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Beciwnan Coulter Ireland Inc.

Lismeehan.
O' Callaghan's Mills.
Co, Clare,
BECKMAN Ireland
Tel. +353-65-6831100.
CO U LTER Fax: +353-65-6831122.

Declaration of Product Instructions for Use

To Whom it My Concern,

I, Eimear Carr, as duly authorized Regulatory Affairs Specialist at, on
behalf of Beckman Coulter Ireland Inc., to the best of my knowledge
hereby declare that the attached document is atrue copy of the Russian
instructions for Use (IFU) which are included with this registration dossier
to provide supporting information for product registration purposes for

the below listed products.

Product Name Catalogue No.
Urine/CSF Albumin B38858
Urine/CSF Albumin B46435
-42.
o Sr in

Dated this 11**day of August 2017 j

Signed on behalf of Beckman Coulter Ireland Inc.

O bl N

Eimear Carr
Regulatory Affairs Specialist

Beckman Coulter Ireland Inc.

Registered office:  Usmeehan, Directors: Piers Devereux incorporated In Republic of Ireland
O' Caiiaghan’s Mills, Pau! Henry with limited liability
Co. Ciare. Co. Reg. No. 501471,
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BECKMAN
CE

COULTER
AU UALB
Instructions For Use URINE CSF ALBUMIN
® 2017 Beckman Coulter, inc. All rights reserved REF

B38858 4 X 32.6 mL R1. 4 X4.4 mL R2
B46435 4 X 54.8 mL R1, 4 x 7.3 mL R2

For /n vitro diagnostic use only.

ANNUAL REVIEW
Reviewed by Date Reviewed by Date

PRINCIPLE
INTENDED USE

The Urine/CSF Albumin reagent is intended to be used for the quantitation of albumin concentration in human urine and
cerebrospinal fluid (CSF) on the Beckman Coulter AU clinical chemistry systems as an aid in the diagnosis of kidney
diseases,

SUMMARY AND EXPLANATION
Reference/MN/\*/

The earliest dinicat evidence of nephropathy is the appearance of low, but abnomial levels (> 30 mg/day or 20 fjg/min)
of albumin in the urine, and patients with moderately increased urine albumin are referred to as having incipient
nephropathy. Conventional qualitative tests (chemical strips or dipsticks) for albuminuria do not detect the small
increases in urinary albumin excretion seen in early stages of nephropathy. For this purpose, tests for moderately
increased urine albumin are used. Moderately increased urine albumin is defined as an albumin excretion rate between
30-300 mg/24h on 2 of 3 urine collections.

tncreased urinary albumin loss is considered a clinically important indicator of deteriorating renal function in diabetic
subjects and regular screening of urinary albumin loss is valuable in monitoring type 1 and type 2 diabetes. Prospective
studies have demonstrated that increased urinary albumin excretion precedes and is highly predictive,of diabetic
nephropathy, end stage renaf disease, cardiovascular mortality, and total mortality in patients with diabetes meilitus. In
addition, increased urinary albumin excretion identifies a group of non-diabetic subjects at increased risk for coronary
artery disease.

The degree of permeability of the blood-CSF barrier may be evaluated by the simultaneous measurement of serum and
CSF albumin. CSF albumin measurements may also be used to determine the IgG CSF/albumin CSF ratio, which is an
important factor in differentiating between intrathecal and localized synthesis of I1gG,

PR S A

-y r Tl

o ,é»-re“’“q /}/ I .ZU/&"(

ﬁg i [ ‘ Ef " i
Instructions itrbseSUOSSB“SMJOO vt Engisn L v Y UALS Specitic Proteif Soecial Chemisiry
AUGUST 2017 O L J Page 1 of 10
; o ta o L0t N
v -
— ¢cCO
/-

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



ETHODOLOGY

/CSF Albumin reagent is used to measure albumin concentration by a turbidimetric method. In the reaction,
""iNenTan serum albumin antibodies combine with albumin from the sample to form immune complexes that scatter
A At in proportion to their size, shape and concentration. The absorbance of these aggregates is proportional to the
'Jjumin concentration in the sample. Change in absorbance is measured at 380nm with subtraction of a reference

wavelength at SOOnm,
SPECIMEN

TYPE OF SPECIMEN

Urine and CSF may be used. The urine specimen should be a fresh or a 24 hour urine.

Urine and CSF may be diluted 1 in 10 on-board the analyzer with either 0.9% saline or deionized water using automatic
dilution function. Refer to the Beckman Coulter AU analyzer User Guide/Instructicns For Use (IFU) for detailed
instructions.

SPECIMEN STORAGE AND STABILITY

Uiine®”; Stable for 1 month when stored refrigerated (2...8“C). Stable for 6 months when stored frozen at -20°C.
m  Cerebrospinal fiuid®”: Stable for 72 hours when stored refrigerated (2...8°C). Stable for 6 months when stored fro”n
at-20"C.
| REAGENTS

CONTENTS
Urine/CSF Albumin reagent

6/7(l
WARNING AND PRECAUTIONS

Exercise the normal precautions required for handling all laboratory reagent.?. /ﬂ M
Dispose of all waste material in accordance with local guidelines.

Antisera was produced in healthy animals in facilities free from rinderpest, foot and mouUi disease, peste des petits
ruminants, Rift Valley fever, bovine spongiform encephalopathy and blue tongue disease.

Do not ingest- Harmful if swallowed.

Sodium azide preservative may form explosive compounds in metal drain lines. See NIOSH Bulletin 13: Explosive Azide
Hazard (8/16/76)®. To avoid the possible build-up of azide compounds, flush wastepipes with water after the disposal of
undiluted reagent.

This product contains materia! of animal origin. The product should be considered as potentially capable of transmitting
infectious diseases.

REACTIVE INGREDIENTS

Final concentration of reactive ingredients;

Phosphate buffer 18 mmol/L
Goat Anti-human Albumin Antibody Variable
Polyethylene giyco! 8000 3.6%
Sodium Azide (used as a preservative) < 0.1% (w/w)'
- ft
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concentrations of the reactive components of the reagents shown on the kit label are the actual concentrations in
"Adividual R1/R2 vials. The reagent composition which is shown in the Instructions For Use is the final concentration
ANese components in Uie reaction cuvette after addition of R1, Sample, and R2.

A CAUTION

Sodium azide preservative may form explosive compounds in metal drain tines.
See NIOSH Bulletin; Explosive Azide Hazard (8/16/76).

To avoid the possible build-up of azide compounds, flush wastepipes with
water after the disposal of undiluted reagent. Sodium azide disposal must be in
accordance with appropriate local regulations.

GHS HAZARD CLASSIFICATION

Not classified as hazardous

Safety Data Sheet is available at techdocs.beckmancoulter.cQm .

MATERIALS NEEDED BUT NOT SUPPLIED WITH REAGENT KIT [

Urine/CSF Albumin Calibrator (B38859)

Deionised water for performing reagent blank, [ ]
EQUIPMENT AND MATERIALS [ ] - i/C )

For AU400/400®/480. AU640/640®/680, AU2700/5400/AU5800 and DxC 700 AU Beckman Coulter Analyzers,
REAGENT PREPARATION

The reagents are ready for use and can be placed directly on board the instrument.

REAGENT STORAGE AND STABILITY

Shipping and Storage should be carried out in the original package at 2...8°C

Do Not Freeze

The expiry date is printed on the package label.

The reagents are stable, unopened, up to the stated expiry date when stored at 2.. 8X.

Opened bottles of reagent are stable for 60 days when stored in the refrigerated compartment of the analyzer.

Do not use the reagents after the expiry date on the label.

The reagent temperature requirements should be met during transport for ail transport methods.

Reagents should be stored in the original package at +2°C to «m8°Cin a temperature controlled area e.g. Refrigerator.

Reagents shelf life is 18 months from date of manufacture. The expiration date and date of manufacture is indicated on
the product packaging.

INDICATIONS OF DETERIORATION

Visible signs of microbial growth, turbidity or precipitate, or any change in reagent color may indicate degradation and
warrant discontinuance of use.

Instructions Por Use BLOS6388S8RU 08 English UAIB Specific Protein Special Chemstry
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UIORATION

calibration information

i m  e/CSF Albumin Calibrator Reference No. B38859.

'he frequency of calibration for this procedure is every 60 days. [V (]J% - 2 X 1/ "1
Acalibration of this test is required when any of these conditions exist:
Dhange in reagent lot or significant shift in control values;

Major preventative maintenance was performed on the analyser or a critical part was replaced.

following calibration, the resulting curve should be visually reviewed, on the Beckman Coulter analyser, for acceptability
using the software options - Routine. Calibration Monitor, Calibration Curve. Quality control procedures should be
Nijndertaken immediately following calibration in accordance with good laboratory practice.

TRACEABILITY

The Urine/CSF Albumin calibrator values are traceable to the International Federation of Clinical Chemistry Certified
Reference Material CRM470.

