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HelicoM5x  Kullanma Kilavuzu
H. pylori Hizli Ureaz Testi

Kullanim Amaci

Test Prosediirii

HelicoMax™"“*, mide mukozal biyopsi 6rneklerinde Helicobacter pylori'nin lreaz enzim aktivitesini, kalitatif olarak

gozlemlemek igin kullanilir. Yalnizca profesyonel kullanim igin bir viicut disi teshis tibbi cihazidir.

Ozet

Helicobacter pylori, mide mukozasini enfekte eden spiral sekilli gram-negatif bir bakteridir. Bu mikroorganizmanin akut
ve kronik gastrit, kronik atrofik gastrit, intestinal metaplazi, peptik Glser ve mide kanseri patogenezinde rol aldigi yapilan
epidemiyolojik, deneysel ve klinik calismalarla belirlenmistir.

Helicobacter pylori mide asitini ndtralize etmek ve hayatta kalmak igin Greaz enzimini kullanir. Helicobacter pylori'nin
Urettigi Ureaz enzimi ylksek molekller agirlikli 6zel bir enzimdir ve diger mikroorganizmalarin enzimleri ile
karsilastinldiginda daha yliksek afiniteye ve aktiviteye sahiptir.

Test Prensibi

HelicoMax™* mide biyopsi 6rneginde bulunan Helicobacter pylori'nin Ureaz aktivitesini tespit etmek igin

gelistirilmistir. Test kasetinde bulunan Ure 6rnek icinde bulunan Ureaz enzimi tarafindan pargalanir ve Amonyak gazi
ortaya cikar. Ortaya ¢ikan gaz test kasetinde bulunan indikatériin rengini saridan pembe/kirmizi'ya dénugturir.
Reaksiyon su sekilde gergeklesir:
Ure + Su - Karbondioksit + Amonyak
(NH2)2CO + H,0 - CO2 + 2NHs

Kutu igerigi

01-001 HelicoMax®" Test Kasetleri (50 Adet)
Kullanma Kilavuzu

Saklama Kosullari ve Raf Omrii

HelicoMax™"“* oda sicakliginda veya buzdolabinda muhafaza edilebilir (2-25°C). Etiketi Gzerinde belirtilen son kullanma

tarihine kadar muhafaza edilebilir. Raf dmri Gretim tarihinden itibaren 24 aydir. Ambalaji hasar gérmis ve/veya renk
degistirmis Grtinler kullanilmamalidir.

Uyarilar ve Onlemler

«  HelicoMax™"“*i kullanmadan énce kullanma kilavuzunun tamamini mutlaka okuyunuz.

*  Yalnizca egitimli saglik personeli tarafindan kullanilan viicut digi tani testidir.

e Etiket Uzerinde belirtilen son kullanma tarihinden sonra kullanmayiniz.

e Ambalaji hasar gérmis testleri kullanmayiniz.

*  H. pylori enfeksiyonu midede daginik sekilde bulunabilecegi icin biyopsinin alindigi yer dnemlidir. Bazen birden
fazla biyopsi kullanmak gerekebilir.

e Hastanin proton pompasi inhibitorleri kullaniyor olmasi H. pylori kolonilesmesini degistirebilir ve antral
biyopsinin dogrulugu azalabilir.

e Biyopsinin kanli olmasi testin hatali sonug vermesine yol agabilir.

e TUm hasta 6rneklerinin enfeksiyoz olabilecegi goz 6niinde bulundurularak ¢alisiimalidir.

e TUm tani testlerinde oldugu gibi nihai karar yalnizca bir testin sonucuna bakilarak verilmemelidir. Bir hekim
tarafindan tiim klinik ve laboratuvar bulgulari degerlendirildikten sonra kesin tani konulabilir.

Orneklerin Alinmasi

Midenin endoskopik incelemesi yapildiktan sonra olagan sekilde bir biyopsi 6rnegi alinir. Biyopsi érnegi pilorik
antrumdan veya midenin buylk kenarindan alinmalidir. Bazi durumlarda Helicobacter pylori kolonilesmesi daginik bir
yapida olabilir ve midenin farkli yerlerinde de bulunabilir. Stpheli durumlarda farkl yerlerden alinmis birkag biyopsi
ornegi kullaniimalidir.

Test kasetinin Uzerine hasta ismini ve diger bilgilerini yazin.

Kaset Uzerindeki etiketi kaldirilarak test kuyusunu agin.

Biyopsiyi, ped Uzerine yerlestirin. Gerekirse biyopsiyi yerlestirmek igin kasetin kenarinda bulunan gubugu kullanin.
Etiketi sikica kapatin. Etiketin Ustliinden test kuyusuna bastirarak biyopsi 6rneginin ezilmesini saglayin.

Kaseti duiz bir zemine birakin ve stireyi baslatin.

Sari gemberdeki renk degisikligini aralikli olarak kontrol edin.
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Sonuglarin Degerlendirilmesi

Pozitif Sonug:

HelicoMax™"“* kasetinde bulunan sari cember pembe/kirmiziya dogru renk degistirdiginde sonug pozitiftir. Renk
degisiminin hizina ve yogunluguna bagh olarak enfeksiyonun siddeti hakkinda tahmin yuritilebilir. Sonuglar bir saat
icinde degerlendirilmelidir. Cemberin merkezinde bulunan sari kisim renk degistirmeyecektir. Bu kisim gemberdeki renk
degisimini karsilagtirmak igin kullanilabilir. 1 dakika gibi kisa bir siirede pozitif sonug.

