il BIOCHECK

Gasallschaft filr Immumalogisch-biologische Machweisverfahren mbH

Polycheck® [RAST-compatible]

Allergy Diagnostic

Cassette-Format

Scanner based assay for screening and quantification of
allergen specific IgE (kU/ | and RAST-classification).

REF:
20 Allergens

10 Allergens

05012001 [gle]ele)

(05012021 for automated use)

05012002 [[alsE1E1Te]g)

(05012022 for automated use)

05012003 |zEE eI e

(05012023 for automated use)

Insect-Epithelia

(EEPITIEBet vi/v2 plus

Korea |-Standard
(05012015 for automated use)

nshEplihsKorea ll-Inhalation
(05012016 for automated use)

Wik aikdKorea Ill-Food

(05012017 for automated use)

il BIOCHECK
GmbH

Vorbergweg 41
D-48159 Minster
Germany

v C€E |w

(EEPEEDeca-Food |

(05012111 for automated use)

(EEPPIEIDeca-Food I

(05012211 for automated use)

Deca-Inhalation |
(05012112 for automated use)

(EFPFIFIDeca-Inhalation 11

(05012212 for automated use)

English: Page 1-6
Deutsch: Seite 7-12
Tirkce: Sayfa 13-18
Polski: Strona 19-24
Pyccknin: CtpaHuubl 25-30

GMDN Code: 30278
EDMA Code: 12 02 01 05
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Actual panels and allergens

Cassette-Format (5 calibrators and 20 allergens)

Line Inhalation Food Paediatric

1| 103 Birchpollen. | f17 Hazelnut | _ f13_ __Peanut
.2 ) 102 Alderpollen | f13 Peanut | fo2___Milk .
3 | t04 Hazelpollen | f16 Walnut | fo1 _Eggwhite
4 ). 107  Oakpollen _ ___1.f20 Amond .| .. f15 . Eggyolk ...
.5 ]| _906__Timothy Grass pollen | f02 Milk | _ f35__Potato _ _____ _____
.6.] 912 Ryepollen | fo1__Eggwhite | _f31___Carot _ _____ . ___
_7 | w06 Mugwortpollen | f75 Eggyok | f03 _Codfish
.8 | . w09 _Plantainpollen | f78 Casein . _ . .| .. 49 Apple ...
9 | do1 _D.pteronyssinus | f35 Potato | _ f14_ __Soya
(10} d02 D.farnae | 85 Celery | f04 __Wheatflour .
_11 |e02/e05Dog epithelia_____ | 31 Carot | _ t03 ___Birchpollen __ _____
(12| €01 _Catepithelia __ | f25 Tomato . | _. 906 ___ Timothy Grass pollen_
_13 ] e03 Horseepithelia | f03 Codfish ] w06___ Mugwort pollen ______
14 | e06__ Guinea pig epithelia_ | f24 Shrimp | __ do1___D.pteronyssinus
15| e84 Hamsterepithelia | f95 Peach | _ d02__Dfarinae _____ ______
.16 ) e82 Rabbitepithelia | f49 Apple | €02/e05_Dog epithelia __
17 ) m03 Aspfumigatus | f14 Soya | e01__Catepithelia
.18 | m02 _ Cladosp.herbarum___ | f04 Wheatflour | __ €03 ___ Horse epithelia.
19| mO01_Pen.notatum | f10 Sesame | | mO3___ Asp.fumigatus
20 | mO06 Alt.tenuis fO5 Rye flour m02  Cladosp.herbarum

Deca-Cassette-Format (5 calibrators, 1 control line and 10 allergens)

