FORWARD & REVERSE ABO WITH DY/ KELL

across @

(A /B 1AB /DY Kell / Ctl/ N1/ N/B) IYaInlz ‘in vitro’ tani amagh kullanilir. Kullanmadan énce dikkatle okuyunuz.

KULLANIM AMACI

Bu kart kan transfiizyonu éncesi hasta ve donor arasindaki kan grubu
uyumunu belirlemek amaciyla kullanilmaktadir. Tani koyma amagh
kullaniimaz ve spesifik bir hastaligin tanisina 6zgi degildir.

ABO sistemi, Landsteiner tarafindan bulunan ilk insan kan grubu sistemidir(”
ve halen transfiizyon uygulamalarindaki en énemli sistemdir.

Bu yiizdendir ki ABO sisteminde tiplendirme yaparken hem forward hem de
reverse gruplama yapilmasi gerekir. ABO forward gruplamada; antijenlerin
tespiti igin Anti-A, Anti-B, anti-AB antikorlari ile eritrositler test edilirken,
Reverse gruplamada; A1 ve B kirmizi kan hicreleri kullanilarak
serum/plazmadaki ABO antikorlari tespit edilir. ABO sistemi antikorlarindan
farkli olarak, Rh ve Kell antikorlari bu antijenler bakimindan negatif bireylerde,
transflizyon ya da gebelige bagh olarak gelismektedir. Bu sistemlerde
immiinojenitesi en yiiksek olan antijenler ise RH1 (D) ve KEL 1 (Kell)'dir.
ABO sistemi, eritrosit ylizeyinde A ve/veya B antijenlerinin bulunmasi ya da
bulunmamasina(forward-direkt gruplama) ve eritrosit izerinde bulunmayan
antijen ya da antijenlere karsilik gelen antikorlarin serumda bulunmasina
(reverse-ters gruplama) gére tanimlanir.

-Transflizyon yapilacak hastalarda kullanilmasi 6nerilir.

-Bu kart hem manuel hem de otomatik sistemler igin uygundur.

-Bu kart grubu parametreleri kalitatif ve yari kantitatif olarak tespit eder.

-Kan transfiizyon tedavisinin uygulandigi hastane, kan merkezleri gibi saglik
kuruluslarinda galisan profesyonel saglik ekibi (saglik teknikeri, biyolog, saglk
teknisyeni vb.) tarafindan kullaniimaktadir.

ENDIKASYONLAR

Across Gel Forward & Reverse ABO with D"/ KELL karti, A(ABO1), B(ABO2),
D(RH1), Kell (KEL1) ve olasI anti-A ve/veya anti-B antikorlarinin tespitinde
endikedir.

Bazi D varyantlarini tespit edemeyebilir.

Transflizyon yapilacak hastalarda kullanilimasi 6nerilir.

PRENSIP

Bu testin prensibi, kirmizi kan hiicrelerindeki antijenlerin, reaktif, serum veya
plazma 6rneklerinde var olan ilgili antikorlar ile baglanmasi sonucu meydana
gelen agliitinasyon reaksiyonlarinin jel santrifligasyon teknigi ile tespitine
dayanir.

Across Gel kartindaki bttin mikrotiiplerde tampon ¢ozelti icerisinde filtre
gbrevi yapan polimerize dextran mikrokirecikler (jel) igerir. Dextranlar ile
spesifik antikor igeren reaktif(ler) veya tampon gézelti karistirnimistir.
Kartlarin santrifiiji sirasinda, boyutlarina bagl olarak, kirmizi kan hicresi
aglitinasyonlari jel yiizeyinde ve kolon boyunca toplanir. Agliitine olmayan
kirmizi kan hiicreleri mikrotiiptin alt kismina goker.

ICERIK

Across Gel Forward & Reverse ABO with DV*/KELL kartinin
mikrotlpleri kartin 6n kismindaki etiketler ile belirlenir:

- A (ABO1) Mikrotiipii: Monoklonal Anti-A (Murin kaynakli IgM
Antikor karisimi, BIRMA-1, ES-15 klonu)

B (ABO2) Mikrotiipii: Monoklonal Anti-B (Murin kaynakli IgM
Antikor karigimi, LB-2, 9621A8 klonu)

AB (ABO3) Mikrotiipii: Monoklonal Anti-AB (Murin kaynakli IgM
Antikor karigimi, BIRMA-1, ES-15, LB-2, 9621A8 klonu)

D¥-(RH1) Mikrotiipii: Monoklonal Anti-D (insan kaynakli IgM
Antikor karisimi, RUM-1, P3x61 klonu)

Kell (KEL1) Mikrotiipii: Monoklonal Anti-K (Insan kaynakli IgM
antikorlari, MS-56 klonu)

Ctl. Mikrotii Nétral Jel (Antikor icermeyen tampon sollisyonu)
N Mikrotiipleri: Notral Jel (Antikor icermeyen tampon sollisyonu)
- Tum mikrotlpler koruyucu olarak Sodyum Azid (NaNs) igerir.

