iChemVELOCITY Strips
800-7204

INTENDED USE

The iChemVELOCITY Strips are manufactured for use only with the iChemVELOCITY and DxU Urine Chemistry
Systems and are intended for use exclusively by healthcare professionals. These qualitative or semi-quantitative
measurements can be used along with other diagnostic tools in the evaluation of renal, urinary, and metabolic
disorders.

PRINCIPLE

Bilirubin: This test is based on the coupling of bilirubin with diazonium salt in an acidic medium. A pinkish tan
color proportional to bilirubin concentration is generated.

Urobilinogen: This test is based on the coupling reaction of urobilinogen with a stable diazonium salt in buffer. A
pink to red color proportional to the urobilinogen concentration is generated.

Ketone: This test is based on Legal’'s method'2 in which the test pad contains sodium nitroprusside and glycine in
an alkaline medium. A violet color proportional to methylketone is generated.

Ascorbic Acid: This test is based on Tillman’s reaction® in which the presence of ascorbic acid leads to the
decolorization of the test pad from gray-blue to orange.

Glucose: This two-step enzymatic reaction uses glucose oxidase, peroxidase* and a chromogen. Glucose oxidase
catalyzes the formation of gluconic acid and hydrogen peroxide via the oxidation of glucose. Peroxidase then
catalyzes the reaction of hydrogen peroxide with a chromogen via the oxidation of chromogen to colors ranging
between green to gray-blue.® Other sugar compounds are not detected.

Protein: This test is based on the “protein error” of pH indicators® on the green color developed from the presence
of protein. This dye-binding test is particularly strong with albumin.?

Blood: This pseudo-enzymatic test contains organic peroxide and a chromogen. The peroxidase effect of
hemoglobin and myoglobin causes a color change to green.?

pH: This test contains a mixed indicator which assures a marked change in color between pH 5 and pH 9. Colors
range from orange through yellow and green to cyan.

Nitrite: This test is based on modified Griess reaction in which nitrite in the urine reacts with amide to form a
diazonium compound.® The subsequent coupling reaction yields a pink color in the presence of nitrite. Some Gram
positive and non nitrite-forming bacteria are not detected in this test.

Leukocytes: This enzymatic test pad contains an indoxyl ester and a diazonium salt. Granulocyte esterases react
with indoxyl ester and diazonium salt to generate a violet color.

Specific Gravity: Specific gravity is physically determined by refractometry in the Urine Chemistry System and is
not analyzed by strip chemistry.

Color: Color is measured directly from scattered light in the sample using proprietary algorithms embedded in the
Urine Chemistry System.

WARNING AND PRECAUTIONS
» Each test strip is for single use only. Do not test urine samples with a developed (used) test strip.

+ TheiChemVELOCITY Strips have been determined to be nonhazardous under the guidelines issued by OSHA
29 CFR 1910. 1200(d).

* Appropriate precautions in the collection, handling, storage and disposal of specimens and used test strips
should be exercised accordingly.

» Consult local or state authorities with regard to recommended method of disposal.
* Do not touch test strip pads.
» Discard any discolored strips as they may have deteriorated.

GHS HAZARD CLASSIFICATION

Not classified as hazardous

Safety Data Sheet is available at beckmancoulter.com/techdocs
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REACTIVE INGREDIENTS*
Bilirubin:
2,4 dichlorobenzene diazonium salt 2.9%

Urobilinogen:
Fluorodiazonium tetrafluoroborate 0.6%

Ketone:

Sodium nitroprusside 2.0%
Glycine 70.5%

Ascorbic Acid:
2,6 dichloro-phenolindophenol 0.7%

Glucose:
Glucose oxidase 1.8%

Peroxidase 0.9%
Tetramethylbenzidine dihydrochloride 3.5%

Protein:
Tetra-bromophenol blue 0.2%

Blood:

Cumene hydroperoxide 14.5%
Tetramethylbenzidine dihydrochloride 2.9%

pH:
Bromthymol blue 18.8%

Cresol red 1.2%
Methyl red 1.3%

Nitrite:

Sulfanilamide 3.7%

N-(naphthyl)-ethylenediammonium dihydrochloride 0.3%
Leukocytes:

Indoxylcarbonic acid ester 0.4%
Diazonium salt 0.2%

*Concentrations obtained above are based on reagent composition (w/w) at time of manufacture and may vary
within manufacturing tolerances.

STORAGE AND STABILITY
» Store at 2° C to 30° C (36° F to 86° F) under dry conditions.
* iChemVELOCITY Strips are stable for 12 months from the date of manufacture.

* Open expiration: Unused strips that remain in the original capped container are stable until the expiration date
printed on the label.

* Do not freeze.

* Protect the strips against light and moisture.

* Recap the container tightly after removal of the strips.

* Do not use test strips after the expiration date.
MATERIALS PROVIDED

* 1 x100 iChemVELOCITY Urine Chemistry Strips
MATERIALS REQUIRED, BUT NOT PROVIDED

* |IRISpec CA/CB/CC Controls
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* iChemVELOCITY or DxU Urine Chemistry Analyzer
* Personal Protective Equipment

SPECIMEN COLLECTION AND PREPARATION

Collect fresh urine in a clean, dry and clearly labeled container. Run the test as soon as possible after the collection.
If the specimen cannot be tested within one hour after collection, refrigerate the specimen immediately and allow
it to return to room temperature prior to testing. A fresh first-morning urine specimen is the most concentrated and
is best for the detection of protein, nitrite and bilirubin. It is important to test using a fresh urine specimen for the
determination of bilirubin and urobilinogen as these analytes are highly unstable at room temperature and under
light exposure. Unpreserved urine specimens at room temperature may undergo pH change and in turn interfere
with protein determination.

PROCEDURE

Follow the directions in the system's Instructions for Use. The system will automatically read each analyte and the
results are displayed or printed as soon as they are available.

QUALITY CONTROL

Clinical performance of the iChemVELOCITY Strips should be confirmed regularly using IRISpec Urine Chemistry
Controls CA/CB/CC. Each individual laboratory should establish its own guidelines for acceptable clinical
performance. Follow Local, State and Federal guidelines concerning quality controls.