Line Deca-Inhalation | Deca-Inhalation Il Deca-Food | Deca-Food Il
1 | t03 Birchpolen | ¢ d01.____D.pteronyssinus____| _ f17___Hazelnut | f35 Potato
.2 | 102 Aderpollen | d02 _ Dfarinae {1 f13 Peanut | f85 _Celery .
.3 t04 Hazelpollen | e02/e05 Dogepithelia | 16 __Walnut ____ | f31._Carrot _______
4 | 107 Oakpollen . _.......]..f €01, __Catepithelia | f20 Amond __ | f25 Tomato
.5 |09 Olive ] ¢ €03 __ Horse epithelia | f02 Mik | f95 Peach
__6__| 906 _Timothy Grass pollen__ ___ | __¢ e81 ___Sheep epithelia | f49 Apple .
7_]912 Ryepollen_ ] __mO3___ Asp.fumigatus | f14 _Soya .
.8 | w01 _Ragweed pollen (Ambrosia)] __m02 __ Cladospherbarum | 78 Casein __ |. f04 _ Wheat flour _
.9 _| w06 Mugwortpollen | mO1 _ Pen.notatum | _f10 _Sesame ____
10 | w09 Plantain pollen mO06 Alt.tenuis fO5 Rye flour

Polycheck®



Cassette-Format (5 calibrators and 20 allergens)

Line Korea | - Standard

Korea Il - Inhalation

Korea lll - Food

1 f14  Soybean

Ox-eye-Daisy

Buckwheat-flour

20 Citrus Mix*

71 Mosquito

___________ Blackfly ..

1207 Cockroach
Flea

e01 Cat epithelia

e02/05 Dog epithelia

1 = Shrimp Pacific, Atlantic; 2 = Cockroach German, Oriental, American;
3 = Ash European, black, Oregon, white; 4 = Lemon, Lime, Orange, Mandarin;

20 total IgE d72  Tyrophagus putrescentiae f299 Sweet chestnut
Line rBet v1/v2 plus Insect-Epithelia
1 | t03  Birchpollen | 101 Beevenom .
2 rBetv1 .| 103 Waspvenom
3 rBetv 2 i75 Hornet venom

Polycheck®
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Materials Supplied, Storage and Stability

Component Content Preparation Store at Shelf Life
Polycheck® Food: red 24 Cass.
Polycheck® Inhalation: blue 24 Cass.
Polycheck® Paediatric: turquoise 24 Cass.
Polycheck® Deca-Food I: orange 24 Cass.
Polycheck® Deca-Food II: purple 24 Cass. 2-8°C
® ——
gProelé/r(]:heck Deca-Inhalation I: light 24 Cass. with
® " - desiccant
| :;Izc?:::: Deca-Inhalation II: 24 Cass. ready to use ina until the expiry date,
9 5 - carefully
Polycheck™ Korea I-Standard: light 24 Cass. seale_d
green 5 plastic
Polycheck™ Korea ll-Inhalation: 24 Cass. bag
dark green
® B

Polycheck™ Korea lll-Food: 24 Cass.

orange
Polycheck® rBet v1/v2 plus: purple 24 Cass.
Polycheck® Insect-Epithelia: olive 24 Cass.
Start Solution, 2 x 3,5 ml, blue ready to use 2.8°C 30 days after opening,
buffered protein solution (1 x 18ml Automat) y resp. until the expiry date

anti-IgE Antibody,

2 x 3,5 ml green 30 days after opening,

monoclonal (murine) antibody ready to use 2-8°C . )
labeled with ligand (1 x 18ml Automat) resp. until the expiry date
Enzyme-Labeled anti-Ligand, . .
Ligand conjugated to alkaline 2x 3,5 ml white ready to use 2-8°C 30 dayg after opening,
(1 x 18ml Automat) resp. until the expiry date
phosphatase
Substrate Solution, 2-8°C .
5'bromo-4'chloro-3' indolylphosphate (12)()(%2'"::;?;20 ready to use protect reaso dSr)wltsil a:;tsret))(p(iemr;g}e
and 4' nitroblue tetrazolium, buffered from light p- piry
dissolve in 2-8°C . )
Wash Buffer, 1 pouch 1 liter demineralized avoid 30 days .after d|ssp|V|ng,
phosphate buffer, pH 7.4 water foaming resp. until the expiry date

Material Safety Data Sheets are available on request.