QUALITY CONTROL

During operation of the Beckman Coulter AU analyzer at least two levels of an appropriate quality control material should
be tested a minimum of once a day.

Only control materials, of human origin, with values determined by this Beckman Coulter system should be used.

Each laboratory should establish its own control frequency however good laboratory practice suggests that controls be
tested each day patient samples are tested and each time calibration/blanking is performed.

Quality Controls should be used in accordance with the applicable local guidelines.

The results obtained by any individual laboratory may vary from the given mean value. Itis therefore recommended that
each laboratory generates analyte specific control target values and intervals based on multiple runs according to their
requirements. These target values should fail within the corresponding acceptable ranges given in the relevant product
literature.

If any trends or sudden shifts in values are detected, review all operating parameters.

Each laboratory should establish guidelines for corrective action to be taken if controls do not recover within the specified
limits.

Please note that the recovery of some controls may vary with reagent lots due to the use of non-human materials in the
controls,

TESTING PROCEDURE(S)

Refer to the appropriate Beckman Coulter AU analyser User Guide/Instructions For Use (IFU) foranalyser-specific*ssay
instructions for the sample type as listed in the Intended Use statement.

CALCULATIONS
The Beckman Coulter AU analyzers automatically compute every determination at the same time interval.

RESULTS INTERPRETATION

Automatically generated for each sample in mg/L (mg/dL).

UAIB Specific Protein Special Chemistry English instructions For Use BLCScSeSSSRu 08
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J"ePORTING RESULTS

reference intervals

American Diabetes Association Definition of Moderately increased urine albumin

24-h collection

Urine:
(mg/24h)
Normal < 30
Moderately increased 30 - 299
Clinical albuminuria 1 300
CSF; 3 mo - 4y
>4y

m

Timed collection

Spot collection

(pg/min) (pg/mg creatinine)
< 20 < 30

20 - 199 30 - 299
S 200 2 300

0 - 450 mg/L (0 - 45 mg/dL)
100 - 300 mg/L (10-30 mg/dL)

Reference Intervals shown above were taken from the literature.

Expected values may vary with age, sex, sample type, diet and geographical location. Each laboratory should verify
the Mransferability of the expected values to its own population, and if necessary determine its own reference interval
according to good laboratory practice. For diagnostic purposes, results should always be assessed in conjunction with
the patient's medical history, clinical examinations and other findings.

PROCEDURAL NOTES

LIMITATIONS
1. Samples with Albumin concentrations > 20,000 mg/L (2,000 mg/dL) can generate false low results without
appropriate "Z" flags due to excess antigen in the sample.

2. The albumin result of a urine sample may be elevated when it immediately follows a serum sample. In order to
eliminate this effect it is recommended to: Calibrate the Urine/CSF albumin assay separately to serum assays.
Avoid requisition of a urine sample following a serum sample. For the AU2700, AU5400, AU480, AU680, AU5800
and DxC 700 AU Analyzers sample contamination parameters are available on the Beckman Coulter website. If
sample contamination parameters are not programmed, place a sample cup containing 2% AU wash solution prior
to urine samples and requisition a test for this sample.

3. Samples with extremely abnormal optical characteristics, including turbidity, interfere with test results. Extremely
turbid samples should not be run.

INTERFERENCES

Reference™"
Results of studies conducted show that the following substances may interfere with this procedure:

The criteria for no significant interference (NSI) is recovery within 10% or 2 mg/L (0.2 mg/dL) of the initial value.

Urine:

Creatinine; NSI up to 300 mg/dL Creatinine
Glucose: NSI up to 3,000 mg/dL Glucose
Urea; NS! up to 5,000 mg/dL Urea

Instructions For Use BLOSB388S8RU 08
AUGUST 2017
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NS

up to 500 mg/dL Ascorbate

NSi up to 50 mg/dL Citrate
gesiUT~ NSI up to 400 mg/dL Magnesium
oxalate: NSI up to 30 mg/dL Oxalate
cMjugated Bilirubin: NSI up to 40 mg/dL Conjugated Bilirubin
emoglobin: NSI up to 500 mg/dL Hemoglobin
Acetone- NSI up to 350 mg/dL Acetone
Uric Acid: NSI up to 10 mg/dL Uric Acid
Urobilinogen: NSI up to 2.25 mg/dL Urobilinogen
Acetaminophen: NSI up to 300 mg/dL Acetaminophen
Ibuprofen: NSi up to 400 mg/dL lbuprofen
Metronidazole: NSI up to 600 mg/dL Metronidazole
5-Aminosalicylate: NSI up to 150 mg/dL 5-Aminosalicylate
Calcium: NSI up to 78 mg/dL Calcium. Concentrations above
this interfere with the test result
CSF:
Conjugated Bilirubin: NSI up to 40 mg/dL Conjugated Bilirubin
Hemoglobin: NSI up to 500 mg/dL Hemoglobin

The information presented is based on results from Beckman Coulter studies and is current at the date of publication.
Beckman Coulter Ireland Inc. makes no representation about the completeness or accuracy of results generated
by future studies. For further information on interfering substances, refer to Young™ for a compilation of reported
interferences with this test.

PERFORMANCE CHARACTERISTICS

PERFORMANCE CHARACTERISTICS

Data contained within this section is representative of performance on Beckman Coulter systems. Data obtained in your
laboratory may differ from these values.

ANALYTIC RANGE
Urine: The analytical range for the Urine application is 7 - 450 mg/L. (0,7 - 45 mg/dL).
CSF: The analytical range for Le CSF application is 10 - 450 mg/L. (1.0 - 45 mg/dL).

SENSITIVITY

The limit of detection (LoD) and Limit of Quantitation (LoQ) were determined in accordance with the CLSI EP17-A2
guideline™. Correctly operating AU Systems should exhibit sensitivity less than or equal to 7 mg/L (0.7 mg/dL) for Urine
and less than or equal to 10 mg/L (1.0 mg/dL) for CSF.

The following data was obtained on an AU5800 analyzer using Urine & CSF patient samples;

1t-dfc
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fiJrifie Application: 4 7
B 0.0mg/L (0.00mg/dL) /[/ A
loD 0,7 mg/l {0.07 mg/dL)

toQ 7 mg/L (0.7 mg/dL)

CSF Application:

LoB 0.0mg/L (0.00mg/dL)

/1l CS - 170
LoD 1.3 mg/L (0.13 mg/dL)
LoQ 7 mg/L (0.7 mg/dL)

LoB was calculated as'thie upper 95** percent confidence interval. LoD is defined as the lowest albumin concentration
that can be detected with a probability of 95%. LoQ is defined as the lowest concentration with an inter-assay precision
of < 20% CV.

METHODS COMPARISON

Refe.rence 1

Patient Urine samples were run to compare Urine Albumin assay on the AU5800 analyzer against another
commercially available assay. Results of Deming regression analysis were as follows:

Slope Intercept r n Sample Range
1.09 0.3 mg/L 1.00 131 8.1 -407 mg/L
(0.03 mg/dL) (0.81 -40.7 mg/dL)

Patient CSF samples were run to compare this CSF Albumin assay on the AU5800 analyzer against another
commercially available assay. Results of Deming regression analysis were as follows.

Slope Intercept r n Sample Range
1.05 -7.7 mg/L 0.99 131 17.2 - 412 mg/L
(-0.77 mg/dL) (1.72-41.2 mg/dL)
PRECISION

Correctly operating AU Systems should exhibit precision values less than or equal to the following for both Urine & CSF

applications:
Repeatability 5% CV or 1 mg/L (0.1 mg/dL)
Within Laboratory Precision 10% CV or 2 mg/L (0.2 mg/dL)

Estimates of imprecision based on CLSI recommendations™” are consistent with typical performance. Comparative
performance data for the AU5800 system evaluated using the CLSI approved guideline EP05-A2 appears in the table
below. Each laboratory should characterize their own instrument performance for comparison purposes.

The following data was obtained on an AU5800 analyzer usiing 3 Urine & 3 CSF pools analyzed over 20 days;

Instruciions For Use BLOS038858RU 08 English UAi.B Specific Protein Special Chemistry
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SAMPLE No. Data MEAN SD %CV

IMPRECISION TYPE Points mg/L mg/dL mg/L mg/dL
feepeatability Urine Pool 1 80 16,8 1.68 0,2 0.02 0.9
Urine Pool 2 80 32.8 3.28 0.2 0.02 0.6
Urine Pool 3 80 200 20.0 3 0.3 14
Within Laboratory Urine Pool 1 80 16.8 1.68 0.7 0.07 43
Urine Pool 2 80 32.8 3.28 0.8 0,08 2.5
Urine Pool 3 80 200 20.0 4 0.4 21
Repeatability CSF Pool 1 80 63.0 6.30 0.7 0.07 1.0
CSF Poo! 2 80 265 26.5 4 0.4 1.6
CSF Pool 3 80 350 35.0 7 0.7 19
Within Laboratory CSF Pool 1 80 63.0 6.30 11 0.11 1.8
CSF Pool 2 80 265 26.5 6 0.6 24
b CSF Poo! 3 80 350 35.0 9 0.9 25

ADDITIONAL INFORMATION

DxC 700 AU requires that each reagent application has a standard format of abbreviated Closed Test Name, This Closed
Test Name is required to allow automated loading of Oie calibrator information for each application as part of the DxC
700 AU Closed System. Refer to the table below for the Closed Test Name assigned to each application for this assay.