REPORTABLE RESULTS

Analyte Report Values

Bilirubin NEG., 0.5, 1.0, 2.0, 3.0, 4.0, 6.0, 28.0 mg/dL
NEG., 8.5, 17, 34, 50, 70, 100, 2140 umol/L
NEG., +, ++, +++

Urobilinogen NORM., 2.0, 3.0, 4.0, 6.0, 28.0 mg/dL

NORM., 34, 50, 70, 100, 2140 umol/L
NORM., +, ++, +++

Ketones NEG., 5, 10, 20, 40, 60, 80, 100, 150, >150 mg/dL

NEG.,0.5,1,2,4,6,8,10, 15, >15 mmol/L
NEG., Trace, +, ++, +++ ++++

NEG., 20, 40 mg/dL

NEG., +, ++

NEG., 50, 100, 200, 500, 21000 mg/dL
NEG., 2.8, 5.6, 11, 28, 256 mmol/L
NEG., Trace, +, ++, +++ ++++

Protein NEG., 10, 50, 100, 300, 2600 mg/dL
NEG., 0.1, 0.5, 1, 3, 26 g/L

NEG., Trace, +, ++, +++, ++++

Blood NEG., 0.03, 0.1, 0.5, 21.0 mg/dL
NEG., 0.3, 1, 5, 210 mg/L

NEG., Trace, +, ++, +++

Ascorbic Acid

Glucose

pH 5,55 6,65,7,7.5,8,85,9
Nitrite NEG., 0.1, 0.2 mg/dL
NEG., +, ++
Leukocytes NEG., 25, 75, 250, 500 WBC/uL
NEG., Trace, +, ++, +++
I SG [1.000 — 1.060

*Read by refractometer. Values provided for user convenience.
LIMITATION OF THE PROCEDURE
Note: Diagnostic or therapeutic decisions should not be based on any single result or method.
Bilirubin:
+ Expected Values: Expected Values: In normal urine, no detectable level of bilirubin should be obtained.
Positive results require further investigation.
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Sensitivity: 0.5 mg/dL bilirubin

Performance Characteristics: The test is specifically developed for bilirubin. Biliverdin does not react with
this test pad.

Limitations: Some urine specimens may contain impurities such as food dyes and therapeutic pigments
to produce a yellowish or reddish discoloration of the test pad that may lead to the interference. Elevated
concentrations of ascorbic acid and nitrite may inhibit the reaction. Bilirubin is light sensitive and prolonged
exposure of urine specimens to light may result in diminished or false negative values. Elevated urobilinogen
concentrations may slightly enhance the response of this test pad.

Urobilinogen:

Expected Values: In normal urine, urobilinogen is usually present at concentration up to 1 mg/dL. A result
of 2 mg/dL represents the transition from normal to abnormal state and the specimen should be investigated
further for possible liver disease and hemotylic disorders.

Sensitivity: 2 mg/dL urobilinogen
Performance Characteristics: The diazonium-based test is more specific for urobilinogen than Ehrlich’s

reagent-based test. Test strips cannot determine the absence of urobilinogen, which may be significant in
biliary obstruction™.

Limitations: This test is inhibited by elevated concentrations of formaldehyde. Food dyes and medications
that have an intrinsic red color in acidic medium such as red beets, azo dyes, phenazopyridine and
p-aminobenzoic acid may produce false positive results. Prolonged exposure to light may lead to diminished
or false negative values.

Ketone:

Expected Values: Detectable amounts of ketone do not appear in the urine of normal specimen. Positive
ketone values may result from the following conditions: starvation, dietary imbalance, diabetes mellitus,
eclampsia, insulin dosage monitoring, vomiting and other metabolic disorders.

Sensitivity: 5 mg/dL ketone

Performance Characteristics: The test does not measure 3-hydroxybutyric acid and is only slightly sensitive
to acetone.

Limitations: Elevated concentrations of phenylpyruvic acid may interfere with the test pad and produce a
variety of colors. Phthaleins and anthraquinone derivatives exhibit a red color in alkaline medium and this may
mask the response. Large amounts of levodopa and medications containing sulfhydryl groups may produce
atypical color reactions.™

Ascorbic Acid:

Expected Values: Ascorbic acid is found in various food supplies and dietary supplements. Concentrations
of ascorbic acid greater than 20 mg/dL can be expected to cause strong interference with glucose, blood and
nitrite.

Sensitivity: 20 mg/dL ascorbic acid
Performance Characteristics: The oxidized form, dehydroascorbic acid, does not react with this test pad.
Limitations: No interferences are reported.

Glucose:

Expected Values: A small amount of glucose (up to 20 mg/dL) may be present in the normal urine. The
detectable sensitivity of this test has been adjusted to exclude the minute amounts of glucose. Therefore, any
positive response should be further evaluated.

Sensitivity: 20 mg/dL glucose

Performance Characteristics: The test pad does not react with other reducing sugars such as fructose and
galactose.

Limitations: Ascorbic acid concentrations of up to 30 mg/dL did not interfere with glucose assay test results
(no false negative results). Acetoacetic Acid concentrations of up to 150 mg/dL did not interfere with glucose
assay test results (no false negative results). High specific gravity, acidic pH values and gentisic acid may
inhibit color formation. Cleaning agents such as hypochlorite and peroxide may lead to false positive results.
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Protein:

Expected Values: Normal urine contains very little protein: usually less than 10 mg/dL is excreted. Positive
protein results are considered pathological and should be investigated.

Sensitivity: 10 mg/dL protein
Performance Characteristics: The test pad detects primarily albumin. A negative result does not exclude
the presence of other protein molecules such as Bence Jones proteins, globulin and mucoproteins.

Limitations: Food dyes such as red beets and therapeutic pigments such as methylene blue and pyridium
may mask the coloration of the test pad. Interference may occur with high specific gravity. Interference
may also occur with disinfectants, wetting agents and blood substitutes (quartenary ammonium compounds,
polyvinylpyrolidone, chlorohexidine). There is no interference from pH.

Blood:

Expected Values: Normal urine contains no detectable hemoglobin or intact red blood cell. Any positive
results should be further evaluated.

Sensitivity: 0.015 mg/dL blood

Limitations: Reducing agents such as ascorbic acid, uric acid, glutathione and gentisic acid may cause
false negative results. Preservatives (formalin) and cleaning agents such as hypochlorite may result in false
positives. High concentrations of nitrite and specific gravity can delay the reaction. There is no interference
from pH for this test.

Expected Values: The normal pH of urine can vary between pH 5.0 and pH 9.0.
Performance Characteristics: pH values are determined to within 0.5 unit over the range from 5.0 to 9.0.
Limitations: No interferences are known for pH test pad.

Nitrite:

Expected Values: Normal urine contains no detectable nitrite. However, a negative result does not rule out
a urinary tract infection.

Sensitivity: 0.06 mg/dL nitrite

Performance Characteristics: This test is specific for nitrite. Results may depend on the ability of bacteria
to reduce nitrate to nitrite, the number of bacteria and the retention time of the urine in the bladder.

Limitations: Food dyes and therapeutic pigments such as red beets and pyridium may cause false positive
responses. A negative response in the presence of bacteriuria may be caused by the following: non-nitrite
producing microorganisms, low nitrate diet, antibiotic therapy, strong diuresis, high levels of ascorbic acid or
insufficient urinary retention time in the bladder. There is no interference from pH or specific gravity for this
test.

