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STATEMENT 
 
 

We, ACON Laboratories, Inc., having a registered office at 5850 Oberlin Drive #340, San Diego, CA 
92121 authorize SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisinău, 
MD-2012, Moldova  
 
to register, notify, renew or modify the registration of medical devices on the territory of the Republic 
of Moldova. 
 
 
Date:  March 18, 2024 
 
Signature:  
 
  ___________________ 
  Qiyi Xie, Md, MPH 
  V.P. of Regulatory & Clinical Affairs 
  ACON Laboratories, Inc. 
   

 
 

 



Certificate
No. Q5 104507 0001 Rev. 03
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

 
Scope of Certificate: Design and Development, Manufacture and distribution 

of In Vitro Diagnostic Test Kits and Reagents for the 
Determination of Infectious Diseases, Clinical 
Chemistry, Drugs of Abuse, Tumor/Cardiac Marker, 
Fertility/Pregnancy and Blood Glucose Monitoring 
System, Lancing Devices and Lancets

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 104507 0001 Rev. 03  

Report No.: SH22743A01

Valid from: 2022-09-15
Valid until: 2025-09-06

Date, 2022-09-15 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20104507%200001%20Rev.%2003%C2%A0


Certificate
No. Q5 104507 0001 Rev. 03

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

Address holder for registration only

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Manufacture and distribution of 
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

Storage of 
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Design and Development of
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 
Tijuana B.C. CP, MEXICO

Manufacture of 
blood glucose test strips, antigen rapid test and IgG/IgM antibody 
rapid test for infectious disease.

.



EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06

Page 1 of 3
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Product Category(ies): Blood glucose measuring systems for self testing
and self-testing devices for clinical chemistry, 
hematology and pregnancy and ovulation

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device families in accordance with IVDD Annex IV. This 
quality assurance system conforms to the requirements of this Directive and is subject to periodical 
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All 
applicable requirements of the testing and certification regulation of TÜV SÜD Group have to be 
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V1 104507 
0003 Rev. 06 

Report no.: SH22743EXT01

Valid from: 2022-05-04
Valid until: 2025-05-26

Date, 2022-05-04

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
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Model(s): On Call Plus Blood Glucose Monitoring System,
On Call Plus Blood Glucose Test Strips,
On Call EZ II Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Test Strips,
On Call Chosen Blood Glucose Test Strips,
On Call Vivid Blood Glucose Monitoring System (OGM-101),
On Call Vivid Blood Glucose Test Strips (OGS-101),
On Call Sharp Blood Glucose Monitoring System (OGM-
121),
On Call Sharp Blood Glucose Test Strips (OGS-121)
On Call Plus II Blood Glucose Monitoring System (OGM-
171),
On Call Plus II Blood Glucose Test Strips (OGS-171),
On Call Extra Blood Glucose Monitoring System (OGM-191),
On Call Extra Blood Glucose Test Strips (OGS-191),
On Call GK Dual Blood Glucose & Ketone Monitoring 
System (OGM-161),
On Call Blood Ketone Test Strips (OGS-161),
Urinalysis Reagent Strips (Urine),
UTI Urinary Tract Infection Test Strips,
Cholesterol Monitoring System (CCM-111),
CHOL Total Cholesterol Test Devices (CCS-111),
TRIG Triglycerides Test Devices (CCS-112),
HDL High Density Lipoprotein Test Devices (CCS-113),
3-1 Lipid Panel Test Devices (CCS-114),
Cholesterol CTRL Control Devices,
Cholesterol Monitoring System (CCM-101),
CHOL Total Cholesterol Test Strips (CCS-101),
PT/INR Monitoring System (CCM-151),
PT/INR Test Strips (CCS-151),
Hemoglobin Testing System (CCM-141),
Hemoglobin Test Strips (CCS-141),
hCG Pregnancy Rapid Test Cassette (Urine),
Pregnancy Rapid Test Midstream,
On Call Extra Mobile Blood Glucose Monitoring System 
(OGM-281),
On Call Sure Blood Glucose Monitoring System (OGM-211),
On Call Sure Sync Blood Glucose Monitoring System (OGM-
212),
On Call Sure Blood Glucose Test Strips (OGS-211),
GIMA Blood Glucose Monitoring System,
GIMA Bluetooth Blood Glucose Monitoring System,
GIMA Blood Glucose Test Strips,
On Call GU Dual Blood Glucose & Uric Acid Monitoring 
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System (OGM-201),
On Call Blood Uric Acid Test Strips (OGS-201),
LH Ovulation Rapid Test Cassette (Urine),
Ovulation Rapid Test Midstream,
Ovulation & Pregnancy Test Combo Pack,
On Call Extra Voice Blood Glucose Monitoring System 
(OGM-291),
Early Detection Pregnancy Test,
Digital Pregnancy Test,
Go-Keto Blood Glucose & Ketone Monitoring System (OGM-
161),
Go-Keto Blood Ketone Test Strips (OGS-161),
Go-Keto Blood Glucose Test Strips,
On Call Extra GM Blood Glucose Monitoring System(OGM-
191),
On Call Extra GM Blood Glucose Test Strips (OGS-191),
On Call Plus GM Blood Glucose Monitoring System,
On Call Plus GM Blood Glucose Test Strips,
Go-Keto Urinalysis Reagent Strips

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 Tijuana 
B.C. CP, MEXICO

.



 

 
5850 Oberlin Drive #340·San Diego, CA 92121, USA · Tel: (858) 875-8000 · Fax: (858) 875-8099 

E-mail: info@aconlabs.com 

Declaration of Conformity 

 
ACON Laboratories, Incorporated 

5850 Oberlin Drive #340 
San Diego, CA 92121, USA 

 
We, the manufacturer, declare under our sole responsibility that the 

in vitro diagnostic device: 
 

Mission® Urinalysis Reagent Strips (U031-XX1) 
 

classified as Others in the directive 98/79/EC, 
 

meets all the provisions of the directive 98/79/EC on in vitro diagnostic 
medical devices which apply to it 

 
The self-declaration is according to Annex III  

(excluding Section 6) of the Directive. 
 

 
Authorized Representative: 

Medical Device Safety Service GmbH 
Schiffgraben 41 

30175 Hannover, Germany 

 
 
Signed this 11 day of February, 2020 
in San Diego, CA USA   

 
 
 

Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

Acon Laboratories, Inc. 
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5850 Oberlin Drive, #340 · San Diego, CA 92121, USA · Tel: (858) 875-8000 · Fax: (858) 875-8099 

E-mail: info@aconlabs.com 

Declaration of Conformity 

 
ACON Laboratories, Incorporated 

5850 Oberlin Drive, #340 
San Diego, CA 92121, USA 

 
We, the manufacturer, declare under our sole responsibility that the 

in vitro diagnostic device: 

 
Device Name REF Number Model Number 

Mission® Liquid Urine Control U021-011 n/a 

SPINREACT Liquid Urine Control U021-013A n/a 

Insight® Liquid Urine Control U021-015 n/a 

Mission® Liquid Diptube Urine Control U021-071 n/a 

Insight® Liquid Diptube Urine Control U021-075 n/a 

 
classified as Others in the directive 98/79/EC, 

 
meets all the provisions of the directive 98/79/EC on in vitro diagnostic 

medical devices which apply to it 
 

The self-declaration is according to Annex III  
(excluding Section 6) of the Directive. 

 
 

Authorized Representative: 
Medical Device Safety Service GmbH 

Schiffgraben 41 
30175 Hannover, Germany 

 
 
 
Signed this 22 day of October, 2021 
in San Diego, CA, USA 
 

 
 

Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

Acon Laboratories, Inc. 
 















 

Liquid Urine Control  
Package Insert 

REF U021-011 
REF U021-021 
REF U021-031 

English 
 

For validating visual and analyzer reading of urinalysis. 
For in vitro diagnostic use only. 

INTENDED USE 
The Liquid Urine Control is intended for use in validating the visual and analyzer reading of urinalysis. The results should be compared to the expected 
results listed below to ensure the consistent performance of Mission® and Mission® Expert Urinalysis Reagent Strips and Urine Analyzers. The Liquid 
Urine Control is available in two levels and is ready to use for monitoring routine urinalysis.  

PRECAUTIONS 
• For in vitro diagnostic use only. Do not use after the expiration date. 
• All materials should be considered potentially hazardous and handled in the same manner as an infectious agent.  
• Discard if there is excessive turbidity or evidence of microbial contamination. 
• The used materials should be discarded according to local regulations after testing. 
• This product is not intended for use as a standard. 
• The use of quality control materials is an important part of good laboratory practices. Quality control materials are an objective method of assessing 

techniques or practices in use.    
REAGENTS 

The product is a liquid stable control prepared from simulated human urine with added chemicals, constituents of animal origin, preservatives and 
stabilizers. The control does not include human resource materials. Various pure chemicals are used to adjust each analyte level.  

STORAGE AND STABILITY 
• Store and ship at 2-8℃ (35-46℉). Do not freeze. 
• Controls are stable until the expiration date printed on the bottle label when stored at 2-8℃ (35-46℉). 
• All analytes are stable for 20 days at 2-30℃ (35-86℉) once opened and stored with the cap on tightly. 

MATERIALS 
Materials Provided 

• Liquid Urine Control Level 1 and/or Level 2  • Package Insert 
Materials Required But Not Provided 

• Strips  • Timer 
DIRECTIONS FOR USE 

Allow all test materials to reach room temperature (15-30°C) prior to testing.  
1. Invert the urine control bottle 3 times to ensure reproducible results, then remove the cap. While holding the urinalysis reagent strip, invert the urine 

control bottle and gently squeeze the urine control bottle to dispense the urine control. Ensure each reagent area on urinalysis reagent strip is 
completely saturated with urine control. See illustration 1 below. 
Note:  
• Do not touch the tip of the urine control bottle to the reagent areas on the urinalysis reagent strip to avoid contamination.  
• Dispense the remaining hanging drop of urine control before turning the urine control bottle upright.  

Dispose of the hanging drop of urine control to avoid contaminating the unused control with reagents from the urinalysis reagent strip. 
2. Hold the strip in a horizontal position and bring the edge of the strip into contact with an absorbent material (e.g. a paper towel) to avoid mixing 

chemicals from adjacent reagent areas and/or soiling hands with the urine control. See illustration 2 below. 
3. Compare the reagent areas to the corresponding color blocks on the canister label at the specified times. Hold the strip close to the color blocks and 

match carefully. See illustration 3 below.  
Note:  
• Results may be read up to 2 minutes after the specified times.  
• Results may also be read using the Mission® and Mission® Expert Urine Analyzers. Refer to the Instruction Manual for details.  

4. Clean the dropper tip, and immediately replace the cap tightly.   
 

 
 
 
 
 
 
 

EXPECTED VALUES 
The expected values listed on the following page should only be used for the specific lots printed. Expected values were obtained from replicate analysis. 
The urine control and urinalysis reagent strip lots can create slight differences in expected results. Different laboratory methods, instruments and 
reagents can create variations between laboratories and variations over time. Use the results provided as reference only. It is recommended that each 
laboratory establish its own parameters of precision.  
Note: The color reactions of Urobilinogen and Bilirubin reagent areas on the urinalysis reagent strips may produce colors that are atypical when visually 
compared to the color blocks on the color chart.  

