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TYPOGRAPHICAL CONVENTIONS

The warnings, notes and symbols described hereafter are used in the current manual, on the instrument and
on its packaging.

DISPLAY of WARNINGS and NOTES

The signal word "Danger" and a relating symbol point to imminent dangers.

DANGER The non-observance of a danger warning can result in death or at least serious
irreversible injury. A damage of the system or an adverse effect on the system function
cannot be excluded.

X
WARNING The signal word "Warning" and a relating symbol points to potential dangers.
The non-observance of a warning can result in death or at least serious irreversible
injury. A damage of the system or an adverse effect on the system function cannot be
excluded.
rAAtiTiNn U The signal word "Caution" and a relating symbol point to potential dangers/

U U IIUIM problems.

The non-observance of safety instructions can result in minor injuries. A damage of the
system or an adverse effect on the system function cannot be excluded.

CAUTION The signal word "Caution" points to potential problems.
The non-observance of a safety instruction can result in damage of the system or an
adverse effect on the system function.

The signal word "Note” points to potential problems.

The non-observance of notes can result in an adverse effect on the system function
(result deterioratton).

USED WARNINGS SYMBOLS
Caution, risk of danger to person or damage to equipment!
Consult instructions for usel

Biohazard! Caution, moving parts inside!

A Electrical hazard! A Mechanical hazard!

Laser hazard! A Cut injury / sharp hazard!
Ground! A Automatic start-up!

Consult instructions for use

USER MANUAL
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The warnings, notes and symbols described hereafter are used in the current manual, on the instrument and
on its packaging.

DISPLAY of WARNINGS and NOTES

The signal word "Danger” and a relating symbol point to imminent dangers.
DANGER The non-observance of a danger warning can result in death or at least serious
irreversible injury. A damage of the system or an adverse effect on the system function

cannot be excluded.
X

WARNING The signal word "Warning” and a relating symbol points to potential dangers.

The non-observance of a warning can result in death or at least serious irreversible
injury. A damage of the system or an adverse effect on the system function cannot be

A excluded.

CAUTION The signal word "Caution" and a relating symbol point to potential dangers/

problems.
The non-observance of safety instructions can result in minor injuries. A damage of the
system or an adverse effect on the system function cannot be exduded.
PN11TIOK1 signal word "Caution" points to potential problems.
UAU [t\Jri non-observance of a safety instruction can result in damage of the system or an

adverse effect on the system function.

The signal word "Note" points to potential problems.
The non-observance of notes can result in an adverse effect on the system function
(result deterioration).

USED WARNINGS SYMBOLS

Caution, risk of danger to person or damage to equipment!
Consult instructions for use!

Biohazard! Caution, moving parts inside!

Electrical hazard! Mechanical hazard!

Laser hazard! Cut injury / sharp hazard!

> > P

Ground! Automatic start-up!

B> > >

Consult instructions for use

C 1]
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OTHER SYMBOLS
m | Manufactured by
Lot number
Expiration date
Temperature limitations
1
C€ CE mark Mains in AC voltage
ID number . Weight
fi
N Serial number
3 Fuse

Disposal of Electrical and Electronic Equipment

Inthe European Union, electrical and electronic equipment must not be disposed of with
other household-type waste. It must be collected separately. Please observe the relevant
legal regulations effective inyour country.

Size, [L] Lenght, [W] Width, [H] Heigh

NOTE The following label refers to TESTLTHL and contains between others the reference serial
number of the instruments

For the other TEST1 models the label is the same and the only difference is the second
part of the REF code which depends on the instrument.

For example S1195.xxx/yyy, where xxx is a number such as 210 or 2200r 230 and soon
an the part /yyy is the acronym of the instrument such as THL or BCL or SDL and soon.

ii&230v~ saaoHz 22s
-3 - (*2)T6*L250V
(lor USA «)d Can.

(pour USA =<Can'

(UWxH)4SX Rx Onlv (USA)

X C € e 7~
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Rear View:

Automatic Washing System: on TESTI Alifax have developed a washing station where needle can
automatically wash (without the presence of the operator) in the event of 3 consecutive NF or NR. Also
the automatic washing skips the necessity for the operator to wash the instrument at the "end of
analysis time-out" because with TESTI as soon as the time-out elapses, needle goes automatically to
wash itself.

Having the automatic washing systems enhance highly the performances of the instrument ensuring at
the same time a reduction of the "instrument downs" due to capillary clogged do the presence of rubber
particle generated by the reiterated use of the same washing tubes.

Clearly the manual washing system with 2 or 3 tubes is still available.

USER MANUAL ESR WM SI119S TESTI SW9.00X 1-2 EN Pag 6
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Inthe event customer uses collecting tubes with 2ml or 4ml capacity, it is possible to obtain
good correlation with the method used into the laboratory with the following tips:
1 Using the gain of the instrument during correlation with lab reference method
Increasing the mixing time (this can be obtained using an external mixer before the
ESR analysis or/and increasing the mixing time of the ESR analyzer).
Ifthe CBC has the venting function, possibly execute first the CBC analysis and then
the ESR analysis.

Capacity: TEST1 THL; Standard TEST1 racks, up to 60 samples /session,
Cell Blood Counter adapters, from 40 to 48 samples / session.

TESTL BCL: ALIFAX green plastic racks, up to 60 samples / session,
CBC Beckman Coulter LH 700 SERIES cassettes, 48 samples / session.

TESTL SDL: ALIFAX yellow plastic racks, up to 40 samples / session, up to 40 samples /
session with Sysmex SF/SE/XE/XT/XS Cell Blood Counters cassettes.

TESTL1 YDL: UP to 40 samples / session with BAYER/SIEMENS ADVIA 120 Cell Blood
Counters cassettes. ALIFAX blue plastic racks, up to 40 samples / session.

TEST1 MDL: Up to 40 samples / session with Beckman Coulter LH500 Cell Blood Counters
cassettes.

ESR Analytical performances (obtained with 3 ml Test-tubes):

Intra-Assay Reproducibility (Repeatability):

The intra-assay precision has been evaluated by performing 10 replicates of 7 K3 EDTA-
anticoagulated fresh whole blood samples

with ESR values ranging from 10 mmvh to 117 mnvh. The following results have been

obtained
Sample ESR Mean +/- SD (mm/h) Coefficient of Variation (%)

10+/-0.86 7.52

2 15+/- 0.49 3.28

3 23 +/- 0.87 3.77

4 33 +/-1.48 4.49

5 46 +/-1.51 3.29

6 56 +/-1.51 2.70

7 117+/- 3.32 2.83
Overall CV(%) 3.98

Reproducibility:
Evaluated by comparing two instruments on the whole range from 2 to 120 mm/h using the
same samples (60 samples) of blood; R =0,984, Slope: 1,0071
Correlation with ICSH reference method (Westergren in EDTA):
it has been evaluated on 509 K3 EDTA-anticoagulated fresh whole blood samples with a
different range of hematocrit values. The following results have been obtained

Y=0.92x + 3.54; r=0.93

and, grouping the above 509 samples in 10 classes on the basis of ESR values;

ESR values range BIAS Upper and Lowrer Limits of  95% Confidence Interval of

(mm/h) the Bias the Bias

2-10 1.77 -6.10-9.65 0.90-2.64

11-20 -0.94 -15.94-14.05 -2.56-0.67

21-30 -1.4i -14.96-12.10 -3.24-0.38

31-40 -1.35 -15.63-12.92 -3.54-0.83

41-50 3.42 -17.76-24.61 -0.03-6.88

51-60 2.29 -26.46-31.05 -2.59-7.18

61-70 1.7 -28.32-31.72 -3.19-6.59

71-80 4.4 -21.32-30.12 *0.50-9.30

81-90 4.41 -31.18-40 -4.92-13.75
91-100 -1.7 -46.63-43.23 -18.09-14.69

USER MANUAL ESR UM SI1195 TEST1 SW9.00X 1-2 EN Pag 9
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Stability of samples stored for 24 h at 4 *Q

It has been evaluated on 1140 KSEDTA-anticoagulated whole blood samples comparing the
results obtained within 4 hours from the sample collection and 24 hours after storage at +4 ®C
The following results have been obtained

ESR values range BIAS Upper and Lower Limits of  95% Confidence Interval of
(mm/h) the Bias the Bias
2-10 0.32 -3.18-3.82 0.13-050
11-20 1.05 -5.74-7.85 0.60-1.51
21-30 1.92 -13.29-17.14 0.56-3.3
31-40 4.32 -5.85-14.5 3.23- 5.42
41-50 4.18 -8.83-17.2 2.37-6.0
51-60 4.14 -12.84-21.13 1.16-7.12
61-70 5.83 -13.67-25.33 2.04-9 61
71-80 935 -15.28-34.04 4.59- iT.iS
81-90 10.17 -12.35-32.70 4.26-16.08
>90 9.55 -6.32-25.43 6.81-12.96

Stability of samples stored for 24 h at room temperature:

In order to view the effects of different methods of storage on the ESR value, 272 K3EDTA-
anticoagulated whole blood samples, some of which have been stored at 4 °C and some others
at room temperature, have been analyzed after 4 hrs and after 24 hrs.

Good correlation was found between the results taken at 4 hrs and those at 24 hrs on the
samples stored at 4 ®C(r=0.980). Those stored at room temperature did not correlate quite as
well as those stored at 4 °C, but still had very good correlation (r=0.917)

Carry-over: it has been evaluated alternating samples with a low ESR value with samples
characterized by a high ESR value and it is given by the following formula:

(affected value - unaffected value)/ affecting value.

It has been found not to exceed +/- 4.5% on the average basis.

Method limitations: 1. “The erythrocyte sedimentation rate is a phenomenon confined to fresh blood and transient"
not a hematic matrix component (at corpuscular / molecular level)

“The procedures used to determine the ESR cannot be calibrated as they are susceptible to a
varied of errors" (temperature, hematocrit, erythrocyte mean corpuscular volume, plasma
viscosity, etc.) Based on the acquired experience, TEST1 family instruments (TESTZ,
MicroTESTI, Roller20LC, Roller20PN, Roller20MC, RollerlOPN and JO-PLUS) are affected
by these variables to a limited degree. For this reason it is possible to observe instrument
performances deviations compared to other procedures if the above variables are not taken
into account.

2. “Erythrocyte sedimentation remains an only partly understood phenomenon....is a
nonspecific reaction (from a clinical point of view)..."  that is affected by several technical
aspects  "The ESR Is often normal in patients with cancer..."

International guidelines for diagnosis and management of multiple myeloma do not mention
the Erythrocyte Sedimentation Rate  However there are national guidelines that include ESR
together with other clinical tests. It is then necessary to point out that even though TEST1
analytical perfonnances have been confirmed in patients affected by multiple myeloma
there have been some cases of patients affected bv multiple myeloma in which TEST1
Laboratory ESR Analyser has reported clinically negative ESR values in comparison to other
methods.

Furthermore in presence of these disease and/or other oncological pathologies it is possible to
observe deviations form other methods since other phenomena in addition to the rouleaux
formation can contribute to the sedimentation like for example amorphous aggregates
formation (crystallization of paraproteins or mineral materials like calcium) resulting from bone
tissue alteration.

It isthen highly recommended to perform other tests together with TEST 1 ESR inthe diagnosis
of cancer since a normal ESR value is not enough to exclude that the patient is not affected by
this pathology.

3. Samples mixing is programmed at the beginning of the analysis with the purpose of
disaggregating erythrocytes. An inefficient disaggregation could affect the results given by the
instrument that in fact measures erythrocytes aggregation kinetics.

4. The above instrument performances have been obtained using test tubes with a capacity of
3 ml and 13x75 mm size with K3EDTA anticoagulant. This kind of tubes has a sufficient air
volume that favours the blood homogenization and consequently the results reproducibility.

USER MANUAL ESR UM SI1195 TEST1 SW9.00X 1-2 EN Pag 10
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ENVIRONMENTAL AND PHYSICAL SPECIFICATIONS

Permissible environment conditions for operation: Temp, from +10 to +30RC.
Humidity from 15% to 85% - no dew

Permissible environment conditions for transportation and storage:
Temp: from -20 to +65RC.
Humidity: from 5% to 95% - no dew

Size and weight: Width: 49 cm +/-2 cm (19,29 in)
Depth: 54 cm +/-2 cm ~1,26 in)
Height: 60 cm +/- 2 cm (23,62 in)
Weight: 47 Kg +/- 1kg (42 Kg +/- 1kg
THL Only)

Packaging: Cardboard box Width: 75 cm +/-2 cm (29,53 in)
Depth: 62 cm +-2 cm (24,41 in)
Height: 92 cm +/- 2 cm (36,22 in)
Gross Weight:  56Kg+/-1kg (123,51b)
Volume; 0,428 m3
Pallet: Yes

ELECTRICAL SPECIFICATIONS

Voltage: 230 Vac + 10% or Power cons: 150 VA circa 83W
115 Vac + 10% selectable with voltage selector Switch on cons: 225 VA, circa 135 W

Frequency: 50 0r60 Hz +2 Hz
Classification:  Class | (EN61010-1 - IEC 1010-1 - CEl 66-5)

OTHER OPERATIVE SPECIFICATIONS:

Heat dissipation in the environment; about 300 BTU/hour
Noise: at lowspeed mixing: 62,6 dB(A)
at high speed mixing: 58,2 dB(A)

Maximum rated altitude: 3000 mt asl

Communication: 2 serial RS232 DB 25 ports located on the rear side of the instrument:
Port 1 is dedicated to connect an external scanner
Port 2 is dedicated to connect the instrument to an Host Computer
Note: ifthe Internal Bar Code Reader (IBCR) is used, it is not possible to connect an external
scanner unless a technical setup is done inside the instrument.

Functioning: The instrument is designed to remain switched ON 24 hours a day, it is however suggested to
switch it off at the end of the working day, applying previously a washing procedure using 3
washing tube to ensure a good capillary and sensor's life.

Restrictions: Indoor uses appliance
Rated pollution degree: Grade 2
Working life of the instrument: 10 years (if maintenance is done correctly)

Materials required for the application of the product but not included in the delivery:
Latex controls Invitro reagents for an automatic analyzer to determine the erythrocyte sedimentation rate (ESR) TESTZ,

RU FSZ 2008/02699,
CONSUMABLES
Printer Paper: Thermal roller 57 mm x 25 meters (code S119580001 4 ralls)
USER MANUAL ESR UM SI195 TEST1 SW9.00X 1-2 EN Pag 11
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Smart Card; Conform to ISO 7816-1 specifications - 85.6 x 54 x 0,8 mm (3,337 x 2,126 x 0,0321 in) - coded
using Alifax proprietary algorithm.
Available for 1,000 (code S1195.901) -4,000 (code S1195.904) - 10,000 (code S1195.910)"-
20,000 (code S1195.920) tests/ Universal Card for the TEST1 family instruments TEST1 (TEST1,
Roller20PN, RollerlOPN).

Waste Tank: 500 ml plastic waste tank with screw cap (code S1205801).

Latex Controls:

INTERNAL QUALITY CONTROL

the latex control kit is recommended.

W\Xh the purpose of guarantee an always optimum performance of the instrument, the daily use of

Latex Controls (or Calibrators), once extracted from the refrigerator (keep in refrigerator to +4 +8
*C) (+39,2 /+46,4 “F must remain at room temperature for at least 15 minutes before the use;
once used the latexes must be returned in the refrigerator within maximum 1 hour after their use

Latex Controls forTES T 1 family analysers (PY ®C3 2008/02699) allow the control of the calibration
stability of TEST1 (TEST1, Roller20PN, RollerlOPN, They are available in two kinds of test tubes:

¢ 13x75mm (0,512 x 2,953 in Greiner:
Latex Controls (6 tests) - code Sl 305.100-A;
Latex Controls (30 tests) « code S| 305.300-A.

¢ 11,5x66mm (0,453 x 2,598 in) Sarstedt;
Latex Controls (6 tests) - code S| 305.102-A;
Latex Controls (30 tests) - code S| 305.302-A.

Patient Identification: Internal CCD bar-code reader(S1195126).

Contents of delivery

Models:

1. Model TEST1 THL analyzer - 1 item;
Accessories:

11
12
1.3.
1.4.
15.
16.
1.7.
1.8
19

110,
111

112
1.13.
1.14.

1.15.
1.16.
117.

2.

Operating manual in Russian- 1 item;

Operating manual in electronic media (CD) - 1 it (optionally);
Operating manual in electronic media (flesh-card) -1 item (optionally);
Packing list- 1 item;

Installation form - 1 item;

Declaration of conformity - 1 item;

Certificate of output quality control - 1 item;

Racks plate - 1 it, (optionally);

Waste tank -1 item;

Smart-card TEST1 1000/4000/10000/20000 tests - from 1to 10 items;
Metal rack TEST1 Alifax - 4 items;

External bar-code reader- 1 it (optionally);

Tube adapter cups for Sarstedt Monovette - 1 item (optionally);
Power cable - 1item;

Starter set of thermal paper in rolls -1 unit;

Fuses - 2 items;

Wash tank - 1 item.

Model TEST1 BCL analyzer- 1item;

Accessories:

2.1. Operating manual in Russian -1 item;
2.2. Operating manual in electronic media (CD) - 1it, (optionally);
2.3. Operating manual in electronic media (flesh-card) - 1item (optionally);
2.4, Packing list- 1 item;
2.5. Installation form - 1 item;
2.6. Declaration of conformity - 1 item;
2.7. Certificate of output quality control - 1 item;
2.8. Racks plate -1 it. (optionally);
2.9. Waste tank - 1 item;
2.10. Smart-card TEST1 1000/4000/10000/20000 tests - from 1to 10 items;
2.11. Green rack TEST1 Alifax BCL from 1to 4 items (optionally);
2.12. Powercable-1 item;
2.13. Starter set of thermal paper in rolls -1 unit;
USER MANUAL ESR UM SI195 TEST1 SW9.00X 1-2 EN
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2.14.  Fuses - 2 items;
2.15. Washtank - 1item.
3. Model TEST1 SDL analyzer - 1 itemn;
Accessories:
31.  Operating manual in Russian - 1 item;
3.2, Operating manual in electronic media (CD) -1 it. (optionally);
3.3.  Operating manual in electronic media (flesh-card) - 1 item (optionally);
34.  Packing list- 1 itemn;
3.5.  Installation fomi - 1 itern;
3.6.  Declaration of conformity - 1 itern;
3.7.  Certificate of output quality control - 1 itern;
3.8.  Racks plate - 11t (optionally);
39.  Wastetank- 1item;
3.10. Smart-card TEST1 1000/4000/10000/20000 tests - from 1to 10 iterrs;
3.11.  Yellow rack TEST1 Alifax SDL from 1 to 4 items (optionally);
3.12.  Power cable -1 item;
3.13.  Starter set of thermal paper in rolls -1 unit;
3.14.  Fuses - 2 items;
3.15. Washtank-1 item.

4. Model TEST1 YDL analyzer - 1 item:
Accessories:

4.1
4.2.
43.
4.4,
4.5.
4.6.
4.7.
4.8.
4.9.
4.10.
4.11.
4.12.
4.13.
4.14.
4.15.

Operating manual in Russian- 1 item;

Operating manual Inelectronic media (CD) -1 it. (optionally):
Operating manual in electronic media (flesh-card) -1 item (optionally);
Packing list- 1 item;

Installation form - 1 itern;

Declaration of conformity - 1 item;

Certificate of output quality control - 1 itern;

Racks plate - 1it (optionally);

Waste tank - 1 item;

Smart-card TEST1 1000/4000/10000/20000 tests - from 1 to 10 items:
Blue rack TEST1 Alifax YDL from 1to 4 items (optionally);

Power cable-1 item;

Starter set of thermal paper inrolls -1 unit;

Fuses - 2 items;

Wash tank -1 item.

5. Model TEST1 MDL analyzer- 1 item;
Accessories:

5.1
5.2.
5.3.
5.4.
5.5.
5.6.
5.7.
5.8.
5.9

5.10.
5.11.
5.12.
5.13.
5.14.

Operating manual in Russian - 1 iterm;

Operating manual in electronic media (CD) -1 it (optionally);
Operating manual in electronic media (flesh-card) -1 item (optionally);
Packing list-1 item;

Installation form - 1 item;

Declaration of conformity - 1 item;

Certificate of output quality control - 1 item;

Racks plate - 1it. (optionally);

Waste tank -1 item;

Smart-card TEST1 1000/4000/10000/20000 tests - from 1to 10 items;
Powercable-1 item;

Starter set of thermal paper in rolls -1 unit;

Fuses -2 items;

Wash tank-1 item.

IXTT
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KITS TO CONVERT TEST1 THL TO INSTRUMENTS FOR LOADING CBC CASSETTES DIRECTLY:

USER MANUAL

S1195320

S1195330

Kit for the direct insertion of the LH 700 SERIES 12 positions rack from Beckman Coulter cell blood

counters. The same direct insertion can also accept, without any modification, the new Alifax green

plastic rack with 15 positions (code S1195505).

The application of this kit is however possible only on instruments equipped with Internal Bar Code

Reader (kit code S1195400)

Kit for the direct insertion of the Sysmex SF/SE/XE/XT/XS 10 positions rack from Sysmex cell blood

counters. The same direct insertion can also accept, without any modification, the new Alifax yellow

plastic rack with 10 positions (S1195506)

The application of this kit is however possible only on instruments equipped with Internal Bar Code

Reader (kit code S1195400).
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SI1195340  Kitfor the direct insertion of the BAYER/SIEMENS ADVIA 120 10 positions rack directly from SIEMENS/
BAYER celi biood counters. The same direct insertion can also accept, without any modification, the
new Aitfax blue plastic rack with 10 positions (S1195507).

The application of this kit is however possible only on instruments equipped with Internai Bar Code
Reader (kit code S1195400).

S1195350 Kit for the direct insertion of the Beckman Coulter LH500 rack directly from the BECKMAN COULTER
cell blood counters. Each direct insertion carries 2 mini-cassettes of 5 positions each.
The application of this kit is however possible only on instruments equipped with Internal Bar Code
Reader (kit code SI195400).

S1195360 Kit for the direct insertion of the SYSMEX10 positions rack directly from SYSMEX cell blood counters.
It has been designed specifically to manage Sarstedt test-tubes.
The application of this kit is however possible only on instruments equipped with Internal Bar Code
Reader (kit code SI195400).

S1195370 Kit for the direct insertion of the COULTER DxH 800 rack directly from the Beckman COULTER
cell blood counters. Each direct insertion carries 2 mini-cassettes of 5 positions each.
The application of this kit is however possible only on instruments equipped with Internal Bar Code
Reader (kit code S1195400).

OTHER
Sample identification: Internal laser barcode scanner (S1195126).

General features:

The device has a thermoplastic coating, the front door allows easy access to the waste container and needle.

Simple needle replacement procedure.

Simple one-step smart card loading procedure.

Automatic request to start rinsing, programmable between 5 and 180 minutes from the last sample analysis. Checking the
photometer after each wash to ensure continuous monitoring of the instrument.

Use of a set of latex controls for the TEST1 SI 305.100-A/SI 305/102-A line of analysers (s tests) - SI 305.300-A/SI 305.302-
A (30 tests): to control the stability of the instrument calibration.

Aalgorithms for processing latex controls for better standardization of various instruments.

New flush procedure that uses half the volume of the first two test samples.

REGULATORY INFORMATION:

Classification [\V/D)

805604014151 THL
805604014031 BCL

805604014152 SDL
EAN13Code 805604014032 YDL
805604014269 MDL
CND Code W02029001 Not Aplicable
Regulation Number: 864.5800 Automated sedimentation rate
FDA-CFR Code Product code: GKB de\%ce
Other HHIHC Hardware + accessories + consumables +
EDMA Code 23091001 software
An automatic or semi-automatic instrument used to measure the
sedimentation (sinking) velocity of red
GMDN Code 35488

blood cells in a sample of whole blood using photometry. This is
also called, erythrocyte sedimentation rate (ESR).

ROHS2 2011/65/EU Compliant

USER MANUAL ESR UM SI195 TEST1 SW9.00X 1-2 EN Pag 14
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WARNINGS FOR A CORRECT USE OF THE INSTRUMENT

The following safety instructions must be observed at all times, both before and during operation and during
maintenance.

Handling of Instructions for use Manual

the instructions for use manual is provided for your safety and gives important instructions
for the handling of the system described.

e Read all instructions!

« Keep the instructions for use manual nearby the system.

» the instructions for use manual must be accessible to the user at any time.

TEST1 system is designed and manufactured in accordance with the safety requirements
for electronic and medical systems. Ifthe law issues regulations concerning the installation
and/or operation of the instrument, then it is the operator's responsibility to adhere to them.
The manufacturer have done everything possible to guarantee that the equipment functions
safely, both electrically and mechanically. The systems are tested by the manufacturer and
supplied in a condition that allows safe and reliable operation.

GENERAL SAFETY

WARNING Non<Observance of Warnings

The non-observance of warnings can result in serious personal injury and material
damages.
»  Follow all warnings included in this manual.

»  Follow all warnings marked on the instrument.

» Ifthe instrument has been stored in cold places, wait at least 30 minutes before
switching ON the instrument for the first time in order to avoid eventual damages
due to dew presence on internal parts of the instrument.

Use of the System according to Intended Use only

WARNING Improper use of the instrument, not in compliance with the manufacturer specifications,
could lead protection impairment and damages to both operator and/or instrument as well
as can result in wrong results, damage of the system and personal injury.

» The handling and maintenance of the system must only be performed by trained
and authorized personnel.

» Before the operation of the system, the Instruction for use manual must have
been read and understood.

e The instrument must only be used inaccordance with its intended use.

e The instrument is designed for indoor uses only.

e For professional in vitro medical diagnostic use only. The English language
knowledge is required in those countries where neither Italian nor French nor
Spanish nor German is spoken.

» Use only the consumables and accessories described herein

» Keep away any kind of objects, liquids, or substances not required for the
instrument's use from the instrument.

e The manufacturer assumes no liability for any damages, including those to third
parties, caused by improper use or handling of the system, installation not in
compliance with the manufacturer's specifications, use of the Instrument not in
security, use of not suitable materials regarding those specified in the user's
manual, use of the instrument for various scopes different from those for which it
has been designed and built, use of the instrument by not expert staff person or
however non-authorized to the use of the instrument and/or in case the sanitization
procedure wilt not be carried out if required.

¢ This instrument is not intended for use by persons with reduced physical,
mental and sensorial capabilities or lack of experience and knowledge,

USER MANUAL ESR UM SM95 TEST1 SW9.00X 1-2 EN Pag 17
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unless they have been given supervision or preliminary instructions for the
use of the analyzer by a person responsible for their safety.

NOTE IN CASE UNAUTHORIZED SOFTWARE IS INSTALLED ON THE INSTRUMENT, THIS
MIGHT GENERATE MALFUNCTIONING OF THE INSTRUMENT AND/OR
EVENTUALLY UNRELIABLE ANALYTICAL RESULTS; FURTHERMORE INSTALLING
UNAUTHORIZED SOFTWARE INVALIDATE THE WARRANTY OF THE INSTRUMENT.

OPERATIVE SAFETY

WARNING Mobile Phones ) ] ) )
n Do not use a mobile phone next to a running system. It is possible to affect the correct

function of the system.

Instrument use in routine
WARNING
At the first daily switch ON wait 3 minutes (wake-up time) before starting an analysis
A cycle to allow the thermal stabilization.
Instrument uses a technology that allows the measurement of the ESR at a stabilized
temperature of 37°C (x0.5“C)
Before starting a new session, the instrument visualizes a control check-list, is
mandatory to verify all check that all the parameters in the check-list are as expected,
otherwise contact the Technical Service
TEST1 is an In Vitro Diagnostic Medical Device for professional use only. The English
language knowledge is required inthose countries where neither Italian nor French nor
Spanish nor German is spoken.
Check the waste tank level before starting the measures. Empty or replace it iffilled to
security level; for the disposal of waste tank content, follow the standard safety
procedures in use in the laboratory.
Carry-out appropriate "WASHING PROCEDURES" to a good instrument maintenance
Important: to avoid capillary obstruction from rubber particles it is suggested to use
maximum two times the same washing tubes.
Keep away any kind of objects, liquids, or substances not required for the instrument’s
use.
Check ifthe tube contains at least 800 uL of blood and verify that the blood is not neither
haemolysed nor coagulated. Use exclusively blood samples withdrawn in EDTA
anticoagulant (Kr or Ka).
Use preferably tubes with a capacity of 3 ml verifying that the sample volume should in
any case not exceed the 50-60% ofthe total volume of the test-tube in order to optimise
the blood homogenization.
Instrument offers three mixing speeds (60 rpm, 32 rpm, 24 rpm); the analysis time is
20 seconds per sample. The mixing is done rotating completely upside-down the
sample tube.
Samples mixing is done at the beginning of the analysis with the purpose of
disaggregating erythrocytes. A possible ineffective disaggregation could affect the
results given by the instrument which measures system is based on the detection of the
kinetics of aggregation of the red cells
To allow an appropriate mixing of the samples, configure the instrument at medium
speed (32 rpm). The mixing is done rotating completely upside-down the sample tube.
Above mentioned performances could be slowed down in case of a connection to a
Host with answer back higher than 1 second.
The use of sample tubes with different volumes could affect the performance of the
instrument
In the event customer uses collecting tubes with 4ml capacity, it is possible to obtain
good correlation with the method used into the laboratory with the following tips:
2. Using the gain of the instrument during correlation with lab reference method
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3. Increasing the mixing time (this can be obtained using an external mixer before
the ESR analysis or/and increasing the mixing time of the ESR analyser).

4. Ifthe CBC has the venting function, possibly execute first the CBC analysis and
then the ESR analysis.

In the event paediatrics samples are used, the minimum volume suggested is 500 uL,

It is possible to use “BD Microtainer MAP®”tubes directly (also in conjunction with other

13x75 tubes) on all TEST1 (THL, BCL, SDL, MDL, YDL) models without the use of

adapter (but could be necessary to verify the needle offset adjusting its excursion in

case of volumes lower than 500 uL

It is possible to use “Sarstedt S-Monovette EDTA®”, “Tapval® paediatric tube”, “BD

Vacutainer® paediatric tube”tubes ONLY on TEST1 THL,; forthese models of test tubes

it is required the use of specific test tube adapters as well as it could be necessary to

verify the needle offset adjusting its excursion in case of volumes lower than 500 uL

In case of use of sample coming from patients affected by an oncological pathology,

we remark that ESR result of those samples could be eventually NOT reliable as

explained in section “method limitations”.

Start the analysis within 4-6 hours from vein-puncture, othenwise keep the samples in

refrigerator at +4-*8 “C, for a maximum of 24 hours. Ifthe samples have been conserved

in refrigerator at +4 + 8 “C, it is necessary to leave them at room temperature at least

for 30 minutes before their analysis, even ifitis inany case suggested to letthe samples

remain at room temperature preferably for about 60 minutes, after that, test should be

executed within 4 hours.

Latex Controls (or Calibrators), once extracted from the refrigerator (keep in refrigerator

to +4»8 “C, must remain at room temperature for at least 30 minutes before the use;

once used the latexes must be returned inthe refrigerator within maximum 1 hour after

their use.

Do not pour liquids or leave to fall anything inside the fridge and thermostat units, in

such case, switch OFF IMMEDIATELY the instrument and call the Technical Service.

Do not try to remove any object, even if visible, when the unit is switched ON.

In case of a sample tube is broken inside the instrument, it is mandatory to call the

Technical Service

An acoustic signal will be activated when the loading door remains opened. Close the

door to allow the system to progress with the analysis.

MECHANICAL SAFETY

Danger of Electrocution or Mechanical Injury by Missing or Opened Protective
WARNING Covers

To avoid serious injury with lethal consequences due to electrocution or injury by the system

(e.g. contusion, cuts etc ), protective covers must not be opened or removed by no reason

by user; only authorized Technical Service Engineers or manufacturer Engineers can

remove protective covers.

» Do not remove the panels neither camper the reading sensor.

» The internal carriage moves over a sliding guide which is an “auto lubricating”
guide, so it is not necessary to lubricate or add any kind of oil or grease along the
rails of the carriage guides.

»  Switch off the system, separate it from the mains supply and protect it against
restarting.

» For your safety, if any part should be damaged, ask for the immediate replacing
with original spare parts, specially for the parts connected to mains (power cord,
fuse-holder and mains switch ...)

» ltis very important to check the tube’s height because;

TEST1 BCL, SDL, YDL, MDL, cannot use tubes with a height over than 83
mm (3,268 in) (cap included).

TEST1 THL: Can use tubes up to 95 mm (3,74 in) (cap included) but working
with only 15 samples Alifax rack (code S1195500).
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* In order to avoid possible mistakes in the Query-Host communication and/or the
transmission of patient ID to the Host computer, it is recommended the use of bar-
code codification which includes the “check-digit" option in its protocol.

» Use only original spare parts supplied by the manufacturer.

» Use only peripherals authorized by the Manufacturer

Maintenance must be carried out oniy by quaiified Technical Engineers authorized

WARNING

by the manufacturer
» Use only original spare parts supplied by the manufacturer.
» Use only peripherals authorized by the Manufacturer

»  Make sure that nobody works on the system and that all covers are attached and
closed before you reconnect the system to the mains supply.

» Perform maintenance works with highest caution.

*  Only perform maintenance works described in this manual.

* The unit shall be inspected and maintained each 30 000 analyses.

ELECTRICAL SAFETY

Electrocution/Fire Hazard!

DANGER Non-observance of rules and regulations can cause serious personal injury with lethal
consequences and material damage.
National rules and legal regulations for the safe electrical operation of the system must be
observed.

During Installation please be sure

» Avoid improper connection of the system and the peripheral devices to mains
supply can cause serious personal injury with lethal consequences and material
damage (e.g. fire).

« Use only connection and extension cables with a protective conductor and sufficient
capacity (performance, power) to connect the system and the peripheral devices to
the mains supply.

*  Never interrupt the grounding contacts.

« Grounding of the system and its peripheral devices to the same protective earth
potential must be ensured and it is connected to a mains socket with a Protective
Earth terminal before its use

e The use of a multi plug is not allowed!

e Use a Smart Ups with at least 1500 VA capacity.

« Damaged connecting cables can cause serious personal injury with lethal
consequences. Damaged connecting cables must be replaced immediately!

* No objects may be placed on the connecting cables.

e Connecting cables must be laid so that they cannot be squeezed or damaged.

« Connecting cables must be laid so that they do not lay in accessible or drivable
areas.

e Switch OFF the instrument and unplug power cable before connecting any external
peripheral as external bar code readers, printer cables and/or RS232 serial cables
and for maintenance.

Danger due to Improper Place of Installation
Improper place of installation of the system can cause accidents with serious injuries with
lethal consequences, fire or serious system damages because the system cannot be
switched off or be separated from the mains supply.
» Ensure the place of installation of the system is so that the power supply and
mains switch are easily accessible.
e The instrument has to be installed on a dry surface sheltered from sun light to avoid
sun rays hit the door sensor when the door is open generating unplanned
consequences.
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BIOLOLGICAL SAFETY

Risk of infection!

DANGER The instrument, can be exposed to potentially infective materials; system therefore must be
. treated as being potentially infectious, is thus indispensable to adopt all the precautions and
warnings necessary apt to avoid the contact (mandatory the use of gloves and glasses during
vial manipulation) in accordance with national laws.
Improper handling of infectious parts can cause skin irritations, illnesses and possibly to
death.
e Use appropriate gloves!
» Use an appropriate lab coat!
* Avoid contact between skin/mucous membrane and samples/test reagents or
parts of the instrument.
» Clean, disinfect and decontaminate the system immediately if potentially
infectious material has been spilled.
» Do not use broken or chipped tubes or bottles.
» Observe the instructions inthe package inserts for a correct use of the reagents.
DANGER Waste and Disposable procedures

:

Observe local and national provisions, legislation and laboratory regulations.
Observe the legal regulations for the handling of infectious material.

Dispose used vials, following the standard safety procedures in use in the
laboratory.

DANGER Maintenance

During Maintenance/Technical Service activities be sure to:

.

USER MANUAL

use gloves to protect agains any possible accidental contact with infectious

materials presents inside instrument.

ifduring maintenance the instrument has been stored /moved to a cold places, wait

at least 30 minutes before switching ON again the instrument for the first time in
order to avoid eventual damages due to dew presence on internal parts of the

instrument.

It is mandatory to do the sanitization (use gloves and protective glasses) and
locking drawers procedure before maintenance or before send back to the

manufacturer
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SAFETY LABELS
THE FOLLOWING LABELS ARE STUCK AS WARNINGS ON THE INSTRUMENT AND MUST

WSRNING NOT BE REMOVED..

Bio Hazard
Risqua biologlqua
l14u 360M
tli i«carnm«idad ViwripMcanwit

el Nes vnaM Mnk « Bu*fMCtnng
U lw Uadi«(wiM |

Nhunadhar @G3R
On raeonmeiM* U rempiimaeni

dutaeavolr quenaon ol

tnvblu MIGU per M. nct CAUTION 1 ATTENT|IOI\tl] !
Pour éyKer les chocs

6lecdiques ddbrancher

le cable cTalimentation

81205W1 |t0 _prevent electric shock
disixtnnect power cord

Waste terk

Reservoir de coltic ta

Power Selector
SMectour d'ellmentaUon FUSE-FUSIBLE
11Sor230VAC T5A L 250V 5x20mm

ptrim t TACWAT tHW Cea»)

BIOLOGICAL RISK - USE GLOVES
RISQUE BIOLOGIQUE - UTILISER DES GANT

DANGER - never toudi ttte upper area of piston
during needle replecing

DANGER - rte touchez pes Is partie supArieure
du piston perdart le ckangement de raiguille

PROCEDURE OF INSTRUMENT WASTE AT THE END OF ITS OPERATIONAL LIFE

As Stated in the European Directive 2012/19/EU on Waste Electrical and Electronic Equipment
(WEEE) related on waste of electrical and electronic equipment (WEEE), appropriate measures should be
adopted to minimize the disposal of the instrument as unsorted municipal waste and to achieve a high level
of separate collection of WEEE, according to the applicable local laws and rules.

The crossed-out wheeled bin symbol on side, placed also close to the plate of the apparatus, points out the
necessity of the separate collection of the electrical and electronic equipment (WEEE).

The unauthorized disposal will be pursued according to the local iavrs and the rules in the nation of use. Fines

will be effective, proportionate and dissuasive.

RECYCLING
To apply on the territory of the Russian Federation;
The product should be disposed of as class G waste in accordance with the current legislation of the Russian Federation

(Sanitary Regulations and Standard (SanPiN) N2.1.7.2790-10 of December 12, 2010 "Sanitary and Epidemiological
Requirements for the Management of Medical Waste". Before Waste Disposal add 2 ml of hypochlorite solution per liter of
waste and leave the solution for 1 hour.Then itshould be disposed of as class B medical waste.Any unused reagents, control
materials or calibrators (including those that are expired) should be disposed of as class B medical waste.

UNPACKING, INSTALLATION and FIRST START-UP

NOTE The unpacking installation and instrument Start-up is done directly by Alifax (or local
Distributor) Field Service Engineer
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Required gqualifications of the installation personnel.
It is forbidden to allow the end user to install, installation of the equipment must be carried out by a qualified represeotatlve of
the manufacturer. Otherwise, the manufacturer disclaims the warranty.

Monitoring the integrity of the packaging.
The device is delivered packed ina cardboard box with a pallet. Before unpacking, make sure the box, corners, palletare intact
and not damaged. Any damage to the packaging must be recorded oh the appropriate questionnaire included with the analyzer
documentation (Installation and Testing Form).

Unpacking.
Unpacking requires two people, as the weight and dimensions of the device do not allow one person to do this. Open the
package at the top, remove the accessory box first, and then the tool, using a special design for easy removal. Place the analyzer
on the floor or a lowtable and peel off the protective nylon film from it. Record any damage to the enclosure on the Installation
and Testing Form.

Contents of delivery

Models:

1 Model TEST1 THL analyzer-1 itemn;
Accessories:

11
12
13
14.
15.
16.
17.
18.
19

110

111

112
113.

114

1.15.

1.16.
117.

Operating manual in Russian - 1 itemn;

Operating manual in electronic media (CD) -1 it (optionally);
Operatin? manual in electronic media (flesh-card) - 1 item (optionally);
Packing list- 1 item;

Installation form - 1 item;

Declaration of conformity - 1 item;

Certificate of output quality control -1 iterm;

Racks plate -1 it. (optionally);

Waste tank - 1 itern;

Smart-card TEST1 1000/4000/10000/20000 tests - from 1to 10 iters;
Metal rack TEST1 Alifax - 4 items;

External bar-code reader - 1 it (optionally);

Tube adapter cups for Sarstedt Monovette - 1 item (optionally);
Power cable - 1 item;

Starter set of thermal paper in rolls -1 unit;

Fuses - 2 items;

Wash tank -1 item.

2. Model TEST1 BCL analyzer - 1 item;
Accessories;

2.1
2.2
2.3.
24.
25.
26.
2.7.
2.8
29

2.10.
211
212

2.13.
2.14.
2.15.

Operating manual in Russian -1 item;

Operating manual in electronic media (CD) - 1it. (optionally);
Operating manual in electronic media (flesh-card) - 1 item (optionally);
Packing list- 1 iterm;

Installation form - 1 itern;

Declaration of conformity -1 item;

Certificate of output quality control - 1 iterm;

Racks plate -1 1t. (optionally);

Waste tank -1 iten

Smart-card TEST1 1000/4000/10000/20000 tests - from 1 to 10 items;
Green rack TEST1 Alifax BCL from 1to 4 items (optionally);

Power cable - 1 iterm

Starter set of thermal paper in rolls -1 unit;

Fuses - 2 items;

Wash tank - 1 item.

3. Model TEST1 SDL analyzer -1 item;
Accessories;

3.1.  Operating manual in Russian- 1 item;

3.2.  Operating manual in electronic media (CD) - 1it (optionally):

3.3.  Operating manual in electronic media (flesh-card) - 1 item (optionally);

34.  Packing list- 1item;

35,  Installation form -1 itern;

3.6. Declaration of conformity - 1 item;

3.7.  Certificate of output quality control - 1 item;
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VOLTAGE SELECTOR AND FUSES REPLACEMENT

Before turning the instrument on for the first time, it is necessary verifying the voltage selector position (from
factory is set to 230 Vac).

Locate the voltage selector set on the rear side of the instrument and by a flat screw
Il driver, select the right power according to the mains
power you country supplies.

On the Main Switch block are located 2 fuses, which are easily accessible to be
replaced.

To replace the fuses use the following procedure:
Using a flat screwdriver push down the small tongue that keeps the box inside
the switch block and pull it out using a small pliers (if necessary).
Remove completely the fuse box

Replace BOTH fuses (*)

Then insert again the fuse box
inside the Main Switch block.

Finally press firmly to assure the
box’s tongue fits on the hook

FUSENUSIBLE
TSAL250V 520mm

% [

The fuse which is placed in appliance inlet shall be replaced only by a T5A L 250Vac dimensions 5x20 mm
AT5A Lfuse; it is suitable for both 115 and 230Vac.
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Verify whether the front door is closed, then turn the instrument on pressing the rear-side switch.
At the first daily switch ON wait 3 minutes (max wake-up time) before starting an analysis cycle to allow the thermal
stabilization.

Instrument uses a technology that allows the measurement of the ESR at a stabilized temperature of 37°C
(£0.5X)

Once activated, the instrument is going to print out information like:

< )

TEST1

UKver 9.00X This identifies the installed SW version.

SNXXX Serial Number ofthe instrument.

DD/MM/YYYY HH:MM _ ~ Date & Time.

Bar code inside :TC 1200 I Internal Bar-Code Reader detected (IBCR)

Rack label TEST1 Kind of rack set in the analyser.

R1 On R2 On R3 On R4 On Rack A— | Enabled rotor position to accept a rack.

AVAILABILITY Credits availability to carry out ESR analysis and threshold
ESR 200 warning (<1000) I indication (operative only if the credits amount is below 1000).
TEMP PHOTO. 37,0 Temperature ofwork.

TEMP LED 37.0

Key to press at MAIN MENU to choose between option 1 (to print
Press 8 for menu out the operative menu) and 2 (to mix without starting any

S !

