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Reagents in vitro for an automatic analyzer for determination of erythrocyte
sedimentation rate (ESR) TESTI C €

LATEX CONTROLS (6 tests)

REF Sl 305.100-A Latex controls, 6 tests in Greiner tubes
REF S1305.102-A Latex controls, 6 tests in Sarstedt tubes
INSTRUCTION FOR USE
Edition for use in the Russian Federation
ONLY FOR IN VITRO DIAGNOSTICS
Rev.l.0-2Q20Q.Q9.04

AIM OF THE TEST

Reagents in vitro for an automatic analyzer for determination of erythrocyte sedimentation rate (ESR)
TESTI are designed to check of the calibration stability of TESTI line analyzers.

The reagents are intended for in vitro diagnostic use.

Latex Controls, 6 tests use to check the calibration stability of TESTI line analyzers.

The method is based on the use of three samples with known turbidity values, on which the analyzer
performs transmittance measurements related to ESR values.
Analyzer Reference number
TEST | SI 195.210/THL-SI 195.220/BCL - SI 195.230/SDL - SI 195.240/YDL-
Sl 195.250/MDL
ROLLER SI R20-PN - SI RIO-PN

APPLICATION AND INTENDED USER

The kit is for in vitro diagnostic use only. For professional use only. The kit can only be used by
employees of clinical diagnostic laboratories who have undergone special training to work on the above
analyzers.

INTRODUCTION

The ESR determination is susceptible to several variables (temperature, performing, sample state,
results) reading. Since the phenomenon of erythrocyte sedimentation is confined of fresh blood and is
transient the quality control procedures are based on the comparison the results with the reference
method, which is performed on fresh samples.

According to these remarks, the traditional control materials are not able to reproduce correctly this
phenomenon. For laboratory quality control it is then important to have at disposal a control system
reproducible and easy to handle.

INDICATIONS AND CONTRAINDICATIONS

The indication for the use of Reagents in vitro for an automatic analyzer for determination of erythrocyte
sedimentation rate (ESR) TESTI line - Latex Controls, 6 tests is need for calibration and quality control
of automatic analyzers for determination of erythrocyte sedimentation rate (ESR) TESTI line.

There are no contraindications within the established purpose.

PRINCIPLE OF METHOD

The Control kit is based on the use of three samples with known turbidity values, on which the analyzer
performs transmittance measurement related to ESR values. The results obtained should fit the expected
ranges of ESR (passport values). Otherwise the calibration of the instrument shall be verified.

KIT DESCRIPTION

The kit consists of 3 test tubes:

No. 1 Latex Control level 2 (“LATEX Test tube L 2”)
No. 1 Latex Control level 3 (“LATEX Test tube L 3”)
No. 1 Latex Control level 4 (“LATEX Test tube L 47)

Instruction for use LATEX CONTROLS (6 tests) REF SI 305.100-A/Si 305.102-A
© Copyright 2020.This document is exclusive property of ALIFAX S.r.l, confidential and not freely disclosable.
All rights reserved.
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The control tubes are ready for use, their volume (approx.3 ml) allows up to 6 checks. The contents of
the kit are sufficient I'or 6 measurements on three levels.
rhe traceability is assured bv the lot number and the barcode carried on each tube.

KIT COMPOSITION

Controls are aqueous suspension of polymer based on styrene and butadiene in 3 different concentrations
(LI, L2, L3).

Technical documentation is available on request.

Reagents do not contain animal or human materials.

The product is supplied non-sterile. Not reusable and/or sterilizable by the user.

TEST TUBE DESCRIPTION

o Latex Controls. 6 tests. Ref. SI 305.100-A
Plastic tube with screw cap. size 13x75 mm Greiner production, volume - 3 ml.

« Latex Controls, 6 tests, Ref Sl 305.102-A
Plastic tube with screw cap. size 11.5x66 mm Sarstedt production, volume - 3 ml.

e Liquid state.

« ldentification label indicating the rack (or rotor) loading position number and the barcode including
the standard turbidimetric value.

EXTERNAL PACKAGING
Box is made of expanded polystyrene (EPS) with recesses for tubes.

WARNINGS AND PRECAUTIONS

» For professional in vitro diagnostic (IVD) use only.

« Suitable only ALIFAX ESR line analyzers if upgraded with software for latex management (version
6.01A or upper for TEST 1, version 1.OOA or upper for Roller 20 PN. Roller 10 PN).

« Handle with caution, avoiding ingestion, inhalation, contact with eyes, respiratory tract, skin and
clothes. If the reagents come into contact with sensitive areas, flush these areas with sufficient water.

» Do not use ifthe package is damaged.

» Do not use the products after the expiration date.

* Do not use reuse the product more limes than indicated on the label.

« Do not freeze the products. Freezing can lead to irreversible aggregation.

e Consult with local and/or state authorities regarding the recommended disposal method.

» Further information on safety can be found in the product safety certificate.

» Has no contraindications within its stated purpose.

» Spent when applied according to the intended purpose, not reusable.

ENVIRONMENTAL CONDITIONS

The kit is used only on board the analyzer, for which must be the following conditions:
e Temperature from + 10° C to + 30°C.

* Relative air humidity 15to 85%, non-condensing.

EQUIPMENT AND MATERIALS

The Control kit should only be used with the analyzers indicated in the "AIM OF THE TEST" section.
For TESTI analyzers with software 6.01 A to 8.00B and all Roller analyzers, prepare three wash tubes
containing approximately 3 ml distilled water. For TESTI analyzers updated to software version 9.00A
or higher, prepare one tube of distilled water to load into position Nel.

PROCEDURE
The daily use of the control kit is recommended.

1 For analyzers upgraded with the following software versions (see p. WARNINGS AND
PRECAUTIONS), be sure that the "LATEX PRIMING" is activated, otherwise activate it by following
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the instructions in the technical manual ofanalyzer model under calibration: 6.51 D or higher for TEST 1
3.00A or higher for Roller 10 PN. Roller 20 PN.

2. Perform the washing procedure according to the instrument operative manual.

3ForTRSTI analyzer: from MAIN MENU press the key 6 Electronic calibration, and then key 1to start
the procedure.

For Roller 10/20PN analyzers: from the MAIN MENU, press “Main*’ (upper left corner of the screen),
then press “Standard”, then select INTERNAL or EXTERNAL circuit.

4. For TEST 1analyzers with softwareb.Ol A to 8.00B and all Roller analyzers, prepare three wash tubes
containing 3 ml distilled water. For TESTI analyzers updated with software version 9.00A or upper,
prepare one tube of distilled water to load into position Xs 1

5. Load the kit tubes of a single column and the wash tubes on a rack in case of TESTI analyzer, or on
a rotor in the case of ROLLER 10/20. verifying the loading position number indicated on the test tubes,
according to the following scheme:

1 Washing tube position X"
2. Latex Test tube L 2 position Xg2
3. Latex Test tube L 3 position X23
4. Latex 'lest tube L 4 position Ne4
5. Washing tube position Xs5
6. Washing tube position X«6

On TESTI analyzer with the Internal Barcode Reader the lubes must be placed with the labels on the
right way for the barcode reading.

Note: it is hinhlv recommended to resvecl strictly the samples loaJina sequence as described in order
to avoid a wromr instrument check.

6. Following the analyzer menu driven instructions, open the loading door of the TEST! instrument and
insert the rack with the test-tubes prepared for the check. After closing the front door, the analysis of
control will be started automatically.

7. In case of use on analyzers Roller 10/20PN with the external barcode reader, execute the reading of
the barcode of each single test-tube before the loading on the rotor.

8. Ifthe analyzer is without any barcode reader or the reader is not able to read the barcodes on the test-
tubes, the barcode indicated on each single test tube of the kit will need to be entered manually.
Attention: it is necessary to enter the whole barcode carried on each single tube in kit. Please be sure
that the barcoded last three numbers are the same on all three tubes used taken from the same column.
Otherwise, the analyzer will g/'ve an error and won t perform the analysis o fthe controls.

9. Upon completed the mixing phase, the analyzer will perform the withdrawal and the analysis of the
control standard.

10. At the end of the analysis of the control standards, the reference values and the results obtained will
be printed out as ESR values (mm/h) in an increasing order.

11. The three ESR resulting values will have to be evaluated according to the “Results” paragraph down
below.

RESULTS

The three ESR resulting values should fit the range reported both on the print itself («Reference values»)
and on the outer label in the table <REFERENCE VALUES». If the obtained values are outside the
expected range, the calibration of the instrument shall be verified. In this case, call the technical service
to recalibrate the instrument.

QUALITY CONTROL

Quality Control can be done by processing repeatability tests on the same instrument and monitoring the
results obtained with turbidimetric standards on which the percentage Standard Deviation (%RSD) for
each value is calculated. The average value must be under 10%.

LIMITATION OF THE PROCEDURE
The product can be used only with Alifax ESR line analyzers upgraded with the software for latex
management (6.01 A or upper for TESTI. .OOA or upper for Roller 20 PN. Roller 10 PN).
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y PERFORMANCES

Repeatability: CV%<10%
Reproducibility: CV%<15%

STORAGE CONDITIONS
The kit must be stored in a dark place (closed box) between 4-25®C until the expiration date. After
opening, the kit is stable for 6 weeks if stored at temperature 4-8~C. Freezing of reagents is not allowed.

EXPIRY DATE: indicated on the packaging and is 6 months from the date of production.

TRANSPORTATION CONDITIONS

Transportation is carried out by all types of transport in covered vehicles in accordance with the rules of
transportation of goods, operating for each type of transport. Freezing of reagents is not allowed. After
receiving the set, it is necessary to observe the storage conditions

WASTE DISPOSABLE

When disposing of expired products and waste and used reagents, it is necessary to act in accordance
with hygienic standards and follow official instructions for disposal and destruction of potentially
infectious and chemical material adopted in the territory ofthe Russian Federation and in this therapeutic
and prophylactic facility.

The key issues in the waste management strategy are the optimization of tactics and approaches to end
products and the minimization of possible environmental pollution.

Packaging waste disposable.

The use of the kit generates Class A and Class B wastes that are classi fled and disposed of in accordance
with Sanitary and Epidemiological Requirements for Medical Waste Management (SanPiN 2.1.7.2790-
10).

Not to be disposed of with household waste.

ENVIRONMENTAL PROTECTION REQUIREMENTS

A medical product, when used, transported and stored, does not have an adverse impact on humans and
the environment, provided that the application conditions and precautions specified in the instructions
are observed.

POSSIBLE SIDE EFFECTS
There are no known side effects associated with the use of Latex Controls, 6 tests.

INDEX OF SYMBOL
In accordance with EU DIRECTIVES, the manufacturer uses the following symbols and signs:

Symbol Meaning Symbol Meaning
REF Product code ivD In V|tr9 D|agngst|cs
medical Device
mJ Manufacture LOT Lot number
2 Expire date Protect from light
Consult instruction Do not reuse more than
c® for use six times
CONT Kit contents )‘K . Atteqtlon, see
instructions for use
V Contains sufficient T Temperature limitation
for <n> tests P
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MANUFACTURER

Alifax S.r.l., e-mail info@alifax.com

via Petrarca 2/1 - 35020. Polverara. Padova. Italy
Web www.alifax.com.

Tel. +39-049-0992000

PLACE OF PRODUCTION
Alifax S.r.l.. Via Merano, 30, 33045, Nimis (Udine). Italy

INFORMATION ON THE AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA

Limited Liability Company "ALIFAX" (OO0 "ALIFAX")

125367. Russia, Moscow. Gabrichevskogo str., 5. building 1room 4-5, 21-22. 3rd floor, premises 1,
+7(495)-544-50-55. info.russia™"alifax.com

RULES FOR SUBMITTING COMPLAINTS

The procedure for submitting and responding to complaints is governed by civil law. A complaint may
only be made in respect of matters that were not the subject of acceptance of the goods produced in
accordance with the terms of the contract.

Claims and complaints are accepted in writing by any means of communication. The letter must be
accompanied by: information about the lot of goods, a description of the problem, and print-outs from the
device.

For all questions related to the servicing of the product, please contact the Authorized Representative of
the manufacturer. In case of a complaint, please contact the manufacturer and/or the manufacturer's
authorized representative

GUARANTEE OBLIGATIONS

The ESR manufacturer guarantees that Reagents in vitro for an automatic analyzer for determination of
erythrocyte sedimentation rate (ESR) TESTI meet the specifications stated on the label. The manufacturer
is responsible for the operation of the products only if they are used correctly in accordance with the
instructions and if the storage and transportation rules are observed.

The manufacturer guarantees the stability of the set until the end of its shelf life, subject to the conditions
of transport, storage and application specified in the instructions.

The Manufacturer guarantees the safety of the medical device and the absence of unacceptable risk of
harm to life, human health and the environment when using the reagent kit for its intended purpose under
the conditions specified by the manufacturer.

Products must only be used until the expiry date indicated on the packaging.

THIS LIMITED WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES. EXPRESS OR IMPLIED.
INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FOR ANY OTHER
PURPOSE. Alifax S.r.l. DOES NOT LIABILITY FOR INCIDENTAL. INDIRECT, SPECIAL OR
CONSEQUENTIAL DAMAGES.
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Reagents in vitro for an automatic analyzer for determination of erythrocyte

sedimentation rate (ESR) TESTI C€

LATEX CONTROLS (30 tests)

REF Sl 305.300-/1 Latex controls. 30 tests in Greiner tubes
REF S| 305.302-A Latex controls, 30 tests in Sarstedt tubes

INSTRUCTION FOR USE
Edition for use in the Russian Federation
ONLY FOR IN VITRO DIAGNOSTICS
Rev. 1.0-2020.09.04

in InnevWlon

AIM OF THE TEST

Reagents in vitro for an automatic analyzer for determination of erythrocyte sedimentation rate (ESR)
TEST! are designed to check of the calibration stability of TESTI line analyzers.

The reagents are intended for in vitro diagnostic use.

Latex Controls, 30 tests use to check the calibration stability of TESTI line analyzers.

The method is based on the use of three samples with known turbidity values, on which the analyzer
performs transmittance measurements related to ESR values.
Analyzer Reference number
TEST 1 SI 195.210/THL-SI 195.220/BCL - SI 195.230/SDL-SI 195.240/YDL-
Sl 195.250/MDL
ROLLER SI R20-PN - SI RIO-PN

APPLICATION AND INTENDED USER

The kit is for in vitro diagnostic use only. For professional use only. The kit can only be used by
employees of clinical diagnostic laboratories who have undergone special training to work on the above
analyzers.

INTRODUCTION

The ESR determination is susceptible to several variables (temperature, performing, sample state,
results) reading. Since the phenomenon of erythrocyte sedimentation is confined of fresh blood and is
transient the quality control procedures are based on the comparison the results with the reference
method, which is performed on fresh samples.

According to these remarks, the traditional control materials are not able to reproduce correctly this
phenomenon. For laboratory quality control it is then important to have at disposal a control system
reproducible and easy to handle.

INDICATIONS AND CONTRAINDICATIONS

The indication for the use of Reagents in vitro for an automatic analyzer for determination oferythrocyte
sedimentation rate (ESR) TESTI line - Latex Controls, 30 tests is need for calibration and quality control
of automatic analyzers for determination of erythrocyte sedimentation rate (ESR) TESTI line.

There are no contraindications within the established purpose.

PRINCIPLE OF METHOD

The Control kit is based on the use of three samples with known turbidity values, on which the analyzer
performs transmittance measurement related to ESR values. The results obtained should fit the expected
ranges of ESR (passport values). Otherwise the calibration of the instrument shall be verified.

KIT DESCRIPTION
The kit consists of 15 test tubes:
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No.5 Latex Control level 2 ("“LATEX Test tube L 2”)

No.5 Latex Control level 3 (“LATEX Test tube L 37)

No.5 Latex Control level 4 (“LATEX Test tube L 4™

The control tubes are ready for use, their volume (approx.3 ml) allows up to 6 checks. The contents of
the kit are sufficient for 30 measurements on three levels.

The traceability is assured bv the lot number and the barcode carried on each tube.

KIT COMPOSITION

Controls are agueous suspension of polymer based on styrene and butadiene in 3 different concentrations
(L1,L2, L3).

Technical documentation is available on request.

Reagents do not contain animal or human materials.

The product is supplied non-sterile. Not reusable and/or sterilizable by the user.

TEST TUBE DESCRIPTION

« Latex Controls, 30 tests. Ref. SI 305.300-A
Plastic tube with screw cap. size 13x75 mm Greiner production, volume - 3 ml.

« Latex Controls, 30 tests. Ref. SI 305.302-A
Plastic tube with screw cap. size 11.5x66 mm Sarstedt production, volume - 3 ml.

e Liquid state.

» ldentification label indicating the rack (or rotor) loading position number and the barcode including
the standard turbidimetric value.

EXTERNAL PACKAGING
Box is made of expanded polystyrene (EPS) with recesses for tubes.

WARNINGS AND PRECAUTIONS
» For professional in vitro diagnostic (IVD) use only.

» Suitable only ALIFAX ESR line analyzers if upgraded with software for latex management (version
6.01 A or upper for TESTI, version 1.00A or upper for Roller 20 PN. Roller 10 PN).

» Handle with caution, avoiding ingestion, inhalation, contact with eyes, respiratory tract, skin and
clothes. Ifthe reagents come into contact with sensitive areas, flush these areas with sufficient water.

» Do not use ifthe package is damaged.

» Do not use the products after the expiration date.

» Do not use reuse the product more times than indicated on the label.

« Do not freeze the products. Freezing can lead to irreversible aggregation.

e Consult with local and/or state authorities regarding the recommended disposal method.

« Further information on safety can be found in the product safety certificate.

« Has no contraindications within its stated purpose.

» Spent when applied according to the intended purpose, not reusable.

ENVIRONMENTAL CONDITIONS

The kit is used only on board the analyzer, for which must be the following conditions:
» Temperature from + 10°C to + 30°C.

* Relative air humidity 15 to 85%. non-condensing.

EQUIPMENT AND MATERIALS

The Control kit should only be used with the analyzers indicated in the "AIM OF THE TEST" section.
For TESTI analyzers with software 6.01 A to 8.00B and all Roller analyzers, prepare three wash tubes
containing approximately 3 ml distilled water. For TESTI analyzers updated to software version 9.00A
or higher, prepare one tube of distilled water to load into position Nol.
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PROCEDURE
The daily use of the control kit is recommended.