LIMITATIONS 
The Mission® Liquid Urine Control can only be used with Mission® and Mission® Expert Urinalysis Reagent Strips and Urine Analyzers. Ensure 
reproducible results by inverting the urine control bottle 3 times before each use. Interpretation of visual results depends on several factors: the 
variability of color perception, the presence or absence of inhibitory factors, and the lighting conditions when the strip is read. Each color block on the 
color chart does not correspond to a specific concentration, but it does correspond to a range of analyte concentrations. 

Index of Symbols 

 
Attention, see 
instructions for use  Tests per kit   Manufacturer

 
For in vitro 
diagnostic use only  Use by  Authorized 

Representative

 
Store between 
2-8°C  Lot Number  REF Catalog # 

 

 
 
 Number: 1150529002

Effective date: 2010-xx-xx

 
MDSS GmbH 

 Schiffgraben 41  
30175 Hannover, Germany 

ACON Laboratories, Inc. 
10125 Mesa Rim Road, 
San Diego, CA 92121, USA 

 



 

Urinalysis Reagent Strips 
(Urine) 

Package Insert 
REF U031-011  REF U031-051 REF U031-091 
REF U031-021 REF U031-061 REF U031-101 
REF U031-031 REF U031-071 REF U031-111  
REF U031-041 REF U031-081  

English 

 
For rapid detection of multiple analytes in human urine.  
For in vitro diagnostic use only.  

INTENDED USE 
The Urinalysis Reagent Strips (Urine) are firm plastic strips onto which several separate 
reagent areas are affixed. The test is for the qualitative and semi-quantitative detection of 
one or more of the following analytes in urine: Ascorbic acid, Glucose, Bilirubin, 
Ketone (Acetoacetic acid), Specific Gravity, Blood, pH, Protein, Urobilinogen, Nitrite 
and Leukocytes.  

SUMMARY 
Urine undergoes many changes during states of disease or body dysfunction before 
blood composition is altered to a significant extent. Urinalysis is a useful procedure as 
an indicator of health or disease, and as such, is a part of routine health screening. The 
Urinalysis Reagent Strips (Urine) can be used in general evaluation of health, and aids in 
the diagnosis and monitoring of metabolic or systemic diseases that affect kidney 
function, endocrine disorders and diseases or disorders of the urinary tract.1,2 

PRINCIPLE AND EXPECTED VALUES 
Ascorbic acid: This test involves decolorization of Tillmann’s reagent. The presence of 
ascorbic acid causes the color of the test field to change from blue-green to orange.  
Patients with adequate diet may excrete 2-10 mg/dL daily.  After ingesting large 
amounts of ascorbic acid, levels can be around 200 mg/dL. 
Glucose: This test is based on the enzymatic reaction that occurs between glucose 
oxidase, peroxidase and chromogen. Glucose is first oxidized to produce gluconic acid 
and hydrogen peroxide in the presence of glucose oxidase. The hydrogen peroxide reacts 
with potassium iodide chromogen in the presence of peroxidase. The extent to which the 
chromogen is oxidized determines the color which is produced, ranging from green to 
brown. Glucose should not be detected in normal urine.  Small amounts of glucose may 
be excreted by the kidney.3 Glucose concentrations as low as 100 mg/dL may be 
considered abnormal if results are consistent.  
Bilirubin: This test is based on azo-coupling reaction of bilirubin with diazotized 
dichloroaniline in a strongly acidic medium. Varying bilirubin levels will produce a 
pinkish-tan color proportional to its concentration in urine. In normal urine, no bilirubin is 
detectable by even the most sensitive methods. Even trace amounts of bilirubin require 
further investigation. Atypical results (colors different from the negative or positive color 
blocks shown on the color chart) may indicate that bilirubin-derived bile pigments are 
present in the urine specimen, and are possibly masking the bilirubin reaction. 
Ketone: This test is based on ketones reacting with nitroprusside and acetoacetic acid to 
produce a color change ranging from light pink for negative results to a darker pink or 
purple color for positive results. Ketones are normally not present in urine. Detectable 
ketone levels may occur in urine during physiological stress conditions such as fasting, 
pregnancy and frequent strenuous exercise.4-6 In starvation diets, or in other abnormal 
carbohydrate metabolism situations, ketones appear in the urine in excessively high 
concentration before serum ketones are elevated.7 
Specific Gravity: This test is based on the apparent pKa change of certain pretreated 
polyelectrolytes in relation to ionic concentration. In the presence of an indicator, colors 
range from deep blue-green in urine of low ionic concentration to green and yellow-green in 
urine of increasing ionic concentration. Randomly collected urine may vary in specific 
gravity from 1.003-1.035.8 Twenty-four hour urine from healthy adults with normal diets 
and fluid intake will have a specific gravity of 1.016-1.022.8 In cases of severe renal damage, 
the specific gravity is fixed at 1.010, the value of the glomerular filtrate. 
Blood: This test is based on the peroxidase-like activity of hemoglobin which catalyzes 
the reaction of diisopropylbenzene dihydroperoxide and 3,3',5,5'-tetramethylbenzidine. 
The resulting color ranges from orange to green to dark blue. Any green spots or green 
color development on the reagent area within 60 seconds is significant and the urine 
specimen should be examined further. Blood is often, but not invariably, found in the 
urine of menstruating females.  The significance of a trace reading varies among 
patients and clinical judgment is required in these specimens. 
pH: This test is based on a double indicator system which gives a broad range of colors 
covering the entire urinary pH range. Colors range from orange to yellow and green to blue. 
The expected range for normal urine specimens from newborns is pH 5-7. 9 The expected 
range for other normal urine specimens is pH 4.5-8, with an average result of pH 6. 9 
Protein: This reaction is based on the phenomenon known as the "protein error” of pH 
indicators where an indicator that is highly buffered will change color in the presence of 
proteins (anions) as the indicator releases hydrogen ions to the protein. At a constant pH, 
the development of any green color is due to the presence of protein. Colors range from 
yellow to yellow-green for negative results and green to green-blue for positive results. 
1-14 mg/dL of protein may be excreted by a normal kidney.10 A color matching any 
block greater than trace indicates significant proteinuria. Clinical judgment is required to 
evaluate the significance of trace results. 
Urobilinogen: This test is based on a modified Ehrlich reaction between 
p-diethylaminobenzaldehyde and urobilinogen in strongly acidic medium to produce a 
pink color. Urobilinogen is one of the major compounds produced in heme synthesis and 
is a normal substance in urine. The expected range for normal urine with this test is 
0.2-1.0 mg/dL (3.5-17 μmol/L). 8 A result of 2.0 mg/dL (35 μmol/L) may be of clinical 
significance, and the patient specimen should be further evaluated. 

Nitrite: This test depends upon the conversion of nitrate to nitrite by the action of Gram 
negative bacteria in the urine. In an acidic medium, nitrite in the urine reacts with 
p-arsanilic acid to form a diazonium compound. The diazonium compound in turn 
couples with 1 N-(1-naphthyl) ethylenediamine to produce a pink color. Nitrite is not 
detectable in normal urine.9 The nitrite area will be positive in some cases of infection, 
depending on how long the urine specimens were retained in the bladder prior to 
collection. Retrieval of positive cases with the nitrite test ranges from as low as 40% in 
cases where little bladder incubation occurred, to as high as approximately 80% in cases 
where bladder incubation took place for at least 4 hours. 
Leukocytes: This test reveals the presence of granulocyte esterases. The esterases cleave 
a derivatized pyrazole amino acid ester to liberate derivatized hydroxy pyrazole. This 
pyrazole then reacts with a diazonium salt to produce a beige-pink to purple color. 
Normal urine specimens generally yield negative results. Trace results may be of 
questionable clinical significance. When trace results occur, it is recommended to retest 
using a fresh specimen from the same patient. Repeated trace and positive results are of 
clinical significance.   

REAGENTS AND PERFORMANCE CHARACTERISTICS 
Based on the dry weight at the time of impregnation, the concentrations given may vary 
within manufacturing tolerances. The following table below indicates read times and 
performance characteristics for each parameter.                          

Reagent Read 
Time Composition Description 

Ascorbic Acid
(ASC) 

30 
seconds

2,6-dichlorophenolindophenol; 
buffer and non-reactive 
ingredients 

Detects ascorbic acid as low as 
5-10 mg/dL (0.28-0.56 mmol/L). 

Glucose 
(GLU) 

30 
seconds

glucose oxidase; peroxidase; 
potassium iodide; buffer; 
non-reactive ingredients 

Detects glucose as low as 
50-100 mg/dL (2.5-5 mmol/L).  

Bilirubin 
(BIL) 

30 
seconds

2, 4-dichloroaniline diazonium 
salt; buffer and non-reactive 
ingredients 

Detects bilirubin as low as 
0.4-1.0 mg/dL  
(6.8-17 µmol/L). 

Ketone 
(KET) 

40 
seconds sodium nitroprusside; buffer Detects acetoacetic acid as low as 

2.5-5 mg/dL (0.25-0.5 mmol/L). 

Specific 
Gravity 

(SG) 
45 

seconds

bromthymol blue indicator; 
buffer and non-reactive 
ingredients; poly (methyl vinyl 
ether/maleic anhydride); 
sodium hydroxide 

Determines urine specific 
gravity between 1.000 and 
1.030. Results correlate with 
values obtained by refractive 
index method within ± 0.005. 

Blood 
(BLO) 

60 
seconds

3,3’,5,5’-tetramethylbenzidine 
(TMB); diisopropylbenzene 
dihydroperoxide; buffer and 
non-reactive ingredients 

Detects free hemoglobin as low 
as 0.018-0.060 mg/dL or  
5-10 Ery/µL in urine specimens 
with ascorbic acid content of  
< 50 mg/dL. 

pH 60 
seconds

methyl red sodium salt; 
bromthymol blue; non-reactive 
ingredients 

Permits the quantitative 
differentiation of pH values 
within the range of 5-9. 

Protein 
(PRO) 

60 
seconds

tetrabromophenol blue; buffer 
and non-reactive ingredients 

Detects albumin as low as 
7.5-15 mg/dL (0.075-0.15 g/L). 

Urobilinogen
(URO) 

60 
seconds

p-diethylaminobenzaldehyde; 
buffer and non-reactive 
ingredients 

Detects urobilinogen as low as 
0.2-1.0 mg/dL (3.5-17 µmol/L). 

Nitrite 
(NIT) 

60 
seconds

p-arsanilic acid; 
N-(1-naphthyl) 
ethylenediamine; non-reactive 
ingredients 

Detects sodium nitrite as low as 
0.05-0.1 mg/dL in urine with a 
low specific gravity and less 
than 30 mg/dL ascorbic acid. 

Leukocytes 
(LEU) 

120 
seconds

derivatized pyrrole amino acid 
ester; diazonium salt; buffer; 
non-reactive ingredients 

Detects leukocytes as low as 
9-15 white blood cells Leu/μL in 
clinical urine.  

The performance characteristics of the Urinalysis Reagent Strips (Urine) have been 
determined in both laboratory and clinical tests. Parameters of importance to the user are 
sensitivity, specificity, accuracy and precision. Generally, this test has been developed to 
be specific for the parameters to be measured with the exceptions of the interferences 
listed. Please refer to the Limitations section in this package insert. 
Interpretation of visual results is dependent on several factors: the variability of color 
perception, the presence or absence of inhibitory factors, and the lighting conditions when the 
strip is read. Each color block on the chart corresponds to a range of analyte concentrations. 