At the installation time, please check whether the configuration of the rack reported on
paper is right in order to avoid mechanic and syringe group damaging.

MAIN MENU
=1 The display indicates that the analyser is ready to work

Display 1

PAPER ROLL REPLACING

The described procedure has to be done at instrument ON In addition, paper (ref No SM 95800) can also be
downloaded during the analysis process by stopping it by pressing the PAUSE key.

1 To load paper, press the green button with your finger, lift the printer door above the keyboard and
remove the remaining paper. To avoid damaging, do not use excessive force.

Reel off 15 centimetres of paper roughly from a new roll. Remove the pasted part.

3. Hold approximately 5¢cm of paper outside the device as you place the new roll into the reservair.
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4. Close the lid by applying equal amount of pressure on each side ensuring the lid is in the locked
position. Now tear the spare paper away.

5. Ifitis necessary to recover paper from the printer, press PAPER FEED over the keyboard orthe
key E | overthe printer.

Photo 1 CUSTOM PLUS I

m JiE S 9 Termination of roll is normally evidenced by a red colour line painted on the last part of the roll
paper. Remember that from the initial appearance of colour line, the roll guarantees 60 lines printing and
therefore it is suggested to replace the roll immediately after finishing the analysis cycle.

Paper part number is S1195800

SMART CARD TO LOAD CREDITS

The instrument works with credits which can be loaded by means of Smart Card ALIFAX supplies. The amount
of credits the customer can load is 1000, 4000, 10000, 20000. By this software version, the Smart Card and
loading processes are managed by the instrument which includes options printed-out on paper during the loading
process activation.

UNIVERSAL CARD

The Universal Card can load the stylized credits by a unique process in all the Testi ESR devices line
ALIFAX develops. Credits cannot be split up between instruments.
The procedure to work with this kind of card is explained on the next pages.

Starting from April 2019 a smart card with a new graphical layout is available on the market: below
example refers to the 10000 test.
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Pushing Oat MAIN MENU, the printer is going to print-out the Smart Card menu as
represented below while the display displays the message reported at ‘Display 2”:

3

MENU SMART CARD

1- INCREASE AVAIL.
2- SMART STATUS

3- PRINT LOG SMART
4- AVAILABILITY
CLEAR - EXIT

USER MANUAL

r
MENU SMART CARO

choose Photo 3

Display 2

Option 1 is to increase credits. After having
pressed key 1, insert the Smart Card into the
reader slot and wait. If the instrument’s
personalization is the same than the card
personalization, the analyser accepts the new
credits which will be added to the present ones.
The printer is going to print out message as
reported on the right. Remove the Card and press
ENTER

ESR UM SI195 TEST1 SW9.00X 1-2 EN

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

d-
AVAILABILITY
ESR XXXXXXX
Card matched
Actual personalization

Loaded xxxxx tests

Pag 29



SMART CARD ERRORS ALONG THE CREDITS LODING

During the loading process, incorrect procedures or possible malfunctions can be caused by:
1. the smart card not inserted properly or inserted upside-down
2. the card contact plague not set to the internal side of the instrument.
3. The reader contacts do not allow the card to be read.

Error messages could appear on display like:

S
QUT STDXXXX it means the card has a number of tests that is outside the

) Press ENTER normal ranges: 1000 - 4000 -10000 - 20000

- - Em-m
SIN\g(FSI'AEA it means the inserted card has a personalization that doesn't match the
Press ENTER instrument personalization and so the instrument rejects that card.

W OTm

When Rack insertion (keyl) is pressed and the availability is between 1and 1000, the procedure to increase the
availability is be recalled automatically. If the availability is O or negative, the instrument will not allow the execution
of new analysis until new credits are loaded by a new Smart Card.
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In Innnvilinn

ANALISYS START-UP

Press key
1(Rack
Insertion) at
MAIN MENU to
run the analysis
cycle.

NOTES:

Rev.1.2- 2021 March 23

INCREASE AVAIL wy

Insert  CARD

Photo 5

In case the message as reported in Display 5 is displayed, it means that the residual of credits
(Availability) is below than the set threshold and new credits should be loaded. References for the

credits loading are available on page 28

Load new
credits or press
ENTER to
continue.

Photo 6

NOTES:

The instrument is able to manage a kind of racks between those displayed inarrenDpiIx A (page 62) The choice
depends on the Cell Blood Counter in use in the laboratory. The instrument accept four racks at maximum and runs
the analysis cycle automatically after the fourth rack insertion and the door closing. In case the number of tacks to

Open the front door, remove any rack that might be
present inthe rotor and insert the rack with the blood
specimens to analyse. Close the door.

If other racks have to be inserted (up to four), open
the door again insert the rack and close the door
again. On the contrary, press START to run the
mixing phase followed by the analysis process.

insert is between one and three, to run the analysis cycle, press START after closing the door.

USER MANUAL ESR UM SI195 TEST1 SW9.00X 1-2 EN

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

Pag 32



Rev.1.2-2021 March 23

At the end of the analysis cycle

announced by three acoustic beeps, the

REPRINT key offers the possibility to tF:) ress ;ZART
access to a sub menu (reported in mixing phase
Display 6) for the choice of all ESR fO||OV\?e(§) by the
outcomes reprinting of the last analysis Vsi y
cycles (max 60) and\or to send them to analysls

LIS again whether the analyser has process.
been connected to the local informatics
system.

Photo 7

1-REPRINT
2 Com. RS232

Photo 8

Pressing ENTER, the analyzer is going to
continue the exit process of the analysis
cycle which includes: the rack that goes
back to the insertion position (every single
rack is moved to the indicated position
after the extraction of the previous one
and the front door closing), the rack
removing from the analyzer by the display
requesting and the return to MAIN MENU.

hoto 9

If the display displays this message, while
the left LED is blinking, it means that the tank
is full of liquid. Itmust be replaced or emptied
and the key 1 pressed to reset the counter to
0. Detailed information is present at page 47
TANK EMPTYING / REPLACING

Photo 10
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ANALYTICAL CYCLE WITH DIRECT INSERTION RACK

DESCRIPTION

Ifthe TEST1 suffix is BCL, SDL, MDL, YDL it means that the analyser is equipped by a direct insertion kit and
the rack in use in the laboratory does not require rack adapters so CBC can be loaded directly inside the
instrument.

Before inserting the rack inthe instrument, be careful to check that all tubes have their bar code label turned to
the slot side of the rack (the right side), otherwise, the Internal Bar Code Reader (IBCR) cannot read the IDcode
correctly.

Even if not suggested, in this kind of machines it is possible to leave empty places, even consecutively.

At the empty places, the Internal Bar Code Reader is able to read a label which points out the absence of the
test tube in that position. The instrument therefore will jump the empty places and carry out (if requested) the
analysis, at the available positions, without aborting the cycle as this happens in the THL model.

PROCEDURE
The following photos show how to load the racks. This depends on the type of Direct Insertion configuration:

TEST1YDL

Open the loading door (Photo 11) press the guide until it is unhooked (Photo 12) pull out it until it is extracted
completely (Photo 13). Insertthe cassette inthe guide (Photo 14) and rotate the test-tubes to allow the complete
exposure of the bar codes labels from the rack slot then slide the guide inside the instrument. Push it up until
the guide is hooked and close the sliding door.

Photon Photo 12 Photo 13 Photo 14

T eST1 MDL:

Open the loading door (Photo 15), press the guide until it is (Photo 16), pull out it until it is extracted completely
(Photo 17). Insert the racks as indicated by the (Photo 18) and then fix them pushing gently from the two extreme
sides to lift the test-tubes and allow their complete exposure of the bar codes.
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Photo 17 Photo 18

T eSTI SDL;

Open the loading door (Photo 19), press the guide until it is unhooked (Photo 20), puil out it untii it is extracted
completely (Photo 21). Push toward right side the lever to rotate the sliding guide (Photo 22), in order to allow
the cassette entering over the guide (Photo 23). Reiease the lever and check ifthe cassette fits correctly inside
the sliding guide. Rotate the test-tubes to allow the complete exposure of the bar codes labels then slide the
guide inside the instrument (Photo 24). Push it up until it is hooked and close the sliding door.

Photo 23 Photo 24

T eST1 BCL:

Open the loading door (Photo 25), press the guide until it is unhooked (Photo 26). Accompany it up for the
complete extraction (Photo 27),and insert the rack toward the inner position. Press then iton two extreme sides
for lifting the test-tubes (Photo 28), and allow the complete exposure of their bar codes. Slide inthe guide, push
it up until it is hooked and close the sliding door.

Photo 25 Photo 26 Photo 27 Photo 28
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WASHING REQUESTING AT TIMEOUT

On TEST1, having installed an Automatic Washing System, at the end of the analysis cycle and having returned
to MAIN MENU, a countdown timer is activated.

When the timer reaches the threshold (configured at installation time) and assuming no key on keypad was
pressed to perform any other operation, the instrument moves the carriage below the washing station and
automatically performs a washing cycle in order to clean the capillary and the needle.

Of course the operator can in any moment run a classical washing procedure as in the past loading 2 or 3
washing tubes on the rack following the classical washing procedure here below described.

Pressing key 2 “Washing” instrument will display the request to choose between “Automatic” and “Manual
Washing” (see at Display 7)

0 WASH AUTOMATYIC
1 WASH MANUAL

Photo 29

Selecting option 1 “Manual Wash”the instrument will ask to insert 2 tubes, with 3ml of distilled water in each, in
the first and second position of a rack and the rack into the instrument. After closing the front door the instrument
runs the washing procedure aspirating the water from the tubes. The washing execution causes the priming
process at the successive analysis cycle run.

NOTES:

The scheduled waiting time can be modified by the technical service; interval goes from 5 to 180 minutes.
The choice should be configured accordingly with the specimens frequency that come in the laboratory.
Ifthe specimens frequency is high, than you can chose a high waiting time (example 60 minutes from the
end of the lase analysis cycle) in order to avoid doing washings too much frequently.

If the specimens frequency is low, than you can chose a low waiting time (example 10 minutes from the
end of the lase analysis cycle) to avoid leaving the instrument dirty of blood for long time of inactivity.

Every time along the waiting time a new analysis cycle is run, the counter is re-set to 0.

Ifthe operator at the end of the analysis cycle carries-out a washing as described on page 39 (Automatic
Washing) or on page Errore. Il segnalibro non « definite. (Washing with 2 test tubes), the waiting time
counter will be set to 0 as the instrument is able to recognize whether the capillary is cleaned or contains
blood traces inside.
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WASHING PROCEDURE

This procedure is designed to clean the complete capillary tubing and so to set it free from blood or Latex
residuals. Since along the working life Latex flow inside the Teflon tube, particles of them tend to hang on the
internal walls of the capillary. This fact, accordingly, increases the capillary opacity reducing the reading scale
of the ESR values.

Starting from Firmware version 9.00A onwards with the introduction of the new CPS, visualization of washing
cycles have been slightly modified, now on display.

Now independently the washing is done automatically or by means of test tubes filled with water, the
visualization appears as here below described;

FOTO, xxxx. 3800
AV xxx %..

* The 4 (xxxx) on the upper left side corner represent the photometrical value of the water; this value
changes from an empty capillary (example 1672) to a value that should be as much as possible close
to the target value 3800 (located on the upper right corner).

* Onthe lower left side corner, it is visible the AV; xx.x%. AV% value is the ratio between the water value
read and the theoretical value of the water (3800).

Atthe end of the washing cycle (independently the Automatic or the Manual one) if everything is ok,
instrument will display on the final values as here below described.

FOTO; %,
FORC. wyy

*  FOTO; xxxxwill display the final photometrical water value measured by the photometer (example 3759)

* FORC: xxxx will display the final photometrical water value measured by the optical barrier used to
detect the tail of the liquid passing thought the capillary (example 1650)

» Please notice the FORC value will never be close to 3xxx indeed the optical barrier is only used as an
on/off sensor to detect presence/absence of liquid

Also itwill print out a report on paper as well as will ask to remove washing tubes. Ifthings goes wrong,
instrument will issue a Z-0 error as normally done also inthe previous versions of instruments and firmware.

Next paragraphs explain the washing procedures available in the manual mode.

AUTOMATIC WASHING
Pressing key 2 “Washing” instrument will display the request to choose between “Automatic” and “Manual
Washing"

0 WASH AUTOMATYIC
1WASH MANUAL

Selection option 0 “Wash Automatic”, instrument will perform the washing using the internal water tank as
source of water; inthis case it is not necessary to load any washing tube.
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RACK EXTRACTION

At the end of the analysis cycle, the instrument activates the rack extraction
process. This procedure, however, can be executed on MAIN MENU also.

Pressing key 3 (Rack Removal) at MAIN MENU
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QUALITY CHECK USING LATEX CONTROL KIT

With the purpose of guarantee an always optimum performance of the instrument, the daily use of the latex
control kit is recommended.

Latex Controls kit is a valid check tool to monitor the reliability of the analyser during its working life. The kit is
supplied in a box. It can contain three test tubes filled with Latex that allow executing a total of 6 controls (sale
code SI 305.100-A/ SI 305.102-A or it can contain five test tubes filled with Latex that allow executing a total of
30 controls (sale code SI 305.300-A/ SI 305.302°A). Before starting the Control process, the analyser can require
a washing procedure. Inthis case, the operator should carry-out a washing procedure as “WASHING USING 2
TEST TUBES", chapter, explains. Atthe end ofthe Control process, the printed out results are three ESR values:
the first one which is designed to cover “normal” patients and for example could be closed to 9 mm/h, the
intermediate one which is designed to cover the “borderline” patients and for example could be close to 20 mm/h
and a high level which is designed to cover the “pathologic” patients and for example could be close to 60mm/h.
Ifthe obtained results are into to the expected ranges, it means that the analyser is calibrated correctly. On the
contrary, ifone or more results are out of the expected ranges, it is recommended to call the Technical Service
to carry out a functional verification of the analyser and a new calibration of it

Before running a Control, carryout a washing procedure;
Important: to avoid possible capillary or needle obstructions, please be sure to use maximum two times the
same washing tubes.
a. Execute a firstwashing procedure by 2 test tubes with 3ml of distilled water in each of them.
Insert them in the first and second position of the rack.
b. Execute a second washing procedure by 1 test tube with 3ml of Sodium Hypochlorite in the position 1
of the rack and 1 test tube with 3ml of distillate water in the position 2 of the rack,
c. prepare a rack with the test tubes set as the below example shows;

d.  Notice that form Sw 9.00A having TEST1 the automatic washing system, it is not necessaryto
load anymore water tubes in position 5 and 6

Then;
press key 6
(Electronic
A calibration) at
MAIN MENU
to run the
printout the
present
Latex ESR
outcomes.
@o O K [/ 0
Photo 32 Photo 34
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d

TEST1

UK ver.

9,00x Sn.

XXX

10/01/2019 12:37:49 Latex Lot number and Kit number

Date and time.

Lot N 0 Kit yyy
10/12/2016 12:42:04

Washings outcome of first test tube with water inside.
Date and time.

Washing Executed
** PHOTOMETER OK** < | Washings outcome of second test tube with water inside.
Date and time.

10/01/2016 12:45:25 T2

Washing Exec Washings outcome of third test tube with water inside.
** PHOTOMETER OK ***

* Reference values

LEVEL2 =(6: 11)

LEVEL 3= (15;22) | Latex ESR referent ranges.
LEVEL 4 = (56 : 74)

Photometer Param. Instrument type (Test1) T
TEST1 Software version

UK ver. 9,00x Serial Number (SN.)

SN. Y000X Date and time of latex control.

10/01/2016 12:46:47 Parameters related to the analyser gains

(PDF. BoosterY, MFACT)
Offset channel for technical service

PDF 1.0310T100 3481
BoosterY 1.0704 MFACT 1.0704
Offset channel-150

ESR LEVEL2 =9
ESR LEVEL 3=19
ESR LEVEL4 =63

O

...at the request, open the door, insert the rack in the instrument and close the door. Upon having inserted the
rack with the set test-tubes, the analyser is going to start mixing which, to be completed, spends one minute and
half, roughly.

At the end of mixing, the controls are analysed and if the correlation between the referent values and the read
ones overcome the 97% (0.97) the Control process will be completed. Otherwise, ifthe correlation is below than
97%, the “Correlation NoK, Procedure aborted” message will be printed out on paper and the procedure
aborted.

When the analysis is completed, the printer is printing the latex analysis report as on the example below and

the removing rack requesting message displayed.

If after the rack introduction you get a message like STD xxxx NX, means that the scanner did not read the bar
code on the test tubes. In this case, enter the code manually as described on " APPENDIX E - LATEX
CODES TYPED MANUALLY”,
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Atthe end of the latex cycles, open the loading door and remove the rack.
Close the front door.

At the beginning after the water aspiration from the first test tube:

The pump aspirates 116 micro-liters of Latex from the second test tube marked 2 on the label.

The analyzer moves the aspirated Latex forwards and downwards inside the capillary for 3\4 times.

The Latex aliquot is discarded.

The pump aspirates the Latex sample from the same test tube and carries on the measuring phase.

The pump aspirates the Latex sample foomthe successive test tube and carries on the measuring phase
The pump aspirates the Latex sample from the successive test tube and carries on the measuring phase
The pump aspirates water to rinse the latex from capillary directly from the water tank inside the instrument
The instrument generates the 3 Latex ESR outcomes which have to be inside the referent ranges.

SQ o o0 oD

Ifat the MAIN MENU return, the display shows the message represented by Display 18 while the left LED blinks, it

(mmmmmmmmmmm e \ means that the tank level has been overtaken. Please followthe indication described on
. 0-NOTRVPTY page 47 TANK EMPTYING/REPLACING
1-BVPTY
w m m

An option called Latex priming can be enabled or disabled by a trained to do technical service technician.

Latex priming has been thought to maintain the highest Latex result reliable.

Atthe beginning of the Latex control process and after aspirating the distilled water from the first test tube, the syringe
is going to aspirate 116 micro-litres of Latex from the second test tube marked 2.

The analyser, then, is going to move the aspirated aliquot of Latex forward and backward in the capillary for a few
times and then discarded. Afterwards the analyser is going to aspirate the real Latex sample from the same test tube
forwarded to the others for the measuring process.

The last two test tubes filled with distilled water are for rinsing the capillary.
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KEYBOARD OPERATING FUNCTIONS

DESCRIPTION

At “MAIN MENU”, each key of keypad reports not only the numerical value but also the function that can be
activated by pressing that key.

Photo 35 Photo 36 Photo 37

Pressing key 8 and then 2 (Photo 36) you activate the pre-mixing function without the analysis execution.
This is useful ifthere is not an external mixer available for the comparative proofs between the instrument and
manual method or for premixing the specimens in case they were kept in the fridge for the night.

The specimens are mixed by the same number of rotations and speed set for the analysis cycle to then
maintained mixed by a rotation at every 30 seconds intervals till ENTER is pressed.

Pressing key 8 and then 1 and you activate the options list printing.

f a List;

MAIN MENU 0 - (to increase the availability of credits
O-availability 1' (to run an analysis cycle)

1-MEASURE 2 - (to start a washing procedure)

2 WASHING 3 - (to remove any rack from the instrument)
3- RACK EXTRACTION ) .

4-DATE & TIME 4 - (to modify date and time)
5-TECHNICALMENU 5 - (to access Technical Menu)
6-CALIBRATION EC 6 - (to start a Control process by Latex kit)

7-RS232 RX DATA

9-TO CHANGE TANK
REP-STATISTICAL DATA 9 - (to reset the tank counter after the tank replacement)

CLEAR-CHANGE NEEDLE REP-(to run the internal Quality Control)

7 - (used only in absence of both internal and external scanner)

CLEAR-(to replace the needle)

Q | [
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DESCRIPTION

At the end of every analysis cycle, and after having removed any rack from the instrument, ifthe quantity of

discarded liquid (blood, water, Latex) reaches a value configured at 200 points below the warning empty tank
threshold (set at 1500) the instrument will print out the message “TANK ALMOST FULL". Such message warns

the operator about the necessity of emptying the tank and re-set the counter to 0.

Press key 1
to re-set the
counter to 0.

Photo 38 Photo 39

If you ignore the message “TANK ALMOST FULL" and you continue analysing specimens, at the threshold
maximum level overtaken, the display will show a request to empty tank and the left LED above the keyboard
will blink and the printer prints out “WASTE LEVEL DETECTED EMPTY THE TANK”. The instrument will not
allow running a new analysis cycle until the tank is empty, as the tank is filled of liquid, and the counter re-sets

to O.

Waste tank emptiyng procedure

Open plastic front door, pull out the loading carrier and remove waste tank cap.
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Remove carefully the full waste tank, insert an empty waste tank, reinsert the waste tank cover and finally apply the plastic screw
cover to the full tank. Bring the capped waste tank to the disposal area of the lab and proceed to empty the content following
laboratory rules.

Take advantage to re-fill the water tank even if it does not look empty. Hll up the 500 ml mark. Ifyou want, you can also remove
the water tank to fill it up easily. Finally push inthe loading guide and close the front plastic cover.

Note: For the disposal of the waste tank content, follow the standard safety procedures in use in the
laboratory.
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DESCRIPTION

Pressing PAPER FEED on keypad or the mode button on printer { ), paper
is going to be fed through the printer.

Photo 40

STATISTICAL TOOLS#*

In order to do keep the instrument under control, TEST1 software includes a series of tools, which report and
plot the instrument performances: such control tools are the following;

1 INSTRUMENT QUALITY CONTROL USING LATEX CONTROL KIT (Kit code SI 305.100-A/SI
305.102-A for 6 tests or code Sl 305.300-A/ Sl 305.302-A for 30 test)
« The first plot represents the Control Latex results executed daily and accordingly with the results it
wants to drain a linear exposition of them or drifts.
e Thesecond plot drains the difference ofthe gain value, any Latex Control process generates, respect
the referent position obtained from the Calibration process. The maximum CV allowed is 10%.

2. ESR STATISTICAL DATA PRINTOUT

a. Generates black and white circles, which point-out cumulative and daily averages of ESR
results of analysed blood samples, which belong to patients who refer to the lab.

b. From the beginning of the instrument working life, the Quality Control system stores couples of
both cumulative and daily averages which day by day go to increase the plot which the
maximum length represents 30 days of analysis. The complete plot, then, will be updated
automatically moving the plot up and so leaving space below to add new points that represent
the last day of analysis.

3. ESR VALUES DISTRIBUTION PRINTOUT

a. There are four different plots divided in different ranges:

b. Two of them points out ESR results from 2 to 120 mm/h (cover the complete range) and the
other two points out ESR results from 2 to 30 mm/h which in Italy they are considered not
pathologic results.

c. Thistool is useful to each lab to split-up pathologic results from the not pathologic ones and get
a referent cut-off from pathologic and not pathologic results.

4, WASHING DATA PRINTOUT
By a black point for each day, this wants to report the daily average of the photometrical check done
during each washing procedure. The allowed CV can vary up to 1,6%.
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LATEX QUALITY CONTROL TRENDS n

Atthe end of every process with Latex Control kit, each obtained result is stored in the instrument and it can be
represented by a circle or asterisk in the Quality Control system. The Quality Control activation allows printing
all represented circles or asterisks that form a plot.

After pressing REPRINT at MAIN MENU and waiting for a couple of seconds, the
following message will be displayed:

r

STATISTICAL DATA STATISTICAL DATA
ESR STD RATE (1) M (2) Sp (3) W (4) After REPRINT, by
v j pressing key 1 the
; - display will show the
Display 15 Display 16 message as represented
at Display 17
"1- TRENDESR Press key 1 {TREND ESR) to print out the following
2-TREND FACT graph
Press key 2 (TREND FACT) to print out the successive Photo 41
graph:

Graph explanation

This graph shows the trend of the three Latex Controls values as
the checks are performed along the time. The first series of the
symbols (* “ 0) lined up on the top, represents the ESR values of
the Latex Controls process first execution. The one on the line at
the bottom, instead, represents the results of the Latex Controls
process last execution. Thought this graph, it is possible to see any
variation intrend and any drifts from sides. Therefore, ifa new Latex
lot characterised by different values from the previous lot number
generates shifted points on the graph, like the first four series of
symbols in the aside example, it is suggested to monitor the trend
of the new Latex Control lot for a few days.

Graph explanation:

During the calibration process by Latex, the software identifies and
stores the necessary gain, called ModelFact, to obtain the expected
ESR Latex results. That gain is represented by the vertical axis
marked number 1 (see the graph). Beneath the graph, the Standard
Deviation (Dev. St.) and the Percentage Coefficient of Variation (CV
%) of the results are reported to know whether the analyser works
efficiently. In fact, ifthe CV% remains under +/-10% it means that
the analyser works efficiently but if the CV% exceeds this limit, a
revision of the analyser calibration by the technical service is
recommended.

-20 -10 1 +10 +20
DEV%

Dev. St. 26,15

OV = 808 The coefficient of variation (CV) is defined as the ratio of the

standard deviation a to the mean p, thisisCV=o0/p.

The mean itself is calculated based on a fixed value of 30 davs. this Is why at the beginning the CV calculated
has a high value which itself is meaningless. In order to have a relevance, the CV value of the latex trend must
have at least 30 days of data accumulated; in any case, what it is important hand, is not the CV as number but
the trend itself and the SD.
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ESR STATISTICAL TRENDS

The Quality Control section of the program foresees the print out of the statistical data relating to the average of
the daily session (white dots) and those related to the average of all data accumulated since the beginning of
the instrument working life until the print out time (blacks dots). This option assumes the value of an analytical
control based on the "population of the samples”, and it has the effectiveness of a monitoring of the
instrument.

Itcan be assumed that, for a large number of accumulated samples (about 6000) by an instrument in a certain
laboratory, the distribution of ESR values inthe graph, then the average of these values, can oscillate slightly.
The greater the number of patients tested daily, the more this is true.

It is also conceivable that the type of sample that is received by the laboratory is always representative of the
population that refers to the laboratory, and that this population presents, on average (for large numbers), always
the same values distribution.

Ifthe analytical characteristics ofthe instrument are reliable, it is expected that the black points ofthe cumulative
averages do not fluctuate a lot and remain into three standard deviations of the average of the cumulative
averages, which acts as a stable reference. The graph of the cumulative average helps to see if there are
systematic drifts over time which points out possible functioning problems in the instrument.

The distribution of the cumulative mean values is undoubtedly more stable than the average values of patients
on different days may come from different or particular departments, etc. This distribution, in fact, is not affected
by the contribution of any abnormal samples that can be sporadically present in different percentages in the
various days. One must also remember that patients with ESR inthe normal range are also, usually, the majority
of the samples that arrive at the laboratory.

STATISTICAL DATA - Graph meaning

Press REPRINT key on MAIN MENU to access inthe Quality Control system.
After displaying a first option, this message comes in streaming:

STATISTICAL DATA Press key 2 to activate the graph printout which represents the

M (2) Sp 3) W (4) behaviour of the ESR mean values.

ESR MEAN value print out in the FULL RANGE (2-120 mm/hr)

ESR AVERAGE VALUES 2-120 Where:
(1-1) Samp. n. kkkk kkkk = represents the whole number of analysed samples.
1 25
? XX.XX = represents the cumulative mean ESR value on
XX XX . ESR range from 2 to 120 mm/h.
yy.yy o
XXXX . yy.yy = represents the ESR daily mean value on ESR
yy.yy 0 range from 2 to 120 mm/h.
XXXX .
yyyy zz.zz = standard deviation of cumulative mean ESR value
w.w = standard deviation of daily mean ESR value
XXXX
cc.c = CV% of the cumulative mean ESR value
XX.XX
ww = represent the days of analysis spent to reach kkkk
XX XX
yyyy
STD « zz.zz wwSTD
o w.w ww CV% o
cc.c
USER MANUAL ESR um SI195 TEST1 SW9.00X 1-2 EN Pag 51

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



1413

P RANGE (2-30 mm/hr)

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



Rev.1.1-. 2019 Sept. 13

Guide to the interpretation of the graph of values between 2-120 and the clinical / statistical meaning.

(1-1) Samp. n. 3744  points out the total number of samples processed in 30 days.
Sras The first couple of values (30,71 - 31,42) matched to the relative symbol, points out the

® ® cumulative and daily averages value of the first day of analysis. The successive couples,

K71 P convey the vaiues average of the successive day of analysis except the black symbol
31.42 10 1 which wants to be the average value between the analysis of that day and the previous
0% [ T cumulative averages.
2638 f io 1 Example:
2781 | . 19 29 9
25,1« N | 10 t
2%8113 ! I| ! ’JO 3071 . is the cumulative average of the first day of analysis.
079> | . 3142 o is the daily average of the first day of analysis.
29 5% A 0 30.26 . isthe updated cumulative average (1s*day +2™day)
29 . 2638 o is the daily average of the successive day
1717 - 0 ! 29.78 . is the updated cumulative average (1®'day +2""\day +3"day)
z‘i fzg f< t 2519 o is the daily average of the successive day

. t
29.66 '
23; : ) . tl 0 This graph represents the last 30 days of analysis. By this, it is possible to identify an
31 60 - 1o 1 anomalous tendency of daily averages respect the cumulative once. This is not a big problem
2072 1 because the analysed specimens that could have been come from different sites day by day,
2953~ 0 could have been affected by pathologies which vary the daily average and the matched symbol
30.06 ! position inthe graph.. An anomalous tendency of the cumulative averages, instead, should alert
3737 » the user for a possible systemic error.
23‘25 f. The data are shown fromthe oldest (on the top) to the most recent (on bottom of graph).
3081 @ | Pay attention on the data interpretation. Itis necessary to consider the number of specimens
32.%" » that come daily and even their origin. The cumulative average line becomes stable after 100
222 3‘; ' samples stored and the daily average moves around the cumulative trend lire. In this way a
20.79 problem on instrument could be pointed out immediately by a rapid deflection of the daily trend
26.29 A line and cumulative averages.
?; ;; . The instrument is able to collect at mexinmum 5900 samples to calculate the average, therefore
269 | large variations of daily statistics will not change the cumulative average in determinant manner.
27 69 % 10 As soon as 5900 samples are reached, the first 2000 will be discarded coming back to 4900
2938 samples. This is to avoid the cumulative average becomes too stable for a variation.
ng gjg’ | 0 At_the end of the graph, the printer prints out the Standard Deviations of both cunmulative and
3267 > 0i daily average;
2731 STD « 0.30 30 Standard Deviation for cumulative data (last 30 days)
o . STDo 4.33 30 Standard Deviation for daily data (last 30 days)
3072 0 From a statistical point of view, the daily data can be considered stable if they stay into three
29.76 1 * Standard Deviations of the cumulative average.
222'32 | |I | O In this example of graph, taking into account the last cumulative average data (29.17) and the
%127 11 three standard deviations of the cumulative average (0,30 x3=0,9), we can say that the average
20761 ' ot . of the last day fall down inside the range whether doesn't exceed the three standard deviations
695f 1 0 of the cumulative data.
251 1 1 . Inthis example, the lower limit is; 29.17 - 12.99 = 16,18 and the upper limit29.17 + 12.99 =
;f-gf |A ! |1° ! 42.16. Inthis case, the daily value 26.54 enters inside between the two lower and upper limits,
e r ¢ 10 S0 the instrument is working properly.
éi:sf h || (') °t Remember that ifthis doesn't happen, the cause should be searched on the processed samples
02t 1 1 e 1 | during the day and from the kind of patients analysed (a lat of pathological or a lot of healthy
2700f 1 1 00 | patients).
20281 1 1 0 1 1
stas» 11101
2.17 1 | | . |
%51 1 101 1
SDm 1.30 30
SDO 4.33 30
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Guide to the interpretation of the graph of values between 2-30 and the clinical / statistical meaning.

This graph has both the daily and cumulative data more stable because the analysed
a-2>Sm>n 2x1 specimens were not affected with pathological diseases.
5 5
In this case, the considered specimens are less (2351 vs. 3744) than those represented in the
previous graph, and this is logical because the no pathologic values in ltalyare surrounded from
2mm/ to 30mmh,

As on previous case, We can analyse the meaning of this graph and the results interms of
stability.

e (1-2) Samp.n.2351 thisisthetotalnumberofsamplesprocessedin30days.The first
Lo couple of values (13,47 - 13,85) matched to the points, points out the values average of
the first day of analysis. The successive couples, convey the values average of the

successive days of analysis.
Exanple:
5 15
10 11 ®
10 1347 ' . the black circle is the cumulative average of the first day.
1385 0 the white circle is the daily average of first day.
1348 . updated cumulative average (day 1 +day 2)
1353 0 daily average of second day
1357 . updated cumulative average (day 1 +day 2 +day 3
14.26 0 dally average of the third day

As the previous graph, this represents the last 30 days of analysis and inthe graph, the
tendency inthe daily averages compared with the cumulative

ones and establish the functioning stability of the analyser.

From a statistical paoint of view; data can be consider” stable Ifstays inside three Standard

Deviations of the cumulative average.

Atthe end of the graph, there are the Standard Deviations of both cumulative and daily
averages:
STD* 009  Standard Deviation for cumulative data
STDo 143  Standard Deviation for daily average
Inthis case the last cumulative average (13.53) has to remain inside the calculated range;
([9,24-17,82)).

Samples 30
13.53[9,24-17,82]
STD* 0.09

STDO 143

CV%o 8.3
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ESR DISTRIBUTION PRINTOUT

From a population who refers to the same laboratory, the ESR results distribution should allocate on constant
manner along the time. This is particularly true for the results distribution, which stands, in the ordinary range.
The user, therefore, could separate the range that contains pathologic results from the one that contains no
pathologic results. Eventually he can define the two ranges. Nevertheless, by the distribution, it is possible to
explain any daily averages deviation easy. At the beginning, averages deviation could alert the user but
assuming they were not present the day before, this fact can depend from an increase of patient affected by
pathologies, maybe came from particular wards. In this case verifying the distribution of the daily data, it is
possible to observe an increasing of the medium-high values and a constant distribution in the ordinary range.
This last observation, grants that the analyser is working correctly and that the daily average swing depends
only by a different composition of patients.

The values distribution, moreover, allows checking the “population constancy”.

This check is complementary to this described previously for the mean values.

ESR VALUES CUMULATIVE AND DAILY DISTRIBUTION PRINTOUT

Press REPRINT key on MAIN MENU to activate the statistical data printout procedure.
After displaying a first option this message comes in streaming:

STATISTICAL DATA
M(2) Sp )W (4)

STATISTICAL DATA
S{1)D(2)

Press key 3 to activate the following sub menu.

Press key 1to activate the cumulative ESR distribution printout
represented by (2 -1) (2 -2) tables.

i Press key 2 to activate the daily ESR distributions printout
represented by {3-1) (3 -2) tables.

Cumulative distribution printing in the range 2-120 mm/hr (step 5 mm/hr)

(2-1) Samp, n.
Av. XX.xX  Std
1 - 5

6 - 10

11 - 15

106 - 110

111 - 115

116 - 120

USER MANUAL

Ly Where:
ww = represents the number of samples considered
Wwyy inthe ESR range 2-120 mm/hr
77 77 n XX.XX = rszerr]%sizrs]ts the mean ESR value of the
7z.22 nn _ -
77 77 nn yy.yy = represents the standard deviation
7z7.77 = represents the distribution percentage in the
considered range step, respect to the total
range 2-120 mm/hr
7z.22 nn _ .
77 77 n nn  =represents the number of samples in the
7777 n considered range, respect to the total number
' of samples inthe range 2-120 mm/hr
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0 mm/hr (step 5 mmshr)

O mn/hr (step 2 mmdhr)
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WASHING TRENDS

The print out of washing control allows evaluating the efficiency of the TEST1 photometer (CPS). The graph
visualizes the course of the washing signal that is directly correlated to the photometrical signal. Normally, the
instruments are regulated for an absolute ideal value of 3795 during the washing with distilled water. This value
trends to decrease during the time, because biological residuals release deposit inside the capillary.

A daily wash using hypochlorite will bring again the photometrical signal to an absolute value of around 3800. If
this signal decreases under the value of 3500 or increases above the value of 4095, the instrument will generate
Z-0 error. Inthis case, try to repeat the washing weekly process and ifthe value does not come again inside the
range 3500 - 4095, call to the technical service for maintenance.

Press REPRINT key on MAIN MENU to activate the statistical data printout procedure.
After displaying a first option this message comes in streaming:

STATISTICAL DATA Press key 4 to activate the graph printout which point out the trend of
M(2) Sp (3)W (4) the washing mean values
NOT WASHED w Where:
3500 3800 4095 w = Represents the missing washing number
XX yyy i
x % XX.= Represents the washing progressive number
XX. . _
XX yyy;;y . yyy = Represents the water daily value read
XX. yyy .
XX yyy i
XX- yyy .
XX yyy i
XX yyy .
XX yyy . w.w = Variation coefficient.
CV% =w.w
PAUSE

PAUSE key does not activate functions at MAIN MENU.
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NEEDLE REPLACEMENT PROCEDURE

WARNINGS:

m  To start the needle replacing process, it Is recommended wearing gloves and protective
glasses, to avoid any contact with potentially infected biological material.

m  Avoid absolutely touching the top of the syringe piston, because also, a light pressure could
allow the needle to escape and its tip could become extremely dangerous because it could
pierce the glove and the skin. Operate with extreme caution.

REPLACING PROCEDURE

With instrument powered ON, open the front door to access the waste tank and rotating the metallic knob
open the metallic door to access the needle-syringe group.

By pressing CLEAR key at Main Menu, the following message will
be displayed:
CHANGE NEEDLE
ENTER continue

By pressing ENTER the syringe group will move towards the front of
the instrument, to allow the best accessibility for the needle
replacing.

The syringe group will stop and it will be lock to avoid any movement
during the needle replacing.

During this operation the following message will be displayed:

ENTER to end

I / f

A

1

After having unscrewed the retaining
screw that locks the piston assembly to
the support, grasp the piston with your
fingers and pull ittowards you so that it
will be inclined to 48®

Unscrew the piston cap.
Use the supplied tool if It is necessary.

Take the green tool applied over

the plastic flap Internal side,

Insert It into the piston hole, and r
unscrew to remove the needle.
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Take the new kit (S1195077), remove the needle from the green tool, remove the protective rubber from
needles tip, insert again the needie inside the plastic tool and insert it into the piston hole and thigh it

After removing the green tool re-cap the
piston aiding even with the tool if itis

necessary.
Push the piston assembly gently inside the
instrument up the square magnets retains it
vertically and lock the piston assembly twisting )
the retaining screw. Press ENTER to reset the piston
assembly to home position and close the
doors.
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USE OF PAEDRIATIC TEST-TUBE

BD Microtainer MAP® tubes can be used on all TEST1 models (THL, BCL, SDL, MDL, YDL) without using an
adapter.

. BD Microtainer MAP from 250 to 500 uL pediatric cuvette into 13x75mm tube with pierceable cap
In reference this specific pediatric tube, it can be used without any adapter inall TEST1
configurations

TURN THE INSTRUMENT OFF

Before turning the instrument OFF it is essential carryout a WASHING procedure with three test-tubes
filled with distilled water.

Then the instrument can be switched OFF.

Switched ON the instrument again, the instrument is going to print out “WASHING PERFORMED”, whether
the washing was done previously. On the contrary, the message will be WASHING NOT PERFORMED.
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MAINTENANCE PROCEDURE

A counter inthe analyser, counts the executed analysis from the last maintenance time.

When, along the working days, it reaches the present maintenance warning again, which value is 30000
normally, the LED set on the left side, above the keypad, blinks.

The operator, therefore, warned by the analyser about the necessity to carry out a new maintenance service,
has to call the technician trained to carry out this stage.

Photo 42

SANITIZATION PROCEDURE

The following procedure must be executed before:

1) Collection/shipment of the instrument from laboratory after a demo or for replacement/reparations.
2) Technical service repair or check inside the instrument.

Protection tools and suggested materials to be used;

1 Glasses.

2) Latex gloves.

3) Absorbing paper towels.

4) Plastic bag for waste disposal.

For the description of sanitization procedures of a working instrument: refer to the Sanitization Form at the end
of the manual.

The Sanitization Form MUST be filled up and accompany the instrument.

In case the sanitization cannot be executed due to a failure of the washing system, contact your Local
Technical Service.
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APPENDIX A (accessories for TESTI IHL/BCL/SDL/YDL/MDL)

Printer paper
Ref. SI 19580001

External bar-code csanner
Ref.S1195820

Alifax Rack Testl BCL green for
15 positions
Ref. SI1195505

Cover adapter for Sarstedt
Monovette tubes
Ref,S1195753

USER MANUAL
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Rack tray
Ref. S1195051

Wash tank

Alifax Rack Testl SDL yellow for
10 positions
Ref. S1195506

Power cable

ESR UM SI195 TEST1 SW9.00X 1-2 EN

Waste tank
Ref. SI 205801

Metal rack (for 15 positions)
Ref.S1195500

Alifax Rack Test 1 YDL blu for 10
positions
Ref. S1195507

Fuses - 2 pcs
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Smart-card; 1000 tests (ref. SI 195.901); 4 000 tests (ref. SI 195.904);
10000 tests (ref. SI 195.910); 20 000 tests (ref. SI 195.920) User manual in Russian

User manual on electronic media
(CD)

Packing List Installation form

IR ey VeZ N

User manual on flash-card

Certificate of Output Quality
Declaration of Conformity Control
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APPENDIX B (asterisk meaning)

If the photometer of the instrument detects a low haematocrit level, indicatively around 20%, along the
measuring phase of the specimen, the instrument software prints out an * (asterisk) character near by the ESR
outcome. This additional character is to worn the operator that the ESR outcome could be high ifthe specimen
is analysed by the referent method (Westergren).

APPENDIX C (NF meaning)

It appears when the system is not able to aspirate blood.
It could be possible;
» The excursion of the needle is not enough and accordingly the needle
cannot aspirate blood. Ifthis is true, you should call the technical service in Too
order to increase the excursion of the needle inside the test tube: low

The excursion of the needle is too high and accordingly the needle cannot
aspirate blood because its tip is over the blood level. If this is true, you

should call the technical service in order to reduce the excursion of the OK
needle inside the test tube;

Airaccess into the capillary during aspiration.

Ifthis is true, the terminal part of the capillary, which touches the needle

base, could be ruined. Too

The capillary, therefore, has to be replaced and the analogical board
adjusted. To do that, call the technical service.

The needle is obstructed partially for a limited flow. The photometer, therefore, reads blood mixed with
air. Check or replace the needle.

The pump rubber tube is not able to aspirate blood correctly. The technical service should be called in
order to replace the tube.

APPENDIX D (NR meaning)

NR is a printed out message, which warns the operator that the result is no reliable.

The reading unit detects the transition between air (empty capillary) and blood, but not the aggregation starting.
Sometimes this is could be caused by a poor mixed blo<”. or a clot could be present inside the cell of
measurement or there could eventually be an insufficient quantity of blood in the test-tube. Consequently ESR
result is flagged as NR because not reliable.

A possible solution is in the pre-mixing of the specimen (referent point on page 45 (Pre-mixing paragraph) and

the successive analysis cycle.
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A tthe beginning of €aCh Control process by Latex kit, the internal scanner, TESTL is equipped by, reads the
label applied on the first test-tube filled with Latex and marked number 2. The scanner then is going to read the
code of the second test-tube filled with Latex and marked number 3. Then it wilt continue reading the code of
the third test-tube filled with Latex and marked number 4, Ifall three codes have been read correctly, then the
mixing process starts automatically while the read codes are going to be stored into the chip memory of the
analyser. The Control process could be concluded successfully. The read codes, then, will be maintained stored
until the number of the executed Controls is over the scheduled ones. At the successive attempt to carryout a
new Control process, the instrument is going to empty the test-tubes completely discarding the residual amount
of Latex still present into them. By this way, Alifax can guarantee the quality of the product to a maximum of 6
Controls or to a maximum time of 6 weeks from the first Latex aspiration.

Latex Controls {or Calibrators), once extracted from the refrigerator (keep in refrigerator to +4 +8 °C) must remain
at room temperature for at least 30 minutes before the use; once used the latexes must be returned In the
refrigerator within maximum 1 hour after their use.