1 For analyzers upgraded with the following software versions (see p. WARNINGS AND
PRECAUTIONS), be sure that the "LATEX PRIMING" is activated, otherwise activate it by following
the instructions in the technical manual ofanalyzer model under calibration: 6.51 D or higher for TEST 1
3.00A or higher for Roller 10 PN. Roller 20 PN.

2. Perform the washing procedure according to the instrument operative manual.

3 For TEST lanalyzer: from MAIN MENU press the key 6 Electronic calibration, and then key 1to start
the procedure.

For Roller 10/20PN analyzers: from the MAIN MENU, press “Main** (upper left corner of the screen),
then press “Standard”, then select INTERNAL or EXTERNAL circuit.

4. For TEST lanalyzers with software 6.01 A to 8.00B and all Roller analyzers, prepare three wash tubes
containing 3 ml distilled water. For TESTI analyzers updated with software version 9.00A or upper,
prepare one tube of distilled water to load into position Ne 1

5. l.oad the kit tubes of a single column and the wash tubes on a rack in case of TESTI analyzer, or on
a rotor in the case of ROLLER 10/20. verifying the loading position number indicated on the test tubes,
according to the following scheme:

1 Washing tube position Nel
2. Latex Test tube L 2 position Ne2
3. Latex Test tube L 3 position Ne3
4. Latex Testtube L 4 position Ne4
5. Washing tube position Ne5
6. Washing tube position Ne6

Allenlion: please verify that the three control tubes belong to the same column in the vacka”im!

On TESTI analyzer with the Internal Barcode Reader the tubes must be placed with the labels on the
right way for the barcode reading.

Note: it is highly recommemied to respect strictly the samples loading sequence as described in order
to avoid a wrom instrument check.

6. Following the analyzer menu driven instructions, open the loading door of the TEST 1 instrument and
insert the rack with the test-tubes prepared for the check. After closing the front door, the analysis of
control will be started automatically.

7. In case of use on analyzers Roller 10/20PN with the external barcode reader, execute the reading of
the barcode of each single test-tube before the loading on the rotor.

8. Ifthe analyzer is without any barcode reader or the reader is not able to read the barcodes on the test-
tubes, the barcode indicated on each single test tube of the kit will need to be entered manually.
Attention: it is necessary to enter the whole barcode carried on each sinsle tube in kit. Please be sure
that the barcoded last three numbers are the same on all three tubes used taken from the same column.
Otherwise, the analyzer will 2ive an error and won i perform the analysis of the controls.

9. Upon completed the mixing phase, the analyzer will perform the withdrawal and the analysis of the
control standard.

10. At the end of the analysis of the control standards, the reference values and the results obtained will
be printed out as ESR values (mm/h) in an increasing order.

11. The three ESR resulting values will have to be evaluated according to the “Results” paragraph down
below.

RESULTS

The three ESR resulting values should fit the range reported both on the print itself («<Reference values»)
and on the outer label in tbe table <REFERENCE VALUES». If the obtained values are outside the
expected range, the calibration of the instrument shall be verified. In this case, call the technical service
to recalibrate the instrument.

QUALITY CONTROL
Quality Control can be done by processing repeatability tests on the same instrument and monitoring the
results obtained with turbidimetric standards on which the percentage Standard Deviation (%RSD) for
each value is calculated. The average value must be under 10%.

Instruction for use LATEX CONTROLS (30 tests) REF SI 305.300-A/SI 305.302-A

© Copyright 2020.This document is exclusive property of ALIFAX S.r.l, confidential and not freely disciosable.

All rights reserved.
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LIMITATION OF THE PROCEDURE
The product can be used only with Alifax ESR line analyzers upgraded with the software for latex
management (6.01 A or upper for TESTI, 1.OOA or upper for Roller20PN. RollerlOPN).

PERFORMANCES
Repeatability: CV%<I10%
Reproducibility: CV%<15%

STORAGE CONDITIONS
The kit must be stored in a dark place (closed box) between 4-25“C until the expiration date. After
opening, the kit is stable for 6 weeks if stored at temperature 4-83VC. Freezing of reagents is not allowed.

EXPIRY DATE: indicated on the packaging and is 6 months from the date of production.

TRANSPORTATION CONDITIONS

Transportation is carried out by all types of transport in covered vehicles in accordance with the rules of
transportation of goods, operating for each type of transport. Freezing of reagents is not allowed. After
receiving the set, it is necessary to observe the storage conditions

WASTE DISPOSABLE

When disposing of expired products and waste and used reagents, it is necessary to act in accordance
with hygienic standards and follow official instructions for disposal and destruction of potentially
infectious and chemical material adopted in the territory ofthe Russian Federation and in this therapeutic
and prophylactic facility.

The key issues in the waste management strategy arc the optimization of tactics and approaches to end
products and the minimization of possible environmental pollution.

Packaging waste disposable.

The use of the kit generates Class A and Class B wastes that are classified and disposed of in accordance
with Sanitary and Epidemiological Requirements for Medical Waste Management (SanPiN 2.1.7.2790-
10).

Not to be disposed of with household waste.

ENVIRONMENTAL PROTECTION REQUIREMENTS

A medical product, when used, transported and stored, does not have an adverse impact on humans and
the environment, provided that the application conditions and precautions specified in the instructions
are observed.

POSSIBLE SIDE EFFECTS
There are no known side effects associated with the use of Latex Controls. 30 tests.

INDEX OF SYMBOL
In accordance with EU DIRECTIVES, the manufacturer uses the following symbols and signs:
Symbol Meaning Symbol Meaning
REF Product code IVD In V|trp Dlagnc_)stlcs
medical Device
wi Manufacture LOI Lot number
5 Expire date Protect from light
Consult instruction Do not reuse more than
m for use ® six times

Attention, see

NT i . .
O Kit contents A instructions for use
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Contains sufficient e
: Temperature limitation
for <n> tests I

MANUFACTURER

Alifax S.r.l., e-mail info@alifax.com

via Petrarca2/l -35020, Polverara, Padova. Italy
Web wvvw.alifax.com,

Tel. +39-049-0992000

PLACE OF PRODUCTION
Alifax S.r.l., Via Merano, 30, 33045, Nimis (Udine), Italy

INFORMATION ON THE AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA

Limited Liability Company "ALIFAX" (000 "ALIFAX")

125367, Russia. Moscow, Gabrichcvskogo str.. 5, building 1room 4-5. 21-22, 3rd floor, premises 1
+7(495)-544-50-55, info.russiaffflalii~a\.com

RULES FOR SUBMITTING COMPLAINTS

The procedure for submitting and responding to complaints is governed by civil law. A complaint may
only be made in respect of matters that were not the subject of acceptance of the goods produced in
accordance with the terms of the contract.

Claims and complaints are accepted in writing by any means of communication. The letter must be
accompanied by: information about the lot of goods, a de.scription of the problem, and print-outs from the
device.

For all questions related to the servicing of the product, please contact the Authorized Representative of
the manufacturer. In case of a complaint, please contact the manufacturer and/or the manufacturer’s
authorized representative

GUARANTEE OBLIGATIONS

The manufacturer guarantees that Reagents in vitro for automatic analyzer for determination of
erythrocyte sedimentation rate(ESR) TEST) meet the specifications stated on the label. The manufacturer
is responsible for the operation of the products only if they are used correctly in accordance with the
instructions and if the storage and transportation rules are observed.

The manufacturer guarantees the stability of the set until the end of its shelf life, subject to the conditions
of transport, storage and application specified in the instructions.

The Manufacturer guarantees the safety of the medical device and the absence of unacceptable risk of
harm to life, human health and the environment when using the reagent kit for its intended purpose under
the conditions specified by the manufacturer.

Products must only be used until the expiry date indicated on the packaging.

THIS LIMITED WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR IMPLIED.
INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FOR ANY OTHER
PURPOSE. Alifax S.rl. DOES NOT LIABILITY FOR INCIDENTAL, INDIRECT, SPECIAL OR
CONSEQUENTIAL DAMAGES.
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Reagents in vitro for automatic analyzer for determination of erythrocyte
sedimentation rate (ESR) TESTI C f

LATEX CALIBRATORS (6 tests)

REF S| 305.400-A Latex calibrators, 6 tests, in Greiner tubes
REF Sl 305.402-A Latex calibrators, 6 tests, in Sarstedt tubes

INSTRUCTION FOR USE
Edition for use in the Russian Federation
ONLY FOR IN VITRO DIAGNOSTICS
Rev. 1.0-2020.09.04

AIM OF THE TEST

Reagents in vitro for automatic analyzer for determination of erythrocyte sedimentation rate (ESR)
TESTI are designed for calibration and quality control of the TESTI line of automatic erythrocyte
sedimentation rate (ESR) analyzers.

The reagents are intended for in vitro diagnostic use.

Latex Calibrators, 6 tests are designed to check the calibration of the TESTI Alifax line of analyzers.

The method is based on the measurement of the transmittance related to ESR values of three samples
with known turbidity values.
Analyzer Reference number
TEST 1 SI 195.210M H - SI 195.220/BCL - SI 195.230/SDL - SI 195.240/YDL -
SI 195.250/MDL
ROLLER SI R20-PN - SI RIO-PN

APPLICATION AND INTENDED USER

The CALIBRATION kit is for in vitro diagnostic use only. For professional use only. The kit can only
be used by the Support Service employees who have undergone special training to work on the above
analyzers.

INTRODUCTION

The Calibration is used in the final step in reference to latex quality control for ALIFAX ESR line
analyzers TESTI (TEST I, ROLLER). The QC study allows the user to monitor analyzer performances
pointing out any deviation that can be solved by the technical service by using the Calibration Kkit. that
the Support Service uses the Calibrator Set to correct.

The CALIBRATION Kit is in fact a rapid tool easy to handle that enables to bring back the analyzer to
the original performances.

INDICATIONS AND CONTRAINDICATIONS
The indication for the use of in vitro reagents for ALIFAX ESR line analyzers TESTI - latex

Calibrators, 6 tests, is the need for calibration of TESTI line automatic analyzers of erythrocyte
sedimentation rate (ESR).
There are no contraindications within the established purpose.

PRINCIPLE OF METHOD

The CALIBRATION Kit is based on the use of three samples with known turbidity values, on which the
instrument performs the transmittance measurement related to ESR values. The results of ESR (mm/h)
must fall within the permissible range, otherwise the calibration must be checked. The correction of the
calibration must be done exclusively by a technical specialist occurs by realigning the results obtained
with the turbidimetric standards e.xpected values.

Instruction for use LATEX CALIBRATORS {6 tests) REF Sl 305.400-A/SI 305.402-A
© Copyright 2020.This document is exclusive propert>' of ALIFAX S.r.l. confidential and not freely disclosable.
J1 rights reserved.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



KIT DESCRIPTION

The kit is made up ofthe following 21 tubes:

No.l Latex Calibrator of level 2 {«LATEX Test tube L2»)

No. 1 Latex Calibrator of level 3 («LATEX Test tube L3»)

No. 1 Latex Calibrator of level 4 («KLATEX Test tube L4»)

No.6 Washing tubes for rack position 1(disposable)

No.6 Washing tubes for rack position 5 (disposable)

No.6 Washing tubes for rack position 6 (disposable)

(the 18 washing tubes are laid out in 6 columns of 3 tubes each, one per position).
The calibrators are ready to use, their volume (ayprox. 3 ml) allows up to 6 checks. The washing lubes
must he used once.

The traceability is assured bv the lot number and the bar code carried on each tube.

KIT COMPOSITION

Calibrators consist of aqueous dispersion of styrene-based polymer and butadiene in 3 different
concentrations (LI, L2, L3).

Wash solution is distilled water without additives.

Technical documentation is available on request.

Reagents do not contain animal or human materials.

The product is supplied non-sterile. Not reusable and/or sterilizable by the user.

TEST TUBE DESCRIPTION

» Latex Calibrators. 6 tests. Ref. SI 305.400-A

Plastic tube with screw cap, size 13x75 mm (Greiner), volume - 3 ml.

« Latex Calibrators. 6 tests). Ref. SI 305.402-A

Plastic lube with screw cap, size 11.5x66 mm (Sarstedt). volume - 3 ml.

» Liquid state.

 ldentification label on the washing tubes “STD WASHING TUBE AXT” coincides with the position
number on the rack or rotor.

 Identification label on calibrator tubes indicating the tube loading position number in a rack or rotor,
the bar code label indicating the standard turbidimetric value.

EXTERNAL PACKAGING
Box is made of expanded polystyrene (EPS) with recesses for tubes.

PRECAUTIONS

» Only for professional use in vitro diagnostics (VD).

« Suitable only with ALIFAX ESR line analyzers if upgraded with soRware for latex management
(version 6.01 A or upper for TESTI, version 1LOOA or upper for Roller 20 PN. Roller 10 PN).

» Do not use if the package is damaged.

» Do not use after the expiration date.

» Do not use more times than indicated on the label.

» Do not freeze the test tubes. Freezing can lead to irreversible aggregation.

» Handle with caution, avoiding ingestion, inhalation, contact with eyes, respiratory tract, skin and
clothes. Ifthe reagents are exposed to sensitive areas, flush these areas with sufficient water.

e Consult with local and/or state authorities regarding the recommended disposal method.

» Further information on safety can be found in the product safety certificate.

« 1las no contraindications within its stated purpose.

» Spent when applied according to the intended purpose, not reusable.
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STORAGE CONDITIONS
The kit must be stored in a dark place (closed box) between 4-25”C until the expiration date. The tubes
remain usable for 6 weeks after the first piercing if proper stored at temperature 4-8*'C. Avoid freezing.

EXPIRY DATE:
indicated on the packaging and is 6 months from the date of production.

TRANSPORTATION CONDITIONS

Transportation is carried out by all types of transport in covered vehicles in accordance with the rules
of transportation of goods, operating for each type of transport. Freezing of reagents is not allowed.
After receiving the set, it is necessary to observe the storage conditions.

ENVIRONMENTAL CONDITIONS

The kit is used only on board the analyzer, for which the follow ing conditions must be met:
e Temperature from + 10°C to + 30°C.

* Relative air humidity 15 to 85%. non-condensing.

EQUIPMENT AND MATERIALS
The Control kit should only be used with the analyzers indicated in the "AIM OF TFIE TEST" section.

PROCEDURE

1 The analyzer must be updated to the current software version (see p. Precautions), for TEST |
analyzers with software version 6.51 Dand higher and Roller 10 PN, Roller 20 PN with software version
3.00A and higher be sure that the “LATEX PRIMING ” is activated, otherwise activate it by following
the instructions in the datasheet for the respective analyzer model.

2. Perform the washing procedure according to the instrument user manual.

3. Inthe Main Menu (MAIN MENU), press the key "6" - Electronic calibration, and then the "1" button
to start the procedure.

4. For the Roller 10/20PN analyzer from the Main menu, press General (upper left comer of the screen),
the Standards function should be selected, then select INTERNAL or EXTERNAL circuit.

5. Load the kit tubes and the wash tubes on a rack in case of TESTI analyzer, or on a rotor in the case
of ROLLER 10/20. verifying the loading position number, according to the following scheme:

1 STD Washing tube AXT 1 position Nel
2. Latex Test tube L 2 position Ne2
3. Latex Test tube L 3 position Ne3
4. Latex Test tube L 4 position Ne4
5. STD Washing tube AXT 5 position N5
6. STD Washing tube AXT 6 position Ne6

It is not necessary to load washing tubes into positions 5and 6 in TESTI analyzers with software version
9.00A or higher.

On TESTI analyzer with the Internal Bar Code the tubes must be placed with the labels on the right
way for the bar code reading.

Caution: It is highly recommended to respect strictly the samples loading sequence as described in
order to avoid a \\ron2 instrument check.

6. Following the analyzer menu driven instructions, open the loading door ofthe TESTI instrument and
insert the rack with the test-tubes prepared for the calibration. After closing the front door, the analysis
of calibration will be started automatically.

7. In case of use on analyzers Roller 10/20PN with the e.xtemal barcode reader, execute the reading of
the barcode of each single test-tube before the loading on the mixing rotor.

8. Ifthe analyzer is without any barcode reader or the reader is not able to read the barcodes on the test-
tubes. the barcode indicated on each single test tube of the kit will need to be entered manually.
Attention: it is nece.ssar\’to enter the whole barcode carried o feach single tube in the kit.

Instruction for use LATEX CALIBRATORS (6 tests) REF SI 305.400-A/SI 305.402-A
© Copyright 2020.This document is exclusive property of ALIFAX S.r.I, confidential and not freely disclosable.
All rights reserved.
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9. Upon completed the mixing phase, the analyzer will perform the withdrawal and the analysis of the
calibrator standards.

10. At the end of the analysis of the calibrator, the expected values and the results obtained will be
printed out as ESR values (mm/h) in an increasing order.

11. Ifthe results obtained fit the expected ranges, activate the control function by pressing the key “ 1”.
The values found will be printed out as ESR values (mm/h) as a confirmation of the current calibration.
12. If the obtained values are outside the expected ranges, press”2” (Autoset Fact) to perform the
automatic calibration of the analyzer. A password (66) that allows the procedure execution will be
requested.

13. The ESR values before and after the calibration will be printed out in sequence. These last values
will have to be evaluated according to the “Results” paragraph down below.

14. The calibration will modify only the MODEL FACT parameter, that manages latex, keeping
unchanged the BOOSTER Y, parameter that manages blood samples. For keeping the blood samples
results aligned with the ones historically obtained it is necessary to act on BOOSTER Y.

RESULTS

The three ESR resulting values should lit the range reported both on the print itself («Reference values»)
and on the outer label in the table «<REFERENCE VALUES». In case the obtained values after
calibration keep staying outside the expected range it will be necessary to check the instrument
hardware. In this case please refer to the technical manual of the analyzer model under calibration.

QUALITY CONTROL

Quality Control can be done by processing repeatability tests on the same instrument and monitoring
the results obtained with turbidimetric standards on which the percentage Standard Deviation (%RSD)
for each value is calculated. The average value must be under 10%.

LIMITATION OF THE PROCEDURE

The product can be used only with Alifax ESR line analyzers upgraded with the software for latex
management (version 6.01A or upper for TESTI, version .OOA or upper for Roller 20 PN. Roller 10
PN).