PRECAUTIONS 
• For in vitro diagnostic use only. Do not use after the expiration date. 
• The strip should remain in the closed canister until use.  
• Do not touch the reagent areas of the strip. 
• Discard any discolored strips that may have deteriorated. 
• All specimens should be considered potentially hazardous and handled in the same 

manner as an infectious agent. 
• The used strip should be discarded according to local regulations after testing. 

STORAGE AND STABILITY 
Store as packaged in the closed canister either at room temperature or refrigerated 
(2-30°C). Keep out of direct sunlight. The strip is stable through the expiration date 
printed on the canister label. Do not remove the desiccant. Remove only enough strips 
for immediate use. Replace cap immediately and tightly. DO NOT FREEZE. Do not 
use beyond the expiration date. 
Note: Once the canister has been opened, the remaining strips are stable for up 
to 3 months. Stability may be reduced in high humidity conditions. 

SPECIMEN COLLECTION AND PREPARATION 
A urine specimen must be collected in a clean and dry container and tested as soon as 
possible. Do not centrifuge. The use of urine preservatives is not recommended. If 
testing cannot be done within an hour after voiding, refrigerate the specimen 
immediately and let it return to room temperature before testing. 

Prolonged storage of unpreserved urine at room temperature may result in microbial 
proliferation with resultant changes in pH. A shift to alkaline pH may cause false 
positive results with the protein test area. Urine containing glucose may decrease in pH 
as organisms metabolize the glucose. 
Contamination of the urine specimen with skin cleansers containing chlorhexidine may 
affect protein (and to a lesser extent, specific gravity and bilirubin) test results.  

MATERIALS 
Materials Provided 

• Strips • Package insert  
Materials Required But Not Provided 

• Specimen collection container • Timer    
DIRECTIONS FOR USE 

Allow the strip, urine specimen, and/or controls to reach room temperature 
(15-30ºC) prior to testing. 
1. Remove the strip from the closed canister and use it as soon as possible. Immediately 

close the canister tightly after removing the required number of strip(s). Completely 
immerse the reagent areas of the strip in fresh, well-mixed urine and immediately 
remove the strip to avoid dissolving the reagents. See illustration 1 below. 

2. While removing the strip from the urine, run the edge of the strip against the rim of 
the urine container to remove excess urine. Hold the strip in a horizontal position 
and bring the edge of the strip into contact with an absorbent material (e.g. a paper 
towel) to avoid mixing chemicals from adjacent reagent areas and/or soiling hands 
with urine. See illustration 2 below. 

3. Compare the reagent areas to the corresponding color blocks on the canister label at 
the specified times. Hold the strip close to the color blocks and match carefully. See 
illustration 3 below. 
Note: Results may be read up to 2 minutes after the specified times. 
 
 
 
 
 
 
 
 
 
 
 
 

INTERPRETATION OF RESULTS 
Results are obtained by direct comparison of the color blocks printed on the canister 
label. The color blocks represent nominal values; actual values will vary close to the 
nominal values. In the event of unexpected or questionable results, the following steps 
are recommended: confirm that the strips have been tested within the expiration date 
printed on the canister label, compare results with known positive and negative controls 
and repeat the test using a new strip. If the problem persists, discontinue using the strip 
immediately and contact your local distributor. 

QUALITY CONTROL 
For best results, performance of reagent strips should be confirmed by testing known 
positive and negative specimens/controls whenever a new test is performed, or whenever 
a new canister is first opened. Each laboratory should establish its own goals for 
adequate standards of performance. 

LIMITATIONS 
Note: The Urinalysis Reagent Strips (Urine) may be affected by substances that cause 
abnormal urine color such as drugs containing azo dyes (e.g. Pyridium®,  Azo Gantrisin®, 
Azo Gantanol®), nitrofurantoin (Microdantin®,  Furadantin®), and riboflavin.8 The color 
development on the test pad may be masked or a color reaction may be produced that 
could be interpreted as false results.   
Ascorbic acid: No interference is known. 
Glucose: The reagent area does not react with lactose, galactose, fructose or other 
metabolic substances, nor with reducing metabolites of drugs (e.g. salicylates and 
nalidixic acid). Sensitivity may be decreased in specimens with high specific gravity 
(>1.025) and with ascorbic acid concentrations of ≥ 25 mg/dL.  High ketone levels 
≥ 100 mg/dL may cause false negative results for specimens containing a small amount 
of glucose (50-100 mg/dL).   
Bilirubin: Bilirubin is absent in normal urine, so any positive result, including a trace 
positive, indicates an underlying pathological condition and requires further 
investigation. Reactions may occur with urine containing large doses of chlorpromazine 
or rifampen that might be mistaken for positive bilirubin.9 The presence of 
bilirubin-derived bile pigments may mask the bilirubin reaction. This phenomenon is 
characterized by color development on the test patch that does not correlate with the 
colors on the color chart. Large concentrations of ascorbic acid may decrease sensitivity. 
Ketone: The test does not react with acetone or β-hydroxybutyrate.8 Urine specimens of 
high pigment, and other substances containing sulfhydryl groups may occasionally give 
reactions up to and including trace (±).9  
Specific Gravity: Ketoacidosis or protein higher than 300 mg/dL may cause elevated 
results. Results are not affected by non-ionic urine components such as glucose. If the 
urine has a pH of 7 or greater, add 0.005 to the specific gravity reading indicated on the 
color chart. 
Blood: A uniform blue color indicates the presence of myoglobin, hemoglobin or 
hemolyzed erythrocytes.8 Scattered or compacted blue spots indicate intact erythrocytes. 
To enhance accuracy, separate color scales are provided for hemoglobin and for 
erythrocytes. Positive results with this test are often seen with urine from menstruating 
females. It has been reported that urine of high pH reduces sensitivity, while moderate to 

high concentration of ascorbic acid may inhibit color formation. Microbial peroxidase, 
associated with urinary tract infection, may cause a false positive reaction. The test is 
slightly more sensitive to free hemoglobin and myoglobin than to intact erythrocytes. 
pH: If the procedure is not followed and excess urine remains on the strip, a 
phenomenon known as “runover” may occur, in which the acid buffer from the protein 
reagent will run onto the pH area, causing the pH result to appear artificially low. pH 
readings are not affected by variations in urinary buffer concentration. 
Protein: Any green color indicates the presence of protein in the urine. This test is 
highly sensitive for albumin, and less sensitive to hemoglobin, globulin and 
mucoprotein.8 A negative result does not rule out the presence of these other proteins. 
False positive results may be obtained with highly buffered or alkaline urine. 
Contamination of urine specimens with quaternary ammonium compounds or skin 
cleansers containing chlorhexidine may produce false positive results.8 The urine 
specimens with high specific gravity may give false negative results.  
Urobilinogen: All results lower than 1 mg/dL urobilinogen should be interpreted as 
normal. A negative result does not at any time preclude the absence of urobilinogen. The 
reagent area may react with interfering substances known to react with Ehrlich’s reagent, 
such as p-aminosalicylic acid and sulfonamides.9 False negative results may be obtained 
if formalin is present. The test cannot be used to detect porphobilinogen.  
Nitrite: The test is specific for nitrite and will not react with any other substance 
normally excreted in urine. Any degree of uniform pink to red color should be 
interpreted as a positive result, suggesting the presence of nitrite. Color intensity is not 
proportional to the number of bacteria present in the urine specimen. Pink spots or pink 
edges should not be interpreted as a positive result. Comparing the reacted reagent area 
on a white background may aid in the detection of low nitrite levels, which might 
otherwise be missed. Ascorbic acid above 30 mg/dL may cause false negatives in urine 
containing less than 0.05 mg/dL nitrite ions. The sensitivity of this test is reduced for 
urine specimens with highly buffered alkaline urine or with high specific gravity. A 
negative result does not at any time preclude the possibility of bacteruria. Negative 
results may occur in urinary tract infections from organisms that do not contain 
reductase to convert nitrate to nitrite; when urine has not been retained in the bladder for 
a sufficient length of time (at least 4 hours) for reduction of nitrate to nitrite to occur; 
when receiving antibiotic therapy or when dietary nitrate is absent. 
Leukocytes: The result should be read between 60-120 seconds to allow for complete 
color development. The intensity of the color that develops is proportional to the number 
of leukocytes present in the urine specimen. High specific gravity or elevated glucose 
concentrations (≥ 2,000 mg/dL) may cause test results to be artificially low. The 
presence of cephalexin, cephalothin, or high concentrations of oxalic acid may also 
cause test results to be artificially low. Tetracycline may cause decreased reactivity, and 
high levels of the drug may cause a false negative reaction. High urinary protein may 
diminish the intensity of the reaction color. This test will not react with erythrocytes or 
bacteria common in urine.8 
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Mission 
® 

Sistemul Hb de testare a 

hemoglobinei 

 

Secţiunea 1. Introducere 

Sistemul de testare a hemoglobinei Mission
® 

este indicat pentru determinarea cantitativă 

a hemoglobinei (Hb) şi hematocritul calculat (Hct) în sînge venos şi capilar. Sistemul este 

alcătuit din dispozitivul portabil Mission care analizează intensitatea şi culoarea luminii 

reflectate din zona de reacţie de pe stipurile de testare, asigurînd rezultate sigure şi rapide. 

Rezultatele testării sunt oferite în mai puţin de 15 secunde, iar testarea propriu-zisă 

necesită doar o picătură de sînge integru. Dispozitivul Mission poate arhiva pînă a 1000 de 

rezultate şi înregistrările pot fi transferate la un calculator pentru analizare ulterioară, prin 

intermediul portului USB. 

Pentru a asigura rezultate exacte, respectaţi următoarele reguli: 

 Citiţi instrucţiunea de utilizare sau treceţi trainingul necesar. 

 Utilizaţi cipul de codare care însoţeşte fiecare cutie de stripuri de testare. 

 Folosiţi doar stripurile de testare Mission Hb Hemoglobin. 

 A se utiliza sistemul Mission doar pentru diagnosticul in vitro. 

 A se utiliza doar profesional. 

 A se testa doar mostrele de sînge integru. 

 EDTA sau anticoagulanţii pe bază de heparină pot fi utilizate. 

 A nu se lăsa la îndemîna copiilor. 

 

Secţiunea 2. Primii paşi 

Inspectaţi setul din cutie şi observaţi dacă există careva nereguli vizibile. În caz de existenţă 

a acestora, contactaţi distributorul local al producţiei. Scoateţi întreg conţinutul cutiei. Setul 

trebuie să conţină următoarele: 

 Hb Meter - dispozitivul de testare- citeşte 

stripurile de testare şi afişează concentraţia 



hemoglobinei şi calculează valoarea hematocriţilor (Hct). 

 Cutie cu stripuri de testare – parte a sistemului şi folosită împreună cu dispozitiv 

pentru măsusrarea Hb şi Hct. 

 Baterii AAA. 

 Cip de codare – calibrează automat dispozitivul cu numărul codat atunci cînd este 

inserat în dispozitiv. 

 Strip de control – verifică operarea adecvată a dispozitivului prin verificarea dacă 

dispozitivul poate detecta o valoare pre-calibrată. 

 Tub de transfer capilar – colectează 10 µl de sînge capilar pentru testarea sîngelui 

din deget. 

 Husă – oferă mobilitate testării. Sistemul este portabil. 

 Lancete sterile. 