Materials Required

personal computer (Windows 98, Windows ME, Windows 2000, Windows XP), printer
flat bed scanner (ask for recommended models)

Biocheck Imaging Software (BIS) for patient-oriented analysis, calculation and report
rocking shaker (30rpm)

adjustable pipettes for 200 up to 1000 pl; Multipette (1ml) to dispense the wash solution
demineralized water

Specimen Collection and Preparation
Serum samples may be stored refrigerated at 2-8 °C for up to 3 days. For longer periods samples should
be stored frozen at —20°C. Lipemic sera should be cleared by centrifugation prior to assay.

Warnings and Precautions

All reagents of this test kit are strictly intended for in vitro diagnostic use only. Use by staff, being
specially informed and trained in methods dealing with in vitro diagnostics. Please adhere strictly to the
sequence of pipetting steps provided in this protocol.

Sample material of patients (for example serum or plasma) normally used in laboratory determinations
are always classified as potentially infectious. Samples of risk patients should be specially labeled and if
necessary be handled in safety work benches (for example laminar flow bench).

Polycheck®
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Method and Test Principle

The Polycheck® screening assay is an enzyme immuno assay for the quantitative measurement of
allergen-specific IgE in serum. 20 (10) lines of relevant allergens are coated together with 5 lines of
calibrators on a carrier membrane, which is located in the well of the Polycheck® cassette. During
incubation of the patients serum allergen-specific IgE bind to the corresponding allergens. Non-bound
serum components are removed by washing. Monoclonal ligand-labeled anti-IgE-antibodies bind to
allergen-bound IgE. Unbound antibodies are removed by washing. Enzyme-labeled anti-Ligands bind to
the immune complexes; surplus of enzyme conjugate is removed by washing. The substrate solution is
added and specifically bound enzymes convert the colourless substrate to a dark precipitate. The colour
inttnsity of the lines is proportional to the respective allergen specific IgE concentration_in the patient’s

sefum.
With the help of Biocheck Imaging Software (BIS) and a PC the Polycheck® cassettes are interpreted.
Each single allergen will be identified and according to the calibrator curve present in each cassette the
concentration of each allergen-specific IgE is quantified.

Test Performance
Important notes:

« Place the MTP-holder onto the middle of the shaker (see picture
beside).

=— shaking —=

« All test components should be at room temperature and be mixed
well

« Only reagent’s lots provided with the actual kit are to be used

+ Powdered wash buffer should be diluted with demineralized water at
least 30 minutes prior to use.

e Do not allow the membrane of the test cassettes to dry during the
assay.

gap for  [<Axis of

pipstting  the shaker « All incubation steps are performed at room temperature (18-24°C)

30rpm and with constant shaking.
(30 % up and down/min.)

How to put the microtitreplate
onto the rocking shaker

1. Prepare a sufficient number of Polycheck® allergen cassettes and mark them —only on the long side of
the cassette.

2. Overlay the cassettes with wash solution, then tap on absorbent paper.

3. Overlay allergen cassette with 250 pl of Start Solution (blue cap) and incubate for 60 seconds (always
pipet into the gap). Tap carefully the cassettes on absorbent paper.

4. Add 200 pl of the respective patients serum onto the membrane and incubate for 60 minutes on a
shaker. The orientation of the MTP-holder on the shaker should be the same during the test.

5. Decant sample and wash three times with 1 ml of Polycheck® wash buffer. Add 250 pl wash buffer
and incubate for 5 minutes on a shaker. Decant and wash three times with 1 ml wash buffer. Tap
carefully the cassettes on absorbent paper.

6. Pipet 250 pl of anti-IgE Antibody (green cap) and incubate for 45 minutes on a shaker. Decant and
wash three times with 1 ml wash buffer. Tap carefully the cassettes on absorbent paper.