Atthe first use of a new kit and ifthe scanner cannot read one or more of the three codes, maybe the label was

ruined, each missed code could be typed manually (*).
Ifthis occurs, before mixing the display should show messages like;

Inthat case, type the complete code of the test-tube marked number 2.

STD N2
The space between the two parts of code will be assigned automatically.

STDN3 Inthat case, type the complete code of the test-tube marked number 3.
The space between the two parts of code will be assigned automatically.

STD N4 Inthat case, type the complete code of the test-tube marked number 4.

The space between the two parts of code will be assigned automatically.

*) Press CLEAR twice to go back MAIN MENU, recover the rack and
g

take a note of the three codes on paper. After that, press key 6 again

and restart the Control process.

hy w

Ifthe scanner cannot read one or more of the three codes during the second or the remaining four Latex Control
processes, the display will report the code stored at the first Control process.
Inthat case press ENTER basically and the stored code will be confirmed automatically.
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ERRORS LIST

1) THE INSTRUMENT DOES NOT TURN ON.

Verifications:

** |sthe power cable connected to the mains group of the instrument?
Is the power cable connected to the electricity plug?
Is the switch at ON?

Solutions:

51 Turn the instrument off and unplug the power cable.

52 By a tiny cross screw-driver, liftthe external fuses box retaining tongue, remove the fuses box and
check the efficiency of the fuses. Ifthey are burned, go to S3; otherwise ifthey are not, go to S5.

53 Replace the fuses (250VAC 2.SAT {T=time-lag)).

54 Reinsert the fuses box into the lodgement, plug the power cable in and turn the instrument on.
Ifthe instrument does not work yet, go to S5. Otherwise, if it works, skip S1.4b and Sl.4c.
55 By a V-meter set to AC, check ifJ4 (on power supply board) is powered by 220VAC. Ifitis and the red
LEDs are dark, then go to 5.a, otherwise ifit is not, go to 5.b.

5.a -Turn the instrument off, replace the power supply board and turn the instrument on again.
5.b -Turn the instrument off, replace the power selector and turn the instrument on again.

56 Verify the power cable efficiency connecting itto another instrument or checking the power by a V-
meter.

1.1) The fuses burn again;

Solutions:

51 Replace the fuses (250VAC 2.5AT (T=time-lag)).

52 To identify which part is on short-circuit, unplug the power connectors from each board and one by one
plug them in again turning the instrument on after each connection.

2)  THE INSTRUMENT TURNS ON BUT NO MESSAGES APPEARS ON PrSPLAY.
Verifications:

Try to turn the instrument OFF, wait for 10 seconds and turn itagain.
«* Ifthe display is light without characters, go to SI of Solutions; if it has characters, go to S2.

Solutions:
51 Replace the CPU board.
52 ldentify the correctness of the information.

Symptoms and Verifications:
One key could be pressed during the lighting of the analyser.
The keyboard could be damaged; turn the instrument off, unplug J1 (Keyboard) and on again.
If“ERROR F-0" message is still present, then go to SI of Solutions; ifiitis not, go to S2

Solutions:
51 Replace the CPU board.
52 Replace the keyboard.

4)  DURING THE INITIALIZATION PHASE. THE PISTON ASSEMBLY OF THE INSTRUMENT
GENERATES NOISE.
Symptoms and Verifications:

Have a look at the power supply board ifthe LED, marked FI, which points-out the presence of 8VDC,
is dark. Ifitis goto Sl of Solutions; ifit is not, go to S2 of Solutions.

Solutions:
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51 Turn the instrument off, replace the fuse of 250V 1AT marked F1 and try again.
52 Replace the carriage cabled sensor and check the right position of it by DIAGNOSTIC option:
2.a Turn the instrument on and within 2 seconds after hearing two beeps sound press key 5.
2.b Press key 2 to access DIAGNOSTIC and insert a rack in after having opened the door.
2x Close the door.
2.e Press key 6; the carriage assembly is going to move toward to all positions of the linear encoder
printing a couple of values for each vertical black and silver colour of the linear encoder.
2.f Move the sensor towards or away from the linear encoder and press 6 again.
2.9 Repeat the alignment process until the silver bar gives a value close t0 40. e.g. Black 40.

5)  STABLE LOWTEMPERATURE MEISAGE 6" DISPLXY.
Symptomsi:
Inthe diagnostic field, the temperature remains stable to room temperature.

Checks and solutions
S1 The 33VDC are missed;
1.a Turn the instrument off.
1.b Ifthe fuse works, go to 1.c, otherwise ifthe fuse is burned, replace itand check again.

1.C Turn the instrument on and plug the probes, of a V-meter set to VDC, to CPS P(M¥3 of the CPU

CPS Pow3 =33vDC

board.

1.d Check ifthe V-meter measure a value around 33Vdc. Ifthey are not, check F3onthe powersupply
board OF change the complete board. Ifthey are not again go to 1b. Ifthey are present, then change
the booster power board set on the right metallic wall.

1.e Check the mains transformer AC powers or change it

Symptoms2:
The power is present.

Checks and solutions

SITurn the instrument on and within 2 seconds after hearing two beeps sound press key 5.
52 Press key 2 to access DIAGNOSTIC and insert a rack in after having opened the door; close the door.
53 Press PAUSE key and check the status on display; the information of the first line points-out;

3.a The temperature (it should be around 20+25); e.g. T 25..

3.b The differences in temperature to reach the scheduled 37@C; e.g. -12.

3.C Ifthe thermostat works or not; e.g. 1.

54 Change the CPS unit.
55 Change the CPU board.

61 A0
Symptonwil:

Message that occurs after 3 consecutive NFs with debug OFF.
Checks and solutions

51 Check the needle and capillary functioning.
52 Carry out a complete washing procedure even with Hype-Chlorite.

7) A-l.
Symptomsi:
Message that occurs after 3 consecutive errors of syringe movement (the motor lose more than 250
steps at rising up).
Checks and solutions

51 Check the mechanical parts of the syringe assembly.
52 Check the toothed belt.
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Symptomsi:
Message that occurs after 3 consecutive “Q-0"errors (capillary obstructed) on the same specimen.

Checks and solutions
51 Check and unlock the capillary circuit.
52 Carry out a complete washing procedure even with Hype-Chlorite.

N4 B-0
Symptomsi:
> During the analysis cycle the carriage assembly creates noise.

Checks and solutions

51 Run a new analysis cycle and verify ifthe carriage assembly hits the beginning of the carriage support.
Ifyes, have a look at the power supply board. Ifthe LED, marked F I, which points-out the presence of
8V-DC, is dark, replace the fuse of 250V1AT. Otherwise if it lights, take a VV-meter set to DC, plug the
black colour probe to ground and the red one to the left external pin of the sensor connector set on the
carriage board to feel if +8V-DC are present. Ifthey are, go to 1; ifthey are not, go to 3:

52 Turn the instrument off and move the carriage assembly manually towards the front side of the
instrument.

53 Replace the cabled sensor and check the right position of it by DIAGNOSTIC option.

3.a Turn the instrument on and within 2 seconds after hearing two beeps sound press key 5.
3.b Press key 2 to access DIAGNOSTC and insert a rack in after having opened the door; close the
door.
3.C Press key 6; the carriage assembly is going to move towards to all positions of the linear encoder
printing a couple of values for each vertical black and silver colour of the linear encoder;
3.d Approach the sensor to the linear encoder or move it away from the linear encoder and press 6
again.
3.e Repeat the alignment until the printed out message of the white lines reports a value closed to 40.
54 Turn the instrument off, check and (if it necessary) replace the flat cable which links the carriage board
to the CPU board.
55 Check the carriage assembly connector and its wires.
56 Repeat the test from S2 to S3.

B-1 ERROR
Symptomsi:
Home carriage error.
Checks and solutions
S1 Check or replace the carriage home sensor.

C-0 ERROR

Symptomsi:
The syringe group does not go up and down correctly.

Checks and solutions

51 Turn the instrument off and move the carriage assembly manually towards the front side of
the instrument.

52 Check the piston sensors glued on the carriage board and the presence ofthe square magnet glued on
the piston support.

53 Turn the instrument on and within 2 seconds after hearing two beeps sound press key 5. Press key 2 to
access DIAGNOSTIC and insert a rack in after having opened the door; close the door. Pressing key 3;
the syringe assembly should move to the nearest positions of the tube cap. The piston tooted belt could
be ruined and so it needs to be replaced. The syringe motor could not work correctly cause an incorrect

"mdriving of it; the CPU board needs to be replaced. Repeat the test for many times to see if now it is
working well.
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12] C-1 ERROR

Symptomsi:
Excessive friction between mechanic parts during the syringe movement.

Checks and solutions

51 Turn the instrument off and move the carriage assembly manually towards the front side of the
instrument.

52 Remove the syringe motor and separate the belt from the pulley.

53 Take a tiny flat head screwdriver and separate the washer and seger to 1mm from the pulley. Rotate
the pulley manually to feel if It is able to rotate free of friction.

54 Have a look ifthe belt, set on the support, ifit is aligned vertically to the better way. Ifit is necessary,
rotate a little bit the retaining square washer.

55 Surround the pulley motor and pulley guide with the belt again, reinsert the pinions guides into the
appropriate holes and set again all metallic parts as set originally.

56 Turn the Instrument on and within 2 seconds after hearing two beeps sound press key 5.

Press key 2 to access DIAGNOSTIC and insert a rack in after having opened the door; close the door.

57 Pressing key 3; the syringe assembly should move to the nearest positions of the tube cap. If it cannot
and during the piston movement, a noise is heard, the piston tooted belt could be ruined and so it
needs to be replaced. Ifthe syringe motor does not work correctly cause an incorrect driving of it; the
CPU board has to be replaced.

hard C-2 ERROR
Symptomsi:
Analysis cycle blockage for Syringe sensor error.

Checks and solutions
51 Change the Syringe sensors board.
52 Replace the CPU board.

14) C-3 ERROR
Symptomsi:

The Syringe is not at home position
Checks and solutions
51 Change the Syringe sensors board.

52 Check the square magnet set at the syringe external side
53 Replace the CPU board.

K C-9 ERROR
Symptomsi:

The Syringe is notathome position and the rack is differentthan “CoufterRT'or “Sysmex R T

Checks and solutions

51 Change the Syringe sensors board.

52 Check the square magnetsetatthe syringe externalside
53 Replace the CPU board.

K D-0 ERROR
Symptomsi:

EEPROM error.
Checks and solutions

Sl Press ENTER ones ortwice. If"Err. M icCroTESTITESTI, notinitialized"is displayed, then press
START. The instrument will display "Are you sure?, 0=NO \ 1=YES". Press “V and then ‘99"

dSpassword. Ifthe problem appears again, replace the CPU board.
W D-1 ERROK
Symptomsi:
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> Database version error respect the firmware installed version.

Checks and solutions
S1 Turn the instrument off, wait for a few seconds and turn itagain.
Ifthe problem appears again, re-install the firmware.

X D-2 ERROR
Symptomsi:

Writing error on eeprom.
Checks and solutions

S1 Turn the instrument off, wait for a few seconds and turn it again.
Ifthe problem appears again, re-install the firmware or replace the CPU board.

K D-3 ERROR
Symptoinsl:

Correctness verification of the writing phase on eeprom.
Checks and solutions

S1 Turn the instrument off, wait for a few seconds and turn itagain.
Ifthe problem appears again, re-install the firmware or replace the CPU board.

X D-8 ERROR
Symptomsi:

Saving error on eeprom of the Smart Card log.
Checks and solutions

S| Turn the instrument off, wait for a few seconds and turn it again.
Ifthe problem appears again, re-install the firmware or replace the CPU board.

X D-9 ERROR
Symptomsi:

<« Initialization phase error.
Checks and solutions

SI Turn the instrument off, wait for a few seconds and turn it again.
Ifthe problem appears again, re-install the firmware or replace the CPU board.

22) E-0 ERROR
Symptomsi:
The rotor does not rotate correctly for sensor or motor malfunctions. Sometimes this eror is also due
to the front door that is not closed well or the sensor does not see well the metallic reflecting plate.
Checks and solutions
S| - Check the rotor sensor alignment respect to the magnet glued on the rotor pulley.
S2- Check ifthe distance between the reflecting metallic tongue set on the front door and the door sensor
is 5 - 6mm.
S3 - Clean the reflecting metallic tongue set on the front door.

X E-1 ERROR

Symptomsi:
The rotor does not rotate correctly for sensor or motor malfunctions. Sometimes this error is also due
to the front door that is not closed well or the sensor does not see well the metallic reflecting plate.

Checks and solutions

51 Check the rotor sensor alignment respect to the magnet glued on the rotor pulley.
52 Check ifthe distance between the reflecting metallic tongue set on the front door and the door sensor
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is 5 - 6mm.
S3- Clean the reflecting metallic tongue set on the front door.

X E-2 ERROR

Symptomsi:
The rotor does not rotate correctly for sensor or motor malfunctions. It occurs after three died away
attempts, ofthe CPU board, to correct incorrect positions of the rotor respect the withdrawal position.
It could occur even whether the loading door has been opened frequently during mixing (voluntary or
by mistake or due to door sensor vibrations).

Checks and solutions

$1 -Check the label code functioning applied on the test tube.

S2-Check the correct position of the scanner and the laser beams respect the centre of the label code.
S3 -Check the correct position of the rotor at the withdrawal time.

" E-3 ERROR
Symptomsi:
Error because all four racks have been disabled.

Checks and solutions
S| Enable at least one rack.

26l F-1 ERROR |ERR_CPSIVLCOMM)

Symptomsi:
Eroratthe start-up phases because the CPS-MC notconnected to the CPU board butselectedby
dipswitch JS2 and JS4 of DS1.

Checks and solutions

51 Check ifis2 and 3s4 of DS1 are set to OFF
52 Replace the CPS-MC board.

53 Replace the CPU unit.

X F-2 ERROR |[ERR_CPSM”"FraH
Symptomsi:
The instrument does not communicate with the peristaltic pump at start-up.
Checks and solutions
51 Check the connection of the peristaltic pump.
52 Re-install the complete firmware.
52 Replace the CPS board.
53 Replace the CPU unit.

28T F-3 ERROR |[ERR_CP$M_LATEXI
Symptomsi:

Reading error at the Latex Calibration \Control phase.
Checks and solutions

51 Turn the instrument OFF and then ON and repeat the process again.
52 Change the Calibration \Control kit and try again

X F4 ERROR
Symptomsi:
FIRST-UP error.

Checks and solutions
51 Repeat the FIRST-UP for two - three times.
52 Check that the water flow is fluent along the aspiration and repeat the FIRST-UP for two - three times.

W F5 ERROR
Symptomsi:
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<. The CPS does not measure the blood sample at the analysis cycle.

Checks and solutions
51 Turn the instrument OFF and then ON and repeat the analysis again.
52 Check that the blood flow is fluent along the aspiration phase.

X G-0 ERROR
Symptomsi:
< The cycle's number of the day has reached its maximum value (250) and it has been reset.

Checks and solutions
51 - Verify that the Patient IDs, not read from the IBCR, are correct according by cn snsn rk pn. cn
means cycle number, snsn serial no., rk rack, pn position.
52 - Press ENTER to continue.

321 H-0 ERROR
Symptomsi:
"W ashing notexecuted xx" printed-out message where xx is the number of missing washings.

Checks and solutions
S| - Press ENTER and carryout a washing procedure.

3> K-0 ERROR tthe piston position is not reconnizedl'
Symptomsi:
The instrument stops its working displaying K-0 error.

Checks and solutions

SI- At MAIN MENU press CLEAR; the piston assembly should move towards the front side.

52 - Check ifthe piston’s sensor wires are broken or the sensor is out of its position.

53 - Have a look ifthe square magnet glued on the external side of the piston is present.

54 - Ifit is not go to S3, otherwise if It is present, go to S4.

55 -Seek the square magnet (probably it is fallen down on the instrument bottom) and glued it again on
the piston external side right position.

56 -Check or replace the internal sensor.

MK M-0 N-O ERROR

Symptomsi:
The syringe lifter motor does not rotate; the piston is still on the low position.

Checks and solutions

SI - Turn the instrument off.

52- Check the sensors of the carriage board and the magnet glued on the piston assembly support.

53- Check the syringe motor cables and connector.

54- Check the flat cable connectors, which link the carriage board to the CPU board.

55 Turn the instrument on and within 2 seconds after hearing two beeps sound press key 5.

56 Press key 2 to access DIAGNOSTIC and insert a rack in after having opened the door; close the door.

57 Plug the probes of a Vmeter between ground and the wires (one by one) of the syringe motor connector
to detect if it measures a value between 13 - 18V-DC. Ifthe voltages are right, go ahead to S8.

58 Press key 2 to move the piston up and the syringe inside the tube.
Have a look to the complete movement of the piston unit during its movement to see if it works right.
Ifthere is any problem:

59 - Turn the instrument off. replace the CPU board and go back to S5.

35) 0-0 ERROR
Symptomtl:
The pump does not rotate during the withdrawing time.

Checks and solutions
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51- Turn the instrument off.
52- Try to rotate the pump head manually to feel if it is locked.
Ifitis, go to S2; otherwise ifit is not, go to S3.

53 Remove the pump head and have a look ifthe plastic spacer is inserted on the pump motor pinion.
54 Replace the pump motor.

55 Turn the instrument on and within 2 seconds after hearing two beeps sound press key 5.

56 Press key 2 to access DIAGNOSTIC and insert a rack in after having opened the door; close the door,

57 Press key 9 to move the pump CW and REPRINT to move it CCW to see ifthe pump works correctly.
Ifthere is any problem;

58 Have a look if one of two square magnet glued on the pump head is missed.

Ifitis, seek iton the instrument button and glued itagain on the pump head but at the right side.
59 Check the fiat cable, which links the carriage board to the CPU board, connectors.
S10 Try to replace the CPU board.

* Q-0 ERROR
Symptomsil:
The analysed sample has not been wasted to the waste bottle.
Checks and solutions
S1 Press ENTER to continue. Ifthe same error code appears again, try to do a washing procedure.

X R-1 ERROR
Symptomsil:

The availability of credit has not been increased on TEST1 memory.
Checks and solutions

S1 Keep it checked during the successive loadings. Ifany malfunctions are repeated again, then replace
the reader or the CPU board.

X S-0“ERROR

Symptomsil:

<= Generic error during data transferring from CPU to new TRANSFER CARD.
Checks and solutions

51 Try again.

52 Change the TRANSFER CARD.

53 Change the CPU board.

W 'sT error"
Symptomsil:

Reading error of the old TRANSFER CARD after the ESR transferring process.
Checks and solutions

51 Change the TRANSFER SMART CARD.
52 Change the CPU board.

)4 T-0 ERROR
Symptomsl:
REAL TIME CLOCK error.

Checks and solutions

51 Turn the analyser OFF and then ON.
52 Update the software
S2 Change the CPU board.
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il T-1 ERROR

Symptomsi:
It occurs when you attempt to transfer credits from an old TRANSFER CARD to the CPU despite the
set threshold of credits, for the old TRANSFER CARD, have been exceeded.

Checks and solutions

S1 Load credits by using a TRANSFER CARD new design.

42)  X-0 ERROR
Symptomsi:

Checksum calculation error of the communication protocol
Checks and solutions

51 Turn the analyser OFF and then ON.
52 Update the software
S2 Change the CPU board.

431~ X-1 ERROR
Symptomsi:

Expiry date verification error of the Latex Calibration kit.
Checks and solutions

51 Check and correct data and time
52 Erase the Latex log.
53 Update the software

441 Y-8 ERROR.
Symptomsi;

Writing error in the flash memory.
Checks and solutions
51 Turn the analyser OFF and then ON.
52 Update the software
53 Change the CPU board.
451  Y-9 ERROR
Symptomsi:

Erasing error in the flash memory.
Checks and solutions

51 Turn the analyser OFF and then ON.
52 Update the software
53 Change the CPU board.

46) ZQERROR.
Symptomsi:
During a washing procedure, the water value should be outside the scheduled ranges (3500 - 3900).

Checks and solutions

535.1 - Do a washing procedure with Hypo Chlorite.

535.2 - Check the tubing and click’s seal connectors, which could have misalignments.

535.3 - Check the needle, which could have obstructions caused by rubber particles unglued from the
test tube cap and assessed into the needle during aspiration. Train your customer about the test
tubes for water; they must not be used more than twice.

Z-1 ERROR.
Symptomsi:
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At the washing procedure time, the syringe goes up to aspirate water but the test tube is not detected.

Checks and solutions

51 Check ifthe test tube is dropped down.
52 Check ifthe syringe is vertically aligned respect the test tube.

48)  Z-2 ERROR.
Symptornol:

> Inthe instruments equipped by direct insertion kit, at the washing procedure time, the syringe goes up
to aspirate water but the internal Scanner reads the label (NO) which points out the absence of the test

tube.

Checks and solutions

S1 Rotate or set the test tube on a way the label (NO) applied on the rack container is covered.

ESR AND LATEX ERRORS LIST

Message

NF is printed instead of ESR value

NR (Not Reliable) is printed instead of
ESR value

CM » $M (Sample Missing) is printed
instead of ESR value

On display appears the following
message

Increase Avail.

Insert CARD

The following message is printed at
power up

Waste level detected

EMPTY the tank

The following message is printed at
power up
Maintenance Request

The following message is printed

Exceed expiry date
Procedure aborted

The following message is printed

Exceed control availability
Procedure aborted

The following message is printed
Different kit number

Check tube labels
Procedure aborted

USER MANUAL

Cause

The blood flow was not regular, or a clot could
be present inside the cell of measurement or
there could eventually be an insufficient
quantity of blood in the test-tube

The reading unit detects the transition between
air (empty capillary) and blood, but not the
aggregation starting. Sometimes this is also
due to a poor mixed blood or a clot could be
present inside the cell of measurement or
there could eventually be an insufficient
quantity of blood in the test-tube

This error appears \vhen test tube has slipped
out from the rotor. Instrument is expecting to
find a tube (because it has recognized it when
loaded) but at the analysis time, the tube is not
physically present in the rotor.

The test availability is under the set threshold.
The instrument alerts the customer that is
necessary to increase the test availability.

The waste tank counter has reached the value
of tank alarm threshold. The instrument enters
automatically in waste tank replacing
procedure (9)

The maintenance counter has reached the
value of maintenance alarm (30000 by
default). Maintenance is required.

The three control tubes are expired, the
calibration control could be unreliable, thus the
procedure is aborted.

The three control tubes were used more than
6 times. The calibration control could be
unreliable thus the procedure aborted.

The three control tubes do not report the same
lot and sub-lot code (the last 6 figures on bar-
code) thus the analyser cannot verify the
calibration data coherence. Into the kit for 30
test there are 5 columns of three test-tubes
that must remain matched.

Solution

If this message begins to appear frequently, it is
suggested to execute a washing cycle before
proceeding with further analysis.

Try to mix again the blood and repeat the
measure

Check tubes loaded are in conformity with
technical data sheet of the instrument

Press Enter to by-pass.
To avoid the message, it's necessary to increase
availability inserting a newTESTI CARD.

Replace or empty the waste tank, then press key
“l- empty’ to advice the instrument that the tank
is now empty.

The waste tank counter is so put to zero.

Carry out the ordinary maintenance and then
reset the counter to 0.

Check the expiry date of the kit. if it is expired
replace it with a new one and repeat the control
procedure.

The number of controls for one Latex kit is limited
to six to avoid excessive piercing of the rubber
cap, which allow air to enter in causing Latex
damaging. Repeat the control with a new kit.

Check that on labels of the three test-tubes is
reported the same code of lot and sub-lot (the
last 6 figures of bar-code). If the codes are
different, probably one or more tubes comes
from different kit or are from the same kit but from
a different column (for the 30 test kit).
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The following message is printed

Correlation Not OK

The following message is printed

Unavailable memory In E2PROM
Procedure aborted

SOFTWARE VERSIONS

USER MANUAL
TEST1

Rev.1.2- 2021 March 23

The values read by the reading cell are not Check that the three tubes have been inserted in
correlated. The three values cannot be plotted the right sequence and have the same level of
over a line and thus the correlation limit falls latex: check the needle is not obstructed, if this

outside the minimum reference happens, follow the washing procedures for
>=0,97. maintenance.

The memory of expirations of the kits is Check the date of the analyser, correcting it if is
momentary not available or exhausted. not the currentone. Try to repeat the control after
The date memorized from the analyser is not few days (two or three) to verify if the memory
the current one. frees the message disappears. If after two or

three days the message is still printed, call the
technical service.

Version 9.00X (TEST1 all models)

m  First version released 9.00A

USER MANUAL
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ALIFAX - REFERENCES

Manufacturer: ALIFAX S.r.l.

Production Site:

Via Merano 30 33045 Nimis (UD) ltaly
Tel +39 0432 547454

Fax +39 0432 547378

Seliev* h Inrkaxd<en

Registered and head office:

via F. Petrarca 2

35020 Polverara (PD) ltaly

Tel. +39-049-0992000

Fax +39 049 5855434

e-mail info@alifax.com, info.alifax@pec.alifax.com
web wv”.alifax.com

VAT: 1T04337640280

TOViso 9001:2015 n. 50 100 12913/A - Rev.005

TUV ISO 13485:2016 n. Q5 031936 0004 Rev.01

The instrument is CE certified
According to directive 98/79/EC relative to In Vitro Diagnostic Medical Devices

The warranty applies to all characteristics specified in the Operation Manual during the warranty period, subject to
the conditions of use, storage and transportation of the product.

Warranty period; 1 year

Analyzer service life: 10 years (subject to correct and timely service).

On the territory of the Russian Federation, on issues related to the quality of the product, you should contact the
authorized representative on the territory of the Russian Federation - Alifax LLC, legal address: 125367, Moscow,
Gabrichevskogo st., 5, building 1, room 4-5,21-22, 3rd floor, pom. 1, tel. +7 (495) -544-50-55, info.russia@alifax.com

USER MANUAL ESR UM SI195 TEST1 SW9.00X 1-2 EN Pag 78
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In Innovillon

SANITIZATION FORM

This module must be filled by the Laboratory /Technical Service Engineer and attached to the instrument before the shipment.
The cleaning of the instruments can be difficult regards the elimination of the etiological agents of the TSE (Encephalopathy
Spongiform Transmissible). Itis reported that after exposure to high titre preparations of TSE agents, detectable infectivity can
remain bound to the surface ofthe laboratory instruments. The removal of all adsorbed protein by the use of sodium hydroxide
or chlorine releasing disinfectants (e.g. 20 000 ppm. Chlorine for 1hour) have been considered acceptable approaches where
equipment that cannot be replaced as been exposed to potentially contaminated material

Description of sanitization procedures to be done bv the Laboratory:

Switch ON the instrument:

OK NOK
>  Execute the following washing procedure
1. Perform a first wash using two tubes filled with distilled water. O b
2. Perform a second wash using one tube filled with water and one tube filled with sodium
Hypochlorite. iJ D
3. Empty and clean very well the Waste tank avoiding to leave blood residual inside 0 O

For the disposal of the waste tank content, follow the standard safety procedures in use in
the laboratory.

If due to a failure, the instrument cannot be switched ON, mark as NOK.
Description of sanitization procedures to be done bv the Technical Service Engineer:
Wear protection tools (glove and glasses) and remove the cover of the instrument.

If Laboratory Operator marked the washing procedure as NOK, verify if itis possible to make in some way the washing
procedures.

> Execute the follovying washing procedure

OK NOK
1. Perform a firstwash using two tubes filled with distilled water O
2. Perform a second wash using one tube filled with water and one tube filled with sodium
hypochlorite O c
3. Empty and clean very well the Waste tank avoiding to leave blood residual inside O 1
For the disposal of the waste tank content follow the standard safety procedures in use in the
laboratory.

If due to a failure the instrument cannot be switched ON, mark as NOK.
To continue with the sanitization procedure, switch the instrument OFF and unplug it from the power supply cable.

>  Ifsome part inside the instrument are contaminated with blood;

1. Spray the parts with a disinfectant (cationic surfectants). O 0O
2. Collect liquid from the sprayed parts with absorbing paper towels. 0 0
3. Wash with water and dry with paper 0O

For the disposal of Nee contaminated stuff and Waste Tank content, follow the standard safety procedures in use in
the laboratory.

If there are no parts contaminated with blood:
Wash with water and dry with absorbing paper | m|

in the event contaminated material is penetrated inside the instrument (thermostated plate) IT IS MANDATORY TO
INDICATE ON the INSTRUMENT and on the SANITIZATION SHEET that contaminated material has percolated inside
the instrument and it has not been possible eliminate using the external sanitization procedure.

MANDATORY:
If the sanitization was carried on. please cut the lover right side of the page (or make a photocopy) and include the tag in the

shipping documents.

USER MANUAL
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PyKOBOACTBO MO aKchyaTauum

AHann3aTop aBTOMaTWUYECKUIA 4N onpeaeneHns
CKopocTu ocepaHns apuTpoumTos (CO3) TESTL ¢
NPUHaANEXXHOCT AMU
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In Vitro AnarHoCTUKM

Copyright © Alifax S.r.l.
VH(opmaums B JaHHOM pyKOBOACTBE siBsieTCa cO6CTBEHHOCTLIO ALIFAX. Bee npaBa 3awyLLeHbl.
HecaHKLUMOHMPIOBaHHOE KOMMPOBaHMe pPyKOBOACTBA WM €r0 YacTeld 3anpeLLeHo.
Toprosast mapka TEST 1aBnsetca cobcTBeHHOCTbIO Alifax S.r.l.
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OWWMBKW B MPOLIECCE 3ATPY3KN CMAPI KAPT . 16
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TTONTNTUTT BYMAT M oo e 55
OMNCAHUE 55
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KOH 1POMbHbLIE KAPTbI SIA TEKCHbBIX USMEPEHUIA 56
CTATUCTUYECKUE. NAHHBLIE MOCON 58
PACMNEYATKA PACMPENENEHNA CO ) 62
PAC11EYNI1KA PE3Y/IbTNITOB BOMAHOIO FECTA 64
MAY3A. 64
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TUMNOITPAPUNYEC KUE OBO3HAYEHNA

MpesynpexzaeHnsl, NpPUMeYaHns 1 CUMBO/IbI, ONMCaHHbIE HUXKE, UCTOMb3YHTCS B HACTOSILLIEM PYKOBOZCTBE,
Ha NPUGOPE 1 Ha er0 YMaKOBKE.

N30BPAXEHWA MPEAYMNPEXAEHUW N 3AMETOK

CUrHanbHoe cnoBo «OMaCHOCTb» U CBA3aHHbIA CUMBOM YKa3blBaloT Ha
DANGER HeM36eXKHYI0 OMacHOCTb. Hecob/toeH e NpeaynpexaeHnst 06 OMacHOCTY MOXET
NpUBECTM K MOTepe p>e3yNbTaToB WAM, N0  KpaiiHeli Mepe, CepbesHOMy
Heo6paTUMOMY MOBPEX/AEHMIO. Henb3s MCKouaTh MOBPeXeHUE CUCTEMbI WM
He6naronpuUATHoOe BO3AEICTBIE Ha (hyHKLIMOHMPOBAHME CUCTEMbI.

WARNING CurHanbHoe cnoBo «[pedynpexxaeHve» W COOTBETCTBYHOWMIA  CUMBO/
YKasblBalOT Ha MoTeHLUMaNbHY 0MacHoCcTb. HecoboaeHVe npefynpeXaeHms
MOXET MPMBECTU K MOTepe pe3ynbTaToB WKW, MO KpaiiHeid Mepe, CepbesHOMY
Heo6paTMOMy MOBPEXAEHWIO. Henb3a WCKIOUUTL MOBPEXAEHUE CUCTEMbI WA
He6NaronpusiTHoe BO3AECTBYME Ha (IYHKLMOHMPOBAHME CUCTEMBI.

CurHanbHoe cnoBo «OCTOPOXHO» M COOTBETCTBYIOLLMIA CMMBO/ YKa3blBalT
CAUTION Ha NOTeHUMaIbHbIE 0MacHOCTU/NPO6EMBI.

HecobnogeHne WHCTPYKUMA MO TeXHUKe 6e30MacHOCTU MOXET NpUBECTU K

He3HaUUTeNbHbIM TpaBMaM. Henb3si UCKMIOUUTL MOBPEXAEHWE CUCTEMbI WM

HebnaronpusiTHoe BO34eCTBUE Ha (DYHKLMOHUPOBaHWE CUCTEMbI.

CurHanbHoe ¢10Bo «OCTOPOXKHO» YKa3blBaeT Ha MOTeHLMabHbIe NMPO6/IEMbI.
CAUTION Heco6104eHMe MHCTPYKLUMM MO 6e30MacHOCT MOXET MPUBECTU K MOBPEXAEHMIO
CUCTEMbI W HeGNAronpusTHOE BO3AENCTBUE HA (DYHKLIMOHUPOBAHNKE CUCTEMBI.

CurHanbHoe cnoBo «prmedaHme» yKasblBaeT Ha BO3MOXHble NPO6/eMbI.
HecobntogeHne npumeyaHuin MoXKeT MPUBECTU K HEONAronpusaTHOMY BAUSIHWKO Ha
(DYHKLMIO cucTeMbl (YXyALLIEHWE pe3ynbTaTa).

NCIMOJIb3YEMbBIE CNUMBOJIbl N MPEAYNPEXOEHWNA

MpenynpexaeHre. OCTOPIOXHO, OMACHOCTbL A/1s1 YeioBeKa Win 06opyfoBaHus! O6paTuTech
K PYKOBOACTBY MO 3KClyaTaLmm

Brnonornyeckas onacHocTb! OCTOpPOXHO, BHYTPMW Bpaljatouimeca getanu!
Bbicokoe HanpsaxeHue! A MexaHun4yeckas onacHocCTb!

NasepHoe nsnyyeHune! OcTpble npeagmeTbl BHYTpU!

3emns! ABTOMaTUYEeCKMA 3anyck!

O6paTuTech K PyKOBOACTBY MO 3KCAayaTalLum

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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AOPYTVE CMMBO/JIbI

MpownssoanTesns

LOT Homep nota

2 Wcnonb3oBath [0

TemnepaTypHbIil AnanasoH

CooTBeTCcTBYET cTaHAapTy RoHS
EBponeiickas
CeTb nepemMeHHOro Toka
Jeknapaums
cootsetcTBus CE

Homep no katanory

N fi Bec

CepuiiHbIi HOMep
MnaBKuiA MpesoxpaHnTeNb

WEEE OTx0fbl 3/IEKTPUYECKOr0 W 3/IEKTPOHHOI0 060py0BaHNA
B EBponeiickom Coto3e 31eKTPUYECKOE 1 3/IEKTPOHHOE 060pyA0BaHNe Hemb3s
YTUNU3UPOBaTh C JpYrMmMun ObITOBbIMK 0TX04amu. Ero Heo6xoamMmo cobupaTb

oTaenbHo. CobntofaliTe COOTBETCTBYIOLLME MPaBOBbIe HOPMbI, EACTBYOLLNE B
Ballleit cTpaHe.

vV W

Pasmep, [L| AnvHa, [W) WunpuHa, |H] BeicoTta

C 3

MeAnLMHCKOe n3fenuve ans ANarHocTukm in vitro

[arta nsrotosneHus

A

MpefocTepexxeHne

I Bepx

f Xpynkoe, 06palLaTbCsi 0CTOPOXHO

J Bepeyb oT Bnaru
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LLTabenupoBatb 3anpeLliaercs

* | 3anpeT Ha NMOBTOPHOE NMPUMEHEHNE

PesepByap 47151 NPOMbIBKM

Pe3epByap A/15 0TX00B

NOTE CregyoLmii MakeT 3STUKETKN 0THocuTes K TESTL BCL.

Ansa gpyrux mogeneit TEST1 aTUKeTKa 0MHaKOBa 1 eAVHCTBEHHas pasHuLa - 3TO
BTOpas yactb Koga REF, KoTopas 3aBUCUT OT MOZENN MHCTPYMEHTA.

o Test 1

IREF 5t 195.2
[T 1 X X

116230 V~ 50'60Ha 226
-B - (x2) TSAL 250V

(br USA and Can

(pour USA al Can'

! (LxWxH)49k

aaé?ﬁ')"o?‘?ﬁf?w VC: \9 d2016/01

made in ITALY

Rx Only (USA)
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BHEWHWW BN AHANU3ATOPA C CUCTEMOW ABTOMATUYUECKOMN
MPOMBbBIBKW

ABToMaTnyeckas cuctema Testl gna aHanmsa CO3 6onee 30 f1eT NpU3HaHa HafEXHbIM MeTOA0M aHaamsa
COQ B 60/bLUMHCTBE reMaToorMyecKux nabopaTopuii B ViTanmm, a Takke BO BCEM MUPE.

HoBasn Mogenb aHanmsaTopa NpeacTaBnseT Co060M 3HAUMTENIbHOE Y ydllieHVWEe MO CPaBHEHMIO C
npeabiayLwmymmn Mogensamm cemelictea TESTL.

MoxxanyiicTa, BHUMaTE/IbHO NPOYTUTE JaHHOE PYKOBOACTBO Mepes UCMoib3oBaHneM cucteMbE TESTI.
BbI oueHUTE (hyHKLMOHA/IbHBIE BOSMOXHOCTM Y NPON3BOAUTENIBHOCTL Ballei cucteMbl TESTI.

Bupa cnepegu

MaHenb

ynpas/eHuns

e T[lpuHTep

¢ CuyuTbiBaTeNb
cMapT-KapT

e OKpaH

* Knasuatypa

[Bepb 3arpysku
06pasuos

TexHu4eckas ABepb

* PesepByapbl! 4715 BOAbl W OTXOLOB: aBTOMATUYeCKasi CUCTeMA NPOMbIBKM TpebyeT
MCMo/b30BaHUS pe3epByapa Anst MPOMbIBKY (YNCTON Bogbl)

B TESTL1 pa3meLleHbl iBa pe3epByapa: 04MH 47151 0TX0A0B 1 O4MH AN YACTO BOAbI
(MpombIBKM).

PekoMeHAyeTCA NPOBEPATL M NOMOMHATL pe3epByapa A5 NPOMbIBKY (C BOAOI) B CpeaHeEM
KaoKble 2 AHA 1 B NI06OM c/ly4vae NpoBepsSTh TAKKE er0 YPOBEHb KadKAbIN pas, Korga pesepByap
[LNA OTX0[0B 3aMEHSIETCS.
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Bug ¢ 3agHeil CTOPOHBI:

BeHtunatop

ABTOMaTMYeCKas cucTeMa NpPoMbiBKM: B TEST1 ¢ aBTOMaTWM4YeCKO CUCTEMOW MPOMBIBKWA Wrf1a MOXET
NMPOMbIBaTLCA aBTOMaTUYeckun (6e3 yyacTusi onepaTtopa) B c/iyyae 3 nocnegosartesibHbIX ownb6ok NF nm
NR. Kpome Toro, aBTOMaTMyeckas MPOMbIBKA WCK/HOYAET HeobX0o4MMOCTb oOrepatopa MpoMbIBaTh
WHCTPYMEHT MO0 WCTeYeHUWN BpemeHU oxugaHuaA. Mockonibky B TEST1, Kak TO/IbKO WUCTEYET Bpems
0XupaHus, urna 6yfeT NpoMbITa aBTOMATUYECKM.

Hanmuve aBTOMATMUECKUX CUCTEM MPOMbIBKMA 3HAUUTENbHO YAydllaeT paGoune XapaKTepucTUKU
npuéopa, B TO >Xe Bpems,, obecreunBasi YMeHbLUEHWE «OTKa30B WHCTPYMeHTa» MW3-3a 3acOpeHust

KanwsisipoB, Mpyv  KOTOPOM  MPMCYTCTBYHOT YacTuubl Pe3vHbl, 06pasytolimecss Mpu  MOBTOPHOM
MCMOJIb30BAHUM OHUX Y TEX XKE MPOMbIBOYHBLIX MPOGUPOK.

Takke AOCTYNHa py4Hasi cMcTemMa NPOMbIBKM C UCMOMb30BaHWEM 2 UK 3 NMPOBUPOK.
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TEXHMYECKWE XAPAKTEPUCTUKMWN

SKCMNYATAUMNOHHBIE XAPAKTEPUCTUKN
HassaHune 060pyfoBaHNS:

TEST1 THL (SI 195.210 THL) - mogenb vmeeT 6e/10e MNacTMKOBOE MOKPbITVE U
CHab)keHa (hyHKLMEN UCMOJIb30BaHUS NTATEKCHBLIX KOHTPO/EIA.

TEST1 BCE (Sl 195.220 BCE) - mogenb nmveeT 6enoe NiacTUKOBOE MOKPbITYE,
CHabykeHa (yHKLMel MCMOMb30BaHUS NaTeKCHbIX KOHTPOMel UM CKOH(MIypupoBaHa
rnoj, UCro/ib30BaHVe LUTATMBOB FemMaTosiormyecknx aHanmsatopos Beckman Coulter
EH 700 SERIES v 3eneHbIX N1acTUKOBbIX WTaTNBOB Alifax.

TEST1 SDE (SI 195.230 SDE) - mogenb umeeT Gefioe NacTUKOBOE MOKPbITME,
CHabykeHa (hyHKLMel MCMoMb30BaHUSI NATEKCHBIX KOHTPOME M CKOH(UIyprpoBaHa
nog  WCMO/Ib30BaHME  LUTAaTUBOB  FEMATONIONMYECKUX — aHa/IM3aTopoB  Sysmex
SF/SE/XE/XN/XT/XS 1 XenTbIX NNacTUKoBbIX WTaTtueoB Alifax.

TEST1 YDE (SI 195.240 YDE) —mogenb nMeeT 6Gefioe MIacTUKOBOE MOKPbLITME,
CHabykeHa (hyHKLMel MCMonb30BaHUSI NATEKCHBIX KOHTPOME/ M CKOH(UIyprpoBaHa
noJ WCMonb3oBaHVe LUTATMBOB remMatosiornyeckmx aHanmsatopos BAYER/Siemens
ADVIA 120 n cyHUX NNacTnKoBbIX LWTaTtneos Alifax.

TEST1 MDE (Sl 195.250 MDE) - wmogenb umeeT 6e/10e NacTVKOBOE MOKPLITME,
CHabykeHa (hyHKLMel MCMonb30BaHUSI NATEKCHBIX KOHTPOME/ M CKOH(UIyprpoBaHa

noa ncnosib3oBaHMe LITATUBOB FEMaTo/1I0rMHYECKUX aHa/TN3aTOpPOB BeCkman COUlter
EH 500 SERIES (MAX-M).

HasHaueHwe: ABTOMaTMYECKUIA aHaIM3aTop MpeaHasHaveH Ans onpedesieHMs CKOPOCTM ocefaHus
aputpounToB (CO3I) 06pasL0oB KPOBU YesoBeka 415 AMarHOCTUKN in vitro.
MpuHLMN aHanmM3a: KonuyecTBeHHas kKanunnspHas (OTOMETPUS ANs ONpefenieHnst CKOpOoCTM

oceflaHus apuTpounTos (COI)

e Tpy NepBoM eXefHEBHOM BK/IOUEHUN MOAOXKAUTE 3 MUHYTbI, NPeXie Yem
HauMHaTb LYK aHam3a, Y4Tobbl 0becneynTb TepMocTabuamnsaumio.

* Tpubop ucCnosb3yeT TeXHOMOrUI, KoTopas Mo3BOSIAeT M3MepsATe CO3 npu
cTabunmanpoBaHHoi TemnepaType 37°C (+ 0,5RC).

EAVHWUBI N3MEpPeHns:  mm/J B guanasoHe oT 2 4o 120 Mm/u.