- Reaktifler kullanima hazirdir. Mikrotiplerin folyolarini aginca
bekletmeden kullaniniz.

SAKLAMA KOSULLARI

Kartlari dik bir sekilde 2-25°C'de muhafaza ediniz. Kartlari herhangi bir isi
kaynaginin 6niine ve/veya yanina (Dogrudan giines 1sigi alan yer, kalorifer
petegi, klima, galisirken 1si yayan biy(k cihazlar vb.) ve hava ¢ikislarina
koymayiniz. Kartlari dondurmayiniz. Kutu ambalaji agilmamis olarak
muhafaza edildiginde dis etiket Gizerinde belirtilen son kullanma tarihine kadar
stabildir.

CiHAZ ILE BIRLIKTE KULLANILMAK UZERE
TASARLANMIS DIGER CIHAZLAR

Across System yari veya tam otomatik cihazlar
Across System Card Centrifuge

Across System Card Reader

- Across System Dispenser

Across System Pipette

Across System Workstation

Across LISS

- Tek kullanimlik pipet uglari

Suspansiyon hazirlamak igin tiip

Reverse grup testi igcin Across RBC A1/B kirmizi kan hiicresi reaktifi

NUMUNE ALINMASI VE HAZIRLANMASI

Ornekler

Antikoagulanli (plazma igeren) veya antikoagulansiz (serum igeren)

kan oérnekleri kullanilabilir.

Hemolizli, bulanik, kontamine olmus veya pihti igeren kan 6rneklerini

kullanmayiniz.

ABOIRhIKeII Sistemi Antijenlerinin Tespiti :
EDTA veya sitrat antikoagulan igeren tiiplere alinmis taze kan
ornekleri kullanilabilir.

- 2-8°C'de muhafaza edilmis 48 saat dncesine kadar alinmis kan
ornekleri kullanilabilir

- 2-8°C'de muhafaza edilmis etiket lzerinde belirtilen son kullanma
tarihi gegmemis ACD, CPD, CPDA ve SAG-Mannitol igeren
torbalardan alinan kan érnekleri ile galisiniz.

Reverse ABO grubunun tespiti:

Reverse ABO grubunun tespiti i¢in serum veya plazma kullanilabilir.

Antlkoagulanll veya antikoagulansiz tiplere alinmis taze serum
veya plazma ornekleri kullanilabilir.

- 2-8°C'de muhafaza edilmis 48 saat dncesine kadar alinmis serum
veya plazma ornekleri kullanilabilir.

-20 ile -80°C arasinda muhafaza edilmis serum veya plazma
ornekleri kullanilabilir®.

Numune Hazirlanmasi

a) Eritrosit(kirmizi kan hiicresi) siispansiyonu hazirlama
(ABO/Rh/Kell sistemi antijenlerinin tespiti igin)

%1'lik kirmizi kan hiicresi siispansiyonu hazirlayiniz (0,5 ml Across
LISS igerisine 5 pl eritrosit ekleyiniz).

b) Plazma veya Serum (Reverse ABO gruplama)

Temiz plazma veya serum igin gerekli santrifij islemi
gergeklestirilmelidir.

KALITE KONTROL

Testlerin her serisi iin bilinen pozitif ve negatif kontrollerin galisiimasi tavsiye
edilir. Beklenmeyen bir kontrol degeri elde edildiginde, kullanilan cihazlar,
reaktifler ve materyaller kontrol edilmelidir.

TEST PROSEDURU

Across Gel Forward & Reverse ABO with DV-KELL karti manuel ekipmanlar
veya Across System yari veya tam otomatik cihazlar ile galisilabilir.