Test Name Description
ULB1G Urine/CSF Albumin (Urine)
ULB1G Urine/CSF Albumin (CSF)

The manufacturer guarantees that the product meets the requirements of regulatory and technical documents. Safety
and quality of the product are guaranteed until the expiry date. The Manufacturer is responsible for product defects,
excluding defects that appeared because of incorrect usage, shipment and storage, or third persons or compelling force.
The manufacturer assures that they will substitute the product at their own expense, if technical and functional features
(consumer propereties) don't meet the requirements of regulatory and technical documents, if stated defects were the
subsequence of a hidden defect of materials or low-quality production by the manufacturer. If you have questions
concerning quality of the product please address the authorized representative of the manufacturer in the Russian
Federation;

Sotting Sheet Footnotes

# User defined

t Beckman Coulter Urine/CSF Albumin Calibrator Cat No." B38859.
*Values set for working in mg/L. To work in mg/dL, divide by 10,

/1-0'b'loll

UAIB Specific Protein Special Cherrislry English Instructions For Use BLCS65SS58ftU 08
=age 8 of 10 AUGUST 2017
V-

r

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



@ 000 LWUPMI [5&7) INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU
N



A

references

American Diabetes Association. Diabetic Nephropathy. Diabetes Care, 2002; 25:(Suppl. 1);S85-S89.

2. Sacks DB, Bruns DE, Goldstein DE. MacLaren NK, McDonald JM, Parrot M. Guidelines and recommendations for
laboratory analysis in the diagnosis and management of diabetes mellitus. Clin Chem 2002;48:436-472.
3 Hortin GL. Aminoacids, peptides and Proteins, In Burtis CA. Ashwood ER, Bruns DE, eds. Tietz textbook of clinical
chemistry and molecular diagnostics, 2012:507pp.
Lamb EJ, Price CP. Kidney Function Tests, in Burtis CA, Ashwood ER, Bruns DE, eds. Tietz textbook of clinical
chemistry and molecular diagnostics, 2012:669pp.
5. Sacks DB. Diabetes Mellitus In Burtis CA. Ashwood ER, Bruns DE, eds. Tietz textbook of clinical chemistry and
molecular diagnostics. 2012:1415pp.
6. Ehret W, Heil W, Schmitt Y, Topfer G, Wisser H, Zawta B, et al. Use of anticoagulants in diagnostic laboratory
investigations and stability of blood, plasma and serum samples. WHO/DIL/LAB/99.1 Rev.2: p46 & p50.
7. Tietz NW, ed Clinical guide to laboratory tests, 3rd ed. Philadelphia WB Saunders Company, 1995:p22 & p24
8. Current Intelligence Bulletin 13: Explosive Azide Hazard, August 16, 1976. DHHS (NIOSH) Publication Number
78-127.
9. Painter PC, Cope JY, Smith JL. Reference information for the clinical laboratory. In; Burtis CA, Ashwood ER. eds.
Tietz textbook of clinical chemistry. Philadelphia:WB Saunders Company. 1999; 1800pp.
10. Clinical and Laboratory Standards institute, interference Testing in Clinical Chemistry; Approved Guideline -
Second Edition. CLSI document EP07-A2, Wayne PA 2005.
11. Young DS. Effects of Drugs on Clinical Laboratory Tests, AACC, 5th ed. AACC Press, 2000.
12. Clinical and Laboratory Standards Institute. Evaluation of Detection Capability for Clinical Laboratory
Measurement Procedures; Approved Guideline - Second Edition. CLSI dooimenl EP17-A2, Wayne PA 2012.
13. Clinical and Laboratory Standards Institute. Measurement Procedure Comparison and Bias Estimation Using
Patient Samples; Approved Guideline - Third Edition. CLSI document EP09-A3, Wayne PA 2013.
14. Clinical and Laboratory Standards Institute. Evaluation of Precision Performance of Quantitative Measurement
Methods: Approved Guideline - Second Edition. CLSI document EP05-A2, Wayne PA 2004.
|||f Beckman Coulter Ireland Inc., Lismeehan, O'Callaghan’s Mill's Co. Clare, Ireland (001) 703-527-3887
www.beckmancouiter.com
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BECKMAN
COULTER
L UALB
MHCTPYKUUN MO NPUMEHEHUNIO Aﬂb6yMV|H B MO4Ye/CMMHHOMO3roBoW
¢ 2017 BeckTan Coulter, Inc. AH rights reserved. )Kl/IpIKOCTI/I, peaI'EHT (UR'NE/CSF ALBUM'N)

r¥F| B38ss8 4 x 32,6 Mn RL 4 x 4,4 mn R2
B46435 4 x 54,8 mn R1. 4 x 7.3 mn R2

TonbKo gNsA AnarHOCTUKM in vitro.

EXXETOAHAA MPOBEPKA

MpoBepeHo [arta lMpoBepeHo [ata

MPNHL T
HA3HAYEHVE

AnbBYyMUH B MOY€/CMMHHOMO3roBOM xugkoctn, peareHT (Urine/CSF Albumin) npegHasHauyeH AN KONMYECTBEHHOTO
onpegeneHns KOHUEeHTpauunm anbbymuvHa B 4esloBeYEeCKOW Moye U CMUMHHOMO3TOBOM JXMAKOCTU Ha KAVHUYECKNX
6roxumnyecknx aHanusatopax cepun AU komnaHum Beckman Coulter B kauecTBe BComMorartesisHOro cpeacrsa npu
AnarHoctuke 6051e3Helt noyek.

KNMMHWYECKOE 3HAYEHUE

NntepatypHble AaHHbleN

CaMbIMV paHHUMW KNUHUYECKMMU NpU3HaKkamy Hedoponatum ABNSAETCA NPOAB/IEHWE HU3KUX, HO OTK/IOHSIOLWNUXCSA OT
HOpMbI ypoBHeW (> 30 Mr/geHb unu 20 MKI/MUH) afibGyMUHA B MOYe, NpPUYEM NauUUEHTbl C YMEPEHHbIM NOBbLILEHNEM
anbbymMmMHa B MO4Ye paccMaTpuBaloTCs Kak 60/bHble Hedpponatueli B HavanbHol ctagun. OO6blUYHblE KayeCTBEHHbIe
TECTbl (XMMWUYECKME MNOJIOCKM WA TeCT-MOMOCKM) AN a/lbOyMUHYPUM HEe MOTyT OnpefesiTb He3HaunTelbHoe
NoBbILIEHNE 3KCKpeLuMn anbbymMumHa C MO4YOi, Habniogaemoe Ha paHHWX crTagusx Hedponatuw. [ns 310 uenm
MCMNONb3YTCA TeCTbl ANA OnpefeneHus YMEpPeHHOro MNOBblWeHMs anbbymmHa B MoYe. YMepeHHOe MOBblleHve
anbbymMuHa B Mo4e onpefensieTcs kak MHTEHCUBHOCTb 3KCKpeuun anbbymuHa B gnanasoHe ot 30 4o 300 mr/cyTku B 2
13 3 cbopax mouu.

MoBbIlEeHHasA NOTepst a/lbGYMUHA C MOYOlM CUMTAETCA KMHUYECKN BaXKHbIM MHAMKATOPOM yXyAllatoweics gyHKLMn
noyek y AMa6eTMYecknx nauueHToB, NO3TOMY PErynspHblii CKPUHUHT NOTepyu asibGyMUHA C MOUYOI SIBNISIETCA MOME3HON
npoLeaypoit npu KoHTpone anaéeta 1-ro v 2-ro TMNoB. [epcneKkTUBHbIE UCCNeA0BaHUS NPOAEMOHCTPUPOBAIM, YTO
MOBbILLIEHHAs 3KCKpeuusi anbbyMuMHa C MOYOIt NpealecTByeT AMa6eTUYeckoin HecponaTum 1 TepMUHAIbHON cTaaun
noyeuHoli HefoCTaTOUHOCTM U MO3BOMSAET C BbICOKOW CTENeHbl BEpOSiITHOCTM MPOrHO3MpOBaTh 3TU 3a6o/ieBaHus U
npefoTBpallaTb CMEPTHOCTb OT CEPAEYHO-COCYAMCTbIX 3a60neBaHWil, a Takke 06LLyl0 CMEPTHOCTb Y MALMEHTOB C
caxapHbIM AvuabeToM. Kpome TOoro, MOBbILEHHAS IKCKPELWU afibByMMHA C MOYOi MO3BO/ISIET BbISBUTL LEYO rpynny
HemabeTMyeckyx NaLuMeHToB C NOBbIWEHHLIM PUCKOM 3a60/1eBaHuUii KOPOHAPHOI apTepuin.