Wccnepyemblii maTepuan:

Npobbl LeNbHOW KPoBW (KanuinsapHo unn BeHo3HoM) ¢ K3/K23ATA B KayecTse
aHTMKOoArynsHTa:

Npobbl KPoBM 6e3 NPU3HAKOB KoarynsumMm uav remonnsa;

npoba fo/mKHa ObITb MpPOaHa/IM3MPOBaHa B TeveHWe 4 4yacoB Mocne 3abopa wm B
TeyeHMe 24 4acoB MNpW YCNOBMM €€ XpaHeHUs npu TemnepaType +4/+8®C wu
nocneaylolLero nporpeBa [0 KOMHaTHOM  TemnepaTypbl (18-25®C) nepefq
ncceoBaHNEM;

MUHUMa/TbHBI 06beM KPOBU (MepTBbIi 06beM) - 800 MK/

3arnpeLyaeTcs OTKpPbIBaTb NMPOOMPKM Mepes yCTaHOBKOM UX B aHa/m3aTop (MOBTOPHOe
3aKpbIBaHUE KPbILLKY MOXET NPUBECTU K Nopye npuoopa);

paboumnii 06bem - 175 MKn (B CpegHeM), 3a MUCK/IHOUYEHMEM MePBbIX [ABYX Mpob, A/s
KOTOpbIX TpebyeTcs AoNONHNTENbHO ~116+/-10% MKA (Ha NPOMbIBKY); WK B C/ly4ae
aHanm3a eUHCTBEHHONM Npobbl ~232+/-10% MK (Ha 2 NPOMbIBKM);

B Kanunnspe nNpodbl pasgenstoTcs BO3AYLUHbIM Ny3bIpem avHol 530 MM (255 Mkn).
B cnyvae wcnonb3oBaHMsA 06pasLoB, B3ATbIX Y MaUMEHTOB, CTPafaroLmx
OHKO/IOrMYeCKoli natonorueidl, Mbl oTMedaeM, 4To pesynbtat CO3J aTmx 06pasLoB
MOXeT 6bITb B KOHeYHOM uTore HE [OCTOBEpPHbIM, KaK pasbsCHEHO B r/ase 2
«OrpaHn4eHns MeToga.
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Vcnonb3yeMble Mpo6UpPKU:

*  BakyymHble npobupkn Tunopasmep 13x75 MM, Takve kak BD Vacutainer® (PY X®
dC3 2007/00859) mnn Greiner Bio-one Vacuette® (PY X« ®C3 2011/09314), v
AnameTpoM 13 MM 1 BbICOTON OT 75 0 83 MM, C KPbILLKOW (KaK, Hanpumep, Npobrpku
Sarstedt Monovette®, pasvepbl KOTOpbIX 11,5x66 MM 6e3 Kpbiwkn (PY X® ®C3
2009/04702).

MpobrpKx BbICOTOM 95 MM MOXKHO MCMO/Ib30BaTb C METa//IMYECKUM LiTaTtuBom Alifax
Ha 15 nosuumii (kog S1195500) Tonbko Ha TEST1 THL.

*  MOXHO ncnonb3oBaTtb Npodupkn «BO Microtainer MAP®» (PY X®dPC3 2010/ 07998)
(Takoke B coveTaHUU ¢ Apyrummn npobupkamu 13x75) Ha Bcex mogenax TEST1 (THL,
BCE, SDL, MOE, YOE) 6e3 ucnonb3oBaHWUs afganTtepa (418 3TOro Heob6xo4Mmo
NPOBEPUTL NO3ULMOHNPOBAHWUE U PErYIMPOBKY Urbl, Npn 06bemax MeHee 500 MK)

o C uenbto obecneveHMs XopoLUero rnepeMelLvBaHuA obpasua npegnaraercs, 4Tobbl
06beM 06pasLia He npeBbillan 50-60% 0T 06LLEro 06bemMa NPOBUPKIM. PeKOMeHAYEMbIi
HOMVHa/bHBIV 06beM NMPOBUPKK 2-4 M1, MPY 3TOM 3arpeLLaeTcs OTKPbIBaTb NPOOUPKN
nepes YCTaHOBKOM MX B aHanusatop (MOBTOPHOE 3aKpblBaHUE KPbILLKMA MOXET
NPMBECTM K Nopye Npmbopa).

C0BMeCTUMOCTb C NeAuaTpUYeCcKUmm np06|/|pKaM|/|:

MegmaTpuryeckas MoxeT 6bITb 1CNOMb30BaHa Ha Bcex Mogensx (THE, BCE, SDL, MDL, YDL)
. KroBeTa BD BMECTe C Apyrumu npobmpkammn 13x75 MM npu 06beme KpoBu He MeHee 250 MKN
Microtainer MAP U nNpu Ccnefyowmx AeicTBMAX: MNepef 3arpy3koli MNpo6brpoK B  LUTATWB,
oT 250 o 500 mKn repeBepHUTE BBEPX AHOM KaXXayto MPOOUPKY U BCTPAXHUTE ee, YTOObl KPOBb
B Npobupke nepemMecTunach OT AHa NPOBUPKM K €€ KPbILLKE.
13X75MM ¢
M  npokanbisaemoii
I KPbILLKOIA.
|| He Tpebyet
[ aganTtepa ang

*  MpoBUPOK.

B03MOXXHOCTb 1CMOMb30BaHUS NeanNaTPUUIECKUX NPOBUPOK APYToro TUMa yTouHsiTe y AucTpubbioTopa Alifax.

Moxanyiicta, 06paTUTE BHMMaHWE, UYTO BbllleyKasaHHble MPOBMPKM  6bIM  MPOTECTUPOBAHbI
MEXaHUYECKMM 06pa3oM, YTO6bI MPOBEPUTL COBMECTMOCTbL C POTOPOM U CUCTEMOV MPOKa/IbIBAHUS.

®YHKLMOHANbHbIE XapaKTepUCTUKU:

e [pubop npepnaraet TpuM CKOPOCTU nepemelmBaHus (60 06/MuH, 32 06/MUH, 24
06/MWUH), Bpems aHalm3a A0S KaXaoro obpasuya coctaBnseT 20 CeKyHA.
MepemeLurBaHMe 06pa3L0B OCYLLECTB/SETCA MO/HbIM BpaLLEeHMeM NPOBUPOK.

e Tpu ncnonb3oBaHMM CKOpocTu 60 06/MMH 1 140 UMKIOB MepeMeLIMBaHMA MOXKHO
obpabaTtbiBaTb 40 160 06pa3LoB B vac (B KoHmrypaumm THE ¢ 4 wratmeammn S1195500
no 15 nos3numii B Kaxgom) 6e3 yueta BpeMeHW, HE06X0AMMOro ANs 3arpPy3KuU/BbIrpy3Kiu
06pasuoB 13 npubopa. Ha aTo KOHKPeTHOW ckopocTu (60 06/MyH 1 140 UMKIIOB)
nepBbllii pesynbTaT A0CTyneH nocne 2,3 MUHYT nepemelumBaHus M 20 CeKyH[ Ha
aHanus; Apyrue pesynbTaTbl (0T 2-ro fo 60-ro) nony4vatotcs Kaxable 20 CeKyH/.

e  [pu ncnonb3oBaHUM ckopocTn 32 06/MVH U 140 LMKIOB MNepeMeLlMBaHUSA MOXXHO
obpabarbiBaTb 40 140 06pa3uos Buyac (B koHurypaumm THE ¢ 4 witatmeamun S1195500
no 15 nosuvumin B Kaxgom) 6e3 ydeTa BpemMeHW, HeOo6XO0AMMOro Ans 3arpysku /
BbIFPYy3Ku1 06pasLoB 13 npubopa. Ha 3Toil KOHKpeTHoM ckopocTu (32 o6/MuH 1 140
LMK/I0B) NepBbIii pesynbTaT 4oCTyneH nocne 4,4 MUHYT nepemelunBaHmns 1 20 CeKyHa
Ha aHann3; apyrue pesynbtatbl (0T 2-ro o 60-ro) nonydaroTcs Kaxable 20 CEKyHA.

e [lepemewinBaHve 06pa3LOB NPOM3BOAUTCA B Hayasle aHanM3a C Leblo fe3arperauum
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Bepc.l.2-23.VI20:i
3puTpOLMTOB. Bo3mOXHas HeahtheKTMBHAA fesarperaums MOXET TMOBAMSATb Ha
pesynbTaTbl, KOTOPble JaeT Mpubop, cMUcTeMa W3MEPEHUST KOTOPOro OCHOBaHa Ha
06HapPY>KEHNN KNHETUKM arperauym spuTpoLmTOB.

e [1nA nony4eHns COOTBETCTBYHOLLEN rOMOreHu3auumn obpasua ycTaHoBUTeE npubop Ha
CpefHIo CKOpPOCTb (32 06/MUH) 1 140 UMKNOB.
*  BblleykasaHHass NPOMycKHas CnocoOHOCTb MOXET ObITb YMeHbLUEHa B Cryyae
NOAK/TOYEHUS K XOCT-KOMMbIOTEPY CO BPpeMeHeM BbIBOJa 0TBeTa 60siee 1 CeKyHAbl.
*  3BYKOBOW CMrHan TPeBOrM B C/lyyae OLLIMOKM WM HeUCrnpaBHOCTWU: MNpubop u3gaeT
cepvio 3ByKOB 62,5 oBA, noka owmbka He bygeT ycTpaHeHa.
e [pubop ocHalleH BHYTPEHHVM CKaHepOM, 3anporpamMMpOBaHHbIM Ha CHUTbIBaHVeE
KOJ0B, TaKUX Kak:
« KOQA 39
e 2/5 ¢ YyepegoBaHMEM
+ CODABAR
+ KOpA 128
« EAN128
« BCEEAN/UPC
e Ec/m nonb3oBatesib UCMO/Ib3yeT NPOOUPKM EMKOCTLIO 2 M/T UK 4 M1, MOXKHO MOSTyYnTb
XOPOLUYH KOpPensuMio ¢ MEeTOAOM, WCMO/b3yeMbIM B /1a60paTopun, C MOMOLLBHO
cnefyoLmnX COBETOB:
1 Vcnonb3oBaHue KoshuuMeHTa YCuneHMs npubopa npyu  KOppensauum ¢
NabopaTopHbIM 3T/IOHHBIM METOLOM.
2. YBe/MyeHVe BpeMeHW MepemeLlBaHnA (3TO MOXKHO MOMYy4YUTb C MOMOLLbIO
BHELLHEero cmecutens nepef aHammsom CO3 wwm  yBeNMYEHUS  BPeMEHU
nepemeLLnBaHuA aHanmnsaTopom COJ).
3. BO3MOXHO CHadana BbIMOMHUTL 0OLWMIA aHaIM3 KPOBW, a 3aTeM BbIMOMHUTb
aHam3 CO2.

MNpounssoanTencHocTb: TEST1 THL-g0 60 npob6 Bceccuto (CTaHAAPTHbIE METUIINYECKME LUTATUBDI
Alifax), go 40-48 npo6 B ceccuto (WTAaTMBbl Pa3INYHbIX FEMATO/I0MNYECKMX
aHan13aTopoB).
TEST1 BCL po 60 npob B ceccuto (3eneHble NnacTMkoBble Wwtatvebl Alifax), o 48
npo6 B ceccuto (LWTaTmBbl aHanm3aTopa Beckman Coulter LH 700 SERIES).
TESTI SDL - po 40 npo6 B ceccuto (kenTble MaacTnkoBble wratuebl Alifax), go 40
npob6 B ceccuto (LWTaTmBbl aHanmsatopa Sysmex SF/SE/XE/XN/XT/XS).
TESTI YDL po 40 npo6 Bceccuto (cMHMe nnacTuKoBble Wtatvsbl Alifax), go 40 npob
B ceccuio (LuTatuebl aHanm3atopa BAYER/Siemens ADVIA 120).
TESTI MDL - po 40 npo6 B ceccuto (LUTaTuBbl aHanmsaTopa Beckman Coulter LH
500 SERIES (MAX-M).

AHanNTUYecKme

XapaKTepUCTUKN: BCe pesynibTaTbl MOJyYeHbl C UCMO/Ib30BaHMEM NPO6MPOK 06 bEMOM 3 M

Bocnpon3BoAMMOCTb BHYTPU CEPUN:
TOYHOCTb BHYTPM Cepun Oblna oLeHeHa NyTeM aHanmM3a 7 Npob LenbHo cBexeld KpoBu ¢ K3-34TA B10
noBTopax co 3HaveHnsIMM CO3 oT 10 MM~ o 117 MM/4. BbUn NoyYeHbl CreaytoLLmne

Mpoba CO3 cpepHee +/- CO (MMm/u) KoadhduumeHT Bapraumm

(%0)

1 10+/- 0.86 7.52

2 15+/-0.49 3.28

3 23 +/- 0.87 3.77

4 33 +/- 148 4.49

5 46+/- 151 3.29

6 56 +/- 151 2.70

7 117+/-3.32 2.83
O6Lee CV(%) 3.98
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PykoBopacTBO Nna 3KC¥t3iyumSu"t%t
TESTI

Bfll«v« In Innovillon

Bepi.l.2-2.lil.i:(121

JInHeHocTb: oT 2 4o 120 mm/y

OueHnBaeTCAa NyTEM CpaBHEHUA ABYX aHa/IM3aTOPOB Ha BCeM fuanasoHe oT 2 fo 120
MM/4 C MCMO0/Ib30BaHMEM OAMHAKOBbIX 06pasuoB (60 obpasuos) kposu: R = 0,984,
yKoH: 1,0071

OTK/IOHEHWE OT NIMHENHOCTU™) - He 60nee 10%

UyBCTBUTENBLHOCTL™): 2 MM/Y

*) TONbKO ANs NPrileHeHns Ha TeppuTopumn Poccuiickoil ®egepaLum

Koppensauusa c pegepeHcHbIM MeTogoM ICSH (meTog BecteprpeHa ¢ 34 TA):
OueHka npoeogmnacb NyTem aHaamsa 509 Npo6, LenbHON ceexert kKposw ¢ K3-3A4TA ¢

Pa3/IMUHBLIMM 3HAYEHWUSIMM TeMaTOKPUTA. BbUM MoyYeHbl CeaytoLLMe PesyNbTarbl V™
Y=0.92 X+ 3.54; r=0.93

JvanasoH OTK/OHeHWe MNpepensbi 95% [0BEpPUTE/bHBIN

CO3 (Mm/y) OTKJ/10HEHUS WHTepBa/1
OTKJIOHEHMS

2-10 1.77 -6.10-9.65 0.90-2.64
11-20 -0.94 -15.94-14.05 -2.56-0.67
21-30 -1.43 -14.96-12.10 -3.24-0.38
31-40 -1.35 -15.63-12.92 -3.54-0.83
41-50 3.42 -17.76-24.61 -0.03-6.88
51-60 2.29 -26.46-31.05 -2.59-7.18
61-70 17 -28.32-31.72 -3.19-6.59
71-80 44 -21.32-30.12 -0.50-9.30
81-90 4.41 -31.18-40 -4.92-13.75
91-100 -1.7 -46.63-43.23 -18.09-14.69

CTabunbHOCTb NPo6 nocne 24 yacoB npu TeMmnepaTtype 4 °C:

OueHka npoBogunack nyTem uccnefoBaHns 1140 nNpob UenbHOW CBeXell KpoBM C
K39/ATA uepe3 4 yaca nocne 3abopa, XPaHNBLUUXCS MNPV KOMHATHOM TeMnepaTtype, v
MOBTOPHOIO aHa/IM3a Tex e NPob nocne 24 4acoB XpaHeHMs Npu TemnepaType +4 @C
Mony4eHHbIe pe3ynbTaTbl MPUBEAEHDBI B TAOIMLE ™Y

Jvana3oH OTKJ/I0HEHWE MNpegenbi 95%
CO3 OTK/OHEHNS [0BEpPUTENbHbIN
(Mm/4) WHTepBas
OTKJIOHEHUS
2-10 0.32 -3.18-3.82 0.13-0.50
11-20 1.05 -5.74-7.85 0.60-1.51
21-30 1.92 -13.29-17.14 0.56-3.3
31-40 4.32 -5.85-14.5 3.23-5.42
41-50 4.18 -8.83-17.2 2.37-6.0
51-60 4.14 -12.84-21.13 1.16-7.12
61-70 5.83 -13.67-25.33 2.04-9.61
71-80 9.38 -15.28-34.04 4.59-14.16
81-90 10.17 -12.35-32.70 4.26-16.08
>90 9.55 -6.32-25.43 6.81 - 12.96

CtabunbHOCTb 06pasLoB, XPaHALWMXCA B TeyeHMe 24 4 MNpU  KOMHAaTHOM
Temnepatype (18-25 RQ):

UTo6b! OLEHUTb BNAHWE Pa3/IMUHbIX METOLOB XpaHeHUs Ha 3HayeHne CODQJ, 272
K334 TA-cTabnnmnsmpoBaHHbIX 00pa3L0B LeNIbHON KPOBW, HEKOTOPbIE M3 KOTOPbIX
XpaHnwucb npu 4 °C, a HeKOTopble Apyrve Mpyv KOMHATHOW TemnepaType, 6bun
NpoaHaIN3MpoBaHbl Yepe3 4 yaca U 4Yepes 24 yaca. Xopowlas Koppenaums 6bina
06Hapy>KeHa Mexay pesy/nbTartaMu, MosydeHHbIMU 4Yepe3 4 yaca, U pesynbTaramu
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Bepc.l.2-23.03.2021
yepes 24 4vaca Ha ob6pasuyax, XpaHumBLmMxcs npy 4 ®C (r = 0,980). Te, KoTOpble
XpaHWIMCb MPY KOMHATHOI TeMrnepaType, KOPPeMpoBa/iv He Tak XOPOLLIO, KaK Te, YT
XpaHunucb nNpu 4 ®C, HO BCe eLLe MMeSIN 0YeHb XopoLuyto Koppensuuto (r=0,917) (3).
AddheKT nepeHoca: OUEHKA MepeHoca NPOBOAMMIAChL MyTeM 4epefoBaHMsA MNpob c
HU3KVMU U BbICOKMMU 3HaYeHnsMu CO23.

PesynbTaT pacyeTa B cpefHeM He npesbiwas +/-4.5 %.

OrpaHuyeHns metoga: 1. «CKOpOCTb 0CeAaHWsl 3pUTPOLMTOB - SIB/IEHWE, CBOMCTBEHHOE TOSIbKO
CBEXEel KpOBM M MO3ITOMY BpemMeHHoe»”™ CO3 He SIBMISIETCH KOMMOHEHTOM COCTaBa
KpoBY (Ha K/1eTOYHOM/MONEKYNSAPHOM YPOBHE).

«MeTogbl, ucnonb3dyemsle 41 onpegeneHna COS, He MOryT 6bITb OTKaIMOPOBaHBI,
TaK Kak OHW 3aBUCAT OT MHOIMX BHELLUHWX (DAKTOPOB» (TemrepaTtypa, remMaToKpuT,
CpefHWIi 06beM 3pPUTPOLMTA, BASKOCTb Miasmbl, U T.4.y"™\ AHanmszatop TEST1 GH
CO3jaH C YY4eTOM 3TUX [aHHbIX, NO3TOMY B/USHME MepPeynUCsIeHHbIX (PaKTOPOB Ha ero
aHaINTUYECKME XapPaKTEPUCTUKM OrpaHNYeHo. B CBA3W ¢ 3TUM cpaBHEHWE pe3ynbTaToB
TEST1 c pesynbtatamy, MOMYYEHHbIMW OPYTMMW  MeTogamu, BO3MOXKHO, ecnn
BbILLIEMEPEYUNCIEHHbIE JaKTOpPbl HE 0Ka3bIBAKOT B/IUSIHUS.

2. «OcefjlaHNe 3pPUTPOLUTOB - TO/IbKO YaCTUYHO MOHATOE SIB/IEHME - SBJSETCH
HecreunryecKo peakumein (C KIMHUYECKO TOUKM 3peHUS)...KOTopas 3aBucuT
OT  HECKO/IbKMX  TEXHUYECKMX  acrektoB™*.  «BennumHa CO3  60/bHbIX
OHKOJIOrMYeCKMMU 3a601eBaHUAMM HaCTO He MPeBbILIaeT Npejesnbl HOPMbI ...». (4)

B MexgyHapofHbIX PYKOBOACTBaX MO AMArHOCTUKE W TepanuyM MHOXECTBEHHOM
MuenioMmbl CO3 He ynomuHaetca (5). OfHakKo CyLUeCTBYIOT HauMOHa/IbHbIE
PYKOBOACTBa, KOTOPble PEKOMEHAYIOT BbINOMHATL onpefeneHne CO3 HapaBHe C
OPYTUMU  KITMHWYECKMMW TecTamMu. B CBA3M C 3TUM HEeobXo4MMO OTMETWUTb, 4TO,
HECMOTPSA Ha TOT (paKT, 4TO BO3MOXHOCTb MCMOMb30BaHMS aHanmsaTopa TESTL gns
nccnegoBaHnst MPob 60/IbHBIX MHOXKECTBEHHOM MMENOMOiA Bblia nogTeepXxaeHa (6,7),
6b1M ClyYan NosTyHeHNs IOXKHOOTPULATE/IbHBIX Pe3y/ibTaToB onpegeneHns CO3 npob
MaUMeHTOB C MHOXXECTBEHHOM MWESIOMOM C UCMOMb30BaHWeM aHanmsatopa TESTL B
CpaBHEHWM C JPYTMMU METOAAMM.

Bonee TOro, B cfy4yae HaMuusi AaHHOrO 3ab0sieBaHUS BO3MOXHbI OTK/IOHEHUS
pesynbTaToB OT 3HAYeHWH, MNOMYYEHHbIX APYrUMU MeToZamK, TaK Kak, MomMumo
(hopMMPOBaHUS MOHETHbIX CTONOMKOB, APYrune SBMNEHNA Takke MOryT BHOCUTL CBOWA
BK/1af, B NMPOLLECC OCefaHMs 3pUTPOLMTOB, CPean KOTOpPbIX (DOPMUPOBaHNE aMOPIHbIX
arperatoB (KpucTa//im3aumsi napabenikoB WM MUHEPasibHbIX BELLECTB, TaKMX KakK
KanbLWii) B pe3ynbTaTe U3MEHeHW KOCTHOM TKaHW.

B cBSA3K C 3TMM NpK AUArHOCTUKE OHKO/TOMMYECKMX 3a00/1eBaHNIA KpaliHe »enaTeslbHO
Hapsay ¢ nsmepeHnem CO3 Ha aHanmsaTopax TESTL BbIMOHEHWE ApYTrUX aHa/IM30B,
TaK Kak HopMasibHble 3HaueHNs1 COQ He MCKIIHAKT Ha/lMumst JaHHOW NaTosiorvu.

3. B Havasie aHa/mM3a MPOMCXOAMUT 3amnporpamMMMpoBaHHOE MepemMeLlnBaHue Npob ¢
Lenbio fesarperaummn spuTpoLnToB. HeadhdeKTnBHaA Aesarperaums wim npucyTcTene
MWMKPOCTYCTKOB MOFYT TMOB/MATb Ha KOHEYHbI pesynbTaT, TaK KaK aHaim3atop
(haKTNYeCKM U3MEPSIET KMHETUKY arperaummn spuTpoLmTOB.

4. Bce NpuvBefeHHbIE BbiLLie XapaKTEPUCTUKK ObIIn Mony4deHbl Ha NPOBUpPKax 06bLeMOM
3 w~mn (Tunopasmep 13x75 MMm) ¢ K3-3OTA B KauecTBe aHTUKoarynsiHTa.
Vicnonb3oBaHre NogO6HbBIX NPOBMPOK ONTUMU3NPYET NPOLEAYPY MEPEMELLMBAHNS U,
C/efioBaTe/IbHO, Y/yuLLIAeT BOCMPON3BOANMOCTb PE3Y/IbTaTOB.
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Bepe. 1.2 ~ 2.i.0.7202}

YCNOBNA SKCIINTYATAUNUN N DUNBNYHECKNE XAPAKTEPUCTUKA

YcnoBus aKcnnyaTaumn:

Temneparypa: ot +10 go +30 °C

B/IaXKHOCTb: OT 15% a0 85%, 6e3 KoHAeHcaTa

YCnoBus XpaHeHUs! U TPaHCMOPTUPOBAHUS:

Temnepartypa: oT -20 fo +65 ®C

BNAXHOCTb: 0T 5% 0 95%, 6e3 KoHAeHcaTa

TpaHCNopTUPOBKa  OCYLLIECTB/IAETCA BCEMWM BMZAMW  KPbITOr0 TpaHCcnopta ¢ CO6MtOLeHMEM
TemMnepaTypHOro pexxuma XpaHeHus.

Pasmep n Bec: WupuHa: 49 cm +/- 2 cm
Onvna: 54cm+/-2¢cm
Bbicota: 60cm+/-2¢cm
Bec : 47 kr+/- 1kr
42 kr +/- 1 kr (Tonbko THL)

YnakoBKa: KapTOHHas Kopobka LnpuHa: 75 cm +/-2 cm
OnvHa: 62 cM +/- 2 cm
BbicoTa: 92 cm +/-2cm
Bec: 56 Kr +/- 1kr
O6bem: 0,428
Manner: a

ANIEKTPNYECKNVE NMAPAMETPbI

HanpsxxeHue: 230 B £ 10 % wm 115 B £ 10 %, Bbl6MpaemMble CEIEKTOPOM HarpsKeHUs
YacTorTa: 50 M 60 Mu+ 2 'y

MoTpebnsemas

MOLLIHOCTb: 150 BA, npn6aunsuTensHo 83 BT

MopknoyeHue: 225 BA, npubnusntensHo 135 BT

Knaccuukauusa: Knacc | (EN61010-1 - IEC - 1010-1 - CEI 66-5)
OPYTME XAPAKTEPUCTUKIN

TennooTgava: MpunbnnsntensHo 300 BTE/uac

LWym: Ha Hu3Koin ckopocTy nepemelunBaHus 62,6 gb (A)
Ha BbICOKOW CKOpOCTK NepeMelLBaHns 58,2 ab (A)

BbicoTa Hag ypoBHeM mMops: 3000 MeTpoB (MakcUmym)

CoefgnHeHUs: 2 nocnepoBaTte/bHbIX NopTa RS232 DB 25, pacnofioxXeHHbIX Ha 3a4Hen NaHe m
npwvbopa:

MopT 1 npefHasHauyeH 4151 NOAK/IHOHEHNS BHELLHENO CKaHepa LUTPUX-KOA0B.
MopT 2: NpefHa3HauyeH /19 NOAKKYEHNST MPUBopPa K BHELLHEMY KOMIMbIHOTEPY.
MpumeyaHve: B C/ydae HamMuvMs BHYTPEHHEro CKaHepa LUTPUX-KOJOB,
NOLK/MOYEHNE BHELLIHENO CKaHepa HEBO3MOXXHO.

DyHKLMOHMpPoBaHWe: Mpnbop paspaboTaH TaknMM 06pasoMm, UTO MOXET OCTaBaTbCA BKJ/IOYEHHbIM 24
Yyaca B CYyTKW. Tem He MeHee, peKOMEHAYeTCS BbIK/KOYaTb €ro Mo OKOHYaHWK
paboyero [gHs, MpeaBapuTesibHO  MPOBEAs  MpoUeaypy  MPOMbIBKM €
MCMo/Ib30BaHMEM 3 MPOOMPOK C MPOMbIBAOLMM PacTBOPOM, YTO MO3BOMAUT
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Bepc.l.2-23.fiS.202I
06eCneYnTb NPOAO/DKUTENbHbI CPOK PaboThbl Kanwuiisipa v AaTUMKOB.
YpoBeHb 3arps3HeHns
OKpy>KatoLLeli cpegpl: Knacc 2
CpoK cnyxb6bl: 10 net (MpV YCNOBUM KOPPEKTHOTO W CBOEBPEMEHHOrO 06CAYXXMBaHWS).
MapaHTWiHbIA CPOK aKcnyaTauumn 1rog

MaTepmansbl, TpebyroLmecsa AN NPUMEHEHUS N3[ENNS, HO He BXOAALLME B KOMIMEKT MOCTaBKU:
JlaTeKcHble KOHTPONA  PeareHTbl in vitro gns aHaimsaTopa aBTOMaTWYeckoro A7 onpeaesieHus
CKOpOCTU oceflaHns apuTpoumToB (CO3) TESTL. PY ®C3 2008/02699.

PACXOOHbLIE MATEPUATDI

Bymara gns npuHTepa: pysoH Tepmobymaru 57 mm x 25 meTpoB (ko S119580001, 4 pynoHa)
CmapT-KapTa: COOTBETCTBYeT cneumdumkaumam ISO 7816-1 - 85,6 x 54 x 0,8 mm (3337 x2 126 x 0,0321
AroiMa) - 3aKoaMpoBaHa ¢ UCMo/1b30BaHMEM COBCTBEHHOro anropuTma Alifax.
JocTynHbl cMapT-KapTbl Ans nposedeHns 1000 (kog SI 195.901) - 4000 (kog SI 195.904)
- 10000 (kog SI 195.910) - 20000 (kog SI 195.920) TecToB / yHMBEpCaIbHasA KapTa A/is
MHCTPYyMeHTOB cemelictBa TEST1 TEST1 (TEST1, Roller20PN, RollerlOPN).
Pe3sepByap A/ OTX0AOB: M/IaCTUKOBbLIA pe3epByap st 0Tx0AoB Ha 500 M1 ¢ 3aBUHYMBANOLLECS
KpblILLKon (kog S1205801).

BHYTPEHHVM KOHTPOJIb KAYECTBA

Habop naTeKCHbIX KOHTPOei:
C uenbio obecrieyeHUss Bcerga OMNTUMaIbHOW  MPOU3BOAMTENBLHOCTM  Mpubopa
PEKOMEHLYETCH eXKeAHEBHOE 1CMO/b30BaHNe Habopa NaTeKCHbIX KOHTPOsel. PeareHTbl in
vitro i aHanmsaTopa aBTOMATUMYECKOro [1A  OMpefesieHuss CKOpPOCTU  ocefaHunst
aputpountos (CO3) TESTL, PY ®C3 2008/02699.
1 Habop naTekcHbIX KOHTPOse anst aHanmsaTopoB TESTL, 6 TectoB (Latex Controls, 6
tests) (Bug 176440). 2. Habop naTeKcHbIX KOHTPO/el 4 aHanm3atopoB TEST 1,30 TecToB
(Latex Controls, 30 tests) (Bupg 176440). 3. Habop naTeKCHbIX KannbpaTopoB /1S
aHanusatopos TEST1,6 TectoB (Latex Calibrators, 6 tests) (Bug 176430).
NaTeKcHble KOHTPOSIb (UM KanmMbpaTop), M3BMEYeHHbIe M3 XONOAUSIbHUKA (XPaHUTb B
XONOANSIbHUKE 10 +4 +8°C) [o/MKeH HaxoAMUTLCA NPU KOMHATHOM TemnepaType He MeHee
15 MUWHYT nepef WCMOMb30BaHVEM; MOCMe WCMOMb30BaHWSA NaTekebl [OMKHbI ObiTb
BO3BpALLEHbI B X0/I0AU/IbHUK, MaKCMMYyM, B TeUeHMe 1 4yaca nocse Ux UCMnosb30BaHWs
CyulecTByeT fBa Tuna HabopoB NATEKCHbIX KOHTPOMEW ANS JIMHENKW aHa/M3aTopoB
TESTL1 (TEST1, Roller 20PN, Roller IOPN):

m B npobupkax Greiner Tunopasmep 13x75 Mm
NaTeKcHble KOHTPOAM Ha 6 TecToB - kog Sl 305.100-A
NatekcHble koHTponn Ha 30 TecToB - kog SI 305.300-A
® B ripobupkax Sarstedt 11,5x66 Mm

NaTeKcHble KOHTPOAW Ha 6 TecToB - Koz Sl 305.102-A
NaTtekcHble KoHTponu Ha 30 TecTtoB - kog Sl 305.302-A
NaTeKcHble KOHTPO/IM  WUCMOMb3YKOTCA /19 KOHTPO/A  CTabW/IbHOCTM  KasTMOGPOBKM
aHanmsaTopa.

VpeHTugmkKayms naymMeHToB: BHYTpeHHWMIA cunTbiBaTesb WTpux-koga CCD (S1195126).

KOMTIJIEKT MNMOCTABKW/

1 AHanuzatop mogens TEST1 THL - 1w,

MNpuHaLnexxHoCTU:

1.1. PykoBOACTBO MO 3Kcn/yaTtauuy Ha pycCKoM sA3blke - 1 Wit

1.2.  PyKOBOACTBO MO 3KCM/yaTauMm Ha 371eKTPOHHOM HocuTtene (CD-auck) - | wT. (onuMoHasibHo);
1.3.  PyKOBOACTBO MO 3KcMyaTauum Ha 3N1eKTPOHHOM HocuTene (thnew-KapTa) -1 wT. (onyMoHasibHo);
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FAX TESTI

14
15.
16.
17.
18.
19.

1.10.
111
112
1.13.
1.14.
1.15.
1.16.
1.17.

In Innovnlion

Bepi.1.2-2.U1.1202}
YNaKoBOYHbIA NCT - 1uiT,;
MHcTannsumoHHas oopma - 1u.;
Jeknapauns cooTBeTcTBMA - 1l
CepTumKaT BbIXOAHOM0 KOHTPONS KadecTBa- 1 LuT.;
MoacTaBKa Nof wWratmebl - 1 WT. (ONUMOHANBHO);
Pe3epByap 419 0TX040B - 1w,
CwmapT-KapTa TEST1 Ha 1000/4000/10000/20000 TecTtoB - oT 140 10 wwir;
LLItatnB meTannunueckuin Alifax - 4 wr.;
BHeLLHWIA cKaHep LUITPUX-KOAOB - 1T (ONLMOHa/IbHO);
Kpb[LWwKkun-agantepb! 418 Npobupok Sarsledt Monovette - 1 WT. (ONUUOHANBLHO);
Kabenb nutaHus - 1uir,;
CTapToBblii Habop TepMobymaru B pynoHax-1 wr.;
MpefoxpaHuTenu - 2 Wt
Pe3epByap 419 NPOMbIBKU - 1u1T.

2. Ananmsartop mogenb TEST1 BCL - 1w,

MNpuHagnexHocTu:

2.1. PyYKOBOACTBO MO 3KCM/lyaTaluy Ha PyCCKOM A3biKe- 1 LuT.;

2.2. PyKOBOACTBO Mo 3KCryaTauumn Ha 3/IeKTPOHHOM HocuTene (CD-anck) - 1 wt. (onumMoHas1bHO);
2.3. PyKoBOZACTBO MO 3KCr/lyaTaumn Ha 3/1leKTPOHHOM HocuTere (thew-KapTa) -1 L. (onuMoHasibHo);
2.4,  YNakOBOYHbIA NCT - 1u;

2.5.  WHctannaumoHHas gopma - 1urr,;

2.6. [Jexknapauus cooTBETCTBUA - 1LT.;

2.7. CepTUmKaT BbIXOLHOr0 KOHTPO/IA KayecTsa - 1 LT,

2.8. TMogctaBka nof LTaTvBbl - 1T, (OMUMOHAIbHO);

2.9. Pe3epByap A/19 0TX040B -1 LUT.;

2.10. CwmapT-KapTa TEST1 Ha 1000/4000/10000/20000 TectoB - oT 140 10 wir.;

2.11. LWratme Alifax gnsa Testl BCE (3eneHblit) - oT 140 4 wT.(ONuMoHabHO);

2.12. Kabenb nuTaHus-1wrT.;

2.13. CrapToBblii Ha6op Tepmobymaru B pynoHax-1 Wr.;

2.14. TpefoxpaHuTenu - 2 LWT.;

2.15. Pe3sepByap 4191 NPOMbIBKN-11UT.

3. AHanmsartop mogens TEST1 SDL - 1w,

MNpuHagneXxHocTu;

3.1. PyKOBOACTBO M0 3KCMyaraumm Ha PyCCKOM fA3blike- 1 LuT.;

3.2. PyKoBOACTBO MO 3KCM/yaTaumm Ha 3/1eKTPOHHOM HocuTene (CD-guck) - 1w, (onumMoHasbHO);
3.3. PyKoBoACTBO Mo sKcnyaTaumm Ha 31eKTPOHHOM HocuTesne (threw-KapTta) -1 wr. (onynoHa bHo);
3.4. YNakoBOYHbIA NCT —1LIT.;

3.5.  WHctannaumoHHasa dopma - 1uwir,;

3.6. [Jeknapauua cooTBETCTBUA - 1LT,;

3.7. CepTudmKaT BbIXOLHOr0 KOHTPO/IA KayecTsa - 1 LT,

3.8. lMogctaBka nog wWratvebl - 1. (OruUoHaIbHO);

3.9. PesepByap A1 0TXo40B- 1um.,;

3.10. CwmapTt-kapTa TEST1 Ha 1000/4000/10000/20000 TecTtoB - oT 140 10 wrr,;

3.11. LWratume Aliafax gns Testl SDL (>kenTblid) - oT 140 4 wT.(ONUMOHANBLHO);

3.12. Kabenb nutaHmA-1wT.;

3.13. CrapToBblii Habop TepMobyMaru B py/foHax-1 wr.;

3.14. TlpepoxpaHUTenu - 2 LT.;

3.15. Pe3epByap 419 NpoOMbIBKU- 1LIT.

4. Adanuzatop mogens TEST1 YDL - 1w,

MpuHagnexHocTy:

4.1. PykoB0ACTBO MO 3Kcnyatauum Ha pycCKOM A3bike- 1 1T.;

4.2. PykoBOACTBO MO 3KCMJyatauumn Ha 3/IeKTPOHHOM HocuTene (CD-anck) —1 wir. (oruyoHasibHo);
4.3. PykoBOACTBO MO 3KCM/yaTauumn Ha 3/IEKTPOHHOM HocuTese (diell-KapTa) -1 WT. (ONUMOHAIBHO);
4.4, YNakoBOYHbIA NNCT - 1wiT.;
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4.5.
4.6.
4.7.
4.8.
4.9.

4.10.
4.11.
4.12.
4.13.
4.14.
4.15.

WHcTannaumoHHas opma - 1ui.;

Jeknapauysa cooTBeTCTBUA - 1WIT;

CepTu(hMKaT BbIXOAHOr0 KOHTPONA KayecTBa - 1 LUT,;

MogcTaBka NOA LWTaTMBbl - 1 LT, (ONUMOHaIbHO);

PesepByap g/19 0oTX040B- 1WT;

CwmapT-kapTta TEST1 Ha 1000/4000/10000/20000 TecToB - 0T 140 10 wiT.;
LLitatme Alifax gna Test 1 YDL (cuMHMIA) oT 140 4 wr. (oNumoHasibHO);
Kabenb nutaHmsa- 1 w;

CrapToBblii Habop TepMobymaru B pyaoHax-1 Wr.;

MpegoxpaHuTenu - 2 LWr.;

PesepByap 4N NpoMbIBKU-1 L.

5. AHanuzatop mogens TEST1 MDL - 1urr;

MNpyHaaeXXHoCTN:

5.1. PyKoBOACTBO Mo 3Kcn/yarauum Ha pycCKOM A3blke - 1 WiT;

5.2.  PyKOBOACTBO MO 3KcMyaTtaunm Ha aNeKTPoHHOM HocuTesie (CD-anck) - 1w, (onumoHansHo);
5.3.  PyKoBOACTBO MO 3KcMyaTaunn Ha 3/IeKTPOHHOM HocuTene (diell-KapTa) -1 Wi, (OnumMoHaibHO);
5.4.  YNakoBOYHbIA INCT - 1w

5.5.  WHcTannsauuoHHas gopma - 1ur,;

5.6. [eknapauus COOTBETCTBUA - 1UIT.;

5.7. CepTuMKaT BbIXOAHOr0 KOHTPO/SA KavecTBa - 1 LUT.;

5.8. ToacTtaBKa nog wWtaTuebl- 1 WT. (ONUMOHaSIbHO);

5.9. PesepByap ond oTxogos- 1um;

5.10. CmapT-kapta TESTI Ha 1000/4000/10000/20000 TectoB - oT 140 10 wrr;

5.11. Kab6enb nutaHus- 1 u;

5.12. CtapToBblih Habop Tepmobymaru B pyfioHax-1 LuT.;

5.13. TpepoxpaHnTenu - 2 LuT;

5.14. Pesepsyap 414 MPOMbIBKA- 1 LuIT.

Hab6opbl gna mogepHusaumm TEST1 THL, no3BonstoLme OCyLLECTBAATL NPAMYIO 3arpys3Ky:

S1195320 AfanTep Ans LWITaTUBOB remMaTosiornyeckoro aHanmsatopa Beckman Coulter LH 700

(12 no3.). MoXHO u1Ccnonb3oBaTb 6e3 KaKMx-IMbo MoAMMKAaLMIA HOBbIA 3eNeHbIi
NnacTMKoBbIn wWTatme Alifax Ha 15 nosuuwmia (S1195505).

Vcnonb3oBaHve faHHOro aganTepa BO3MOXHO TO/IbKO Ha aHa/Im3aTopax OCHALLEHHbIX
BHYTPEHHNM CKaHepoMm LITprX-Koaos (S1195400).

S1195330 Agantep ons LITaTVBOB remMaTosiorm4eckoro aHanmsaropa Sysmex

SF/SE/XE/XN/XT/XS (10 no3.). MOXHO UCMNoOMb30BaTb 06e3  Kakux-1m6o
MOAV(MKALUMIA HOBbIA KENTbIM NNacTUKOBbIM WwTatnB Alifax Ha 10 nosvuwmii
(S1195506).

Vcnonb3oBaHWe gaHHOro afantepa BO3MOXHO TO/IbKO Ha aHaM3aTopax, OCHaLLeHHbIX
BHYTPEHHUM CKaHepoM LUTpuX-Koaos (S1195400).

S1195340 AfanTep NS LUTATUBOB remMaTo/10r M4eckoro aHannsaTopos Bayer/Siemens Advia 120

(10 no3.) MOXHO WuCMOAb30BaTL 6€3 KaKUX-NMbo mMoaMmKaumii HOBbIA CUHWIA
nnactmkoBblii wtatue Alifax Ha 10 mosvumii (S1195507). Kcnonb3oBaHme AaHHOMO
aganTepa BO3MOXHO TO/IbKO Ha aHanmM3aTopax, OCHALLEHHbIX BHYTPEHHMM CKaHepoMm
wTpux-Koaos (S1195400).

S/J 95350 AfanTep Ansa LWTaTVBOB reMaTonorMyeckoro aHamsatopa Beckman Coulter LH 500

(Ha 2 wratrea No 5 No3nuwii B Kaxxaom). Vcnonb3oBaHme JaHHOMO aganTepa BO3MOXHO
TONbKO Ha aHa/m3aTopaX, OCHALLEHHbIX BHYTPEHHVMM CKaHEpPOM  LUTPMX-KOLOB
(S1195400).

S1195360 AfanTtep [A1A  WITATMBOB reMaTto/fiorMyeckoro aHanmsatopa Sysmex (10 nos.).

17

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



mfi'nnutnXtru:»,f* nwn 1

B«JJ*v* In Innovatler

S1195370

MPOYEE

FAyKOBo”cmeo no 3/<anjryumai”®uu
TESTI

Bepc.1.2-23.03.2021
MpegHasHayeH ANSE UCMOMb30BaHUS NpPobupok Starsted. Vicnonb3oBaHwe AaHHOrO
afanTepa BO3MOXXHO TO/IbKO Ha aHa/M3aTopax, OCHALLEHHbIX BHYTPEHHUM CKaHepoMm
LWwTpUX-KogoB (S1195400).

AfanTep 4n1S WTATMBOB remMaTosiornyeckoro aHanmsaropa Coulter DxH 800 (10 nos.)
(Ha 2 wraTmBa no 5 No3nLMiA B KaXKAOM). Mcnonb3oBaHWe aHHOTO aanTepa BO3MOXHO
TO/IbKO Ha aHaMsaTopax, OCHalLeHHbIX BHYTPEHHMM CKaHepoM  LUTPUX-KOLOB
(S1195400).

VpaeHTndmKaums npobd: BHYTpeHHWIA NasepHbIii cKaHep LUTPUX-KoaoB (S1195126).

O6Lme 0coBEHHOCTK: MprBop MMeeT TePMOM/IACTMKOBOE  MOKPbITVE, MepefHsis  ABepua

obecreynBaeT CBOGOAHbIN AOCTYN K pe3epByapy C 0TX04aMU U Ure.

MpocTast npoLeaypa 3amMeHbl UMbl

MpocTas npoueaypa 3arpy3Kn CMapT-KapTbl B 0[HO AeCTBUE.

