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TURKGE (TR)

BioRad Variant™ Il Turbo A1C ile
kullaniimak Uzere

WASH/DILUENT SOLUSYONU

Bu prospektiisiic her zaman kolay
ulagilabilecek bir yerde bulundurunuz ve
kullanmadan once dikkatlice okuyunuz.

KULLANIM AMACI:

Bu iriinler BIORAD VARIANT™ || TURBO
serisi cihazlarda kullaniip tam insan kaninda
hemoglobin A1c (HbA1c)yi tespit etmek igin
tasarlanmistir. Tam kan 6rneklerini seyreltmek ve
ornegin aktigi tipleriyikamak igin bu iirtinii kullanin.
Sadece in vitro diagnostikte kullanimigindir.

OZET VE GALISMA PRENSIBI:

Stabil HbA1c dlglimii, diyabetin tani ve tedavisinde
ve diyabetik durumlarin gézlemlenmesinde c¢ok
faydalidir. VARIANT™ || TURBO, ters fazl katyon
degisim kromatografisi kullanarak kandaki HbA1c'yi
dlger. Hemoliz yikama soliisyonuyla seyreltilmis
kan numunesi, numuneyi yiiksek performansli sivi
kromatografisine (HPLC) dayali olarak cesitli
hemoglobin bilesenlerine ayiran kolona génderilir.

UYARILAR VE ONLEMLER

Uyarilar:

e Bu driinler koruyucu olarak %0,02'den daha az
olmak iizere mukozay! tahris eden sodyum azid
(NaNs) igerir.

¢ Sodyum azidin bakir veya kursun ile tepkimeye
girip patlayici 6zellikte metal azid iretme ihtimali
vardir.

* Sodyum azidin asitlerle tepkimeye girip toksik ve
patlayici 6zellikte hidrojen azid olusturma ihtimali
vardir.

* Bu sebeple, bu malzemeler atilirken atik su
hattinda artikk madde kalmasini 6nlemek igin
lavabodan yeterli miktarda su akitiimahdir.

* Eger bu iriinler géz veya agizla temas edecek
olursa temas eden bdlgeyi bol su ile yikay1p doktora
basvurunuz.
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e Eger cilt ile temas edecek olursa bol su ile
yikayiniz.

* Kan 6rnegi iceren sivi atiklari, biyolojik atiklar igin
yereldiizenlemelere uygun sekilde uzaklastiriniz.

Onlemler:
* Sadece in vitro diagnostik kullanim igindir.

*Bu driinler sadece BIO-RAD VARIANT™ ||
TURBO serisi cihazlar icindir. Diger cihazlarla
kullanmayi DENEMEYINIZ.

e Eger bu uriinler buzdolabi gibi soguk bir yerde
saklanmissa cihaza baglamadan énce en azindan 1
saat boyunca cihazin bulundugu ortamla ayni
sicakliga gelmesiigin bekleyiniz.

¢ Son kullanma tarihleri gegcmis Wash/Diluent
Soliisyonlarini KULLANMAYINIZ.

« Son kullanma tarihi hem kutunun tizerinde hem de
paketetiketinde yazildir.

« Liitfen her bir Wash/Diluent Sollisyonu paketini
sise tepsisi lizerindeki belirtilen yere yerlestiriniz.

* Uygun enjektérlii paket kapaklarini Wash/Diluent
Soliisyonu paketine baglayniz.

¢ Yeni Wash/Diluent Soliisyonunu eski

Wash/Diluent Soliisyonu iizerine eklemek hatali

Slglime yol acabilir.

*\Wash/Diluent Soliisyonlarini herzaman dikkatli
tasiyiniz.

* Fiziksel soka maruz kalmasini engelleyiniz.

OLcUM PROSEDURU:
BIO-RAD VARIANT™ || TURBO serisi
cihazlarinin kullanim kilavuzuna bakiniz.

SAKLAMA KOSULLARI:

¢ Acgillmamis Wash/Diluent Soliisyonu paketlerini
15 °C ila 30 °C sicakliklar arasinda saklayiniz.
Direkt giines 1s1gina maruz birakmayiniz.

* Acilmis paketi son kullanma tarihi gelmemis olsa
bile bir ay icerisinde tiiketiniz.