WHapykuun no npumereHunto BLOSB38858RU 08 Russian UAL8 Specific Protein Special Cfiem slry
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! enens NPOHNLLAEMOCTN remaTto-aHLedanMyeckoro 6apbepa MOXHO OLEHUTb MyTeM OAHOBPEMEHHOIO M3MepeHusi
-"bOYMUHa B CbIBOPOTKE U CMMHHOMO3roBOI xuakoctn (CSF). MamepeHns anb6ymuHa B CAIMHHOMO3rOBOW XUAKOCTM
'W/CSF) MOXHO Takxe WCnonb3oBatb A1 OnNpefenieHnss COOTHOWeHUA uMMyHornobynmHa (1aC)/ansbymmHa B
CNMHHOMO3roBol Xungkoctn (CSF), koTopoe ABNsSeTCs BakHbIM (DAaKTOPOM Npu andpdpepeHumannm mmtpaTekasnbHOro 1
NIOKa/IbHOTO CUHTE3a ummMyHornobynuHa (1gG).

METOAOJ10InA

AnbObyMMH B MO4Y€/CMMHHOMO3roBOi XuakocTn, peareHT (Urine/CSF Albumin) wucnonb3yetcs Ana U3MepeHus
KOHUEHTpaumn anbbymnHa TypbugumeTpuyeckuMm MeToAoM. B peakuum aHTutena K CbIBOPOTOYHOMY asibOyMUHY
XMBOTHOIO MNPOUCXOXAEHUSA COEAMHAIOTCA C anbOyMMHOM U3 MNpobbl, 06pas3ys UMMYHHblE KOMMEKChbl, KOTOpble
pacceunBaloT CBET MPOMOPLMOHa/IbHO CBOeMy pasmepy, hopMe U KOHueHTpauuu. OnTtuyeckas MIOTHOCTb 3TUX
KOMM/IEKCOB MPOMNOpLUMOHa/bHA KOHLEHTpauum anbbymMuHa B npobe. VI3MeHeHne onTuyeckol nAoTHOCTU n3MepsieTcs
npu 380 HM N BTOPUYHON ANIMHE BOJIHbI 800 HM,

OBPASEL,

Tnn OBPA3LA

MOXHO MCNO/b30BaTb MOYY M CMMHHOMO3rOBYH XMUAKOCTb (CSF), A8 obpasua Heo6Xxo4MMO NCNOSIb30BaTb CBEXYH UK
CYTOUHYIO MOuy.

Mouy n'cnMHHOMO3roByt XnakocTb (CSF) moxHo pasBectn B 10 pa3 B aHanim3aTope C ucnonb3oBaHuem 0,9%-ro
dm3nonornyeckoro pactesopa WM AENOHU3MPOBaHHOW BOAbI B aBTOMaTtuyeckom pexume. CMm,  PykoBOACTBO
Monb3oBatens/VHCTpykuun no npumeHexnntio (IFU) aHanmsatopa Beckman Coulter AU. 4T06bl noayuntb 6onee
NoAPO6GHbIE MHCTPYKLMK.

XPAHEHVE N CTABW/IbHOCTb OBPA3LIOB

Moua cTabunbHa B TeyeHne 1 mecsiua Npu XxpaHeHny B oxnaxaeHHoM Buge (o1 2 go 8°C) nnm B TeyeHne 6 mecsiLes
npn -20°C.

CnNUHHOMO3roBas X1UAKOCTb cTabunbHa B TedeHne 72 4acoB Npy XpaHeHun B oxnaxaeHHoM Buge (oT 2 o 8°C) wim
B TeyeHne 6 mecsaues npu -20"C,

PEATEHTbI

COOEP>XAHVE
AnbOGYMVH B MOY€/CNMHHOMO3roBO Xunakoctn, peareHT (Urine/CSF Albumin)
MPEAYMNPEXAEHVA N MEPbI MPEAOCTOPOXXHOCTW

Cobntogaiite 06bl4HbIE MEPbI NPEAOCTOPOXHOCTU, TPpebyeMble Npu paboTe ¢ nabopaTopHbIMK peareHTamu.
YTunu3npyiite oTxofbl B COOTBETCTBMN C MECTHbIMW PYKOBOACTBaMMU.

AHTUCLIBOPOTKM 6bISIM  MOJlyYeHbl OT 3[40POBbLIX XMBOTHBIX B MOMELUEHUsX, NPOTECTUPOBAHHbLIX HAa OTCYTCTBUE
BO36YyAMTEsNEN YyMbl POraToro CKoTa, SALLypa, YyMbl NIOTOSIAHBIX, IMXOpasku PudT-Basinm, ry6uyatoil aHuedansonatum
KPYMHOTO poraToro ckota u 6/TaHra («aHero si3blka»).

He AN BHYTPEHHEro npumeHexus. OnaceH npy NpornaTtbiBaHnm

KoHcepBaHT ¢ cofepxaHvem asuga HaTpusi MOXeT 06pa3oBbiBaTb B3pPbIBOONACHbIE COEAVHEHWS B MeTasl/IMyeckmx
CTO4YHbIX Tpy6onpoBoaax. Cwm. GronneteHb NIOSH Bulletin 13: Explosive Azide Hazard (8/16/76)" (6tonneTteHb N2 13
HauuMoHanbHOro MHCTUTYTa MO OXpaHe TpyAa W npomblwieHHol rurneHe (NIOSH): B3pbiBoonacHble asvgpl). YT06bI
n3bexarb HaKOM/IEeHNs asuaHbIX COeAMHEHWI, NpOMbIBaliTe CAMBHbLIE TPyGbl BOAON nocse cbpoca HepasbaBeHHOro
peareHTa.
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JaHHbI NPOAYKT COAEPXUT MaTepuast XUBOTHOTO NPOUCXOXAEHWS. [aHHbI/i NPOAYKT [O/KEH pacCcMaTpUBaTbCs Kak
NOTEHUMA/IbHBIA UCTOYHMK PAcnpOCTPaHEeHUs UHAIEKLMOHHBIX 3a60/1eBaHuiA.

PEATVPYIOWWE MHIPEAVEHTbI

KOHLIeHTpauua B peakLMOHHO cMecu:

docaTHbIn Bydep 18 mmonb/n
Ko3bu aHTUTENA K 4UE/TOBEYECKOMY a/IbOYMUHY M3meHseTcA
MonnatuneHrnukons 8000 3,6%

A3ug HaTpua (CNYXWUT KOHCEPBAHTOM) < 0.1% (Bec/Bec)

KOHUEHTpaLmum XUMUYECKN aKTUBHbIX KOMMOHEHTOB peareHToB, Moka3aHHb(e Ha 3TVMKEeTKe KOMMMEeKTa, ABISITCH
hakTUUECKUMU KOHLEeHTpauMsaMy B oTAeNbHbIX onakoHax RiyR2. CocTaB peareHTa, ykasaHHblii B VIHCTPYKLUSIX MO
NPUMEHEHUIO, SIBNSIETCA OKOHYaTesIbHOM KOHLeHTpaLuuei 3Tux KOMNOHEHTOB B KIOBETE AJ151 XMMUUYECKUX peakuuii nocne
po6aenennsa R1, npobbl n R2.

A BHUMAHVE!

KoHcepBaHT € cogepxaHnem a3uga HaTpua  MoxeT 06pa3oBbiBaTb
B3pbIBOOMNACHbIe COeAMHEeHNA B MeTaa/inyeckux Tpybax Bogonposoja.
Cwm. NIOSH Bulletin: Explosive Azide Hazard (8/16/76) (BtonneteHb
HauynmoHanbHOro WMHCTUTYTa MO OXpaHe TpyAa W MNPOMbIWAEHHOW TrUrneHe
(NIOSH)) «B3pbiBoonacHble a3uabl (8/16/76)».

UT0o6bI n36exaTb HaKoNAeHuUs as3niHbiX COeAWHEHWW, NPOMbIBaNTe C/ANBHbIE
Tpy6bl BOAOW nocne c6poca Hepa3baB/IeHHOro peareHTa. YTunmsauuio asuga
HaTpuAa cnepyeT NPOBOAUTL B COOTBETCTBUM C COOTBETCTBYHOLWMMU MECTHLIMMU
HOopMamu.

KNACCUDNKALNA OMACHOCTEN MO CUCTEME GHS

He knaccuuumpyeTcs kak onacHoe BeLlecTBO

MacnopT 6e3onacHOCTU JOCTyNeH Ha calite techdocs.beckmancoulter.com.