ABTOMAaTMYECKUIA 3aMpoc 3anycka MPOMbIBKY, MporpamMupyembiii mexgy 5 n 180
MWHyTamuM OT MOC/eAHero aHanmsa npobbl. [MpoBepka oToMeTpa MoCne Kakaoi
NPOMbIBKW, MO3BO/ISAOLLASA FapaHTUPOBaTb HEMPEPbIBHbIA KOHTPO/Ib Haz NprbopoMm.
Vcnonb3oBaHne Habopa NaTeKCHbIX KOHTPOMEN AN NMHEnKM aHanusatopoB TEST1 Sl
305.100-A/S1 305/102-A (6 TectoB) - Sl 305.300-A/SI 305.302-A (30 TecToB): Ans1
KOHTPONS CTabWIbHOCTY Ka/IMbpoBKM Nprobopa.

ANropuTMbl 06paboTKM NaTEKCHbIX KOHTPO/EN ANs yYLLUein cTaHaapTU3aLmn pasIndHbIX
npr6opoB.

HoBasi npouefypa MpPOMbIBKW, KOTOpasi MCMO/Mb3yeT MOMOBMHY 06beMa MepBbIX ABYX
nccnegyembix Npoo.

HOPMATUBHAA NMH®OPMALWNA:

Knaccumnkaums 1vD

EAN13 Code

Kog CND

805604014151 THL
805604014031 BCE
805604014152 SDL
805604014032 YDL
805604014269 MOE
W02029001 He npnmeHnmo

Kog FDA-CFR Kop ToBapa: GKB PernameHTHbI HoMmep: 864.5800

Kog EDMA

Kog GMDN

ABTOMaTUYECKOE  YCTPOWCTBO  A/1d
onpeseneHns CKOPOCTY 0CaXAEHNSA

23091001 Opyroe HHIHC  O6opygosaHue  +
aKceccyapbl + pacxogHble MaTepuasibl +
nporpaMmMHoe 06ecneveHne

35488 ABTOMaTUYECKNIA mnn
NonyaBTOMATUHECKWIA npmoop,
NCMob3yeMbli ans n3mepeHns
CKOpOCTU  ocefaHns  (NOrpy>keHns)
3pUTPOLMTOB B 06pasLie Le/TbHOM KPOBM
C MOMOLLbI0 (DOTOMETPUU. ITO TaKkKe
Ha3blBaeTCA  CKOPOCTbIO  OcefaHus
aputpoumTtoB (COJ).

RoHS2 2011/65/EU YaoBneTBOpsSieT
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MYBIMKAUNA

Bepc.l.2~23M.202]

1 M. Plebani. S. De Toni, M.C.Sanzari, D. Bemardi and E. Stockreiter: “The TEST 1 Automated
System”, American Journal of Clinical Pathology, Vol. 110, 1998

2. M. Plebani and E. Piva: “Erythrocyte Sedimentation Rate”, American Journal of Clinical Pathology,
Vol. 117, 2002

3. E. Heverin (Galway-Mayo Institute of Technology, Ireland): ""Comparison of the Westergren
method versus the TESTI technique for determining the Erythrocyte Sedimentation Rate™, May 2002,
private communication

4. NCCLS “Reference and Selected procedure for the Erythrocyte Sedimentation rate (ESR) Test;
Approved Standard-Fourth Edition”, Vol. 20 No. 27

5. Sox HC, Liang MH: “The Erythrocyte Sedimentation Rate”, Annals of Internal Medicine 1986;
105:515-523.

6. NCCN (National Comprehensive Cancer Network) Clinical Practice Guidelines in Oncology
“Multiple Myeloma” (V.1.2007)

7. Ajubi etal.: “Determination of the lenght of sedimentation reaction in blood using the TEST 1 system:
comparison with the Sedimatic 100 method, turbidimetric fibrinogen levels, and the influence of M-
proteins”, Clin Chem Lab Med 2006; 44 (7): 904-906

8. Mercurio S. et al.: “Comparison between two methods for ESR measure in patients affected by
myeloma”, bl° SIBioC National Congress, 11-14 October 2005 Rome.

9. HO02-A5vol.31Nell PROCEDURES FOR THE ERYTHROCYTE SEDIMENTATION RATE TEST.
APPROVED STANDART - FIFTH EDITION
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TESTI

Lidpeb1n Bepc.I2-2.1115.2H 2]

ONPAHNYEHUWA METOJA

|[JLAPKMM/** | «CkopocTb ocegaHsi 3pUTPOLMTOB - SIB/IEHME, CBOMCTBEHHOE TO/IbKO CBEXEN KPOBU

WArXIMIWVJ 1™ noatomy BpemeHHoe»”™M\ COQJ He £BASETCA KOMMOHEHTOM COCTaBa KpoBu (Ha
KETOYHOM/MOMEKY/ISIPHOM YPOBHE).
«MeTogbl, Ucnonbsyemble 418 onpegeneHnsa CO3, He MOryT 6bITb OTKa/IMOpOBaHbI,
TaK Kak OHW 3aBUCAT OT MHOMMX BHELUHMX (haKTopoB» (TemrepaTtypa, reMaToKpuT,
CPefHWI 06bEM 3PUTPOLUTA, BS3KOCTb Miasmbl, M T.4.Y™N AHanunsatop TESTL 6bin
CO3faH C YYeTOM 3TUX JaHHbIX, NO3TOMY B/USHME NEePeYnCIeHHbIX (PAKTOPOB Ha ero
aHa/IMTNYECKMe XapaKTEPUCTUKW OrpaHnyeHo. B cBA3n ¢ aTUM cpaBHeHWe pesynibTaToB
TEST1 c pesynbTatamu, MOJyYeHHbIMU [PYrYMU  METOZamu, BO3MOXKHO, €ec/v
BbILLEMNePeYUnC/IeHHbIE PAKTOPbl He 0Ka3bIBAKOT B/IMSIHUA.
2. «OceflaHNe 3pUTPOLUTOB - TOMbKO YacTUYHO TMOHATOE SBflIeHWE -ABASETCA
HecneumdmYecKom peakumein (C KNMHUYECKON TOUKM 3pEeHNSA) . KOTopasa 3aBuUCUT
OT  HECKO/IbKMX  TEXHUYECKMX  acrektoB*'*. «BenmumHa CO3  6GOMbHbIX
OHKOJI0rMYeCKNMM 3a60/1eBaHMAMMN YaCTO He NPEBbILLAET Npedesbl HOPMbI ...».(4)
B MexayHapoAHbIX PYKOBOACTBaX MO [AMArHOCTMKE W TepanuyM MHOXeCTBEHHOW
MuenioMbl CO3 He ynomuHaetcs (5). OpaHako CyuwlecTBYHOT — HaUWOHasIbHblE
PYKOBOACTBA, KOTOpble PeKOMEHAYIOT BbINOMHATL onpefgeneHne COJ HapaBHe C
APYTUMW  KNMHUYECKUMUN TecTamu. B CBA3W € 3TMM Heo6XO0AMMO OTMETUTBL, YTO.
HECMOTPSA Ha TOT (DaKT, YTO BO3MOXHOCTb WCMOMb30BaHUA aHanmn3atopa TEST1 s
nccnefoBaHUSA npob 60/1bHbIX MHOXECTBEHHOW MMeNomMoii bbina NoaTBepXkaeHa (6,7),
Ob11 clydan Nony4YeHVs NOXHOOTPULATENbHbIX Pe3ybTaToB onpegeneHns COD npob
NauUMeHTOB C MHOXECTBEHHO MWESIOMOI C UCMOMb30BaHWEM aHanmsatopa TEST1 B
CpaBHeHUN C APYTUMW METOLAMMN.
Bonee TOro, B Ccny4yae HauMs [aHHOrO 3ab0n1eBaHUS BO3MOXHbI OTK/IOHEHWA
pesy/nbTaToB OT 3HAYEHWI, MOMYYEHHbIX APYrMMKM MeTofaMu, TaK Kak, MOMMUMO
(hOpMMPOBaHNSA MOHETHbIX CTONGUKOB, APYrUe SIBMIEHUS Takke MOryT BHOCUTbL CBOWA
BK/1aJ B NPOLIECC 0CeAaHus 3pUTPOLIMTOB, CPean KOTOPbIX (hOPMUPOBaHMe aMOPHbIX
arperatoB (KpuctasinMsaumsa napabenkoB WM MUHEPa/IbHbIX BELLECTB, TaKWUX Kak
KanbLuii) B pe3y/ibTaTe 3MEHEHMIA KOCTHOM TKaHW.
B cBS3M € 3TUM Npy AMArHOCTKe OHKOOMMYecKMX 3abo1eBaHNiA KpaliHe >kenateibHoO
Hapsgy ¢ n3mepeHnem COQ3 Ha aHasmsaTopax TESTI BbINONHEHME JpYTMX aHAIN30B,
TaK Kak HopMasibHble 3HaueHnss CO3 He MCK/IOYa0T HalMuus JaHHOM NaTonorunm.
3. B Havane aHasiM3a npomucxoguT 3anporpaMmmmpoBaHHOE MepemeLlnBaHne npob c
LUenblo  [e3arpermpoBaHusl  apuTpoumToB. HeaddekTBHas fesarperaums  wm
MPUCYTCTBME MUKPOCTYCTKOB MOTYT TMOB/MATL HA KOHEYHbIN pe3ynbTar, TaK Kak
aHaIM3aTop (PAKTUYECKN N3MePSET KUHETMKY arperauum spuTpoLmTOoB.
4. Bce NpuvBefeHHbIE BbILLIE XapPaKTEPUCTUKM Bbl/IN NOTYYeHbI Ha MPOBUPKax 06 bEMOM
3 wmn (Tmnopasmep 13x75 wmwMm) ¢ K3-34TA B KayeCcTBe aHTUKoArynsHTta.
Vcnonb3oBaHme Nofo6HbIX MPOBUPOK ONTUMMU3UPYET MPOLeaypy NepemMeLIMBaHnA W,
cfefoBatesibHO, yyULLaeT BOCMPON3BOAMMOCTb Pe3y/ibTaToB.

PEKOMEHTAMMM:

(1) M. Plebani, S. De Toni, M.C.Sanzari, D. Bernard! and E. Stockreiter: “The TESTI Automated System”. American
Journal of Clinical Pathology, Vol. 110,1998

(2) M, Plebani and E. Piva: “Erythrocyte Sedimentation Rate”, American Journal of Clinical Pathology, Vol. 117,2002

(3) E. Heverin(Galway-Mayo Institute ofTechnology, Ireland): "Comparison ofthe Westergrenmethod versus the TESTI
technique for determining the Erythrocyte Sedimentation Rate”. May 2002, private communication

(4) NCCLS “Reference and Selected procedure for the Erythrocyte Sedimentation rate (ESR) Test; Approved Standard-
Fourth Edition”. Vol. 20 No. 27

(5) Sox HC, Liang MH: “The Erythrocyte Sedimentation Rate”, Annals of Internal Medicine 1986; 105:515-523.

(6) NCCN (National Comprehensive Cancer Network) Clinical Practice Guidelines in Oncology “Multiple Myeloma”
(v.1.2007)

(7) Ajubi et al.: “Determination of the length of sedimentation reaction in blood using the TEST 1 system; comparison
with the Sedimatic 100 method, turbidimetric fibrinogen levels, and the influence o fM-proteins”, Clin Chem Lab Med
2006:44 (7); 904-906

(8) Mercurio S. etal.:*“Confronto tradue metodi per la determinazione della VES inpazienti conmieloma”, 37" Congresso
Nazionale SIBioC, 11-14 ottobre 2005 Roma
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MPABWJTA BE3OINMACHOCTW AJ1d KOPPEKTHOIO NCIMOJIb3OBAHNA AHAJTM3SATOPA

Heobxoammo cobntogaTh cnegytowme npaBuia TEXHUKKN 6e30MacHOCTU: Kak [0, TakK 1 B npoLecce
paboTbl 1 BO BPEMSI TEXHUYECKOT0 06CNY)X1BaHMSA

WARNING O6palLieHne ¢ PyKOBOACTBOM MO 3KCMJiyarauum
PyKOBOACTBO MO 3KCMyaTalmmn npefHasHaueHo 415 Ballein 6e3onacHoOCTH n
[aeT BaXXHble MHCTPYKL MU N0 06paLLeHMIO C ONMCAHHO CUCTEMONA.
. MpouTuTe BCe MHCTPYKLUMN!
. XpaHuTe NHCTPYKLMN PAJOM C aHa/IM3aTOPOoM.
. VIHCTPYKLMW O/MKHBI 6bITb JOCTYMHbLI M0Nb30BATE/O B 11060€ Bpems.

Cuctema TEST1 cnpoeKTupoBaHa M M3roToBfieHa B COOTBETCTBMM C TpeboBaHUSAMMK 6e30MacHOCTU s
3MIEKTPOHHBIX M MeAVULUHCKUX CUCTEM. ECnn COOTBETCTBYIOLLME OpraHbl COO6LLAI0T 0 HOBbIX Mpasuiax,
KacatoLLMXCA YCTaHOBKW UMW aKer/lyaTaumm npnbopa, To OTBETCTBEHHOCTD 3a C1ef0BaHME UM NIEXAUT Ha
nonb3osarenie. [pov3BoAWTENb  CAeNan BCE  BO3MOXHOe, 4TOObl rapaHTVpoBaTb Ge3onacHoe
(DYHKUMOHMPOBaHME 060py0BaHMS, KaK 3/IEKTPUYECKOE, TaK U MexaHWyeckoe. CUCTEMbI TeCTUPYHOTCA
MPON3BOAUTE/IEM W NOCTaB/IAOTCA B YC/10BUAX, 06ecrevmBaroLLmx 6e30MacHy0 U HaieXKHYIo paboTy.

OBWMWME MPABWJTA BESOIMACHOCTIW

WARNING Heco6ntogeHune npasun 6e3onacHoCTr
HecobntogeHne npasmi 6e30nacHOCTU MOXKET MPUBECTU K CEPbE3HbIM
TpaBMamM 1 MaTepuanbHOMY YLiepoy.
*  CrnegyiniTe BCeM MpefynpeXxgeHnsaMm, KOTOpble COAePXATca B 3TOM
PYKOBOACTBE.
. CnepyiiTe BCeM NpedynpeXxXaeHnsIM, KOTOPble yKasaHbl Ha aHaIn3aTope.
. Ecnn aHanM3aTop HaxoauTCs B MOMELLEHMW C HU3KOWA TemMnepaTypoi, crefyeT
nojoXaatb He MeHee 30 MWHYT, MpeXpae YeM BK/OYaTb NPMGOpP B MepBblii pas,
YTOObI M36EXaTb BO3MOXHbIX MOBPEXAEHNIA 13-3a POCbI BHYTPW aHaM3aTopa.

Vicnonb3yiiTe yCTPOCTBO TObKO MO Ha3HaYeHMHo!
1A10PK/1k1M™ | HenpasunbHoe uCMonb3oBaHWe Mpubopa, HECOB/IOAEHNEe  CreLupuKaLii
YT\ YO | nponsBoguTensi, MOXKET NPMBECTU K HaPYLLEHWIO 3aLLMTbI 1 NOBPEXAEHNIO KaK
onepaTopa, TaK W/WAM WHCTPYMEHTa, a TaKXe MOXeT TMpuBecTn K
HenpaBW/ibHbIM pe3y/ibTaTam, MOBPEXAEHMIO CUCTEMbI U TPaBMe.

. Pa6oTa u TexHW4YecKoe O06CNY)XMBaHUE CUCTEMbl AO/DKHbI BbINO/HATHCS
TOMbKO 00YYEHHbBIM U YMO/THOMOYEHHbIM MEPCOHAIOM.
. Mepeg HauaoM 3KCryaTaum CUCTEMbI PYKOBOZCTBO M0 3KCM/lyaTauumn JoIKHO
ObITb NPOYUTAHO W NOHATO.
. Mpunbop foMmKeH NCMONb30BaTLCA TOMbKO B COOTBETCTBMM C €ro NpearosiaraeMbIim
HasHaueHvieMm.
* Tpnbop npegHasHaveH TOMbKO /1 UCMOJIb30BaHWS BHYTPU MOMELLIEHWA.
¢ TonbKo 419 NPOeCcCMOHaNIbHOTO NPUMEHEHUS 4115 in Vitro UarHOCTUKM.
* Wcnonb3yiiTe TONbKO ONMCaHHbIE 3[eCb PacXof4Hble MaTepuasibl U aKceccyapbl.
* He ponyckaiTe nonagaHusi BHYTPb KakuX-NMbo NpefMeToB, XXWUAKOCTENW WM BELLECTB, He
TpebytoLwmxca Ans UCMoNb30BaHNA B Nprbope.
» Tpou3BoamuTeNb He HeCeT OTBETCTBEHHOCTY 3a J1H06ble YObITKW, B TOM YUC/IE OT TPETLUX JINL,
BbI3BaHHbIE HEMpPaBW/IbHbIM 3KCrlyaTaunein WM WHCTNNSAUMEA CUCTEMbI, YCTAHOBKOM, He
COOTBETCTBYHOLLIEN CreLmbrKaLmamM Npon3BoANTENS, UCMO/b30BaHMEM NPUOopa He B 6e30MacHbIX
YCNOBUSAX, WCMO/b30BaHMEM HECOOTBETCTBYIOLLMX MaTepuasioB, MCNosb3oBaHve npubopa /s
Liefnei, OT/IMYHBIX OT YKa3aHHbIX B MHCTPYKLUMW, 3KCnyaTauus npuéopa HeaBTOPU30BaHHbIM WK
Kak1M-11M60 06pa3om He yNosIHOMOYEHHbIM Ha MCMOo/b30BaHWe MHCTPYMEHTA WK B Crlyyae ecniu
npoueaypa caHUTapHoi 06paboTKK (MpY HE06XOANMOCTI) He BYAET BbINO/IHATLCS.
*  AHann3aTop He npegHa3sHayeH Ans UCMO/b30BaHUA NOABMM C OrPaHUYEHHBLIMU HN3UYECKMN,
YMCTBEHHbIMU W CEHCOPHbIMW  CMOCOOGHOCTAMU  WIN  HeAoCTaTKOM OfbiTa W 3HaHWi, 3a
WCK/TIOYEHMEM CNy4vaeB MpeABapliTesibHOro 06yyeHVs paboTe Ha aHa/IM3aTOpe Yesl0BEKOM,
OTBETCTBEHHbIM 33 1X 6€30MacHOCTb.
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NOTE B C/TYYAE YCTAHOBKW HA NMPUBOPE HEOPUTMHAMBHOIO MPOIMPAMMHOITO

OBECIMNEYEHNA, MOXET MNPUBECTW K HEMOMPABVMbIM MOCNEACTBUAM U

HEUCMPAHOCTAM AN nPuMsOPA  WFWM  HEHAZLEXHbIM  PE3Y/IbTATAM  AHAJIN3OB;

JOMNONMHNTENBHAA YCTAHOBKA HECAHKUVMOHNPOBAHHOIO NMPOrPAMMHOIO OBECIEYEHNA
AHHYJINPYET FTAPAHTUIO NHCTPYMEHTA.

OMNMEPATUBHAA BE3OINACHOCTb

WARNING Mo6uNbHbIV TenedoH
E He ncnonb3yiTe MOGUbHBIN TenedoH psaoM ¢ paboTaroLein cucTemoii. BoaMoXKHO

B/IMSIHME Ha NPaBU/IbHOE (PYHKLMOHMPOBAHWE CUCTEMBI.

Vcnonb3oBaHme npubopa B paboTe

WARNING . Mpy NepPBOM eXKeiHEBHOM BK/OUEHMN MOAOXKANTE 3 MUHYTbI (BPeMsi BbIXofa

Ha pexum), npexiae 4YeM HauuMHaTb LUWMKI aHa/imsa, 4Tobbl  06ecreunTb
TepmocTabumsaumio.
. Mpubop MCMoMb3yeT TEXHOMOTUKD, KOTopas MO3BOMSET  MPOM3BOAUTL

nsmepeHne COD npu cTabunmsnpoBaHHo Temnepatype 37°C (£ 0,5RC).

* [Nepef Haya/sloM HOBOWM CECCUM WHCTPYMEHT pacrevaTaeT KOHTPO/bHbIA YeK-NCT,
KOTOpbIi SiBNSieTC 06513aTe/IbHbIM /151 MPOBEPKU TEXHUYECKOr0 COCTOSHUS Mprbopa,
YTO BCE MapaMeTpPbl B KOHTPO/IbHOM CMIMCKe COOTBETCTBYHOT OXXUAAHWSAM, B MPOTMBHOM
cydae obpaTUTeCb B TEXHUYECKYHO CTYXOY.

e TonbKo g1a MpoecCUOHANIBHOIO MPUMEHEHNS A1 in Vitro gMarHocTUKK. 3HaHue
aHIINIACKOI0 SA3blKa TPebyeTcs B TEX CTPaHax, MAe He roBOPSAT HU Ha UT&/TbSIHCKOM, HU
Ha (PpaHUy3CKOM, HM Ha MCMAHCKOM, HM Ha HEMELKOM.

* [lepen HavasioM M3MepPEHUI NPOBEPbTe YPOBEHb pe3epByapa ¢ 0Txofamun. OuncTuTe
WM 3aMEHUTE ero. ec/iM OH 3anofiHeH [0 YPOBHS 6e30MacHOCTU; ANA yAasieHns
COAEPXXMMOr0 pe3epByapa [ OTXOAOB, C/leAyiiTe CTaHAAPTHbIM  MpaBuiam
6e30MacHOCTU, MPUMEHSIEMbIM B 1a60paTopun.

¢ BbinonHute cooteetcTByOWy0 “TIPOUEAYPY TMPOMbBIBK™ ons KayeCTBEHHONO
06Cy>KVBaHMSA Mprbopa.

e BaxH0: BO M3beXaHMe 3aKynopKM KanunispoB yvacTvuamm pesviHbl peKOVEHzye TCH
NpoKa/bIBaTb KPbILKV NPOOMPOK 4/ MPOMbIBKY He 60/1ee ABYX pas.

e He pgonyckaiiTe nonagaHunsi Kakux-inbo MNpPeaMEeTOB, XXWAKOCTEA WM BELLECTB, He
TPebyHoLMXCSA AN UCMOSb30BaHUS B nNpubope.

* Y6eauTecb, YTO B NPOBUPKE COAePKUTCA He MeHee 800 MK/ KpPOBW, UTO KPOBb HE
remMo/sIM31poBaHa 1 He KoarynmposaHa. /cnosb3yiiTe MCKIUNTEbHO 06pasLibl KPoBY,
oTobpaHHble B aHTUKoarynsHTe K23ATA vim K334TA.

*  Kcnonb3yliTe nNpeanoyvTMUTeIbHO NPOGMPKN EMKOCTHIO 3 M/, MPOBEPss, YTO 06bEM
obpasua He Ao/mkeH npeBblwatb 50-60% oOT 06wero o6bema MNPOOMPKM, YTOObI
ONTUMM3NPOBaTL FOMOFEHM3AaLUMI0 KPOBU W1, C/efoBaTe/lbHO, BOCMPOM3BOAUMOCTb
pe3ynbTaToB. PEKOMEHyeMbIi HOMUHA/TbHBI 06bEM NPO6UPKK 2-4 M.

e [lpnbop npegnaraeT Tpu CKOPOCTU nepemelumBaHus (60 06/MuH, 32 06/MWH, 24
06/MVH), Bpema aHaM3a AN KaKgoro ob6pasua coctaBnseT 20  CeKyHA.
MepemeluBaHme 06pasLOB OCYLLECTBASETCA MO/HbIM BpaLLeHVMEM MPOOUMPOK U ee
nepeBopaYvMBaHiemM BBEPX AHOM.

» [lepemeluvBaHve 06pasL0B NMPON3BOAMTCA B Hadasle aHa/M3a C Lie/blo fe3arperaumm
3puTPOLMTOB. Bo3MOXHas Heah(heKTVMBHAA Aesarperaumsi MOXET MOB/MATb Ha
pesynbTaThbl, KOTOpble faeT npubop, cUCTeMa WM3MEPEHUss KOTOPOro OCHOBaHa Ha
N3MEPEHNM KUHETUKM arperaumm spuTpoLuUTOB.

* YT06bI 06ecneunTb Hag/exallee nepemMeLLMBaHMe 00pasLoB, HacTpolrTe NpuMbop Ha
cpefHen ckopocTu (32 06/MVH).

e BblleyKa3aHHble XapaKTePUCTUKM MOTYT ObITb 3aMefA/ieHbl B C/lyvae MOAKIKYEHMSA K
XOCTY C OTBETOM 60/1ee 1CceKyHfpl.

* Wcnonb3oBaHWe NPOBUPOK C  pasHbIMW  06beMaMuM  MOXET  MOB/UATb  Ha
BOCNPON3BOAUMOCTb Npubopa.

* B cnydae, ecnn nosb3oBateslb UCMO/b3YeT COOPHble MPOOMPKM C EMKOCTLIO 4 M,
MOXHO MOJSTyYUTb XOPOLLYIO KOPPENALMIO C METOLOM, MUCMO/b3yeMbIM B labopaTopuu,
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BbIMYHAH cnegytoLme peKoMeHgaumn:
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Bepc.l.2~25.0i.2021

1 HacTpoiiTe KoaphuUMeHT ycuneHWs Mpuéopa BO BPeEMS KOPPEsaUUM C
3Ta/IOHHBbIM METOZ0M NlabopaTopun.
2 YBenu4eHne BPeMEHW MepeMeLLMBaHUA (3TO MOXHO MOMYYUTb C MOMOLLbIO

BHeLLHero Mukcepa nepef aHammsaoM CO3  wiun/v yBeIMYeHUs  BPEMEHU
nepemeLLnBaHus aHaamsaTopom COJI).

3. BO3MOXHO CHaYana swenontuts OOLLMA aHa/IM3 KPOBW, a 3aTeM BbIMO/HNUTb
aHanu3 COQ.

BbINonHWTe aHa/n3 B TeYeHWe 2-4 4acoB Moc/e B3SATUA KPOBU U3 BeHbI, IN60 XpaHuTe
obpa3supbl B XOM0AWIbHMKE MPU TemnepaType H +8RC mMakcumym 24 yvaca. Ecnm
o6pasubl XpaHUIUCh B XONOAUIbHUKE NpW TeMnepaTtype + 4 +8®C, To UX HEOOX0AMMO
BbliepXkaTb NPU KOMHATHON TemnepaType 0kosio 30 MUHYT A0 BbINO/IHEHNS aHa/In3a.
B cny4yae 1Mcnonb3oBaHWA NeguaTpUYecKNX 06pasLioB MHUMa/TbHBIV PEKOMEHAYEMbIV
06bem cocTasnseT 500 MK,

MOoXHO uncnosb3oBaTb NpPobupkn «BO Microtainer MAP®» HanpsmMylo (Takke B
coYeTaHuM ¢ ApyrMun npobrpkamm 13x75) Ha Bcex mogenax TEST | (THL, BCL, SDL,
MDL, YDL) 6e3 wncnonb3oBaHUs agantepa (41si 3TOr0 Heo6XxoAuMMo MpPOBEpUTb
NO3LIMOHNPOBaHNE U PeryMpoBKY Urfbl, Npu o6bemax MeHee 500 MK).

B cnyyae wcnonb3oBaHWA 06pasua, B3ATOMO0 Yy MAauUWMEHTOB, C OHKOMOTMYECKON
natosiorveit, Mbl oTMedaeM, 4To pe3ynbTaT COJ 3TMx 06pasLoB MOXET ObiTb B
HeKOTOpbIX cryyasix HE [OCTOBEpHbIM, KakK yKa3aHO B pasfefie «OrpaHuyeHUst
MeToax.

JlaTeKCHble KOHTPO/N (UK KanmubpaTopbl) Moc/ie W3B/eYeHUS U3 XOSOAUNbHUKA
(XpaHnUTb B X0/104NNbHUKe MpyY +4-+8 ®C nocne nepsBoro UCro/ib3oBaHUA) LO/KHBbI
ocTaBaTbCsA NPU KOMHATHOM TeMnepaTtype He MeHee 30 MUHYT nepes Ucrnosib3oBaHMEM.
MMocne wnCnonb3oBaHWA NaTeKCHble KOHTPOAM (MW Kaimbpatopbl) AO/MKHbI ObITb
BO3BpALLEHbI B XO/I0AUIBHUK B TeYEHME MaKCUMyM 14aca nocsie Mx MUCrosb30BaHus.
He nponusaiite >XMAKOCTU U He KNaguTe HUYEro BHYTpY TepMocTaTa. B aTom cryvae
HeMea/IeHHO BbIK/IOUMTE NPUOB0OP 1 BbI30BUTE TeXHMYECKYIO Cyxby. He mbiTaiitech
YA UTb KaKoW-Mb0o 06beKT, faxe ecnin OH OTHET/IMBO BUAEH, KOr4a Npubop BKIOYEH.
B cnyuae noBpexaeHWs NpobupoK BHYTpW Mpubopa, 0653aTeslbHO 06paTUTECH B
TeXHUYECKYHO Cy>XOy.

3BYKOBOW CUrHa/ aKTUBMPYETCS, KOrja ABepb ANS1 3arpy3ku LUTaTMBOB OCTaeTCs
OTKpPbITO. 3aKpoiTe ABepb, 4TOObl CMCTEMA CMOFMa MPOAO/DKUTL BbIMOMHEHME
aHamsa.

MEXAHNYECKAA BE3OIMNMACHOCTb
I OnacHOCTb  MOPa&XXEHWA  3/IEKTPUYECKMM  TOKOM  WAW  MeXaHM4ecKoe
WAKW IiNo | noBpexaeHue ¢ TMOMOLWbIO OTCYTCTBYHOLWNX WAM OTKPbITbIX 3aLUTHbIX
KPbILLEK.
Bo u3bexaHne cepbe3HbIX MOBPEXAEHWUI C NeTa/bHbIMMA MOC/EACTBUSAMW  13-3a
NOPadKeHWNS 3NIEKTPUYECKM TOKOM WIN TPaBM OT CUCTeMbI (Hanpumep, yLm6, nopes 1
T. 4.) 3aWUTHbIE KPbILLKM He JO/MKHbI OTKPbIBATLCA WM YAanATbLCA MOoMb30BaTesIeM Mo
Kakol-imbo npuyMHe; TOMIbKO aBTOPW30BAHHbIE WHXXEHEPbl MO  TEXHUYECKOMY
06CNY>XMBAHUIO WM UHXXEHEPbI MPOU3BOACTBA MOTYT CHMMATb 3aLUMTHbIE KPbILLKU.

e He cHumaliTe 3alMTHbIE ABEPU W AATHUKM 3aKPbITUS ABEPENA.

e BHyTpeHHSIA KapeTKa MepeMeLLaeTcs MO  HanpaBAstoLel  CKOMbXEHWS, KOTopas  SIB/SIETCS
«aBTOMATNYECKM CMa3biBatOLLel» HanpaBSIOLLE, NO3TOMY HET HeobX0oAUMOCTWM CMasbiBaTb WM
[06aBNATb KakKoe-Mbo Macso U cMaskKy BAO/b PenbCoB HAMNPaB/IAOLWLMX KapeTKN.

e Bbikouute npubop, OTCOEAMHUTE Kabenb MUTaHWA OT CeTW, YTOObl MCK/OUUTHL MOBTOPHOIO
nepesanycka npuoopa.

e [ina Baweii 6e30nacHOCTU, eCNN Kakas-nMbo fetasb Oblia MOBPEXAEHAa, MOMPOCUTE HeMELIEHHYIO
3aMeHy OpUrMHa/IbHLIMM 3anacHbIMM YacTAMKW, 0COGEHHO A/1A YacTel, NOAK/IHUYEHHbIX K CETU (LUHYP
NUTaHWs, fepXKaTeslb NPefoXpaHNTENs U CETEBON BbIK/IOYaTE b...)

e OueHb BaXXHO NPOBEPUTL BbICOTY MPOBUPOK, NOTOMY YTO:

- TEST1BCL, SDL, YDL, MDL He MOryT 1Ucno/b30BaTb NPO6UPKM C BbICOTOM 60/1ee 83MM (BK/HOUast
KPbILLIKY).

- TEST1 THL: MoxeT 1cnosib3oBaTb NPOOMPKM BbICOTOM 40 95 MM (BK/IHOUash KPbILWKY), HO paboTaeT
TOMbKO co wratneom Alifax Ha 15 nosuunin (kog8r95500).
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Bo wu3bexxaHvie BO3MOXHbIX OLUMGOK MpW Mepefade 3anpoca W/wnv nepefauv maeHTUMKaTopa
naLMeHTa Ha IM1aBHbIN KOMIMbIOTEP PEKOMEHAYETCS MCMO/b30BaTh KOAVMPOBKY LUTPUX-KOAQ, KOTopas
BKJ/TOYAET OMUMI0 «KOHTPO/IbHAsA Lchpa» B CBOEM MPOTOKOSIE.

Vicnonb3yiiTe TONbKO OPUrMHa/IbHBIE 3aMacHble YacTy, NOCTaB/ISiEMbIe U3FOTOBUTESEM.

Vicronb3yiiTe neprdepuliHbie yCTPOACTBa, PEKOMEHA0BAHHbIE MPOU3BOAUTENEM

WARNING  TexHuueckoe 06CnyXXnBaHue [0MKHO BbINO/HATLCS TONbKO¥
KBa/IMPULUMPOBAHHBIMWN  TEXHUYECKUMMN  UHXEeHepaMmu, YNONHOMOYEHHbIMM
N3roTOBUTENEM
. |/|CI'IOI'Ib3yI7ITe TOJIbKO OopUrMHasibHbIE 3arnacHble 4acTtu, nocTtaB/1IAEMbIE
N3roTOBUATENEM.

* icnonb3yiiTe NnepuepuiiHbie YyCTPONCTBA, PEKOMEHAOBAHHbIE MPON3BOANTENEM.

* Y6eanTecb, YTO HUKTO He paboTaeT € NPUOOPOM, YTO BCE KPbIWKMA OblUn
NPUKPErN/IeHbl M 3aKpbITbl A0 TOrO, KaK Bbl CHOBa MOAK/IOUMTE CUCTEMY K
3N1EeKTPOCETN.

* BbINOHANTE TEXHUYECKOE 06CNYXKMBaHME C 0C060/ 0CTOPOXHOCTbHO.

* BbINO/HAVTE TO/IbKO Te paboTbl MO 06CY>XMBaHUK, KOTOPbIE OMMCaHbl B 3TOM
PYKOBOZCTBE.

* [Mprbop AOMKEH NPOBEPATLCA W 06CAYXMBATLCA Yepe3 Kaxable 30 000 aHanm30B.

SNNEKTPNYECKAA BE3OINACHOCTb
OnacHoCTb 3/1eKTpryecTBa / noxapa!
DANGER  Heco6niogeHve mpasiun v nonokeHUi MOXET MPUBECTU K CEpbe3HON TpaBMe co
CMEPTE/bHBIM UCXOL0M M MaTepuasibHbIM YLLEP6OM.
HeobxoamMmo co6/ogaTh HaUMOHaNbHbIE MpaBWia M MpPaBoBble HOPMbI A/
6€30MacHOro 3NeKTPUUECKOr0 (DYHKLIVOHUPOBAHUS CUCTEMBI.

Bo BpemMs yCTaHOBKWU:

* W36erainTe HenpaBW/IbHOMO MOLK/IHOYEHMS CUCTEMBI Y NEPUEPUIHBIX YCTPONCTB K CETU, 3TO MOXET
MPUBECTU K CePbe3HbIM TPaBMam CO CMEPTE/IbHBIM MCXOA0M Y MaTepuasibHbIM yLLep6oM (Hanpumep,
noX<apom).

* Micnonb3yiTe TOMbKO COEAUHUTENbHbIE U YA/IMHUTESIbHBbIE Kabenn € 3awyTHLIM MPOBOAHUKOM U
[0CTaTOYHON eMKOCTbHO (MPOM3BOAUTENIBHOCTb, MOLLHOCTL) /1 MOAK/IOYEHNA CUCTEMbI U
nepugepuiiHbIX YCTPOACTB K 3/1EKTPOCETN.

* Hukorga He npepblBaliTe KOHTAKT 3a3eMJIEHMS.

* Heobxogumo obecneunTb 3a3eMsIeHVIe CUCTEMbI U ee NMepUtepUAHbIX YCTPOCTB C TEM XKe 3aLLUTHBbIM
3a3eM/IAOLLMM MOTEHUMAIOM M MOAK/IOUNTD €e K PO3ETKE C 3aLLUMTHBLIM 3a3eM/ISHOLLIMM TEPMUHAIOM
[0 ee UCMO/b30BaHus.

* He gonyckaeTca NCNoib30BaHNe MHOXXECTBEHHOIO MOLK/THOHEHMS!

*  Kicnonbayiite MBI ¢ MoLHOCTBIO He MeHee 1500 BA.

» ToBpexfeHHble COeANHUTENbHbIE Kabenn MOryT NMPUBECTU K Cepbe3HbIM TpaBMaM CO CMepPTe/IbHbIM
ncxofom. MoBpexaeHHbIe CoefUHNTESNIbHbIE Kabenn He06X0AMMO HeMeJ/IEHHO 3aMeHNTL!

* Henb3Aa cTaBUTb NOCTOPOHHME NPeAMETbI Ha Kabeslb NUTaHWs.

o CoefMHUTeNbHbIE Kabenn JO/MKHbI ObITb MPOSIOXKeHbI TakK, YTOObl OHW He MOM/M ObITb CXKaTbl WK
NOBPEX/EHDI.

* CoeanHUTeNbHbIE Kabenm Jo/MKHbI 6bITb NPOSIOKEHbI Tak, YTOObl OHN He HaxoawIncb B AOCTYMHbIX
VN BUAUMBIX MeCTax.

e BbIkounTe nNpubop nepes MOAK/OYEHWEM BHELLUHEro MNepudepuiAHOro yCTpOMCTBa, Hanpumep,
BHELLIHET0 CUMTbIBATENS LUTPUX-KOAA, Kabenei npuHTepa u/wnm nocregoBate/ibHbIX Kabenein RS232.

OnacHOCTb 13-3a HEMpPaBU/IbHOIO MecTa YCTaHOBKM
HenpaBuibHOe MeCTO YCTAHOBKW CUCTEMbI MOXET MPUBECTU K HECUACTHBLIM C/lydasiv
C Cepbe3HbIMM TPaBMamy C feTa/lbHbIMU MOC/EACTBUAMM, NOXKapPY WIN CePbE3HbIM
NOBPEXAEHNAM CUCTEMbI, MOCKO/IbKY CUCTEMA HE MOXET ObITb OTK/IOUeHa Wn
OT/eNeHa oT CeTu.
Y6eanTecb, UTO Ha MecTe YCTAHOBKMW MNpubopa LUHYP MUTaHUS U CeTEBOM BbIK/OYATENb /IEFKO
BOCTYMHbI.
Mpnbop [o/MKeH ObITb YCTAHOB/IEH Ha CyXOi MOBEPXHOCTM, 3ALUMLLEHHON OT CO/THEYHOrO CBETA,
YTOBbI COMIHEYHbIE Sly4n He Monajasn B AaTYMK [BEPW, KOrda ABepb OTKPbITA, YTO MOXET CO3AaTb
He3anlaHNpoBaHHbIe AENCTBMS.
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Bepc-1.2-25.03.2021
Mpon3BoANTE/b HE HECET HMKAKO OTBETCTBEHHOCTM 33 BO3MOXHbIN YLLEP6 MOASM UM BELLIAM 13-
3a HeMpaBW/bHOV YCTAHOBKYM M HECOB/TH0IEHNS TPe6oBaHMiA NPOM3BOANTENS.

DANGER  ©OnacHOCTb 3N1eKTpuyecTBa / noxapa!

MoxanyicTa, BO Bpems 00bI4HOW paboThl:

e He ponyckalite nonagaHWsi BHYTPb KaKMX-MO0 MNPeAMETOB, XXWUAKOCTEW Wn
BELLECTB, He TPebyeMbIX NS UCMOMb30BaHMS Npubopa.

e He BblIWBaliTe XUAKOCTU U He KIaguTe HUYEro BHYTpW TepmocTaTa. B aTom
cnyyae HeMe[/IEHHO BbIKMOUMTE MPUBOP 1 BbI30BUTE TEXHUUECKYIO CYXXKOY. He
NbITafTeCh YAIMTb KaKoN-NMbo 06bEKT, faXe eCv OH BUAEH, KOrja yCTPOCTBO
BK/IHOYEHO.

OnacHoCTb 3neKTpuyecTBa / noxapa!

Bo Bpems 06CNyXnBaHUSA / TEXHUYECKOTO 06CNYXXMBaHUS 0053aTeNbHO:

* HeMeaneHHO OTAeNnMTe HeucrpaBHbIA Mpubop OT CceTu, eciu  6GesonacHoe
MCMO/b30BaHWe G0/bLLIE HEBO3MOXHO.

* 3adMKCMpyinTe HEMCNPaBHbIA NPUO0P OT MOBTOPHOIO MOAKJ/HOHEHMS.

» CenaiiTe NOMeTKY Ha Nprbope, YTO OH HeMCnpaseH.

DANGER

O6pallgeHue ¢ baTapeeit
WARNING  MpoaykT MoxeT cofepkaTb BHYTPEHHUI AUOKCUL STV MapraHua, NATUOKMCH

BaHagMsl WM LLEMOYHYO0 6aTaperd WM akKyMynsiTopHyto 6aTapeto. CyluecTByeT
OMacHOCTb BOCM/IAMEHEHUSI M OXKOFOB, €CIM  aKKyMynsiTopHas 6atapes He
06pabaTblBaeTCs JO/MKHbIM 06pa3oM.
YT06bl YMEHBLUNTL PUCK MOJTYHEHNS TPABMbI:

He nbITaliTech Nepe3apsanTb akKyMyISTop.

He noggepraite BO3AeACTBMIO TemMmepaTypbl Bblille 60°C

He pasbupaiite, He pasaaBnunBaliTe, He MPOKa/bIBaliTe, He 3aMblKaliTe BHELLHME KOHTaKTbl WK

He 6pocaiTe UX B OFOHb WW Bogy.

OnacHocTb B3pblBa, ecnv 6GaTapess 3aMeHeHa HeMnpaBWIbHbIM - TUMOM.  YTWUAU3MPYIiTe

MCNO/b30BaHHbIe 6aTapen B COOTBETCTBUM C MHCTPYKLUMSMM.

3ameHsliTe TOMbKO 3anacHbIMM YacTAMM, NpefHa3HaYeHHbIMW 411 JAHHOTO U3AENUSI.

NOTE BpemeHHOe 13fyyeHve 1 CONPOTKBIIEHNE NOMEXaM

Mprbop coo0TBETCTBYET TPEGOBaHUSM, OnucaHHbIM B cTaHgapTe IEC 61326 n IEC61326-2 no BpeMeHHOMY
W3/TYYEHUIO 1 MOMEXOYCTOMUYNBOCTN.

aT0T I'Ipl/l60p MOXXET BbI3BaTb pagnornoMexn B ObITOBbIX YyCNnoBusAXx. B atom Clydae MOXET
I'IOTpGﬁOBaTbCFI MNPUHATb MEPbI ANA YCTPaHEHNA TaKuX rMoMex.

Mepes ycTaHOBKOM 1 aKcnyaTaumeid npmbopa HeO6X0AMMO OLEHUTL 3/IEKTPOMAar HUTHYHO CPeay.

He wcnonb3yitTe npubop B6AM3M WCTOYHMKOB C YPEe3MEPHBLIM 3/1EKTPOMArHUTHLIM  U31y4eHNEM
(HanpumMep, HesKpaHMPOBaHHbIE, CreumManbHO — YNpaBiseMble  BbICOKOYACTOTHbIE  UCTOUHWKM),
NMOCKO/IbKY OHW MOTYT MoMeLLaThb NpaBubHON paboTe nprbopa.

W3beraiiTe, ecniv BO3MOXHO, MOAK/OYEHMSA K CETU Yepes afanTepbl LUTENCe/IbHOM BANKN U BblbupaliTe
3NEKTPUYECKYIO PO3ETKY BAAM OT KaKUX-IM60 CUMbHBIX MMMY/bCHBIX HAMPSPKEHWA, 06bIYHO
reHepypyeMbIX U3 LLEHTPUYT, XONOAWIbHUKOB, NMN{TOB U rpy30BbIX IMPTOB.