 Dispozitiv de înţepare – se utilizează cu lancete sterile pentru colectarea mostrelor 

de sînge. 

Secţiunea 3. Stripuri de testare 

Stripurile de testare sunt stripuri subţiri din plastic, 

care conţin reagent chimic care funcţionează cu 

dispozitivul Mission pentru măsurarea concentraţiei 

hemoglobinei din sînge venos şi capilar. 

Zona de aplicare a mostrei (ZAM) – după ce 

stripul este inserat în canalul pentru stripuri, plasaţi 10 µl 

de sînge în centrul stripului de testare. Zona pentru 

aplicarea mostrei este vizibilă atît din faţă cît şi din spatele 

stripului de testare. 

Săgeţi de inserare – sunt localizate în faţa stripului de testare şi arată direcţia de 

inserare a acestuia. 

Aplicarea mostrei 

Pentru obţinerea celor mai bune rezultate, umpleţi zona de aplicare a mostrei cu 

aproximativ 10 µl de sînge. Rezultate incorecte pot apărea în cazul în care mostra nu este 

corect aplicată sau dacăzona nu este corect umplută. 

După aplicarea mostrei, asiguraţi-vă că ZAM este acoperită complet. ZAM 

trebuie să rămînă acoperită pe tot parcursul testului. Dacă ZAM nu este suficient de bine 

acoperită sau volumul mostrei este prea mare, repetaţi testarea pe un alt strip. 

N.B. Nu adăugaţi încă sînge pe ZAM, în cazul în care mostra aplicată este prea mică. 

Eroarea E-5 sau un rezultat scăzut pot apărea pe ecran. 



 Pe fiecare cutie de stripuri, veţi găsi următoarele inscripţii importante: 

CODE- codul numeric; LOT- numărul lotului;           numărul stripurilor;  termenul 

de expirare al cutiei sigilate.  

De fiecare dată cînd o cutie este deschisă, înscrieţi data deschiderii pe ea, adăgaţi la 

aceasta 3 luni şi înscrieţi termenul de valabilitate al cutiei deschise. 

 

Măsuri de precauţie pentru stripurile de testare 

o Stripurile de testare trebuie păstrate în cutie sa originală, pentru a le asigura condiţia bună 

de funcţionare. 

o Nu păstraţi stripurile de testare înafara cutiei originale. Ele trebuie păstrate în cutia sa 

originală, cu capacul bine închis. 

o Nu transferaţi stripurile în cutie nouă sau într-un alt container. 

o O cutie nouă de stripuri poate fi utilizată în decurs de 3 luni din momentul deschiderii. 

Aruncaţi cutia după expirarea termenului de 3 luni din momentul deschiderii. Utilizarea 

stripurilor după expirarea termenului de 3 luni din momentul deschiderii, poate provoca 

rezultate greşite în urma testării. 

o A se utiliza doar pentru diagnosticul in vitro. 

o Nu utilizaţi stripurile îndoite, stricate sau alterate în vreun mod. A nu se utiliza de 2 ori 

acelaşi strip. 

o Înainte de a executa testul la hemoglobină, verificaţi ca codul muneric indicat pe ecranul 

dispozitivului să coincidă cu numărul indicat pe cutia cu stripuri. 

 

Stripurile de control 

Stripurile de control Mission sunt stripuri subţiri, din plastic, utilizate împreună cu 

dispozitivul Hb Meter, cu scopul verificării sistemului optic. După inserarea stripului în 

dispozitiv, sistemul optic al acestuia determină intensitatea culorilor din stripul de 

control. Pe ecran pot apărea următoarele rezultate: 

YES – dispozitivul lucrează bine. 

No – dispozitivul nu funcţionează bine. 

Precauţii pentru stripurile de control 

 Stripurile de control  se păstrează în cutia închisă, la temperatura camerei 2-30°C 

şi evitaţi contactul direct cu razele solare, temperaturile înalte şi umiditate. 

 Stripurile se vor păstra în cutie închisă bine, pentru a le păstra în condiţie bună. 

  Ʃ 



 A nu se îngheţa sau răci. 

 A se păstra curate. A nu se îndoi. A nu se atinge regiunea de testare a stripurilor. 

 A nu se utiliza după expirarea termenului de valabilitate. 

 Dooar pentru utilizare in vitro. 

 A nu se utiliza după expirarea termenului de valabilitate indicat pe cutie. 

N.B. Nu utilizaţi stripurile îndoite, decolorate sau alterate. 

  

Secţiunea 4. Setarea iniţială 

Înainte de începutul testării,, verificaţi dacă următoarele proceduri sunt respectate. 

1.Porniţi dispozitivul Hb Meter 

Dispozitivul poate fi utilizat cu ajutorul Adaptorului AC sau a bateriilor 3 AAA care vin 

în set. Pentru a utiliza dispozitivul cu baterii, inseraţi cele 3 baterii în secţiunea pentru 

baterii  în spatele la Hb Meter. După inserarea bateriilor, dispozitivul se va porni automat 

şi va arăta data şi timpul. După setarea acestora, el se va stinge automat. 

Apăsaţi  butonul pentru a porni dispozitivul. Pentru cîteva secunde, ecranul va afişa 

toate simbolurile utilizate în lucru. Dispozitivul se va stinge automat, după 8 min de 

pauză de lucru. 

2.Codarea dispozitivului Hb Meter 

De fiecare dată, cînd o nouă cutie de stripuri trebuie utilizată, cipul de 

codare, care vine în set cu fiecare cutie nouă, trebuie inserat în 

dispozitiv. Scoateţi cipul de codare din cutia cu stripuri.Comparaţi codul 

numeric de pe cip, cu codul indicat pe cutia de stripuri. Rezultatele pot fi 

inexactedacă cele două coduri nu sunt identice. Contactaţi distributorul 

Dvs  oficial în cazul în care veţi depista această iregularitate. 

Inseraţi noul cip în secţiunea pentru cip, din partea 

dreaptă a dispozitivului. De regulă, el se introduce cu 

uşurinţă. Cipul rămîne în dispozitiv pe parcursul utilizării 

cutiei de stripuri respective. A nu se scoate cipul pe 

parcursul utilizării stripurilor din cutia de provenienţă. 

Codul numeric de pe cip va apărea pe ecranul 

dispozitivului după pornirea acestuia.  

N.B. Dacă cipul nu este corect introdus sau dacă el lipseşte, dispozitivul va afişa 3 

liniuţe pe ecran. 



 

Secţiunea 5. Setarea dispozitivului şi opţiuni 

Cu dispozitivul închis, apăsaţi butonul  şi ţineţi-l apăsat timp de 4 sec, pentru a 

accesa modul de setare. 

 

 

 

 Apăsaţi săgeţile stînga sau dreapta pentru a alege diverse submoduri de setare: 

No. SEt Setarea numărului testului. Numărul testulu poate fi stabilit de la 1 la 999. 

SEt Setarea sistemului,inclusiv a datei, timpului, resetarea numărului, unităţi şi 

sunet. 

CHE Modul de verificare optică. 

PC Modul de transfer a datelor. 

dEL Modul de ştergere a memoriei. 

Elt Ieşire din modul de setare şi salvarea schimbărilor atunci cînd se apasă  .  

Dispozitivul se va întoarce automat la ecranul iniţial. 

 

Setarea numărului testului 

 

          De la ecranul cu No.SEt, apăsaţi        pentru a intra în setările numărului 

testului. 

 Numărul testului poate fi setat cu orice cifră de la 1 la 999. 

Apăsaţi săgeţile pînă cînd veţi alege numărul solicitat. După ce dispozitivul va ajunge la 999, 

următorul număr de test va fi 1. 

 Apăsaţi  pentru a reveni la meniul setărilor. 

 

Setarea sistemului 

De la ecranul SEt, apăsaţi  pentru a accesa setarea sistemului. 

 

Setarea timpului şi a datei 



Prima opţiune setează timpul la modul de 12 sau 24 ore. Apăsaţi săgeţile pentru a alege una din 

opţiuni.   

 

 Sau   

 

Apăsaţi  pentru a salva şi avansa la setarea anului. Cifra anului va apărea în vîrful 

ecranului. Apăsaţi săgeţile pînă la alegerea anului potrivit.  

Apăsaţi  pentru a salva şi avansa la setarea lunii şi datei.  

 

Secţiunea 6. Testarea 

Înainte de a purcede la testare, utilizatorul trebuie să citească cu atenţie instrucţia de 

utilizare.  Următoarele etape arată procedura de măsurare corectă a concentraţiei de 

hemoglobină.  

Colectarea mostrei 

Dispozitivul Meter Hb solicită utilizarea unei mostre de un volum extrem de redus de 

sînge integru. Se poate utiliza sînge proaspăt colectat venos sau capilar. Înainte de testare, alegeţi 

o suprafaţă curată şi uscată. Revizuiţi procedura şi asiguraţi-vă că toate cele necesare testării vă 

stau la dispoziţie. 

Colectarea sîngelui cu ajutorul dispozitivului de înţepare 

Pentru a obţine picătura de sînge din deget, ajustaţi adîncimea penetrătii lancetei în deget 

pentru a reduce discomfortul. Scoateţi partea de sus a dispozitivului de înţepare şi inseraţi lanceta 

sterilă. 

 

 

 

 

 

Plasaţi bine lanceta sterilă în dispozitiv şi scoateţi capacelul rotund. Păstraţi capacelul 

rotund pentru a-l plasa pe lancetă la debarasare. 



Plasaţi cu grijă înapoi capacul dispozitivului. Evitataţi contactul cu acul.  

 

 

 

 

Asiguraţi-vă că capacul este bine plasat. Ajustaţi adîncimea puncaţiei prin învîrtirea 

capacelului dispozitivului. În total, aveţi la dispoziţie 6 adîncimi de ajustare. Pentru a reduce 

discomfortul, utilizaţi cea mai mică adîncime (ea de regulă produce picătura necesară de sînge). 

Setarea 1 şi 2 sunt destinate pielii sensibile şi subţiri. Setările 3 şi 4 sunt pentru piele normală, 5 

şi 6 sunt pentru piele groasă. 

 

 

 

Trageţi de partea sură, inferioară a dispozitivului pînă auziţi un click. Aceasta înseamnă 

că dispozitivul este încărcat şi pregătit pentru înţepare.  

Înainte de a purcede la testare, asiguraţi-vă că mîna pacientului este relaxată şi caldă. 

Folosiţi apă caldă pentru a intensifica circuitul sangvin sau masaţi mîna de la încheietură pînă la 

vîrful degetelor. Curaţaţi degetul cu alcool şi asiguraţi-vă că s-a uscat. Apăsaţi pe butonul sur de 

pe corpul dispozitivului pentru realizarea înţepării. 

Pentru a scoate lanceta nesterilă sau folosită urmaţi următorii paşi: 

 

1. Scoateţi capacul dispozititvului şi plasaţi capacul protector al lancetei pe ea. 

 

 

 

 

 

 

 

2. Mişcaţi butonul sur, lung înainte, pentru a scoate lanceta. 

 

 

 

 

 

 



Testarea sîngelui venos 

 Sîngele trebuie testat în maxim 8 ore din momentul colectării. 

 Mostra trebuie să fie de o consistenţă omogenă, pentru asigurarea distribuţiei uniforme a 

celulelor. 

 Dacă mostra a fost îngheţată, asiguraţi-vă ca ea a fost încălzită la temperatura camerei (15-

30°C). 