Negatif Sonug:

Cemberin sari renginde pembe/kirmizi renge dogru bir degisme olmamasi, merkezindeki sari bolge ile ayni renkte
kalmasi sonucun negatif oldugunu gosterir. Negatif sonucu igin 60 dakika bekleyin.

POZITiF NEGATIF

Performance of the Test

*** Testin duyarhhgi %99, 6zgullugl ise %97'dir.
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WD Test viicut digi tam amach kullanim icindir.

Uriin CE igaretlidir.
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Kullanma kilavuzunu mutlaka okuyunuz.
Belirtilen sicaklik arahdinda muhafaza ediniz.
Testi yalnizca bir kez kullamniz.
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Son ambalajda bulunan test sayisini gosterir.
Birinci ambalaji hasarl olan Grind kullanmayimz.

Uriiniin son kullanma tarihini gésterir.
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Uretici firmayi gésterir.
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HelicoM5x% user Manual
H. pylori Rapid Urease Test

Intended Use

HelicoMax™" is used to qualitatively monitor the urease enzyme activity of Helicobacter pylori in gastric mucosal

biopsy samples. This is an in vitro diagnostic medical device for professional use only.

General Information

Helicobacter pylori are spiral shaped gram-negative bacteria infecting mucosa of the stomach. Epidemiological,
experimental and clinical studies showed that the bacteria are related with acute and chronic gastritis, intestinal
metaplasia, peptic ulcer and stomach cancer pathogenesis.

Helicobacter pylori survives in the stomach by neutralizing stomach acid by means of hydrolyzing urea with its urease
enzyme. The urease enzyme of the microorganism has a unique structure, it has higher affinity to its substrate and has
higher activity compared to other ureases.

Principle of the Test

This product was developed in order to detect the urease activity of H. pylori in stomach biopsy specimens. Urease in
the biopsy specimen catalyzes hydrolysis of urea present in the test device. This reaction produces ammonia which
leads to an increase in pH of the medium. Increased pH turns the color of the indicator ring from yellow to
reddish/pinkish color. The formula of the reaction is as follows:

Urea + Water - Carbon dioxide + Ammonia
(NH2)2CO + H20 - CO: + 2NHs

Box Content

01-001 HelicoMax™"“*

Instruction For Use

Test Devices (50 pieces)

Storage and Stability

Test Procedure

1. Write down the patent information and date on the label. Peel the label halfway to uncover the specimen well. Be
careful not to displace the content.

2 Place the biopsy specimen(s) on the yellow circle. Recover the well with the label carefully. The specimen should
be between the yellow pad and the plastic button.

3. Press with your finger against the plastic button under label so the specimen underneath is squeezed. Place the
test device on a level surface and start the timer.

4. Observe the color change of the yellow outer ring. Use the inner circle for yellow reference to color change.
Depending on the concentration of H. pylori in the specimen the color change from yellow to reddish may begin
within seconds.

Interpretation of the Results

Positive Results:

The result is positive if the outer ring's color changes from yellow to reddish/pinkish. The severity of the infection can
be guessed depending of the speed of the reaction and the intensity of red color. The inner circle remains yellow and
serves as a reference to color change. Positive result in less than 1 minute.

Negative Result:

If the outer circle remains yellow and there is no change to red then the result is negative. Wait for 60 minutes to report
negative result.

POSITIVE NEGATIVE

Performance of the Test

Kit can be stored refrigerated at room temperature (2-25°C) until its expiration dated printed on the label. Shelf life is
24 months after the production. Do not use products with damaged packaging. Do not use if outer ring is not yellow

Warnings and Precautions

* Read the instructions before using the product.

e This is an in-vitro diagnostic device to be used only by competent and professional staff.

* Do not use past its expiration date.

* Do not use if packaging is damaged.

* Do not use if ring color is not yellow.

e H. pylori colonization in the stomach can be patchy, so the original location of the biopsy specimen is important.
Sometimes it may be necessary to use two or three biopsies.

e H. pylori colonization can be altered if the patient takes proton pump inhibitors. This case can decrease
accuracy of antral biopsy.

e  Bloody biopsy specimens may lead to faulty results.

e You should practice with maximum attention as patient samples can be infectious.

*  As with all diagnostic tests, the final diagnosis should not be made depending on only one test result. The final
diagnosis should be made by a physician based on other clinical and laboratory findings.

Collection of Samples

After the endoscopic examination of the stomach the biopsy specimen should be taken as usual. Biopsy specimen
should be taken from pyloric antrum or greater curvature. In some cases H. pylori colonization can be patchy and they
can be present at other parts of the stomach. Two or three biopsy specimens can be taken from different parts if
suspicion arise.

*** The sensitivity of the test is 99% and the specificity of is 97%.
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Manufacturer and Symbols

In Vitro Diagnostic Device

CE Mark

Innomedbio

Innomed Biotechnology

Hamidiye Mah. Giirbiiz Sk. No: 19/A Cekmekay, istanbul, Tirkiye
info@innomedbio.com fwww.innomedbio.com

Read the instructions before use

Store between defined temperature range.
Do not reuse the test. MADE IN

Reference/Catalog number of the product \’
LOT/Batch number of the product /f';l:f"'kl.ljg
Test quantity in the box HQICDM%L;
Do not use if packaging is damaged.

Expiration date

Manufacturer KK-04-001 Rev. Date:30.01.26/Rev. No: 1
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