7. Add 250 pl Enzyme-labeled Anti-Ligand (white cap) and incubate for 20 minutes on a shaker. Decant
and wash as described in 6. Tap carefully the cassettes on absorbent paper.

8. Pipet 250 ul Polycheck® substrate solution (black cap) and incubate for 20 minutes in the dark. Then
decant the substrate solution and wash as described in 6.

9. Airdry the membrane and evaluate the Polycheck® Allergen cassettes using a scanner and the
Biocheck Imaging Software.

Polycheck®
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Interpretation of Results

For the evaluation of the Polycheck® allergen cassettes a PC and a connected flat bed scanner are used.
The evaluation software Biocheck Imaging Software (BIS) analyzes and documents all patient’s results.
The MTP-holder with the Polycheck® allergen cassettes are placed upside down onto the flat bed
scanner and read by the software. The evaluation programme checks for validity of the calibration curve,
assigns the corresponding allergen to each position of the scanned band pattern and calculates allergen-
specific IgE concentrations for each allergen. A patient’s report is generated for each patient’s sample
listing the allergens tested and the present concentration of allergen specific IgE. Results are
quantitatively reported in International Units (kU IgE/l). The class scores (RAST-classification) of the
respective IgE concentrations and their related clinical interpretation are listed below:

IgE [kU/L] RAST-class Interpretation |

<0.35 0 No specific antibody detectable

035-07 1 Veryll(.)w gntibody titer; frequently no clinical evidence by

sensitization
07-35 2 Low antibody titer; sensitization , mostly clinical evidence if in upper
class ranges

3.5-17.5 3 Clear antibody titer; clinical evidence is mostly present

17.5-50 4 High antibody titer; nearly always with existing actuality

50 - 100 5 Very high antibody titer
> 100 6 Extreme high antibody titer

Limitation for the Method

=N

For a final clinical diagnosis all clinical results and laboratory findings have to be regarded.

2. Allergenicity of food allergens may be affected by cooking and/or ingestion. Consequently IgE
detection in In vitro-diagnostic assays may be diminished or even prevented despite convincing
clinical history of the patient.

3. Due to occurrence of common antigenic determinants in certain allergens of a related natural

material family, the possibility of cross reactions can not be excluded completely.

Assay Characteristics

Sample material: Serum

Incubation time: 2 hours and 30 minutes at room temperature (18°-24°C) on a shaker

Lower limit of detection: 0,15 KU/L

Specificity : human IgE; no cross reaction with IgG, IgA, IgD, IgM

Calibration: using single donors and pool sera with defined allergen specific IgE
concentrations

Method Comparison: skin test and alternate solid phase immunoassays

Polycheck®
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i BIOCHECK

Gaesaliachaft Fir mmunclogisch-iologéache Nechweisvarfaiven mbH

Polycheck [RAST-uyumiu]

Alerji Diagnostik

Kaset-Format

Alerjen Spesifik IgE nin scanner bazl goruntilenmesi ve
kantifikasyonu (kU/ | ve RAST-siniflandirma).

REF:
20 Alerjen

10 Alerjen

05012001 [€][eF!

(05012021 for automated use)

WENEPONYASolunum

(05012022 for automated use)

(EEPIIEIPediyatrik

05012023 for automated use)

(RPN Insect-Epithelia

(RPN Bet v1/v2 plus

WEiPiliE}Korea |-Standard
(05012015 for automated use)

VEDPDILIKorea [1-Solunum
(05012016 for automated use)

R PIiydKorea 11I-Gida

(05012017 for automated use)

il BIOCHECK
GmbH

Vorbergweg 41
D-48159 Minster
Germany

(ELRPEIEN 1 0 parametre Gida

(05012111 for automated use)

10 parametre Gida
(05012211 for automated use)

Mm parametre Solunum |

(05012112 for automated use)