 Alţă coagulanţi decît EDTA nu se recomandă spre utilizare. 

 

Testarea sîngelui din deget 

Ştergeţi prima picătură de sînge. Apăsaţi uşor degetul pentru a obţine o altă picătură. Colectaţi 

10µl de sînge capilar în pipetă sau tub pentru transfer capilar. Aplicaţi a doua picătură de sînge 

pe ZAM.  

N.B. Nu atingeţi stripul cu tubul pentru transfer capilar. Utilizarea ultimului se recomandă pentru 

obţinerea unor rezultate exacte. 

Mostrele de sînge pot fi obţinute şi cu ajutorul dispozitivului de înţepare, care vine în set. 

 

Păstrarea şi curăţirea aparatului 

Pentru obţinrea celor mai bune rezultate, aparatul trebuie curăţit cel puţin după fiecare zi 

de testare. Suprafaţa poate fi curăţită cu ajutorul unui material uscat sau umed, după necesitate.  

Este preferabil ca aparatul să fie păstrat în husa proprie după sfărşitul utilizării. Nu utilizaţi 

solvenţi organici, dizolvanţi sau alte substanţe toxice pentru curăţirea aparatului. Aceasta ar 

putea cauza deteriorarea lui.  
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Ce certificat couvre les activités et les sites suivants :   

This certificate covers the following activities and sites: 

 
French version : 

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro à usage professionnel 

et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie, 

de l’oncologie, de la cardiologie, de l'histologie, de l’endocrinologie et des maladies infectieuses, dans les techniques 

d’Agglutination/ ELISA/ Tests rapides/ Colorimétrie/ Disques antibiotiques. 

 

English version:  

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices for professional use and/or for self-
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RF TATEX KIT

llVDl For In-yltro diagnostic and professional use only

,$t rl
n'l store at 2-8"c t t

INTENDED USE

Atlas RF latex test for the qualitative and semi-quantitative
measurement of RF in human serum.
INTRODUCTION

Rheumatoid factors (RF) are antibodies directed against

antigenic sites in the Fc fragment of human and animal lgc.
Their frequent occurrence in rheumatoid arthritis makes them
useful for diagnosis and monitoring ofthe disease.

one method used for rheumatoid factor detection is based on
the ability of rheumatoid arthritis sera to agglutinate
sensitized sheep red cells, as observed by w3aler and Rose A

more sensitive reagent consisting of biologically inert latex
beads coated with human gamma globulin was later described
by singer and Plotz, The RF kit is based on the principle of the
latex agglutination assay of Singer and Plotz Th" malor
advantage of this method is rapid performance (2-minutes

reaction time) and lack of heterophile antibody interference.
PRINCIPTE

The RF reagent is based on an immunological reaction
between human lgc bound to biologically inert latex particles

and rheumatoid factors in the test specimen. When serum
containing rheumatoid factors is mixed with the latex reagent,
visible agglutination occurs.

MATERIATS

MATERIALS PROVIDED

. RF Latex Reagent: Latex particles coated with human
gamma-globulin, pH, 8,2. Preservative.

. RF Positive Control Serum (Red cap): Human serum
with a RF concentration > 30 lU/Ml. Preservative.

. RF N€gative control Serum (Blue cap): Animal serum.

Preservative.
. Glass Slide
. Stirring sticks

NOTE: This package insert is also used for individually
packed reagent.
MATERIATS REqUIRED BUT NOT PROVIDED

. Mechanical rotator with adjustable speed at 80-100 r.p.m.

. Vortex mixer.

. Pippetes 50 FL

. Glycine Buffer 20x (L000mmol/L): add one part to
nineteen parts of distilled water before use.

Packaging contents

lffi a.oo.oq.o.oroo (1x4ml Latex Reagent, lxlml positive

control, lx1ml negative control)
PRECAUTIONS

. All reagents contain 0.1. %(w/v) sodium azide as a

Dreservative.
. Protective clothing should be worn when handling the

reagents.
. Wash hands and the test table top with water and soap

once the testing is done.
. Reagents containing sodium azide may be combined

with copper and lead plumbing to form highly
explosive metal azides. Dispose of reagents by flushing
with large amounts ofwJter to prevent azide buildup.

. For In Vitro diagnostic use.

. components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg), HCV

and antlbody to HIV (1/2) by FDA required test.
However, handle controls as if potentially infectious.

. Accuracy of the test depends on the drop size of the
latex reagent (40p1). Use only the dropper supplied
with latex and hold it perpendicularly when dispensing.

. Use a clean pipette tip and stirring stick for each

specimen, and glass slides should be thoroughly rinsed
with water and wiped with lint-free tissue after each

use.

. Check reactivity of the reagent using the controls
provided.

. Do not use these reagents if the label is not available or
damaged.

. Do not use the kit if damaged or the glass vials are
broken or leaking and discard the contents
immediatelv.

. Test materials and samoles should be discarded
properly in a biohazard container.

REAGENT PREPARATION:
. The RF Latex reagent is ready to use. No

preparation is required. Mix gently before use to
ensure a uniform suspension of particles.

STORAGE AND STABITITY

. Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2-8"C).

. Do not freeze.

. Always keep vials in vertical position. lf the position is

changed, gently mix to dissolve aggregates that may be
oresent.

. The RF latex reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a

slight sedimentation may occur and should be

considered normal.
. Do not use the latex reagent or controls if they become

contaminated.
. Reagents deterioration: Presence of particles and

turbidity.
SPECIMEN COTLECTION AND STORAGE

. Use fresh serum collected by centrifuging clotted
blood.

. lf the test cannot be carried out on the same day, store
the specimen for 7 days at 2-8'C and for 3 months at -

20"c.
. Samples with presence of fibrin should be centrifuged

before testing. Do not use highly hemolyzed or lipemic
samples.

. Do not use PLASMA.

PROCEDURE

Qualitative method
1. Allow the reagents and samples to reach room

temperature. The sensitivity of the test may be reduced
at low temDeratures.

2. Place {40 [L) of the sample and one drop of each Positive
and Negative controls into separate circles on the slide
IESI.

3. Mix the RF-latex reagent rigorously or on a vortex mixer
before using and add one drop (40 UL) next to the
sample to be tested,

4. Mix the drops with a stirrer, spreading them over the
entire surface of the circle. Use different stirrers for each
samDte.

5. Place the slide on a mechanical rotator at 80-100 r.p.m.
for 2 minutes. False positive results could appear if the
test is read later than two minutes.

Semi-quantitative method
L. Make serial two-fold dilutions of the sample in 9 g/L

saline solution.
2. Proceed for each dilution as in the qualitative method.

READING AND INTERPRETATION

Examine macroscopically the presence or absence of visible
agglutination immediately after removing the slide from the
rotator. The presence of agglutination indicates a RF

concentration equal or greater than 8 lU/mL (Note 1).

The titer, in the semi-quantitative method, is defined as the
highest dilution showing a positive result-
CALCULATIONS

The approximate RF concentration in the patient sample is

calculated as follows:
8 x RF Titer = lU/mL

INIERFERENCES

NON.INTERFERI NG SUBSTANCES:

. Hemoglobin (10glL)

. Bilirubin (20mCldl)

. Lipids {10c/L)
Other substances may interfere.

QUALtry CONTROT

. Positive and Negative contols are recommended
to monitor the performance of the procedure, as

well as a comparative pattern for a better result
interpretation.

. All result different from the negative control result,
will be considered as a positive.

PERFORMANCE CHARACTERISTICS

And lvticd I sen s itiv i tv
8 (6-1.6) lU/ml, under the described assay conditions.
PROZONE EFFECT

No prozone effect was detected up to 1500 lu/ml.
D IAG NOSTI C SE NSI TIV ITY

700%.

DAGNCE|IC SPECIFICITY

100%-

The diemnic sssitivity and specificity have been

ob,tained usirE 139 samples compared with the same

method ofa competitor.
UM]TATIONS

. Reaction time is critical. lf reaction time exceeds 2

minutes, drying of the reaction mixture may cause
false positive rsuh.

. Freeing the RF Lats Reagent will result in

spontansus agglutination-
. lntensity of agtlutination is not necessarily

indicative of relative RF concentration; therefore,
screening reactions should not be graded.

. Incleased levels of RF mav be found in some
diseases other than rheumatoid arthritis such as

infectious mononucleosis, sarcoidosis, lupus
erythematosus, Sjogren's syndrome.

. Certain patients with rheumatoid arthritis will not
have the RF Dresent in their serum.

. The incidence of false oositive results is about 3-5

%. Individuals suffering from infectious
mononucleosis, hepatitis, syphilis as well as elderly
people may give positive results.

r Diagnosis should not be solely based on the results

of latex method but also should be comolemented
with a Waaler Rose test alons with the clinical
exami nation.

REFERENCE VATUES

Up to 8 lu/mL. Each laboratory should establish its own
reference range.

NOTES

1. Results obtained with a latex method do not
compare with those obtained with Waaler Rose

test. Differences in the results between methods do
not reflect differences in the abilitv to detect
rheumatoid factors.

REFERENCES

1. Robert W Dorner et al. Clinica Chimica Acta 1987i
767: | - 27.

2. Frederick Wolfe et al. Arthritis and Rheumatism
1991; 34: 951- 960.

Robert H Shmerling et al. The American Journal of
Medicine 1991; 91: 528 -534.
Adalbert F. Schubart et al. The New Ensland Journal
of Medicine 1959; 251: 363 - 368.
Charles M. Plotz L956; American Journal of
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Young DS. Effects of drugs on clinical laboratory
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浙江东方基因生物制品股份有限公司
Zhejiang Orient Gene Biotech Co.,LTD

地址：浙江省湖州市安吉县递铺镇阳光大道东段 3787号
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
电话 Tel:+86-572-5226111 传真 Fax: +86-572-5226222 邮编 P.C.:313300

STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 3787#, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chişinău MD-2012, Moldova, as non-exclusive
authorized representative for Orient Gene Brand product in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

This Statement letter will be valid from Mar.22th,2024 to Mar.21th, 2025.

Zhejiang Orient Gene Biotech Co., Ltd

General Manager：

Date:2024/3/22



Certificate
No. Q5 092305 0001 Rev. 02

Page 1 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development, Production and Distribution

of In Vitro Diagnostic Reagent and Instrument for the 
Detection of Drugs of Abuse, Fertility, Infectious 
Diseases, Oncology, Biochemistry, Cardiac Diseases, 
Allergic Disease based on Rapid Test, PCR and Liquid 
Biochip Method.

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity 
see: www.tuvsud.com/ps-cert?q=cert:Q5 092305 0001 Rev. 02

Report No.: SH2398804

Valid from: 2024-03-17
Valid until: 2027-03-16

Date, 2024-03-01 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20092305%200001%20Rev.%2002


Certificate
No. Q5 092305 0001 Rev. 02

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): ISO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300 
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

.