PERFORMANCES
Repeatability: CV%<10%
Reproducibility: CV%<15%

WASTE DISPOSABLE

When disposing of expired products and waste and used reagents, it is necessary to act in accordance
with hygienic standards and follow official instructions for disposal and destruction of potentially
infectious and chemical material adopted in the territory ofthe Russian Federation and in this therapeutic
and prophylactic facility.

The key issues in the waste management strategy are the optimization oftactics and approaches to end
products and the minimization of possible environmental pollution.

Packaging waste disposable.

The use ofthe kit generates Class A and Class B wastes that are classified and disposed of in accordance
with Sanitary and Epidemiological Requirements for Medical Waste Management (SanPiN 2.1.7.2790-
10,.

Not to be disposed of with household waste.

ENVIRONMENTAL PROTECTION REQUIREMENTS

A medical product, when used, transported and stored, does not have an adverse impact on humans and
the environment, provided that the application conditions and precautions specified in the instructions
are observed.
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POSSIBLE SIDE EFFECTS
There are no known side effects associated with the use of Latex Calibrators, 6 tests.

INDEX OF SYMBOL

Symbol Meaning Symbol Meaning

REF Product code IVD In V|tr_0 Dlagn(_Jstlcs
medical Device
Lﬂ_ Manufacture LOT Lot number
Protect from light
Expire date (b
m Consult instruction Do not reuse more than
for use six times

Attention, see

CONT Kit contents A instructions for use
Contains sufficient e
Temperature limitation
for <n> tests
MANUFACTURER

Alifax S.r.l., e-mail info@alifax.com

via Petrarca 2/1 - 35020, Polverara, Padova. Italy
Web www.alifax.com,

Tel. +39-049-0992000

PLACE OF PRODUCTION
Alifax S.r.l.. Via Merano. 30, 33045, Nimis (Udine). Italy

INFORMATION ON THE AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA

Umited Liability Company "ALIFAX” (000 "ALIFAX")

125367. Russia, Moscow. Gabrichevskogo str., 5. building 1room 4-5, 21-22, 3rd floor, premises 1
+7(495)-544-50-55, info.russia@alifax.com

RULES FOR SUBMITTING COMPLAINTS

The procedure for submitting and responding to complaints is governed by civil law. A complaint may
only be made in respect of matters that were not the subject of acceptance of the goods produced in
accordance with the terms of the contract.

Claims and complaints are accepted in writing by any means of communication. The letter must be
accompanied by: information about the lot of goods, a description of the problem, and print-outs from
the device.

For all questions related to the servicing ofthe product, please contact the Authorized Representative of
the manufacturer. In case of a complaint, please contact the manufacturer and/or the manufacturer's
authorized representative

GUARANTEE OBLIGATIONS

The manufacturer guarantees that Reagents in vitro for automatic analyzer for determination of
erythrocyte sedimentation rate (ESR) TESTI meet the specifications stated on the label. The
manufacturer is responsible for the operation of the products only if they are used correctly in
accordance with the instructions and if the storage and transportation rules are observed.
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The manufacturer guarantees the stability ofthe set until the end of its shelf life, subject to the conditions
oftransport, storage and application specified in the instructions.

The Manufacturer guarantees the safety of the medical device and the absence of unacceptable risk of
harm to life, human health and the environment when using the reagent kit for its intended purpose
under the conditions specified by the manufacturer.

Products must only be used until the expiry date indicated on the packaging.

THIS LIMITED WARRANTY IS IN LIEU OK ALL OTHER WARRANTIES. EXPRESS OR
IMPLIED. INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FOR ANY
OTHER PURPOSE. Alifax S.r.l. DOES NOT LIABILITY FOR INCIDENTAL. INDIRECT. SPECIAL
OR CONSEQUENTIAL DAMAGES.
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PeareH: bl in vitro gng aHannsatopa aBTOMaTUYECKOro /19 onpejesieHns
ckopocru ocefaHuns aputpouyuTos (CO3J) TESTIL

Habop naTeKCHbIX KOHTPO/ed ana aHanmsatopoB TESTL, 6 TecToB
LATEX CONTROLS (6 tests)

o

Ne no kat. Sl 305.100-/1 Habop naTeKCHbIX KOHTPONEN A/ aHaNn3aTopoB
Buliest m Innovation TESTL, 6 TecToB B npobupkax Greiner
Ne mo kat. Sl 305.102-A  Habop naTeKCHbIX KOHTPO/EW ANd aHanM3aTopoB
TEST 1,6 TecToB B npobupkax Sarstedt

VHCTpYKUMA HO NPUMEHEHWIO
Pepakums ans Poccuitickoin degepaumm
TOJNIbKO AN4A IN VITRO ANATHOCTUKN
Bepcus 1.0-2020.09.04.

o

HASHAYEHWE

PeareHTbl in vitro Ans aHanusatopa aBlOMaTU4eCcKOro And onpefesieHUs CKOPOCTU OCefaHuns
aputpouutos (CO3J) TEST1 npefHasHayeHbl 415 HPOBeLEHUS KaJIMOPOBKM U KOHTPONS KayecTBa
aHaN13aTopoB aBTOMAaTUYECKMX A1 ONpejeneHns CKopocTn ocefaHnsa aputpountos (CO3I) NnHeliKu
TESTL.

PeareHTbl npeAHasHa4yeHbl AN AUAarHOCTUKK in vitro.

Habop naTeKCHbIX KOHTponei ans aHanus3atopoB TEST1, 6 TectoB (Latex Controls, 6 tests)
NCMonb3yeTcs A4/ NPOBEPKN CTabUNbHOCTU KanMOpOBKM NNHENKM aHanu3aTopos TESTI.

B ocHOBe MeTOoAa NexuT nmepeHne Ko3a@uLeHTa NponyckKaHus, CBA3aHHOIO co 3HavyeHuammn COD.
Tpex 06pasL,0B C U3BECTHLIMU 3HAYEHUAMU ONTUYECKUIA NIIOTHOCTH.
AHanusartop Homep no kaTtanoy

TEST 1 SI 195.210/THL - s'1 195.220/BCL - SI 195.230/SDL- Si 195.240/YDL -
SI 195.250/MDL
ROLLER SI R20-PN-SI RiO-PN

OB/IACTb MPUMEHEHUA N MPEAHA3HAUYEHHbLIV NMONb30OBATE/b

Habop npegHasHayeH TOMbKO A1 AMArHOCTUKM in vitro. TonbkKo AN MpodeccMoHanbHOoro
npuMeHeHuns. licnonb3oBaTb Habop MOTYT TOMBKO COTPYAHUKN  KNMHWUKO-AWArHOCTUYECKUX
nabopartopuii, NpowejLwine crneymansHoe 00yveHme paboTe Ha NMepevyncrieHHbIX Bbllle aHa3un3aTopax.

BBEAEHUE

OnpefeneHne CKOpPoOCcT ocepaHust apuTpounToB (COJ) YyBCTBUTENLHO K HECKOMIbKUM NapameTpam
(TemnepaTypa, COGCTBEHHO NpoLeaypa U3MEPeHNs, COCTOSHUE NPo6, CUMTbIBaHME pe3ynbTaToB). Tak
KaK sIBNeHue OCaXKAeHWUs 3pPUTPOLMTOB XapakKTePHO TONMbKO AN CBeXelk KpPOBM W. ClefoBaTeNbHO,
HOCUT BPEMEHHbIi XapakTep, NpoLeAypa KOHTPONS KauecTBa OCHOBaHA Ha CPaBHEHUW pe3y/bTaToB C
pethepCHCHbIM ~ METOZOM, KOTOpbIA  BbIMOMHAETCA Ha CBEXMX nNpobax. B cooTBETCTBMM C
BbILLENPMBEAEHHBIMU 3aMeYaHUSAMU, TPAAULMOHHBLIE KOHTPO/IbHblE MaTepuanbl He B COCTOSIHUU
KOPPEKTHO BOCMPOW3BECTU [JaHHOE SB/IEHME.

[ns npoBefieHNs NabopaTOPHOr0 KOHTPO/S KayecTBa BaXHO MMETb B PACMOPSHKEHUN KOHTPO/bH\IO
CUCTEMY, XapaKTePM3YHOLLYHCS BOCTTPOU3BOANMOCTbIO U NEFKOCTLIO B 06paLLEHNN.

MOKA3AHNA N MMPOTUBOTMOKA3AHWA

lMokasaHWemM K MNPUMEHEHUI0 MeAUUMHCKOro wu3genus PeareHTol in  vitro ana aHanmusartopa
aBTOMAaTMYeCKOro Ans onpefeneHns CKOpocTu ocegaHus apuTtpouutoB (COJ) nuHeitkm TESTL -
Habop naTteKcHbIX KOHTponeit ans aHanusatopoB TESTI, 6 TectoB (Latex Controls, 6 tests) ssnsetca
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ABNSAETCA  HEO6XOAMMOCTb MPOBEAEHWS KaMBPOBKM M KOHTPONS KadyecTBa aHann3aTopoB
aBTOMATUYECKMX A1 ONpeaeneHns CKopocTu ocefaHus aputpoumtos (COJ) nuHeiikn TEST I.
11pOTMBOMNOKAa3aHWA B pamMKax YCTaHOB/IEHHOFO HasHaYeHUs He MMeeT.

MPUHLUWMN METOJA

Ha6op KOHTPO/IbHbIX MaTEPManoB COCTOMT M3 TPeX MPo6 C M3BECTHLIMU 3HAYEHUSMU ONTUYECKON
MNOTHOCTW. AHANN3aTOP BbINONHAET M3MEPEHWE BEAWYMH MPOMYCKaHMs, U COOTHOCUT WX CO
CKOpOCTbIO 0CeflaHMs 3pUTPOLUTOB. oNyyYeHHble pe3ynbTaTbl U3MEPEHWUs KOHTPO/bHLIX NPo6
[O/MKHbI COOTBETCTBOBATb OXMAaeMbiM AManazoHam CO3  (NacmopTHbIM 3HaueHusm). B
MPOTUBHOM C/ly4ae [0/MXHa 6biTb NPOBeAeHa Kannbpoeka Npruéopa.

OMMNCAHWNE HABOPA

Habop coctont 13 15 TecT-npobupok:

JlaTeKCHbIN KOHTPOSb, YpoBeHb 2 («kLATEX Test tube L2 Controls») - 5 wr.

JlaTeKCHbIN KOHTPONb, YpoBeHb 3 («LATEX Test tube L3 Controls») - 5 wr.

JlaTeKCHbI KOHTPONb, YpoBeHb 4 («kLATEX Test tube L4 Controls») - 5 wr.

KOHTpOMM TOTOBbI K MCMONb30BaHWMIO, COAEPXUMOE MNPo6UpKM (HOMWHaNbHbLIK 06bem 3 M)
paccuMTaHO Ha MpoBeAeHWe 6 n3MepeHWii O4HOrO ypoBHS. CogepXxumMoe Habopa AOCTaTOYHO ANs
nposefeHns 30 N3MePEHNA KOHTPO/EN 3 YPOBHEIA.

MapameTpbl KOHTPO/SA OTC/IEXMBAKOTCA MPY NMOMOLLM CUUTLIBAHWUA LUTPUX KOLA, KOTOPbIA yKasaH Ha
KaXxaol npobupke.

COCTAB HABOPA

KOHTpO/M COCTOAT M3 BOAHOM AMCrepcun MnonvMepa Ha OCHOBe CTUpona u 6ytagueHa B 3
pas3NMYHbIX KOHUeHTpauuax (L2, L3, L4).

TexHuyeckas LOKYMeHTaumsa AOCTYyMnHa no 3anpocy.

PeareHTbl He COZepXKaT MaTepuasibl XXMBOTHOIO WM YE0BEYECKOr0 NPOUCXOXAEHNS.

WN3genve noctaBnsieTca HecTepubHbIM. He nNoaneXxut MNOBTOPHOMY WCMONb30BaHUIO WU/Unn
CTepuAn3aLmMmn Nonb3oBaTeNeM.

OMNCAHWE NMPOBNPOK

» Habop natekcHbIX KOHTpoOnel ans aHannsatopos TEST1,30 tectoB (Latex Controls, 30 tests) No
no kar. Sl 305.300-A

MnacTvkoBas Mpobupka C OTKPyuMBalOLLleiica KpbIWKOM npoussBoacTBa Greiner, Tunopasmep
13x75 MM, 06beM 3 M.

» Habop naTeKCHbIX KOHTpONel ana aHanmsatopoB TEST1, 30 TectoB (Latex Controls,30 tests) No
no kar. Sl 305.302-A

MnacTMkoBas NpobupkKa C OTKPYy4YMBatOLLENCA KpbIWKOA npousBofcTBa Sarstedt. 11.5x66 MM,
06bemM 3 M.

» Cogepxnmoe npobUpoK Xnakoe

o MpeHTU(UKaUMOHHAA MeTKa, yKasblBatollas Ha Mo3unuMi0 NpobupKM B LLTaTMBE UM POTOPE,
LUTPUX KO COLEPXKMNT 3HAUYEHMNE ONTUYECKOW MIOTHOCTW.

BHELWHAA YNAKOBKA

Kopo6ka 13 scrneHeHHoro nonuctupona (EPS) ¢ yrny6neHnsmm ans npobmpok.

MEPBI MPEAOCTOPOXHOCTWU
e TonbKo ang in vitro gnarHoctukmn (1VD).
*  lcnonb3oBartb TONbKO Ha aHanu3atopax Alifax ¢ nporpaMmHbIiM 06ecneyeHnem, pacCUnTaHHbIM

Ha paboTy C natekcHbiMU Matepuanamu (Bepcua 6.01A nnu Bblwe ans TESTL. Bepcus 1.00A wnm
Bbile ans Roller 20 PN n Roller 10 PN).

° He ncnonb3oBaTh 60/bLUEE KONNYECTBO pa3. 4e.M yKa3aHO Ha 3TUKETKE.
° He 3amopaxxuaTb I'Ip06I/IpKI/I. 3aM0pa)K|/|BaH|/|e MOXXET NMPUBECTU K HeO6paTI/IMOI7I arperaumn.

WHcTpyKums: NlatekcHble KoHTponun 30 TectoB. Ne no kat. Sl 305.300-A/S1 305.302-A
Copyright 2020. 3TOT JOKYMEHT SBNSETCA UCK/OUUTENBbHON CO6CTBEHHOCTLK) ALIFAX S.r.l., KOH(VAEHLaALHO
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He ncnonb3oBaTth Nocne NCTeYEHNs CPOKa roHOCTH.

He ncnonb3oBaTh 60/blUee KOMMYECTBO pa3, YeM yKa3aHO Ha 3TMKETKe.

He 3aMopaxuBaTb NPOGMPKMK. 3aMOpaXknBaHe MOXET NPUBECTM K HeoBpaT!MOIA arperawuu.
MpPOKOHCYNbTUPYINTECH C MECTHbIMW W/UAK  TOCYAAPCTBEHHbIMIW OpraHaMuM B OTHOLLEHWK
peKoMeH/,0BaHHOr0 crnocoba yTunam3aLum.

[lononHuTenbHas MHgopMaums 0 6e30MacHOCTU COAEepPXUTCA B cepTudmMkaTe 6e30macHoOCTH
npoAyKTa.

MpOTUBOMNOKa3aHW B paMKax YCTaHOB/IEHHOTO Ha3HAYeHUS He NMEET.

PacxofyeTcsi npu MNPUMEHEHUM B COOTBETCTBMM C Ha3HAYeHUEM, He MOAJ/IEXUT MOBTOPHOMY
MPVUMEHEHMUIO.

YCJIOBUSA OKPY XA LW EN CPEAbI

Habop npumMeHseTcs TONbKO Ha 60OpTy aHanusaTopa, 418 paboTbl KOTOPOro LO/KHbI BbIMONHATLCA
cnefytoLimne ycnoBus:

e Temneparypa oT +10°C go +30°C.

e OTHOCUTENbHasA BNAXHOCTb BO3Ayxa oT 15 a0 85 %. 6e3 KoHAeHcaluu.

OBOPYOOBAHWE N MATEPUNATbI

Habop cnegyer wMCcnonb3oBaTb TOMbKO COBMECTHO C aHa/im3atopaMu, YyKasaHHbIMW B paspene
«Ha3HauyeHuex.

[na aHanusatopos TEST! ¢ nporpammHbiM 06ecneyeHvem ot 6.01A go 8.00B un Bcex aHann3aTopos
Roller noAroToBbTe TPU NPOMbIBOYHbIE NPOOMPKYM, codepKalime 3 M AUCTUANUPOBAHHOM BOoAbI. [
aHanusatopoB TESTI, 0GHOBMNEHHbLIX 40 BepcuMM nporpaMMmHoro obecneveHuns 9.00A wnu Bbille,
MOAroTOBbTE OAHY NPOBMPKY C AUCTUNIMPOBAHHOW BOAON AN 3a1PY3KM B NO3uLmio Nel.

METOANKA MPOBEAEHWNA MCCNEAOBAHNA

PeKOMeHJ0BaHO 19 eXeLHEBHOI0 UCNoNb30BaHUs

1 AHanm3atop A0o/MKeH OblTb 06HOBMEH A0 TeKyllel Bepcumn MO (cMm.n. Mepbl NPeaoCTOPOXKHOCTH),
Aans aHanusatopos TEST1 c Bepcueid MO 6.51 D v Bbiwe 1 Roller 10 PN. Roller 20 PN ¢ Bepcumein MO
3.00A u Bbllwe ybegmtecb, 4yto onumsa «LATEX PRIMING» akTuBMpoBaHa, B NPOTUBHOM Cly4vae
aKTUBUPYWTE ee, Cnefys WHCTPYKUMAM B TEXHWYECKOM OMMUCAHUU COOTBETCTBYHOLLEN MOgenun
aHasmsaropa.

2. BbINONHWUTL Mpoueaypy MPOMbIBKM COMMacHO WMHCTPYKLMU MONb30BaTeNsi COOTBETCTBYHOLLENO
ob6opyaoBaHus.

3. Ans 3anycka KOHTPOJ/IbHOr0 nccnefoBaHms B aHasnsaTope Testl B FnaBHom MeHto (MAIN MENU)
Ha)XaTb KHOMNKY «6» JneKTpoHHas kKanubposka (Electronic calibration), a 3aTeM KHOMKY «1»,
4TOO6bI 3aNyCTUTL NPOLEAYPY.