Ornek ve reaktifterin oda sicakligina (18-25°C) erismelerini sadlayiniz.
Kullanmadan 6nce kartlarin durumunu kontrol ediniz (Mikrotiipte kabarciklar
gorilmesi, siipernatant bulunmamasi, jel miktarinda azalma, jelde gatlak
veya mikrotiip renginde degisiklik olmasi durumunda karti kullanmayiniz).
Manuel ekipman ve Across System yari veya tam otomatik cihazlar Across
Gel Forward & Reverse ABO with DV"/KELL kartinin galisma prensipleri es
deger ozelliktedir. Across System yari ve tam otomatik cihazlar igin cihazin
kullanma kilavuzuna bakiniz.

MANUEL METOT

. Her kart ayri ayri bir barkodla tanimlanir. Bir barkod okuyucu kullaniimadigi
slrece kartlar manuel olarak tanimlayiniz.

Mikrotiipleri kaplayan aliminyum folyoyu dikkatlice gikariniz ve reaktif
capraz kontaminasyonunu énlemek igin karti dik tutunuz.

REVERSE ABO GRUPLAMA (N/A1 - N/B)

Across Kirmizi Kan Hiicresi (A1/B) reaktiflerini homojen hale getiriniz.

50 ul Across Kirmizi Kan Hicresini (A1/B), N/A1 /N/B mikrotlplerine
pipetleyiniz.

50 pl serum ya da plazmayi N/A1 /N/B mikrotiiplerine pipetleyiniz.
FORWARD ABO GRUPLAMA + DV"/KELL ANTIJEN TESPITI
(A-B-AB-D""-KELL-Ctl)

Kullanmadan énce kirmizi kan hiicrelerinin reslispanse oldugundan emin
olunuz.

Belirtilen mikrotiiplere 50 pl %1'lik kirmizi kan hiicre siispansiyonunu
pipetleyiniz (pipet ucunu mikrotiiplerin duvarlarina veya igerigine temas
ettirmediginize dikkat ediniz).

Kart veya kartlari 9 dk, 990 rpm’de santrifiij ediniz.

9. Sonuglari degerlendiriniz.

SONUGLAR

Sonuglarin okunmasi
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4+ Agliitine hiicreler kolonun iist kisminda ise.

Kolonun Ust yarisinda orta buytiklikte aglitinasyon

3+ P
gériiniiyorsa.
e Kolon boyunca ki
Poziif 2+ aglitinasyon goriiniiyorsa.
1+ Kolonda az miktarda ve kiiglik-boyutlu agliitinasyon
goriinliyorsa.
- Kolonun alt yarisinda eser miktarda kiigiik boyutlu

aglitinasyon gériiniiyorsa.

Kirmizi kan hicrelerinin bandi kolonun tabanindaysa
ve kolon boyunca agliitinasyon gériinmiyorsa.

Cift poptilasyon (kolonun tabaninda ve (st kisminda
kirmizi kan hiicrelerinden olusmus cift bant)

Negatif -

DP

Santriflij edilen kartlarin hemen okunmasi tavsiye edilir. Calisilmis kartlari
yatay konumda birakmayiniz.

Gerekli oldugu takdirde kartlari dik konumda, 2-8°C'de ve siipernatantin
buharlagmasini énlemek igin parafilm vb. materyal ile kaplayarak 24 saate
kadar saklayabilir ve okumasini yapabilirsiniz.

Sonuglarin yorumlanmasi

ABO Sistemi
Forward ABO Grubu Reverse ABO Grubu
N mikrotlipi+|N mikrotlipti+
A | B | AB | Ct. A1Kimizi [ BKirmizi | ABO
Mikrotlipt|Mikrotlipd|MikrotlpUl UilKan Hiicreleri|Kan Hiicreleri| Grubu
reaktifi reaktifi
0 0 0 0 + + 0
+ 0 + 0 0 +
0 + + 0 + 0 B
+ + + 0 0 0 AB

Rh Sistemi (D antijeni)

Rh (D) Grubu

DV-Mikrotiipii Ctl. Mikrotiipii Yorum
+ 0 D pozitif
0 0 D negatif
+ = pozitif
0 = negatif
Kell Sistemi
Kell Grubu
Kell Mikrotiipii Ctl. Mikrotiipii Yorum
+ 0 Kell pozitif
0 0 Kell negatif
+ = pozitif
0 = negatif
Notlar:

Kell Sistemi (Kell antijeni)
Kell mikrotiiplinde pozitif sonug, Kell antijeninin varligini ifade eder.+3'ten zayif
pozitif reaksiyonlarda zayif antijen varligi arastiriimalidir.