浙江东方基因生物制品股份有限公司 

Zhejiang Orient Gene Biotech Co., LTD 

 

 

EC Declaration of Conformity 
  In accordance with Directive 98/79/EC 

 
Legal Manufacturer:            Zhejiang Orient Gene Biotech Co., Ltd 
 
Legal Manufacturer Address:    3787#, East Yangguang Avenue, Dipu Street, 

                 Anji 313300, Huzhou, Zhejiang, China 
 
Declares, that the products 
Product Name and Model(s) 
 

H. pylori Ag Rapid Test Strip (Feces) GCHP-601a 

H. pylori Ag Rapid Test Cassette (Feces) GCHP-602a 

 
 
Classification:                 Other 
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY)  
 
 
We, the Manufacturer, herewith declare with sole responsibility that our product/s 
mentioned above meet/s the provisions of the Directive 98/79/EC of the European 
Parliament and of the Council on In-Vitro Diagnostic Medical Devices. 
 
We hereby explicitly appoint 
 
EC Representative’s Name:  Shanghai International Holding Corp. GmbH (Europe) 
 
EC Representative’s Address:  Eiffestrasse 80, 20537 Hamburg, Germany 
 
to act as our European Authorized Representative as defined in the aforementioned 
Directive. 
 
 
 
 I, the undersigned, hereby declare that the medical devices specified above conform with the 
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

 
 
Date Signed: November 28, 2017                                                   

                                               
____________________________________ 

                                              Name of authorized signatory:  Joyce Pang 
                                              Position held in the company:  Vice-President 

CE-DOC-OG039 
Version 1.0 
 
 



浙江东方基因生物制品股份有限公司 

Zhejiang Orient Gene Biotech Co., LTD 

 

 

EC Declaration of Conformity 
  In accordance with Directive 98/79/EC 

 
Legal Manufacturer:            Zhejiang Orient Gene Biotech Co., Ltd 
 
Legal Manufacturer Address:    3787#, East Yangguang Avenue, Dipu Street, 

                 Anji 313300, Huzhou, Zhejiang, China 
 
Declares, that the products 
Product Name and Model(s) 
 

Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601b 

Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b 

 
 
Classification:                 Other 
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY)  
 
 
We, the Manufacturer, herewith declare with sole responsibility that our product/s 
mentioned above meet/s the provisions of the Directive 98/79/EC of the European 
Parliament and of the Council on In-Vitro Diagnostic Medical Devices. 
 
We hereby explicitly appoint 
 
EC Representative’s Name:  Shanghai International Holding Corp. GmbH (Europe) 
 
EC Representative’s Address:  Eiffestrasse 80, 20537 Hamburg, Germany 
 
to act as our European Authorized Representative as defined in the aforementioned 
Directive. 
 
 
 
 I, the undersigned, hereby declare that the medical devices specified above conform with the 
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

 
 
Date Signed: November 28, 2017                                                   

                                               
____________________________________ 

                                              Name of authorized signatory:  Joyce Pang 
                                              Position held in the company:  Vice-President 

CE-DOC-OG060 
Version 1.0 
 
 



Unscrew and
open the
upper cap

3 Drops of specimen

20 Test cassettes
20 Specimen collection tubes with buffer
1 Package insert

1. Specimen collection containers             2. Clock or timer

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the qualitative detection of 
human occult blood in feces by professional laboratories or physician's offices. It is useful to detect bleeding caused by a 
number of gastrointestinal disorders, e.g., diverticulitis, colitis, polyps, and colorectal cancer.
Fecal Occult Blood Rapid Test Cassette (Feces) is recommended for use in1) routine physical examinations, 2) hospital 
monitoring for bleeding in patients, and 3) screening for colorectal cancer or gastrointestinal bleeding from any source.

Most of diseases can cause hidden blood in the stool. In the early stages, gastrointestinal problems such as colon cancer, 
ulcers, polyps, colitis, diverticulitis, and fissures may not show any visible symptoms, only occult blood. Traditional 
guaiac-based method lacks sensitivity and specificity, and has diet-restriction prior to the testing.
Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid test to qualitatively detect low levels of fecal occult blood in feces. 
The test uses double antibod- sandwich assay to selectively detect as low as 50 ng/mL of hemoglobin or 6 μg hemoglobin/g 
feces. In addition, unlike the guaiac assays, the accuracy of the test is not affected by the diet of the patients.

Fecal Occult Blood Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of 
the double antibody-sandwich technique.  The membrane is pre-coated with anti-hemoglobin antibodies on the test line 
region of the device.  During testing, the specimen reacts with the colloidal gold coated withl anti-hemoglobin antibodies.  
The mixture migrates upward on the membrane chromatographically by capillary action to react with anti-hemoglobin 
antibodies on the membrane and generate a colored line.  The presence of this colored line in the test region indicates a 
positive result, while its absence indicates a negative result.  To serve as a procedural control, a colored line will always 
appear in the control line region indicating that proper volume of specimen has been added and membrane wicking has 
occurred.

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C, ensure 
that the test device is brought to room temperature before opening. The test is not stable out of the expiration date printed 
on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

1. For professional in vitro diagnostic use only.
2. This package insert must be read completely before performing the test. Failure to follow the insert gives inaccurate test 
results.
3. Do not use it if the tube/pouch is damaged or broken.
4. Test is for single use only. Do not re-use under any circumstances.
5. Do not use specimen with visible blood for the testing.
6. Handel all specimens as if they contain infectious agents. Observe established standard procedure for proper disposal 
of specimens.
7. Specimen extraction buffer contains Sodium Azide (0.1%). Avoid contact with skin or eyes. Do not ingest.
8. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are assay.
9.  Humidity and temperature can adversely affect results.
10.  Do not perform the test in a room with strong air flow, ie.  electric fan or strong airconditioning.

1. A specimen should not be collected from a patient with following conditions that may interfere with the test results:

● Menstrual bleeding
● Bleeding hemorrhoids
● Constipating bleeding
● Urinary bleeding.
2. Dietary restrictions are not necessary.
3. Alcohol and certain medications such as aspirin, indomethacin, phenylbutazone, reserpine, cortocosteroids, and 
nonsteroidal anti-inflammatory drugs may cause gastrointestinal irritation and subsequent bleeding, thus gives positive 
reactions. On the advice of the physician, such substances should be discontinued at least 48 hours prior to testing.

Consider any materials of human origin as infectious and handle them using standard biosafety procedures.
1.  Collect a random sample of feces in a clean, dry receptacle.
2.  Unscrew the top of the collection tube and remove the applicator stick.
3.  Randomly pierce the fecal specimen in at least five (5) different sites.
4.  Remove excess sample off the shaft and outer grooves.  Be sure sample remains on inside grooves.
5.  Replace the stick in the tube and tighten securely.
6.  Shake the specimen collection bottle so that there is proper homogenisation of feces in buffer solution.
Note: Specimens prepared in the specimen collection tube may be stored at room temperature (15-30°C) for 3 days 
maximum, at 2-8°C for 7 days maximum or at -20°C for 3 months maximum if not tested within 1 hour after preparation.

Allow the test cassette, specimen, and/or controls to reach room temperature (15-30°C) prior to testing.
1. Remove the test cassette from the foil pouch and use it as soon as possible. Best results will be obtained if the assay is 
performed within one hour.
2. Place the test cassette on a clean, flat surface.
3. Shake the specimen collection tube several times.
4. Hold the specimen collection tube upright and then unscrew and open the upper cap.
5. Squeeze 3 drops (~90 μL) of the sample solution in the sample well of the cassette and start the timer.
6. Wait for the colored line(s) to appear. Read results in 5 minutes. Do not interpret the result after 5 minutes.

(Please refer to the illustration above)
Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored line 
should be in the test line region (T).
Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).
Invalid: Control line fails to appear. The test should be repeated using a new cassette. lf the problem persists, discontinue 
using the test kit immediately and contact your local distributor.
NOTE:
1. The intensity of color in the test region (T) may vary depending on the concentration of analytes present in the specimen. 
Therefore, any shade of color in the test region should be considered positive. Note that this is a qualitative test only, and

Fecal Occult Blood Rapid Test Cassette (Feces)



An internal procedural control is included in the test. A colored line appearing in the control line region (C) is an internal 
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correctl procedural technique.
Control standards are not supplied with this kit; however it is recommended that positive and negative controls be tested as 
a good laboratory practice to confirm the test procedure and to verify proper test performance.

1. Simon J.B. Occult Blood Screening for Colorectal Carcinoma: A Critical Review, Gastroenterology, Vol. 1985;88:820.
2. Blebea J. and Ncpherson RA. False-Positive Guaiac Testing With lodine, Arch Pathol Lab Med, 1985;109:437-40.

1. This test kit is to be used for the qualitative detection of human hemoglobin in fecal samples. A positive result suggests 
the presence of human hemoglobin in fecal samples. In addition to intestinal bleeding the presence of blood in stools may 
have other causes such as hemorrhoids, blood in urine etc.
2. Not all colorectal bleedings are due to precancerous or cancerous polyps. The information obtained by this test should 
be used in conjunction with other clinical findings and testing methods, such as colonoscopy gathered by the physician.
3. Negative results do not exclude bleeding since some polyps and colorectal region cancers can bleed intermittently or not 
at all. Additionally, blood may not be uniformly distributed in fecal samples. Colorectal polyps at an early stage may not 
bleed.
4. Urine and excessive dilution of sample with water from toilet bowl may cause erroneous test results. The use of a 
receptacle is recommended.
5. Feces specimens should not collect during the menstrual period and not three day before or afterwards, at bleeding due 
to constipation, bleeding haemorrhoids,or at taking rectally administered medication. It could cause false positive results.
6. This test may be less sensitive for detecting upper g.i. Bleeding because blood degrades as it passes through the g.i. 
Track.
7. The Fecal Occult Blood Rapid Test Cassette (Feces) is to aid indiagnosis and is not intended to replace other diagnostic 
procedures such as G.I. fibroscope, endoscopy, colonoscopy, or X-ray analysis. Test results should not be deemed 
conclusive with respect to the presence or absence of gastrointestinal bleeding or pathology. A positive result should be 
followed up with additional diagnostic procedures to determine the exact cause and source for the occult blood in the feces.

1. Sensitivity:
Fecal Occult Blood Rapid Test Cassette (Feces) can detect the levels of human occult blood as low as 50 ng/mL hemoglobin 
or 6 μg hemoglobin/g feces.
2. Prozone Effect:
It is observed that this FOB test can detect 2 mg/mL hemoglobin.
3. Specificity:
Fecal Occult Blood Rapid Test Cassette (Feces) is specific to human hemoglobin. Specimen containing the following 
substances at the standard concentration was tested on both positive and negative controls and showed no effects on test 
results at standards concentration.

cannot determine the concentration of analytes in the specimen.
2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons for control band 
failure.

GEFOB-602b

Shanghai International Holding Corp. GmbH (Europe)
Add: Eiffestrasse 80, 20537 Hamburg, Germany

Zhejiang Orient Gene Biotech Co.,Ltd
Address: 3787#, East Yangguang Avenue, Dipu Street, 
Anji 313300, Huzhou, Zhejiang, China
Tel: +86-572-5226111    Fax: +86-572-5226222
Website: www.orientgene.com

Revision Date: 2023-04-18
B21056-04

Consult instructions for use Tests per kit Authorized Representative

Do not reuse

Catalog#

Use by

Lot Number

For in vitro diagnostic use only

Store between 2~30°C

Fecal Occult Blood Rapid Test Cassette (Feces)

99.6%

99.9%



H. pylori Ag Rapid Test Cassette (Feces)

H. pylori Ag Rapid Test Cassette (Feces) is a sandwich lateral flow chromatographic immunoassay for the qualitative 
detection of H.Pylori antigen in feces.It is for professional in vitro diagnostic use only.

