Catno. Product
U511 URITROL Liquid Level 1 (3 vials x15ml)

- ™ . . . . U512 URITROL Liquid Level 2 (3 vials x15ml
URITROL™ Liquid urinalysis Control U5 IO UL 20 v

Intended use Result table
Professional use

URITROL™ Liquid Urinalysis control, Dropper Style, is intended for use as an assayed quality control The expected values for reagent urine strips.
urine to monitor and maintain the accuracy and precision of the urine strip and the analyzer.
Product description
URITROL™ Liquid Urinalysis control is prepared from human urine with added other substances. It also Analyte Range
contains preservatives and stabilizers. The control is provided in liquid form for convenience. Two
levels of control are available to allow performance monitoring within the clinical range.

YD URiSCAN (Visual & Analyzer) Siemens (Visual & Analyzer) Roche (Visual & Analyzer)

Analyte
Analyte Range Analyte Range

Level 1 Level 2 Level 1 Level 2 Level1 Level 2

Stability and Storage Blood Negative 50 - 250 RBC/44 Glucose Negative 100-211(00;) mg/dL Specific Gravity 1.005 - 1.025 1,005 - 1.025
- -3+
1. Unopened vial: it will the control is opened and stored at 2°C to 8°C (2+-3%) { )
2. Opened vial: once the control is opened and stored tightly capped, all analyses will be stable for Bilirubin Negative 1.0 - 3.0 mg/dL Bilirubin Negative Small - Large Refractometer 1.000 - 1.010 1.010-1.025
one month at 2°C to 8°C 2+-3+ (1+-34)
* Please do not store the control in a room temperature after open. Urobilinogen 01-10 mgidl 4-12mgidL Ketones Negative 15 - 2160 mg/dL pH 50-70 50-80
Procedure Normal(£) (2+-4%) (14-4+)
This product should be used in accordance with the instructions accompanying the instrument, kit or . N "
¢ h ; " _ Specific G 1.000 - 1.020 1.010 - 21.030 Leuk Negative 25 - 500 WBC/ 4
reagent being used. Before sampling, allow the control to come to room temperature. Thoroughly mix Ketones Negative 10 (11,??:;'1%/‘1" pecific Gravity eukocyte o (1+-34)
the contents of the tube before each use by inverting for several minutes. — - —
Replace the cap immediately after use and store in as described in the [Stability and Storage] section. Protein Negative 100 - 1,000 mg/dL Refractometer 1.000-1.010 1010-1.025 Nitrite Negative Positive
URITROL™ Liquid Urinalysis control should be disposed in accordance with the safety regulation (2+-44)
applicable at your facility. " " m Blood Negative Small - Large Protein Negative 25 - 500mg/dL
Instructions for use Nitrite Negative Positive 1+~ 39 PV
Visual& semi-automated urine chemistry analysers: Glucose Negative 100'(21’0?21?9/“ pH 50-7.0 50-70 Glucose Negative 50 - 1000mg/dL
1. Open the cap, and flow one drop of the control from top to bottom of the strip. (1+-44)
Warning: do notltouch‘ the surface of the strip padslwith the moy1h of thg bottle tg avoid reabsorbing. pH 50-7.0 50-7.0 Protein Negative 30 - 2300 mg/dL Ketones Negative 5- 150mg/dL
:2; gzr;lz\éz ?:gecsas;viin;r;r;?éte;z]yd ar'etz;(ri ;22 results by visual or semi-auto urine chemistry analysers. so <1.005-1.025 1010-21.030 (1+-34) (14-44)
Fully automated urine chemistry analysers: Refractometer 1000-1010 1010-1025 ili 0.2~1.0EU/dL 20-28.0 EU/dL Urobilinogen Normal 1('112_"1‘:311)“-
1. Open the cap, and pure the URITROL liquid into clean tube. The minimum volume is different for each - — -
urine chemistry analyser(e.g. URiSCAN Super+: 2ml). Leucocytes Negative 25-5103 VX?C/M-’ Nitrite Negative Positive Bilirubin Negative 1.0 - 6.0mg/dL
2. Replace the cap immediately after use. (1+-34 (1+-34)
3. Install the tube with control and perform the test in accordance with the instruction of analyzer. Ascorbic Acid 10 - 50mg/dL Negative Leukocytes Negative Small - Large Blood Negative 25 - 250 RBC/ /8
corbic Aci (14-3%) (1+-34) (2+ - 44)
Expected values
The expexted values may vart slighty with different lot numbers and reagent srtips, pregnancy test kit. . . Neg - 30 mg/L 80 - 150 mg/L
The expexted values printed in this insert were derived fron replicate analyses of representative Micro Albumin (Negative - 1+) (2+-34)
samples of the product and by YD Diagnostics.
All values have been assigned with manufacturer’s reagents available at the time of assay. Creatinine 10'1002T9/d|- 50*130041”9/&-
It is recommended that each laboratory establis hes its own expexted ranges. (E-24) (1+-49)

Limitation of procedures
This product should not be used past the expiration date.
This product must be mixed well before use to ensure reproducilbe results.
See manufacturer’s product insert for the list of limitations for each test method.

* Ketones, Leucocyte grades can be affected if inhaled.
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