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Kullanma Talimati
FelLV (antijen) ve FIV (antikor) tespiti icin kombine hizli test

# F-M02-05-12/F-M02-10-12
Kayit no.: FLI-B 525

Fassisi® FeLFIV, Felin Lésemi Viriis (FeLV) antijenleri ile Felin immiin yetmezlik Virtisiine karsi gelisen antikorlari tam kan, serum veya
plazmada tespit etmek iizere kullanilir.Felin Lésemi Viriisii (FeLV), Felin immiinyetmezlik Viriisii gibi retroviriis sinifinda yer alir, FeLV
Oncornavirinae alt grubuna, FIV ise Lentivirinae alt grubuna dahildir.Felin Lésemi Viriis (FeLV) ve Felin immiin yetmezlik Viris (FIV)
enfeksiyonlari yaygin gorilen viral hastaliklar olup kedilerin bagisiklik sistemlerinde hasara yol acarlar. Fassisi FeLFIV testi Felin Losemi
Virtistine ait spesifik proteinler (p27) ile FIV ile iliskili proteinler p24 ve gp41'e karsi olusan antikorlari tam kan, serum ya da plazmada
tespit edebilen, hizli bir immuinkromatografik testtir. FelFIV testi ikili-antijen-sandvic testi seklinde oldugu ve Strep-tag yontemiyle
saflastinimis antijenlerle kombine edildigi icin Fassisi FelFIV'in 6zgiilliik ve duyarhhgi optimize edilebilmistir. Ozellikle Strep-tag
teknolojisi kullanilarak FIV virGsiine karsi gelisen antikorlarin tespiti test sonuclarinin yorumlanmasini optimize etmekte ve

basitlestirmektedir..

Fassisi FeLFIV'in Duyarlilk ve Ozgulligi

| Duyarlilk |Ozgl'.]||l'.]k |PPV/NPV | TTP

99,99 % 99,99 %/92,31 %| 97,22 %

FelLV 95,83 %

FIV 98,51 % 99,99 % (99,99 %/97,67 %| 99,08 %

Karsilastirma Testi: Enzim iliskili immunosorbent analiz 2014

PPV: Pozitif prediktif deger
NPV: Negatif prediktif deger

TTP: Total test performansi

Semboller

Kullanici talimatlarini +30°C
+15°C-
dikkatle okuyunuz
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Parti numarasi

Son kullanma tarihi

Uretim yeri
Almanya

Kullanmadan once litfen asagidaki
hususlari dikkate aliniz:

Ornek malzeme secimi ve Test Proseduri

Test Sonucu:

Her test icin yeni bir test kaseti ve yeni bir numune tipu
kullaniimalidir.

Yalnizca tek kullanimliktir.

Yalnizca veteriner hekimler tarafindan kullaniimahdir.

Yalnizca Fassisi kitinde mevcut olan orijinal test bilesenleri
kullaniimalidir.

Test kaseti,
kullaniimalidir.
Test sirasinda kaset duz bir yuzey Uzerine, yatay konumda
yerlestirilmelidir.

Gereken numune miktarina dikkat edilmelidir. Yanlis miktardaya
da cok az miktarda numune yanlis test sonuclarina yol agabilir.
Belirtilen okuma siresi asildiktan sonra test sonuglari gecersiz
kabul edilmelidir.

ambalaji acildiktan sonra 60 dakika icinde

Ambalaj tizerinde belirtilmis olan son kullanma tarihinden sonra
test kullanilmamahdir.

Kontamine materyal uygun bicimde atilmahidir. Calisma
sonrasinda ortam dezenfekte edilmelidir.
Test kitlerinin saklanmasi:
Fassisitestkiti 15 ila30°Carasinda saklanmalidir.
Test kitinin bilesenleri
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@ Numune
Fassisi FeLFIV kuyucugu
Test kaseti Pipet Reaktif
(5/10) (5/10) (2,5 ml/5 ml)

Not : Reaksiyon alaninda testi kullanmadan once vyesil cizgi
goreceksiniz. Bu kalite kontrolu icin kullanilir ve test sirasinda
siviile yikanir.

Tam Kan Heparin ya da EDTA kullanilabilir, Tam kan stipernatant, Serum ve Plazma.

@ Serum, Plazma, Slipernatant

Yalnizca berrak, hemolizsiz numuneler kullaniimahdir.

En uygun numune materyali taze alinmis serum ornegidir.
Hemolizden kacinmak adina serum ya da plazma tam kandan
olabildigince cabuk ayrilmahdir.

Tam kan numunelerine iliskin aciklama: Tam kan 6rnegi belli bir
siire bekletilebilir ve sediment olusur.
numunenin sipernatani
prosedirii’ne gore kullanihr. Santriftijleme zorunlu degildir.

Aluminyum ambalaj acilir, test kaseti cikarilir.

Test kaseti diiz bir yiizey tzerine yerlestirilir, reaktifin kapagi
acilip bir kenara konur.