H.Pylori is associated with a variety of gastrointestinal diseases included non-ulcer dyspepsia, duodenal and gastric 
ulcer and active, chronic gastritis.1,2 The prevalence of H.pylori infection could exceed 90% in patients with signs and 
symptoms of gastrointestinal diseases. Recent studies indicate an association of H. Pylori infection with stomach 
cancer.3H. Pylori colonizing in the gastrointestinal system elicits specific antibody responses4,5,6 which aids in the 
diagnosis of H. Pylori infection and in monitoring the prognosis of the treatment of H. Pylori related diseases. 
Antibiotics in combination with bismuth compounds have been shown to be effective in treating active H. Pylori 
infection. Successful eradication of H. pylori is associated with clinical improvement in patients with gastrointestinal 
diseases providing a further evidence.7

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection container to obtain maximum 
antigens (if present). Best results will be obtained if the assay is performed within 6 hours after collection. Specimen 
collected may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage, specimens should be 
kept below -20℃.
To process fecal specimens:
  .   For Solid Specimens:
Unscrew the cap of the specimen collection tube，then randomly stab the specimen collection applicator into the 
fecal specimen in at least 3 different sites to collect approximately 50 mg of feces (equivalent to 1/4 of a pea). Do 
not scoop the fecal specimen.
  .   For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops (approximately 80 μL) into the 
specimen collection tube containing the dilution buffer. Screw on and tighten the cap onto the specimen collection 
tube, then shake the specimen collection tube vigorously to mix the specimen and the dilution buffer. Leave the tube 
alone for 2 minutes.

1. Remove the test device from its foil pouch by tearing along the notch and use it as soon as possible.
2. Specimen collection. See also specimen collection.
3. Holding the sample collection device upright, carefully break off the tip of collection device.
4. Squeeze 2 drops (~80 μL) of the sample solution in the sample well of the cassette, as in the illustration.
5. Read the test results in 10 minutes. It is important that the background is clear before the result is read. Do not 
read results after 10 minutes. To avoid confusion, discard the test device after interpreting the result.

H. pylori Ag Rapid Test Cassette (Feces) containing anti- H.pylori antibodies particles and anti-H.pylori antibodies 
coated on the membrane.

20 Sealed pouches each containing a test cassette and a desiccant
20 Specimen collection tubes with extraction buffer, 2.0 mL    
1 Package insert

1. Clock or timer 
2. Specimen collection containers.

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C, 
ensure that the test device is brought to room temperature before opening. The test is not stable out off the 
expiration date printed on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

1. For professional in vitro diagnostic use only. 
2. Do not use it if the tube/pouch is damaged or broken.
3. Test is for single use only. Do not re- use under any circumstances.
4. Handle all specimens as if they contain infectious agents. Observe established standard procedure for proper 
disposal of specimens
5. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are 
assay.
6. Humidity and temperature can adversely affect results

H. pylori Ag Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of 
the double antibody–sandwich technique. The test cassette consists of: 1) a burgundy colored conjugate pad 
containing H. Pylori antibodies conjugated with color particles (H. Pylori conjugates. 2) a nitrocellulose membrane 
strip containing a test band (T band) and a control band (C band). The T band is pre-coated with non-conjugated H. 
Pylori antibodies.
When an adequate volume of test specimen is dispensed into the sample well of the cassette, the specimen 
migrates by capillary action across the cassette. The antigen of H. Pylori if present in the specimen will bind to the 
H. Pylori antibodies conjugates. The immunocomplex is then captured on the membrane by the pre-coated H. Pylori 
antibodies, forming a burgundy colored T band, indicating a H. Pylori antigen positive test result. To serve as a 
procedural control, a colored line will always appear in the control line region indicating that proper volume of 
specimen has been added and membrane wicking has occurred. Otherwise, the test result is invalid and the 
specimen must be retested with another device.

INTENDED USE SPECIMEN COLLECTION

TEST PROCEDURE

INTERPRETATION OF RESULTS

PRINCIPLE

PRODUCT CONTENTS

MATERIALS SUPPLIED

STORAGE AND STABILITY

WARNINGS AND PRECAUTIONS

MATERIAL REQUIRED BUT NOT PROVIDED

INTRODUCTION

NEGATIVE

C
T

INVALID

C
T

POSITIVE

C
T

2 Drops of Specimen

H.pylori Ag

S

C
T

H
.pylori Ag

S

CT
Feces

Collect the feces

Place the applicator
into the diflution 
buffer and mix well

2 minutes

Leave the tube alone

Break the
tip here



INDEX OF SYMBOLS

H. pylori Ag Rapid Test Cassette (Feces)
Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored 
line should be in the test line region (T).
Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).
Invalid: Control line fails to appear.

A procedural control is included in the test. A colored line appearing in the control line region (C) is an internal 
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correct procedural 
technique. 
Control standards are not supplied with this kit; however, it is recommended that positive and negative controls be 
tested as a good laboratory practice to confirm the test procedure and to verify proper test performance.

1. The Assay Procedure and the Assay Result Interpretation must be followed closely when testing the presence of 
H. Pylori antigen in feces from individual subjects. Failure to follow the procedure may give inaccurate results.
2. H. pylori Ag Rapid Test Cassette (Feces) is limited to the qualitative detection of H. Pylori antigen in feces. The
intensity of the test band does not have linear correlation with the antigen titer in the specimen.
3. A negative result for an individual subject indicates absence of detectable H. Pylori antigen. However, a negative 
test result does not preclude the possibility of exposure to or infection with H. Pylori.
4. A negative result can occur if the quantity of the H. Pylori angtigen present in the specimen is below the detection 
limits of the assay, or the antigen that are detected are not present during the stage of disease in which a sample is 
collected.
5. The results obtained with this test should only be interpreted in conjunction with other diagnostic procedures and 
clinical findings.

A study was performed with 165 patient feces samples including both symptomatic gastrointestinal disorders and 
samples from non-symptomatic patients and 100 normal feces samples.Comparison for all subjects with H. pylori 
Ag Rapid Test Cassette (Feces) and reference ELISA kit is showed in the following table:

QUALITY CONTROL

LIMITATIONS

Method EIA
Total Results

Results Positive Negative
H.P
Test

Cassette
Positive

Negative

163           0 163 
102 
265 

2 100 

100 Total Results 165 

PERFORMANCE CHARACTERISTICS

REFERENCE

Relative sensitivity: 98.8%
Relative specificity: 100%
Accuracy:98.9%

1. Marshall,B.J.et.al. Pyloric Campylobacter infection and gastroduodenal disease. Med. J. Australia.149:439-44,
1985.
2. Marshall,B.J.et.al. Prospective double-blind trial of duodenal ulcer relapse after eradication of Campylobacter
pylori. Lancet. Dec.1437-42,1988.
3. Megraud,F.et.al. Seroepidemiology of Campylobacter pylori infection in virious populations J.Clin.Microbiology.
27:1870-3,1989.
4. Soll,A.H. Pathogenesis of peptic ulcer and implications for therapy. New England J. Med.322:909-916,1990.

5. Parsonnet,J.et.al. Helicobacter pylori infection and the risk of gastric carcinoma. New England J.Med.
325:1127-31,1991.
6. Ansong,R. et.al. Evaluation of techniques for isolation, subcultivation and preservation of Helicobacter pylori.
J.Clin.Micro. 29:51-53,1991.
7. Pronovost,A.P.et.al. Evaluation of a new immunodiagnostic assay for Helicobacter pylori antibody detection:
Correlation with histopathological and microbiological results. J.Clin.Microbiol.32:46-50,1994.
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Website: www.orientgene.com
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ФЕДЕРАЛЬНАЯ СЛУЖБА ПО НАДЗОРУ В СФЕРЕ ЗДРАВООХРАНЕНИЯ
(ЮСЗДРАВНДДЗОР)

НА МЕДИЦИНСКОЕ ИЗДЕЛИЕ
от 07 мая 2019 года № РЗН 2019/8352

На медицинское изделие
Индикаторы химические для контроля процесса паровой и воздушной 
стерилизации по ТУ 20.59.52-001-35927791-2017

Настоящее регистрационное удостоверение выдано
Общество с ограниченной ответственностью ''Научно-Производственное 
Объединение "Маркер" (ООО "НПО "Маркер"), Россия,
117292, Москва, ул. Профсоюзная, д. 26/44

Производитель
Общество с ограниченной ответственностью "Научно-Производственное 
Объединение "Маркер" (ООО "НПО "Маркер"), Россия,
117292, Москва, ул. Профсоюзная, д. 26/44

Место производства медицинского изделия
ООО «НПО Маркер», Россия, 300013, г. Тула, Привокзальный р-н, 
ул. Болдина, д. 98а, лит. Е

Номер регистрационного досье № РД-25642/72833 от 30.01.2019

Класс потенциального риска применения медицинского изделия 1

Код Общероссийского классификатора продукции по видам экономической 
деятельности 32.50.50.000

Настоящее регистрационное удостоверение имеет приложение на 2 листах

приказом Росздравнадзора от 07 мая 2019 год ; 
допущено к обращению на территории Росси
Врио руководителя Федеральной службы 
по надзору в сфере здравоохранения
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ФЕДЕРАЛЬНАЯ СЛУЖБА ПО НАДЗОРУ В СФЕРЕ ЗДРАВООХРАНЕНИЯ
(РОСЗДРАВНДДЗОР)

К
ПРИЛОЖЕНИЕ

НА МЕДИЦИНСКОЕ ИЗДЕЛИЕ
от 07 мая 2019 года № РЗН 2019/8352

ЛИ!СТ

На медицинское изделие i
Индикаторы химические для контроля процесса паровой и воздушной i
стерилизации по ТУ 20.59.52-001-35927791-2017, в вариантах исполнения:
1. Индикаторы химические для контроля процесса паровой и воздушной стерилизащц*, 
в составе:
1.1. Интегрирзтощий индикатор «Маркер», 5 класс для контроля процесса паровой и |
воздушной стерилизации. '
1.2. Многопеременный индикатор «ХимТест», 4 класс для контроля параметров 
паровой стерилизации для режимов: 121 °С/20мин, 126 °С/10 мин, 134 °С/5мин^ : , ■
1.3. Многопеременный индикатор «ХимТест», 4 класс для контроля параметров , i
воздушной стерилизации для режимов: ! 60 °С /150 мин, 180 °С /60 мин, 200 /30 мир.
1.4. Имитирующий индикатор «Маркер-Прион», 6 класс для контроля параметров ; 
паровой стерилизации для режима: 134 °С /18 мин.
2. Индикаторы химические для контроля процесса паровой и воздушной стерилизаций
лекарственньк средств, в составе; !
2.1. Многопеременный индикатор «Маркер-Фарм», 4 класс для контроля цараметрор J 
паровой и воздушной стерилизации для режимов: 100 °С /30 мин, 110 ®С /20 мин, :
120 °С/15 мин, 180 °С /30 мин.
2.2. Многопеременный индикатор «ХимТест-Фарм-1», 4 класс для контроля
параметров паровой стерилизации для режимов: 100 °С /15 мин, 110 °G /10 мин, : ■
120 °С /8 мин. I
2.3. Многопеременный индикатор «ХимТест-Фарм-2», 4 класс для контроля 
параметров паровой стерилизации для режимов; 110 ®С /15 мин, 120 °С /12 мин. ; j
2.4. Многопеременный индикатор «ХимТест-Фарм-3», 4 класс для контроля ; i
параметров паровой стерилизации для режимов; 100 °С /30 мин, 110 °С /20 мин, • ■ 
120 °С /15 мин. ; I
2.5. Многопеременный индикатор «ХимТест-Ф^м-4», 4 класс для контроля ; |
параметров паровой стерилизации для режимов: 112 ‘’С /2 0 ^ ^ .  121 °С /15 мин. ; :
2.6. Многопеременный индикатор «ХимТест-Фарм-^»^'?^^^^^^й^онтроля ; i
параметров паровой стерилизации для режимов: l^^tC^^O /20 мин, ; | |
2.7. Многоперемеиный индикатор «ХимТест-Фар1^^ф>,/?^4д |̂г1др^я%’̂ ^  
параметров паровой стерилизаций для режима: ||0'fCy3O
2.8. Многопеременный индикатор «ХимТест-Ф^м«5:7»,‘ 4 шасе