HEOBXOANMBLIE MATEPUWA/bI, KOTOPbLIE HE BXOAAT B HABOP PEAFEHTOB

AnbOYMVH B MO4Y€/CNMHHOMO3r0BOW XunaKocTun, kannépartop (Urine/CSF Albumin Calibrator B38859)

[evoHn3vpoBaHHaa BoAa AN BbINOMHEHUS peareHT 6n1aHka*'.
OBOPYAOBAHWVE N MATEPWAI/bI

Ona ananmsaTtopoB Beckman Coulter AU400/400®/480, AU640/640®/680, AU2700/5400/AU5800 n DxC 700 AD.
NOArOTOBKA PEATEHTOB

PeareHTbl roToBbI K UCNO/Ib30BaHUIO U MOTYT ObITb Cpasy Xe YCTaHOB/IEHbI B aHa/IM3aTop.

XPAHEHVE N CTABU/IbHOCTb PEATEHTOB

TpaHcnopTMpoBaHNe 1 XpaHeHne crneayer OCyLLEeCTBASATbL B OPUTMHA/ILHOV YNakoBKke Npu TeMmneparype r.- B X
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,3aMopaxuBaTb 1
j rOAHOCTU HaneyataH Ha 3TUKEeTKe yNnakKOBKWU.

3 3aKpbITOM COCTOSIHUM 1 MpW TemnepaType xpaHeHust 2..,8”"C peareHTbl COXPaHSIIOT CTaBWUIbHOCTb B TEYeHWe BCero
:CpoKa roAHOCTM.

Mocne oTKpbITUA (PNAKOHOB peareHTbl cTabunbHbl B TeuyeHne 60 He npu ycnoBuW, YTO OHWM GYAYT XPaHWUTbCS B
OX/laXAaeMoM OTCeke aHamsaTopa.

He ucnosnb3yiiTe peareHTbl NOC/E UCTEYEHUS CPOKA FOAHOCTU, YKA3aHHOTO Ha 3TUKETKE.

TemnepaTypHble TPeGOBaHWS K XpAHEHWUO peareHToB AO/DKHbI MNOAAEPXMBATLCA B TeueHue BCEro npolecca
TPAHCMNOPTUPOBKYM NIOGLIMW BUAAMMW TPAHCMOPTA.

XpaHeHne peareHTOB [O/HKHO MPOM3BOAMTLCS B yNakOBKe NPeanpuaTus-u3roToBUTeNs npu TeMmnepatype ot +2“C go
+8“C B MecTe C perysimpyemori TemnepaTypoii (B X0ONoANNbHUKE).

CpOK rofiHOCTU yKa3aH Ha yrnakoBKe peareHTOB 1 cocTaB/sieT 18 MecsilleB OT AaThbl NPOM3BO/ACTBA. [aTa npousBoacTea
1 AaTa UCTEUYEHUs CPOKa rOAHOCTU yKa3aHbl Ha YMakKoBKe.

MOKASATENN TOBPEXAEHNA

Buanmble npusHaky MUKPOGManbHOTO pocTa, MYyTHOCTb, OCafOoK WU NoGble W3MEHEHUS B LIBETe peareHta MoryT
yKasblBaTb Ha ero gerpajaunio u HenpUrogHoCTb A1 UCNOb30BaHNS.

KAJIMBPOBKA

NH®OPMALINA O KATMBPOBKE

AnbO6yMUH B MOYE/CMUHHOMO3roBOW XnakocTtn, kanmopatop (Urine/CSF Albumin Calibrator), ngeHt. N9 B38859.
[ns aToi npoueaypbl HEO6X0AMMO BbINOMHATL KaNMBPOBKY Kaxable 60 AHEN.

MoBTOpHaA kasIMBpPOBKa 3TOro TecTa HeobxoAMMa NPy HaNUYKMM N6Oro 13 creayLLMX YCI0BUIA;

CMeHbl cepuv peakT!BOB WY CYLLLECTBEHHOIO M3MEHEHNs 3HAYEHWUIA KOHTpOnel;

MpoBeaeHns NponnakTMYeckoro 06CyXMBaHUS aHanmnsaTopa UM 3ameHbl BaXHOro y3na npubopa.

Mocne npoBefeHUst KaNMBPOBKM cnesyeT BU3yaslbHO OLEHUTb NOYYEHHYO KPUBYHO Ha aHanmn3atope Beckman Coulter
CTOYKM 3peHns ee NPUro4HOCTU B CneayloLlem NyHKTe nporpaMmHoro MeHto. Routine, Calibration Monitor. Calibration
Curve. Cpasy xe nocne kasMbpoBku, B COOTBETCTBUM C MpaBuiaMn Hagfexallein nabopaTtopHoi nNpakTuku, cnegyet
NPOBECTU M3MEpPEHMEe KOHTPOSIS KavyecTBa,

MPOCNEXNBAEMOCTb

3HayeHuss anibbyMMH B MOYe/CNMHHOMO3roBO Xunakoctn kanmbpatopa (Urine/CSF Albumin Calibrator) cooTBeTcTBYIOT
pedepeHcHoMy maTepuanty CRM470, cepTudmunpoBaHHomy MexayHapogHoi deaepaymeli KMIMHUYECKOn XMMun.

KOHTPOJIb KAYECTBA

Bo Bpems akcn/yartauum aHanusatopa Beckman Coulter AU Heo6X0MMO TeCTUPOBATL MO KpaiiHeil Mepe fiBa YPOBHS
COOTBETCTBYIOLLEr0 MaTepuana KoHTPO/ISi kKadecTBa He pexe OfHOro pasa B [eHb.

MOXHO MCMo/b30BaTh KOHTPO/IbHbIE MAaTepuasibl Ye/T0OBEHECKOTO MPOUCXOXAEHNSA CO 3HAUYEHMSAMUW, OnpedesieHHbIMU C
NMOMOLLbIO AaHHol cuctembl Beckman Coulter.

Kaxaas nabopaTopus onpegensieT 4acToTy NMPOBEeAEHUS KOHTPO/IA KayecTBa CaMOCTOSATE/NIbHO, OJHAKO Haanexallei
nabopaTopHOli NPaKTUKOlA cuMTaeTcs UX exefHEeBHOe U3MepeHUe BMecTe ¢ Nnpo6aMun nauMeHTOB 1 Noc/e NpoBeaeHust
KaIMbpoBKM.

n (2 N —
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*OUTPOJIbHbIE MaTepuasbl HE06X04MMO MCMO/b30BaTb B COOTBETCTBUU C MPUMEHUMbIMW MECTHBIMU HOPMAaTWUBHbIMU
ABoBaHUSAMMN.

PesynbTatbl, NoMyyYyeHHble B OTAE/bHOU nabopatopun, MOFyT OT/IMYaTbCA OT NPUBEAEHHOrO CPeAHero 3HauyeHus.
B cBA3n ¢ aTum xenatesibHO, YTOObI kaxegas nabopaTopusi B COOTBETCTBUMM C COOCTBEHHbIMY TpeOOBaHUAMU U Ha
OCHOBaHUW Pe3y/IbTaTOB HECKOSIbKUX Cepuil M3MEpEeHWil yCTaHoBWAa A1 KaXAOro aHanvTa uefneBble 3HAYEeHUS U
4acToTy aHasiM3a KOHTPOJIbHOro o6pasua. 3TW LesieBble 3HAYEHUS] AO/MKHbI HAXOAMTHLCSA B rpaHuuax AonycTUMbIX
AnanasoHoB, NPUBEAEHHbIX B COOTBETCTBYIOLLEN nuTepaType No AaHHOMY NPOAYKTY.

Ecnn B cepun I/I3MepeHVIVI KOHTPOJIbHbIX 06pa3Ll,OB BbISIB/IEHbI Kakue-nmbo TEHAEHUUN UMK 3Ha4YeHua cojepXxXaHuA
aHamTa BHe3anHoO USMeHWNCb, cneayeTt NpoBepuTb BCe NapamMeTpbl TecTa.

B kaxgoii nabopatopum Ao/mKeH 6biTb paspaboTaH niaH Mep Mo YCrpaveHWl HeWCcnpaBHOCTENR Ha cnyvaid, ecniu
3HAYEHUs1 A5t KOHTPOJIEN BbIAYT 3a YCTaHOB/IEHHbIE NPeaenbl.

O6paT|/|Te BHMMaHWe, 4TO 3Ha4YeHUA HEeKOTOPbIX KOHTpOl'IeI?I MOryT 3aBUCeTb OT HOMepa napTun peareHToB M3-3a
ncnonb3oBaHNA MaTtepunasioB XXMBOTHOIO NPOUCXOXAEHUA B KOHTPOJIbHbIX MaTtepunanax.