W3beraiiTe ncnosb3oBaHNs npubopa B6AM3M 3/1EKTPOMarHUTHBIX UCTOUHMKOB, TaKMX Kak, HanpuMep,
COTOBbIe Te/Ie(hOHbI, pagnonepeaatoLLMe YCTPOMCTBA M aHa/TOTUYHBIE.

[aHHoe 06opyaoBaHMe CNpPoeKTMpoBaHO U mcnbiTaHo B CISPR 11 knacca A - rpynna 1 knacc A
cornacHo FOCT P M3K 61326-2-6-2014 n TOCT P 51318.11-2006. B 6bITOBbIX YCNOBUSAX 3TO MOXET
BbI3BaTb PafVNONoOMeXU, U B 3TOM C/lyyae BaM MOXET MOTPe6oBaTbCA MPUHATL Mepbl 419 CMSArYeHNs
nomex.
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Bepc.l 2-2.111.121121

BVOTOIMMYECKAA BE3OIMNACHOCTb

Puck 3apaxkeHus!

DANGER NHCTPYMEHT MOXET NOABEPraThbCs KOHTAKTY C NMOTEHLMabHO UH(PEKLMOHHBIMM
maTepuanamu, No3ToMy CMCTEMa [0/HKHA pacCcMaTprBaThCs Kak NMOTEHLMANbHO
MHQUUMPOBAHHAs, B CBA3M C 4YeM HeobX0oAMMO TNPUHATL BCE  Mepbl
NPeAOCTOPOXHOCTA W NpeaynpexaeHus, Heo6XoAuMble ANS NpefoTBpaLleHus

KOHTakTa (00s3aTeNlbHO WCNOMb30BaHWE MNEpPYaTOK W OYKOB BO BPEMS
MaHUNynaumM ¢ Npobupkoid) B COOTBETCTBMM  C  HALMOHA/IbHbIM
3aKOHOaTe/Ib,CTBOM.
HenpaBunbHOe obpallleHne ¢ UHPMLMPOBAHHBLIMI YaCTSMM MOXKET BbI3BaTb pasfpaXeHne KOXu,
60Ne3HM 1, BO3MOXHO, CMEpPTb.
e  icnonb3yiTe COOTBETCTBYHOLLME MepyaTKu!
e Mcnonb3yiiTe 3aWUTHBIN NabopaTopHbIi xanar!
e 136erainTe KOHTaKTa MeX/y KOXeA/CNn3ncTo 060/104KO0M 1 06pasLaMm/UCcibITyeMbIMU peareHTamm
WK YacTaMM npubopa.
e Yuctute, Ae3nHDULMPYITE W Ae3aKTUBUPYIiTE NPUGOP HEMEASIEHHO, ECAIN NMPOAMIICS MOTEHUMANBHO
VNH(EKLUMOHHBIA MaTepuar.
* He ncnonb3yiiTe cioMaHHbIe UM NOBPEXAEHHbIE NPOBUPKN.
« CobniogaiiTe MHCTPYKLUMM B BKAAbILLAX YNAKOBKM /18 MPaBWU/IbHONO MCMO0/b30BaHKs peareHToB.

OTX0fbl M 0AHOPA30BbIe NPOGYPKM
DANGER . CO6I'IIO,£I|al\/’ITe MECTHblE W1 HaUWOHa/IbHbIE TO/I0XKEHNA, 3aKOHOAATE/IbCTBO WU

nabopaTopHble npaBusa.
» CobniofaiTe 3akoHofaTeNlbHble MOMOXKEHUS MO 06pALLEHMI0 ¢ UHMEKLNOHHBIMM
MaTepuaiamu.

* YTUAN3MPYINTE WUCMOMb30BaHHbIE MPOOGUPKU B COOTBETCTBUM C CTaHAAPTHbIMU
npouegypamn  6e30MacHoOCTW, MPUMEHSIEMbIMM B fabopatopun  (CM.  pasgaen
YTunuzaums).

DANGER O6cnyxnBaHue
Bo Bpems 06CNY>XMBaHUSA/TEXHNYECKOTO 06CNYXMBaHUS 0653aTeNbHO:

* Vicnonb3yiiTe MepyaTkyi AN 3alUTbl OT BO3MOXHOIO C/lydaliHOro KOHTaKTa ¢

WHMEKLMOHHBIMX MaTepuanaMy, HaxoAsLWVMUCS BHYTPY MHCTPYMEHTA.

* Ec/in BO BpeMsl TEXHMYECKOT0 06CYXXMBaHWUST NMPUO0pP GblT MEPEMELLIEH 13 XOM0AHOM0
MecTa, NojoXxauTe He MeHee 30 MUHYT, NPeX/e YeM BK/IKOHATb NPUG0p B MepBblii pas,
yTobbl M36EXKaTb BO3MOXHbLIX MOBPEXAEHUA U3-3a MPUCYTCTBUSA BMarm Ha
BHYTPEHHMX YacTsax npubopa.

» O6s13aTe/IbHO BbINOMHANTE CaHWTapHYO 06paboTKy (MCMOMb3yiTe MepyaTKi U
3aWMTHLIE O4YKKW) M BbINOJHUTE MNPOUeaypy ONOKMPOBKM npubopa nepeg
06CTy>XKMBaHVEM WM MEPeA OTNPaBKOA 06paTHO MPOM3BOAUTENIO.
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Bepc.l2-23M.2021

TUMblI STUKETOK BE3OMACHOCTU
cCLw X1 n
MeloTCS CefytoLLye npeynpexaatoLLine STUKETKM, HaK/eeHHbIe Ha aHa/m3aTop, U

OHW He IOMKHbI YAAIATLCA.

CAUTION - laser light when open avoid

exposure to beam
BHyMaHMe! - nasepHbIi CBET Mpw

ATTENTION - luml6re laser quand ouvert OTKpbITUX, NOCTapainTech N3bexarb

6vitez Texposltion au rayon BO3ACCTBIA TTyHen.

CLASS 1 LASER PRODUCT
J1asepHoe n3genve 1 knacca

CLASSE 1 PRODUIT LASERI

CAUTION | ATTEN”~ON | BHuMaHme! OTcoeamHUTE 3/1EKTPUYECKNI

Pour ~viter les chocs Kabeslb 1 NPe0TBPaLLIEHNS yaapa

to prevent electric shock
6lectriques d~brancher ANEKTPUHECKNM TOKOM

disconnect power cord .
le cdble d'al{mentation

BIOHAZARD B1OMOrYecKasi onacHoCTb BHUMaHMe!
pi| A
FUSE Power Selector
SMecteur d'alimentatlon
FUSIBLE IS or 230VAC
TSA 5X20mm Ifw UtAniCM* mVAC eofri

tpIMTUBA *<Cwvitam tan m a 11XAVI

MnaBknin NpegoxpaHnTeib TSA 5x20Mm DneKTpuyeckmnin nNepekstodatens 115 nnm 230 B
(ans CLUA n KaHagpbl Tonbko 115B)

CAUTIONI!
BHumaHwe! OTcoegnHNTE  3MEKTPUYECKU  Kabenb  Anist
TO PREVENT ELECTRIC SHOCK NpPeaoTBpAaLLEHNA yaapa 31EKTPUYECKMM TOKOM

DISCONNECT POWER CORD

ATTENZIONE!
BHuMaHue! OTCOeAMHUTE 3/IEKTPUYECKIIA Kabenb /1
PER PREVENRE SCARICHE NpeaoTBpaLLEHVS Yaapa SM1eKTPUYECKIM TOKOM

ELETTRICHE SCOLLEGARE
IL CAVO DI ALIMENTAZIONE
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TESTI

JAAOAICA .
Bepc..2~23.0J.20:i
ORGANI IN WOVMENTO
MOVING PARTS BHyTpu BpawaroLivecs getaiu.
L'APERTURA MANUALE

PUO'E8SERE PAMNA SOLO
A STRUMENTO 3PBITO

THE MANUAL OPENING OPERATION Py4yHOe OTKPbITUE MOXXHO BbINOJIHATL TO/ILKO Npu

CAN BE CARRYED"Xn BbIK/TIOUYEHHOM npuGope
ONLY BY THE MSTRUMENT OFF

BIOLOGICAL RISK * USE GLOVES Buonornyeckuii puck - ncnonbsyimnte
RISQUE BIOLOGIQUE - UTIUSER DES GANT nepyartku.

DANGER - nevertogch Nee upper area gf piston OnacHOCTb - HMKOrAa He npukacanTech K
during needte repiacmg BEPXHEWN YacTu Wnpurua Bo BPeMsi 3aMeHbI

DANGER ¢ ne touchez pen la parbe supdrieure UMbl.
du piston pendantle changementde raiguille
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e*ll«ve« In Jnnovtilon

Bepc.l.2-2i.01202I|
ynakoBku JOMHO6bITh 3aMKCUMPOBaHO B COOTBETCTBYIOLLEN aHKETE, BXOAALLEN B COCTaB JOKYMEHTaLUN
K aHanmsatopy (Installation and Testing Form).

PacnakoBka.

[nsa pacnakoBky TpebytoTcs ABa YesioBeka, TaK Kak Bec 1 pasMepbl Nprbopa He Mo3BONSKOT 3TO cAenartb
oAHOMY u4enoBeKy. OTKpoOWTe YMakoBKY B BepXHeli 4acTW, W3BMEKUTe CHayana KopobKy ¢
NPUHAL/IEXHOCTAMM, a 3aTeM WHCTPYMEHT, WUCMOMb3ys CreuMasibHY0 KOHCTPYKLUMIO, 06/1eryatoLLyo
n3BneyeHue. MoMeCTUTe aHaNIM3aTOP Ha Mo UM HU3KWIA CTON U CHUMMWTE C HEro 3alUTHYH HEeiNIoHOBYHO
nneHKy. 3admMKcmpyiiTe No6ble NOBPeXXAeHNst Kopryca B aHkeTe Installation and Testing Form.

Mposepka KoMnaekTauumn (KOMMIEKT NocTaBku)

1 AHasmsatop mogenb TEST1 THL - 1w

MNMpuHagneXxHocTy:

1.1. PyKOBOACTBO MO 3KCMyaTalumn Ha pyCcCKOM fA3bike - | Wwi.;

1.2. PyKOBOACTBO MO 3KCMJyaTauumn Ha 3NeKTPOHHOM HocuTene (CD-anck) - 1w, (onumoHabHo);
1.3. PyKOBOACTBO MO 3KCNJlyaTaumn Ha 3/IeKTPOHHOM HocuTese ((hrewl-kapTa) -1 . (onuuoHasibHo);
1.4. YNakoBOYHbIA NMNCT - 1wT;

15. WHcTannauuoHHas opma- 1uir,;

1.6. [eknapaums COOTBETCTBUA - 1WIT.;

1.7. CepTuthnkaT BbIXOAHOI0 KOHTPO/SA KadecTBa - 1 LWiT.;

1.8. TMopgctaBka Nog WTaTvebl - 1 WT. (ONUMOHA/IBHO);

1.9. Pe3epByap 414 0TX0408B - 1u1T;

1.10. CmapT-KapTa TEST1 Ha 1000/4000/10000/20000 TectoB - 0T 140 10 wiT.;

1.11. LratmB metannmyeckuin Alifax - 4 wr.;

1.12. BHeLUHWIA CKaHep LUTPUX-KOAOB - 1T (ONUuoHasIbHO);

1.13. Kpblwkun-agantepbl 418 npobupok Sarstedt Monovette - 1 LT. (ONUUOHANBHO);

1.14. Kabenb nuTaHusa - 1uir,;

1.15. CTapToBbIii Habop TepmobyMarn B pynioHax-1 LuT.;

1.16. MNpegoxpaHnTenu - 2 LUT.;

1.17. Pe3epByap 415 NPOMbIBKA - 1uT.

2. AHanunsartop mogens TEST1 BCL- 1wt

MNprHagneXxHoCcTun:

2.1. PyKOBOACTBO MO 3KCM/lyaTaumm Ha PyCCKOM SA3blKe- 1 LT.;

2.2. PykoB0oACTBO MO 3KCnyaTaumm Ha 3neKTpoHHOM HocuTene (CD-gnck) - 1 wr. (onuuoHansHo);
2.3. PyKOBOACTBO MO 3KCM/lyaTaumm Ha 3/1eKTPOHHOM HocuTese (dhriel-kapTa) -1 wr. (onuMoHasibHo);
2.4.  YNakoBOYHbIA ANCT - 1uim,;

2.5. WMHcTannsaumoHHasa opma- 1uit.;

2.6. [Jeknapauusa cooTBeTCTBUA - 1T,

2.7. CepTu(mMKaT BbIXOAHOr0 KOHTPO/A KavecTBa - 1LT,;

2.8. lMoacTtaBka noj WTaTvBbl - 1WT. (ONUMOHABHO);

2.9. Pesepsyap 415 0TX040B -1 LUT,;

2.10. CmapT-Kkapta TEST1 Ha 1000/4000/10000/20000 TectoB - oT 140 10 wiT;

2.11. LWraTtme Alifax gns Test 1 BCL (3eneHblid) - oT 140 4 wT.(ONUMOHABHO);

2.12. Kabenb nutaHusa- 1uir.;

2.13. CtapToBblii Habop TepMobymaru B pynoHax-1 LuT.;

2.14. MNpefoxpaHUTenun - 2 LWT.;

2.15. Pe3epByap 419 NMPOMbIBKU- 1LT.

3. AHasmsatop mogenb TESTL SDL - 1w,

MpuHagneXxHocTn:

3.1. PykoB0OACTBO MO 3KCNyaTaumm Ha PyCCKOM A3blke- | wir.;

3.2.  PyKOBOACTBO M0 3KCrlyaTaumm Ha 3/1eKTPoOHHOM HocuTesie (CD-aucek) - 1 w. (onuuoHasbHO);
3.3.  PyKoBOACTBO M0 3KCMyataumm Ha 3/1IeKTPOHHOM HocuTese (thel-kapTa) -1 . (onuyoHa1bHo);
3.4.  YNaKoBOYHbI NUCT-11UT.;

3.5.  WHcTtannauuoHHasa gopma - 1uir,;

3.6. [eknapauusa cooTBETCTBUA - 1LT;
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3.7. CepTumKaT BbIXOAHOIO KOHTPO/IA KavecTBa - 1 LT.;
3.8. ToacTtaBka noj wratvebl - 1T, (ONUMOHASIBHO);
3.9. PesepByap gns oTxogos- 1uir,;
3.10. CmapT-kapta TEST1 Ha 1000/4000/10000/20000 TecToB - OT 140 10 wr,;
3.11. LUratme Aliafax gns Testl SDL (kenTblit) - oT 140 4 wT.(ONUMOHABHO);
3.12. Kabenb nutaHusa-1wT.;
3.13. CrapToBbIit Habop TepMobyMaru B pysioHax-1 WiT.;
3.14. TpefoxpaHuTenu - 2 LWr.;
3.15. Pe3epByap A/19 NpOMbIBK/- 1U1T.

4. Axanusatop mogens TEST1 YDL - lurm,;

MpviHagneXxxHocTw:

4.1. PyKOBOZCTBO O 3KCr/lyaTaumm Ha PyCCKOM A3biKe- 1 UIT.;

4.2.  PyKOBOJACTBO M0 3KClyaTaluumn Ha 3/leKTPOHHOM HocuTene (CD-gnck) - 1 wit. (onumMoHasibHo);
4.3. PyKOBOACTBO M0 3KCr/lyaTaumy Ha 3/1eKTPOHHOM HocuTene (threll-kapTa) -1 LWT. (ONUUOHasTBLHO);
4.4,  YNakoBOYHbIA NNACT - 1uIT.;

4.5.  WHctannsaumoHHas opma - 1uir;

4.6. [eknapauusa cooTBeTCTBUA - 1UIT.;

4.7. CepTU(MKaT BbIXOLHOr0 KOHTPO/IA KavecTsa - 1 LIT.;

4.8. TloactaBKa Noj wWratvebl - 1 WT. (ONUMOHaSIbHO);

4.9. Pe3sepByap A5 0TX0A40B- 1 LuT;

4.10. CmapT-Kkapta TEST1 Ha 1000/4000/10000/20000 TectoB - oT 140 10 wr,;

4.11. LWratmB Alifax gnsa Test 1 YDL (cuHuin) oT 140 4 W, (ONUUOHASIBHO);

4.12. Kabenb nutaHus- 1 wi;

4.13. CrapToBblii Habop TepmobyMaru B py/ioHax-1 LuT.;

4.14. TpepoxpaHUTenu - 2 Wr.;

4.15. Pesepsyap 4/19 MPOMbIBKUN-1 LLIT.

5. AHanusatop mogens TEST1 MDL - 1urr,;

MpuvHagneXxHocTw:

5.1. PyKOBOACTBO MO 3KCr/lyaTaumy Ha PyCCKOM fA3bike - 1 LuT.;

5.2.  PyKoBOACTBO M0 3KCr/lyataunmn Ha s/1leKTPOHHOM HocuTesie (CD-auck) - 1w, (onumMoHanbHo);
5.3.  PykoBOACTBO M0 3Kcrlyatauumn Ha 3/1IeKTPOHHOM HocuTese ((onell-kapTa) -1 . (onumMoHasibHo);
5.4. YNakoBOYHbIA nCT - 1uIT,;

5.5.  WHcTannaumoHHan popma- lurr,;

5.6. [eknapauus cooTBeTCTBUA - 1uiT;

5.7. CepTudMKaT BbIXOAHOT0 KOHTPONSA KadecTBa - 1 LT,

5.8. TMoacTtaBka nof WTaTMBbI- 1 WT. (ONUMOHa/IbHO);

5.9. Pesepsyap 4519 0TX040B- 1 LiT;

5.10. CmapT-KapTa TEST1 Ha 1000/4000/10000/20000 TecToB - oT 140 10 wrT,;

5.11. Ka6enb nutaHma-1 um;

5.12. CTtapToBbIi Habop TepMoBGyMaru B pysioHax-1 LLT.;

5.13. TlMpepoxpaHnTenu - 2 W,

5.14. Pesepsyap 414 MPOMbIBKN-1 LLIT.

WHcTannaumsa aHanusatopa

AHanM3aTop JO/KeH ObITb MHCTa/IIMPOBaH Ha CTOse, CMNOCOGHOM BblaepXaTb ero Bec (0Koso 50 Kr),
cB060IHOE MPOCTPAHCTBO C NPaBOli CTOPOHbI YCTAHOB/IEHHOIO aHaNM3aTopa 0/HKHO ObITb A4OCTATOYHbIM
[N151 er0 BK/THOYEHNS (KHOMKa BKJIOUEHMS pacronaraeTcs B HYDKHE YacTu 3afHeil naHenm npmnoopa).
W36eraiiTe nonagaHus MPSIMOr0 COMIHEYHOrO CBETA WM Bfary Ha aHa/M3aTop, B MPOTMBHOM Cry4ae
[OCTOBEPHOCTb MO/TyYaeMbIX Pe3ynbTaToB U BPEMST XXU3HM MPU6opa MOryT BbITb CHUXKEHBI.

PaccTosiHve MeXay 3afHel naHesiblo aHanM3aTopa U CTeHOI NOMELLEHMS [O/MKHO BbITb He MeHee 10 cm
[nsi obecriedeHNs CBOGOAHOI0 NOAKOUEHNST Kabenel MUTaHUsSI 1 CETEBOI0 Kabesisi.

Mo BO3MOXHOCTWU M36eraiiTe MOAKMIOYEHMS K 3/IEKTPUYECKOA CETU C UCMONb30BaHMEM MEPEXOAHNKOB U
afanTepoB, 4711 MOAK/OYEHUS UCMONb3YTe PO3ETKY, YAaNeHHY OT WCTOYHWKOB BbICOKOBO/IbTHOIO
NUMMYNbCHOTO HanpsXeHWst (LEHTPUAYTW, XONOAUNBHUKK, NacCaXXMPCKUE 1 Fpy30Bble NGTbI).
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Mpexae Yem MOAKMOUATL Kabelb aHanM3aTopa K CeTu MepeMeHHOro TOoKa Y/A0CTOBEpPbTEChb, UTO
HarpsbKeHVe CETW COBMaJaeT CO 3HAYEHMEeM, BbIGPAHHOM C MOMOLLLIO Ce/IeKTopa Ha 3ajiHei naHenm
npuéopa (Haj BK/oUaTesiem). B COOTBETCTBUM C TEXHUUECKUMMU CMELMMKALMAMI pabovee HanpshKeHUn
B CETU [0/IKHO NIeXXaTb B AnanasoHe oT 85 40 256 B, B CBSA3M C YeM CEIEKTOP HanpshkeHWsi He TpeGyeTcs.
Mepen BK/KOUYEHMEM aHa/M3aTopa NpoBepbTe, NOAK/KUEHb! /I K HEMY pesepByapbl Afs 0TX00B U Ans
NPOMbIBKW, CBOGOAHO /N OTKPbLIBaETCSA NepeaHss ABepLa.

Mocne BbilLIEYNOMSHYTbIX MPOLIeAYP NPOBEPKM BK/OUMTE NPUGOP, YAOCTOBEPLTECH, UTO BCe MpoLeaypbl
VHULMANM3aLMN 6bIIN BbINOMHEHbI KOPPEKTHO (CM. CepBUCHYIO MHCTPYKLUMIO). JTio6ble BO3MOXHbIE
aHOMa/IMM A0/MKHbI GbITb 3aMKCMPOBaHbI B aHKETE.

BblIBOP HANMPAXEHWA W SAMEHA NPEAOXPAHWTENEH

Mepes NepBbIM BKKOUEHMEM NPUB0Pa, HEOBXOANMO YGeAUTLCS B MPABUILHOCTU YCTAHOB/IEHHOI0
MOMIOXKEHUS CEeNeKTopa HanpskeHUs (Mo YMOYaHUIO OH YCTaHOB/EH B NosoXxeHuve 230 B).

LL CenekTop HanpsbkeHUs pacrosiokeH Ha 3agHei
CTOpPOHe npubopa (CM. PUCYHOK); €c/iv 3HayeHue
CeNneKkTopa OT/IMYAeTCA OT HanpshkeHWs B CeTw,

' MOBepHWTE ero C MOMOLLbH OTBEPTKM MO 4YacoBOWA

\*“ cTpenke Ao 3HayeHust 115 B.

7

B 6/10Ke BbIK/IOYaATeNS PacroiOXKeHbI 2 NPeAoXPaHUTeNs, KOTOPbIe MOXHO SIErKO 3aMeHUTb.
[ns 3aMeHbl NpeaoxpaHnTeneli BbIMo/HWATE CrefytoLme NpoLleaypbi:

*  C NOMOLLbHO M/IOCKOW OTBEPTKM OTOMHYTb HEOGO/bLLIOM A3bIYOK, KOTOPbI

YIEePKMBaeT KOPOOKyY BHYTPW 6/10Ka rNaBHOro NepeKsItoYuaTesisi, U BbITAHYTb ee C

NMOMOLLLbIO HEBONBLLIONO NUHLETA (ECIM HEOBXOAMMO).

* ToNHOCTBIO U3BMEYL KOPOOKY.

e 3ameHnTb OBA npepoxpaHuTens (*)

e [lomecTuTe KOpobKy BHYTpb 6/10Ka
rNTaBHOrO NepeK/toyaTens.

1|
B 3aK/I04EHNN MIOTHO NMPYXMUTE KOPOBKY T
[0 3aLLEe/NKMBaHUA SA3bIuKa.
FUSE-FUSIBLE MnaBkuit NpeaoXpaHUTENb

TSA L 250V Sx20mm

n
Mpu HanpsikeHun B ceTn 230 B ncnonb3yiite 2,5 A NpeaoxpaHuTenu

Mpwn HanpsiXeHnn B ceTn 115 B ncnonbayiite 5,0 A npeaoxpaHnTenn
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Bepc.1.2- 23.03.2021
BKANKOYEHWE MPUBOPA

Yb6eanTecb, UTO NepefHsst ABepLa aHam3aTopa 3aKpbiTa, Moc/le Yero BK/IOUMTE NPUGOP HaKaTueM Ha
TyM6/1ep, pacrofioKeHHbIN Ha 3a[Heil NaHen aHanmMsaTopa.

Mocne BK/OYEHUA aHanusaTopa [0 Hayana WCCNefoBaHWn [O/MKHO MNPOATU 3 MUHYTbI
(MakcumanbHO [OMYCTMMOE BPEMsi YCTaHOB/IEHMA pabouyero pexuma), aTo TpebyeTcs ANs TOro,
4yTO6LI TEMMEpPaTypa B 06/1aCTN U3MEPUTENTbHON Kamepbl gocturna 37®C (+0.5°C).

Mocne UHMUManM3aLmmn Npueop byaeT pacrneyaTbiBaTb UHHOPMALVIO, TaKyH Kak:

3

TEST1

nk ver 2.00x £ Bepcus NO.

SNLXXX ] CepwiiHblii HOMep npubopa

DD/MM/YYYY  HH;MM [Lata v Bpems

Barcode inside :TC 1200 | BHyTpeHHuii ckaHep WwTpux-koga (IBCR)

Rack label TESTI Tun wTaTMBoB Npuéopa

R1 On R2 On R30On R4 On  Rack \ __I AKTVMBMpOBaHHbIe N03MLN POTOPa ANt 3ArPY3KM LITATHBOB
AVAILABILITY Hannuwne TecToB 415 NpoBeAeHUs aHann3a CO3 1 nHanKauus
ESR200 warning (<1000) NoporoBOro 3Ha4YeHUs (AeicTBYeT TONILKO B TOM C/ly4ae, eC/iM CyMMa JOCTYMHbIX
TEMP PHOTO. 37,0 Pa6oyas Temnepatypa.

TEMPLED 37.0

| ECM HaxaTb U3 rNaBHOTO MeH0, To 6yAeT AOCTYMNHO fABe hyHKuuM 1
Press 8 for menu (pacneyaTka onepaTMBHOIO MeH0) 1 2 (HayaTb NepemeLLBaHKe NPo6

6€e3 BbIMOHEHUNA aHan3a).

Bo Bpewmsi ycTaHOBKM, NoXanyiicTa, NpoBepbTe NPaBuIbHOCTL KOH(UIYpaLmm LUTATUBOB Ha
6ymare, 4YTOObl N36eXaTb NOBPEXAEHMSA LUNPULEBOrO MexaH3Ma nprbopa

%

MAIN MENU J1-n TMocrne 3aBepLLEHVS MH LMaNM3aLImM Nprbopa Ha akpaHe
’ 0T06Pa3UTCA HaanMch 1aBHOE MEHHO

BATPY3KA BYMATW BNPUWUHTEP

[JaHHas npouenypa fo/mkHa 6bITb NPoBejeHa HENOCPEACTBEHHO MOC/e BKIOYeHWS npubopa. Kpome Toro,
bymary (kat. Homep S1195800) MOXKHO 3arpy3uTb M B NPoOLIeCcCe aHa/In3a, NPUOCTAHOBUB ero HaxaTnem
knasuwm NMAY3A (PAUSE).

I- [ns 3arpy3ku 6ymarv Heo6X04MMO HaxkaTb NasibLEM Ha 3e/IEHYH0 KHOMKY, NOAHSATL ABEpLY NPUHTEPA,
PacrofIoXXeHHYHO Haf, KNaBUaTypoid, U 13B/eYb OCTaBLUYtocs Gymary. He HKMMaiiTe CAIMLLKOM CUSIbHO Ha
KHOMKY.

2- OTgennTb NpumMepHo 15 cm 6ymaru oT HOBOrO Py/ioHa M PacrofioKNTb PY/IOH TakUM 06pa3om, UTobbI
CBOOOAHDIA KOHEL, HAaX04UIICHA C HYKHE CTOPOHBI.
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3- TMomecTuTb Bymary B yrny6ieHve B Kopryce npu6opa, BbINyCTUB HapyXXy OKOJIO 5 CM.

StllI*v« In Innnvatlon

4- 3aKpoliTe KpbILLKY, OKa3biBasi O4VHAKOBOE JaB/ieHNe C KaXK0W CTOPOHbI, [0 Wenyka. Tenepb yaanute
JINLLHIO bymary.

5- Ypepxuasa knasuwy NMOJAYA BYMAIUN (PAPER FEED) |E1 Ha kniaBuaType, akKypaTHO
HanpasuTb ByMary B OKOLLKO. Bymara aBToMaTnyeckun nonagaet B MPUHTEP.

6- Mocne Toro, Kak Gymara MosIBUTCS CHU3Y rOMOBKW MPUHTEPa, YAOCTOBEPbTECH B €e MpaBW/IbHOM
PacrosIoKeHUN 1 3aKPbITh ABEPLY.

®oT0 1 CUSTOM PLUS I

O6 OKOHYaHWW pyNoHa CBIAETENbCTBYET KpacHas LIBETHas NIMHUS, HAp1COBaHHAA Ha MocnefHel YacTu PyNOHHOA
6ymaru. MoMHWTe, YTO NPU NEpPBOHAYa/IbLHOM MOSBNEHWN LIBETHON JIMHUM PYNIOH rapaHTUpYeT nevats 60 CTPOK, 1
MO3TOMY Npef/iaraeTca 3aMeHUTb PYIOH cpa3y Noc/e OKOHYaHUsA LiKNa aHanmsa.

Howmep ansa 3akasa 6ymaru: S1195800

YBENWYEHWE KONWYECTBA AOCTYMNHbBLIX TECTOB C NOMOW b CMAPT-
KAPT

Mpr6op MOXET paboTaTb, eciv BblIN 3arpyXeHbl TeCTbI C NOMOLLBHO CreumasibHbIX CMapT-KapT, KOTopble
MoCTaB/ATCA KOMMNaHuen. KonmuecTBO TeCTOB, KOTOPble MOTFYT ObITb e4MHOBPEMEHHO 3arpy>KeHbl
nons3osatenem- 1000,4000,10000,20000. MNporpammHoe 06ecrieveHre Npubopa obpabaTbIBaeT NpoLecc
3arpy3Ky TeCTOB C NMOMOLLbIO CMapT-KapT, a Takke NeyaTaeT BCO HE0OX0ANMYIO MHGopMaLMIo Ha bymare
B MPOLIECCE 3arpy3Ku.

YHUBEPCAJ/IbHAA CMAPT-KAPTA

YHMBepcasibHasi CMapT-KapTa MOXET 3arpy»<atb TeCTbl B /t06ble npunoopbl TEST 1 (Alifax) B nuHelike
CO3 nocpefcTBOM  CMELMA/IM3MPOBAHHOIO airopuTtMa. TecTbl He MOFYT ObiTb pasfeneHbl MeXay
npubopamu. Mpoueaypa paboTbl € AaHHBbIMK CMapT-KapTamy OyaeT onucaHa gasee.

BHeluHWI BUA yHMBepcanibHoM cMapT-KapTbl TEST | (Alifax) Ha 10000 TecTos.
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MPOUEOYPA YBENWYEHWNA KOJTMYHECTBA AOCTYIMNHbBIX TECTOB

OMNMCAHWE MNMPOUENYPbI:
Mpn HaxxaTuM Ha KHorkKy Ou3 rnaBHOM MeHto (PoTo 3), NpuHTEp

pacrieyataeT MeHI0 CMapT-KapT, KaK NPeacTaBieHo Ha NpUYMepe HXKe, a Ha
Aucniee NoSIBUTCSA COOOLLEHME, KaK NMOKa3aHo Ha POoTo 2.

MENU SMART CARD

choose ®doTo 3
®oT0 2
3
Onuusa 1 (YBenunueHue [OCTYynHOro
MENU SMART CARD KoMM4yecTBa TeCTOB) MpefHasHadeHa [Ans
AVAILABILITY
1. INCREASE AVAIL. YBENNYEHNS KOMYeCcTBa TECTOB. [ocne HakaTus
2. SMART STATUS Ha KHOMKy 1 BCTaBbTe CMapT-KapTy B CNOT ESR  5000KXXX
3- PRINT LOG SMART CUNTHIBAHS " nofoXaunTe. Ecnu Card matched
4'LEAA\;A'LE/§<‘?'T'-'TY nepcoHanmM3aums npuéopa Takas e, Kak W Actual  personalization
¢ ) nepcoHanM3auys cMapT KapTbl, Npu6op 3arpysuT Loaded
HOBble TecTbl W pacreyaTaeT COOGLIEHME O oaded xooKex tests
3arpyske, Kak npefcTaBfeHo Ha NpyMepe cripasa.
0 Y
fanute  Kapty 1 Haxmute  ENTER.
fS 1
MENU SMART CARD
Onuys 2 npefHasHayeHa f1s NPOBEPKM CTaTyca
1- INCREASE AVAIL CMapT-KapTbl. Mpr6op 3anpocuT BBECTW CMapT-
2- SMART STATUS Used card
KapTy, Mocnie Yero BbIBEAET BCH HEOOXOAMMYHO Snyyyy
2: ES'A'\I‘LT A'é?l_GITiMART VHAOPMALMIO Ha AWCNeld, a TakKe pacneyartaeTt Download date xx/xx/xx
CLEAR-EXIT ee Ha 6ymare (nNpvmep cnpasa). Yanmre cmapT-
Kapty un Haxmute BBOJA (ENTER) pnq d
0 MPOLOMKEHNS.

s
/Onums 3 npegHasHadeHa AN nedyaTu nora
MENU SMART CARD 3arpysok. Mpubop pacneyaTtaeT nor 3arpy3ok B LOG SMART CARD
(hopmarte, Kak NpefcTaB/eHO Ha MpUMepe Crpasa.

1- INCREASE AVAIL. Hwvxe KpaTkoe onucaHue.

2- SMART STATUS

Date Op Test Aut Serial
100215 20E 000031 00160 7662662
160815 30E 000031 01160 7757655

3- PRINT LOG SMART 3HaueHue:
4- AVAILABILITY Date [laTa Havana 3arpysku
CLEAR - EXIT OoP 16-puyHOe 3HayYeHve Ans Tex. CNyxobl
Test KonunyectBo BbINOMHEHHbLIX TECTOB Mocne coépoca
Q Aut Tekywas fOCTYNHOCTb TECTOB
Serial VH cmapT-KkapTbl, UCMO/b30BaHHOM Ans
3aroysku TecToB
P
MENU SMART CARD onuna 4 ana NpoBepKU Ko/iMyecTBa oCTaBLINXCA AVAILABILITY
TEecTOB Ha aHa/m3aTope.
1- INCREASE AVAIL. ESR XRRXXX
2- SMART STATUS
3- PRINT LOG SMART
4- AVAILABILITY (3

CLEAR - EXIT

S
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MENU SMART CARD

INCREASE AVAIL.
SMART STATUS Onupsa OTMEHA (CLEAR) npefHa3HaueHa A1s BbIXoga U3 JAaHHOT0 MeHHO.
PRINT LOG SMART

- AVAILABILITY

LEAR 1 EXIT

oBwme

OWWMWBKN BMPOUECCE 3ATPY3KWN CMAPT-KAPT

MpryYnHamMn BOZHMKHOBEHUS OLLIMGBOK B NPOLLECCe 3arpy3Ku MoryT 6biTh:

1 HenpaBwibHO BCTaB/ieHHasA B pasbemM CMapT-KapTa.
2. KoHTaKTHasi nnowafka KapTbl He obpalleHa K BHyTPEHHEN CTOPOHe npuobopa.
3 KOHTaKTbl CUMTBIBAIOLLIEr0 YCTPONCTBA He MOFYT CUUTaTb MH(OPMALMIO C KapTbl.

CoobueHns 06 owmnbKax, oTobparkaemble Ha JUCTIee:

SUT SQIE’T;;XX 03HayaeT, YTO HOMVHa KapTbl BbIXOAWT 3a Npeaensl
ress CTaHAapTHbIX 3Ha4YeHuiA: 1000 - 4000 - 10000-20000
fl“éKFSTAREA 03HaYaeT, YTO KOAMPOBKA KapTbl M MHCTPYMEHTA He COBMAatoT.

Press ENTER

MpumeyaHme:

Ecnn HaxaTta KHOMKa Havana uukna aHamusa (1) 1 ocTaslueecs KONMYeCTBO TECTOB NIEXMUT B npegenax ot 1 go 1000, npubop
aBTOMAaTUYECKN MOMPOCUT YBENNYUTL KOMIMHYECTBO JOCTYMHbLIX TECTOB. ECNN KONMYECTBO AOCTYMHbLIX TECTOB pasHO O unu
oTpuLaTenbHo, NPMOOP He NO3BOUT HayaTb CNeAyoLWNi LUK aHanusa, noka He 6yyT 3arpy)KeHbl HOBble TeCTbI.
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UKD AHANN3A

OMNMWCAHWE MPOLUELYPbl MPOMbBIBKU (MPANMUHT)

Mpy BbINOMHEHUM LUMK/A aHa/M3a, ec/iM Kanunisip Obl1 NpefBapuTeNlbHO MPOMBIT, B Mnpolecce hasbl
nepemMeLLIMBaHUS Npubop 3abepeT NOPLNI0 KPOBM 13 MEPBOI 1 3aTeM U3 BTOPOW NPOBUPKM, MOMELLIEHHOM
B | 12 nosvuuto Wwitatmea. Ecnv BcTaBneHa TOMbKO 0f4Ha NPobupKa, crcTeMa ABaKabl 3a6epeT O4HY U Ty
»Ke MOpLMIO KPOBY 13 NePBOIA NPO6MPKU. [Be NMopLmn KPoBY MepemeLLatoTcs Brepes U Hasag, B Kanuissipe
B TeUEHWE TPeX pas, uTobbl yaaIMTb U3 Kanunisipa ocTaTKX Bofpbl, 3aTeM KPOBb COpackIBaeTCs B pesepByap
AN 0TX0A0B. JTa Mpouedypa HasbIBaeTCA «MpaliMUMHI».  3aTeM MpuGop NPOAO/HKUT  MpoLecc
nepemMeLLIMBaHNA /151 3aBepLLEHMS] TOMOreHM3aLmMmn 06pasLLoB.

Mocne OKOHYaHWSI MepeMeLLMBaHUS, CUCTEMA aBTOMATWYECKM BbIMO/HUT UCCNefoBaHus. B crydae
noakoYeHnst aHanmsatopa K JINC, aHanms nNpob OyAeT Npov3BeAeH COrlacHO 3afaHuio. AHausatop
neyvaTaeT pe3ynbTaTbl C MHTePBaIaMU B 20 CEKYH[, MeXay HUMM.

UMK AHANTNW3A HA AHAJTIMSATOPE TEST 1THL

OMMCAHWE

Ecnvn aHanunsatop Testl THL ocHalleH BHYTPEHHUM CKaHEPOM LUTPUX-KOAOB, CUUTLIBaHE HOMEPOB MNPo6
naupeHTos (ID) 6yfeT NPOMCXoANTL aBTOMATUYECKN BO BpeMs aHasm3a. [pn NogKIoyveHMn aHanmsaTopa
KJINC, aHanu3 ByfeT BbIMOMHATLCA COrlacHO 3arpocy.

AHaNN3aTOP CMOXET HayaTb paboTy, Aadke ecnu AoCTyrneH Bcero | TecT n 06paboTaeT BCe BBEAEHHbIe
obpasubl. B KOHUe uvknia aHanmsa npubop nogact 3 3BYKOBbIX CUrHania, Mmes 0 wam oTpuuaTtesibHoe
KO/IMYECTBO TECTOB W MPEKpaTUT pabotarb 4O TeX Mop, noka He 6yAyT 3arpy)keHbl HOBble TeCTbl.
OTpuuaTe/IbHOe KOIMYECTBO JOCTYMHbIX TECTOB OYAeT aBTOMATUYECKN CMCaHO NP YCMeLLHOW 3arpyske
HOBbIX TECTOB.

MOATOTOBKA WWTATUBA

Kak B JjaHHOM npuMepe, BCTaBbTe NPOOUPKM B LUTATMB,
pacnofnoXms UX LUTPUX-KOLOM B CTOPOHY CUUTLIBAHMS,
BCTaB/As WX OfHY 3a Apyroii 6e3 nponyckos. Jn6o
BCTaBbTe LUTATUB, WCMOMb3yeMbIA B nabopatopuu, B
COOTBETCTBYHOLLIA MeTanIN4ecKuin apjantep,
npefHasHauYeHHbI 419 yAepXKaHWs LUTaTMBa.

doTo 4
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HAYANO UMNKTA AHAJIN3A

MpumeyaHwue:

TEST1

Bepc.1.2- 23.03.2021

INCREASE AVAIL
Insert CARD

doT0 5

Ecnm npu Havane UyKna aHa/msa Ha aKpaHe MosiBUIoCh COOOLLEHME, KaK Ha hoTO 5, TO 3TO 3HAUWUT,
YTO OCTaBLLIEECS KO/IMYECTBO TECTOB HMXE MUHMMAa/IbHOIO Mopora U Heo6X0AMMO 3arpy3uTb HOBbIe
TecTbl. 15 nogpo6HoOM Npoueaypbl 3arpy3ku, 06paTuTech K CTPaHuLe 33 JaHHOro pyKoBOACTBA.

3arpysuTe Tecbl
NN HaxXMuTe

ENTER gns

NPOAO/IKEHUSR.

MpumeyaHme:

Mocne 3TOFO0 HY)XHO OTKPbITb MEPeAHIO  ABepLy
aHanms3aTopa, M3B/eUb PaHee 3arpy>keHHbli LITaTVB B
C/yyae ero HaJmuusi, 3arpysuTb LUTaTMB C Npobamun Ha
nccnegoBaHMA M 3aKpbiTb ABeply. Ecnm B 3TOM e
3anycke Heob6X0AMMO  3arpysunTb €eLle  HECKOSbKO
LUTATUBOB, MOBTOPUTE AENCTBUSA, OMWCAHHbIE BbIlLE, B
NPOTUBHOM C/ly4ae Ha4yHWUTE UCCMef0BaHMS HaXaTueM
kHonkn CTAPT (START).

«

Mprnbop MOXET paboTaTb CO WTaTMBamMK, YKasaHHbIMU B MPUJTOXEHWI A (cTp.62). Mpurbop

MOXET MPUHATbL MakKCUMyM 4 LUTaTMBa M UMK/ aHaIn3a aBTOMaTUYECKN HAUHETCHA MOocCse 3arpys3ku
YeTBEPTOro LuTaTMBa. ECM KOIMYEeCTBO LUTATUMBOB 4N1A 3arpy3ku oT 1 4o 3, 1o HEO6X0,L1VIMO nocne

3arpy3Ku nocsegHero wratMea Haxatb KHorky CTAPT (START).

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

38



JYy
'Z0ZtOCZ-Zt.0ddg -Hxvxm O3 xyxo3maum vh yw xryHy rxu

US31
T1

B KOHLIE aHa/IMTUYECKOTO LIVKTTA,

COMPOBOXKAAEMOr0 3 3BYKOBbIMM

curHaniamn, Haxkarvie KHork REPRINT

(MOBTOP) no3BonseT Mo/y4nTb AOCTYN K
MEHIO ((hoTO 8), HaXaTWeM JaHHON
KraBMLLI MOXXHO MOBTOPHO pacrevararb
BCe Pesy/bTaThl Lyka (Makcvumym 60

Mpo6) W NOBTOPHO OTNpaByTL MX B JTC.

doT0 7

I 1-REPRINT
I 2Cort. RS232

doT0 8

Mpn Haxxam ENTER (BBOJ) aHanmsaTop
MPOJO/DKAT MPOLECC BbIXOJA M3 LMKMA
aHa/mM3a, BK/IOHaOLLYIA; NepeMeLLEHVE BCEX
LITaTMBOB B MO3UMIO A1 U3B/EYEHUs
(KeokgpA  MocreqyroLpii  LWratvies - OyaeT
NpoABUraTLCS K MO3ULMN M3B/IEYEHIS MOC/Ie
VAIEHNS npeabiayLLEro LLTaTVBA),
M3BEYeHVEe BCEX LLITATVBOB M3 aHa/mM3aTopa

Mo 3anpocy Ha 3KpaHe M BO3BPaLlEHVE B
rNaBHOE MEHHO.