[na aHanuzaTopa Roller 10/20PN 13 FnaBHOro mMeH Haxmute OCHOBHOE (/1IeBblil BEPXHMWIA Yron
3KpaHa) Jo/KHa ObITb BblOpaHa (hyHKUMA CTaH4apThl, fanee BbibepeTe BHeWHN 60 BHYTpeHHWIA
KOHTYP.

4. Onsa aHanusaTtopoB TESTI ¢ nporpaMMHbIM o6ecneyeHnem oT16.01 A go 8.00B u Bcex aHaM3aToOpoB
Roller noarotoBbTe TP MPOMbIBOYHbIE NPOOMPKK, cogepxalime 3 Ma LUCTUNNNPOBAHHOW BOAbl. A5
aHanusatopoB TEST1, 06HOBMEHHbIX [0 Bepcuy nporpa.MmHoro otecneyenus 9.00A wiun BbilLe,
MOArOTOBbTE OAHY NPOOMPKY C ANCTUANMPOBAHHON BOAOI ANA 3arpy3ky B no3muumio Nel.

5. MomecTuTb NPo6UpPKM 13 Habopa 1 NPOOMPKK AN NPOMbIBKU B LUTATMB aHanm3atopa TEST1 wnm
potopbl aHanu3atopoB Roller 10/20 PN, npoBepuTb 3arpy>XeHHble no3vuuy COornacHoO MeTKam Ha
npobupkax Mo cnefyoLleri CXeme:

1 Mpob6upka gna npombiBky (Washing tube) nosunumns Nel
2. JlaTeKCHbIA KOHTpOnb ypoBeHb 2 (LATEX Test tube L2 Controls) nosunumsa Ne2
3. JlaTeKcHbI KOHTponb ypoBeHb 3 (LATEX Test tube L3 Controls) nosunumsa Ne3
4. NaTeKCHbIA KOHTPO/b ypoBeHb 4 (LATEX Test tube L4 Controls) nosunumsa Ne4
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5. Mpo6upka gna npombiBkK (Washing tube) nosuumns Neb

6. Mpobupka ana npombisku (Washing tube) nosunuumsa Ne6
Mpwu 3arpy3ke B aHanunsaTop TEST1. MMeOLW M BCTPOEHHbI CKaHEP LUTPUX-KOA0B, NPOOUPKN AOMKHbI
ObITb NOMeLLEeHbl TaKUM 06pa3oM, YTOObI LUTPUX-KOL HAXOAWUCA C NPaBOA CTOPOHBI
BHumaHue: 3anpelLaeTcs HapywaThb ONMcaHHble NpasLua 3arpy3kv npob B aHaun3aTop, 3TO MOXKET
MPUBECTU K OLLIMOKaM B ero paboTe.
6. B COOTBETCTBMM C WHCTPYKLMAMM Ha 3KpaHe aHanM3aTopa OTKPbITb [Bepuy 3arpysku npob
aHanusatopa TEST1 u BCTaBUTb LWITATMB C Npobupkamu B npuoop. Tlocne 3akpbiTUS ABepUbl
nccnefoBaHNe KOHTPO/IEH HAYHETCA aBTOMATUYECKMN.
7. Mpwu ncnonb3osaHuun aHannsatopos Roller 10/20 PN ¢ BHeLLIHWM CKaHePOM LUTPUX-KOAA, BbIMONHUTE
CUMTbIBaHME LUITPUX-KOAA KXKA0N NPOOGMPKN HENOCPELCTBEHHO Nepes 3arpy3Koil B poTop.
8. B cnyyae oOTCyTCTBMA CKaHepa LITPUX-KOLOB WM BO3HWKHOBEHUS OLWMNOOK CUYUTLIBAHUSA,
HeoOX0AMMO BBECTU 3HAYEHME LUTPUX-KOLA KaX0M MPOOUPKN BPYUHYIO.
BH/MaHMe: HeoOX04MMO BBECTW MOMHbIA HOMEp LWTPUX-KoJa Ka>Kaoi npobupku u3 Habopa.
Y6eauTech, 4TO 3 NOCNEAHUX LUPPbI LT PUX-KOAO0B BCeX TPex Nnpobupok cosnagaT (T.e. PrakoHbl
ObyLU M3BNEYEHbl M3 OAHOrO Habopa), B MPOTWBHOM C/lyyae Ha 3KpaH aHanm3aTopa OyaeT BbIBELEHO
coobLeHne 06 ownbKe 1 uccnefoBaHve He 6yaeT NPOBeLeHO.
9. Iocne OKOHYaHWA NepemMeLLBaHNA aHaNM3aTop NPon3BeeT 3a60p KOHTPO/IEH U UX UCCNeL0BaHMe.
10. Tlo OKOHYaHWM aHanu3a KOHTPONel pedepeHCHble WM IKCMEePUMEHTasbHble 3HayeHus OyayT
BbIBEAEHbI B BUAE BeiM4MHbl CO3 (MM/Y) B nopsiike Bo3pacTaHKs.
11. Tpu nony4yeHHbIX pesynbTaTa n3MepeHns COO Heo6X04MMO OLEHUTb B COOTBETCTBUMN C MYHKTOM
PE3Y/IbTATHI (CM. HMXe).

PE3Y/IbTATHI

Bce Tpu nony4yeHHbIx pesynbtata CO3 [0/MKHbI YKNafblBaTbCA B pe(iepeHCHbIN Anana3oH, KOTopbIi
oTobpakaeTcs Ha akpaHe («PediepeHcHble 3HaueHus», «Reference values») 1 NPMBOANTCA Ha STUKETKE
npobupkn («<PE®EPEHCHbLIE 3HAYEHWUA», «REFERENCE VALUES»). Ecnn nony4yeHHble
pe3ynbTaTbl He YKNaAblBatOTCA B AONYCTUMbIA Ananas3oH, Heob6XOoAMMO MpoBecTU npoBepk}
KannbpoBKu npubopa. Ona KanmbpoBku npubopa obpatmutech B Cny>X6y nogaepxku.

KOHTPOJIb KAYECTBA

KoHTposib KayecTBa 1CCNeA0BaHUA MOXHO MPOBOAMTL NyTEM OLEHKN NOBTOPSEMOCTU pe3y/ibTaToB Ha
OAHOM W TOM >Xe Mnpubope, MOMyYeHHbIX C WCMOMb30BaHWEM NATEKCHbIX KOHTPOMEN, A1 KOTOPbIX
paccynTbIBAETCA Be/IMYMHA CTaHLAPTHOro OTK/IOHEeHUs B npoueHTax (%RSD). OkcnepumeHTasibHOe
3HayeHne He JO/MKHO npesbiwaTts 10%.

OrPAHMYEHWE METOLA

Habop KOHTpone MOXeT 6bITb MCNOML30BaH TOLKO Ha aHanusaTopax Tuna TESTI ¢ nporpammHbIM
06ecrneyeHnem, paccuyMTaHHbIM Ha paboTy C NaTeKCHbIMKU MaTepuanamm (Bepcms 6.01A nnn Bblle ans
TESTI, Bepcus 1.00A vnu Bbiwe gna Roller 20 PN u Roller 10 PN).

CNEUNDPUNUECKNE XAPAKTEPUNCTUNKN

MoBTopsemocTb (cxogmumocTs): CV% < 10%

BocnpoussogmumocTb: CV%< 15%.

YCNOBUNA XPAHEHWA

Habop peareHTOB CnefyeT XpaHUTb B TEMHOTE (3aKpbITOW KOpPO6Ke), npu Temnepatype 4-25 ®C ao
yKazaHHOM Ha 3TWKeTKe Aatbl. Mocne BCKPbITUS Habop cTabuneH B TeyeHWe 6 Hefenb NpU YCI0BUK
XpaHeHus npu Temnepatype 4-8 ¥C 36eratb 3aMOpaXKMBaHus.

CPOK ITrOAHOCTW: ykasaH Ha ynakoBKe W cocTaB/ifeT 6 MecALeB C AaTbl NPON3BOACTBA.

WIHCTpYKLmA: JlaTekcHble KOHTponu 6 TecToB. Ne no kat. Sl 305.100-A/SI 305.102-A
Copyright 2020. 3TOT AOKYMEHT ABAAETCA UCKNOUNTENLHOI cO6CTBEHHOCTLIO AL.IFAX S.r.l., KOHDMAEHUMaNbLHO
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YCNoBMA TPAHCIMOPTUPOBKN

TpaHcnopTMPOBKa OCYLLECTBASETCS BCEMM BUAAMM TPAHCMOPTA B KPbITbIX TPAHCMOPTHBIX CPEACTBax B
COOTBETCTBMM C NpaBUNaMy NePeBO3KW TPy30B, AEACTBYIOWMMU Ha Kax4oM BuAe TpaHcnopTa. He
[0MYCKAeTCs 3aMopaXkBaHKe peareHToB. Mocne nonyyeHns Habopa Heo6Xo0AMMO CO6/OAATh YCI0BUS
XpaHeHUs.

YTUNN3AUNA OTXOA0B

YTunusauna peareHToB C UCTEKLLIMM CPOKOM FOAHOCTM, a TaKXKe 0TX0/bl UCNOJ/Ib30BAHHbIX peareHTos,
OO/DKHbI  YTUAN3MPOBATLCA B COOTBETCTBMM C  TUTMEHUYECKUMW HOpMatMBamMuM W CliefoBaTthb
ouuUManbHBIM MHCTPYKUMAM MO YTUIM3AUMN U YHUUYTOXEHWUIO MOTEHUMNANbHO WHMEKLMOHHOIO Y
XMMUYECKOr0 mMaTtepuana, NPUHATbIM Ha TeppuTopun Poccuiickoii ®efepauun v B gaHHOM JIMTY.
KniouyeBbiMW BOMpocaMn B CTpaTernn ynpaBneHUs O0TX04aMy ABMAETCA ONTUMU3AUUA TaKTUK U
NMOAXOLOB K KOHEYHbIM MPOAYKTaM, a TakKe MUHMMMU3aLMA BO3MOXHOMO 3arpsi3HEHUS OKPY>KatoLLel
cpejsl.

MpaBUbHOE YHUUTOXEHUE U Yruamnsauna byaet noagepXXmBaTb COXpaHeHMe NPUPOAHBLIX PECYpPCOoB U
COAeiCTBOBATL 3aLMTe 340P0BbA YeNOBEKA M OKPYXKatoLLel cpelpl.

YTunmsauma oTxoL0B YNakoBKU.

Mpn ncnonb3oBaHMM Habopa 06pa3yroTCA 0TX0Abl KnaccoB A 1M b, KoTopble KnaccuuuMpyoTes u
yHuUTOXaKTCa  (yTunusmpyroTcs) B cooTBeTcTBumM ¢ CaHluH  2.1.7.2790-10 «CaHuTapHo-
3ANNLEMMONIOTMYECKME TPeboBaHMA K 00paLLeHNIO C MELULUHCKUMW OTXOLaMU».

Me yTUNN3MpoBaTb COBMECTHO C ObITOBBIMY OTXOAaMMU.

TPEBOBAHWA K OXPAHE OKPYXXAILLEW CPEAbI

MeguuMHCKOe u13fenne npu  WUCMOMb30BaHUW, TPAHCMOPTUPOBKE W .XpaHEHUM He OKa3sblBaeT
HeraTMBHOrO BO3JENCTBMA Ha YenoBeKa W OKpyXXalolyr cpedy nNpu CO6MAEHUN  YCNOBUI
MPYMEHEHNS 1 Mep NPeAOCTOPOXHOCTH, YKa3aHHbIX B UHCTPYKLUN.

BO3MOXHbIE MOBOYHbLIE AENCTBUA
3BeCcTHble MOGOYHbIE [eiiCTBMSA, CBA3aHHble C NPUMeHeHMeM PeareHToB in Vitro gns aHanusaTopa
aBTOMAaTUYecKOoro As1g onpeieneHnsa cKopoctu ocegaHus aputpoumtos (CO3J) TESTL, oTC\TCTBYIOT.

MAPKMPOBKA
CumBon 3Ha4yeHue CumBon 3Ha4veHue
MeguumnHckoe nsgenne ans
REF Ne no karanory IVD M ,u, . i
[MarHocTuKK in vitro
MponssoaunTenb
b P A LOT Kog naptum
(n3rotoBuUTENb)
He gonyckaTb BO3AeNACTBUSA
Mcnonb3oBatb A0
CO/THEYHOrO CBETA
ObpaTtuTechb K MHCTPYKLINK
aS P PYKL He ncnonb3oBatb 6onee 6 pas
No MPUMEHEHNIO
BHuMaHue, obpaTuTech K
CONT Copepxumoe )K P

NHCTPYKLMW MO NPUMEHEHMIO
V CoaepXMMOro J0CTaTouHO TeMnepaTypHbIii AnanasoH npu
[NS <n> TecToB XpaHeHUM

>

MPON3BOAUNTENDb
Anugakc C.p.n.. (Alifax S.r.l.) e-mail info@alifax.com
Bua MeTpapka, 2/1.35020. Monbeepapa. Magys. Ntanums.
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Web www.alifax.com
Tel. +39-049-0992000

MECTO NMPON3BOACTBA
Anndakc C.p.n. (Alifax S.r.l.). Bua MepaHo. 30. 33045. Humuc (Y anHa). Ntanus.

CBEAEHNA OB YMNO/IHOMOYEHHOM MNPEACTABWUTENE MPOUW3BOANTENA HA
TEPPUTOPUNWN POCCUKN

MpeTeH3uM 1 peknamauun, CBA3aHHbIe C KAYeCTBOM MEAMLMHCKOrO W3Aenus, cnefyet OTnpasBisATbh
YyNOHOMOYEHHOMY NpeACTaBUTENHO NPOM3BOAMTENS Ha TeppuTopun Poccuiickoii deaepaunn:

000 "Anudakc" “

125367, r. Mocksa, yn. Mabpuyesckoro, A.5. K. 1 Ko.mHaTa 4-5. 21-22, 3-3T, no.m. 1
+7{495)-544-50-55, inlo.russia@alifax.com

MPABUNA NMPEAOCTABNEHNA PEKNTAMAL NN

1lopsifoK NpeAbsBfieHWs peKnaMauuii U OTBETOB Ha HUX Perynnpyetcs rpakKAaHCKUM MpaBoM.
Peknamauums MOXET NpegbsBAATLCA TONbKO MO TaKMM BOMpPOCaM, KOTOpble He SABASANCL NpesMeToM
MpvemMKn ToBapa, NPon3BeLeHHOI B COOTBETCTBMM C YCI0BUAMMW AOrOBOpA.

MpeTeH3Mn 1 peknamauun MpUHUMAKTCS B MUCbMEHHOM BuAe NOObIM BUAOM CBA3KU. K nucbmy
Heo6XoANMO NPUNOXKUTL: MH(OPMALIMIO O 10Te TOBapa, onucaHne Npob/e.Mbl, pacrneyaTku ¢ npuéopa.
Mo BceM BoMpocaMm, CBfi3aHHbIM C OOCNY)XWBaHWEM M34ennsi, HeobxoauMo 06paTUTbCs K
¥YN0oNHOMOYEHHOMY NPeACTaBUTENO MPON3BOAUTENS.

B cnyuyae peknamaumu o6paliaTbCsi K NMPOU3BOAMTENHD W/UAWM YNONHOMOYEHHOMY MpeACcTaBUTENO
NPOV3BOANTENS.

FTAPAHTUWHBIE OBA3ATENBCTBA

Mpon3BoanTeNnb rapaHTMpyeT, 4TO «PeareHTbl in vitro gnd aHanusaTtopa aBTOMAaTWYecKoro Ans
onpejeneHns ckopoctn ocefaHua aputpouutos (CO3) TESTI» cOOTBETCTBYIOT creundukaLmuam,
3adB/IEHHbIM Ha 3TMKeTKe. pou3BOAWNTENb HECeT OTBETCTBEHHOCTb 3a paboTy W3AeNnin TO/IbKO B
c/lyyae UX NpaBW/IbHOMO UCMO/b30BaHMS B COOTBETCTBUM C MHCTPYKLMEN, a TakKe CO6NI0AeHNSA NpaBun
XPaHeHWs U TPaHCMOPTUPOBKM.

Mpoun3BouTeNb rapaHTUpyeT cTabunbHOCTb Habopa 40 OKOHYaHWA CpoKa rofHOCTV Npu cobN0AeHUN
YCNOBWIA TPAHCNOPTUPOBAHUA, XPaHEHNSA U NPUMEHEHUS, YKa3aHHbIX B UHCTPYKLUN.

Mpon3BoanTens rapaHTUpyeT 6e30MacHOCTb MEeAUUMHCKOro u3fenus, oTC\TCTBME HefOTXTUMOro
pucKa NPUYMHEHWS BpeAa XXU3HW, 3L0POBbLI0 YE/I0BEKA WM OKpY>XKatollel cpefe Npu MCNonb30BaHWUU
Habopa peareHTOB MO Ha3HaYeHWUIO B YCNOBUAX, NMPeAYCMOTPEHHbIX MPOU3BOAMTENEM.

N3genns Jo/mKHbI MCMNONb30BaTbCA TOMBbKO [0 WUCTEYEHMS CPOKa FOAHOCTW, KOTOPbIA YyKasaH Ha
yMNaKoBKe.

HACTOAWAA  OrPAHNYEHHASA FAPAHTUA  3AMEHAET COBOM  UHBLIE TAPAHTUMN,

OAHO3HAUHO BbIPAXXEHHbIE nnn NOAPA3YMEBAEMBIE, BK/HOUASA JIOBYIO
NMOJPA3YMEBAEMYIO TAPAHTUIO MPUTOAHOCTM AN KOMMEPYECKOIO MCMOJIb30BAHUS
WM ANS NIOBOM MHOW LEAW. KOMMAHWSA Alifax S.r.l. (Aaudakc C.p.n.) HE

HECET OTBETCTBEHHOCTU 3A  CNYYAWHBIE, HEMPAMBIE, CNEUWMANBHBLIE WA
KOCBEHHBIE YBbITKW.