10 parametre Solunum Il
(05012212 for automated use)

English: Page 1-6
Deutsch: Seite 7-12
Tirkce: Sayfa 13-18
Polski: Strona 19-24
Pycckun: CtpaHuubl 25-30

N/

(€ IVD

24
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Mevcut Paneller ve Allerjenler

Kaset-Format (5 kalibrator ve 20 alerjen)

Solunum

Pediyatrik

Kif mantari-Alt. tenuis

Cavdar unu

Kif mantari-Cladosp.herbarum

10 parametre-Kaset Formati (5 kalibrator, 1 kontrol gizgi ve 10 alerjen)

10 parametre- 10 parametre-
Sira 10 parametre-Solunum | 10 parametre-Solunum Il Gida | Gida ll
| 1| t03_Kayin agaci poleni _d01 _Evakan D.pteronyssinus __| f17 Findk [ f35 Patates
| 2 | 102_Kizilagag poleni _d02 _Ev akar-D.farinae f13 Yerfistigr |1 f85 Kereviz
| 3 | t04 Findik agaci poleni e02/e05 KOpek epiteli |16 Ceviz | f31 Hawug .
| 4 | 107_Mese agaci poleni |. €01 _Kedi epiteli - f20 Badem |1 f25 Domates
| 5 | t09_Zeyin agact poleni _e03 At epiteli fozsat | f95 Seftali
| 6| 906_Cayir liggiilii poleni _e81 _Koyun epiteli fo1 YumurtaBeyaz _ | f49 Elma
| 7| 912 Cavdar poleni | m03 _Kif mantari-Asp. fumigatus | f75 Yumurta sarisi | f14_Soya fasulyesi
| 8 _|w01 Ragweed pol. (Ambrosia) | m02 Kif mantari-Clad.herbarum | f78 Kazein |1 f04_Bugday unu___
|9 _|w06 Adi pelin poleni _m01_Kuf mantari-Pen. notatum | f03_Morina/Ton Baligi | f10 Susam

10 Jw09 Sinir otu poleni m06 Kuf mantari-Alt. tenuis f24 Karides f05 Cavdar unu

Polycheck®



Kaset-Format (5 kalibratoér ve 20 alerjen)

Korea | - Standard

Korea Il - Inhalation

Korea lll - Food

f14 Soya fasulyesi

total IgE

Ox-eye-Daisy

d72  Tyrophagus putrescentiae

Buckwheat-flour

Sweet chestnut

1 = Shrimp Pacific, Atlantic; 2 = Cockroach German, Oriental, American;
3 = Ash European, black, Oregon, white; 4 = Lemon, Lime, Orange, Mandarin;

Sira

rBet v1/v2 plus

Insect-Epithelia

-

to3 Kayin agaci poleni

Citrus Mix*

101 Beevenom .
Wasp venom
" Hometvenom
Mosquto
an,
Cockroach
Gt
_Duckfeathers
Canary feathers
" Goose feathers
Parrotfeathers
: Ratepein
Mouse epithelia
3 Ratepithela
S|(;an .e-;;i.t-e.lim emeeean
kobayepren
At epiteli
" Kediepitel
e02/e05 Kopek epiteli

Polycheck®
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Temin Edilen Materyaller, Depolama ve Stabilite