- Sonuglar kendi baslarina tani amagli degildir. Hastanin klinik bilgisi ve diger

verilerle birlikte degerlendirilmelidir.

Ctl kisaltmasi Kontrol anlamindadir.

Ctl. mikrotiiptiniin negatif olmasi gerekir. Pozitif olmasi halinde test

gecersizdir. Eger pozitifse fizyolojik tuzlu su soliisyonu ile kirmizi kan

hiicrelerini yikayiniz, yikanmis kirmizi kan hiicreleri ile yeni bir siispansiyon

hazirlayarak islemi tekrarlayiniz. Tekrarlanan kontrol negatif ise test

sonuglari degerlendirilebilir. Pozitif olmasi halinde test gegersizdir, yeni bir

numune ile test tekrarlanmalidir.

- Forward-reverse grup uyusmazhg durumunda, sonug¢ verilmeden

arastirma yapilmalidir (Hasta yasi, klinigi, gegmisi vs).

ABO/Rh sisteminde: +3'ten zayif pozitif reaksiyonlarinda zayif antijen varligi

arastiriimalidir.

DY mikrotiipii ile negatif reaksiyonlar diger reaktifler ve teknikler

kullanilarak dogrulanmalidir, D antijeninin farkli varyantlari tespit edilebilir.

- A2 veya A2B alt grubuna sahip, anti-A1 antikoru iceren bazi kisilerde
forward-reverse uyumsuzluklar goriilebilir.

Dia Pro Tibbi Uriinler Sanayi ve Ticaret A.S.

PERFORMANS OZELLIKLERI

Across Gel Forward & Reverse ABO with DV"/KELL kartinda var olan
antikorlarin 6zgllligi ve duyarliligi temsili sayida pozitif ve negatif
orneklerde calisiimistir.

Antikor Ornek Sayisi Duyarlhlik (1) Ozgiilliik (1)
anti-A 1061 %100 %100
anti-B 1061 %100 %100

anti-AB 1061 %100 %100

anti-DV- 1061 %98,5 %100

anti-Kell 220 %100 %100

(1) Duyarlihig: : [(dogru pozitif sonug sayisi) / (dogru pozitif sonug sayisi+
yalancl negatif sonug sayisi )] x 1

{11y Ozgiilligi: [(dogru negatif sonug sayisi)/ (dogru negatif sonug sayisi+
yalanci pozitif sonug sayisi )] x 100

Reverse ABO grubu

Across Gel Forward & Reverse ABO with DV'/KELL kartinin forward ve
reverse gruplama testleri birbiri ile uyumlu sonuglar vermistir.

UYARILAR VE ONLEMLER

- Kirmizi kan hiicreleri sispansiyonlari hazirlanirken Across LISS
diginda sollisyon kullaniimasi reaksiyonu degistirebilir.

- Kirmizi kan hiicresi siispansiyonunu belirtilen konsantrasyondan farkl
bir konsantrasyonda hazirlamak, yanlis negatif veya yanlis pozitif
test sonucuna neden olabilir.

- Metotta belirtilenlerin disinda hacim eklenmesi, reaksiyonu
degistirebilir.

- Son kullanma tarihi gegmis karti kullanmayiniz.

- Folyosu hasar gérmis karti kullanmayiniz.

- Uygun olmayan tasima ya da muhafaza sebebiyle mikrotip
tizerinde dagilmis damlaciklar gériilmesi durumunda kartlarin
kullanmadan 6nce santrifijlenmesi 6nerilir. Damlaciklar asagi
inmezse karti kullanmayiniz.

- Serum proteinlerinin anormal konsantrasyonlari, serum veya
plazmada makromolekiiler sollsyonlarin varligi ya da kordon kani
orneklerinde Wharton jelinin bulunmasi, kirmizi kan hicrelerinin
non-spesifik agliitinasyonuna sebep olabilir. Béyle durumlarda testi
calismadan énce kirmizi kan hiicrelerinin yikanmasi tavsiye edilir®.

- Kan nakli veya kemik iligi nakli yapilmis hastalarda cift popilasyon
gorilebilir®.

- Yiksek etkili soguk antikor sahibi olan hastalarda kirmizi kan
hiicreleri tamamiyle antikor kapli olabileceginden kendiliginden
aglutinasyon goriilebilir®.

