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(A /BIAB /DY /D" /Ctl/ IgG /AHG) |Ya|n|z ‘in vitro’ tan1 amagh kullanilir. Kullanmadan énce dikkatle okuyunuz.

KULLANIM AMACI

Bu kart kan transfiizyonu éncesi hasta ve donér arasindaki kan grubu
uyumunu belirlemek amaciyla kullaniimaktadir. Tani koyma amach
kullaniimaz ve spesifik bir hastaligin tanisina 6zgi degildir.

ABO sistemi, A ve/veya B antijenlerinin kirmizi kan hiicrelerinde bulunmasi ya
da bulunmamasina ve kirmizi kan hiicreleri izerinde bulunmayan antijen ya
da antijenlere karsilik gelen antikorlarin serumda bulunmasi olarak tanimlanir.
Yeni doganlarda bu antijenler tamamen gelismemistir ve yetiskinlere kiyasla
daha zayf reaksiyon gériilebilir. Bunun yaninda, yeni doganlarin kirmizi kan
hicrelerinde bulunmayan antijen ya da antijenlere spesifik antikorlar
dogumdan 4-6 ay sonrasina kadar serumda ortaya gikmazlar; bu nedenle,
yeni doganlarda karsit (reverse) ABO grubu tespit etmek miimkin degildir.
Rh (D) tespiti, kirmizi kan hicrelerinde D (RH1) antijeninin varligi ya da
yoklugunun tespit edilmesine dayanir.

Bununla kombine olarak yenidoganin kirmizi kan hiicrelerinde sensitizasyon
olup olmadigina karar vermek igin de Direkt Coombs testi yapilir.

-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 calisan profesyonel saglik ekibi (saglik teknikeri, biyolog, saglik
teknisyeni vb.) tarafindan kullaniimaktadir.

ENDIKASYONLAR

Bu kart "Tani amagli kullaniimaz ve belirli bir hastaligin tanisina 6zgi
degildir." Yenidoganda A(ABO1), B(ABO2), D(RH1) antijenlerinin
belirlenmesine ve direkt Coombs testinde endikedir.

PRENSIP

Bu testin prensibi, kirmizi kan hiicrelerindeki antijenlerin, reaktif,
serum veya plazma oOrneklerinde var olan ilgili antikorlar
ile baglanmasi sonucu meydana gelen aglitinasyon
reaksiyonlarinin jel santrifigasyon teknigi ile tespitine dayanir.
Across Gel kartindaki butiin mikrotiplerde tampon cozelti
icerisinde filtre gorevi yapan polimerize dextran mikrokirecikler
(jel) igerir. Dextranlar, spesifik antikorlar,anti-insan globdlin veya
bir tampon igceren bir reaktif ile karistirimistir. Kartlarin santrifiji
sirasinda, boyutlarina bagh olarak, kirmizi kan hicresi
aglutinasyonlari jel ylizeyinde ve kolon boyunca toplanir. Aglitine
olmayan kirmizi kan hicreleri mikrotliplin alt kismina goker.

iGERIK

Across Gel Newborn kartinin mikrottpleri 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 kaynakh
IgM Antikor karigimi, BIRMA-1, ES-15, LB- 2, 9621A8 klonu)
Dv+(RH1) Mikrotiipii: Monoklonal Anti-D (insan kaynakl IgM
antikor karigimi, RUM-1, P3X61 klonu)

DV+(RH1) Mikrotiipii: Monoklonal Anti-D (Insan kaynakli IgM ve
19G antikor karisimi, RUM-1, P3X61 ,ESD1M ve MS-26 klonu)
Ctl. Mikrotiipii: Nétral Jel (Antikor icermeyen tampon
soliisyonu)

IgG Mikrotiipii: Poliklonal Anti-human IgG (Tavsan Kaynakli)
AHG Mikrotiipii: Monoklonal Anti-C3d (Murin Kaynakli IgM
12011D10 Klonu), Poliklonal Anti-human IgG (Tavsan
Kaynakli)

- Tum mikrotiipler koruyucu olarak Sodyum Azid (NaNs) icerir.
- Reaktifler kullanima hazirdir. Mikrotiplerin folyolarini aginca
bekletmeden kullaniniz.