Fosfat tamponu, pH 7.4

suda ¢ozUnir

den sakininiz

Bilegenler icerik Hazirlama Depolama Raf omrii
Polycheck® Gida: Kirmizi 24 Kaset
Polycheck® Solunum: Mavi 24 Kaset
Polycheck® Pediyatrik: Turkuaz 24 Kaset
® .
Polycheck™ 10 parametre-Gida I: 24 Kaset
Turuncu
® .
;%Irycheck 10 parametre -Gida II: 24 Kaset 2.8°C
) B
X°|I|¥c2eic|:k 10 parametre-Solunum I: 24 Kaset Kulamima Nem tutucu ile
B orvel k™10 P T ik birlikte titizlikle
olychec parametre-Solunum II: 24 Kaset lastik bir
Koyu yesil - posetle
Xg|I|¥§/2§i(|:k Korea I-Standard: 24 Kaset kaplanmistir
Polycheck®Korea lI-Solunum: 24 Kaset Kit Gzerinde belirtilen son
Koyu yesil kullanma tarihine kadar.
Polycheck®Korea lll- Gida: Turuncu 24 Kaset
Polycheck®rBet v1/2 plus: Mor 24 Kaset
Polycheck® Insect-Epithelia: olive 24 Kaset
.. 2x3,5ml Son kullanma tarihi sirasina
Baslangig Soliisyonu, (1 x 18ml) Kulanima 2-8°C gore acildiktan sonraki 30
Tamponlanmis protein sollsyonu hazir PR
Automat glin igerisinde
Anti-IgE Antibody “anti-IgE-Antibody” 2x3,5ml Kulanima Son kullanma tarihi sirasina
Ligand bagdh monoklonal (murine) (1 x 18ml) hazir 2-8°C gore agildiktan sonraki 30
antikor Automat glin igerisinde
Enzim-Bagh anti-Ligand, “Enzyme- 2x3,5ml Kulanima Son kullanma tarihi sirasina
labeled anti-Ligand” (1 x18ml) hazir 2-8°C gore agildiktan sonraki 30
Alkalin fosfataz konjuge edilmis ligand Automat =l gln icerisinde
Substrat Soliisyon, “Substrate Solution” 2x3,5ml Kulamima 2-8°C Son kullanma tarihi sirasina
5'bromo-4'kloro-3' indolilfosfat ve 4' (1 x 18ml) hazir 1gtktan gore agildiktan sonraki 30
nitroblue tetrazolium, tamponlanmig Automat koruyunuz gln icerisinde
. B . 11t 2-8°C Son kullanma tarihi sirasina
Yikama Solisyonu, "Wash Buffer 1 paket demineralize Képlrmesin- gore acildiktan sonraki 30

glin igerisinde

Material Safety Data Sheets are availble on request.

Gerekli Materyaller

Shaker (30rpm)

(1ml).
Demineralize su.

Bir litrelik sise (yikama sollsyonu igin)

Numunenin Toplanmasi ve Hazirlanmasi
Serum numuneleri, buz dolabinda 2-8 °C ‘de 3 guine kadar saklanabilir. Daha uzun periyotlar igin

numuneler —20°C’de donmus halde saklanmalidir. Lipemic sera, testen énce santrifiij edilmelidir.

Uyarilar ve Tedbirler

Bu test kitindeki tim reaktifler kesinlikle sadece in vitro tanida kullaniimak lizere tasarlanmigtir. Ozellikle
In vitro tani ile ilgili egitim almis personel tarafindan kullaniimalidir. Kesinlikle bu protokolde belirtilen

pipetleme sirasina bagl kaliniz.

Laboratuvar tespitlerinde kullanilan hasta numune materyali, her zaman potansiyel bulasici enfeksiyon
olarak kabul edilir. Riskli hasta numuneleri 6zellikle etiletlenmelidir ve gerekirse guvenli calisma

tezgahlarinda ele alinmalidir. (6rnek; laminar flow tezgaht).

Bilgisayar (Windows 98, Windows ME, Windows 2000, Windows XP), yazici
Diiz yatakli scanner (istege bagli model)
Biocheck Imaging Software (BIS) hastaya yonelik analiz, 6l¢gim ve rapor.