Leukocytes:

Expected Values: Normal urine specimen should not produce a positive result.
Sensitivity: 25 WBC/uL

Performance Characteristics: Leukocyte test detects the presence of esterase in the granulocytic white
blood cells. The test result is most frequently accompanied by the presence of bacteria that may or may not
produce a nitrite positive reaction.

Limitations: False positive results may occur in the presence of preservatives such as formaldehyde and
formalin. High concentrations of protein, glucose, cephalexin and gentamicin may diminish the color response.
Test results may be positive in the absence of observable cells if the granulocytes have lysed. The test can
be negative in the presence of visible leukocytes if they have not lysed and/or are not granulocytes. There is
no interference from pH or specific gravity for this test.

ANALYTICAL SENSITIVITY

Analyte Analytical Sensitivity
Bilirubin 0.5 mg/dL
Urobilinogen 2 mg/dL
Ketones 5 mg/dL
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Analyte Analytical Sensitivity
Ascorbic Acid 20 mg/dL
Glucose 20 mg/dL
Protein 10 mg/dL
Blood 0.015 mg/dL
PH NA
Nitrite 0.06 mg/dL
Leukocytes 25 WBC/uL

TECHNICAL SUPPORT

For additional information, or if damaged product is received, call Beckman Coulter Customer Service at
800-854-3633 (USA or Canada) or contact your local Beckman Coulter Representative.

A Glossary of Symbols (PN C27648) is available at beckmancoulter.com/techdocs.
TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other countries.

May be covered by one or more pat. -see www.beckmancoulter.com/patents.
REVISION HISTORY

Revision AA, 11/2018

Initial Release

Revision AB, 04/2019

Correct storage temperature error

Revision AC, 09/2020

Correct product name. Replace "Same as Manual." with "No interferences are known for pH test pad." in
pH Limitations. Add glucose to substances that may diminish color response and remove glucose from non
interfering substances in Leukocyte Limitations. Change SDS and Symbol Glossary web site address to
beckmancoulter.com/techdocs.

Revision AD, 08/2021
Updated Proprietary Name
Updated copyright year
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iChemVELOCITY Strips (Tect-nonocku iChemVELOCITY)
800-7204

HA3HAYEHUE

iChemVELOCITY Strips (Tect-nonocku iChemVELOCITY) npousBogatca ANA UCMNOMb30BaHUS TOMbKO C
iChemVELOCITY Urine Chemistry System (Cuctema gnsi 6uoxmmudeckoro aHanmsa moum iChemVELOCITY)
n cuctemon anga Guoxmmmyeckoro aHanmsa mMoun DxU v npegHasHayeHbl 4nsi MCNOMb30BaHNUS UCKIKOYMUTENBHO
cneuManuctaMmm 30paBoOOXpPaHEHUS. OTN Ka4yeCTBEHHble WU MONYKONMMYECTBEHHbIE WU3MEPEHUS MOryT
ncnonb3oBaTbCA BMECTe C APYrMMU ANArHOCTUHECKMMWN CPEACTBaAMU NPU OLleHKe HapyLLUEHWI CO CTOPOHbI MOYeEK
N MOYEBBLIBOOALLNX MYTEN N HApYLUEHUN 0OMeHa BELLECTB.

NMPUHLUUN PABOTDI

Bunupy6uH: 3TOT TeCT OCHOBaH Ha CBsi3biBaHUM BGUNMpyGuHa ¢ conblo Anas3oHus B kucnom cpege. O6pasyetcs
PO30BaTO-KOPUYHEBLIN LIBET NPONOPLIMOHANbHO KOHLEHTpauuM GunupyouHa.

YpoOunnHoreH: aToT TECT OCHOBaH Ha peakummn CBA3bIBaHUSA YpOOUMMHOreHa co CTabunbHOM COMblo ANa3oHUA B
Oydepe. ObpasyeTcs po3oBas Unn KpacHas okpacka, NponopLMoHarnbHO KOHLEHTpaumm ypobunumHoreHa.

KeTOHbI: 3TOT TecT ocHoBaH Ha npobe Jlerans'2 B KOTOPOM TECTOBAs 30HA COAEPXKUT HATPUS HATpoNpyccua, u
TMULUMH B LLenoYHon cpede. O6pasyeTtcs (hroneToBasi okpacka NponopLMOHanbHO METUMKETOHY.

AcKkopOuHOBas KMcrnoTa: 3TOT TECT OCHOBaH Ha peakuun TunnmaHa®, B KOTOPOW NPUCYTCTBME acKOpOUHOBOM
KNCIOTbI NPUBOAMUT K UBMEHEHUIO LiBETA TECTOBOW 30HbI OT CEPO-CUHETD K OpaH>XeBOMY.

mroko3a: B 3TON ABYXaTanHom (bepMeHTHOM peakuumn UCNonb3yeTcs MMKOOKCuaasa, nepokcmaasa* 1 XpoOMOreH.
[Miokookcmaasa katanuampyetr obpasoBaHMe [MOKOHOBOW KUCMOTbl U MEepeKkMcn Boaopoda Yepes OKUCHEHue
rMoKO3bl. 3aTem nepokcuaasa KaranuanpyeT peakumio Nnepekucu Bogopoaa C XPOMOreHOM Yepes3 OKUCIeHue
XpOMoOreHa A0 OKpacku OT 3ereHoro Ao cepo-ronyboro.® [pyrue coeguHeHns caxapoB He 0BHapyXuBaroTcs.

Benok:® 3TOT TeCcT OCHOBaH Ha «6enkoBon owmnbke» nHankatopos pH, No 3eneHomy UBeTy, obpasyoLlemMycs B
npucyTcTBMM Bernka. ITOT TECT CBA3bIBAHUSA C KpacuTenem 0COBEeHHO YyBCTBUTESNEH K anbbymMuHy.’

KpoBb: aTOT nceBaoepMeHTHbIN TECT COOAEPXKUT OPraHNYecKyHo Nepeknchb 1 xpomoreH. MNMepokcnaasHasn peakums
remorrnobrHa n MMornobuHa NPUBOAUT K UBMEHEHMIO LIBETA HaA 3EMEHbIN.

pH: aTOT TECT cCoaepXXUT CMELLaHHbI MHANKATOP, KOTOPbIA 06ecneyYnBaeT BbipakeHHOE N3MeHeHne uBeTa ot pH
5 po pH 9. [InanasoH LBETOB: OT OPaHXXEBOI0O Yepes XEeNTbIA 1 3eNeHbIN K ronyoomy.