SAKLAMA KOSULLARI

Kartlari dik bir sekilde 2-25°C'de muhafaza ediniz. Kartlari
herhangi bir 1sI kaynaginin 6niine ve/veya yanina (Dogrudan
gunes 1s1g1 alan yer, kalorifer petegi, klima, calisirken 1si yayan
buylk cihazlar vb) ve hava gikislarina koymayiniz. Kartlari
dondurmayiniz.

Kutu ambalaji agilmamis olarak muhafaza edildiginde dis etiket
zerinde belirtilen son kullanma tarihine kadar stabildir.

TEST GALISMAK iGIN GEREKLI FAKAT KiT iGINDE
BULUNMAYAN MATERYALLER

- 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 tip

NUMUNE ALINMASI VE HAZIRLANMASI

Ornekler

Antikoagulanl (plazma igeren) kan 6rnekleri kullanilabilir.
Hemolizli, bulanik, kontamine olmus veya pihti iceren kan
orneklerini kullanmayiniz.

ABO/Rh Sistemi Antijenlerinin Tespiti:

- EDTA veya sitrat antikoagulan igeren tiiplere alinmis taze kan
ornekler kullanilabilir.

- 2-8°C'de muhafaza edilmis 48 saat 6nce alinmis kan 6rnekleri
kullanilabilir®.

Numune Hazirlanmasi

Eritrosit (kirmizi kan hiicresi) siispansiyonu hazirlama

(Across Gel Newborn)

% 1'lik kirmizi kan hiicresi siispansiyonu hazirlaymiz (1 ml

Across LISS igerisine 10 pl eritrosit ekleyiniz)

KALITE KONTROL

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

TEST PROSEDURU

Across Gel Newborn karti manuel ekipmanlar veya Across
System yari veya tam otomatik cihazlar ile ¢aligilabilir.

Ornek ve reaktiflerin oda sicakhigina erismelerini saglayiniz
(18-25°C). Kullanmadan 6nce kartlarin durumunu kontrol ediniz
(Mikrotiipte kabarciklar gériilmesi, siipernatant bulunmamasi, jel
miktarinda azalma, jelde catlak veya mikrotlip renginde degisiklik
olmasi durumunda karti kullanmayiniz). Manuel ekipman ve

Across System yari veya tam otomatik cihazlar ile Across Gel
Newborn kartinin ¢alisma prensipleri es deder 6zelliklerde olup,
manuel ekipmanlar ile ¢alisma metodu Ornegi asagida yer
almaktadir. Across System yari veya tam otomatik cihazlar igin
cihazin kullanma kilavuzuna bakiniz.

MANUEL METOT

. Her kart ayri ayri bir barkodla tanimlanir. Bir barkod okuyucu
kullaniimadigi siirece kartlari manuel olarak tanimlayiniz.

. Mikrotupleri kaplayan aliiminyum folyoyu dikkatlice ¢ikariniz ve
reaktif capraz kontaminasyonunu o6nlemek igin karti dik

tutunuz.

Belirtilen mikrotiiplere 50 pl %1'lik kirmizi kan hiicre

slispansiyonunu pipetleyiniz (pipet ucunu mikrotiplerin

duvarlarina veya igerigine temas ettirmediginize dikkat ediniz)

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

5. Sonuglari degerlendiriniz.
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SONUGLAR

Sonuglarin okunmasi

4+ Agliitine hiicreler kolonun ist kisminda ise.