WHcTpyKums: JlaTeKcHble kKOHTponwu 6 TectoB. Ne mo kaTt, SL 305.100-A/S1 305.102-A
Copyright 2020. 3TOT JOKYMEHT SBASIETCA UCKNOUNTENBHOI COO6CTBEHHOCTHI0O ALIFAX S.r.l.. KOH(MAEHLMaNBHO

@ 000 LUPMH &7 INFO@CIRMLRU & WWW.GOSZORAVNADZOR RU CBOOOAIHOMY pasrnatlienuio. Bce npasa 3alliuLLieHbl.



PeareHTbl in vitro gng aHanusatopa aBTOMaTUYeCcKoro Ans onpegeneHuns
CKopocTu oceflaHua aputpoumtos (COIJ) TEST1 C:€ \

Habop nateKkcHbIX KOHTpONeH ans aHanmsatopoB TEST1,30 TecToB
LATEX CONTROLS (30 tests)

Ne no kar. Sl 305.300-A Habop naTeKCHbIX KOHTPOEH A4/1f aHa/M3aTopoB
TESTL1. 30 TecToB B npobupkax Greiner
Ne no kat. Sl 305.302-A Habop naTeKCHbIX KOHTPOAER Ans aHa1M3aTopoB

Boi|#ye in Innov«lion

TESTI, 30 TecToB B Npobupkax Sarstedt

VlHCprKLI,I/IFl no NPMMEHEHUIO
Pepakuus ana Poccuiickoii degepaunm
TONMBKO ansa INVITRO ANATHOCTUKN
Bepcua 1.0-2020.09.04

HA3HAYEHWE

PeareHTbl in vitro Ans aHanu3atopa aBTOMAaTUYECKOro 419 ONpefefieHns CKOPOCT U 0cefaHus
aputpouutoB (CO3I) npefHasHayeHbl AN MPOBefeHMA KaMOpPOBKM U KOHTPONA KayecTBa
aHa/sM3aTopoB aBTOMaTMUYECKMX ANS OnpefenieHns CKopocTn oceganmns aputpountos (CO3I) NnHeKN
TESTL.

PeareHTbl npegHa3HayeHbl AN AUArHOCTUMKM in vitro.

Habop naTeKCHbIX KOHTpOnen gna aHannsatopos TESTL, 30 TectoB (Latex Controls, 30 tests)
Mcnonb3yeTcs ANs NpPoBepKU CTabUbLHOCTU KaMbpOBKN TMHENKN aHanm3aTopoB TESTI.

B ocHoBe MeToAa NeXUT U3MepeHue KOS(*)(*)VILI,VIGHT& nponyckaHuAa, COOTHOCKUMOIo CO 3Ha4YeHUAMU
CO23, Tpex O6pa3LI,OB C M3BECTHbIMW 3HAYEHUAMMN ONTUYECKUIA NAOTHOCTW.

AHanunsatop Homep no katasnory'

TESTI SI 195.210/THL - SI 195.220/BCL - SI 195.230/SDL - SI 195.240/YDL
Sl 195.250/MDL

ROLLER SI R20-PN - SI RIO-PN

OB/IACTb MPUMEHEHUA N NPEAHA3HAUYEHHbIV MO/Mb30BATE/b

Fiabop npefHasHayeH TOMbLKO [ANS AWMArHOCTMKKM in vitro. To/fbKO AN npojeccroHanbHOro
npumeHeHns. Mcnonb3oBaTb Habop MOFYT TO/MbKO COTPYAHUKM  KMHWUKO-AUArHOCTUYECKUX
nabopatopuii, npowegwimne cneynansHoe 06yyeHne paboTe Ha NePEYMCEHHbIX Bbllle aHam3aTopax.

BBEAEHWE

OnpepeneHne cKopocTy ocefaHns apuTpounToB (COI) YyBCTBUTENBHO K HECKONMbKMM MapaMeTpam
(TemnepaTypa, COGCTBEHHO MpoLeAypa U3MEPEHUs, COCTOsSHME NPo6, CUMTbIBaHWe pe3ynbTaToB). Tak
KaK IBNeHUE OCAXAEHWS 3PUTPOLUTOB XapaKTEPHO TONMbKO A1l CBEXE KPOBW U, CNeaoBaTeNbHO,
HOCWT BPEMEHHbI XapaKTep, NpoLieaypa KOHTPOS KayecTBa OCHOBaHa Ha CPaBHEHUW Pe3ynbTaToB C
pedbepeHCHbIM  METOIOM, KOTOpbI/i  BbIMO/IHAETCA Ha CBEXWX npobax. B cooTBeTCTBUM C
BbILUENPUBEAEHHBIMM 3aMeYaHMAMM, TPaAULMOHHbIE KOHTPONbHbIE MaTepuanbl He B COCTOSIHUU
KOPPEKTHO BOCMPOU3BECTMN [aHHOE SIBNIEHNE.

[ns npoBeaeHns NabopaTOPHOro KOHTPO/NS KayecTBa BaXKHO UMETb B PACMOPSHIKEHUN KOHTPO/IbHYHO

CUCTEMY, XapaKTepn3yHoLLyCsl BOCMPOM3BOAMMOCTbIO U IETKOCTbIO B 06paLLEHNN.
MOKA3AHNA N NMPOTUBOTNMOKA3AHINA
MoKasaHMEM K MPUMEHEHUIO MEAULMHCKOrO u3aenus PeareHTbl in vitro gns aHanu3aTopoB

aBTOMaTMYeCKUX ANs OnpeAeneHms CKopocTu ocegaHus aputpountoB (COJ) nuHeiikm TE.STI -
Habop naTeKCHbIX KOHTponei ans aHasusatopoB TEST1, 30 TectoB (Latex Controls, 30 tests)
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ABNAETCA HE06XOAMMOCTb NpPOBefeHNs KanMbpoBKM W KOHTPOMA KayecTBa aHa/inm3aTopoB
aBTOMaTUYECKUX A1 ONpeAeneHns CKopocTu ocefaHua aputpounTtoB (CO3) nuHeinkn TESTL.
MpoTNBONOKA3aHWNIA B paMKax yCTaHOB/IEHHOrO Ha3HAYEHWNSA He MMeeT.

MPNHUWIT METOOA

Habop KOHTPO/bHLIX MaTepuanoB COCTOUT M3 TPeX MPO6 C U3BECTHLIMM 3HAYEHUSMU ONTUYECKON
MAOTHOCTM. AHA3M3aTOpP BbINOMHSAET M3MEPeHWe BeAWYMH MNPOMYCKaHUs, W COOTHOCUT MX CO
CKOPOCTbK OCeAaHusi 3pUTPOLMTOB. MoMyyeHHble pe3ynbTaTbl WM3MEPEHWUs KOHTPOJbHbLIX Npob
[O/MKHbI  COOTBETCTBOBATb OXWAaeMblM AvanazoHa.M COS (MacrmopTHbIM 3HauyeHusm). B
MPOTUBHOM C/y4ae LO/MKHa ObITb NPOBefeHa KannbpoBka npubopa.

OMMNCAHWNE HABOPA

Habop cocTouT 13 15 TecT-npobumpok:

JlaTeKCHbIN KOHTPONb, YpoBeHb 2 («kLATEX Test tube L2 Controls») - 5 wr.

J1aTeKCHbI KOHTPOSb, ypoBeHb 3 («LATEX Test tube L3 Controls») - 5 wr.

JNaTeKCHbI KOHTPOSb, YpoBeHb 4 («<LATEX Test tube L4 Controls») - 5 wr.

KOHTpPOMM roToBbl K WCMO/Mb30BAHUIO, COAEPXMMOe MPO6UPKM (HOMUHaNbHbLIA 06beM 3 Mn)
paccuMTaHo Ha npoBefeHue 6 M3MepeHWuidi 0fHOro ypoBHS. CofepXxunmoe Habopa [OCTaTOYHO A/1S
nposefeHns 30 N3MepPeHUl i KOHTPOEH 3 YPOBHENA.

MapamMeTpbl KOHTPONSA OTCAEXMBAKTCA NPU MOMOLLM CUMTbIBAHWSA LITPUX KOAQ, KOTOPbINA yKasaH Ha
KaXxon npobupke.

COCTAB HAEBEOPA

KOHTponu cOCTOST M3 BOLHON AMcrepcuMn nofvMmepa Ha OCHOBe cTupona u 6yTtagveHa B 3
Pa3NMYHbIX KOHUeHTpauuax (L2. L3, L4).

TexHuyeckas LOKYMeHTaumus AoCTynHa Mo 3anpocy.

PeareHTbl He cofiep>aT MaTepma.3bl XXUBOTHOIO UM Ye/IOBEYECKOT0 MPOUCXOXAEHNS.

W3penve noctaBnsetcd HecTepunibHbIM. He MOANEXWUT MOBTOPHOMY WCMO/b30BaHUIO  W/Mn
cTepuin3almmn rnosb3oBaTeseM.

OMMCAHWME MPOBUPOK

» Hab6op naTekcHbIX KOHTponen ans aHanusatopos TEST 1,30 TectoB (Latex Controls, 30 tests) Ne
no kat. Sl 305.300-A

MnacTmkoBas nNpobupka C OTKPyuYMBalOWENCA KpbILWKOM npom3sogctea Greiner, Tunopasmep
13x75 MM, 06beM 3 M.

» Habop naTeKCHbIX KOHTponei ana aHanmsatopoB TEST 1,30 TecToB (Latex Controls,30 tests) Ne
no kat. Sl 305.302-A

MnacTMkoBas Npo6upKa C OTKPYy4MBatoLLElCA KpbIWKOA npousBoAcTBa Sarstedt, 11,5x66 Mwm.
06bem 3 M.

o CogepXumoe nNpobrpoK Xugkoe

o VOeHTU(UKaLMOHHAA MeTKa, YKa3blBaloLlas Ha No3uuuio NpobupKu B LUTATUBE WU POTOPE,
LUTPUX KOZ COLEPXUT 3HAYEeHME ONTUYECKOW MIOTHOCTW.

BHELWHAA YIMTAKOBKA
Kopob6ka u3 scrieHeHHoro nonuctupona (EPS) ¢ yrnybneHnamm ang npobupok.

MEPBE1 MPEAOCTOPOXHOCTU

e Tonbko ana in vitro anarHoctuku (IvVD).

*  Kcnonb3oBath TONbKO Ha aHanu3atopax Alifax ¢ nporpaMMHbIM 06ecneyeHeM, pacCUUTaHHbIM
Ha paboTy C naTeKCHbIMW MaTepuanamu (Bepcus 6.01 A unum Bbiwe ana TESTL, Bepcusi 1.00A unu
Bbiwe aAns Roller 20 PN n Roller 10 PN).

*  He ncnonb3oBaTh 60/bLUEe KONMYECTBO pa3, YeM YKa3aHO Ha 3TUKETKe.

*  He 3amopaxunBaTtb Npo6UPKK. 3amopaxnBaHne MOXET NPUBECTU K HeOBpaTUMOWA arperayuu.

MHcTpyKums: JlaTekcHble KoHTponn 30 TecToB, Ne no kat. Sl 305.300-A/SI 305.302-A
Copyright 2020. 3T0OT LOKYMEHT ABAAETCA MCKAKOUNTENbHON co6CTBEHHOCTHIO ALLIFAX S.r.l., KOH(hMAeHUMaNbLHO
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*  lcnonb3oBaTb C OCTOPOXHOCTbIO, U36eraTb NPOrnaTbiBaHNsA, NonajaHnsa B rnasa, Abixate/ibHble
nyTu, Ha KOXy 1 ofexay. Mpu nonajaHuyn peareHTOB Ha YyBCTBUTE/IbHbIE YYaCTKM MPOMOWATE 3TV
Yy4acTK/ AOCTaTOYHbIM KOMIMYECTBOM BOAbI.

*  He ncnonb3oBatb NpU NOBPEXAEHUN YNAaKOBKMU.

* He ucnonb3oBaTb NOCNE UCTEYEHMS CPOKA FOLHOCTMU.

*  He ncnonb3oBath 60/bLIEE KONNYECTBO pas, YeM YKa3aHO Ha 3TUKETKe.

*  He 3amopaxuBaTtb Npo6UPKK. 3aMopaXkmBaHne MOXET NMPUBECTU K He0BPaTMMOiA arperaumm.

*  [1pOKOHCYNbTUPYNTECH C MECTHbIMW W/MAN TOCYAapCTBEHHbIMW OpraHaMum B OTHOLUEHUU
PEKOMEH0BAHHOI0 CNoco6a yTUnunsayuu.

» JlononHuTenbHas MH(opmaLmsa o0 6e30MacHOCTU COAEPXKMUTCA B CepTUDMKaTE NPOLYKTA.

» [lpoTuBONOKa3aHWii B pamMmKax yCTaHOBMIEHHOT0 Ha3HAYeHNS He NMeeT.

» PacxogyeTcs Npy NPUMEHEHWU B COOTBETCTBUM C Ha3HAYeHWeM, He MOL/EXMUT MOBTOPHOMY
MPUMEHEHNIO.

YCNOBUA OKPYXAIOLWEN CPEAbI

Habop npvmMeHsieTca TONbKO Ha GOPTY aHaTu3aTopa, AN paboTbl KOTOPOro LOSIKHbLI BbIMONHATLCA
cnegytoume ycnoBus:

e Temnepartypa oT +10°C go +30°C.

e OTHOCUTeNbHAA BNAXXHOCTb Bo3gyxa oT 15 o 85 %. 6e3 KoHAeHcauun.

OBOPYOOBAHWNE N MATEPUA/DI

Habop cnegyer ucnosnb30BaTb TO/MIbKO COBMECTHO C aHasu3atopa.Mu, YKasaHHbIMW B pasjene
«HasHayeHue».

[nsa aHannzaTopoB TEST1 ¢ nporpaMMHbIM o6ecneveHmem ot 6.01A fo 8.00B 1 Bcex aHa3n3aToOpoB
Roller nogrotosbTe TpM NPOGMPKK ANS NMPOMbIBKM, COfepXallue npuMepHo 3 M AUCTUIINIMPOBaHHOW
BOAbl. Ans aHanm3aTopoB TEST1, 06HOBMEHHbIX A0 BEPCMM MporpamMMHoro obecnedveHus 9.00A nnu
BblLLe. NOAE'OTOBLTC O4H)' MPOGUPKY C AUCTUNIMPOBAHHOW BOAONM AN 3arpy3ku B no3uumio Ne 1

METOAMKA MPOBEAEHNA NCCNEOJOBAHNA

PeKoMeHA0BaHO N5 eXefHEBHOI0 UCMO/b30BaHUSA

1. AHanu3atop AomkeH 6bITb 06HOBNEH 40 TeKyLeit Bepcun MO (cm.n. Mepbl NpefoCTOPOXHOCTK),
Ans aHanmsatopoB TEST1 c Bepcueid MO 6.51 Mu Bbiwe  Roller 10 PN. Roller 20 PN ¢ Bepcueii
MO 3.00A u Bbile yoeanTtech, 4To onuma «LATEX PRIMING» akTMBMpOBaHa, B MPOTUBHOM Cry4ae
aKTUBUPYWTE ee, Cneays WHCTPYKUMAM B TEXHUYECKOM OMNUCAHMU COOTBETCTBYHOLLEN MOLEM
aHanusaTopa.

2. BbInofHWTL npouesypy NPOMbIBKM COMaCHO WHCTPYKLMKW NOJMb30BaTens COOTBETCTBYIOLLErNO
060pyaoBaHms.

3. [na 3anycka KOHTPONbHOro wuccnefosaHusa B aHanusatope Tcstl B MnasHom meHo (MAIN
MENU) HaxaTb KHOMKY «6» 3neKTpoHHasa Kanubéposka (Electronic calibration), a 3aTeM KHOMKY
« 1». 4yTOObI 3aMyCTUTb NPOLEAYPY.

[Ons aHanusatopa Roller 10/20PN 13 F'naBHOro meHt HaxmMuTe OCHOBHOe (NeBblii BEPXHUIA yron
JKpaHa) [O/KHa ObITb BblbpaHa (yHKUMA CTaHAapThl, Janee BblbepeTe BHewHWiA 1160
BHYTpPeHHU KOHTYP.

4, Ona aHanu3atopoB TESTI ¢ nporpammHbiM o6ecnedeHnem oT 6.01/1 go 8.00B u Bcex
aHasnm3atopoB Roller nogrotoebTe TpuM  NPOMbIBOYHbIE MPOOGMPKKU, codepxkawume 3 MA
ANCTUNNNPOBAaHHON BoAbl. Ans aHanmsatopoB TESTL, 06HOBMEHHbIX A0 BEPCUMU MPOrpammHOro
o6ecneveHns 9.00A wnn Bbilwe, NOATOTOBbTE OAHY MPOGMPKY C AWCTUNNMPOBAHHOM BOLON AN
3arpy3ku B nosvuuio Nol.

5. MomecTnTb NPO6GUPKM 13 Habopa v NMPOBUPKK AN1F NMPOMBIBKM B LUTATUB aHanusatopa TEST1 wan
poTopbl aHanu3atopos Roller 10/20 PN, npoBepuTb 3arpy>KeHHble Mo3uuuy COrnacHoO MeTKam Ha
NpobupKax Mo cneaytoLLeid cxeme:
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1. [IpoGupka ana npomuieku { Washing tube) no3uuma Nel
2. Jlatexcumii korTpons yposens 2 (LATEX Test tube L2 Controls) nosuuma Ne2
3. JlatexcHuiii koHTponb ypoBeHb 3 (LATEX Test tube L3 Controls) nosuums Ne3
4. Jlatexcubiii koHTpons yposens 4 (LATEX Test tube L4 Controls) no3uuusa Ned
5. [TpoGapka ans npomsiBkH { Washing tube) nosuums Nes
6. [TpoGipka ans npomsisky ( Washing tube) no3uuns Neb
vanue.: ybedumecs, 4mo_sce mpy UDKU ¢ KOHmMPOIRWY Obi1u_useievenv U3 00Ho20
ynaxoexu!

[lpa 3arpy3xe & avanu3arop TESTI, umeiomnii BCTpOSHHBIA CKaHEp WTPHX-KOAOB, HPOOGHMpPKA
JOJKHBI OHITH NOMEIIECHE! TAKHM 06pa3oM, HTOOL WITPHX-KOA HAXOAHACS ¢ NPaBOH CTOPOHEL.
Bruvanue: 3an QeMmca_H ams ORNUCAHHGIE N a 347, Ky 1 8 _anaiu3amao, 2mo
MoJcem npusecmu K owubras ¢ e2o pabome.

