximalni pozorované fyziologické koncentrace (5 x 108 organisma/ml).

7. Reprodukovatelnost

Studie reprodukovatelnosti byla provedena dvéma operatory na tfech mistech béhem péti po sobé nejdoucich
dnt se tfemi $arzemi Strep A Rapid Test, véetné dvou testt denné, dvou opakovani kazdého vzorku na jeden
test, pficemz kazdy test byl proveden jinym operatorem. Shoda v ramci testu byla 100 %. Shoda mezi misty byla
100 %.

8. Opakovatelnost

Studii opakovatelnosti proved| jeden operator, ktery otestoval 10 replikati kazdého vzorku pomoci kazdé Sarze
testu. Ve studii bylo otestovano celkem 3 $arze rychlych testt Strep A. Shoda v ramci testu byla 100 %.

Souhrn informaci o bezpecnosti a vykonu Ize ziskat na adrese https://ec.europa.eu/tools/eudamed.

obchod@joymed.cz
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