200’ den 1000 pl'ye kadar ayarlanabilen pipetler; yikama sollisyonunu dagitmak igin Multipet

Polycheck®
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Method ve Test Prensipleri

Polycheck® alerji testi, serumda alerjen-specifik IgE’nin kantitatif élgiimiinii saglayan bir enzim immuno
assay testidir. 20 / 10 ilgili pediyatrik ya da gida ya da solunum alerjenleri, 5 kalibratorle birlikte
Polycheck® kasetinde lokalize olan taslyici membranla kaplanmistir. Inkilbasyon esnasinda hasta
serumu alerjen-spesifik IgE’si uygun allerjenler ile bad olusturur. Baglanmayan serum kompenentleri
yikama islemi ile uzaklastiriir. Monoklonal ligand-bagl anti-lgE-antikorlari, alerjen-bagli IgE’ye
baglanirlar. Baglanmayan antikorlar yikama islemi ile uzaklastiriir. Enzyme-bagh anti-liganlar; immun
komplekslere baglanirlar, fazla enzim konjugati yikama islemi ile uzaklastirilir. Substrat sollisyonu eklenir
ve bu spesifik sekilde enzime baglanir, renksiz substrati, koyu renk halinde ¢okeltir. Olusan gizgilerin renk
yogunlugu, alerjen spesifk IgE konsantrasyonuyla orantilidir.

Biocheck Imaging Software (BIS) ve bir PC yardimi ile the Polycheck® kasetleri degerlendirlir. Tek tek her
bir alerjen tanimlanir ve her kasetteki kalibrator egrisine gore her bir alerjen-specifik IgE kantitatif olarak
olculdr.

Test Performansi

Onemli Notlar:
« TUm test kompenentleri oda sicakligina getirilmeli ve galkalanmall.

+—shaking —= o Aktuel kit ile, ayni lot numaralarini iceren reagentler kullaniimalidir

E;% 5 . Y|I_<ama! t_amponu teste baglamadan yarim saa_t once qeminerglize su ile dilte
:ﬁﬁ edilmelidir.Powdered wash buffer should be diluted with demineralized water
? A% at least 30 minutes prior to use.

i - « Test esnasinda kasetteki membranin kurumasindan kaginin.

gapfor |~Axis of

pipetting  the shaker « Plate’i sekildeki gibi shaker’in ortasina yerlestirin.

30rpm
(30 % up and down/mind

« Tum inkibasyon basamaklari oda sicakhiginda (18-24°C) ve sabit sallanma
hizinda gerceklesmelidir.

Plate’i Shakera Yerlestirme
Semasi

1. Gerekli sayida Polycheck® alerjen kasetlerini hazirlayiniz ve sadece uzun taraflarini isaretleyiniz.

2. Kasetlere ylkama solisyonunu yayiniz, sonra absorban kagidin Gzerine vurunuz.

3. Kasetlere 250 pl Baslangic Solisyonu (mavi) pipetleyiniz ve 60 saniye inkiibe ediniz (her zaman
kasetin membransiz bos kenarindan pipetleyiniz.) Kasetleri dikkatli bir sekilde absorban kagdida
vurunuz.

4. 200 pl hasta serumunu kasetlere pipetleyiniz ve 60 dakika shaker Uzerinde inklibe ediniz. Plate’in
shaker Uzerindeki pozisyonu test sirasinda herzaman ayni olmalidir.

5. Numuneyi dokiiniiz ve ii¢ kez 1 ml Polycheck® yikama soliisyonu ile yikayiniz. 250 ul yikama
sollisyonu pipetleyiniz ve 5 dakika shakerda inkiibe ediniz. Yikama solisyonunu dékiniz ve uger kez
1 ml yikama solusyonu ile yikayiniz. Kasetleri dikkatlice absorban kagdida vurunuz.

6. 250 pl anti-IgE antikorundan (yesil) pipetleyiniz ve 45 dakika shaker lizerinde inkiibe ediniz. Dokinuz
ve uger kez 1 ml yikama soliisyonu ile yikayiniz. Kasetleri dikkatlice absorban kagida vurunuz.