- Tum kan drlin ve 6rnekleri, hastalik bulagtirma potansiyeli varmig
gibi dikkatlice galisiniz.

- Urlin kullanildiktan sonra biyolojik atiklar igin kullanilan &ézel
konteynere atiimasi 6nerilir.

- Bu Urtndn kullanimi hakkinda herhangi bir olumsuz vaka ile
karsilasirsaniz veya daha fazla bilgiye ihtiyaciniz varsa, Glkenizdeki
yetkili distriblitore danisin.

- Cihazla ilgili meydana gelen ciddi olumsuz olaylari imalatciya
(diapro@diapro.com.tr/ +90(262)751-53-34) ve yerlesik oldugunuz yetkili
otoriteye raporlayiniz.
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FORWARD & REVERSE ABO WITH DY/ KELL

across @

(A I B/ AB /D" Kell / Ctl / Nia1/ N/B)I For ‘in vitro’ diagnostic use only. Read carefully before using the product.

INTENDED PURPOSE

This card is used to determine blood group compatibility between the patient
and the donor prior to blood transfusion. It is not intended for diagnostic
purposes and is not specific to the diagnosis of any particular disease.

The ABO se/ﬁtem was the first human blood group system discovered by
Landsteiner' '/, and is still the most important system in transfusion practice.
Therefore, while classification of ABO system, both forward and reverse
grouping must be done. In ABO forward grouping, red blood cells are tested
with Anti-A, Anti-B, Anti-AB antibodies, whereas in reverse grouping, ABO
antibodies are determined in the serum/plasma using A1 and B red blood cells.
Unlike ABO system antibodies, Rh and Kell antibodies develop in the antigens
missing individuals due to the antigens present blood transfusion or pregnancy.
In these systems, antigens with the highest immunogenicity are RH1 (D) and
KEL1 (Kell).

The ABO system is defined by the presence or absence of the A and/or B
antigens on the surface of red blood cells(forward grouping) and by the
presence of antibodies in the serum corresponding to the antigen or antigens
missing on the surface of red blood cells(reverse grouping).

-It is recommended to be used in patients who will receive a transfusion.

-This card is suitable for both manual and automatic systems.

-This card group detects parameters qualitatively and semi-quantitatively.

-It is used by professional health teams (health technicians, biologists, health
technicians, etc.) working in health institutions such as hospitals and blood
centers where blood transfusion treatment is applied.

INDICATION

The Across Gel Forward & Reverse ABO with DVI-/ KELL card is indicated for
the detection of A (ABO1), B (ABO2), D (RH1), Kell (KEL1), and possible
anti-A and/or anti-B antibodies.

It may not detect some D variants.

Itis recommended for use in patients who will receive a transfusion.

PRINCIPLE

The principle of this test depends on using gel centrifugation technique to
detect agglutination reactions which occur when antigens in red blood cells
are bound (coated) with corresponding antibodies, present in the reagent,
serum and plasma samples.

Across Gel card contains polymerized dextran microspheres (gel) which
function as a filter within the buffer solution in all microtubes on the card.
Dextrans and specific antibody-containing reagent(s) or buffer solution are
mixed.

During the centrifugation of the cards, red blood cells agglutinates collected
on the gel surface and throughout the length of the column according to their
sizes. Non-agglutinated red blood cells go to the bottom of the microtube.

CONTENT

Microtubes of Across Gel Forward&Reverse ABO with DV"/KELL card
are identified by the front labels of the card:

- A (ABO1) Microtube: Monoclonal Anti-A (mixture of IgM antibodies
of murine origin, BIRMA-1, ES-15 clone)

B (ABO2) Microtube: Monoclonal Anti-B (mixture of IgM antibodies
of murine origin, LB-2, 9621A8 clone)

AB(ABO3) Microtube: Monoclonal Anti-AB (mixture of IgM
antibodies of murine origin, BIRMA-1, ES-15, LB-2, 9621A8 clone)
DV-(RH1) Microtube: Monoclonal Anti-D (mixture of human IgM
antibodies, RUM-1, P3x61 clone)

Kell (KEL1) Microtube: Monoclonal Anti-K(IgM antibodies of
human origin, MS-56 clone)

Ctl. Microtube: Neutral gel (buffered solution without antibodies)
N Microtubes : Neutral gel (buffered solution without antibodies)
All microtubes contain Sodium Azide (NaNs) as a preservative.

- Reagents are ready for use. Use microtubes immediately when foils
are opened.