¢ Eger cihaz bir hafta veya daha uzun siire
kullanilmayacaksa, Wash/Diluent Soliisyonu
paketlerini cihazdan ayIriniz. Swvilarin
konsantrasyonunu veya yapisinin bozulmasini
onlemek icin paketlerin agizlarini sikica kapatiniz
ve 15 °C ila 30 °C sicakliklar arasinda saklayiniz.
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KUTU iCERIGi:

WASH/DILUENT SOLUSYONU: 2500 mL X 4
paket/kutu,

Paket malzemesi:

PP (polipropilen) kapakl paket
Paket polietilen (PE) ve polietilen tereftalat (PET)
icerir.
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In Vitro Diagnostik Medikal
Cihaz

Lot Numarasi

Kiresel Ticari Uriin
Numarasi

Referans Numarasi

Birlikte Kullanilacak Urtinleri
Tanimlar

Tarkiye Uriint

Uretici

Son Kullanma Tarihi

Sicaklik Sinirlamasi
(Saklama Sartlarr)

Kullanim Kilavuzuna Bakiniz
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For use with BioRad Variant™ Il Turbo
A1C

WASH/DILUENT SOLUTION

Always keep this package insert on hand
and carefully read it before use.

INTENDED USE:

These products are used in BIORAD VARIANT™ ||
TURBO series devices and are designed to detect
hemoglobin A1c (HbA1c) in whole human blood.
Use this product to dilute whole blood samples and
wash the tubes through which the sample flows. For
use in in vitro diagnostics only.

SUMMARY AND PRINCIPLE:

Stable HbA1c measurement is very useful in the
diagnosis and treatment of diabetes and in
monitoring diabetic conditions. VARIANT™ ||
TURBO measures HbA1c in the blood using
reversed phase cation exchange chromatography.
The blood sample diluted with the hemolysis wash
solution is sent to the column that separates the
sample into various hemoglobin components based
on high performance liquid chromatography
(HPLC).

WARNINGS AND PRECAUTIONS

Warnings:

* This Wash/Diluent Solution contains less than
0.02% mucosal- irritative sodium azide (NaN3) as a
preservative.

* Sodium azide may also react with copper or lead
whereby potentially generating explosive metal
azide.

* Sodium azide may also react with acid leading to

the generation of toxic explosive hydrogen azide.

* Therefore, when these materials are disposed of,
you should flush them with an adequate volume of
water in order to prevent any residual reagent in the

water servicepipe.
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« If these products come into contact with the eyes
or mouth, wash the contact area with plenty of water
and consult a doctor.

« If it makes contact with skin, wash with plenty of
water.

« Discard liquid waste than contains blood sample in
accordance with local regulations for biohazardous
waste.

Precautions:

* Forin vitro diagnostic use only.

* These products are only for VARIANT™ Il TURBO
series. DO NOT attempt to use with other
instruments

« If these products are stored in a cold place, such as
a refrigerator, allow them to adjust to the same
environment as the instrument for at least onehour
before placing themon the instrument.

*DO NOT USE Wash/Diluent Solution that has
expired.

* The expiration dates are written on both the box
and packlabel.

* Please place each package of Wash/Diluent

Solution in the designated place on the bottle tray.

« Attach the appropriate syringe package caps to

the Wash/Diluent Solution package.

« If the wrong cap is attached to the wrong package,

the products may be mixed and cause inaccurate
measurements.

* Even if a small amount of Wash/Diluent Solution

remains, replace it with a new pack.

¢ Adding new Wash/Diluent Solution to the old pack

may cause inaccurate measurement results.

¢ Always handlethese Always handle Wash/Diluent
Solutions with care. with care.

¢ Avoid physical shock.

MEASUREMENT PROCEDURE
Refer to the operating manual for VARIANT™ ||
TURBO series.

STORAGE:

Store unopened Wash/Diluent Solutions packs at a
temperature between 15°C and 30°C, avoiding
direct sunlight.
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* Once opened, use the Wash/Diluent Solutions
within one month, even if it is before expiration date

* Ifthe instrument is not to be used for used for one
week or more, remove the Wash/Diluent Solutions
packs from the instrument. Then, cap them tightly
andstore them at a temperature between 15°C and
30°C in order to prevent liquid degradation and/or
concentration.

MATERIALS PROVIDED:

WASH/DILUENT SOLUTION: 2500 mL X 4 packs/
box

Materials of the pack:

Pack with PP (polypropylene) cap. The pack
consists of polyethylene (PE) and polyethylene
terephthalate (PET).
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In Vitro Diagnostic Medical
Device

Lot Number

Global Trade ltem Number

Reference Number

Identifies Products to Be
Used Together

Product of Turkey

Manufacturer

Expiration Date

Temperature Limits

Consult Instructions for Use
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