Врио руководителя Федеральной службы 
по надзору в сфере здравоохранения Д.В. Пархоменко»
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ф едеральная  с л у ж ба  п о  н а д зо ру  в с ф ере  ЗДРАБООХРАНБНИЯ ; |
(РОСЗДРАВНАДЗОР)

П
ПРИЛОЖЕНИЕ

К РЕГИСТРАЦИОННОМУ УДОСТОВЕРЕНИЮ
НА МЕДИЦИНСКОЕ ИЗДЕЛИЕ

от 07 мая 2019 года № РЗН 2019/8352
Лист 2

параметров воздушной стерилизации для режима: 180 °С /30 мин.
2.9. Многопеременный индикатор «ХимТест-Фарм-8», 4 класс для контроля i
параметров воздушной стерилизации для режима: 180®С/45мин. '
3. Индикаторы химические для контроля процесса стерилизации (парового |
обеззараживания) медицинских отходов, в составе: i
3.1. Многопеременный индикатор «ХимТест-0-1», для контроля параметров паровог|з 
обеззараживания для режимов: 120 ®С /90 мин, 126 °С /60 мин, 132 “С /45 мин,
134 °С/27 мин. М
3.2. Многопеременный индикатор «ХимТест-О-2», для контроля параметров паророг^ 
обеззараживания для режимов: 120 “С /120 мин, 126 °С/90 мин, 132 °С/60 мин,
134 °С/35 мин.
3.3. Многопеременный индикатор «ХимТест-0-3», для контроля параметров парового 
обеззараживания для режимов: 132 °С /90 мин, 134 °С /60 мин.

Врио руководителя Федеральной службы 
по надзору в сфере здравоохранения .В. Пархоменк^
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CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization: 
 

SYNTESYS S.R.L. 
Head Office and Operative Unit 

Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Operative Units 

Via G. Galilei, 16/1 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Via San Benedetto, 48/A - Zona Industriale - I-35037 Selve di Teolo (PD) 
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

 

has implemented and maintains a/an  
 

Quality Management System 
 

 for the following scope: 
 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 

preservation of biological samples, also for surgical application, with or without transport medium. 
 

which fulfils the requirements of the following standard: 
 

ISO 9001:2015 
 

Issued on:      2022-06-05 
First issued on:    2013-06-05 
Expires on:  2025-06-04 

 

This attestation is directly linked to the IQNet Partner’s original 
certificate and shall not be used as a stand-alone document. 

 

Registration Number:  IT-83562
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6574/3 
___________________ 

CERTIFICATO N. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

SYNTESYS S.R.L. 
 

Sede e Unità Operativa 
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio 
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la 
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 

Unità Operative 
Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 

Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 

* Magazzino.  
 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI EN ISO 9001:2015 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

EA: 29 - 14 
 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio 
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la 
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 

 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 
preservation of biological samples, also for surgical application, with or without transport medium. 

 
Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 

Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 
 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 
DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 

FIRST ISSUE CURRENT ISSUE EXPIRING DATE 
 05/06/2013  05/06/2022 04/06/2025 

 
 
 

____________________________________________ 
Vincenzo Delacqua 

Rappresentante Direzione / Management Representative 
ICIM S.p.A. 

Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
www.icim.it 
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CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization: 
 

SYNTESYS S.R.L. 
Head Office and Operative Unit 

Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Operative Units 

Via G. Galilei, 16/1 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Via San Benedetto, 48/A - Zona Industriale - I-35037 Selve di Teolo (PD) 
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

 

has implemented and maintains a/an  
 

Quality Management System 
 

 for the following scope: 
 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 

preservation of biological samples, also for surgical application, with or without transport medium. 
 

which fulfils the requirements of the following standard: 
 

ISO 13485:2016 
 

Issued on:      2022-06-05 
First issued on:    2014-06-21 
Expires on:  2025-06-04 

 

This attestation is directly linked to the IQNet Partner’s original 
certificate and shall not be used as a stand-alone document. 

 

Registration Number:  IT-93779
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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

SYNTESYS S.R.L. 
 

Sede e Unità Operativa 
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio e articoli 
sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la conservazione di campioni 

biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 
Unità Operative 

Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 

Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) – Italia * 
* Magazzino.  

 
È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 

 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di 
laboratorio e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta 
e la conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto. 

 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 
preservation of biological samples, also for surgical application, with or without transport medium. 

 
Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 

Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 
 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 21/06/2014  05/06/2022 04/06/2025 
 

 
 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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DICHIARAZIONE DI CONFORMITA' UE 

Identificazione dei prodotti 

dispositivi non sterili rientranti nella classe A del regolamento 2017/746, conforme alla regola 5 

 

Si dichiara 
 

sotto la propria esclusiva responsabilità che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili dal 
regolamento 2017/746 Dispositivi Medico-Diagnostici In Vitro. 

 
La documentazione tecnica richiesta dal succitato regolamento e quella comprovante il rispetto dei Requisiti generali di 

sicurezza e prestazione di cui all'Allegato I del Regolamento, sono conservati a cura del Fabbricante 
 

Hereby we declare 
 

Under our sole responsability that the above mentioned devices meet the applicable provisions of the Regulation (EU) 
2017/746 on "In vitro diagnostic medical devices" 

 
The technical documentation, as required by Regulation (EU) 2017/746 and documents in order to prove conformity to 
general safety and performance requirements as listed in Annex I, are retained under the premises of the Manufacturer 

ROLL S.R.L. 
Quality Assurance 

EU DECLARATION OF CONFORMITY 
conforme all'Allegato IV del Regolamento (UE) 2017/746 "Dispositivi medico-diagnostici in vitro" 

according to Annex IV of the Regulation (EU) 2017/746 "In vitro diagnostic medical devices" 

fabbricante 

manufacturer articoli per laboratori analisi - disposable labware 

address 

indirizzo Via Leonardo da Vinci, 24/A, 

ROLL S.R.L. 

35028      PIOVE DI SACCO (PD) - ITALIA 
telefono 

phone 

 

+39-0499719511 +39-0499719543 
fax 

fax posta 
elettronica 
e-mail 

roll@tecnomeus.it 

 

Product identification 

PROVETTE PST 16X100 MM 10 ML CONICHE CON BORDO 

PS CONICAL TEST TUBES 16X100 MM 10 ML WITH RIM 

 
expiry date 

scadenza numero di lotto 

batch number 
18304 

part number 

numero di 
catalogo 

classificazione dei prodotti 

product identification non sterile devices included in the class A regulation (EU) 2017/746, according to rule 5 

W050301020102 

place and date 

 luogo e data 

firma  

signature 

30/07/2022 PIOVE DI SACCO, 

N° registrazione unico IT-MF-000021270 
SRN 

BASIC UDI-DI 

CND 

805938689TTUBEVZ 

CAMPIONAMENTO DI LIQUIDI BIOLOGICI 
SAMPLING OF BIOLOGIC LIQUIDS 

Destinazione d'uso 
 
Intended use 

Giovanni Chiarin 
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PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

DICHIARAZIONE DI CONFORMITA’ UE 

EU declaration of conformity 

 
Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:  

The undersigned, Rinaldo Ruggero legal representative of the company: 

 

produttore/manufacturer 

 

SYNTESYS S.r.l.  

indirizzo/address 

 

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY 

 

O rappresentante il mandatario autorizzato entro la Unione Europea  

or representing the authorized mandatary within the European Community  

 

Mandatario autorizzato/authorized mandatary 

 

 

indirizzo/address 

 

 

 

Dichiara sotto la propria responsabilità che il prodotto/declares under his own responsability that the product: 

 

Denominazione/Description 
Pr. 13x75 mm 5 ml in polistirolo s/bordo/ Polystyrene cylindrical 

test tube 13x75 mm 5 ml without rim 

Codice/Code 311375 

Classe di rischio/ Risk class Classe A/ Class A 

Numero di registrazione unico 

(SRN)/ Unique registration 

number (SRN) 

IT-MF-000027856 

UDI-DI di base/ Basic UDI-DI 805414149PROVETTEDA 
 
È conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i 

requisiti specificati. Il dispositivo è stato classificato appartenente alla Classe A secondo la Regola 5 dell’ Allegato VIII / 

It complies with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meets all the specified 

requirements. The device has been classified as belonging to Class A according to Rule 5 of Annex VIII. 

 

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformità è conservata presso gli 

uffici dell’azienda e sarà messa a disposizione delle autorità competenti secondo quanto prescritto dall’Art. 10 punto 7 del 

Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the 

company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7 

of the Regulations.  

  

Teolo (PD), 17.01.2024              

 

mailto:info@syntesys.it
http://www.syntesys.it/
mailto:posta@pec.syntesys.it
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   Cert. N.7111/3    Cert. N.6574/3  

SYNTESYS S.r.L. unipersonale 
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             PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

DICHIARAZIONE DI CONFORMITA’ UE 
EU Declaration of conformity 

 
Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:  

The undersigned, Rinaldo Ruggero legal representative of the company: 
 

produttore/manufacturer 

SYNTESYS S.r.l. 

indirizzo/address 

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY 

 
O rappresentante il mandatario autorizzato entro la Unione Europea  

or representing the authorized mandatary within the European Community  
 

Mandatario autorizzato/authorized mandatary 

 
 

indirizzo/address 

 

 
Dichiara sotto la propria responsabilità che il prodotto/declares under his own responsability that the product: 
 

Denominazione/Description 
Microprovette tipo Eppendorf in polipr. coniche graduate 1,5 ml 
c/tappo / Polypropylene conical microtube Eppendorf type 
graduated with cap vol. 1,5 ml 

Codice/Code 318766 
Classe di rischio / Risk class Classe A/ Class A 
Numero di registrazione unico (SRN) 

/ Unique registration number (SRN) 
IT-MF-000027856 

UDI-DI di base / Basic UDI-DI 805414149PROVETTEDA 
 
È conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i 

requisiti specificati. Il dispositivo è stato classificato appartenente alla Classe A secondo la Regola 5 dell’ Allegato VIII / 

It complies with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meets all the specified 

requirements. The device has been classified as belonging to Class A according to Rule 5 of Annex VIII. 

 

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformità è conservata presso gli 

uffici dell’azienda e sarà messa a disposizione delle autorità competenti secondo quanto prescritto dall’Art. 10 punto 7 del 

Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the 

company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7 

of the Regulations. 

  

Teolo (PD), 30/08/2022 

                                                                                                                                                      

mailto:info@syntesys.it
http://www.syntesys.it/
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