®oT0 9

Ecnm Ha skpaHe 0TObpaXkeHO fjaHHOe Coo6LLiEHNE 1'
MUIaeT Xe/TTbIi CBETOAVIOZ, TO 3TO 3HAYNT, YTO
pe3epByap 0TX0L0B repenosHeH. Heobxoavmo
3aMEHUTBL pe3epByap, a 3aTeM HaXkaTb KHOMKY 1,
[/ cbpoca CHETUMKA 3ar0/THEHWS pesepByapa
oTxofoB Ao 0. Cv.pa3aen «3ameHa pesepByapa /i
0Tx0f0B» (CTP.53).

®doTo 10
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TEST1

In Innovation

BOPC.1.2-23.03.2021

B KOHLE aHaIMTMUECKOrO LyKa,

COMpPOBOXaeMOr0 3 3BYKOBbIMY HaskaTve KHONKU
curHanamm, Haxatme KHonku REPRINT START (CTAPT),
(MOBTOP) no3songeT NoAyynUTb JOCTYN K 3anycTuT npoueaypy
MeHIo (poTo 8), HaxKaTeM AaHHOM nepemeLunBaHua, 3a
KNaBULLIK MOXXHO MOBTOPHO pacreyaTaTb KOTOpO#i nocneAyer
BCE pe3y/nbTaThl LKA (Makcumym 60 aHanmTndeckun
Npo6) 1K MOBTOPHO OTMPaBUTL 1X B JIVC. umKa.

doT0 7

1-REPRINT
2 Cot. RS232

doT0 8

Mpy Haxxatum ENTER (BBOJ]) aHanm3atop
MPOAOMKAT NPOLECC BbIXOAA W3  LMKNa
aHa/n3a, BK/HOYaKOLLWIA; nepemeLLeH e Beex
WITaTMBOB B MO3WLMIO 418  W3B/IEYEHUS
(Kaxablii - mocnegyroWwmin - wtatme  6yget
NPOABUraTLCS K MO3ULMK M3BNEYEHUS MOC/e
yaaneHus npeablayLero LUTaTMBA),
3BMIEYEHMe BCEX LUTATVBOB U3 aHaiM3aTopa
Mo 3ampocy Ha 3KpaHe W BO3BpalleHWe B
NIaBHOE MEHHO.

®oT10 9

Ecnu Ha akpaHe 0TO6paXXeHO AaHHOe CoobLLeHve U
MUFaeT XenTblii CBETOAMOS, TO 3TO 3HAUMT, YTO
pesepByap OTXOAO0B NepernosiHeH. HeobxoanMmo
3aMeHUTL pesepByap, a 3aTeM HaXKaTb KHOMKy 1,
A9 cbpoca cUeTUMKa 3amnoHEHWA pe3epByapa
oTxofoB go 0. CMm.pa3gen «3ameHa pe3epsyapa s
0TX0[0B>» (CTP.53).

doT0 10
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TESTI

In Jnnovalion

BepC.1.2-23.03.2021

ULMKAT AHANW3A HA MPUBOPAX CO WWTATUBAMU NPAMON 3ATPY3KMU

OMMNCAHWE

Ecnn TEST1 mmeeT npuctasky BCL, SDL, MDL, YDL, 3T0 03Ha4aeT, 4TO NpMbop OCHALLEH CUCTEMONA
NPSAMOA  3arpysky LUTATUMBOB, W LUTATUBbI TEMATOMOMMYECKUX aHa/IM3aTopoB, WCMOSIb3yeMbIX B
nabopatopuu, He TpebylOT afanTepoB, MOTOMY UTO Takoi LUTATMB MOXET ObIiTb 3arpy’eH
HEenocpesiCTBEHHO B Npuoop.

Mepep 3arpy3Koii LWTaTMBa B NPUG0P yoeanTeCh, YTO LUTPUX-KOAbLI BCEX MPOBUPOK Pacro/ioKeHbI C NPaBoii
CTOPOHbI LUTATVBA, B MPOTUBHOM Cy4Yae CUATbIBaHME LUTPUX-KOAA BHYTPEHHMM CKaHEPOM LLITPUX-Koga
OyLeT HEBO3MOXHO.

B mMogenu ¢ BHYTPEHHVM CKaHEPOM LUTPUX-KOFAa NPobbl MOFYT ObITb 3arpy>keHbl B LUTATMB C NPobesiamu,
Npubop BbINOMHUT HeobxoauMble n3MepeHusi CO3 6e3 0CTaHOBKYM LKA aHaM3a (Kak 3To ObIf0 paHee B
cnyyae ¢ mogenbto THL).

OMNMMNCAHWE NMPOLUECCA 3AIPY3KWN

Cnefytoliye U306paXKeHNs] OMUCHLIBAIOT KOPPEKTHYIO MPOoLeAypy 3arpy3ku LITaTvBoB. OHa pasHWUTCS B
3aBUCUMOCTY OT KOH(IMIypaLWmM CUCTEMbI MPSMOIA 3arpy3Ku:

TEST1 YDL

OTKpbITb ABepLy (PoTo 11), HKATb Ha HAMPAaB/ISIOLLYIO KapeTKy, YTO MO3BO/INT BbICBOGOAUTL ee (PoTo
12), 1 BbITSIHYTb e 13 npropa NoHocTbio (PoTo 13). MoBepHYTH HANPABASIOLLMIA MeXaHN3M BNPaBo Tak,
YTO6bI LUTATVUB BCTa/1 B HANPaB/AOLLMI MexaHn3m (PoTo 14). OTNyCTUTb pbluar U NPOBEPUTb, MPaBUILHO
/N BCTaB/ieH LUTATVIB B HanpaB/sOWMIA MexaHW3M, MOBEPHYTb MPOBMPKM TaK, YTOGbl LUTPUX-KOAbI
pacnofiara/iMcb C MpaBoii CTOPOHbI LUTAaTMBA (EC/IM HEOGXOAMMO), 3aTeM 3a[BVHYTb HarpaBSHOLLNNA
MexaHu3M B MP160P A0 LLEYKA U 3aKPbITh ABEPLLY.

doT0 11 doT0 12 doT0 13 doT0 14

TEST1 MDL.:

OTKpbITb ABepuy (PoTo 15), HaxkaTb Ha HaNPaB/SIOLLYI0 KapeTKy, YTO MO3BOIMT BbICBOGOAWTL ee (POTO
16), 1 BbITAHYTb ee 13 nNpmbopa NonHocTblo (PoTo 17). BCTaBUTH LITATMB B HaNpPaBASHOLLMIA MEXaHN3M
(PoTo 18) M HakaTb Ha Hero c ABYX MPOTMBOMOMIOXKHbBIX CTOPOH, YTOObl MPUMOAHSATL MPOBUPKN, Tem
caMbIM 06ecreynB BO3MOXHOCTb CHUTbIBaHMS LUTPUX-KOAO0B, MOBEPHYTHL MPOBUPKM TaK, YT0bbI LUTPUX-
KOAbl pacronarasmcb C NpaBoii CTOPOHbI LUTaTUBa (EC/IM HEOOXOAMMO), 3aTeM 3aBUHYTb HarpaBAsAOLLWIA

40

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



in Innovation

Bepc.1.2723.03.2021
MEXaHM3M B NPUGoP A0 LLENYKA U 3aKPbITh ABEPLY.

doto 15 doTo 16 doTo 17 doTo 18

TEST1 SDL:

OTKpbITb ABepuy (PoTo 19), HAXKATL Ha HAMNPaB/IAKOLLYI0 KapeTKy, YTO MO3BOUT BbICBOBOAUTL ee (POTO
20), 1 BbITAHYTb ee 13 Npubopa NoNHOCTbI0 (PoTo 21). BCTaBUTL LTATVB B HANPaBSIOLMIA MeXaHWU3M
(PoTo 22). MoBepHYTbL HanpasAsOWMiA MexaHM3M BrpaBo (PoTo 23) Tak, 4TOObI LUTATMB Monaa B
HanpaBAAlWMA  MexaHn3M. OTNYCTUTb pbldar M MPOBEPUTb, MPaBUIbHO /M BCTaB/eH LUTaTMB B
HanpaB/AOWMWIA MeXaHW3M, MOBEPHYTb MPOOMPKU TaK, YTOObI LUTPUX-KOAbl pacnosiaraiuck ¢ MpaBoi
CTOPOHbI LUTATUBA, 3aTeM 3aABUHYTb HarpaBAsOWMIA MexaHM3M B npubop A0 wenvka (Poto 24) un
3aKpbITb ABepLy.

doT0 23 doTo 24

TEST1 BCL:

OTKpbETs ABepLy (DoTo 25). HaKaTb Ha HaNPaB/AIOLLYI0 KapeTKy, YTO NMO3BOMUT BbICBO60AMTL ee (PoTo
26), W BbITAHYTb ee 13 Npubopa NoHOCTLIO (POTO 27). BCTaBUTL LUTATVIB B HANPABNAIOLLMIA MEXaHWU3M
(PoTO 28) M HaXKaTb Ha Hero ¢ ABYX MPOTUBOMOMIOXHBLIX CTOPOH, YTOObI MPUNOAHATL MPOOGUPKK, Tem
caMbIM 06ecrneynB BO3MOXHOCTb CUMTbIBAHWS LUTPUX-KOAOB. MoBepHYTb NPOOMPKK Tak, YT06bI LUTPUX-
KOfbl pacnofiarainck ¢ NPaBoi CTOPOHbI LUTaTUBa (eC/IM HEOOX0AMMO), 3aTeM 3aABMHYTb HANPaBNAOLLMIA
MexaHu3M B Nproop A0 LLEMYKA U 3aKPbITb ABEPLLY.

doT0 25 doT0 26 doTo 27 doT0 28
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PYKOBOACTBO nNo saKcnayatayuuwu
TESTI

Bepc.1.2 - 23.03.2021

COOBWEHWA N PACNEYATKA PE3YJ/IBTATOB B KOHUE AHANTNTUYECKOTI O

UMNKITA
PacneyaTka oTpaxaeT 2 MM/Y CO CTPENKOI 03HAYaeT, YTo
pe3ynbTatbl CO3 ANA KXKAOro peasibHOe 3HaUeHIe HIDKe
nalumneHTa c COOTBETCTBYIOLLNM MWHMMaNLHOTO nopora npuéopa.
ID (naeHTnd. Homepom MH) OrpaHUuNTeNbHAA CTPEIKa MOXET
6bITb BK/IHOUEHA/OTK/HOUEHA B MEHIO
HaCTPOKN )
W 4 FO Mm/y
50 Mm/y
J)1-01 214214242°, 1 ESR<2
{01-02 828648882 { ESR10 [ ESR <2
\01-03 598793757/ \ ESR 50 1" ESR 10
01-04 868238647 m'ESR>J2er"-- ESR 50
024)1 926924242 ESR22 ESR >120
02-02 682264868 ESR 40
02-03
Q3-01 823462648 ESR 2
03-02 682268288 /ESR 80 \ v
/ \ 120 MM/4 CO CTPENKOI 03HaYaeT, uTo
1 1 peasibHOe 3HayeHune Bb|Lue,6qu
A MakcUMasbHbIA nopor npubopa.
4-01 8787 *
e ereiaeee y CoRS OrpaHnunTeNbHas CTPe/Ka MOKeT GbiTh
. '{TIOTHOYEHA/OTKNOYELIHBHKIHACTPONKN™
04-03 668456536 -ESRNR,- SETUP MENU)
Mo3nuus
Howmep /MpAMpKK B
wTaTuea B | up'atuse. 88 MM/4 OTMeyeHHoe
nonoxeAnu 3HAYKOM 3Be/304KM (*).
N3MEPEHNS. Moapo6Has nKpopmMaLL T
" NEVNIOKEHTTA'D'
\ ESR 88* ESR NF (He HaiigeH)
' GLLEHVe BbIBOAUTCS B
. NfESR N6, coo
NR (No Reliable) (He c/yyae ecnm oTcyTCcTByeT
HafeXHbliA) coobLueHne NOTOK KPOBY B
BbIBOAMTCA B TOM C/y4dae, 4To f‘ ‘\‘ msmepMTeanoﬁ Kamepe
Aaxke eCcnn KpoBb Haxoawunacb B 1 NN UMeeTCA CrycTok,
|/|3|V|ep|/|Tean0|71 Kamepe, He ny3blpbKW NN
6blN1a 3aMKcMpoBaHa ee He/l0CTaTo4HOe

arperaums, uav Ha MecTe
M3MEPEHNS NPUCYTCTBOBAS

KO/IN4eCTBO KpOBU B
N3MepuUTeIbHO Kamepe, 13

S Rmecoscs s sese -

CryCTOK, nnv kposu B 3a 4ero npu6op He MOXET
npo6upKm “3MepuTeNbLHON Kamepe Bbino 06GHaPYXUTb Hanuume
.“ naunenTa, gzﬂgﬁzfg;:%ﬂigggﬁf:”ﬂ- KPOBY B U3MEPUTENLHOI
CKaHepom. “3MepeHuns co cTaaueit ;agl;pe' ToApoomoeT1
NOXEHWUW C.

nepemeLunBarus. Mogpo6HocTn ¢
mB/IEVIOXKEHVNR.

B cnyyae 3-x NoBTOPsOLLMXCS oWMG0K NF aHa/IMTUYeCKUiA LK NpeKpalLiaeTcs v TpeGyeTcst NpoMbIBKa.
Ha TEST1 c aBTOMAaTM4eCcKON MPOMbIBKOW, mocie 3-X TakuX OLUMGOK, MpoMbiBKa 6yAeT BbINOMHEHA
aBTOMATUYECKU.
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Bepc.1.2 ~ 23.03.2021

ABTOMATUYECKAA F’EHEPALUNA NH (ID) MALUMNEHTA (ECOQN WUTPUX-KO/A4 HE
MOXET bblTb CHUTAH)

Ecnv  cuuTaHHbI  WUTPYX-KOL He [J0CTOBEpPEeH BCMEACTBME MOBPEXAEHUS WM HEMpaBW/IbHOMO
pacnonoxeHus npobmpku TEST1 aBTOHOMHO npucBamBaeT WH (ngeHTud. Homep) oTpaxarowmii
TEKYLLMA HOMEP aHa/IMTUYECKOrO LKA, 33 KOTOPbIM CrieAyeT cepuiiHblii HOMep nprbopa, fasiee HoMep
wratuea (0T | 40 4) 1 B KOHUE no3numsi Npobrpkn B Wwitatmee (0T 10 15).

01-01 214214242 ESR2 1 01 osvasaer Homep ©. 0953 osmavaer 'm
:01-02 828648882 ESR 10 03!

1 aHaNNTUYECKOTO LMKNa ¢ 1{ cepuitHblii 1
01-03 598793757 ESR 50 L a0 i ; 5 |
61-04 0102530104 ESR 120 P A t1 womep npudopa !
o “ 1 (0253). :

04 01025,{3010|§

e -
t-j_

01 Homep wrTatusBa B NO3nLUN 04 osHavaeT

3abopa KpoBu 13 npo6upku. B 3 nosunuuio

AaHHOM cflyyae OH coBnajgaet H npobupkn B

C NepBbIM LUTATUBOM. wTatnee
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PYKOBOACTBO NO 3KCN/JiyaTauunwu
TESTI

Bepc.1.2-23.03.2021

3ANMPOC MPOMbBIBKN MO MCTEYEHWIO BPEMEHW OXNMOAHUNA

Ha TEST1 ycTaHoBneHa cMcTeMa aBTOMaTMYeCKOW MPOMbIBKW, B KOHLUE LUMK/Ia aHam3a 1 nocne
Bo3BpaweHna B MNMABHOE MEHHKO, akTuBupyeTca Tailmep o6paTHoro oTcuyeTa. Korpa Tarimep
[OCTUraeT MoporoBoro 3HaveHust (HaCTPOEHHOro BO BPEMS YCTAHOBKW) W MPWU YC/I0BUW, YTO HU OAHA
KIaBULLA Ha KaBuaType He 6blia HaxkaTa ANs BbIMOMHEHWS KaKoi-mbo Apyron onmepaumu, npubop
nepemMeLLaeT KapeTKy Moj CTaHUMIO MOMKN M aBTOMATUYECKN NPOM3BOAUT NPOoLeaypy NPOMbIBKM, YTO6bI
OUYNCTUTL Kanunasap v urny.

KoHeuHo, onepaTop MOXET BJ/1t0G0 MOMEHT 3anyCTUTb K/IaCCUYECKYHO MPOLeAypY NPOMBIBKY, HANprMep,
npw 3arpyske 2 unam 3 NPo6UPOK A/1st NMPOMBLIBKU B LLTATVB, B COOTBETCTBMW C KTaCCUUECKOM NpoLeaypoi
MPOMBIBKY, OMUCAHHOM HIDKE.

Mpn HaxaTm KHomku 2 «MpombiBka» (WASHING) npubop 0To6pasuT 3anpoc Ha BblGOp Mexay
«ABToMaTuyeckoii» (WASH AUTOMATIC) n «PyuHoli npombiBkoi» (WASH MANUAL) (doTo
29).

r o0 WASH AUTOMATYIC
1 WASH MANUAL

doT0 29

Mpn BbIGope BapuaHTa 1 «PyyHasa npombiBKa» (WASH MANUAL) npubop nonpocuT BCTaBUTb 2
NPo6UpKK ¢ 3 MN AMCTUNAMPOBaHHOM Bogbl (No TOCT 6709-72 Boga guctnnampoBaHHasi. TeXHUYECKUe
ycnosus) B 11 2 No3vuun LITaTuBa 1 yCTaHOBUTbL LUTATUB B Nprbop. Mocne 3akpbITys NepeaHen asepupl
Nproop BbIMOMHAET NpPoLUesypy MNPOMbIBKY, 3abvpasi Bofy W3 MNPOOMPOK. BbINOMHEHVE MPOMbIBKU
BbI3bIBaeT MPOLECC MpaiMMHIa B MOCMeYHOLLEM LMKIIE aHan3a.

r

MpumeyaHue:

3anniaHNpoBaHHOE BPEMS 0XKMAAHMS MOXKET BbITb N3MEHEHO TEXHNUECKOIA
cny>60ii B MHTepBasie 0T 5 40 180 MUHYT.

Bb160p Ao/mKeH ObITb HACTPOEH B COOTBETCTBUM C YacTOTOM NOCTYMN/IEHMS
06pasLoB B nabopaToputo. Ecnm yactoTa nocTynsieHust 06pasLoB A0CTaTOUHO
BE/IMKa, Bbl MOXETE BblopaTb 60/1bLLOE BpeMs OXxumpaHus (Hanpumep, 60
MWHYT M0C/1e OKOHYaHWS MOC/eAHEr0 UMK/a aHasnsa), YToobl n3bexaTb
C/IMLLIKOM YacToli MPOMbIBKM.

Ecnm yacToTa nocTynneHnsi 06pasLoB HM3Kas, Bbl MOXeETe BbIGpaTb Masioe
Bpems oxugaHus (HanpymMep, 10 MUHYT Noc/ie OKOHYaHWSA NOCAefHero LmKia
aHann3a), YTobbl MHCTPYMEHT He 0CTaBa/iCA IPsi3HbIM B TEUEHWE J/INTENTbHOI0
BpemMeHun 6e3aelicTBumS.

Ecnm 3anyLueH UMK aHannsa B TeUeHNe BPEMEHW OXMAAHNSA, TO CHETUMK
BpeMeHU be3feicTBumA copocnTes fo 0.

Ecnn onepatop B KOHLE LMK/Ia aHasm3a 3anyCcTuT pyyHYo NpPoMbIBKY, CHETUUK J
Y. Takke 6yneT cépoLueH o 0.

44

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



1S d |
NtthnWO/CirUDHE on 09mOQO090>/A]

ALt PyKOBO,EI,CTBO NO 3KCIJslyaTaunn
FAX*
TESTI

*«H *** In Innovillon Bepc.1.2- 23.03.2021

MPOUEANYPA MPOMbBIBKW/

3Ta npoledypa NpefHas3HaueHa /11 0UMCTKU BCEFO Kanwyisipa 1 0CBo60XAEHNS ero 0T KPOBW 1 OCTaTKOB
natekca. Ted)IOHOBble TPYOKM aHaM3aTopa, KOHTAKTVPYHOLLME C KPOBbH), BOJOM W JIAaTEKCOM, CO
BPEMEHEM MYTHEHOT, a Takoke 3arps3HsATCH KOMIMOHEHTaMU KPOBY, HaKarnMBaloLLMMICS B TpYOKax.

He3aBMCUMO OT TOro0, BbIMOMHSAETCS 1M MOViKa aBTOMAaTUYECKN WA C NnoMoLLbHO I'IpO6I/IpOK, Hamno/IHEHHbIX
BO,CI,OI\/’I, BU3ya/in3auuA BbIrAONT TaK, KakK OMNMMCaHO HKE:

| FOTO: xxxx. 3800
I AV:ixx.x%-...

* YeTblpe 3HaKa (XXXX) B JIEBOM BEPXHEM Yr/y MpeacTaBnsAloT GOTOMETPUYECKOE 3HAUYEHWE BOb;
3TO 3HaYeHVe U3MEHSIETCA OT 3HaYeHMs MycToro Kanunnspa (npyuMep 1672) o 3HaYeHUs, KOTOpoe
JO/MKHO BbITb KaK MOXKHO 6/11XKe K LienieBoMy 3HaveHnto 3800 (pacnonoXeHHOMY B BEpPXHEM MPaBoMm
yray).

¢ B neBom HWHem yrny BugHo AV: xx.x%. 3HayeHne AV - 3T0 COOTHOLLEHVE MeXay MoKasaHWeM
3HaYeHNA BOAbI U TEOPETUYECKMM 3HaYeHWeM Bogbl (3800).

B KOHLE LKA NPOMbIBKM (HE3aBMCUMO OT aBTOMATUYECKOr0 UM PYYHOr0), C/IN BCE B MOPSsIAKeE, Npubop
0TO6Pa3NT OKOHYATE/bHbIE 3HAUEHNS, KaK OMMUCAHO HIKE.

FOTO; xxxx,
FORC; yyyy

¢ FOTO: xxxx 0T06pasnT KOHe4YHoe (hOTOMETPUYECKOE 3HAYEHME BOAbl, M3MEPEHHOE (HOTOMETPOM
(npumep 3759).

e FORC: xxxx 6yaeT oTobpaxaTb KOHeUHOe (POTOMETPMUECKOE 3HA4eHWe BOAbl, M3MEepPEHHOe
ONTUYECKMM 6apbepoM, WCMOMb3YEMbIM AN 06HAPY)KEHUS >KMAKOCTM, MPOXoAsLleli  uepes
Kanunnsp (npumvep 1650).

» OO6paTuTe BHMMaHMWe, 4TO 3HadeHne FORC Hukorga He 6yaeT 6/mM3Ko K 3xXX, (iaKTU4ecKu
ONTUYECKMNiA Bapbep NCMOb3YETCA TONIbKO KaK AaTUMK BKIHOUEHNS/BbIK/IHOYEHNS AN 06HaPY>KeHUS
Ha/IMUMst WKW OTCYTCTBUST XXUAKOCTW.

Mocne npoueaypbl NPMGOP pacnevaTaeT OTYET Ha Bymare, a Takke MOMPOCUT YAaNUTb NPOMbIBOYHbIE
Npobupkun. Ecnm 4To-TO NOMZET He TaK, NpMoop BblgacT owmnbKy Z-0.

B cnepyrownx naparpagax 06bsCHATCA NPOLeAypPbl MPOMBLIBKM, AOCTYMHbIE B PYYHOM PEXMME.

ABTOMATUNYECKAA NMPOMbBIBKA

Mpn HaxkaTm KHOMKK 2 «[pombiBka» (WASHING) Ha gucnnee nosiBUTCS 3anpoc Ha BbIGOp Mexay
«ABTOMaTuyeckon npombiBkon» (WASH AUTOMATIC) un «Py4Holi npombiBKoii» (WASH
MANUAL).

| OowasH auTomaTYIC  \
)
1WASH MANUAL

Mpwn Bblbope onumm 0 «ABTOoMaTuyeckas npombiBka» (WASH AUTOMATIC) npu6op BbINOAHUT
MPOMbIBKY, MCMO/b3Ys BHYTPEHHWIA pe3epByap 47151 MPOMbIBKM B KQ4eCTBE MCTOUHMKA BOAbI; B3TOM C/lydae
HET HeOOXOAMMOCTU 3arpy>aTb Kaky-/M60 NPOMbIBOUHYO MPOGUPKY.
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MPOMBIBKA C NCMNONb3OBAHWEM 2TECT-MPOBUNPOK

] In Inneviilen

Bepc.1.2-23.03.2021

[JaHHasi npouesypa vcnosb3yeTcst 4si MPOMbIBKM Npréopa B HOPMa/IbHOM PEXUME, Kak aslbTepHaTMBa.
lMocne ee OKOHYAHVSI aHA/IM3ATOP FOTOB K BbIMO/IHEHWI UCC/IEL0BaHWIA.

He pekomeHfyeTcs vcnonb3oBaTb 60/iee ABYX pa3 OfHM W Te Ke MPo6MPKM A8 NMPOMbIBKM, YTOObI
n36eXaTb 3aCOPEHNsT Kanwisipa PesuHOBOM KPOLLIKOA.

MpWroToBUTL LUTATVB C ABYMS MPO6MpKamMu, Ha V¥ 3amnofIHEHHBIMU AUCTUINIMPOBAHHOW BOAOW, B 1 1 2
No3VLMAX LUTaTMBA.

HaxxMuTe KnasuLLy 2 B OCHOBHOM MeHH0, 3aTeM knasuwly 1 «PyyHas npombiBka» (WASH MANUAL).
3arpysuTe LUTATUB B aHaM3aTop.

Joxantecb, noka npubop oTobpasut Ha dKpaHe [JTABHOE MEHKO (MAIN MENU),
CUrHaNN3MpYloLLee 0 TOM, YTO NPOLIECC MPOMBbIBKW 3aBEPLLIEH.

MPOMbIBKA C NCMNO/Tb3OBAHWEM 3TECT-NPOBUPOK

[JaHHaa npoueaypa UCronb3yeTcs B KOHLe paboyero gHA 1 MNo3BOSET COXPAHUTL Kanuiiap BO BaXXKHOM
COCTOAHMM. 3Ta OnuWsA Mnosie3Ha Tem, YTO FMAPaBINYECKMIA KOHTYP OCTaeTCs 3aro/iHEHHbIM BOAOW WM
feTepreHToM. [pevMMyLLECTBOM Takol Mpouefypbl SBASETCA TO, YTO €C/IM B Kanwiispe OCTaHyTCs
KOMMOHEHTbI KPOBU, XXUAKOCTb BHYTPY TPYO6OK He MO3BO/INT MM Ha/IUMHYTb Ha MOBEPXHOCTb Kanusispa.
[ns akTvBaumm npoueaypbl, NomMecTute 3 NPOGYPKK, 3amMo/IHeHHbIe Ha Va AUCTUANMPOBAHHON BOLOW B
nepBble 3 MNO3ULMN LUITATUBA, U HaXKMUTE KnasuLly 2 «[MpombiBka» (WASHING) B T/TABHOM MEHHO
(MAIN MENU), 3atem BbloepuTe «Py4Hyto MNMpombiBky» (WASH MANUAL).

MomecTnTe WTATMB B NMPUOOP U MOAOXKAUTE MOKa Ha 3KpaHe He MosBUTCA coobuieHue “Test 1 off”.
OnepaTop MOXET MPOAO/HKUTL BbIMOSIHEHWE CTaHAPTHLIX Mnpouesyp ¢ npubopoMm Haxkas “ENTER”
(BBO/) vnn BbIKMIOUATE NpU6op Ha Houb. [pn BbIKAKOYEHMW Npubopa Mria onycTUTCS B MOKLLWIA
pacTBOp, rAe OCTAHeTCA A0 ChedyloLlero BK/IOYEHWs, YTO NO3BOAUT COXPaHWUTbL MOKLMIA pacTBop B
TpybKax aHanmsaTopa.

Mpu cregylolleM BK/IOYEHUW aHanm3atopa urnia 6yfeT aBTOMaTWYecKM W3BJleYeHa U3 MPOBUPKY,
cofiepXXnmoe TPy6OK yaaneHo B CMBHON pe3epByap M NpM6op HauHET NpoLesypy MHULMaIN3aLmm.

NMPOUEAYPA TMNPOMbIBKM MNPW TEXHWYECKOM OBCANYXWUBAHUU (C
TMNOXAOPUTOM)

[Na yBennueHnsi NPOAO/IKUTENIbHOCTM CPOKa [eicTBMsA npuéopa Wunn B criyyae 3acopeHust Wbl Un
Kanunnspa, PeKOMeHyeTcsl POBOAUTL ero NMPOMbIBKY C MCMO/b30BaHMEM PacTBopa MMMoxXnopuTa HaTpus
(5%).

[JaHHast npouefypa Ao/mKHa BbINOHATLCA Ha XKeJHEBHOM OCHOBE, a TAKXKe OHa 0653aTe/TbHA NPY KaXKA0M
NCMO/b30BAHNM NIATEKCHBIX KOHTPOSEA.

Mpougeaypa 3aK/o4aeTcs B CrieaytoLLeM:

1. BbINOMHUTL MEPBYIO NPOLEsypY MNPOMbIBKU (H&XKaTUEM K/aBULLM «2», 3aTeM KIaBuLLM  «1»),
ncnonb3yst 2 NpobypKy, 3anofiHeHHbIX Ha \A AUCTWUZIMPOBAHHOW BOAONM, YCTaHOBMB WX B LUTAaTUB B
nosvuum 1 m 2.

2. BbINOAHUTL BTOPYH MpPOLEAypPY MPOMbIBKY (HaXkaTMeM K/aBULLM «2», 3aTeEM K/IaBULLK  «1»),
ncnonb3yst 1 Npo6ypKy, 3anofiHeHHY0 Ha M1 pacTBOpoM runoxaoputa Hatpusa (4-5%), 1 | npo6upky,
3ano/iHeHHY0 Ha % AUCTUANMPOBaHHON BOAONW. MpPo6upKy € rMnoxnopuToM Heo6X0AMMO MOMECTUTb B
LUTaTMB B MO3MLMIO 1, MPOBUPKY C BOLOW - B MO3ULMIO 2.

3. BbINOMHUTBL TPETHIO NPOLIELYPY MPOMBIBKM - MOMOCKaHME - (HKaTUEM K/IaBULLIK «2», 3aTeM K/1aByLLN
«1»), UCNoNb3ys 2 NPOBUPKMN, 3aMo/IHEHHbIE Ha % ANCTUINNPOBAHHOW BOAOMW, YCTaHOBMB WX B LUTATVB B
nosvuum 1m 2.

MPOMbBIBKA MPN MCMNO/Tb3OBAHWUN NATEKCHbBIX KOHTPONEWN

[JaHHas npoueypa NpOMbIBKYM He06X0AMMa At KOHTPONS KauecTBa, KOTOPbII A0/KeH NPOBOAUTLCS Ha eXKeHEeBHOI
OCHOBE C MOMOLLbI0 HaBopoB JlaTeKcHbIX KOHTpOsel (Kak pekomeHayeTcs). [JaHHas npoLuedypa Takas e, Kak U B
CNyyae TMPOMBLIBKM TMNpU TEXHUUECKOM OGCMY)XXMBaHWM, U OHAa HeoGXOAMMA Mepef HauyaioM Kaxgoro
CMOMb30BaHUSA J1aTEKCHbLIX KOHTPONEA.
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OTYET no NMPOMbIBKE

Bepc.1.2-23.03.2021

B KOHLe Kaxzoro uukna npomeiBkn MO pacrnevyataeT 3HayeHue ¢ NnpucTaBkoil T.100, Kak NokasaHo Ha NpuMepe.

Ecnv npombIBKa He 6bl1a BbIMO/IHEHA KOPPEKTHO Ha Aucriee nosiButcs owmbka Z-0. B faHHOM crydae
Heo6X0AVMO BbINO/HATE MOBTOPHYH NMPOMBIBKY.

Ecim BennumHa T.100 cTpeMuTca K 3HayeHUto 37XX, 3HauuT, Kanuinap MyTHeeT. B atom cnydae
HeoOX0AMMO BbIMOMHUTL eXeHefe/lbHY0 MpoLefypy NPOoMbIBKM (FMAOX/I0OPUTOM) M NPOBEPUTH HOBOE
3HayeHne T.100. Mocne Takoi MPOMbIBKM 06bIYHO BeMYMHA AAHHOMO MapaMeTpa BO3BpallaeTcs K
3HauveHuto 3800. Ecnm e gaxke nocse Takoli NPOMbIBKY 3HaYeHMe ocTaeTcs 6/M3KuM K 37X X, TpebyeTcs
MPOBECTU MOJIHYIO 3aMeHy TPY6oK WK, KaK MUHUMYM, 3aMeHUTb Ty 4YacTb TPYOOK, KOTopas CoefuHseT
LUNPULL C MOMIOM.

3HaueHMe BOAblI aBTOMATUYECKN KOPPEKTMPYETCA A0 3HayeHus, 6am3koro K 3800 Kakgblid pas, Korga
BbIMO/THAETCA KOHTPO/Ib flaTeKca

MpumeyaHue:

' Z owmnbKa MOXeT pasgensteca HaZ-0, Z-1 nz-2.

Z-1 MosBnsetcs B cnyyae, ecaim NOTOK HE OBHAPYXXEH WU/IN OH HEMOCTOSIHEH.

Z-2 TlosiBnseTcs B Cyyae, eCiu WnpuueBoin Mexann3m TEST1 He MoXeT 06HapyXuTb NPOBUPKY € ANCTUNINPOBAHHOM
BOJOM.

Z-3 TosBnsetcs B ciyyae, eciv npubop, 060pyf0BaHHbIN CUCTEMON NPSAMONA 3arpy3ku, He MOXeT cumTaTb kog "NO”
(HET), pacnonoXeHHblii Ha pOTOpe ANa onpeaenieHns Hanmuna/oTcyTCTBUS NPOGVPOK B NepBOIA U BTOPOIA NO3MLMM WTaTuBa. =

- B KOHLLe npoLeAypbl NPOMbLIBKU, B C/lyyae MUraHusi CBETOAMOLA C NEBOV CTOPOHbI Ha
naHenn n OoTobpakKeHMe cregyloLwero coobuleHns Ha gucnnee (Kak Ha MpUMepe cnesa), 4YTo
1- NOT EMPTY  o3HauaeT nepenosiHeHWe pe3epByapa AN OTXO0A0B, HEO6GXOAMMO 3aMeHWTb pe3epsyap A/
2- EMPTY OTXOZ0B, Kak OM1CaHO B COOTBETCTBYIOLLEM pasfesne AaHHOrO PYKOBOACTBA.
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Bepc.1.2~ 23.03.2021

M3BMEYEHWE WWTATUBA

B KOHUe aHaMTMYecKoro LuuKia Mpubop 3anyckaeT npouesypy
M3B/IEYEHMS LITATMBOB. TeM He MeHee, 3Ta rnpoueaypa MOXET ObITb MAIN MENU
3anyweH u us FNMTABHOIMO MEHKO (MAIN MENU).

HaxkaB KHOMKy 3 «/13BneyeHmne WwraTtnea»
(Rack Removal) 13 rnaBHoro meHo

o O 0O
AUCIeRn 0TO6pasnT cnegytoLLee
Co00LLieHE: O0O0
Extract raek OTKpoliTe NepesHIon Bepb, U3BMEKNTE LUTATVB
1 3aKpOiiTe ee CHOBa. EC/IM HEOGXOANMO U3B/EUbL ®oto 30
OCTa/IbHblE LUTATMBbI, MOA4OXKAUTE CEKYHAY W
OTKPOIATe ABEPb CHOBA A4/1 U3B/IEYEHNS LUITATUBA.
MoBTOpsANTe, MOoKa He OyayT W3BMNEYEHbl BCe
LUTATMBbL.
CMEHA OATbI 1 BPEMEHN
[na cMeHbI faTbl M BPeMEHW, HOKMUTE KnaBuLLy
4 3 FINMABHOIMO MEHKO (MALL MENU).
[Jvcnnein 0To6pasnT crefytoLLee coobLeHme:
"N
DD/MMIYYYY rge 00=[eHb, MM=Mecsi, YYYY=Foa
Setup DATE
y
Ecnu gaTa ycTaHoBeHa npaBuibHO, HaxxmuTe «BBOO» (ENTER)
4Na NoLATBePXAeHWS. [18 N3MeHeHUs rofa JoCTYMHbI TO/bKO ABe
nocnegHve Ludgpsbl.
[anee BBeAUTE HY)XHOE BPEMS B C/efYHOLLEM OKHE:
:;;“ﬂ,MTlME rae HH=Yacbkl, MM=MWuHyTbI
"
®oT0 31

Ecnn Bpems ycTaHOB/EHO NpaBusibHO, HaxXMuTe «BBO» (ENTER). Ecnu HeT, HaxkmuTe «OTMEHA»
(CLEAR) v BBeauTe NpaBW/bHYHO AaTy.

3APE3EPBUPOBAHO A/19 TEXHWYECKOW
CNIYXXBbI
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KOHTPOJIb KAYECTBA C NCIMNOJIb3BOBAHVNEM NATEKCHbIX KOHTPONEH

Mbl peKOMeHAYeM WCMO/b30BaTL JlAaTEKCHbIE KOHTPOSIS Ha €XeAHEBHOW OCHOBE A/A TOro, 4ToGbl
rapaHTMpOBaTb MAKCMMa/IbHO TOUHYH paboTy nprbopa.

JlaTeKCHbIe KOHTPO/ISA - 3TO CPEeACTBO, MO3BO/ISANOLLEE KOHTPO/IMPOBaThL HaAEXHOCTb Mpubopa Ha BCEM
NPOTSHKEHMMN €ro cpokKa cnyXxobl. Habop nocTaBnsieTcss B Kopooke. CylLecTBYeT 2 Habopa /151 BHELLHEro
KOHTPO/1S1 Ka4yecTBa C MCM0/b30BaHWEM /IaTEKCHbIX PacTBOPOB: Habop JlaTeKCHbIX KoHTponeld, 6 TecToB -
Kat. No SI 305.100-A/ SI 305.102-A wnm Habop JlaTeKcHbIX KoHTponeld, 30 TectoB - KaT. Ne S1 305.300-
A/ Sl 305.302-A. lNepes Ha4yaiOM KOHTPOMLHOMO MCCMef0BaHUSA, onepaTopy Heob6XoAMMO MPOM3BECTU
npombIBKy. MNpoLeaypa NpoBeaeHNsT MPOMbIBKM Mepes, CM0/1b30BaHMEM NIaTEKCHbIX KOHTPO/EN onuncaHa
B rnase «[pombiBKa C WCMOIb30BaHWEM 2 TeCT-Mpobupok». [0 3aBepLUeHU0  KOHTPO/SIbHOMO
nccrefoBaHMs, B Ka4ecTBe pe3ynibTara, OyayT pacredaTtaHbl 3 3HaveHuss COQ. MepBoe 3HaueHre (HU3KWi
YPOBEHb) pa3paboTaHO 4151 MOKPbLITUS 06/1aCTU «HOPMasTbHbIX» MaLMEHTOB W, HanpuMep, A0/HKHO ObITb
6nm3ko K 9 MMm/Y. BTopoe 3HaudeHue (CpedHWIA YpOBeHb) paspaboTaHo A1 MOKPbITMS 0651acTu
«MOrPaHNYHbIX» MaUMEHTOB M JO/MKHO ObITb 6/1M3K0 K 20 MM/4. TpeTbe 3HaueHre (BbICOKUIA YPOBEHb)
paspaboTaHo 4519 MOKPbLITVS 061acTV NALMEHTOB C MNATO/I0rNel 1 JOMHKHO BbITb 6/1M3K0 K 60 MMm/4. Ecrin
NoslydeHHble pesynbTaTbl MOMajalnT B 0XUAaeMble rpaHuLbl, TO NPU60p OTKaMbpoBaH KOPPeKTHO. B
NPOTMBHOM C/lyyae, ec/in O4UH Wn 60/1ee pe3y/ibTaToB BbILLYM 32 AOMYCTUMbIe MPeaesibl, PEKOMEHAYeTCS
06paTnUTbLCA B CNy>)K0Y Noaaep XK A1s NpoBepKU KasiMbpoBKU Npubopa n ero PyHKUMOHa/IbHbIX CBOMCTB.

Mepes Ha4yanOM KOHTPOJIbHbIX UCCNeL0BaHNIA, BbIMO/IHATE MPOMbIBKY:
BakHo; uT0oOb[ MpeoTBpaTWUTL 3acOop UMbl UAW Kanuansapa, UCMoNb3yiTe OfHW U Te XKe MpPo6MpKn He
60nee ABYX pas.
a BbINoMHUTE MPOMbLIBKY C  WUCMOMb30BaHWMEM 2 TeCcT-MPOBGWUPOK,  3anOSIHEHHbLIX  3M
OVCTWINMPOBAHHON BOAbI B K&XKA0M. BcTaBbTe MX B MepBYIO 1 BTOPYO MO3MUMKA LLTaTVBA
b. BbINoNHWTE BTOPYD MNPOMbIBKY C WCMOMb30BAHWEM OLHOM MPOOMPKK, 3amnofIHEHHON 3Mn
rMNOX/I0pUTa M BTOPOW MPOBUPKM, 3an0NHEHHOM 3MN AUCTUNNMPOBAHHOW BOAbI, YCTAHOBUB MX
B MEPBYIO 1 BTOPYIO NMO3ULIMK LLITATMBA.
¢. MopgrotoBbTe LWITATWB CO CNeayoLLMM HABoPOM NPOBUMPOK, KaK MOKa3aHOo Ha NPUYMepe HXKe:

NaTtekcHbl it i
| KOHTpoOnb C !
1 umndgpoii 2
1

TecT-npo6upka \
1 c 3mn
AUCTUNNNPOBA

MHOI1 BOpbl.

LLl

NatekcHbli KOHTPO/b NaTeKCHbI# KOHTPONb
C umdopoit 3 c undpoii 4

. Yutute, uto ana TECTI ¢ cucTemMol aBTOMATMYECKOM MOMKM HET HeoOXOAMMOCTU BCTaBNSTb
NPOBUPKM C AUCTUINTMPOBAaHHO BOAOW B 5 1 6 MO3MLMIO LUTATMBA.
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3aTem, 3anycTuTe npoueaypy:

doT0 32

d )

TEST1

UKver. 9-O0x

Sh. XXXXX

10/01/2019 12:37:49

doT0 34

Lot N. xxxx  Kityyy Homep noTa laTeKCHOro pacteopa u

10/12/2016  12:42:04 HOMEp HaBopa, AaTa  BpeMA

Washing Executed
" * PHOTOMETER OK

10/01/2016 12:45:25

Pe3ynbTaT NPOMbIBKW C NepBOii TECT-NPOGUPKMN C BOAOIA.
[arta v Bpema

Washing Executed

PHOTOMETER OK ***
10/01/2016 12:46:44

Washing Executed
*** PHOTOMETER OK ***

* Reference values
LEVEL2= (6:11)
LEVEL 3= (15:22)
LEVEL 4= (56:74)

Photometer Param.
TESTI

UK ver. 9.00X

SN. XXXXX

10/01/2016 12:46:47
PDF 1.0310 T100 3481

BoosterY 1.0704 MFACT1.0704

Offeet channel -150

ESR LEVEL2=9
ESR LEVEL 3 =19
ESR LEVEL 4 = 63

O

Mo 3anpocy npu6opa OTKPOiiTe ABeplUy, BCTaBbTe WTATUB M 3akpoiiTe aBepuy. Mocne ycTaHOBKM WTaTMBA
BHYTPb nMpu6opa HayHeTcs pasa nepeMelnBaHUs 4JMTEIbHOCTbI0 NPUMEPHO B MOATOPbI MUHYTHI.

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

Pe3ynbTaT NPOMbIBKU C BTOPOIA TECT-NMPOGMPKM C BOAOIA
[ata n Bpems

Pe3ynbTaT NPOMbIBKM C TpeTel TeCT-NPO6GUPKY C BOAOI.