HUTpUTbI: 3TOT TecT ocHoBaH Ha MOAUMUUMPOBAHHOW peakuun as3oCcoyeTaHusi, B KOTOPOW HUTPUT B MoOYe
pearvpyetr ¢ amumaoMm, obpasysi coeguHeHve auasonus.® ocnegyrowlas peakums coveTaHusi AaeT po30Bbin
LUBET B NPUCYTCTBUM HUTpUTA. HekoTopble rpamMnonoXxuTenbHble U He obpasylolmne HUTPUTLI BakTepun He
o0OHapyXmnBaloTCs B 3TOM TecCTe.

NenkouunTbl: 3Ta epMeHTHas TeCTOBas 30Ha COAEPXKMUT CITIOXKHbIN 3P NHOOKCUIA 1 COMb AMa30HUA. dcTepasbl
rPaHynouMTOB pearnpyoT CO CIIOXHbIM 3(OMPOM MHOOKCUNA U COMbio Ana3oHns ¢ obpaszoBaHmeM roneToBoro
uBeTa.

YoenbHasa macca: yaenbHad macca usndeckn onpegensietcs pedpakTtoMeTpuen B CUCTEME XUMUYECKOTO
aHanusa Mouv 1 He aHanu3npyeTcs TeCT-MOSIOCKaMu.

LiBeT: wuBeTt n3MepdaeTcAa HanpamMmyro no pacCceAHHOMY CBETY B npo6e C ucnosmnb3oBaHMEM MponpueTapHbIX
anropnTtMoB, BCTPOEHHbIX B CUCTEMY XUMNYECKOIo aHann3a Mo4u.

NPEAYNPEXAEHUA N MEPbI MPEQOCTOPOXHOCTU

+ Kaxpgasa TecT-nonocka npeaHasHayveHa ToNbKO ANs 0QHOPa30BOro NCMonb30BaHWs. He BbinonHANTe aHanm3
nNpo6 Moun C yxKe NPOoSBNEHHON (MCMONb30BAHHOWN) TECT-MOMOCKOMN.

* iChemVELOCITY Strips (Tect-nonocku) npuaHaHbl 6e3onacHbIMM COracHoO HopMaTuBaMm, BbIMYLLEHHbIM
YnpaeneHnvem CLUA no oxpaHe Tpyaa u npombiwneHHon rurneHe (OSHA) 29 CFR 1910. 1200(d).

* [lpu cbope, 06paboTke, XpaHEHUM N yTUNM3auun 06pasuLoB M OTpaboTaHHbIX TECT-MOMOCOK Heobxoanmo
cobnogatb Mepbl NPEAOCTOPOXKHOCTMY.

* PekomeHOOBaHHbIN METOA YTUNN3ALMM MOXKHO Y3HATb Y MECTHbIX OPraHoOB BacTMu.
» He kacanTtecb TecTOBOW 30HbI TECT-MNOMOCOK.
s YTunuaunpynte obecLBeYeHHble TECT-NOMOCKM, TakK Kak OHN MOTyT ObITb UCMOPYEHDI.
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KNACCUDUKALIUA ONMACHOCTEN NO CUCTEME CI'C
He knaccuguumpyetca kak onacHoe BeLlecTBo

MacnopT 6e3onacHOCTM AOCTyNeH Ha canTe beckmancoulter.com/techdocs

WHIPEOUEHTbI, OBNTAOAIOLWME PEAKLUMOHHON CMMOCOBHOCTbIO*

BunupyouH:
2,4 guxnop6eHson gnasoHnesas conb 2,9%

YpobununHoreH:
dTopamasoHusa Tetpadptopbopat 0,6%

KeToHbI:

Hatpus Hutponpyccug 2,0%
Mmuuun 70,5%

AckopbuHoBas kucnora:
2,6 guxnopo-teHonuHgodeHon 0,7%

Foko3a:

miokookcuaasa 1,8%

Mepokcunaasa 0,9%
TetpameTun6eHsvavH auruapoxnopug 3,5%

Benok:
TeTpabpomdeHon cuHumn 0,2%

KpoBb:

Kymona rugponepokcug 14,5%
TeTpameTundeHsnagmH gurngpoxnopua 2,9%

pH:

BpomTumon cuHui 18,8%

Kpesonosbin kpacHbin 1,2%
MeTtnnosbin kKpacHbin 1,3%

Hutputbl:

Cynbganunamng 3,7%
N-(HadTun)-atnnenguammorna gurngpoxnopung 0,3%

JlenkouuTbl:

NHookeun kapboHOBOWM KMCNOTbI CRNOXHbIM acpmp 0,4%
Conb anasonusa 0,2%

*I'IonyquHble BbllL€e KOHUEHTpauun OoCHOBaHbl Ha COCTaBe peareHToB (M/M) Ha MOMEHT npou3BoacTtea U MOTyT
BapbMpOBaTbCA B npeaenax aonyckos npu npon3BoacTBe.

XPAHEHUE U CTABUJIbHOCTb

Xpanute npu Temnepatype ot 2°C go 30°C (ot 36°F go 86°F) B cyxocTw.
iChemVELOCITY Strips (TecT-nonocku) ctabunbHbl B Te4eHne 12 mecsueB ¢ gaTbl NPOM3BOACTEA.

CpOK rOAHOCTHM NocCHe BCKPbITUA YNAKOBKU. HENCMOJ1Ib30OBAaHHbIE TECT-MOJI0CKN, OCTaBLUMECA B OpVIFVIHaﬂbHOVI
€MKOCTWU B 3aKyrnopeHHOM COCTOAHUU, COXpaHAT CTabunbHOCTb OO WCTEYEHUS CpOKa TrogHOCTH,
Hane4yaTtaHHOro Ha 3TUKETKEe.

He 3amopaxusartb.

XpaHuTe TeCT-MonockM B 3alUMLLEHHbIX OT CBETA M Bnaru MecTax.
MNoTHO 3aKpbiBalTe KOHTENHEP NOCNE U3BMNEYEHUST TECT-MONOCOK.