Sediment olusan
pipetle alinir ve “serum numune

Test Prosediiri

Serum, Plazma ve Tam Kan Siipernatant

@ Serumyada plazma numunesi pipetle alinir.

Her numune kuyucuguna iki (2) damla (60 upl) numune
dikkatli bir bicimde konur.

@ Ardindan her bir numune kuyucuguna reaktif sisesinden
alinan iki (2) damla reaktif ilave edilir. Hava kabarcigi
olmamasina dikkat ediniz.
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@ Tam Kan

Bir tam kan o6rnegi mumkin oldugunca taze kullaniimahdir.
Heparin ve EDTA kan uygundur.

Test oncesi, kan 6rnegi, oda sicakliginda (15 - 25° C) olmali ve 6nce
calkalanmalidir.

Tum kan ornekleri, daha diistuk bir duyarhilik gosterebilir. Tam kan
ile negatif bir test sonucu, FeLV enfeksiyonun mevcut olma
stiphesinde , serum ya da plazma numunesi ya da bir tam kanla,

testazami hassasiyet elde etmek icin tekrar edilmelidir.

Aliminyum ambalaj acilir, test kaseti cikarilir. Test kaseti diiz bir
ylizey Gizerine konur, reaktif sisesi agilir ve bir kenara konur.

Test Prosediiri

Tam Kan

@ Tam kan pipetle alinir.

@ Test kasetindeki numune kuyucuklarinin her ikisine
pipetteki kandan bir (1) damla (30 pl) konulur.

@ Ardindan her bir numune kuyucuguna reaktif sisesinden
alinan iki (2) damla reaktif ilave edilir. Hava kabarcigi

olmamasina dikkat ediniz.
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Dikkat: Hava kabarciklari olustugunda, pipetle patlatiniz.

<60 saniye sonunda sivi test seritleri izerinde hareket etmiyorsa, uygun kuyucuga ilave reaktif konur.
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Test sonuglari 10 dakika sonra okunabilir. /I\\

=
o

Fassisi

Pozitif

Sonug
c Cc
‘ T T

Felv AV

© ©

Negatif
Sonug

i

Pozitif sonucta, test kasetinin reaksiyon alaninda iki
kirmizicizgi ortaya cikar. Reaksiyon alaninin T-—

bolgesindeki (T) kirmizi cizgi pozitif test sonucuna
isaret eder. Soluk bir test cizgisi de pozitif sonug olarak
kabul edilir. C-bolgesindeki (C) ikinci kirmizi cizgi
testin dogru yurataldugiinu gosterir. C cizgisi bir referans
cizgisi degildir ve T c¢izgisinden farkl bir yogunluk
sergileyebilir.

Gecersiz Sonug:Test yiritaldiikten sonra kontrol cizgisi
go6zlenmiyorsa test gecersizdir. Bu durumda test dogru
yuratilmemis olabilir ya da son kullanma tarihi gecmis
olabilir. Bu durum s6z konusu oldugunda yeni bir test
yaptimalidir.

Literatur
Horzinek MC, Schmidt V, Lutz H (2005): Virusinfektionen bei

Katzen, 4. Aufl. Enke Verlag, Stuttgart: 145-149.
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Bilgi ve sorulariniz igin lutfen servis
departmanimizla iliski kurunuz:
+49 (0)551 500 88 40

Fassisi, Gesellschaft fiur Veterinardiagnostik und
Umweltanalysen mbH

Marie-Curie-StraRe 7 D-37079 Gottingen

Telefon +49 (0)551- 5008840 Fax +49 (0)551 - 50088430
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Instruction Manual
The combined rapid test for the detection of FeLV (antigens) and FIV (antibodies)

# F-M02-05-12/F-M02-10-12
Reg.-No.:FLI-B 525

The Fassis ® FeLFIV test is used for the detection of Feline Leukemia Virus (FeLV) antigens and antibodies against Feline Inmunodeficiency

Virus (FIV) in whole blood, serum or plasma.

The Feline Leukemia Virus (FeLV) belongs, like the Feline Immunodeficiency Virus (FIV), to the class of retroviruses. FeLV belongs to the
subfamily of Oncornavirinae and FIV to the subfamily of Lentivirinae. Infections with Feline Leukemia Virus (FelLV) and Feline
Immunodeficiency Virus (FIV) are frequently occurring virus diseases, which cause damage to the immune system of cats. The Fassisi
FeLFIV test is an immunochromatographic rapid test which can detect both, specific proteins of the Feline Leukemia Virus (p27), and
antibodies against the associated proteins p24 and gp41of FIV in whole blood, serum or plasma. Due to the setup of Fassisi FeLFIV tests as
adouble-antigen-sandwich assay and in combination i.a. with highly purified antigens, the specificity and sensitivity of the Fassisi FeLFIV
could be optimized. Especially, the detection of antibodies against the FIV virus simplifies the interpretation of the test results.