6. B cooTBETCTBHM ¢ MHCTPYKUMAMM Ha SKpaHe aHANH3aTOPa OTKPHITh ABEpLly 3arpy3kH npob
ananmsatopa TESTI u scrasuTs wratue ¢ npoOHpkamu B npubop. [locne 3aKpbITHA NBEPLL!
HCCREAOBAHHE KOHTPONEH HAYHETCA ABTOMATHYECKH.

7. [lpu wucnonvzoBaHun ananusatopoB Roller 10/20 PN ¢ BHewmMuM ckaHepoM WITPHX-KOAA,
BLIMOMHHTE CYUTHIBAHWE IITPHX-KOAA KAXKAOH NpoOMPKM HENOCPeACTBEHHO MNepesn 3arpyskoit B
poTop.

8. B ciyuae OTCYTCTBHMA CKaHepa IITPHX-KOAOB MNTH BOIHUKHOBEHHA OMMOOK CUMTHLIBAHMA.
He00X0A1MMO BBECTH 3HAYCHHE IITPHX-KOAA Kax/A0# MpoSHpKH BPYUHYIO.

Bruvianue: neofixoouso esecmu noimuviil _HoMep wmpux-K00a Kaaxoolt npobupku u3 sabopa.
Yb6edumecs, wmo 3 nocrednux uudp u -K0008 8Cex mpex n, K om (m.e. gagkons
Obe1u_uzeneuennr U3 0OHO20 pROA KOPOOKU), 8 NPOMUEHOM CIV4ae HA INPAK aHal m
guigedeno coobuwenue o6 ouiubxre u ucciedosarnue He 6ydem npoeedeno.

9. [Tocne oKOHYaHUA NEPEMELIHBAHHA AHANK3ATOP NPOK3BEACT 3a00p KOHTPONEH U HX UCCNEAOBAHKE.
10. Ilo oxoHyaHHH aHanu3a KoHTponeli pediepeHCHbE W IKCMEPHMEHTANBHBIE 3HAueHHs GyayT
BLIREJIEHHI B BiAe BennwHHY COD (MM/4) B nopajke BO3pacTaHns.

11. Tpu noAy4YeHHBIX pe3yasTaTa n3mepeHna CO™ HeoOX0AMMO OLCHHTD B COOTBETCTBHH C ITYHKTOM
PE3VYJIbTATDI (cM. Huxe).

PE3VJIBTATHI

Bce Tpu nonyuernuix pesynsrara COD 20mKHH YKNaALIBATECA B peepeHCHBIH 1MaNnasoH, KOTOpsIi
oro0paxaerca Ha dKkpaHe («PejepencHbie 3HaueHua», «Reference valuesy) u npusoaurca Ha
stuxerke npobupku («PEO®EPEHCHBIE 3HAYEHWUA», «REFERENCE VALUES»). Ecau
NONY4EHHbIC PE3YNBTATHI HE YKNAALIBAIOTCA B JONYCTHMBIH AMana3oH, HEOOXOOWMO MNpPOBECTH
npoBepKy Kaaubposku npubopa. ina kanubposku npubopa obparurecs B Cnyx0y noaaepxu.

KOHTPOJb KAYECTBA

KoHTponb xauecTBa uccnenoBaHH MOXHO NPOBOAWTD NYTEM OLEHKH MOBTOPAEMOCTH Pe3ynbTaToB
Ha OIHOM M TOM ke npubope, NONYYEHHLIX ¢ HCNOAL3OBAHUEM NATEKCHBIX KOHTPOeH, 1A KOTOPLX
PacCYHTHIBACTCA BENHYHHA CTAHAAPTHOTO OTKAOHEHHA B npoueHTax (%RSD). IxcnepumeHTaNBHOS
3HAYEHUE He 0O/MxHO npesnmuats 10%.

OTrPAHHMEHHE METOJA

HaGop koHTponeli MoxkeT OrITL HCMIONL3IOBAH TONLKO Ha anamuzaropax THna TEST1 ¢ nporpamMMubimM
obecneyeHHEM, PaCCUHTAHHLIM Ha PaboTy ¢ NaTeKCHBIMH MaTepHanamu (Bepcus 6.01 A unu Boitne Ans
TESTI, sepcua 1.00A nan ssiwe ana Roller 20 PN n Roller 10 PN).

CIIENTHOHYECKHE XAPAKTEPUCTHKH

[Nosropaemocts (cxoaumoctn): CV% < 10%

Bocnpoussoaumocts: CV% < 15%.

Rucrpyxuus: Jlarexcubie konTponu 30 rectos, Ne no kar. S1 305.300-A/S1 305.302-A
© Copyright 2020. 370T A0KyMeMT SBARCTCR HCKNIOUNTENbROH colcTeeHHOCTHIO ALIFAX S.r.l., xonduaenunanbuo
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YCNOBUNA XPAHEHIWNA

Habop peareHTOB cnefyeT XpaHWUTb B TEMHOTE (3aKpbITO KOpob6Ke), npu Temnepatype 4-25°C, o
yKa3aHHOW Ha 3TMKeTKe AaTbl. [locne BCKPbITUA Habop cTabuneH B TeyeHWe 6 Heaenb Npu ycnoBumu
XpaHeHus npu Temnepatype 4-8~C. M3beratb 3aMopaXkmBaHus.

CPOK TOOHOCTW: ykasaH Ha ynakoBKe 1 COCTaB/sSeT 6 MeCALEB C 4aTbl NMPOU3BOACTBA.

YCNOBNA TPAHCIMOPTUNPOBKN

TpaHCNOPTMPOBKA OCYLLECTBSETCS BCEMU BMUAAMU TPAHCMOPTA B KPbIThbIX TPAHCMOPTHbLIX CPeacTBax
B COOTBETCTBMU C NpaBuiamu NepeBo3KN rpys30B, AeCTBYOLWMMI Ha KaX/40M BUAe TpaHcnopTa. He
[ONyCKaeTca 3aMopaxuBaHue peareHToB. [locne monyyeHws Habopa Heob6xoaumo cobnofathb
YCNIOBUSI XpaHEHUS.

YTUNN3ALUNA OTXOO40B

YTunnsaums peareHToB C WCTEKLWMM CPOKOM TFOAHOCTW, & TakXXe OTXO0Abl MWCMOMb30BaHHbIX
peareHTOB, [AO/MKHbI YTUAN3MPOBATLCA B COOTBETCTBUM C TUTMEHWYECKMMW HOpMaTUBaMu W
cnefoBatb OPUUMANIBHBIM  WUHCTPYKUMAM MO YTUAM3ALUM U YHUUTOXEHUO MOTeHUUaNbHO
MH(EKLNOHHOIO ¥ XMMUYECKOr0 MaTepuana, NpUHATLIM Ha TeppuTopun Poccuitickoin degepauuv v B
faHHom JITY.

KnouyeBbiMW BOMpocaMy B CTpaTernu ynpaefieHUs OTXO04aMu ABAAETCA ONTUMMU3ALUA TaKTUK U
MOAXOLO0B K KOHEYHbIM MPOAYKTaM, a Tak)Xe MUHMMU3aLMA BOSMOXKHOTO 3arpAa3HEHUS OKPY>KatoLLei
cpegpl.

MpaBuibHOE YHUUTOXEHUE U YTUAN3AUUA BYLeT NOoAAepXUBaTb COXpaHeHe NPUPOLHbIX PecypcoB
1 COAENCTBOBATb 3alyMTe 340POBbS Ye/I0OBEKA U OKPY>KAKOLLEn cpedbl.

YTunusaums 0TX0L0B YNaKOBKU.

11pn ncnonb3oBaHUM Habopa 06pasytoTca OTX0Abl KnaccoB A 1 b. KOTopble KNacCUmLmpyoTes u
yHUUTOXKaKTea  (yTunusmpyrotcs) B cooTBeTcTBuM ¢ CaHlMuH 2.1.7.2790-10 «CaHuTapHo-
3NNAEMMNOSIOTMYECKNe TpeboBaHMA K 06paLleHNi0 C MeAVLMHCKUMUN OTX04aMu».

He yTunn3nposaTb COBMECTHO C ObITOBbIMY OTX04a.MW.

TPEBEOBAHWA K OXPAHE OKPY)i(AlOLI.I,EI7I CPEADbI

MeanuMHCKoe W3Aenne Mpu  UCMONb30BaHWM, TPAHCMOPTUPOBKE U XPaHEHWM He OKasblBaeT
HeraTMBHOTO BO3AENCTBMS Ha YesoBEKa M OKPYXXalollylo cpeay nNpu COGMOAEHWU YCNOBWiA
NPUMEHEHUS 1 Mep NPeAO0CTOPOXHOCTH, YKa3aHHbIX B UHCTPYKLMUN.

BO3MOXHbIE MOBEOYHbLIE AENCTBUA
3BecTHble NO60YHbIE [eiCTBUSA, CBA3aHHbIE C NMPUMeHEHWeM PeareHTOB in vitro Ans aHanm3aTopa
aBTOMAaTMYECKOro 4711 OnpejesieHnsa CKopoctun ocefaHusa aputpoumntos (CO3) TEST! oTcyTCTBYHOT.

MAPKNPOBKA
Cnmson 3HayeHwue CnwmBon 3HaueHune
REF Ne no karanory IVD MeauupHckoe VI3AENVe AnA
LMarHoCTUKK in vitro
M/ MpounssognTens (M3roToBUTESb) LOT Kopg naptum

C— H G
e Jonyckartb BO34eNCTBuA
Vicnonb3oBatb 10 pory A
COJIHEYHOTO CBeTa
O6patnTechb K MHCTPYKUUKN MO

Mcnonb3oBath He 6onee 6 pa3
NPUMEHEHUIO ® P
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BHuMaHue, 06patuTech K

CONT Copepxumoe A
WHCTPYKLMUY MO NPUMEHEHUIO

V CofepXX1Moe ocTaTouHoe AN I TemnepaTypHbIii AnanasoH npu
<n> TecToB XpaHeHUm

NPON3BOAUTE/b

Anndakc C.p.n.. (Alifax S.r.l.) e-mail info@alifax.com
Bua lMeTpapka, 2/1, 35020, Monbeepapa, Magys, Ntanms.
Web www.alifax.com

Tel. +39-049-0992000

MECTO NMrPON3BOACTBA
Anundakc C.p.n. (Alifax S.r.l.). Bua McpaHo, 30. 33045. Humuc (Y anHa). Utanus.

CBEAEHWA OB ¥YMNMOJ/IHOMOYEHHOM MPEACTABUTENE MPOU3BOAUTENTA HA
TEPPUTOPNWN POCCUU

MpeTeH3nMmn 1 peknamMaunn, cBA3aHHbIe C KAYeCTBOM MEeAMLMHCKOIO U3genus, cnefyeTt oTnpasnaThb
YNO/THOMOYEHHOMY NPeACTaBUTENIO MPOU3BOAMTENS HA TeppuTopun Poccuiickoin degepaunn:
000 "Anudakc"

125367, r. MockBa, yn. abpnueBckoro, A.5. K. 1, kKomHaTa 4-5, 21-22, 3-3T. nom. 1
+7(495)-544-50-55, info.russia@alifax.com

MPABUNA MPEAOCTAB/IEHNSA PEKTAMALNIA

MopAafoK NpefbsBleHUs peknamaunii U OTBETOB Ha HUX PErynumpyertca rpaxAaHCKMM MNpaBoM.
Peknamauus MOXeT NpefbsABAATLCA TONbKO MO TaKMM BOMPOCaM, KOTOPble He ABNASAMNCH MPeLMETOM
MpYEeMKW ToBapa, NPOU3BELEHHON B COOTBETCTBMU C YCNOBUAMMW JOr0OBOpa.

MpeTeH3nn 1 peknamauuy NPUHUMAKOTCA B MUCbMEHHOM BuAe NO6bIM BUAOM CBA3W. K nucbmy
Heo6X0AMMO MPUNOXKUTL: MH(OPMaLMI0 O /0Te ToBapa, OMWCaHWe MpPOo6/eMbl, pacrneyaTku c
npubopa. Mo BCem Bonpocam, CBA3aHHbIM C 06CNY>KMBaHMEM W34eNns, He06X0AMMO 06paTUTLCA K
YNOMHOMOYEHHOMY MpPeSCcTaBUTeNt0 NPOU3BOAUTENS.

B cnyvae peknamauuy obpalwiatbCi K NPOU3BOAMTENO W/WAW YMOMHOMOYEHHOMY MpPeAcTaBuUTeNto
npounsBoauTens.

FTAPAHTUWHBIE OBA3ATE/NIBCTBA

Mpon3BoanTenb rapaHTUpYeT, YTO «PeareHTbl in Vvitro gns aHanM3aTopa aBTOMaTU4YecKoro Ans
onpegeneHns cKopocTu ocefanusa aputpountos (COIJ) TEST!» cOOTBETCTBYIOT CrieLndpuKkaLmuam,
3aMB/IeHHbIM Ha 3TUKeTKe. Mpon3BOANTENb HECET OTBETCTBEHHOCTb 3a paboTy M3fenuii TONbKO B
c/lyyae UX MpaBWIbLHOIO UCMOJb30BaHWUSA B COOTBETCTBUM C UHCTPYKLMEN, a Takxe CoboeHNs
npasw XpaHeHWs U TPaHCMOPTUPOBKMN.

Mpon3BoguTens rapaHTUpyeT CTabunbHOCTL Habopa [0 OKOHYaHMSA CpoKa rOAHOCTW npu
CO6MI0A€HUN YCIOBUI TPAHCMOPTUPOBAHUA, XPaHEHNUS U NMPUMEHEHUS, YKa3aHHbIX B MHCTPYKLUN.
Mpoun3souTens rapaHTMpyet 6e30MacHOCTb MeAULMHCKOTO U3fenns, OTCYTCTBYE HEAOMYCTUMOrO
puUCKa NPUYMHEHUS BpeLa XXM3HWU, 340POBbI0 Ye/I0BeKa U OKPYXXatoLLein cpese npu UCnonb30BaHUN
Habopa peareHTOB MO HA3HAYEHWUIO B YC/IOBUSAX, NPEAYCMOTPEHHbIX MPOU3BOAUTENEM.

HACTOALWAS OFPAHWYEHHAA T[APAHTWA 3AMEHSAET COBOW WHbIE TAPAHTUWU,
OQHO3HAUHO  BBIPAXEHHBIE ~ WAW  MOAPA3YMEBAEMBIE, BK/IIOYAST  JIHOBYIO
NMOAPA3YMEBAEMYO FAPAHTWIO MNPUIOAHOCTN ans KOMMEPYECKOIO
NCMOMb30BAHUA UM ANA OBOV MHOW LEW. KOMMAHUA Alifax S.r.l. (Anndakc
C.p.n.) HE HECET OTBETCTBEHHOCTW 3A CAYYAMHBIE, HEMPAMBIE, CMELMASbHBLIE
NN KOCBEHHBIE YBbITKU.

MHcTpykums: SatekcHble kouTponn 30 Tectos, Ne no kat. Sl 305.300-A/SI 305.302-A
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PeareHTbl in vitro 4ng aHanmM3aTopa aBTOMaTUYeCcKOro 4 onpegeneHus
CKOpoCTK ocefaHua sputpoun roe (CO3) TEST1

Habop naTtekCcHbIX Kanubpatopos Ansa aHannsatopos TESTL, 6 TecToB
LATEX CALIBRATORS (6 tests)
Ne no kat. Sl 305.400-A Habop naTeKCHbIX KanubpaTopoB A/19 aHannM3aTopos
TESTI. 6 TecToB, B Nnpo6upkax Greiner
Ne no kat. Sl 305.402-A Habop naTeKCHbIX KanubpaTopoB A1 aHannM3aTopoB
TEST 1, 6 TecToB, B npobupkax Sarstedt
MHCTpYKLUMA NO NPUMEHEHUIO
Pepakuus ana Poccuiickoii depepauun
TONBKO gns IN VITRO JNATHOCTUKW
Bepcua 1.0-2020.09.04.

HA3SHAYEHWE

PeareHTbl in vitro gng aHanusatopa aBTOMaTM4YeCcKOro Ans OnpefeneHns CKOPOCTU ocefaHus
sputpoumnto (CO3) TESTL npedHasHauyeHbl AN MPOBEAEHMS KaNIMOPOBKM U KOHTPONS KavecTBa
aHa/I3aTopoB aBTOMaTUUYEeCKUX 419 ONpeAeneHns cKopocTn ocefaHns aputpountos (COI) NnHeinkm
TESTL.

PeareHTbl npefHa3HayeHbl AN AMAarHOCTUKK in vitro.

Habop naTeKCHbIX KanubpaTtopoB And aHanm3atopoB TESTL1, 6 rectoB (Latex Calibrators, 6
tests) ncnonb3yeTcsa 4N8 NPOBeAeHMS Npoueaypbl KannbpoBKY NMHENKN aHann3aTopoBTESTI.

B ocHOBe MeToZa NeXUT M3MepeHue KoaduLmeHTa NponyckaHus, CBA3aHHOro co 3HavyeHnamu CO3.
Tpex 06pasL0B C U3BECTHLIMU 3HAYEHUAMMW OMTUYECKUIA NIOTHOCTHU.
AHanusatop Howmep no kartanory
TEST | SI 195.210/TI-1L-SI 195.220/BCL - SI 195.230/SDL - SI 195.240/YDL-
SI 195.250/MDl.
ROLLER SI R20-PN - SI RIO-PN

OB/NIACTb MPUMEHEHWSA 1 MPEAHA3HAYEHHbIN MO/NIb3OBATE/b

Habop npegHa3HayeH TOMbKO [Aas AMArHOCTMKM in vitro. Tonbko Ans npodecCUOHaNbHOro
npumeHeHus. Mcnonb3oBatb Habop MOryT TO/MbKO COTPYAHWUKM Cny6bl NoAAepXKu, npolweglive
cneunanbHoe 0byyeHve paboTe Na NepevyncneHHbIX Bbille aHaM3aTopax.