He npumeHsiiTe TeCTOBbIE MOMOCKM NOCHE UCTEYEHUS CpoKa roaHOCTH.
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NMPEOOCTABIJIAEMbIE MATEPUAIDbI
* 1 x100, iChemVELOCITY Urine Chemistry Strips (Tect-nonockm)

HEOBXOOUMBLIE, HO HE NPEOOCTABIAEMbIE MATEPUATbI
* IRISpec CA/CB/CC Controls (KoHTponn CA/CB/CC)

* iChemVELOCITY Urine Chemistry Analyzer (Buoxvmnyecknin aHanusatop moun iChemVELOCITY) wnnu
Omoxmmunyecknin aHanmaatop moun DxU

*  WHpuBmayanbHble cpeacTsa 3awmThl

CBOP N NOAIrOTOBKA OBPA3LIOB

CobupanTe CBEXYHD MOYY B YMUCTbIN, CYXOM U 4YETKO MapKUPOBaHHLIM KOHTeWHep. [lpoBoguTe TecT no
BO3MOXHOCTWN ObicTpee nocne cbopa moun. Ecnm obpasel Henb3s npoaHanvM3MpoBaTb B TEYEHWE OOHOro
Yyaca nocne cbopa, cpasy xe oxnaguTe obpasey u gavite emy HarpeTbCa A0 KOMHATHOW Temnepartypbl nepes
aHanunaoM. Caexuin obpasel NepBon yTPEHHEN MOYM ABMSIETCA Hanbonee KOHLEHTPUPOBAHHBLIM M HAUMYYLLMM
ans onpepeneHus 6enka, HUTPUTOB N OMNNpPyGrHa. BaxkHO BLINONHATL TECT C UCMOSb30BaHMEM CBEXEro obpasua
MouM Anst onpeaeneHnsa 6unnpybuHa n ypobunmHoreHa, Tak Kak 3TM aHanuTbl B BbICOKOW CTENEHN HECTabuIbHbI
npv KOMHaTHOW TemnepaTtype 1 Npy BO3AeNCTBUKN cBeTa. HekoHcepBMpoBaHHbIe 06pasLbl MOYM MPU KOMHATHOM
Temneparype MoryT MeHsTb CBoe 3HadeHue pH, 4yTo ByaeT BNMATbL Ha onpegeneHvne benka.

NPOLIEAYPA

Cne,qulTe YKa3aHnaAM UHCTPYKUUWN MO NPUMEHEHUID CUCTEMBbI. Cuctema aBTOMaTUYECKN CHUTBIBAET KaXabln
aHanut, n pesynbrarthbl 0To6pa>|<a+0Tc;| nnn pacnevyaTtbiBarOTCA, KakK TOJNIbKO CTaHOBATCA OOCTYIMHbI.

KOHTPOJIb KAHYECTBA

KnnHuueckne xapaktepuctukn iChemVELOCITY Strips (TecT-nonockn) cnegyeT nepuoguyeckun nogreepxgatb
C UCnonb3oBaHMEM KOHTpOSbHbIX obpasuoB ans IRISpec Urine Chemistry Controls CA/CB/CC (KoHTponu
CA/CB/CC). Kaxgas nabopatopus gOfmbkHa onpeaenvTb CBoM COOGCTBEHHbIE pekoMeHZauun no npuemMnemMbiM
KNHMYecknMm xapaktepuctukam. CobntoganTe deaepanbHoe 3aKOHOA4ATENbCTBO, 3aKOHOA4ATENbCTBO LUTATOB U
NMOCTaHOBMNEHUSIMN MECTHbIX OPraHOB BIlAaCTU B OTHOLLEHUW KOHTPOSS KayecTBa.

COOBLUAEMBIE PE3YJIbTATDI

AHanut CoobLlaemMble 3Ha4YeHUs
Bunnpy6buH OoTPWLU., 0,5, 1,0, 2,0, 3,0, 4,0, 6,0, 28,0 mr/an
OTPWLU., 8,5, 17, 34, 50, 70, 100, 2140 MKMOnNb/1
OTPUU., +, ++, +++
YpobunumHoreH HOPM., 2,0, 3,0, 4,0, 6,0, 28,0 mr/an

HOPM., 34, 50, 70, 100, 2140 mkmonb/n
HOPM., +, ++ +++

KeToHbl OTPWL., 5, 10, 20, 40, 60, 80, 100, 150, >150 mr/an

OTPUU., 0,5,1, 2,4, 6, 8,10, 15, >15 mmonb/n
OTPULU., Cnegpl, +, ++, +++, ++++

OTPWLL., 20, 40 mr/an

OTPULL, +, ++

AckopbuHoBas kucnota

mtoko3a OTPWU., 50, 100, 200, 500, =1 000 mr/gn
OTPWUL., 2,8, 5,6, 11, 28, 256 mmonb/n
OTPULL., Cnefpl, +, ++, +++, ++++
Benok OTPWLU., 10, 50, 100, 300, =600 mr/gn
OoTPWMU., 0,1, 0,5, 1, 3, 26 /n
OTPWUL., Cnegbl, +, ++, +++, ++++
KpoBb OTPMU., 0,03, 0,1, 0,5, 21,0 mr/an
OTPUU., 0,3, 1, 5, 210 mr/n
OTPUL., Cnegbl, +, ++, +++
pH 5,55,6,65,7,7,5,8,8,5,9
Hutputsl OTPWMU., 0,1, 0,2 mr/gn
OTPUU., +, ++
JlenkounTbl OTPWLUL., 25, 75, 250, 500 WBC/mkn

OTPUU., Crnegpl, +, ++, +++
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YM [1,000 — 1,060

*CunTbiBaeTcs pepakToMeTpoM. 3HauyeHusl NPpUMBOAATCS ANs yao6CcTBa nonb3oBaTtens.

OrPAHMYEHUA METOOA

MpumeyvaHune: duasHocmuYeckue unu meparnesmudeckue peueHusi He OormKkHbl 6biMmb OCHO8aHbI Ha €OUHUYHOM
pesyrnbmame unu o0HoM memode.

UKTepnYHOCTDL:

Oxunpaemblie 3HAa4YEHUA: B HOPMasibHOW MOYe He JOMmKeH OBHapyxuBaTbcst GuUnMpyouH. MNonoxuTenobHble
pe3ynbraTbl TPEOYIOT AanbHenwero obcneaoBaHms.

YyecTBUTENbHOCTL: 0,5 mMr/gn 6unmupybuHa

®yHKUMOHanNbHbIE XapaKTePUCTUKKU: ITOT TECT crneumansHo paspabotaH ans 6unnpybuHa. bunveepauvH
He pearumpyeT ¢ 3TOW TECTOBOW 30HOWN.

OrpaHuyeHus: HekoTopble 06pasLbl MOYM MOTYyT copepXkaTb NPUMECH, Takue Kak MULLEeBbIe Kpacutenu u
TepaneBTUYEeCKNe NMUIMEHTbI, KOTOPbIE AAt0T XKENTOBaTY MMM KPaCHOBATYH OKPAacKy TECTOBOW 30Hbl, YTO
MOXET NPMBOAUTbL K UHTEpdepeHUnn. [MoBbILEHHbIE KOHLEHTPALUN aCKOPOGUHOBOWN KUCINOTbHI M HUTPUTOB
MOryT NOAaBNATb peakumo. bunmpy6buH YyBCTBUTENEH K CBETY, Y NPOAOIMKUTENBHOE BO3AENCTBUE CBETA Ha
o6pasLbl MOYM MOXET NMPUBOAUTL K CHUMXKEHHBIM UK NOXXHOOTpUUATENbHBLIM pe3ynsTataM. [1oBblleHHble
KOHLIEHTpaLMN ypoOUIMHOreHa MoryT HEMHOTO YBENUYUTL OTKINK 3TON TECTOBOMN 30HbI.