7. 250 pl Enzim bagh-Anti-Ligand (beyaz) pipetleyiniz ve 20 dakika shaker uzerinde inkiibe ediniz.
Dokiiniz ve uger kez 1 ml yikama soliisyonu ile yikayiniz. Kasetleri dikkatlice absorban kagida
vurunuz.

8. 250 ul Polycheck® Substrat Sollisyonu (siyah) pipetleyiniz ve 20 dakika karanlikta inkiibe ediniz.
Dokiiniiz ve tliger kez 1 ml yilkama solisyonu ile yikayiniz. Kasetleri dikkatlice absorban kagdida
vurunuz.

9. Membranlari hava ile kurutunuz ve Polycheck® Alerjen kasetleri scanner ve Biocheck Imaging
Software kullanarak degerlendiriniz.

Polycheck®
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Sonuclarin Yorumlanmasi

Polycheck® alerjen kasetlerinin degerlendirimesi igin bir PC ve ona bagli diiz yatakl bir scanner
kullanilir. Degerlendirme software’i olan Biocheck Imaging Software (BIS) tUm hasta sonuglarini analiz
ve dokiimente eder.

Polycheck® alerjen kasetlerle birlikte olan tutucu plate diiz yatakli scanner'in iizerine ters yiiz edilerek
yerlestirilir ve software tarafindan okunur. Degerlendirme programi kalibrator egrisinin gegerliligini
kontrol eder, taranan bant Uzerinde ilgili alerjenlerin herbirinin pozisyonunu tespit eder ve alerjen
spesifik IgE konsantrasyonlarini élger. Hasta raporu, herbir hasta numunesi igin ayri olarak test edilen
alerjenlerin listesinden ve mevcut alerjen spesifik IgE konsantrasyonlarindan olusur. Sonuglar,
Uluslararasi Birimler (kU IgE/l) ile kantitatif olarak rapor edilir. Kisisel IgE konsantrasyonlari igin
siniflama skorlari (RAST-classification) ve klinik yorumlari asagida listelenmistir.

IgE [kU/L] |RAST-S|n|f ‘ Degerlendirme
<0.35 0 Spesifik antikor tespit edilmedi
0.35-0.7 1 Cok dislk antikor titresi; duyarlilik klinik tablo olusturmaz
Dusuk antikor titresi; bu sinifin tstindeki antikor titresi siklikla
07-35 2 Klinik tablo olugturur.
3.5-17.5 3 Kesin antikor titresi; cogunlukla klinik tablo olusturur
17.5-50 4 Yiksek antikor titresi; strekli klinik tablo olugturur
50 - 100 5 Cok yuksek antikor titresi
> 100 6 Cok asiri yuksek antikor titresi
Methodun Sinirliliklari
1. Tam bir klinik tani i¢in tum klinik bulgular ve laboratuvar bulgulari dikkate alinmalidir.
2. Gida alerjenlerinin sebep oldugdu alerjenite, pisirme ve/ veya ingesyondan etkilenebilir. Sonug

olarak ikna edici klinik hasta dykusine ragmen, in vitro-tani testlerinde IgE bulgusu
azaltilabilir ya da énlenebilir.

3. Dogal materyal ailesi ile ilgili belli alerjenlerin genel antijenik determinantlarinin olusmasindan
dolayi ¢capraz reaksiyon ihtimali tamamen engellenemez.

Test Karakteristiqi

Numune Materyali: Serum

inkiibasyon zaman:: Shaker Gzerinde, oda sicakliginda (18°-24°C) 2 saat 30 dakika.
Tespit alt limiti: 0,15 KU/L

Spesifite : insan IgE; 1gG, IgA, IgD, IgM ile capraz reaksiyon yok.
Kalibrasyon: Alerjen spesifik Ig E konsantrasyonlarini tanimlamak igin tek
dondr serumu ve serum havuzundan faydalaniimistir.

Metod Karsgilastirmasi: Deri testleri ve alternatif solid faz immunoassay.

* For test performance by the Bee Robotics Automat an additional information sheet is available.
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