Kolonun st yarisinda orta biyiikliikte aglitinasyon

3+ P
goriiniiyorsa.
Pozitif o Kol_(_)r_1 boyunca" { "k veya orta biiyUklikte
aglitinasyon gériinlyorsa.
1+ Kolonda az miktarda ve kiiglik-boyutlu agliitinasyon
gorinlyorsa.
- Kolonun alt yarisinda eser miktarda kiigiik boyutlu

aglitinasyon gérliniiyorsa.

Kirmizi kan hicrelerinin bandi kolonun tabanindaysa
ve kolon boyunca aglitinasyon gériinmiiyorsa.

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

Negatif =

DP

Santrifiij edilen kartlarin hemen okunmasi tavsiye edilir.
Calisiimis kartlari yatay konumda birakmayiniz. Gerekli oldugu
takdirde kartlari dik konumda, 2-8°C'de ve siipernatantin
buharlagsmasini 6nlemek igin parafilm vb. materyal ile kaplayarak
24 saate kadar saklayabilir ve okumasini yapabilirsiniz.

Sonuglarin yorumlanmasi:

ABO Sistemi
Forward ABO Grubu
A B AB Ctl. ABO
Mikrotiipii | Mikrotiipii | Mikrotiipii | Mikrotiipii Grubu

0 0 0 0 0

+ 0 + 0 A

0 + + 0 B

+ + + 0 AB

Rh Sistemi (D antijeni)

Rh (D) Grubu
DV-Mikrotiipii | DV*Mikrotiipii | Ctl. Mikrotiipii Yorum
v+ "+ 0 D pozitif
0 0 0 D negatif
0 o+ 0 Zayif veya
4 0 0 kismi D
+ = pozitif
0 = negatif

« 43 veya +4 icin gecerlidir.

wx - +1,42 icin gegerlidir.

Direkt Coombs: IgG ve AHG mikrotiiplerindeki sonuglara gére
test sonucu belirlenir.

Direkt Coombs: Negatif sonug gériilmesi, yeni doganlarin kirmizi
kan hicrelerinde tespit edilebilen antikorlarin var olmadigini
gosterir. Pozitif sonug, yeni doganlarin kirmizi kan hiicrelerinin
duyarli hale geldigini gosterir (intrauterine antikorlari ile kapl).

Notlar:

Sonuglar kendi baslarina tani amagl degildir. Hastanin klinik
bilgisi ve diger verilerle birlikte degerlendiriimelidir.

- Ctl kisaltmasi Kontrol anlamindadir.

Ctl mikrotipliniin negatif olmasi gerekir. Pozitif olmasi halinde
test gecersizdir. Eger pozitifse fizyolojik tuzlu su soltisyonu ile
kirmizi kan hicrelerini yikayiniz, yikanmis kirmizi kan
hucreleri ile yeni bir slspansiyon hazirlayarak islemi
tekrarlayiniz. Tekrarlanan kontrol negatif ise test sonuglari
degerlendirilebilir. Pozitif olmasi halinde test gegersizdir.
ABO/Rh sisteminde: +3'ten zayif pozitif reaksiyonlarda zayif
antijen varlig aragtiriimalidir.
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- DVY/DY™ mikrotiip tim D varyantlari ile reaksiyona girmez, bu
nedenle DV/DY™ mikrotiipii ile negatif reaksiyonlar, D
antijeninin farkli varyantlarini tespit edebilen diger reaktifler ve
teknikler kullanilarak dogrulanmalidir.

DY*/DY* mikrotiplerinde farkli sonuglar alinmasi, zayif veya
kismi D antijeni olarak yorumlanmalidir. Antijenin
ekspresyonunun analiz edilmesi tavsiye edilir.