YpobunuHoreH:

Oxunpaemble 3Ha4eHUA: B 06bIYHON MOYMN YPOOUMHOreH 0ObIMHO NMPUCYTCTBYET B KOHLIEHTpaumn oo 1 mr/gn.
Pesynbrat 2 mMr/gn npencrasnsieT Nnepexod U3 HopMaribHOro B aHoMarlbHOe COCTOsiHME, u obpasel, crieqyet
nccnenoBaTb AOMONHUTENBHO HA BO3MOXHOE 3aboneBaHne NevYeHn n reMonmMTUYeCcKme HapyLLEeHus.

YyBCTBUTENBLHOCTb: 2 Mr/gn ypoobunmHoreH

qJYHKLI,VIOHa.ﬂbeIe XapakKTepucTtuknu: TeCT Ha OCHOBE [AOMa3O0HUA ABIAETCA bornee CI'IGLI,VI(*)VI‘-IHbIM Ha
ypo6|/u'||/|H0reH, 4YeM TeCT Ha OCHOBE peaKTuBa 3pJ'II/IX8. TecT-nonockn He MOTyT onpenennTtb OTCyTCTBUE
ypo6mnMHoreHa, YTO MOXET ObITb 3HAYNMbIM npu O6CprKLI,I/1I/I XenyeBbiBOOALNX nyTeWO.

OrpaHuyeHus: 3TOT TeCT MNOAAaBMAETCA MOBbIWEHHbIMU KOHLEHTpauuaMu dopManbaernaa. uuiesble
KpacuTenu u nekapcTBEHHble CPEeACTBa, KOTOPbIM MPUCYyLa KpacHasi oKpacka B KWCMOW cpede, Takue
Kak CToroBasi CBekna, as3oKkpacuTenu, deHasonupuauH U p-aMUMHOGEH30MHas KucroTa, MOryT AaBaTb
NOXHOMOMNOXMUTENbHbIE  Pe3ynbTaThl. MpooomkutTensHoe BO3AENCTBME CBETa MOXET MpUBEeCTU K
MOHWXXEHHbIM UMK NOXHOOTPULATENbHBIM 3HAYEHUAM.

KeTOHbI:

Oxuaaemble 3Ha4YeHUA: B HOpMarsbHbIX 0Opasuax MovM KETOH He obHapyxuaetcs. [lonoxuTenbHble
3HAYeHNs1 KETOHOB MOryT ObiTb CNeACTBMEM CRNeadyrLUMX COCTOSIHWMIA: ronoaaHve, HecbanaHcMpoBaHHas
AveTa, caxapHbii guabeTt, aknamncus, MOHUTOPUHI AO3UPOBAHUS MHCYNWHA, PBOTA U ApYyrve HapyLlleHus
MeTabonuama.

quCTBMTeﬂbHOCTb: 5 mr/an keToHOB

q)yHKLIMOHaﬂbeIe XapPakKTepuCTukKun: T1eCt He nsmepsaeTt B-FVID,DOKCI/IMGCJ'IFIHle KMCNOTY U TOJNMbKO HEMHOIO
YYBCTBUTEIIEH K aLETOHY.

OrpaHuyeHus: NoBbILLEHHbIE KOHLEHTPALUN PeHUNNMPOBUHOIPaAHON KUCINOTbI MOTYT BNUATb HA TECTOBYIO
30HY U OaBaTb MHOXECTBO LBETOB. PDTaneuHbl U NPOU3BOAHbLIE aHTPaXMHOHA AEMOHCTPUPYIOT KpacHbIN
LBET B LLEMNOYHON cpeae, U 3TO MOXET MackupoBaTb OTBET. Bonblune konnyecTea NEBOAOMNbI M NpenapaTos,
cofepXallmx cynbruapunbHbIe rpynnbl, MOTyT AaBaTb aTUNUYHbIE LIBETOBbIE peaKLui. "

AckopbuHoBas kucnora:

Oxuaaemble 3Ha4YeHUA: ackopOUHOBas KMCNOTa COAEPXKMUTCA BO MHOMMX MpoAyKTax MUTaHWUS U NULLEBbIX
aobaBkax. MoXHO oxugaTb, YTO KOHLUEHTpaLMM ackopOmMHOBOW kucnotel 6onee 20 mr/an 6yayT Bbi3biBaTb
CUINbHYI0 UHTEPdEPEHLMIO C TTIHOKO30M, KPOBBIO M HUTPUTAMMU.

YyscTtBUTENLHOCTL: 20 Mr/An ackopObMHOBOW KUCNOTHI

®DyHKUMOHaNbHbIE XapaKTePUCTUKN: OKMCIEHHasn bopma, AermapoackopOmHoBasi KUcnoTa, He pearnpyet
C 9TON TECTOBOW 30HOW.

OrpaHu4yeHus: He coobuianock 06 nHTepdepeHuun.
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Moko3a:

Oxunpaemble 3HavyeHuA: Hebonblloe KONMMYecTBO rMoko3bl (o 20 mr/an) MoXeT NpuUCyTCTBOBaThL B
HOpManbHOM Mode. YyBCTBMTENbHOCTb K OOHapyXeHW Yy 3TOro Tecta Oblna CKOppekTUpoBaHa ANs
NCKIMIOYEHNS] HE3HAYMTENBHOro KomrmyecTBa Moko3bl. COOTBETCTBEHHO, NOOON MONMOXUTENbHBLIN OTBET
NoONEXNT NocneayoLen oOLeHKe.

YyscTBUTENbHOCTL: 20 Mr/An rmoKo3bl

®dyHKUNOHaNbHbIe XapaKTepPUCTUKN: TECTOBas 30Ha He pearvpyeT C ApYrMMun peayLmpyroWwmumm caxapamu,
TakMMK Kak pyKTO3a W ranakrosa.

OrpaHuM4yeHus: KOHLEHTpaLmM ackopbuHoBon Kncrotbl 4o 30 Mr/gn He BAMSIOT Ha pes3ynbTaTbl aHanvaa
IMIOKO3bl (OTCYTCTBYHOT JTOXHOOTpULUATENbHbIE pe3ynbratbl). KoHueHTpauun aueToyKCYCHOW KUCIOTbl 40
150 mr/an He BNUAKOT Ha pe3ynbTaTbl aHanu3a rnoko3bl (OTCYTCTBYIOT NIOXKHOOTPULATENbHbIE pe3ynbTaThl).
Bbicokas yaenbHas Macca, KWCNOTHble 3HadeHuss pH WM reHTMsmHoBasi Kucnota MOryT noJaensaTb
dopMMpoBaHUE OKpackn. YuncTtalme cpeacTBa, Takme Kak runoxnoput 1 nepokeung, Takke MoryT npMBoanTb
K JTOXXHOMOJTOXKMUTENbHBIM pe3yrbraTtam.