NMPOBEAEHVE AHATN3A
Cneuudpnyeckne AN aHanusatopa WMHCTPYKUMM MO aHanmsy CM. B COOTBETCTBYWLMX PyKkoBoacTBe

Monb3oBaTtena/HcTpykumax no npumerHenunio (IFU) aHanusatopa AU komnanum Beckman Coulter ans tuna npoo6ebl,
KaK ykazaHo B (hOpmy/iMpoBke «HasHayeHue».

PACYET

AHanuszaTtopbl Beckman Coulter AU BbINOMHAIT aBTOMaTMUYeCKUil pacyeT Kaxaoro onpeesnieHus C OAyHaKOBbIM
BPEMEHHbIM VHTEepPBasIoM.

NMHTEPIMPETALUNA PE3Y/IbTATOB
ABTOMATUYECK/ TeHepUpyTCa Aa Kaukhoin npobbl B Mrin (mr/an).
BbIJAYA PE3Y/IbTATOB

PE®EPEHTHbLIE MHTEPBA/bI

OnpegeneHne yMepeHHOro noBbIWEeHUs aibbyMuHa B Mode AMeprKaHCKOW anabeTnyeckol

accouyunaumei’
Moua: CyTOuHbI cHbop C60p No BpemeHn efinHn4Hasa nopums
(mr/cyTkn) (MKr/MuH) (kpeaTuHUH MKr/Mmr)
HopmanbHoe < 30 <20 < 30
YMepeHHOoe noBbleHne 30 - 299 20 - 199 30 - 299
KnuHnyeckas > 300 > 200 > 30Q
anbObyMuHypus
CnuHHomo3rosas 3 mec.- 4 roga 0 - 450 mg/L (0 - 45 mg/dL)
XUAKOCTL®:
> 4 net 100 - 300 mg/L 0 - 30 mg/dL)

YKazaHHble Bbille pedepeHCHbIe MHTEPBAsIbl B3ATbl U3 IMTEPATYPLI.

+n
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~aemble 3HaUeHKs MOTyT pasnnyaThCs B 3aBMCMMOCTM OT BO3pacTa, nosa, Tuna npobbl, pauuoHa nuTaHua 1 Mecta

Maanusi mauueHta. B cOOTBETCTBMM C mpaBwunamu xopolueli N1abopaTopHO MpakTUKK, Kaxaas nadopatopust

nHa NPoBePsiTb COOTBETCTBUE OXMAAEMbIX 3HAUEHWNII BbIGOPKE NaLUMeHTOB, NPO6bl KOTOPbLIX aHANU3NPYIOTCS, W NpK

P e06Xx0aMMOCTV ONpeaensiTb CBOM COGCTBEHHbIE peddepeHCHble 3HadeHusl. [pu nocTaHoBKe AvarHosa pesy/bTathl

aHanm3a Bcerga criefyeT OLEeHMBaTb, MNPUHUMAs BO BHMMaHWe aHaMHe3 nauueHTa, pesy/bTaTbl KAWHWUYECKOro
o6cnefoBaHns U Apyrie AaHHbIe.

NMPUMEHAHNA K BbINMOTHEHNKO AHAJTU3A

OIrPAHNYEHNA

1. Tpobbl ¢ KOHUEHTpauMsaMu anbbymmHa > 20 000 mr/n (2 000 Mr/aa) MOryT AEMOHCTPUPOBAaTb OWMGOYHbIE HU3KME
pe3ynbTaTbl 6€3 COOTBETCTBYOLMX DNAXKKOB «Z» U3-3a UM30bITKa aHTUreHa B npobe.

2. PesynbTar uccnepoBaHus Ha anbbyMUH B MoYe MOXET OblTb MOBLIWEHHbIM, €CNM OH BbINOJIHAETCA cpasy
nocne npobbl CbIBOPOTKM. YTO6bI u3bexarTb 3TOr0, PeKoMeHAyeTCs OTKambpoBaTb aHau3 anbbymuHa B
MOYe/CMMHHOMO3r0BOM XMAKOCTN OTAENbHO OT CbIBOPOTOYHbIX TecToB. CTapaliTecb He 3akasblBaTb MPOGY Moun
cpasy nocne npobbl cbiBOPOTKN. Ha Beb-canite Beckman Coulter MOXHO nonyunTb MHOpMaLMio 0 napameTpax
KOHTaMuHauuu npobbl Ansa aHanusatopos AU2700, AU5400, AU480, AU680. AU5800 n DxC 700 AU, Ecnn
napameTpbl KOHTamMnHaLn NPobbl He 3anNporpaMMMpOBaHbl, MOMECTUTE YalLlKy A8 NPo6 ¢ 2%-bIM NPOMbIBOYHbIM
pactBopoMm AU A0 Npo6 MOYM 1 3aKaxuTe TecT AS1A 3TOW npoobbl.

3. Tpo6bl ¢ BbIpKEHHLIMW 3HAUUTENBHBIMU OTK/TIOHEHUAMU OMTUYECKUX XapaKTepUCTVK, BK/oYas MyTHOCTb, MOTYT
NOBMUATL Ha pe3y/bTaTbl TecTa. He UCMonb3yiiTe CANWIKOM MyTHbIe MPoGbI.

B/INAOWNE PAKTOPbI

NuTepatypHble AaHHbIe™
Pe3ynbTaTtbl NpoBeEHHbIX NCCIeA0BaHNIA NOKa3bIBAKOT, YTO CleAyioLme BellecTBa MOryT B/IMSAATL Ha 3Ty npoueaypy.

Kputepusamu ans HesHaumtesnbHon nitepdeperumn (NSI) ssnsetca nsmeHeHve B npegenax 10% wnm 2 mr/n (0,2 mr/gn)
OT HayasIbHOro 3HaYeHUsl.

Movua:

KpeaTuHuH: NSI go

[ N0KO33a; NS1 oo

MoueBuHa; NS1 go

Ackopbar; NSI go

NTnmoHHas kucnota NSi go

MarHwuia: NSI go

Okcanar: NSI go

KoHBbOrmpoBaHHbIli 6unnpyouH: NSI oo

Femorno6uH: NSI go

AUETOH: NSI go

MoueBasa kucnora; NS! oo

YpoOunnHoren: NSI go

AueTaMuHoeH; NSUo

M6ynpodeH: NSI go

Nnnkn?
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MTpoHnaasorn; NSI go 600 mr/gn meTpoHngasona
samuHocanuuunar, NSI go 150 mr/gn 5-amuHocanuuunara

Kanbuwnii: NSI go 78 mr/gn kanbuma. KoHueHTpauun,
npesblilaoline 3T 3Ha4YeHns, NOBANAIOT Ha
pesynbTartbl TECTA

CnuHHomo3roeas xugkoctb (CSF)-

KOHBIOTMPOBaHHbIN 6UANPYOUH: NSI go 40 mr/gn KOHbIOrMpPOBaHHOIO GuNnpybrHa

FemMorsio6uH: NSI go 500 mr/gn remornobuHa

MpefcTaBneHHble gaHHble ONUpaltTCA Ha pesynbTaTbl UccrnefoBaHwii komnaHum Beckman Coulter n asnstoTcs
aKkTyaslbHbIMM Ha MOMeHT nybnukaumu. KomnaHua Beckman Coulter Ireland Inc. He rapaHTUpyeT MNO/HOTbI
WM TOYHOCTU Pe3y/bTaToB, KOTOpble MOryT ObiTb MOMyyeHbl B Xxofe OyAywmx wuccnefosBaHwii. [ns nonyveHus
[ONOSHATENBHOW MHdOpMauuy 06 O BAMAIOWMX BelecTBax, CM. CNpaBOYHMK Young € COGpaHHbIMK CayyYasmu
B/IMSAAHMS Ha AaHHbl TecT (Young™).

CNEUNANBbHBIE XAPAKTEPUCTUKN
CMEUMA/BHBIE XAPAKTEPUCTUKM

B aToM pasgene npuBefeHbl TUMWUHbIE XapaKTepUCTUKM MNPOBEAEHWsi TecTa Ha aHanusaTopax Beckman Coulter.
XapakTepucTrkn NpoBefeHVst TecTa B Balleil 1abopaTopui MOFyT OT/IMYATLCS OT NPUBELEHHBLIX HUXE.

NVHEWHOCTb

Moua; avanasoH NMHERHOCTM A1 MOYM COOTBETCTBYET 3HAYEHUAM KOHUeHTpauuun 7-450 mr/n (0,7-45 mr/gn).

CnNMHHOMO3roBas XWAKOCTb: Auanas3oH JIMHENHOCTW ANs CNMHHOMO3TOBOM XWAKOCTU COOTBETCTBYET 3HAYEHUSIM
KoHUeHTpauun 10-450 wmr/n (1,0-45 mr/gn).