PERFORMANS OZELLIKLERI

Across Gel Newborn kartinda var olan antikorlarin antikorlarin
6zgulligu ve duyarhhi@r temsili sayida pozitif ve negatif

Antikor Ornek Sayisi | Duyarlilik (1) | Ozgiilliik (Il)
anti-A 1061 %100 %100
anti-B 1061 %100 %100
anti-AB 1061 %100 %100
anti-D"" 1061 %98,5 %100
anti-D""* 1061 %98,5 %100
AHG 688 %100 %100
IgG 132 %100 %100

(1) Duyarhlik: [(dogru pozitif sonug sayisi)/ (dogru pozitif sonug sayisi+ yalanci
negatif sonug sayisi)] x 100

(I1) Ozgiilliik: [(dogru negatif sonug sayisi) / (dogru negatif sonug sayisi+
yalanci pozitif sonug sayisi)] x 100

UYARILAR VE ONLEMLER

- Kirmizi kan hiicreleri slispansiyonlari hazirlanirken Across LISS diginda

sollisyon kullaniimasi reaksiyonu degistirebilir.

Kirmizi kan hiicresi siispansiyonunu belirtilen konsantrasyondan farkli bir

konsantrasyonda hazirlamak, yanlis negatif veya yanhs pozitif test

sonucuna neden olabilir.

Metotta belirtilenlerin diginda hacim eklenmesi, reaksiyonu degistirebilir.

- Son kullanma tarihi gegmis karti kullanmayiniz.

Folyosu hasar gérmis karti kullanmayiniz.

Uygun olmayan tagima ya da muhafaza sebebiyle mikrotiip lizerinde

dagiimis damlaciklar gériilmesi durumunda kartlarin kullanmadan 6nce

santrifljlenmesi énerilir. Damlaciklar agagi inmezse karti kullanmayiniz.

IgG ve AHG mikrotiiplerinde elde edilen sonuglar, pozitif veya negatif

olarak birbirleriyle eslesmelidir.

Serum proteinlerinin anormal konsantrasyonlari, serum veya plazmada

makromolekiiler sollisyonlarin varligi ya da kordon kani érneklerinde

- Wharton jelinin bulunmasi, kirmizi kan hicrelerinin non-spesifik
agliitinasyonuna sebep olabilir. Béyle durumlarda testi ¢alismadan 6nce
kirmizi kan hiicrelerinin yikanmasi tavsiye edilir.

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

- Tim kan Uriin ve 6rnekleri, hastalik bulastirma potansiyeli varmis gibi

dikkatlice ¢aliginiz.

Uriini kullanildiktan sonra biyolojik atiklar igin kullanilan 6zel konteynere

atilmasi énerilir.

- Bu trliniin kullanimi hakkinda herhangi bir olumsuz vaka ile karsilagirsaniz
veya daha fazla bilgiye ihtiyaciniz varsa, llkenizdeki yetkili distribiitére
danisin.

Cihazla ilgili meydana gelen ciddi olumsuz olaylari imalatgiya (diapro@dia-
pro.com.tr/ +90(262)751-53-34) ve yerlesik oldugunuz vyetkili otoriteye
raporlayiniz.
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(A /B/AB /DY /D /Ctl/ IgG /AHG) | 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 system is defined as the presence or absence of A and/or B antigens
on red blood cells and the presence in the serum of antibodies corresponding
to the antigen or antigens not found on red blood cells. In newborns, these
antigens are not fully developed and a weaker reaction may occur compared to
adults. In addition, the antigen or antibodies specific to antigens that are not
found in the red blood cells of newborns do not appear in the serum until 4-6
months after birth; Therefore, it is not possible to detect the reverse ABO group
in newborns.

Rh (D) detection is based on detecting the presence or absence of D (RH1)
antigen in red blood cells.

In combination with this, the Direct Coombs test is performed to decide whether
there is sensitization in the newborn's red blood cells.

-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

This card is "Not used for diagnostic purposes and is not specific to the
diagnosis of a particular disease." It is indicated for the determination of
A(ABO1), B(ABO2), D(RH1) antigens in newborns and in the direct
Coombs test.

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. The dextrans are mixed with a reagent that
contains specific antibodies, anti-human globulin or a buffer.