BBEAEHUE

Habop KannbpaTopoB NPUMeEHSeTCA Ha NOCNefHEM 3Tarne NOCTaHOBKM NIaTEKCHOTO KOHTPONA KayecTsa
y nuHeinkn aHanmsatopoB Tectl (TESTI. ROLLER). VccnepoBaHne KOHTPONs KayecTBa NO3BONsieT
NoMb30BaTeNt0 OTCNEANTb NOSABNAEHME NHOOLIX U3MEHEHWUI W OTKNIOHeHWI B paboTe aHanm3atopa, 41
yCcTpaHeHns KoTopblx Cnyxx6a MoAfepXXKn 1Ucrosb3yeT Habop KanmbpaTopos.

Habop KanmbpaTopoB, (haKTUYeCKW, ABNAeTCS Hambonee NerkuMm u AOCTYMHbIM CNOCco60M ObICTPO
BEPHYTb aHaNM3aTop K MCXOAHbIM HAcTPOMKaMm.

MOKA3AHWA M MPOTUBOMOKA3AHNA

MMokasaHMemM K MNPUMEHEHUIO MeSULMHCKOro wu3genns PeareHTobl in Vvitro Ans aHaivM3aTopos
aBTOMaTUYeCKUX ANa onpefeneHns cKopocTu ocefaHusa aputpoumTos (COJ) nuHelikn TESTL - Habop
NaTeKCHbIX KanmbpatopoB ana aHanusaTopoB TESTI, 6 TectoB (Latex Calibrators, 6 tests), asnsertcs
HeobX0AUMOCTb MPOBeAeHNs KanMbpoBKN aHaIN3aTOpPOB aBTOMATUYECKUX A4/ ONpPeAeNeHns CKOpoCTy
ocefaHusa spuTpountoB (CO3) nuHenkm TESTL.

MpoTUBONOKa3aHN B pamKax YCTaHOB/IEHHOTO Ha3HA4YeHUs He UMeeT.

MPHUWM METOOA

Habop KannmbpaTopoB COCTOMT M3 TpeX MNpo6 C M3BECTHbIMW 3HAYEHWAMU OMTMYECKOW MNAOTHOCTH,
aHann3aTop BbINOMHAET U3MEPEHNE BEIMYMHBI MPOMYCKaHWUA PacTBOPOB Y COOTHOCUT UX CO CKOPOCTbIO
oceflaHnsl 3puTpoUMTOB. lonyyeHHble pesynbTatbl COD (MM/Y) AO/MKHBLI MonagaTb B AOMYCTUMbINA

WNHcTpyKums; JlaTekcHble Kannbpartopbl 6 TecToB. Ne no kat. SI 305.400-A/S1 305.402-A
® Copyright 2020. 3TOT 4OKYMEHT SIBNSIETCA UCKNKUYMNTENbHO cobcTBeHHOCTbIO AL1FAX S.r.l.,
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[vanasoH, B MPOTMBHOM Clydyae KanMbpoBKa [O/MKHA ObiTb MpoBepeHa. Koppekuus KanmbpoBKM,
NPOBOAMMAs TEXHUYECKUM CMELMaNNCTOM, 3aK/NK0YaeTCH B COMOCTABNEHUM MOMYYEHHbIX Pe3y/bTaToB
C 0XKMAAEMbIMW 3HAYEHUAMU ONTUYECKOI MAOTHOCTU TYPOUAMMETPUYECKNX CTAaHAAPTOB.

OMMWCAHWVE HABOPA

Ha6op coctonT 13 21 TecT-Npo6UpKK:

NatekcHblin kannbpatop, ypoBeHb 2 («kLATEX Test tube L2 Calibrators»)- 1 wwr.

NaTtekcHbIn Kannbpatop, ypoBeHb 3 («KLATEX Test tube L3 Calibrators»)- 1 wr.

NaTteKcHbln Kannbpatop, yposeHb 4 («kLATEX Test tube L4 Calibrators»)- 1 wr.

MpoMbIBOYHBIA pacTBOp A1 1 no3uumn wraTtmea («<STD WASHING TUBE AXT 1»)-6wWwT.
MpombIBOYHbLIN pacTBOp AN 5 no3muymmn wratmea («<STD WASHING TUBE AXT 5») - 6 wr.
MpomMbIBOYHbIV pacTBop Ana 6 nosmuun wTtatmea («STD WASHING TUBE AXT 6») - 6 wr.

(18 npOMbIBOYHBLIX MPOBMPOK pacnosioxeHbl B 6 CTONOLOB MO 3 B KaXAOM, Kaxgjad Ans
COOTBETCTBYIOLLEN NO3ULMM LUTATMBA).

Kannbpatopbl roTOBbl K WCMOMb30BaHUIO, COAEPXMMOE MpPoBbMPKM (HOMMUHaNbHbLIA 06be.M 3 M)
paccyMTaHo Ha npoBeAeHue 6 N3MEPEHUIA.

MpoMbIBOYHbIE NPOOMPKK paccunTaHbl Ha 1 npoueaypy Kaxaas.

Mapa.MeTpbl KanmbpaTopoB OTC/IEXMBAOTCA npw MOMOLLY CUUTBIBAHUA LITPUX KOAA, KOTOPbIE YKa3aHbl
Ha KaXXJoW npobupke.

COCTAB HABOPA

KannbpaTopbl COCTOAT U3 BOLHON AMCrepcun MnosvMmepa Ha OCHOBe CTMpona u bytagmeHa B 3
pasnnyHbIX KOHUeHTpauuax (L2, L3, L4)

IMpOMbIBOYHbI pacTBOP MpeAcTaBAseT co60l AMCTUNNNPOBaHHYO Boay 6e3 106aBOK.
TexHMyeckas LOKYMeHTaums 4OCTYnHa Mo 3anpocy.

PeareHTbl He COflepXXaT MaTepuabl XXNMBOTHOTO WM Ye/TOBEYECKOIO NMPOUCXOXKAEHNS.

N3genve noctaBnsieTca HecTepuibHbIM. He NOANeXWT MOBTOPHOMY WCMOb30BaHUIO W/Un
CTepunn3aLnm Nonb3oBaTenem.

OMMNCAHWE MPOBNPOK

» Habop natekcHbIX Kannbpatopos Ana aHanusaTtopoB TEST1, 6 TectoB (Latex Calibrators. 6 tests) Xo
no kar. Sl 305.400-A
MnacTnkoBas NpPobupKa c OTKPY4YMBatOLLENCA KPbILKOWA npou3soacTea Greiner, Tunopasmep 13x75
MM, 06beM 3 M.

» Habop naTtekcHbIX KanmbpaTopoB ansd aHannsatopoB TEST1, 6 TecToB (Latex Calibrators, 6 tests) X«
no kat. Sl 305.402-A
MnacTnkoBas NpobypKa c OTKPyUMBatoLLeiics KpbILKO Nnpon3BoacTBa Sarstedt, 11.5x66 MM. 06beM
3 M.

» CopepxrMmMmoe NpobMpoK XULKoe.

e MpaeHTudMKauMoHHas MeTKa Ha MNpPOMbIBOYHbLIX npobupkax «STD WASHING TUBE AXT»
coBnajaeTt ¢ HOMepoM MO3UUMK B LUTATUBE WU POTOPE.

o VoeHTUUKaLMOHHAA MeTKa Ha npobupkax € Kanuvbpatopamu, YykKasblBalowas Ha Mo3uLumio
NMPO6MPKK B LUTATUBE WM POTOPE, LUTPUX KOA COAEPXKUT 3HaYeHMEe ONTUYECKOW NAOTHOCTHU.

BHELWHAA YNAKOBKA

Kopo6ka u3 BcrneHeHHOro nonauctupona (EPS) ¢ yrny6neHnammn ans npobupok.

MEPbLI NMPEOOCTOPOXHOCTWU

e Tonbko ang in vitro gnarHoctuku (1VvD).

* Kcnonb3oBatb TONbKO Ha aHanm3aTopax Alifax ¢ nporpaMmHbIM 06ecrneyeHnem, pacCUMTaHHbIM Ha
paboTy c naTeKcHbIMKU MaTepuanamm (sepcusa 6.01A nnu Bbiwe ans TEST I, Bepcus 1 .OOA unu Bbile
ana Roller 20 PN un Roller 10 PN).

* He ncnonb3oBath Mpy NOBPEXAEHUN YNaKOBKU.

* He ncnonb3oBath Noc/e UCTeYeHUs CpoKa rofHOCTN.

* He ncnonb3oBatb 60/bLLEE KONMYECTBO Pas, YeM YKa3aHO Ha 3TUKETKe.

* He 3amopaxusatb NPo6VPKN. 3amopaXKMBaHNe MOXET NPUBECTM K HeOOpaTMMOI arperayuu.

MHcTpyKums; JlatekcHble Kanmbpatopbl 6 TecToB. Ne no kat. Sl .305.400-A/S1 305.402-A
© Copyright 2020, 3T0T JOKYMEHT SBNSAETCA UCKIHOUMTENbHOW CO6CTBEHHOCTLI0 ALIFAX Sir.l.

KOHMUNRHIIMANKHO 1 He MOAEXUT CBO60AHOMY pasrialleHuto. Bce npasa 3alyyiLeHbi.
& 000 LIUPMM @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



e lcnonb3oBaTb C OCTOPOXHOCTbIO, M36eraTb MPOrnaTbiBaHWs, MoMafjaHUs B rnasa, AblxaTe/lbHble
MyTW, Ha KOXY ¥ ogexay. Mpy nonagaHWn peareHTOB Ha YyBCTBUTE/IbHbIE YYaCTKWU MPOMOITE 3TU
YYaCTKM [OCTaTOYHbIM KOMIMYECTBOM BOZbI

o TpOKOHCYNbTUPYTECH C MECTHbIMW W/WAW  TOCYAAPCTBEHHbLIMW OpraHaMuM B OTHOLUEHWM
PEKOMEH/0BaHHOI0 crnocoba yTununsaum.

« [JlononHuTenbHas MHGopmMaLms o 6e30NacHOCTY COAEPXKMTCS B cepTUdMKaTe NPOAYKTa.

 TpoTMBOMNOKa3aHW1 B paMKax YCTaHOB/IEHHOTO Ha3sHaYeHUs He UMEET.

e PacxofyeTcsi npuv NPUMEHEHWM B COOTBETCTBUM C HasHAueHWEM, He MOANEXUT MOBTOPHOMY
NPUMEHEHMUIO.

YCNoBUA XPAHEHWA
HaGop peareHTOB creflyeT XpaHUTb B TeMHOTe (3aKpbiTOli KOpoGKe), mpu TemnepaType 4-25°C, no

yKa3aHHOW Ha 3TUKETKe AaTtbl. IMocne BCKPbITUS Habop cTabuneH B TeyeHue 6 Heaenb NpU yCNoBUK
XpaHeHus npu TemnepaType 4-8"C. N36eratb 3aMopaXkmBaHus.

CPOK TOAQHOCTW: yka3aH Ha yrnakoBKe 1 COCTaB/IfeT 6 MecALEB C faTbl NPOU3BOACTBA.

YCNoBnA TPAHCITOPTUPOBKN

'MpaHCMOPTUPOBKA OCYLLECTBNSIETCS BCEMM BUAAMU TPaHCNopTa B KPbITbIX TPAHCMOPTHbLIX CPEACTBaX B
COOTBETCTBUM C MpaBMIaMU MEPeBO3KM TPY30B, AEWCTBYIOLWMMU Ha KaXAOM Bufe TpaHcrnopTa. He
[0MYCKaeTCs 3aMopaXK1BaHue peareHToB. Mocne nonyyeHus Habopa Heo6XoAMMO CO6/0AaTb YCI0BMS
XpaHeHus.

YCNOBUSA OKPYXXAILLLEN CPEAbI

Habop npvMeHsieTca TONbKO Ha 60pTy aHanusatopa, A1s paboTbl KOTOPOro AO/MKHbI BbINOMHATLCA
cnefytoLLne yCcnoBus:

* Temnepatypa ot + 10°C go +30°C.

» OTHOCUTeNbHAasA BNaXXHOCTb BO3ayxa 0T 15 g0 85 %, 6e3 KoHAeHcaumm.

OBOPYAOBAHWE NN MATEPUNAJbI
Habop cnefgyeT WCMNonb3oBaTb TO/MIbKO COBMECTHO C aHanmMsaTopaMu, YKasaHHbIMW B pasfene
«Ha3HaueHune».

METOOVKA MPOBEAEHUNA NCCNELOBAHUA

1 AHanuzatop AosmkeH 6biTb 06HOBMEH A0 Tekyllel Bepcun MO (cM.n. Mepbl NpefoCTOPOXHOCTH),
Aansa aHanunsatopoB TEST! ¢ Bepcumeit MO 6.51 D u Bbiwe 1 Roller 10 PN, Roller 20 PN ¢ Bepcueli MO
3.00A 1 Bblwe ybeautecb, 4yto onuma «LATEX PRIMING» akTtuBupoBaHa, B MPOTUBHOM Ciy4vae
aKTUBUPYWTE ee. Creays WHCTPYKLUMSM B TEXHUYECKOM OMWUCaHWWM COOTBETCTBYIOLLEA MOAenm
aHasimsaropa.

2. BbInonHWTL npouefypy NPOMbIBKM COMMacHO WMHCTPYKUWUW MONb30BaTeNs COOTBETCTBYHOLLErO
o6opyf0BaHus.

3. [na 3anycka KOHTPO/IbHOro uccnegoBaHns B aHanm3aTope Tesll B MnasHom .meHo (MAIN

MENU) HaxaTb KHOMKY «6» Dn1eKTpoHHaa kannoposka (Electronic calibration), a 3aTeM KHOMKy
«1», 4yTOb6bI 3aMyCTUTb NPOLIEAYPY.

4. Ansa aHanusatopa Roller 10/20PN n3 FnaBHOro MeHto Haxxmute OCHOBHOE (/1eBbIi BEPXHUIA yron
3KpaHa) J0/1KHa 6bITb BblibpaHa yHKUMA CTaHAapThl, Aanee BbioepeTe BHeWHNIA 1160 BHYTpPeHHNA
KOHTYP.

5. TlomecTuTb NpobupKK 13 Habopa 1 NPOGUPKM ANs NPOMbIBKM B LUTATUB aHanusatopa TEST1 wau
potop aHanm3aTopoB Roller 10/20 PN. npoBepuTb 3arpy>XeHHble MO3ULUMK COracHO MeTKaM Ha
npobupkax no cnegytoLleli cxeme:

1 MpomMbIBOYHbIA pacTBOp Ana 1 nosuumn wratnea («STD WASHING TUBE AXT 1») nosnuymaNel
2. NaTeKcHbI KanubpaTop, ypoBeHb 2 («kLATEX Test tube L2 Calibrators») nosunumsa Ne2
3. NaTeKcHbIN Kannbpartop, ypoeeHb 3 («kLATEX Test tube L3 Calibrators») noaunyms Ne3
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4. NaTeKkcHbIl Kanubpatop, ypoBeHb 4 («LATI-X Test tube L4 Calibrators») nosuuma Ned
5. MpoMbIBOYHSIA pacTBOp Ana 5 nosuumn wtaTtmea («STD WASHING TUBE AXT 5») nosunuma Neb
6. MpombIBOYHbI pacTBOp A5 6 nosmuun wrtatuea («<STD WASHING TUBE AXT 6») nosuumnsa Ne6
HeT HeO6XOAMMOCTM 3arpyXxaTb NPOOGUPKK AN NPOMbIBKM B No3uumu 5 1 6 B aHanmsatopbl TEST! ¢
Bepcuein MO 9.00A u BbiLLe.
11pwm 3arpy3ke B aHanm3atop TEST 1, UMeIOLL WA BCTPOEHHBIN CKaHep LUTPUX-KOLOB, MPOBUPKY [OMKHbI
ObITb MOMELLEHbI TAKUM 06pa3oM, YTOObI LITPUX-KOA HaXOAMACA C NPaBOi CTOPOHbI.

BHuMaHve: 3anpewjaeTca HapylwaTb ONMCaHHble Noaewia 3arpy3ku npob B anaumsaTop. 0TO MOXKET
NPMBECTW K OLLMOKAM B ero paboTe.

6. B COOTBETCTBMM C WHCTPYKLUMAMM Ha 3KpaHe aHanm3atopa OTKPbITb [ABepLy 3arpy3ku npob
aHasm3atopa TEST1 wu BCTaBUTb WTaTMB C npobupkamy B npubop. locne 3akpbiTus ABepubl
nccnefoBaHne Ha4yHeTCs aBTOMATUYECKMN.

7. Mpn ncrnons3oBaHnn aHanm3aTopoB Roller 10/20 PN ¢ BHELWHUM CKaHEPOM LUTPUX-KOAA, BbIMNOHUTE
CUMTbIBaHME WTPUX-KOAA KaXKAON NMPOBUPKM HENOCPeLCTBEHHO Nepes 3arpy3koi B poTop.

8. B cnyyae OTCYTCTBMSA CKaHepa LITPUX-KOAOB WAN BO3HUKHOBEHWA OLWMOGOK CUUTbIBAHUS,
Heo6X04MMO BBECTM 3HAYEHMe LUTPUX-KOAa KaXKA0A NPOBUPKM BPYUHY!HO.

BHUMaHne: Heob6x0AMMO BBECTW MONHbIA HOMEP LITPUX-KOAA Ka>KCKT NPOOUPKK 13 Habopa.

9. Tlocne OKOHYaHMS MepemMelLIMBaHUS aHanM3aTop npomsBedeT 3abop KannbpaTopoB U KX
nccnefosaHue.

10. Mo OKOHYaHWM aHanM3a KannmbpaTopoB peepeHCHble W 3KCMepUMEHTa/IbHble 3HaYyeHus OyayT
BbIBeZieHbl B BuAe BenvunHbl COS (MM/Y) B NOpsALKe BO3pacTaHMs.

11. Ecnn BCe NOMyYeHHble pe3ynbTaTbl YKNaAblBalOTCA B pediepeHCHbI Auanas3oH, ANnd akTusauuu
(hYHKUMM KOHTPONe HaxkaTb KHOMKY «1». VI3MepeHHble 3Ha4YeHMsi CHOBa OyAyT BbIBEAEHbI Ha MeyaTb
B BUAE BennunHbl COD B MM/Y, YTO CNYXWUT NOATBEPXKAEHNEM Ba/IMAHOCTM TeKYLLEeA KannbpoBKM.