Benok:

Oxunpaemble 3HaYEHUA: HOpMalibHad Mo4a COAEepXUT O4YeHb Malio benka: 0ObIYHO BblOENSETCA MEHee
10 mr/an. MNonoxntenbHble pe3ynbratbl HA 0enok cunTalTcs NaToNnorM4yeckMMm 1 AoMKHbI MCCneagoBaThCs.

YyecTBUTENbHOCTL: 10 Mr/on Genka

PYyHKUMOHalNbHbIE XapaKTepUCTUKU: TecToBas 30Ha OOHapyXvBaeT NPeuMyLLeCTBEHHO anbObymuH.
OTpuuatenbHbli pe3ynbraT He WCKIYaeT NpucyTCTBUA OpyrMx Mmonekyn Oenka, Takux Kak 6enku
BbeHc-[xoHca, rmobynMH n MyKonpoTEWHbI.

OrpaHM4eHuA: nNULLEBLIE KpacuUTeEnu, TaKMe KaK CTOofoBasi CBeKNna W TepaneBTUYECKME TMUIMEHTHI,
Takme Kak METUIIEHOBbIA CUMHMIA U NUPUONYM, MOTYT MacKMpoBaTb M3MEHEHME LIBETA TECTOBOW 30HbI.
BoamoxxHa MHTepdepeHLnsa ¢ BbICOKOW yAenbHOM Maccon. Takke MOXeT BO3HMKaTb UHTepdepeHuns C
Ae3vHeKTaHTamMK, YBMAKHAKLWUMK CPeacTBaMM U 3aMEeHUTENAMU KPOBU (Y4ETBEPTUYHLIE COEANHEHUS
aMMOHWUS, NONUBMHUINMMPPONMAOH, xnoprekcmanH). OTcyTcTByeT uHTepdepeHums ot pH.

KpoBb:

Oxuaaemble 3HA4YeHUsi: B HOpPManbHOM MOYe He OOHapyXMBaKTCA rEMOrnobUH WU UHTaKTHbIE
apuTpounTbl. J1I06ON NONOXUTENBLHbINA Pe3ynbTaT NOANEXUT NOCHeayoLEN OLEHKE.

YyescTBUTEnbHoCcTh: 0,015 Mr/gn kposu

OrpaHu4yeHus: pegyuupytolime BeLecTBa, Takme Kak ackopbrMHoBaga Kucnorta, ModYeBas KUCNoTa, rmyTaTuoH
N reHTM3MHOBAdA KMCNoTa, MOryT AaBaTb NOXHOOTpuUaTenbHble pesynbratbl. KoHcepBaHTbl (hopmanuH) m
yucTAWMe cpeacTBa, Takme Kak rmnoxropuT, MOryT AaBaTb JIOKHOMONOXUTENbHbIE pe3ynbrathl. Bbicokune
KOHLEHTpauMm HATPUTOB M yAenbHas Macca MoryT 3agepXmBaTtb peakunto. OTCyTCTBYET UHTEpdEPEHLMS OT
pH anga atoro Tecra.

pH:
+ Oxunpaemble 3Ha4YeHUA: HOpManbHoe 3HadeHne pH moum MmoxeT HaxoanTbes B npegenax ot pH 5,0 go pH
9,0.
*  (dyHKUMOHaNbHbIe XapaKTepUCTUKKU: 3HavyeHns pH onpegenstotea B npegenax 0,5 eanHuy, no guanasoHy
ot 5,0 go 9,0.
*  OrpaHMYeHMA: HET U3BECTHbIX MHTEpepeHLMIn AN TeCTOBOW 30HbI pH.
Hutputbl:
+  Oxunpaemble 3HA4YE€HUS: B HOPMaribHOMW MOYe HUTPUTbLI He obHapyxusawTcs. OpgHako oTpuuaTenbHbIN
pe3ynbraT HE UCKIHYaeT MHAEKLNIO MOYEBBIBOOSALLNX MYTEN.
*  YypcTBUTEnbHOCTb: 0,06 mr/gn HUTpUTa
*  (MyHKUMOHalbHbIe XapaKTepPUCTUKN: STOT TECT ABMSETCSA Cneundmnyeckum Ha HUTpUTbI. Pesyneratbl MoryT
3aBUCETb OT CNOCOOHOCTN GaKkTepuii peayLmMpoBaTh HATPaTbl B HUTPUTLI, OT KONn4ecTBa 6akTepuin 1 BpeMeHU
YOEPXUBAHUSA MOYM B MOYEBOM My3bipe.
* OrpaHuM4YeHMA: NULEBbIE KpacuUTENM M TepaneBTUYECKME MUIMEHTbI, TakMe Kak CTonoBasl CBekna
n nNupuauym, MOryT faBaTb OXHOOTpUUaTenbHble OTBeTbl.  OTpuuaTenbHbli OTBET B MPUCYTCTBUM
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GakTepnypun MoXeT ObiTb Bbi3BaH CrEQYOLWNM: He NPOAyLUpPYOWME HUTPUTBI MUKPOOPraHn3aMbl, AMeTa C
HU3KUM codepXaHUeM HUTPaTOB, aHTUOMOTUKOTEPanUs, CUMbHbIA AMYpPes3, BbICOKME YPOBHU acKOpOMHOBOM
KMCINOTbI UMW HEAOCTATOMHOE BPEMS 3a4ePXKKM MOYM B MOYEBOM ny3bipe. OTCYTCTBYET MHTEpPdEPEHLMS OT
pH vnun ygenbHoM Maccel Ans aToro Tecta.

NenkouuTbl:
+ OxuaaeMble 3HaY€HUA: HOpMalbHbI 06pa3eL, MOYM HE JOIMKEH AaBaTb NOMOXUTENbHbIA Pe3ynbTar.
*  YyscTBUTENbHOCTL: 25 WBC/MKH

*  @OyHKUMOHamNbHble XapaKTEPUCTUKU: TECT Ha NenKkouuTbl OGHapyXXMBaeT MpUCYTCTBME 3CTepasbl B
rpaHynoumTax. PesynbtaTt TecTa 4Yalle BCEro ConpoBOXOAETCS NPUCYTCTBMEM BGaKTepuil, KOTOpblA MoryT
[aBaTb, @ MOryT He AaBaTb MOMOXUTENbHYIO PeakUuio Ha HUTPUTLI.