YYBCTBUTE/IBHOCTb

3HauveHua npefena uyscTBuTenbHocTM (LoD) m npegena konuyecTBeHHoro onpegenenus (LoQ) onpegeneHbl B
COOTBETCTBMM C pekomeHgaumamu EP17-A2 VHCTUTYTa KAMHMYECKMX M nabopaTtopHbix cTaHgapTtoB (CLSHA. TMpu
npaBuibHON paboTe cucteM AU 3HauyeHne YyBCTBUTENbLHOCTM AO/HKHO ObiTb He Bbiwe 7 mr/n (0,7 mr/gn) ons moun un
10 mr/n (1,0 mr/an) gna cnMHHOMO3roBo xunakocTtn (CSF).

Cnepyrouwme gaHHble 6blaM NosyyeHbl Ha aHanmsatope AU5800 ¢ ncnosb3oBaHMEM MPO6 MOYM U CIMHHOMO3rOBOW
xngkoctn (CSF) nauneHTa.

”

MpumeHeHne moun

. "o §
4 4 / N
Mpegen 6naHka 0,0mr/n (0,00mr/an) 7 '(" 6, ")(
(LoB) e N AL

Mpenen 0.7 mr/n (0,07 mr/gn) J
YyBCTBUTE/IbLHOCTU ;
(LoD) :
LoQ 7 mr/n (0,7 mr/pn)
/ n s
! - (t(g ‘/' ) d
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IMmeHeHne
CnMHHOMO3roBoii
xugkoctn (CSF)

Mpepen 6naHka 0,0mr/n (O0.00mr/gn)
(LoB)

Mpegen 1,3 mr/n (0,13 mr/an)
YYBCTBUTENLHOCTHU

(LoD)

LoQ 7 mr/n (0,7 mr/gn)

3HaveHve npegena 6naHka (LoB) paccumTtaHO Kak BepxHss rpaHvua 95-npoueHTHOro A0BepuTelbHOro MHTepsasa.

3HauyeHve npegena uvyBcTBMTENbHOCTM (LOD) onpefeneHo kak camas HuU3Kas KOHUeHTpauus anbbymuHa, KOTOpyio
MOXHO OnpefennTb C BEPOATHOCTbIO 95%. 3HayeHve npegena konmyecTBeHHoro onpegenexdvs (LoQ) onpegeneHo
Kak caMast H13Kasi KOHLeHTpaLmsa ¢ TOYHOCTbIO B Cepum aHanm3oB < 20% (koadhduuneHT BapuaLun).

KOPPENALUNA

JNnTepaTypHble AaHHble 13
[na cpaBHeHMA OaHHOrO AMarHOCTMYECKOro Habopa peareHTOB ANS onpefeneHuns anbbymuHa B Moye C ApyrvMu
KOMMEpP'4eckn AO0CTYMHbIMU HabopamMu peareHToB Npobbl MOYM nauueHTa 6bliv NpoaHaIM3npoBaHbl Ha aHannsaTope
AU5800. Hwke npeacTasnieHbl pe3ynbTaTbl PErpecCcMoHHOro aHannsa Jemundra (Deming).

OTpesok,
oTceKkaeMblli Ha Onana3oH
KOoOpAUHAaTHOM’ KoadppnuneHt 3HayeHUn B
HaknoH ocu Koppensayun (r) n npo6ax
1,09 0.3 mr/n 1,00 131 8,1-407 wmr/n
(0,03 mr/gn) (0,81-40,7 mr/gn)

[Na CpaBHEHWALAHHOTO AMarHoCTUYeckoro Habopa peareHToB Afs onpeaeneHus anbGymuHa B CMUHHOMO3IOBOM
XWUAKOCTV C APYTMMU KOMMEPYEcKU [AOCTYMHbIMU Habopamy peareHToB Npo6bl CMMHHOMO3roBOW uakoctu (CSF)

nauveHTa 6blIM npoaHanu3vMpoBaHbl Ha aHanu3atope AU5800. Hwxe npegctaBfieHbl pesysbTaTbl perpecCMoHHOro
aHasmsa flemurra (Deming).

OTpesok,
oTCeKaeMblii Ha [OnanasoH
KOOpANHATHOIA KoadhpunumneHr 3HayeHun B
HaknoH ocun koppensuun (r) n npob6ax
1,05 -7,7 wmrin 0,99 131 17,2-412 wrin
(-0,77 wmr/nn) (1,72-41,2 wmr/gn)

TOYHOCTb

Mpu npaBuibHOM pa6oTe cucteM AU 3HAYeHWUsl TOUHOCTW [O/KHbl 6blTb He Bbllle CNAEAYILMX BENMUMH KakK As
NPVMEHEHNS MOYM, TaK U CMMHHOMO3TOBOV XWUAKOCTW.

Pb\
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MosTopAeMocCTb 5% (koadhpuumeHT Bapmnaunmn) unu 1 mrin
(0,1 mr/gn)

BHyTpunabopatopHas BOCNPOM3BOAMN MOCTb 10% (koachbdbuumneHT Bapuauum) nam 2 mr/n
(0,2 mr/gn)

npubnusnTesibHble 3HaYeHNs MOrPeLIHOCTM Ha OCHOBE pekoMeHAauuin™ VIHCTUTYTa KIMHUYECKMX U nabopaTopHbIX
ctaHgapTtoB (CLSI) cooTBeTCTBYIOT 06bIYHBIM XapakTepuctvkam npubopa. CpaBHUTENbHbIE paboune xapakTepucTUkm
cuctembl AU5800, oueHKa KOTOpbIX NMPOBOAWIACb B COOTBETCTBUM C METOAWYECKMMWU pekomeHpaunamu «6P05-A2»
MHCTMTyTa KNuHMYeckux n nabopatopHbix ctaHgapToB (CLSI), npuBedeHbl B Tabnuue Hwke. B uensx cpaBHeHus
Kaxaov naboparopmm pekoMeHayeTcs onpefenuTb XapakTePUCTUKN CBOEW CUCTEMBI.

Cnepywouwme gaHHble OblM MonydeHbl Ha aHanusatope AUS5800 c ucnonb3oBaHmem 3 My/sioB Moy U 3 MNynoB
CMUHHOMO3IOBOW XMWAKOCTW, KOTOPblE M3MepANNch B TeyeHne 20 aHeil.

TN TN OYNA Yucno CPEAHEE CrtaHga. otkn. (SD) Koadp.
MOrPEWHOCTN TOuek Bapuauum
aHHbIX mr/n mr/an Mmr/n mr/an (CV %)
MoBTOpPsAEMOCTbH Myn moun 1 80 16,8 1,68 0,2 0,02 0,9
Myn moun 2 80 32,8 3,28 0,2 0,02 0,6
Myn moun 3 80 200 20,0 3 0,3 1,4
BHyTpuna6opatopHas [lyn moun 1 80 16,8 1,68 0,7 0,07 4,3
BOCMPONSBOAMMOCTE My vigyy 2 80 32,8 3,28 0.8 0,08 2.5
Myn moumn 3 80 200 20,0 4 0,4 21
MoBTOpsSiEMOCTb Myn 80 63,0 6,30 0.7 0,07 1.0
CNMUHHOMO3ro 101
xugkoctn 1
Myn 80 265 26,5 4 0,4 1,6
CMUHHOMO3rO! t0i
XnakocTtu 2
Myn 80 350 35,0 7 0,7 1,9
CMUHHOMO3ro 101
xuagkoctn 3
BHyTpuna6opartopHas Myn 80 63,0 6,30 1,1 0,11 1,8

BOCNpPON3BOANMOCTb CMWHHOMO3rO ol
KNAKOCTWM 1

Myn 80 265 26,5 6 0,6 2,4
CMWHHOMO3ro ol
KUAKOCTN 2

MNyn 80 350 35,0 9 0,9 2,5

CMUHHOMO3rO oA
Xuakoctm 3

AOMNMOJIHUTEJIbHAA NHPOPMALINA

.a»
Ons DxC 700 AU TpebyeTcs, UTOGbl Kax/aoe MNpuioXeHue peareHta MMeso.CTaHA4apTHbI hopMaT CoKpalleHHOro

3aKpbITOr0 HasBaHWSA TecTa. 3akpblToe HasBaHuWe TecTa Tpe6yeTc;| ansa obecneyeHnss aBTOMaTUYECKONA 3arpyskm
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M3roToBuTElb FApaHTUpyeT, YTO NPOAYKT COOTBETCTBYET TPe60BaHNAM HOPMATUBHON W TEXHUYECKOW AOKYMEHTauuu.
Be3onacHoCTb ¥ KayeCcTBO rapaHTMpOBaHbl A0 WCTEYEeHUs Cpoka rofgHOCTW, M3roroButenb oTBeuyaeT 3a AediekTbl
npoAyKumn, 3a UCKNoYeHneM fedeKkToB, KOTopble NOSIBUINCL BCNIeACTBUE HENPaBUIbHOTO UCMO/Ib30BaHUsI, NepeBO3ky
1 XpaHeHwus, TPeTbUX JINL, U HENPEOAO/IMMOL CUMbl. VI3roToBUTE b rapaHTypyeT 3aMeHy NpoAyKTa 3a CBOW CYeT, ecnn
TEXHUYECKNE N (PYHKLMOHANbHbIE KayecTBa (MOTPebUTENbCKME KadyecTBa) He OTBevatT TpebGoBaHWAM HOPMaTUBHOM
N TEXHUYECKOI [OKyMeHTaLunM, ecnu 3asBfieHHble AedekTbl ABMS/IUCE CNeACTBUEM CKPbITOro AediekTa MaTeprasioB
WM HN3KOKA4YeCTBEHHOrO MPOM3BOACTBa M3roToBuTenemM. [Mpyu HanMyMM BOMPOCOB OTHOCWTE/IbHO KayecTBa MpoAyKTa
obpalaiitecb K npeAcTtasuTesnto npoussoanTens B Poccuiickoii Pegepaunu;

CHOCKM B MpPOrpamMmMHbIX UCTax

# Onpepensietca nosb3oBaTtenem

|[Anb6yMnH B Mouve/cnMHHOMO3roaol xuakoctn, kanuébpatop (Urine/CSF  Albumin Calibrator) komnaHum
Beckman Coulter, kat, Ne B38859.