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

The microtubes of Across Gel Newborn 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 IgM
antibodies of human origin, RUM-1, P3X61 clone)

DV*(RH1) Microtube: Monoclonal Anti-D (mixture of IgM and
1gG antibodies of human origin, clones RUM-1, P3X61 , ESD1M
and MS-26)

Ctl. Microtube: Neutral gel (buffered solution without
antibodies)

IgG Microtube: Polyclonal Anti-human IgG (Rabbit Source)

- AHG Microtube : Monoclonal Anti-C3d (antibodies of murine
origin IgM , 12011D10 Clone), Polyclonal Anti-human IgG (Rabbit
Source)

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.

MATERIAL REQUIRED FOR TEST BUT NOT
PROVIDED IN THE KIT

- 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

COLLECTION AND PREPARATION OF SAMPLES

Samples

Blood samples with anticoagulant (containing plasma) can be

used.

Do not use haemolyzed, cloudy, contaminated blood samples or

with clot presence.

Determination of the antigens of ABO/Rh 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®.

Sample Preparation

Preparing erythrocyte (red blood cell) suspension (Across

Gel Newborn)

Prepare 1% erythrocyte suspension (Add 10 pl erythrocyte to 1.0

ml Across LISS).

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 Newborn 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 Newborn 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 instrument manual.

MANUAL METHOD

. 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

-

I

and keep the card upright to avoid reagent cross contamination.

w

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

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

5. Read the results.

RESULTS

Result reading:

4+ | Agglutinated cells in the upper part of the column.

Medium-sized visible agglutinations in the upper half

3+ of the column.

Small or medium-sized visible agglutinations

Positive 2+ throughout the column.

1+ | Some small-sized visible agglutinations in the column.

Scarce small-sized visible agglutinations in the lower

| half of the column.

Band of red blood cells at the bottom of the column
and no visible agglutinations in the rest of the column.
Double Population (double band of red blood cells, at
the bottom and in the upper part of the column)

Negative -

DP

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
A B AB Ctl. ABO
Microtube | Microtube | Microtube | Microtube Group

0 0 0 0 0

+ 0 + 0 A

0 + + 0 B

+ + + 0 AB

Rh System (D antigen)

Rh (D) Group
DV-Microtube | DV*Microtube | Ctl. Microtube | Interpretation
*+ * + 0 D positive
0 0 0 D negative
0 ** 4 0 Weak or
ot 0 0 partial D
+ = positive
0 = negative

* Valid for +3 or +4
*x Valid for +/- . +1,+2

Direct Coombs: Test result is determined according to the results in IgG and
AHG microtubes.

Direct Coombs: A negative result indicates the detectable antibody is not
present in red blood cells of the newborns. A positive result indicates that red
blood cells of the newborns have become sensitive (covered with intrauterine
antibodies).

Notes:

- Results are not alone eligible for diagnostic use. They should be evaluated
with other 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 wilh 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.

In ABO/Rh system, in case of weak positive reactions less than +3, the
presence of weak antigens should be investigated.
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- DY/D"™ microtubes does not react with all D variants so negative reactions
with the D¥"/DY'"* microtubes must be verified using other reagents and
techniques which may detect different variants of the D antigen.

- Any discrepancy between results obtained in D" and D" should be
interpreted as weak or partial D antigen. Analyzing antigen expression is
recommended.

PERFORMANCE CHARACTERISTICS

Specificity and sensitivity of antibodies present in Across Gel
Newborn card have been analyzed with representative number
of positive and negative samples.

Antibody Number of | g citivity (1) | Specificity (Il
anti-A 1061 100% 100%
anti-B 1061 100% 100%
anti-AB 1061 100% 100%

anti-D" 1061 98,5% 100%
ant-D" 1061 98.,5% 100%
AHG 688 100% 100%
196 12 100% 100%

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

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.

Results obtained in IgG and AHG microtubes should match each other as
positive or negative.

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
sucn)cases, it is recommended that red blood cells are washed before the

- As red blood cells may be completely coated with antibodies in patients with
high cold antibody effect, spontaneous agglutination 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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