*  OrpaHu4YeHus: NOXHOMOMNOXUTENbHbIE pe3ynbTaThl MOryT HabnwaaTbCs B NPUCYTCTBUM KOHCEPBAHTOB,
Takmx Kak chopmanbgerma u cdopmanuH. BbiCokMe KOHUEHTpauun Oenka, rniokosbl, uedanekcnHa u
reHTaMMuMHa MOryT YMeHbLUaTb LBETOBOM OTBET.  Pedynbrartbl Tecta MOryT OblTb MONMOXUTENbHBIMA
B OTCYTCTBME HaAbMAaemblx KIETOK, €Cnv rpaHynoumtbl Obinv NU3NPOBaHbLI. TecT MoXeT OblTb
oTpuuaTenbHbIM B NPUCYTCTBUW BUAUMBIX JIEMKOLMTOB, €CIU OHU HE Oblnn NM3NpoBaHbl U/UIK He ABNATCH
rpaHynoumtammn. OTCYTCTBYET MHTEepdepeHLns oT pH nnm yaensHOW macckbl Angd 3Toro Tecra.

AHANTUTUYECKAA YYBCTBUTEJIbHOCTb

AHanut AHanuTnyeckass YyBCTBUTEJNIbHOCTb
Bbunvpy6buH 0,5 mr/gn
YpobunmHorex 2 mr/an
KeToHbI 5 mr/gn
AckopbuHoBas kucnota 20 mr/gn
mioko3a 20 mr/gn
benok 10 mr/an
KpoBb 0,015 mr/an
PH H/M
HutpuThl 0.06 mg/dL
JlenkounTbl 25 WBC/uL

CNYXXBA TEXHUYECKOWN NOAOEPXKN

3a JONONHUTENBHON MHGOPMaUMeEn NN NPU NONyYeHUN NOBPEXOEHHOW NPOAYKLUMN obpallanTecb B CEPBUCHbLIN
ueHTp komnaHum Beckman Coulter no tenedoHny 800-854-3633 (B CLUA nnu KaHage) nnu cBsSXXuTecb ¢ MECTHLIM
npeactasutenem Beckman Coulter.

moccapun cnmBonoB (kaT. Ne C27648) goctyneH Ha cante beckmancoulter.com/techdocs.

TOBAPHbIE 3HAKH

Beckman Coulter, cTunu3oBaHHbIN NOroTUMN U ynoMmMHaeMble 30ecb 3Haku npoaykuuun n yenyr Beckman Coulter
SABMSIOTCA TOBAPHLIMU 3HAKaMn Unu 3aperncTpmpoBaHHbIMM TOBapHbLIMK 3HakamMmu kopnopauum Beckman Coulter,
Inc. B CoeguHeHHbIx LLTatax n gpyrux ctpaHax.

MoryT ObITb OXBayeHbl 0gHUM Unu 6onee nateHTamu. — cMm. www.beckmancoulter.com/patents.
OOMNONHUTEJNIbHAA UHOOPMALIUA
MHOOPMALIUA TOJIBKO AnA POCCUA

CTABUNIbHOCTb

PeareHT B HEBCKPbITbIX yNMakKoBKaXx crtabuneH no 12 mecsues (,D,O AaTtbl NCTEYEHNA CPOKa rogHoOCTH, yK838HHOVI
Ha STMKeTKe) npn XxpaHeHnn B COOTBETCTBUU C Tpe6OBaHI/IFIMVI. He pekomMeHOyeTCA UCNoJib30BaTb peareHT nocne
NCTEe4YeHnA CpoKa XpaHEeHUA, YKa3aHHOIo Ha 3TUKETKe.

KAYECTBO NPOAYKTA

[nsa nony4eHus MHopmMaumm o kKayecTBe NpoaykTa obpallantech kK NpeacTaBUTENo M3rotoBuTens B Poccuinckon
denepaumn.
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FAPAHTUA

1. WN3rotoButenb rapaHTMpyeT COOTBETCTBME W3rOTOBMEHHbIX NPOAYKTOB TpeboBaHWAM HOPMAaTUBHOW U
TEXHUYECKOW AOKyMeHTauun. BesonacHOCTb M Ka4yecTBO NPOAYKTOB rapaHTUPYeTCsl B TEYEHME BCEro Cpoka
XpaHeHus.

2. lMponsBoanTenb OTBEYAET 3a HeOQOCTaTKM M3OENUs, 3a UCKNIOYEHNEM AedeKToB, BO3HUKLLMX BCNeacTBue
HapyLIeHNs1 NMpaBuSl NONb30BaHUSA, YCIOBUN TPAHCMNOPTUPOBAHUS U XpaHeHUs, NMMbo TpeTbux nuy, nnbo
HenpeoaonMMON CUSbI.

3. B cny4ae, ecnu TexHMYeckne 1 yHKUMoHanbHble (NoTpebutensckme) CBOMCTBA NPOL4YKTA HE COOTBETCTBYIOT
HOPMaTUBHOM W TEXHWYECKON AOKYMEeHTauum M 9T HepocTaTku Obinv Bbl3BaHbl CKPbITbIM OedEeKTOM
MaTepuanoB Uy Ka4ecTBOM paboT U3roTOBMTENS, U3rOTOBUTENDb BbINOSHUT 3aMeHy 3a COOCTBEHHbIN CYET.

CBEOEHUA O BEPCUAX

Pepakunsa AA, 11.18

lMepBOHaYanbHbIN BbIMNYCK

Pepakunsa AB, 04.19

McnpaeneHa owmbodHas Temnepartypa XpaHeHus
Bepcusa AC, 09.2020

WcnpaBneHo HaumeHoBaHWe npoaykta. 3ameHeHa (PopMynMpOBKa «Takue e, Kak npu npoBedeHuMn TecTa
BPYYHYIO» Ha (hOPMYIIMPOBKY «HET U3BECTHbIX MHTepdepeHunin Ana TectoBon 30HbI pH» B «OrpaHnyeHns ons
pH». [JobGaBneHa rmoko3a K BelwlecTBaM, KOTOpble MOryT yMeHbllaTb LBETOBOW OTBET, ygarneHa rnoko3a 13
cnucka HemHTepdepupyoLwmx BelwecTs B «OrpaHnyeHns ons nenkoumto». MameHeH Beb-agpec SDS (Macnopt
BesonacHocTn) u Moccapus cumeonos Ha beckmancoulter.com/techdocs.

Bepcusa AD, 08.2021
O6HOBNEHO NMponpueTapHoe Ha3BaHue
O6HoBIEH roa aBTOPCKOro npaea
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