Sensitivity and Specificity of Fassisi FeLFIV

| sensitivity | Specificity | PPV/NPV | TTP

99,99 % (99,99 %/92,31 % 97,22 %

FelLV 95,83 %

FIV 98,51 % 99,99 % |99,99 %/97,67 % 99,08 %

Comparison Test: enzyme-linked immunosorbent assay 2014

PPV: Positive predictive value

TTP: Total test performance
NPV: Negative predictive value

Symbols

Note Instruction

wsecf PO
manual Storage temperature

Only for

Batch number
veterinary use
Only for U o
@ single use - Expiration date
W M Made in
Contents
Germany

Please note before use:

Choice of sample material und test procedure:

Test result

Use a new test cassette and a new sample tube for every individual
test.

Only for one-time usage.

For veterinary use only.

Use only the original test components provided in the Fassisi kit.
Use the test cassette within 60 minutes after opening the pouch.

The test cassette must be in a horizontal position on a smooth
surface under while the test is performed.

Note the amount of sample material needed. An incorrect number
of drops or too small drops may lead to false test results.

Consider the test results as invalid after the specified read out
time.

Do not use not the test after the expiration date printed on the
pouch.

Dispose of all contaminated materials properly. Disinfect the
work area after the test execution.

Storage of the Testkits:
The Fassisi test kit should be stored between 15-30 ° C. There is
no cooling required.

Components of the test kit

Bottle of
Reaction reagent (1)
field
(C-line incl.

green color)

Test cassette
(5/10)

Pipette
(5/10)

Reagent
(2,5 ml/5 ml)

Note: In the reaction field you can see a green line in the control
line region before starting the test. These are used for quality
control and will be washed away by the sample liquid during the
test.

Whole blood (EDTA and Heparin), supernatant of the whole blood,serum and plasma may be used .

@ Serum, plasma and supernatant

Best sample material is a freshly collected serum, plasma or
supernatant of the whole blood.

Separate the serum or plasma from whole blood as quickly as
possible. Clear, non-hemolyzed specimens can prevent a slight
background stainig.

Supernatant of whole blood: Let the whole blood sample stand for
some time, so that the blood sediments. The supernatant of the
sedimented blood can be carefully taken up with the pipette and be
used for test procedure.

Test procedure d

Serum, plasma and supernatant of whole blood
Open the aluminium pouch, remove the test cassette.

Place the test cassette on a flat surface and unscrew the bottle of
reagentand place itaside.

@ Take up the serum or plasma sample with the pipette.

Carefully put two (2) drops (60ul) of sample material into
each of the both sample wells of the test cassette.

Add two (2) drops of the reagent from the bottle of reagent
into each of the both sample wells of the test cassette.
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@ Whole blood

A whole blood sample should used as quickly as possible. Heparin
blood and EDTA blood may be used.
The sample must be at room temperature (15 -25 ° C) and should
be shaken well before used for testing.
The use of whole blood samples may lead to a lower sensitivity. In
case of a negative test result with whole blood, despite an existing
suspicion of an infection with FelLV, the test should be repeated
with a serum or plasma sample or a supernatant from the whole
blood, to obtain the maximum sensitivity.

(D
Whole blood
Open the aluminium pouch, remove the test cassette.
Place the test cassette on a flat surface and unscrew the bottle of
reagentand place itaside.

Test procedure

@ Take up the serum or plasma sample with the pipette.

@ Carefully put one (1) drop (30yl) of sample material into each
of the both sample wells of the test cassette.

@ Add two (2) drops of the reagent from the bottle of reagent
into each of the both sample wells of the test cassette.
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The results of the test can be read after
10 minutes.
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For a positive result, two red lines appear in the reaction field
of the test cassette. A red line in the T-region (T) of the
reaction field indicates a positive test result. Also a faint test
line is considered as a positive test result. The second red line
in the C- region (C) indicates the control line, which
indicates the correct performance of the test.

The C-line is not a reference line and may have a different line
intensity than the T-Line.

Invalid Result:

If no control line appears after the test is conducted, the test is
invalid. In this case, it is likely that the test was not properly
conducted or that the expiration date had already lapsed. If
this occurs, a new test must be conducted.

Literature
Horzinek MC, Schmidt V, Lutz H (2005): Virusinfektionen bei
Katzen, 4. Aufl. Enke Verlag, Stuttgart: 145-149.

Rev. Nr. 2015-02kk

For questions, comments or technical questions,
please contact our service department:
+49 551 5008840.

Ensure that no air bubbles are formed. If air bubbles occur, pop them with the pipette.

The liquid starts running up the test strip after a short time (< 60 seconds). If the fluid does not run up the test strips after 60 seconds, add

an additional drop of the reagent into the sample well.

Fassisi, Gesellschaft fiur Veterinardiagnostik und
Umweltanalysen mbH

Marie-Curie-StraBe 7 37079 Goettingen Germany
Phone +49 (0)551- 5008840 Fax +49 (0)551 - 50088430

German
v eMail: info@fassisi.de www.fassisi.de



