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Instructions for use: rapid IVD test (excerpt)

A short IFU excerpt translated from English into Turkish and revised by a second translator, with the
reviewer's notes. The product is fictional and the source text was written for this sample; no client material is

used.

Document type: IFU Source: English

Fictional product

ENGLISH (SOURCE)

XR-200 CRP Rapid Test — Instructions for Use

Intended use

The XR-200 CRP Rapid Test is a lateral flow
immunoassay for the semi-quantitative detection of C-
reactive protein (CRP) in human fingerstick whole
blood.

The test is intended for professional use in point-of-
care settings as an aid in the assessment of bacterial
infection and inflammation.

For in vitro diagnostic use only.

Test principle

The test uses gold-conjugated anti-CRP antibodies.
When CRP is present in the specimen, coloured lines
form in the test zones (T1, T2). A control line (C)
confirms that the test has run correctly.

Storage and stability
Store the kit at 2-30 °C. Do not freeze.
Use the test within 1 hour of opening the foil pouch.

Do not use the test after the expiry date printed on the
pouch.

Warnings and precautions
Do not reuse the test cassette.

Treat all specimens as potentially infectious. Wear
disposable gloves when handling specimens.

Do not use the kit if the pouch is damaged or the seal
is broken.

Test procedure

1. Bring the test and buffer to room temperature (15-30
°C) before use.

Target: Turkish (TUrkiye)

Steps: translation = independent revision - QA check

TURKCE (TARGET)

XR-200 CRP Hizli Test — Kullanim Talimati

Kullanim amaci

XR-200 CRP Hizli Test, parmak ucundan alinan insan
tam kaninda C-reaktif proteinin (CRP) yari kantitatif
tespiti igin kullanilan bir lateral akis immunoanalizidir.

Test, bakteriyel enfeksiyon ve inflamasyonun
degerlendiriimesine yardimci olmak amaciyla hasta
basi test ortamlarinda profesyonel kullanim icindir.

Yalnizca in vitro tani amach kullanim igindir.

Testin prensibi

Testte altinla konjuge anti-CRP antikorlari kullanilir.
Numunede CRP bulundugunda test bolgelerinde (T1,
T2) renkli gizgiler olusur. Kontrol ¢izgisi (C), testin
dogru sekilde galistigini dogrular.

Saklama ve stabilite
Kiti 2-30 °C'de saklayin. Dondurmayin.
Testi, folyo poseti actiktan sonra 1 saat igcinde kullanin.

Posetin Uzerinde basili son kullanma tarihinden sonra
testi kullanmayin.

Uyarilar ve onlemler
Test kasetini tekrar kullanmayin.

TUm numuneleri potansiyel olarak enfeksiyoz kabul
edin. Numunelerle ¢alisirken tek kullanimlik eldiven

giyin.

Poset hasarliysa veya mihra aciimigsa kiti kullanmayin.

Test prosediirii

1. Kullanmadan Once testi ve tamponu oda sicakliina
(15-30 °C) getirin.



2. Collect 10 pL of fingerstick whole blood with the
capillary tube.

3. Dispense the blood into the buffer vial and mix
gently 5 times.

4. Add 3 drops (approximately 100 uL) of the mixture to
the sample well (S).

5. Read the result at 5 minutes. Do not read after 10
minutes.

Interpretation of results

C only: CRP below 10 mg/L.

C + T1: CRP 10-40 mg/L.

C + T1+ T2: CRP above 40 mg/L.

Invalid: no control line. Repeat the test with a new
cassette.

Limitations

Results should be interpreted together with the
patient's clinical findings. A normal CRP level does not
exclude infection.

Symbols
In vitro diagnostic medical device

Catalogue number

Batch code

(i ] Consult instructions for use

Reviewer's notes

amacli used in the Turkish IVD Regulation.

translation.
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2. Kapiler tup ile parmak ucundan 10 pL tam kan alin.

3. Kani tampon sisesine aktarin ve 5 kez hafifce
karistirin.

4. Karisimdan 3 damla (yaklasik 100 pL) numune
kuyucuguna (S) ekleyin.

5. Sonucu 5. dakikada okuyun. 10 dakikadan sonra
okumayin.

Sonugclarin yorumlanmasi

Yalnizca C: CRP 10 mg/L'nin altinda.

C + T1: CRP 10-40 mg/L.

C + T1+ T2: CRP 40 mg/L'nin Uzerinde.

Gecgersiz: kontrol gizgisi yok. Testi yeni bir kasetle
tekrarlayin.

Sinirlamalar

Sonuglar, hastanin klinik bulgulariyla birlikte
degerlendirilmelidir. Normal bir CRP duizeyi
enfeksiyonu dislamaz.

Semboller
in vitro tani amacl tibbi cihaz

Katalog numarasi

Parti kodu

(i ] Kullanim talimatina bakin

1. Negation. "Do not freeze" becomes Dondurmayin: the negation is the suffix -ma-, one syllable away from
Dondurun ("freeze"). Every warning line was checked against the source for this.

2. Regulatory wording. "For in vitro diagnostic use only" follows the standard Turkish phrasing in vitro tani
3. Terminology. "Point-of-care" is rendered as hasta basi test, the established Turkish term, not a literal
4. Numbers and units. Ranges, units and times match the source exactly (2-30 °C, 10 pL, 100 pL, 10-40 mg/L);

Turkish suffixes are attached with an apostrophe after the unit (°C'de, mg/L'nin).
5. Symbols. EN ISO 15223-1 symbols stay as they are; only their explanations are translated.
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