12. Ecnn ke nonyveHHble pesynbTarhl BbIXOAAT 3a Npefenbl pethepeHCHOro AnanasoHa, Haxarb KHOMKY
«2» (YcTaHOBKa (hakTopa) 415 3anycka aBTOMaTUYeCKON KannbpoBku npubopa. [aHHas npoueaypa
TpebyeT NoATBEPXKAEHMA NaposiemM (66).

13. 3HayeHus CO3 o v nocne KannbpoBKy ByayT NocnefoBaTenbHO BbiBEAEHbI Ha Nevatb. [ocnegHve
3HAYEHUS1 HEOOXOANMO OLEHUTbL B COOTBETCTBMM C NYHKTOM PE3YJIbTATbI (cM. Hnxe).

14. TpoBeaeHHas KanmbpoBKa M3MeHWUT ToMbKOo napameTp MODEL FACT, KoTopbl/i O0TBe4yaeT 3a
06paboTKy pe3ynbTaTOB M3MepPeHWs NaTeKCHbIX pacTBOPOB, TOrfa Kak mapameTp, OTBeyawwmin 3a
06paboTKy pe3ynbTaToB M3mepeHus npob kposu (BOOSTER Y) ocTaHeTcsi HeM3MeHHbIM. YUTO6bI
COOTHECTM 3TW [Ba (hakTOpa, HEOO6XOAMMO UCNPaBMTbL 3HaYeHne hakTopa BOOSTER Y Ha 3HauyeHue
napametpa MODEL FACT.

PE3Y/NIbTATHI

Bce Tpu nonyueHHbIX pesynbTata CO3 [0/MKHbI YKNAaAbIBaTbCA B PeePeHCHbIR Anana3oH, KOTOpbIi
oTO6paXkaeTcs Ha akpaHe («PetepeHcHble 3HauYeHUs», «Reference values») 1 NpMBOAUTCS Ha 3TUKETKE
npobupkn («PE®EPEHCHbLIE 3HAUYEHWA», «REFERENCE VALUES»). Ecnm nonyyeHHble
pe3ynbTaTbl U NOC/e KaIMOPOBKN He YK1aAblBatoTCA B 4OMYCTUMbINA LMana3oH, He06X04MMO NpPOBECTM
MPOBEPKY TEXHUYECKOr0 COCTOAHMUA aHanmn3aTopa. a4 aToro o6patntech K TeXHUYECKON UHCTPYKLNN.

KOHTPOJ/Ib KAYECTBA

KOoHTponb kayecTBa UCCNeL0BaHNA MOXHO MPOBOAUTL MYTEM OLEHKM MOBTOPAEMOCTM pe3y/ibTaToB Ha
Of4HOM 1 TOM >Xe Mpubope, NoNYyYeHHbIX C UCMNONb30BaHWEM TypOUANMETPUYECKMX CTaHAAPTOB, AN1A
KOTOPbIX paccyuTbiBaeTCA BeMYMHA CTaHLAPTHOrO OTKNOHeHUs B npoueHTax (%RSD).
OKCrepyvMeHTalbHOe 3HaYeHne He fO/MKHO npesbiwats 10%.

OFrPAHMYEHWNE METOAA

Habop kannbpaTopoB MOXeT OblTb WCMNONb30BaH TOMbKO Ha aHanu3aTopax Tuna TEST1 c
nporpaMMHbIM 06ecreyeHreM, pacCUMTaHHbIM Ha paboTy C naTeKCHbIMKU Matepuanamn (Bepcua 6.01 A
nnn Bbiwe ana TESTL. sepcua 1.00A wnm Boiwe gna Roller 20 PN n Roller 10 PN).

MHCTpyKuwms: JlaTekcHble Kanmbpatops! 6 TecToB. Ne no kaT. Sl 305.400-A/SI 305.402-A
) Copyright 2020. 3TOT AOKYMEHT ABAAETCA UCKNOUNTENbHON CO6CTBEHHOCTLIO LALIFAX Sir.l.,
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CNEUNDPUNUYECKNE XAPAKTEPNCTUKN
MoBTOpsiemocTb (CX0AMMOCTL): CV%<10%
BocnpounssogumocTs: CV%<15%

YTUNTN3ALNA OTXO40B

YTrnusauma peareHTOB C UCTEKLINM CPOKOM FOAHOCTHU, a TakXKe OTXOAbl MCMO/b30BaHHbIX peareHToB,
[OO/MKHbl  YTUN3MPOBATLCA B COOTBETCTBMM C TUTMEHUYECKMMMW HOpmatMBaMu W ClefoBathb
omuManbHbIM  MHCTPYKUMAM M0 \TUAM3ALMN N YHUUTOXEHUIO MNOTEHUMANbHO WHPEKUMOHHOIO U
XMMMWYECKOro matepmana, NPUHATbLIM Ha TeppuTopun Poccuiickoit ®efepaummn 1 B gaHHom JIMY.
KnoueBbiMM BOMpoOcamMy B CTpaTerny ynpaBleHWA OTXOA4aMU SABASETCA ONTUMM3ALMUA TaKTUK W
NOAXOLOB K KOHEYHbIM NPOAYKTaM, a TakXe MUHUMU3aLUA BO3MOXHOI0 3arps3HeHMs OKpYXKatoL el
cpenbl.

MpaBubHOE YHUUTOXEHME U YTUAN3auua OyaeT NoALep>KMBaTb COXPaHeHWe NPUPOLHbIX PECYPCOB U
COAEeCTBOBATL 3aliMTe 340P0BbS YENOBEKA U OKPYXKatoLLel cpedbl.

YTunumsayms 0TX040B yNakoBKK.

Mpy ucnonb3oBaHMM Habopa 06pa3ytoTca OTXOAbl KraccoB A M B, KOTOpble KnacCcuuumpytoTcs u
yHUYTOXaTCs  (YyTunuampytotca) B cooTBetcTBum ¢ CadlluH  2.1.7.2790-10 «CaHuTapHo-
anmaemmonornyeckune TpeboBaHms K 06paLleHnIo ¢ MeAULNHCKUMU OTXO04aMu».

He yTunn3npoBaTb COBMECTHO C ObITOBbIMI OTXOLAMU.

TPEBOBAHUNA K OXPAHE OKPY>KAPOLLI,EI7I CPEADI

MeANLMHCKOE U3Aenne NpW  UCMONMb30BaHWKM, TPAHCTIOPTMPOBKE W XPaHEHWU He OKasblBaeT
HEraTMBHOTrO BO3[ENCTBMS Ha UYesOBEKA W OKPYXXalollylo Cpedy npu COGMIOAEHWUU  YCIOoBUiA
NPUMEHEHNS 1 Mep NPefOCTOPOXKHOCTM, YKa3aHHbIX B UHCTPYKLN.

BO3MOXXHBbBIE MOBOYHbIE .ﬂ,EI7ICTBI/IFI
N3BecTHble NMO6GOYHbIE AENCTBUA, CBA3aHHbIE C MPUMEHeHNEM «PeareHToB in vitro ans aHanusatopa

aBTOMATMYEeCKOro fns onpefeneHns CKOpocTU ocefaHusa aputpoumtoB (CO3) TESTI - Habop
naTekcHbIX KanubpaTtopoB pAnd aHanmsatopoB TEST1. 6 TectoB (Latex Calibrators. 6 tests)»,
OTCYTCTBYIOT.

MAPKNPOBKA

B cootBetctBumn ¢ AJUPEKTUBAMW EC nponssofuTesib UCNOMb3YET CNeayroLine CUMBOSIbI 1 3HaKK:

CnwmBon 3HayeHune CumBon 3HayeHune
MeanumnHckoe n3genve ons
REF Ne no kartanory IVD A ,u, . A
[OMAarHoCTMKM in vitro
wi MpoussoguTens (M3roToBUTESb) LOT Kog naptum

He gonyckaTb BO3/eiCTBUS

Mcnonb3oBaTh [0
COJ/IHEYHOI O CBETa

O6paTnTech K MHCTPYKLUUX MO
as MPUMEHEHNIO ® Wcnonb3oBatb He 60nee 6 pas
CONT Cogepxumoe A BHVIMaHI/\I’e, CBepbTech C
WHCTPYKLWEN MO NPUMEHEHWIO
V CogepX1mMoe [oCcTaTouHOE Ast TemnepaTypHblii AnanasoH
<> TecToB XpaHeHus
MPOV3BOAUNTEND

Nnnpake C.p.a.. (Alifax S.r.l.) e-mail info@alifax.com
Buma lNeTpapka, 2/1, 35020, MonbBepapa, Magys, Utanus.
Web www.alifax.com
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Tcl. +39-049-0992000

MECTO NMPOMN3BOACTBA
Anudakc C.p.n. (Alifax S.r.i.), Bua McpaHo, 30. 33045. Humuc (Y aunHa). Ntanus.

CBEAEHWA Ob YMO/THOMOYEHHOM NPEACTABUTENE NPON3BOAVTENA HA
TEPPUTOPUUN POCCUIN

11peTeH3nn 1 peknamaymu, CBsI3aHHbIe C KaYeCTBOM MEANLMHCKOIO U3aenus, cnefyet OTNpaBniTh
YNOSTHOMOYEHHOMY NpPeACTaBUTENO NPOU3BOAUTENSA HA TeppuTopum Poccuiickoli ®epepaunu:
000 "Anudakc"

125367. r. Mocksa, yn. MabpuyeBckoro, A4.5. K. 1. komHata 4-5, 21-22, 3-37. nom. 1
+7(495)-544-50-55. inlb.russia(ff)alifa.\.com

MPABUWNIA MPEAOCTABNEHWA PEKJ'IAMALI,I/II7I

MopsfoK NpeAbsiBAeHUs peknamauuii U OTBETOB Ha HWX PErynnpyeTcs TpaxAaHCKUM MpaBoM.
Peknamaums MOXeT MpeabsBAsTLCSA TOMLKO MO TakUM BOMPOCaM, KOTOPble HC SBASMUCL NPeAMeTOM
NPUEMKM TOBapa, NpPOW3BeAeHHOI B COOTBETCTBIM C YCNIOBUAMM 4OT0BOpA.

MpeTeH3nn ¥ peknamauuy NPUHKMAOTCS B MWUCbMEHHOM BUAe N06bIM BUAOM CBA3W. K nucbmy
Heo6X04MMO NMPUNOXMTL: MH(OPMALIMIO O N10Te ToBapa, onucaHue NpPo6aembl, pacredyaTki ¢ npuéopa.
Mo Bcem BoOMpocaM, CBSI3aHHbIM C OBCAYXWBaHWE.M U3Aenus, Heo6XoaWmo 06paTUTbC K
YNoNHOMOYEHHOMY NPeacTaBUTENIO NPOU3BOANTENS.

B cnydae peknamauuu 06paliathCs K MPOM3BOAWUTENO W/MAM \NONHOMOYEHHOMY NpeacTaBUTENIO
MPOU3BOANTENS

FAPAHTUWNHbLIE OBA3ATE/IbCTBA

Mpon3BoanTenb rapaHTMpyeT, 4to «PeareHTbl in Vitro A4ns aHanusaTopa aBTOMaTM4eckoro Ans
onpeaeneHns cKopocTu ocefaHusa aputpountoB (COJ) TEST!» COOTBETCTBYIOT CheundpuKaumnam,
3a5B/IEHHbIM Ha 3TUKETKe. Mpon3BoANTE/b HECET OTBETCTBEHHOCTL 3a PaboT)' n3aenuii TONbLKO B Cllyyae
MX NPaBWNbHOrO WCMONb30BaHWA B COOTBETCTBUM C MHCTPYKUMEN, a TakXe COOMOAEHMSA npaBun
XPaHEeHMA 1 TPaHCMOPTUPOBKMN.

Mpon3BoanTenb rapaHTUpPyeT CTabuNbHOCTL Habopa A0 OKOHYaHUS CpoKa roAHOCTU Npu cO6MLEHUN
YCNOBMWIA TPAHCMOPTUPOBAHUA, XPaHEHUS Y MPUMEHEHUS, YKa3aHHbIX B MHCTPYKLUW.

MpoussognTens rapaHTUpyeT 6€30MacHOCTb MEAMLMHCKOrOo W3feNnsa. OTC>TCTBME HeAonyCTUMOro
pucka MPUYUHEHWS Bpefda >KWU3HW, 340POBLI0 YeNl0BeKa U OKpYXKaloLleid cpede Mpu MCNONb30BaHUN
Habopa peareHToB MO Ha3HAYEHWUIO B YCNOBUAX, MPeLyCMOTPEHHbIX NMPOU3BOAUTENEM.

WN3genua [oMKHbI MCNOMb30BaTbCA TO/IbKO A0 WUCTEYEHUS CpoKa FOAHOCTM, KOTOPbIA YyKasaH Ha
yNaKoBKe.

HACTOALIAA ONPAHUYEHHASA TAPAHTUA 3AMEHHAET COBOW WHBIE TAPAHTUMN.
OAHO3HAYHO BbIPAXEHHBLIE WAV TMNOAPASYMEBAEMbBIE, BKJ/TKOYAA JHOBYHO
MOAPA3SYMEBAEMYIO FTAPAHTUIO NMPNTOAHOCTW  ANA KOMMEPYECKOI'O
MCMOMb30OBAHVA WAW ANA NHOBON MHOM LENW. KOMMNAHWA Alifax S.r.i. (Anudakc
C.p.n.) HE HECET OTBETCTBEHHOCTU 3A C/IYYAWHBIE. HEMPAMbBIE, CIELUMA/bHLIE
N KOCBEHHBIE YBbITKN.
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N.Prot. 42201/2021
N. Prog. 1079/2021

CAMCRA DI COMMERCIO. INOUSTRIA. ARPGIANATO E AGRICOLTURA Ot PADOVA
PADOVA CHAMBER OF COMMERCE. INDUSTRY. HANDICRAFT AND AGRICULTURE

In lelazione aliistaiua agli alti. resa dal titolare'legale lappiesentante/procuratoie
deH'Impiesa. si ceitifica che il medestmo ha poten di firma su alti e dichiarazioni dell irnpfesa

a valere per lestero
In relation lo Nee instance on record made by the proprietor/iegal representative/attomey of

the enterprise we certify that the said applicant is a duly authorized signatory for any
documents and acts to be used in trade with foreign countries

Firma.‘Si9alure P IL SEGRETARK) GENERALE
WFunzionano Detogeto

Oeuoii frartinei.o

PREfETTURA «uPPIOIO I"RRITORIALE DEL GOVEKWO
- PAIXNVA -

APOSTILLE
( Convention de la Hayc du 5 oclobrc 196!)
1 Pacsc; ITALIA
Il prei”~te auo pubhlico
2. li siiiio soaosuriuo da

4. & rnunito del .sigillu! hullo di

AUcstato

6.1l 2 3 LUG 70N

PADOVA, 15/07/2021

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Wramn: «<AJTMPAKC C.P.J1.» (AM/axS.rl)
Bua MNMeTpapka (Via Petrarca), 2/1
35020 MONBbBEPAPA (NAAYA)

(POLVERARA (PD)
Hanorosblii KOA ¥ MAEHTUGMKALMOHHBLIA HOMep naaTensunuka HAC: 04337640280
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Ne MpoekTa 42201/2021
Ne Mpotokona 1079/2021

MALYNCKASA TOPFTOBO-MPOMbIW TEHHASA, PEMEC/IEHHASA U
CE/NIbCKOXO3ANCTBEHHASA MANIATA

OTHOCUTENBHO 3aperI/ICTpVIpOBaHHOI7I 3anncHy, BbIMO/THEHHO BnagenbLem /
3aKOHHbIM npeacrtaBuTenem /I'IOBepeHHbIM npeanpuaTnA, Mbl
noAaTeepXXaaem, 4To yKaSaHHbIVI 3aABUTENb ABNIAETCA OO/HKHbIM 06p6130M
YNOTHOMOYEHHbLIM /INLOM, NoANMCbIBAKOLWLM nrobble LOOKYMEHTbI M aKThl,
Mncnonb3yemble B TOPros/ie Co CTpaHamu 3apy68)Kbﬂ.

Moanuce: 3A/OT UMEHW MEHEPAJIBHOIO CEKPETAPA
"NaBHbIA UCMONHUTENbHBIN AMPEKTOP

Knaygma MaptuHenno (Claudia Martinello)
/nognwcs/
MedyaTb: TOProBo-nNPOMbILLEHHAS, PEMECNEHHAS U CENbCKOX03ANCTBEHHAS
nanaTta = MNMagys

MPEDEKTYPA - TEPPUTOPUA/ILHOE MPEACTABUTENLCTBO MPABUTE/ILCTBA
-NALYS -

AMNOCTWN/Nb

(Faarckas KoHBeHUMs OT 5 oKTA6pa 1961)
1 CrpaHa: NTATNA
3TOT omLManbHbIA JOKYMEHT
6b1n nognucad KNAY ANA MAPTUHENNO (CLAUDIA MARTINELLO)
Jeiictytowero B kavectee OPVLIMANIBHOIO MPEACTABUTENA
4. COAepXWT NOCTaB/IEHHYIO MNeyars / wramn

TOPIrOBOVI MANATbLI MALYUN

w N

Y [10CTOBEPEHO
5. BTllagye 6. fata 23 wmona 2021 r.
7. kem NMPEGEKTYPON NALYU
8 nog 2885
9. Mevatb/wTamn 10. Mognwuce
Mevatb: Mpedektypa Magyu CAYXALLMNIA AAMUHUCTPALLNIA
(EBreHmo Mas3oTTa/ Eugenio Mazzotta)

/nopnuce/

nAAYA, 15,07.2021

I'IepeBo,u, C aHIINACKOr0 1 NTaNbSHCKOr0 13bIKOB Ha pyCCKI/IVI A3bIK BbINoAHUNA MNMeHknHa CHe>kaHa OnerosHa
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Poccuiickas depaepauus
["opog MockBa
[leBATOro aBrycra fiBe TbiCA4M ABafLaTb NepBoro roga

gy KOcynosa Hanna gpucosHa, HoTapuyc ropoga MocKBbl CBUAETENLCTBYHO
NOA/MHHOCTL NoAnuncy nepeeogumka MNeHknHoin CHexxaHbl ONeroBHbl.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTL NognucaBLLero JOKYMEHT YCTaHOB/EHaA.

3apeructpupoBaHo B peectpe: No 77/640-H/77-2021-y A

YnnayeHo 3a coBepLueHre HoTapuaibHOro Aeicteums: 400 py6 00 kon

H.N. KOcynosa
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