STORAGE CONDITIONS

Store cards upright at 2-25°C. Do not place cards in front of and/or next to any
source of heat (places under direct sunlight, radiators, air conditioners, big
devices which radiate heat when operating) or air ducts. Do not freeze cards.
When the box is kept in intact package, it is stable until the expiry date
specified on the outer label.

OTHER DEVICES INTENDED TO BE USED IN
CONJUNCTION WITH THE DEVICE

- Across System semi-automatic or automatic instruments

- Across System Card Centrifuge

- Across System Card Reader

- Across System Dispenser

- Across System Pipette

- Across System Workstation

- Across LISS

- Disposable pipette tips

- Tube for preparation of suspension

- For reverse group test, Across RBC A1/B red blood cell reagent

COLLECTION AND PREPARATION OF SAMPLES

Samples

Blood samples with anticoagulant (containing plasma) or without

anticoagulant (containing serum) can be used.

Do not use haemolysed, cloudy, contaminated blood samples or with

clot presence.

Determination of the antigens of ABO/Rh/Kell System:

- Fresh blood samples collected in tubes containing anticoagulants
like EDTA or citrate can be used.

- Blood samples stored at 2-8°C up to 48 hours after extraction can
be used.

- Blood samples stored at 2-8°C, collected from bags containing
ACD, CPD, CPDA and SAG-Mannitol which are not beyond the
expiry date specified on the label must be used.

Determination of the reverse ABO group:

- Serum or plasma can be used for the determination of Reverse
ABO group.

- Serum or plasma samples with anticoagulant (containing plasma) or
without anticoagulant (containing serum) can be used.

- Serum or plasma samples stored at 2-8 °C and taken 48 hours ago
can be used.

- Serum or plasma samples stored between -20 / -80 °C can be
used®.

Sample Preparation

a) Preparing erythrocyte (red blood cell) suspension (To detect

ABO/Rh/Kell system antigens)

Prepare 1% erythrocyte suspension (Add 5 pl erythrocyte to 0.5 ml

Across LISS).

b) Plasma or Serum (Reverse ABO grouping)

Perform necessary centrifuging procedure for clean plasma or serum.

QUALITY CONTROL

It is recommended to include known positive and negative controls in each
series of tests. If an unexpected control value is obtained, a complete
verification of the instrument, reagents and material used must be made.

TEST PROCEDURE

Across Gel Forward & Reverse ABO with DVI/Kell card is used with manual
system and Across System semi-automatic or automatic instruments.

Allow the samples and reagents to reach room temperature (18- 25°C). Check
card condition before use (Do not use the card if you detect bubbles in
microtube, lack of supernatant, reduction in gel amount, crack in gel or change
in color of the microtube). Across Gel Forward & Reverse ABO with DVl /Kell
test method is the same principle for manual system and Across System
semi-automatic or automatic instruments. For Across System semi-automatic
or automatic instruments see the instrumental manual.

MANUAL METHOD

1. Each card is individually identified by a barcode. Unless a barcode reader is
used identify them manually.

Carefully peel off the aluminium foil that covers the microtubes and keep the
card upright to avoid reagent cross contamination.

Reverse ABO Grouping (N/A1 - N/B)

Homogenise Across Red Blood Cell reagents (A1/B).

Pipette 50 pl Across Red Blood Cell reagents (A1/B) into the N/A1 /N/B
microtubes.

Pipette 50 pl serum or plasma to microtube N/A1 /N/B.

Forward ABO Grouping + D"/ KELL Antigen Determination
(A-B-AB-D""-Kell-Ctl)

I
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6. Ensure the resuspension of the red blood cells before use.

7. Pipette 50 pl 1% red blood cell suspension into the corresponding
microtubes (Avoid contact of pipette tip with the walls or content of
microtubes).

8. Centrifuge card or cards for 9 mins at 990 rpm.

9. Read the results.

RESULTS

Results Reading

4+ Agglutinated cells in the upper part of the column.
34+ Medium-sized visible agglutinations in the upper half
of the column.
Positive o4 Small or medium-sized visible agglutinations
throughout the column.
1+ | Some small-sized visible agglutinations in the column.
n Scarce small-sized visible agglutinations in the lower
half of the column.
Negative B Band of red blood cells at the bottom of the column
and no visible agglutinations in the rest of the column.
oP Double Population (double band of red blood cells, at
the bottom and in the upper part of the column)

It is recommended that the results are read immediately after centrifuging the
cards. Do not leave processed cards in horizontal position.

