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170 TDM4 4x1mL

PURPOSE OF USE

Terapdtik ilag Diizeyi izlemi Dis Kalite Kontrol Programina dahil olan
tlm katihmcilarin analitik performanslarini kendi iglerinde genel (tim
sonuglar), yontem, yontem-cihaz olacak sekilde kiyaslamasini
saglamaktir.

GUVENLIK ONLEMi VE UYARILAR

Numune igerigi biyolojik kaynakli madde olup potansiyel bulasic
olarak muamele edilir. Bu trtinGn Gretiminde kullanilan her bir insan
dondr birimi FDA tarafindan kabul edilen yontemlerle test edilir ve
Hepatit B Yiizey Antijeni (HBsAg), Hepatit C'ye karsi antikor (HCV)
ve HIV-1/HIV-2'ye karsi antikor agisindan reaksiyona yol agmadig
belirlenir. Bu Urtin ayni zamanda henuiz onaylanmig testi bulunmayan
diger insan kaynakli maddeler de icerebilir. Iyi laboratuvar
uygulamasina uygun sekilde, tim insan kaynakli maddeler potansiyel
bulasici olarak dikkate alinmalidir ve hasta 6rneklerinde uygulanan
onlemlerin aynisi ile kullaniimalidir.

ORNEK HAZIRLIGI

Bu (rlin kimyasallar, stabilizatorler ve insan kaynakli serum érnegi
kullanilarak hazirlanir. Bu liyofilize iirlin hasta 6rnekleri ile ayni
muameleye tabi tutulmalidir ve kullaniimakta olan cihaz, kit veya
reaktif ile birlikte verilen talimatlara uygun olarak calisiimalidir.
Cevrim ayina ait oldugu etiketinde belirtilen sise hacimsel bir pipet
veya es degerini kullanarak 1.0 mL distile veya deiyonize su ile
sulandirilir. Kapagi yerine takilir. Uriin galkalamadan ve képiik
olusturmadan ara sira karistirilarak yaklasik 30 dakika bekletilir.
Numune almadan dnce oda sicakligina (18-25°C) gelmesi beklenir.
Homojen hale gelmesini saglamak igin sise birkac kere yavasca
karistirilir. Sulandirilan liyofilize tiriin goziinmesini ve oda sicakligina
gelmesini takiben 1 saat iginde galigiimalidir. Her kullanimdan sonra
kapagi derhal yerine takilir. Laboratuvar personelinin haberi
olmaksizin giinllik prosedir icinde calismasi dnerilir. Herhangi bir atik
malzeme yerel atik yonetimi yetkililerinin gereklerine uygun olarak
atilir. Ambalajda hasar olmasi durumunda, satis ofisi veya teknik
servisi ile irtibata gegilir. Orneklerin 1 tekrarh olarak galigiimasi
onerilir.

SAKLAMA VE STABILITE

Bu (rlin agilmadan 2 ile 8°C arasinda saklanmalidir. Bu (irlin
hazirlanip sikica kapatilarak 2-8°C arasinda 3 gin, -20 ile -70°C
arasinda 30 gun saklanabilir. Kullanimi takiben érnek siseye geri
bosaltimamalidir. Saklanan 6rnekler tekrar kullanimdan &nce
mutlaka karistinimalidir. Donmus Urtin gozdirildiikten sonra tekrar
dondurulmamali, kalan materyal atiimalidir.

LIMITATONS

1. This product must not be used after the expiration date.

2. A syringe must not be used for reconstituting the sample.

3. If there is any indication of microbial contamination or excessive
turbidity in the reconstituted product, the vial must be discarded.
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TEST TIMES

According to the program code, the box contains 4-month (TDM4)
samples. Each sample is labeled with the cycle month for entry of
results into the SEROCON Portal via www.serocon.com. Samples
should be analyzed on the dates specified for the corresponding cycle
month according to the program.

REPORTING OF RESULTS

Results must be entered into the SEROCON Portal
via www.serocon.com using a username and password no later than
the last day of the relevant cycle month. When entering results, each
institution uses the program opened for its own device and method.
If a device change occurs during the program, SEROCON must be
informed so that necessary adjustments can be made. In case of a
device change, participants leave the data from the old device as of
the date of change and enter new results according to the defined
new program schedule. Results are released starting from the second
week of the month following the cycle. The system does not allow
entry of results outside the limit values for each parameter. Results
that should be entered with “>" or “<” must be entered without these
symbols. Participants can view their reports via the SEROCON
PORTAL. The program is based on the periodic presentation of
results obtained for each parameter from the analysis of samples with
unknown concentrations. For each parameter, all participants’ results
are calculated according to 1ISO 13528 requirements, and Z or Z
scores (SDI) are generated. Values entered by other participants can
be viewed on graphs without revealing participant names, in
accordance with confidentiality principles. To help participants track
their performance, values from previous cycles are provided as
Levey-Jennings charts for each parameter at the sample analysis
periods.

KUTU iGERISINDE SAGLANMAYAN MATERYALLER
Otomatik pipet

Pipet ucu

Distile veya deiyonize su

MATERIALS NOT PROVIDED IN THE BOX
Automatic pipette

Pipette tip

Distilled or deionized water

ABBREVIATIONS
PC : Program code
CONT . Contents
Jﬂ’ . Temperature Limitation
LOT Lot Number
IVD : In Vitro Diagnostic Medical Device
CE . European Conformity

v SEROCON DKD programs protocol
v EQC Programs Work Schedule
v Program Prospectuses

Note: You need to obtain the current documents by logging into SEROCON PORTAL via www.serocon.com website. Shared Documents;
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SAMPLE WORK SCHEDULE
Working Months** Sample Lots Proposed Study Date Results Entry Deadline
February 1702602 21.02.2026 28.02.2026
May 1702605 23.05.2026 31.05.2026
August 1702608 22.08.2026 31.08.2026
November 1702611 24.11.2026 30.11.2026

**The sample vials display the Program Code and LOT number. The last two digits (XX) of the LOT number indicate the sample
number for the relevant cycle month. The user performs the analysis by referring to the XX number for the corresponding cycle month.
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