' Ana paboTbl 3HaYeHNs 3adaHbl B Mr/n. Ana paboTtbl B Mr/gn, pasgennte 3HadyeHusa Ha 10-
CBEJEHUVA O PEOAKLINAX

WHcTpykumm no npumeHeHnto (IFU), cneumdonyeckme ans npogaxu B Poccum

Kog MHCTpyKuuii no npumeHeHuo (IFU) 6bin NepecmMoTpeH ANs cTaHAapTh3aumi cornalleHns o NprcBoeHn HOMEPOB
[IOKYMEHTOB A/151 KaX/10 TeppuTopun Npoaax.

UALB Specific Proteirt-Special Chemistry Russian Nnnpykaun no npumexenunto BLOSB38858RU C8
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Ten. +7 (495) 228 67 00. e-mail beckman,ru@beckman.com
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mLnxn
AW r/3puyc

HUNANT wnxu (NIALL SHEEHY)
HOTAPNYC

6/7 InenTBOpT CTPUT.
JNnmepuik.

WpnaHaus.

TenedoH + 353 61 414355
dakcumunne + 353 61 414738
on. nouta nsheehy@csg.ie

K CBEAEHWKO BCEX 3anHTepecoBaHHbIX nL,

A, HNWANN WX (NIALL SHEEHY), HoTapuyc, 6/7 TneHtBopT CTpuTt, iumepunk, WpnaHamsa, AOHKHbIM
o6pa3om HasHauyeHHblil pegcepnatenem BepxoBHOro cyga MpnaHgum v JONYLWEHHbIA K NOXW3HEHHOW
npakTMKe B KayecTBe rocyfapCTBEHHOro HoTapuyca a ropoge-rpadcrse Jiumepuk, rpadpctsax JiIumepuk u
Knap, a Takke B Npuerawwmx rpagcreax, HacTOALWMM 3asBsa0, uto 11 aerycta 2017 r. SUMEAP KAPP
(EIMEAR CARR), wu3BecTHas MHe kak Creunanuct oTAenia HOPMAaTMBHO-MPAaBOBOr0 pPeryanpoBaHus
komnaHun BekveH KynbTep AnaneHpg WHk., JincmeraH, O'Kannarav'c Munns, rpadpcteo Knap. VpnaHgus,
noaTeepguna MHe nMyHo, 4to 11 aBrycta 2017 roga oHa AeNCTBMTENIbHO nognucana OT UMeHu BekmeH
Kynbtep AlianeHa WHK, npunaraemyto [eknapauyunto 06 WHCTpYyKUUAX MO NMPUMEHEHUIO NpoayKTa Ans
Lenei pernctpauum, nocTaBMB CBOE MMSA Ha AaHHOM JOKYMEHTe, W 5 3aBepsto, 4YTo nocTaB/ieHHas NnoAnucb

ABNAETCA UCTUHHON 1 Haa/exalleil NoAnvChIo ykasaHHoi Beilue SNMEAP KAPP (EIMEAR CARR).

KNAHYCb N CBUAETE/NIbCTBYHO, noctaBuB CBOKW MNognucb WM neyatb Moero ogpuca 11 asrycra 2017

roga.

J/MNopgnuce/
HoTapwnyc

/Mevartsb:
Hwann Wwnxn Hotapuyc/

/Wtamn:

Huann Wuxu

HoTapuyc

6/7 TneHtBOpT CTPUT. JTIMepuk/
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BekmeH KynbTep AnaneHp, VIHK,
JucmeraH,

O’KannaraH'c Munn3
MpadhcTBO Knop,

VpnaHans.

Ten.: +353-65-6831100.

Pakc: +353-65-6831122,

Jeknapauna 06 NHCTPYKLMAX MO NPUMEHEHUIO NMpoAYyKTa

A, Jlimeap Kapp (Eimear Carr), 4O/HKHbIM 06pa3oM YNO/THOMOYEHHbI cneuMannucT oTaena HoOpMaTUBHO-
npaBoOBOro peryaMpoBaHus, oT nuua komnaHum bekmen Kynbtep Ananenp VHk. (Beckman Coulter Ireland
Inc.) Ha OCHOBAHUM M3BECTHOW MHe MHOPMAaLMN HACTOALMM 3aAB/ISA0, YTO NpUAaraeMblil LOKYMEHT
ABNSIeTCS TOYHOW Konuein MHCTPYKUUA NO NPUMEHEHMIO NPOAYKTA, BK/IIOUYEHHbIX B HacTosee
pernctpalvMoHHOe AO0Cbe C Lefbio npefocTaBieHns AONOHUTENbHOW nHopMauumn ana uenem

perucTpaunm nNpuBeAeHHbIX HUXe NPOAYKTOB;

HasBaHne npogykTa

Anb6yMUH B MOYe/CNMHHOMO3rOBOI XNAKOCTH,
peareHT (URINE/CSF ALBUMIN)
ANbEYMUH B MOYE/CMUHHOMO3TOBOWN XUAKOCTH,
peareHT (URINE/CSF ALBUMIN)

OatnposaHo 11 asrycTta 2017 roga

OT umeHn bekmeH KynbTep AlianeHg VHK.

1MNopnvcs/

Oiimeap Kapp (Eimear Carr)
Cneuynanuct otgena HopMaTUBHO-
npaBoOBOro perynnpoBaHns
BekmeH KynbTep AnaneHg WHk.

lOpugnyeckuii agpec  Jlucmera, OupexTopa;

O KannaraH e Munns
FpadctBO Knap
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KATANTOXHbBIV Ne

B38858

B46435

1Mognuce/
HUANN WX (NIALL SHEENY)
HOTAPUNYC
6/7 TNEHTBOPT CT
NVNMEPNK
11-08-2017

BEKMEH KY/IbTEP AM3NEH[ WHK.
NncwmeraH,

O’ KannaraH'c Munns

FpadctBO Knap,

WpnaHngusa

/Mognuce/
11 aBrycta 2017 r.

Mupc Oeaepo (Piers YypexpeHo B Pecny6nuke VpnaHgms
Devereux)

Mon FeHpwu (Paul Henry) C OrpaHWyeHHOl OTBETCTBEHHOCTLIO

PerncTpayunoHHblii HoMep KomnaHum
501471



Cb MepeBofuuK .. Pporovea Mapuna Muxaiviosna

occutckan Pedepayus
Topod Mockeu
[BajuaTb BTOPOro aBrycTa iBe ThICAYM CEMHAALATOro roga

A, AkumoB [ne6 Bopucosuy, HoTapuyc ropoga MockBbl, CBUAETENbCTBYH MNOAMHHOCTb
noanucwy nepesogynka Pponosoit MapnHbl MUXainosHbl.

Mognuce caenaHa B MOEM NPUCY TCTBUN.

JInyHoCTb NognucasLlero AOKYMEHT yCTaHOoB/eHa.

3aperucTpuposaHo BpeecTpe: JI>

B3bicKaHO rocyfapcTBeHHON novawHsl (Mo Tapudy): 100 py6.

YnnayeHo 3a 0**amn”™ycnyr NpaBoBOro M TEXHUYECKOro xapakTepa: —  pyob.

I.b. AkKumoB

Mpow HAMO W

Ho-j'apHyc
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Poccuiickass Pegepauusn
opog Mocksa

1. MapTbiHoBa Hatanus” BPEMEHHO UCMO/HAWLWasA
o06a3aHHOCTW HOTapuyca ropoga Mocksbl Akumosa Meba Bopucosuya.

[MpowmnTo B KONUYECTB' 2 7~nuvcyys
« 01 »™MYNT/_20\£ _1oga.

PykoBogutens,0 gena « KAMHMYec”™ nccnefsoBaHms»
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