Where necessary, you may store cards and make readings up until 24 hours if
cards are kept in vertical position, refrigerated at 2-8°C and sealed with parafilm or
similar material to avoid evaporation of the supernatant.

Interpretation of the results

ABO System

Forward ABO Group

Reverse ABO Group

Microtube N+ [Microtube N+
A B AB Ctl. Red B Red ABO
Microtube [Microtube|Microtube| Microtube| Blood Cells | Blood Cells | Group

Reagent Reagent

0 0 0 0 + + 0
+ 0 + 0 0 +

0 + + 0 + 0 B
+ + + 0 0 0 AB

Rh System (D antigen)

Rh (D) Group
Ctl. Microtube

DV-Microtube Interpretation

+ 0 D positive
0 0 D negative
+ = positive
0 = negative
Kell System
Kell Group
Kell Microtube Ctl. Mi Interp!
+ 0 Kell positive
0 0 Kell negative
+ = positive
0 = negative
Notes:
Kell System

A positive result in Kell microtube represents presence of Kell antigen. In the

weaker than +3 reactions, presence of a weak antigen must be investigated.

- Results are not alone eligible for diagnostic use. They should be evaluated
with clinical findings of the patient and other data.

- The meaning of Ctl abbreviation is Control.

Ctl microtube must be negative. If it is positive, the test is invalid. Wash red

blood cells with physiological saline solution, and repeat the process after

preparing a new suspension with washed red blood cells. If the repeated
control is negative, test results are eligible for evaluation. If it is positive, the
test is invalid and must be repeated with a new sample.

In case of any discrepancy between forward-reverse groups, investigation

must be made before giving the samples' test results (patient's age, clinical

information, history, etc.).

In ABO/Rh system : In case of weak positive reactions less than +3, the

presence of weak antigens should be investigated.

- Negative reactions with the D" microtubes must be verified using other
reagents and techniques which may detect different variants of the D
antigen.

- Some individuals with A2 or A2B subgroups may present antibodies
anti-A1, where a forward-reverse discrepancy can be seen.
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PERFORMANCE CHARACTERISTICS

Specificity and sensitivity of antibodies present in Across Gel Forward &
Reverse ABO with DY/ Kell card have been studied in a representative
number of positive and negative samples.

Antibody Number of Sample | Sensitivity(l) | Specificity(ll)
anti-A 1061 100% 100%
anti-B 1061 100% 100%
anti-AB 1061 100% 100%

anti-DV" 1061 98,5% 100%

anti-Kell 220 100% 100%

(1) Sensitivity: [(number of true positive results) / (number of true
positive results + number of false negative results)] x 100

() Specificity: [(number of true negative results) / (number of true
negative results + number of false positive results)] x 100

Reverse ABO group

There was compatibility between the results of forward and reverse
grouping tests of Across Gel Forward & Reverse ABO with D¥/Kell card.

WARNINGS AND PRECAUTIONS

Using a solution other than Across LISS in preparing red blood

cell suspensions may change the reaction.

Preparing the red blood cell suspension in a concentration other

than the specified concentration may result in a false negative

or a false positive test result.

Adding a volume other than that stated in the method may

change the reaction.

Do not use a card with past expiry date.

Do not use a card whose foil is damaged.

If dispersed droplets are observed on the microtube due to

inappropriate handling or storage, it is recommended that

cards are centrifuged before use. If droplets do not precipitate,

do not use the card.

Abnormal concentrations of serum proteins, presence of

macromolecular solutions in serum or plasma, or presence of

Wharton jelly in umbilical cord blood samples may result in

non-specific agglutination of red blood cells. In such cases, it

is recommended that red blood cells are washed before the

testl<).

Double population may be seen in patients who have

und(ergone blood transfusion or bone marrow transplanta-

tion{<).

As red blood cells may be completely coated with antibodies in

patients with hi&h cold antibody effect, spontaneous agglutina-

tion may occur ).

- All blood products and samples should be handled carefully as
if they have potential for transmitting of disease.

- The product is recommended to be disposed of into a special
container used for biological waste after use.

- If you encounter any adverse event or need further information

regarding the use of this product, consult the authorized

distributor in your country.

Report any serious adverse events that occur with the device

to the manufacturer (diapro@diapro.com.tr/ +90(262)751-53-34) and

the competent authority in which you reside.
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