PedepeHcHble 3HaueHus CO D /18 NAaTEKCHbIX KOHTPONeit

Tun npnbopa (Testl)

Bepcus npowwvsku MO

CepwuiiHblii Homep (SN.)

[lata n Bpems NpoBefeHNs KOHTPONbHOIO U3MepeHus
MapameTpbl, 0THOCALYMECS K N3MEPEHUIO

curHana (FDF, BoosterY, MFACT)

KaHan cMelleHns (415 TEXHUYECKON Cnyx6bl)

Tpu 3HaueHna COD, KoTopble LO/MKHbI YKNafblBaTLCA B paHee
YNOMAHYTbIA MHTepBan
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B*h«v« In Innovnilen Bepcl2 . 23.03.2021
B KOHUE nepemelLUMBaHUA KOHTPONM OyAyT NpoaHa/IM3MPOBaHbl W, €C/IM  KOPPeNAUMs  Mexay
pethepeHCHBbIMM 1 CUATAHHBIMU 3HAYEHVSIMU MPEBOCXOAUT 97%, TO KOHTPOMbHbIE M3MepeHus 6yayT
cuuTaTbes yeneluHbIMW. Ecnn e Koppensaumsa Hke 97%, To Ha 6ymare OyaeT pacriedaTaHo coo6LLeHme
“Correlation NoK, Procedure aborted” (Koppensuus He B npefenax HopMbl, NpoLeaypa npepsaHa), u
npouegypa 6yaeT ocTaHOB/IEHA.

Korpga aHanus 6yfeT 3aBepLUeH, MPUHTEP pacrneyaTaeT OTYET, Kak MOKas3aHO BbilLie W 3anpoCcuT M3B/eYUb
LTaTuB 13 nprbopa.

Ecnu nocne BBoAa WwTatnea Bbl NoAy4namn coodiyeHne STD x\xx NX. TO 370 3HAUMT, YTO CKAHEP He CMOT CYNTaTb WTPUX-
KOZ, Ha Mpobyvpkax, B AaHHOM clyyae MOXHO BBECTU WITPUX-KOA BPYUHYHO, Kak onuncaHo B MPUTOXEHWW E.

M Extract raek o
no 3aBEPLUEHNID KOHTPOJIbHbIX WU3MEPEHUN W 0T06pa)K6HVIFI AaHHOT 0

COO06LLEHNS, OTKPOMTE NepeaHIo0 ABepb, U3BMEKWTE LUTATVB M3 npubopa n
3aKpoiiTe ABepb.

Mpoueaypa nocne B3ATMSA BOAbl U3 MePBOIi TECT-NMPOOUPKN:

a Hacoc 3abupaeT 116 MK NaTeKCHOrO pacTBopa U3 NpPobupKn, 0603HAHEHHON 2 Ha 3TUKETKE.

AHanm3aTop nepemeLLaeT /TaTEKCHbIA PacTBOP MO Kanuanapy Bnepea-Hasag NpumepHo 3-4 pasa.

3aTem JaHHas anvMKBOTa laTekca cbpacbIiBaeTCs B pesepByap A/19 OTXOA0B.

Hacoc 3a6vpaeT NnaTeKCcHbI pacTBOp 13 TO YKe MPOBUPKM 1 NMPOBOANTCSA U3MEPEHME.

Hacoc 3abupaeT naTeKCHbI pacTBOP M3 CeaytoLe NpobrpKn 1 NPOBOAMTCS U3MEPEHNE.

Hacoc 3a6vpaeT naTeKCHbI pacTBOP M3 NOCNeAHEN NPOBUPKM C NaTeKCOM 1 MPOBOAUTCS

N3MepeHme.

4 Hacoc 3akaunBaeT Bogy 4/181 OUULLEHUST Kanu/isipa oT slaTekca v ero copoca B pesepByap /15
0TX0f0B.

h  VIHCTpyMeHT BbIBOAWT pe3y/bTaTbl TAaTEKCHOIO TecTa, KOTOpble A0/HKHbI NonagaTb B 06/1acTb
pethepeHTHbIX 3HAYEHWIA.

o Qo 0o

B KoHUEe npouedypbl MPOMbIBKY, B C/lydae MWraHusi CBETOAMOAA C JIEBOW CTOPOHbI HA MaHenu u
0TOBPaXKEHNE CefytoLLEro coOBLLEHUS Ha aucnsiee (KakK Ha NpYIMEPe CreBa),

3- NOT EMPTY
4- EMPTY 4YTO O3Ha4aeT nepenosiHeHMe pe3epByapa Ansa 0TXo[0B., Heo6XO,ql/IMO 3aMEHUTb
pesepByap A4 0TX040B, KaK OrnMcaHO B COOTBETCTBYHLIEM pa3fesie AaHHOro
pyKoBOACTBaA.
NMpumeyaHune:

4 Onuys «npaliMmuHra» Jlatekca MOXeT GbiTb OTK/IIOUEHA MHXKEHEPOM TEXHUYECKON CYXKObI.

Mpovecc «npaliMuHra» Jlatekca Gbin BBEAEH f/151 MOBbILLIEHUS HAAEXXHOCTU NPOBEAEHMS TATEKCHBIX U3MEPEHNIA.

B Hauane npolecca 13MepeHus Hacoc 3abupaeT 116 MK/ 1aTeKCHOro PacTBOpa 13 NPOGUPKM, 0603HAUYEHHON 2 Ha
3TUKETKE.

3aTeM aHanm3aTop nepemeLaeT pacTBOp flaTekca Mo Kanunnspy HeckorbKo pas M cOpacbiBaeT B pesepsyap s
0TX0f0B. [ocne 3Toro Hacoc 3abupaeT NaTeKCHbIV PacTBOP U3 3TOW XXe MPOBUPKM 1 NMPOBOAUT HEOBXOL4UMble
13MepeHwst

A e [ocnegHvie ABe NPOGUPKM C AMCTUNNMPOBAHHOK BOAOI HYXHbI N1 OUULLIEHUS Kanunnspa.
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ALt PyKoBOACTBO NO 3KcnayaTaum
v TESTI

OMEPAUNOHHBIE ® YHKUWNWWN KNTABUWATYPbI

In InnovaHon

B6pc.1.2- 23.03.2021

OMMCAHWE

B TrMABHOM MEHIO (MAIN MENU) kaxgas KnasyLlia KiaBuaTypbl 0TPaXKaeT He TO/IbKO
onpegeneHHy0 LMgpy, HO Takke MMEET PYHKUMIO, 3aKPEN/IEHHYHO 38 3TOM K/1aBULLIEHA.

doto 35 doT0o 36 doTo 37

HaxxatveM KHOMKM 8 1 3aTeM KHOMKM 2 (PoTo 36) Bbl akTUBUPYeTe (YHKLUMIO MPeaBapuTe/ibHOro
nepemelLIMBaHNA 6e3 3anycka LyKIa aHamsa. 3T0 MOXeT 6bITb Mose3Ho, ecny 06pasLibl HAXOAUMNUCE B
XONOAUSIbHVIKE HOYbIO, @ MOJ, PYKON HEeT repemelLmBaTens npob 419 CpaBHEHUS aBTOMATUYECKOro U
py4HOro meToga.

O6pasLbl NepeMeLLIMBAIOTCA Ha TOM >Xe CKOPOCTY 1 TOM e KOMMYECTBe LMKIIOB, KaK 1 B CllyYae aHa/msa,
aTaKkKe UMK MNepemeLLnBaHNsA NoBTopseTcs Kaxkable 30 CeKyHZ, 40 TeX Mop, Moka He ByfeT Haxara
kHornka BBO/J, (ENTER).

HaxkaTvie KnaBuLLK 8, a 3aTeM 1 aKTMBMPYET pacreyaTKy McTa onuyii.

a Cnucok:

MAIN MENU 0 - (4na yBennmyeHns KONUYeCTBa TECTOB)
0- AVAILABILITY 1- (gns 3anycka uukna aHannsa)

1- MEASURE 2 « (gns 3anycka npoueaypbl MPOMbIBKM
2- WASHING

3+ (4N N3BNEYEHUS UITATVBA U3 UHCTPYMEHTA)

3- RACK EXTRACTION

4- DATE & TIME 4 - (BN M3MEHeHMs AaTbl N BPEMEHW)

5-TECHNICAL MENU 5 - (gnsa goctyna B TexHuyeckoe MeH10)

6-CALIBRATION EC 6 - (4N5 CTapTa KOHTPO/bHBIX M3MEPEHMIA C MOMOLLbI0 NATEKCHBIX
7- RS232 RX DATA KOHTpOﬂEH)

9-TO CHANGE TANK
REP-STATISTICAL DATA
CLEAR-CHANGE NEEDLE

7 - (ncnonb3yeTca B OTCYTCTBUM BHELLHErO U BHYTPEHHEro CKaHepa
LITPUX-KOLO0B)

9 - (ansa cbpoca cueTumKa pesepsyapa 0TXO/0B NpK 3aMeHe pesepsyapa)
KEPYnpoBecTW BHYTPEHHUIA KOHTPO/Ib KauecTsa)

CbEAK-(ans 3ameHbl Urnbl)
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rU TykLLLLIcTBO no aKcnyaTauum
TESTI

B«lldxa In Innovillen Bepc.1.2- 23.03.2021

IAMEHA PE3EPBYAPA AN1A OTXO40B

OMNCAHWE

B KOHLE KaXJ0ro aHa/IMTUYECKOr0 LIMK/a Moc/e yaaneHns LITaTtueBa U3 MHCTPYMeHTa, npubop nposepsieT
CYETUMK COPOLLIEHHO XMAKOCTY B pesepByap f/19 0TX040B. Eciv gaHHoe 3HaueHWe npnbnmxkaetcs K 1300
(Ha 200 3HaueHWIH HDKE KPUTUYECKOMO 3HAYeHMs), NpMbop pacneyaTaeT coobLyeHne, 4yTo «<PE3EPBYAP
MoYTUM 3AMOJIHEH» (TANK ALMOST FULL). JaHHoe cooblieHMe npefyrnpexiaeT onepaTopa o
Heo6XoMMOCTM 3aMeHbI pe3epByapa /18 0TX0L0B M1 copoca cyeTymka o O.

HaxmuTe knasuwy
1 ans c6poca
cyeTymnka fo 0

Haxmunte knasuwy
I 9 n3 NMABHOIo
I MEHIO
00O

& 0 0

®oT0 38 doT0 39

Ecnu Bbl ByfeTe MrHOPMpPOBaTb JaHHOE COOOLLEHWE U MPOLO/IKUTE BbIMOMHATL M3MEPEHNS [0 TeX Mop,
rMoKa He 6yfieT JOCTUTHYTO KPUTUYECKOe 3HaYeHWe, Nproop 0TobpasmT Ha IKpaHe COOOLLIEHME O TOM, YTO
pesepByap 4/191 0TXOLO0B MEPENO/IHEH, Ha MaHe/In HayHeT MUraTb CBETOAMOA, a Ha bymare pacneyaTaeTcs
coobuieHne «x3AMEHUTE PE3SEPBYAP /1A OTXO40B» (“WASTE LEVEL DETECTED EMPTY
THE TANK?”). VIHCTPYMEHT He M03BO/IUT MPOBOANTL U3MEPEHNS 40 TexX Mop, Noka pesepByap He 6ygeT
3aMeHeH 1 CYeTUMK copoLieH fo O.

Mpoueaypa 3amMmeHbl pesepByapa 4/ OTXOA0B

OTKpOIiTe NNAacCTUKOBYIO MEPEAHIO ABEpLY, BbiTAalTE 3arpy304HbIi KOHTEAHEP U CHUMMUTE KPbILLIKY
pesepByapa /1 0TX0/0B.
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lnv 1 pykosopcTBO No akcnnyaTaumm
FAX TESTI

**M ev« In InnovKlon Bepc.l.2—23.03.2021

OCTOPOXHO CHUMUTE MO/HbIV pe3epByap [/t 0TX00B, YCTAHOBUTE Ha ero MecTo MycToi pe3epByap A1
OTXO/0B, HafieHbTe Ha HEFO KPbILLIKY pe3epByapa /1 0TXOA0B, a Ha U3BMEUEHHbIN pesepByap A 0TXOA0B
YCTaHOBUTE W 3aKPYTUTE NIACTUKOBYHO KPbILLIKY, UTOGbl NPefoTBPaTUTL YTEeUKY XMAKOCTU. MpuHecnTe
3aKpbITbI PesepByap [/l OTXOA0B B 30HY YTWUAM3aLUMM /1abopaTopun 1 NPUCTYNainTe K yTUAU3aLMA B
COOTBETCTBUM C BH>TPEHHUMI MPaBUiIaMu 1abopaTopun.

. M | Lu Mm

Bocrnosb3yiiTecb BO3MOXHOCTLIO MOBTOPHO HAMO/HWTL BOAIOK pe3epByap /18 NPOMbIBKY, AaXKe ec/ii OH
He BbIFNAAUT MycTbIM. HanonHuTe ero A0 OTMEeTKM B 500 M. 1o XKeNaHuo, MOXHO Takke BblHYTb
pe3epByap [/ NPOMbIBKX /11 06/eryeHVss ero HamosnHeHusl. ocne 3aBeplleHUs BCeX Mpouesyp
yCTaHOBUTE pe3epByap, HKMWTE Ha HanpaB/SIOLLYIO 3arpy3Kv U 3aKpOiTe MepedHIo MnacTUKOBYHO
KPbILLIKY.

MpumMeyaHve. O yTUNM3aLMM COZEPXKMMOr0 pesepByapa [A/s O0TXOA40B CO6/MIOAaiTe CTaHAapTHbIe
npoLeaypbl 6e30MacHOCTM, MUCMOMb3yeMble B 1a6opaTopum.
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KOBOOCTBO NO 3KCniyaTaun
TESTI

BepC.1.2- 23.03.2021

MOAAYA BYMATU

OMMNCAHWE
HaxaTtne knaswm PAPER FEED (MOAAYA BYMAI W) Ha KnaBuaType
WM Ha KHOMKe npuHTepa { ), Bymara 6yfeT nogaBatbCs Yepes rnpuHTep
®oTo 40
(ORI ONNO)]
Oo @

MHCTPYMEHTbBI 1A CTATUCTUYECKOIO AHAJTN3A

[nsa Toro, uTobbl CrieauTb 3a HAAEXHOCTLIO Nprbopa, MO TEST1 BKoYaeT B cebs HAb0p MHCTPYMEHTOB
[N 0TOOPaXKEHNS Y MOCTPOEHUSA CTATUCTUYECKMX OTHETOB NPOM3BOAUTE/TLHOCTM NpUbopa, Kak Hanpymep:

1. MPOBEPKA MPUBOPA C UCMOJIB30BAHMEM HABOPOB JIATEKCHbIX KOHTPOJIEWN (kat
Ne SI 305.100-A/S1 305.102-A ans 6 TectoB unm KaTNe SI 305.300-A/ SI 305.302-A ansa 30 TecToB)
» TepBblii rpatinK 0TOGPaKAET Pe3y/ibTaTbl eXXeHEBHbIX NMPOBEPOK SIATEKCHBIMU KOHTROMSAMU U
OTpaXKaeT MoBefeHMe pesybTaToB M3MepeHUst 3 YPOBHel NaTeKCHbIX KOHTPO/IEH BO BPEMEHM.
* Ha BTOpoM rpafmke Kekfas 3Be3f0YKa OTPAKAET OTK/IOHEHWE BCeX TPEeX MOJyYeHHbIX
pesyIbTaToB KOHTPO/EN OT OXKMAAEMbIX 3HAUEHWTA, NPUBELEHHBIX B UHCTPYKLMMW N0 NPUMEHEHMIO.
MakcumanbHO fonycTUMoe 0TKNoHeHKe (CV) pasHo 10%.

2. OTYET NO CTATUCTNYECKM AAHHBLIM CO3

a. OTobpaxaeT YepHble U Genble KPYKOUKM, KOTOpble NMPeacTaBnsoT co60li KyMynsaTUBHOE W
cpefHeaHEBHOE 3HaYeHNs pe3ynbTaToB COI 06pasLoB NaLUMeHTOB, OTHOCSLLMECS K labopaTopuun.
b. C Hayana cpoKa XM3HM Nprbopa, cMcTema KOHTPOS KavyecTBa XpaHUT napbl KyMyAsSTUBHBIX U
CpefHeAHEBHbIX 3HadeHWii COJ, KoTopble W30 AHS B [A€Hb YBEMUMBAKOT rpadgmk fo
MaKCUMasibHOW A/IHbI, oTpaxatowwleid 30 gHeli aHanmza. [danee rpadmk 6yaeT aBTOMaTUYECKM
MOMOHATCS HOBbIMW AaHHbIMW CABWUrast rpaik BBEPX WM OCTaB/AS MECTO BHM3Y /11 HOBbIX
3HaueHWi ¢ NocneHero AHA aHamsa.

3. OTYET NO PACMNPEAENEHWIO 3HAUYEHWI CO3
a. CyulecTByeT ABa rpaika, 0T/IMHaOLWMECH TPAHUYHBLIMW 3HAYEHUSIMU:
b. OpHa pacneyaTka OTpakaeT cpegHee 3HayeHMe CO3J BO BCEM AManasoHe 3HaudeHuii oT 2 Ao
120 Mm/4 1 BTOpas oTpaxkaeT cpefHee 3HadeHne COSD B HopmasibHOM AvanasoHe 3HaueHuin oT 2
[0 30 MM/Y, CUMTAIOLLIMXCA HE MaTOosI0rMYECKUMM.
C. OTO MO3BONSAET OTAENUTbL MaTasiorMyeckue pesynbTaTbl OT HOPMaIbHbIX W MOCMOTPETH
CTaTUCTUKY HOPMaJIbHbIX Pe3y/IbTaToB B OTPbIBE OT NATa/I0MMYECKUX.

4. OTYET MO CTATUCTUKE MNMPOMbIBKW/
UepHasi ToUKa OTPavKaeT ANHAMUKY M3MEHEHUSI CpefiHEro CUrHasa, perucTprMpyemoro npu NPoMbIBKe
BoAoi. donycTumblini CV (KoathdmumMeHT BapuaLmm) MoXKeT BapbMpoBaThest Ao 1,6%.
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PyKoBOACTBO NO 3KCnayaTauun
TESTI

8«llavt In Innovation BEpC.l.2-23.03.2021

KOHTPO/IbHbLIE KAPTbl TATEKCHbBIX N3MEPEHUNA

Mo 3aBepLUEHVIO NPOLeAYPbl KOHTPOMA KadecTBa C MCMO/Mb30BaHWEM JlATEKCHbIX KOHTPOMel, Bee
MosyyYeHHbIE 3HAYEHVs] COXPaHsATCS B MaMsATVM Mpuéopa B BUAE KPY)KKOB U 3Be3fgoueK. BbiGop
COOTBETCTBYIOLLET0 MEHIO M0O3BO/ISIET 0TOBPA3NTL BCE 3TV 3HAUEHUS Ha FPaInKe.

Mocne HaxxatuA knasuwm REPRINT (MOBTOPHAA NMEYATD) B
FMABHOM MEHIO (MAIN MENU) 1 oxugaHus B TedeHWe napbl CEKYHL,
clefytoLLee coobLLeHWe ByeT 0TOOPaXKeHO Ha aKpaHe:

r \
STATISTICAL DATA | STATISTICAL DATA 00O
M@ Sp @) W @ Mocne Haxatna
ESR STD RATE (1) REPRINT, HaxaTuem
Vorooeeee e * S knasuwn 1 gucnneii
0TO6pasuT cneaytoulee
coobuieHne

HaxaTtne kHonku | (TREND ESR) pacneuvataet
rpathmK KOHTPOsIbHbIX KapT CO3

HaxaTtne kHonku 2 (TREND FACT) pacneyaTaet
rpaumk HakTNYeCKOro OTK/TOHEHWS:

1- TREND ESR

2 -TREND FACT doTo 41

PacwunppoBKa rpauka:

JTOT rpatmkK oTobparkaeT NoBeAeHME Pe3yNbTaToB U3MEPEHUS
3 YPOBHEl TaTeKCHbIX KOHTPO/E BO BpeMeHW. [MNepBas cepus
CMMBO/OB (* * 0) NOA BEPXHEl YepTOl 0TOOpaKaeT pesybTarhbl
MepBOr0 M3MEPEHUS] flIAaTEKCHbIX KOHTPOMeR, Torga Kak
NnocneHAs cepust COOTBETCTBYET MOCNEAHUM pesy/bTaTam.

C nomoLLbt0 rpadimka MOXKHO OLIEHUTbL MOBeLeHNe Pe3ybTaToB
KOHTPO/IbHLIX ~ WCCMefOBaHWIA  KayecTBEHHO, HO  He
KOJINYECTBEHHO.

Kpome Toro, B ciiy4ae M3MEHEHWSI HOMEPA CEepUN KOHTPOSIEN,
NPy KOTOPOM fManasoH 3Ha4YeHWi HOBOM Cepum OTIMYaeTCs OT
npeaplaywiero, Ha rpaguke O6ygeT OToOpadkeH CABUT
pesynbTatoB No wWkane CO32 (nocnegHue 4  cepun
KOHTPO/IbHbIX UCC/IEJO0BAHNIA Ha PUCYHKE).

B aTom cnyyae Heo6X0AMMO MpOCAeAMTb 3a MOBELEHVEM
pe3ynbTaToB aHa/M3a KOHTPOJIER 13 HOBOI CepuM B TEYEHUE
HECKO/bKMX AHEeN 1 NOATBEPAUTb CTabWUNbHOCTL Pe3ybTaTos,
Mosly4YeHHbIX Ha HOBOW CepuM KOHTPOSel, He cpaBHWMBas C
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FAX A PYKOBOACTBO NO 3KCn/yaTaunm

B*h«ve« In Innevatlofl

TESTI

Bepc.1.2- 23.03.2021

Camo cpefiHee 3Ha4eHVe PaccUUTbIBAETCA Ha OCHOBE BUKCMPOBAHHOMO 3HaydeHus 30 gHeid, nosToMy B
Hayane paccumTaHHoe CV MMeEeT BbICOKOE 3HaYeHue, KOTOpoe caMo Mo cebe He MMeeT cMblicna. YTobbl
WUMETb aKTyaslbHOe 3Ha4deHue, 3HadeHne CV naTeKCHOro TpeHAa JO/MKHO cofepkaTb He meHee 30 gHeld
HaKOIM/IEHHbIX AAaHHbIX; B IK060M Crlydae, YTO BabkHO, 3TO He CV KaK 4mcno, a cam TpPeHA 1 SD, KoTopblii
(Bbl MOXETE BUAETb B CBOUX pesy/ibTaTax).

-20 -10 +10 +20
DEV%

Dev. St. 26,15
CV% =805
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PaclumngpoBka rpagmka:

Ha aTom rpadmke Kekgas 3Be3f04Ka OTpakaeT OTK/IOHeHUe
BCEX Tpex [MO/yYeHHbIX Pe3y/NbTaTOB KOHTPOMen OT
0XKMAAEMbIX 3HAYEHW, MPUBELEHHbIX B WHCTPYKUUM MO
MPUMEHEHUIO.

B npouecce KaMBPOBKM C MOMOLLbHO JIATEKCHBLIX PacTBOPOB,
npnéop XpaHWUT HeO6XOAMMOE 3HAYeHVe YCWIeHUA 04
Ha3BaHmeM ModelFact, pgna nonyydeHUs  OXMAaeMbiX
pesynbTaTtoB CO3. 3TOT NapamMeTp NpeacTaB/ieH Ha rpadmke
BEPTUKa/IbHO 0Cbto 0603Ha4eHHo Lmdpoi 1 Mog rpadmkom
npuBeAeHbl 3HAYeHWS CTaHAAPTHOro 0TKoHeHus (Dev. St.) n
KoathpuupmeHTa Bapraumm (CV%) NoslyyeHHbIX pe3y/ibTaToB
Mo CPaBHEHWIO C PehePeHCHBIMY 3HAYEHMSIMU, YTO MO3BOSISET
OLIEHUTb 3PdeKTUBHOCTL PaboTbl aHaM3aTopa.

Ecnn 3HaveHne CV% Konebnetca B npegenax +/- 10%,
aHanmM3aTop PYHKLUMOHMPYEeT KOPPeKTHO. Ecnn CV% BbIXOAUT
3a yKasaHHble npefesnbI, Heo6xoamMMa ero npoepka Cny>x6oit
NOAJEPXKKMN.

KoathdpmumeHT Bapraumm (CV) onpefensieTcs Kak OTHOLLEHMe
CTaHAAaPTHOro0 OTKMOHeHUA SD (K cpefHeMY 3HaYeHUo L, 3TO
CV=olp.
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PyKOBOACTBO MO aKCM/IyaTaumm
TEST1

eel)e¥e In Innevilion Bepc.l.2-23.03.2021

CTATNCTUHECKUE OAHHbLIE MO CO3

MO aHanu3aTopa BbIBOAUT Ha MeyaTb Kak pe3y/bTaTbl, MO/lyYeHHble 3a AeHb (6efible TOUKW), Tak U
CYMMapHble pe3y/bTaTbl, MOTyHYeHHbIE C MOMEHTa MHCTaNISALMN Nprbopa (YepHble TOUKM). Ty ONUMIO
MOXKHO paccMaTpuBaTb B KauecTBe aHa/IMTMUYECKOro KOHTPO/SA, OCHOBAHHOro Ha «Bbl60PKe Mpo6»,
KOTOPbIA WrpaeT posb MpoueAypbl MPOBepKM Mpubopa. 3TOT TUM KOHTPOAA MOXHO CUUTaTb
HEMPEePbIBHON Ka/IMbPOBKOI aHanmM3aTopa.

B cnyyae fgoctaToyHo 60/bLUOIO KoamyecTBa Npob (okoso 6000) MOXHO MNpPeanonoXmtb, 4YTO B
nabopaTopun, MCNosb3ytoweld oanH U TOT XKe Npubop, pacnpeaeneHWe MosydaemMblx 3HadeHuin COD
(cpegHux 3HayeHWA CO3) He AOMKHO KonebaTbCsA B CYLLECTBEHHOM Mepe MpW YC/I0BUM, YTO aHanM3aTop
BblAaeT AOCTOBEPHbIE Pe3ybTaTbl.

OTHocWTeNbHO NPo6, MOCTYNaoLLIMX B 1abopaToputo, CNPaBeAIMBO CriedytoLlee: Npobbl, NOCTynakoLme B
na6opaTopuio, 0TOGPAKAIOT HEKYH0 MOCTOSIHHYIO MOMyAUMIO, Pe3yNbTaTbl aHanM3a KOTOPOi MMEHT
MOCTOSIHHOE pacrpeesieHne, 0COGEHHO eC/IN KOMMYECTBO NPO6 CTATUCTUYECKU 3HAUMMO.

ECM  aHa/IMTUYECKME XapaKTEPUCTUMKN UHCTPYMEHTA HAOEXKHbI, OXWAAETCH, UTO YepHble TOUKM
COBOKYMHbIX CPEAHUX 3HAueHWiA He OYAYT CUNbHO KOMebaTbCA M OCTaHYTCA B TPeX CTaHAapTHbIX
OTK/IOHEHUSAX OT CPEAHEr0 3HAUEHS COBOKYTMHbIX CPEAHMUX, UTO 6YAET CNYXXMTb YCTORUMBBLIM 3TASIOHOM.
I"patK KyMynsiTUBHOIO CPEAHEro NoMoraeT YBUAETb, CYLLECTBYIOT /I CUCTEMATUYECKIE OTK/IOHEHUS! BO
BPEMEHM, UTO YKa3bIBaET Ha BO3MOXKHbIE (DYHKLMOHa/IbHBIE NPo6/ieMbl B NMpuGope.

PacnpefenieHne COBOKYMHbIX CPEAHUX 3HAUEHWId, HECOMHEHHO, SBMsieTcd Gonee  CTabWibHLEM
nokasaTefieM, UeM CpefHVe 3HaYeHVs MNaUWMeHTOB B pasHble [AHW, MOCTynawoLive W3 pasHbIX WK
onpefeNieHHbIX paiioHoB U T. A. Ha 3To pacnpefeneHvie, HakTUYeCKW, He BAWSIET BKa] Kakux-nméo
HEHOPMa/IbHbIX BbIGOPOK, KOTOPblE MOFYT GbiTb CMOPAAMUYECKU NPUCYTCTBYET B PasHbIX MPOLEHTaX B
pasHble gHW. CreayeT Takke MOMHUTb, UTO MaumeHTbl ¢ CO3 B HOPMa/lbHOM [Manas’oHe Takke, Kak
MpaBu/Io, COCTAB/ISOT GOMbLLIMHCTBO 06Pa3LoB, NOCTYNAOLLIMX B 1aGopaTopuio.

CTATNCTUNYECKWME AAHHBIE - PacwudpoBka rpadmkos

Haxmute REPRINT {TTOTBOPHAS MEYATb) 13 I/TABHOMO MEHIO (MAIN MENU) st gocTyna
K CUCTEME KOHTPO/1A KayecTBa. Mocne HEKOTOPOro oXkngaHuA, naHHoe COO6LLI,EHI/Ie 6y,qu BbIBEEHO Ha

3KpaH:

STATISTICAL DATA
M(2) Sp(3) W (4) HaxmuTe Knasuwy 2 Ans BbiBOA rpauka, OTPaKatoLero nosefeHue
CpegHuX 3Ha4eHnin CO3.
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In innovation

TEST1

Bepc.1.2-23.03.2021

Pacneyatka CPEAHWX 3HauveHuii CO3 BO BCeM fmanasoHe 3Ha4eHU (2-120 mm/y)

ESR AVERAGE VALUES 2-120

(1-1) Samp. n.  KKKK

11 8
XX.XX .
Y 0
XX.XX .
Y 0
XX.XX .
WYY 0
XX.XX .
WYY 0
XX.XX .
Y 0
XX.XX .
WYY 0

STD ¢ zzzz ww STD
o w.w wwCV% e
CC.C

25

I pe:
KKKK = 06LLlee KONMYECTBO OLIEHNBAEMbIX NPO6

XX.XX (*) = OTpaxaeT KyMyNATUBHOE CPefHee 3HayeHMne
CO93

yy.yy (0) = oTpaxaeT cpegHefHeBHOe 3Ha4eHe COJ

zz.zz = CTaHOAPTHOE OTK/OHEHME  KYMYNATUBHbIX
CpefHuX 3HayeHnin CO3J

W .w = CTaHA4apTHOe OTK/IOHEHWE CpeaHeAHEBHbIX
3HaueHun CO3

cC.C =Ko3hmumeHT Bapuaumm CV% KyMynsTUBHbIX
cpeaHuX 3HaveHni COJ

WW = oTpaxaeT KOMMYECTBO MPOLLEALUNX [HEeA [0
JOCTUDKEHNST BEMMUMHBI KKKK

Pacnevatka CPEAHWX 3Ha4veHuii CO3 B HOPMAJILHOM AVMATMA3OHE (2-30 mm/yv)

ESR AVERAGE VALUES 2-30
(1-2)  Samp. n. kkkk

1 5 15

XX XX °

WYY 0
XX.XX .

WYY 0

Samples ww

0000 [min - max ]
STD 22.22
STD 0 w.w
CV% o cc.c
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25
1

[l

oe:
KKKK = 006LLee KONMMYeCTBO OLEHVBAaEMbIX NPob

XX.XX = 0TObpaXkaeT KYMY/IATUBHOE CpefHee 3HayYeHue
CO3 B gnanasoHe 2-30 Mm/y

YY.yy = 0oTo6paxkaeT cpefHefHeBHOe 3HayeHne CO3 B
avanasoHe 2-30 MM/4

zz.zz = CTaHOAPTHOE OTK/IOHEHWE KYMYNISTUBHbIX
CpeaHunx 3HayeHnn COD
vv.wv = CTaHAapTHOe OTK/OHEeHWE CpeaHeaHEBHbIX

3HayeHuii CO9

cc.c = KoappuumeHT Bapvaumm CV% KyMynAaTUBHBIX
cpeaHunx 3HauveHnii COQ

WW = oTpakaeT KO/MIMYECTBO MPOLUEALINX [HeiA [0
JOCTVXKEHUSA BENUUNHBI KKKK

0000 = oTpaxaeT noc/iegHee 3HaYEHNe XX.XX rorasLuee B
paccuMTaHHbIA NPOMEXYTOK ( (min. n max])

> min = MWHUMabHOE 3HayeHMe [/19  OLEHKU
CpeAHEeLHEBHbIX 3Ha4YeHnn COJ

(= KymynsatuBHoe cpefHee - 3 X CO KyMynATUMBHbIX
CpeaHuXx)

< max = MakCUMasibHOe 3HaueHWe [N  OLEeHKU
cpeaHeaHeBHbIX 3HaYeHui COJ

(= KymynstuBHoe cpegHee - 3 X CO KyMynsiTUBHbIX
CpeaHux)
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PyKoBO/ZCTBO MO 3KCcNyaTauum

Ball*** 1a Innovation

TEST1

Bepc.1.2-23.0Z.2021

NHTepnpeTauus pesynbTaToB CTaTUCTUYECKOrO aHanvaa npo6 nauyieHTOoB.

(M) siwb 3744
19 29 0

3871
3142 ~
KX <
26.38 f
2978 |
2519
2081 |
3813 A n; 1
279 .

29.5* ¢

29

17.17 »

2968 |

2115 »

2966

37 88
29 73
3168 *
29.72
2953
3886
3737 »
2 82
2730
3881 ;
3 *
29.98

“
10

e
o1 , .

PR R
-

[y
*

*

—

0J

[any

>

o

279
26 29

2977 m
29.39
29 6
27 69
2938 | .

o
o

2998 .

3267

20731

25 46 o

297% 1

072 . 4]

29.76 |

29 99 * 0

2% >

B 12N 10 t

29.76 i .

26.95 f t

2958 |

2568 & Dt i |

2951 | !

2767 b or I 1

29.29 | |

svey | 1.1

29 2* » | |
|
|
|
[
|

2788 Y |
20221 | |1 |
3145 % | |

2017t t | |
2654~ | |

SD- 0.38 38

SIDO 433 38
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(1-1) Samp. n. 3744 (o6LLee KONMYECTBO Pe3yNbTaToB B NaMATH Npubopa)
19 29 39

=t
30.71 . UEPHbIA KPYXOK - KyMynaTUBHOE cpefHee COJ
31.42 o 6enblil KpyXoK - cpefHee COQD 3a nepBblil AeHb aHanm3a
30.26 . KyMynsTuBHoe cpefiHee COJ (1+2 feHb)
26.38 0 cpegHee COQ 3a BTOPOi AeHb
29.78 . KyMyNATUBHOe cpefHee COJ( 1+2+3 fHW)
25.19 o) cpepHee CO3 3a TpeTuin AeHb

uT.A.
Mpathnueckasn pacneyvaTka oTobpaxaeT pe3ynbTaTbl 3a nocnegHme 30 gHen
aHam3oB. Mcronb3ys faHHyl pacreyaTKky, JlIerko [JeTeKTUpoBaTb
aHOMa/IbHOe OTKJ/IOHEHWE CpefHeAHEBHbIX 3HaueHUiA CO3 OTHOCUTEBHO
KYMYNSATUBHOIO CPefjHero K, Tem cambIM, 3aMKCUPOBATb BO3MOXKHYHO
CUCTEMHYIO OLIMBKY WM HEMoNafKu  WHCTPYMeHTa.  PesynbTaTbl
0TOBPaKAIOTCA, HaUMHaA ¢ Haubosee cTapbIX (BEPXHAS YacTb pacreyvaTkm)
[,0 HOBbIX (HVKHSAS YaCTb pacreyvaTku).
Mpy MHTepnpeTauun pesynbTaToB HE06X0ANMMO COb6aTE OCTOPOXHOCTb
N y4nTbIBaTb KOIMYECTBO WCCMEAOBaHHbIX 3a fAeHb NPo6 u cny4aliHoe
N3MeHeHMe MCTOYHMKa MNpob. PacnpepeneHne KymynsiTUBHOTO CPELHErO
CTabumayeTcs, HauMHas ¢ ornpegenieHHOro KosiMyecTBa Hakomn/IeHHbIX NPo6
(6onee 100), a cpeaHeAHEBHbIE 3HAYEHUSI KONEOAKOTCS OTHOCUTENbHO
KYMy/ATMBHbIX 3HadeHUA. TakuM 06pa3oM, HemnosagKM WHCTPYMeHTa
MOryT ObITb JIErKO OOHapy>XeHbl MO0 CTPEMUTESIbHOMY OTK/IOHEHUIO
KyMY/ITUBHbIX 1 CPeAHEAHEBHbIX 3Ha4eHnii CO3.
B namaTtu aHasiM3zaTopa MOXeT xpaHuTbLeA A0 5900 pesy/ibTaTos, UCMOSb3YA
KOTOpble aHanu3aTop MofiydaeT YCpPeAHeHHble [AaHHble, MNO3TOMY
CYLLIECTBEHHbIE OTK/IOHEHUS B eXeJHEeBHOW CTaTUCTUKE He MOryT B
3HAUUTENBHOM Mepe MOB/UATL Ha KyMynAaTUBHOe cpefHee COJ. Kpowme
TOro, Kak TO/IbKO aHanu3atop HakarsiveaeT 5900 pe3ynbTarToB, MepBble
1000 pe3ynbTaToB YyaanawTca W3 6asbl fJaHHbIX (ocTaeTca 4900
pe3ynbTaToB), 3Ta Mepa MO03BOMSET u3beaTb M3NMLIHER CTabunmsaumm
KyMYNATUBHOIO cpegHero CO3.
B KoHUe rpadumka nNpUBOASATCA 3HAYEHWs CTaH4APTHbIX OTK/IOHEHWI
KYMYNATUBHOIO CPeAHero 1 CpeiHero 3a [eHb:
STD « 0.30 30 CraH4apTHOE OTK/IOHEHME KyMY/ATUBHBIX AaHHbIX (MocnegHune
30 fHei)
STDo 4.33 30 CraHAapTHOe OTK/IOHEHWE CpefHeAHEBHBIX faHHbIX (nocneHue
30 aHeid)
Co CTaTMUCTMYECKOI TOHKMN 3peHMS faHHble CUMTAKOTCA CTabWUbHbIMUK, ECN
OHM nonagaloT B AvanasoH = 3 CraHg OTK/IOHEHWE pedepeHCHO
nonynsauuun. B aTom cnydae, ecny NPUHATL CpefHee 3HaYeHWe PaBHbIM
nocnefHeMy KyMynsTUBHOMY — cpefHemy (29,17), a cTaHfapTHoOe
OTKJIOHEHVE paBHOe CTaHAaPTHOMY OTK/IOHEHWIO AHEBHbIX JaHHbIX (4,33),
JONYCTMMbIA  guana3oH  cocTaBuT: oT  29,17-4,33*3=16,18 o
29,17+4,33*3=42,16. NocnefHee cpefHee 3afeHb, paBHoe 26,54, nonagaet
B YKa3aHHbIA AManasoH, 4YTO CBMAETE/IbCTBYET O KOPPEKTHOW paboTe
npubopa.
Heo6x04MMO MOMHUTbL, YTO ec/iM [AHEBHOE CpefHee He nonafaeT B 3aToOT
[vanasoH, TO MPUYUHY CleflyeT UCKaTb, B NepBYO o4epelb, B Mnpobax,
NCCNefoBaHHbIX 3a fieHb (BO3MOXHOE NMpeobsiagaHne naTosiormyeckux Um,
HaobopoT, 3[0POBbIX MaLUWEHTOB). Pe3ynbTaTbl, Mo/yyYaeMble BO BCEM
AnanasoHe 3HadeHMn COJ (oT 2 go 120 mm/4), XapaKTepusyroTcs
[OCTAaTOYHO BbICOKON HecTabuibHOCTbIO. 10 3TOW npuynHe pJanee
NPUBOANTCA APYroi rpadumk (CM. HUKe).
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YKOBOOCTBO M0 3KCnayaTaLum
TEST]

Bepc.1.2 - 23.03.2021

BTopoli rpauk BHELIHe MOXO0X Ha NpefblgyLiMil, HO B LAHHOM Cry4ae
pe3ynbTaTtbl OrpaHnyeHbl A1nana3oHoM 2-30 MM/Y (HOpMasibHble 3HaUeHNS).
Ha 3tom rpaduke KymynsTMBHbIE [aHHble AEeMOHCTPUPYIOT 60MbLUYIO
CTabuNbHOCTb, MOTOMY UTO OMUCHLIBAKOT MPO6LI HOPMA/IbHBLIX NaLMeHTOB (6e3
narosiorun).

Kak © B npefbigyuieM cnyyae, Ha BTOPOM rpaduke aHannsupyerca
CTabWNbHOCTb CPeAHMX 3HaueHni CO3.

(1-2) Samp. n. 2351 (obLee KONMYECTBO MCCeAoBaHHbIX NPo6)

15 25

13.47 i YepHbIIi KPYXKOK - KyMynsaTuBHOe cpeaHee CO3
13.85 0 6enblii KPY>KOoK - cpefHee CO3 3a 1aeHb aHam3a
13.48 . KyMynsTuBHoe cpefHee COJ (1+2 fieHb)
13.53 0 cpefHee CO3 3a BTOPOIA feHb
13,57 . KyMynaTuBHoe cpegHee CO3(1+2+3 aHwn)
14.26 0 cpegHee COD 3a TpeTwii AeHb

nT.a,

Kak v Ha npegblgyliem rpaduke, BTopas pacneyaTka oTpaxaeT pe3y/bTaTbl
3a nocnegHue 30 AHeld.  Mcnonib3ys  faHHYK  pacneyartky, Jierko
LeTeKTUpoBaTb aHOMalbHOEe OTK/IOHEHMWE CpefHefHEBHbIX 3HayeHuin CO3I
OTHOCUTENIbLHO KYMYNSITUBHOIO CPefHEero W, Tem caMbiM, 3aMKCUPOBaTb
BO3MOXXHYIO CUCTEMHYIO OLUMBKY WM HEMOMAAKN MHCTPYMeHTa. B BepxHeli
yacTu pacnofiaraloTca Hanbonee cTapble pe3y/bTaTbl, B H/KHEW - HOBbIE.

B koHUe rpathvka, Kak M Ha NepBoM rpaduke, MNPUBOAATCS 3HAYEHUS
CTaHAAPTHbIX OTKAOHEHWUIA KyMYNATUBHOIO CPEAHEr0 U CPeLHEro 3a fieHb:
STD+ 0.09 30 CraH4apTHOe OTK/IOHEHNE KYMYNATUBHBIX AaHHbIX (NocnegHue
30 fHei)

STDo 143 30 CraHfapTHOE OTK/IOHEHWE CPefHeLHEBHbIX AaHHbIX (NocnegHue
30 fgHei)

Co CTaTUCTUYECKON TOYKM 3PEHUA faHHbIe CUMTAKOTCA CTabUIbHBIMU, €C/n
OHM MonagatoT B gnanasoH + 3 CO pedepeHCHOW nonynsunu.

B atom cnyuae, ecnn nNpuHATL cpefHee 3HaYeHWe paBHbLIM MocnefHemy
KyMynaTuBHOMY cpefHemy (13,53), a cTaHAapTHOe OTKNOHEHWEe paBHOe
CTaHAApPTHOMY OTK/OHEHUI AHEBHbIX AaHHbiX (1,43), A0ONYCTUMBIi
AvanasoH coctaBuT; oT 13,53-1,43*3=9,24 po 13,53+1,43*3=17,82.
MocnepHee cpefHee 3a fAeHb, paBHoe 13,21, nomajaeT B YKa3aHHbIN
[manasoH, YTO CBUAETEeNbCTBYET O KOPPEeKTHOW paboTe npubopa.

61

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



l - m - L

PyKoBOACTBO NO 3KcMnayaTauunm
TESTI

In Innevttlen Bepc.l.Z" 23.03.2021

PACIMEYATKA PACMNPEAENEHWA CO3

PacnpeseneHne pesynbtatoB CO3 fJO/MKHO ObITb MPUMEPHO OAMHAKOBbIM B TEYEHWE BPEMEHU B
3aBMCMMOCTI OT HaCe/IeHusi, KOTOPOe OTHOCUTCS K TOM XKe labopaTtopumn. 310, B 0CO6EHHOCTI, BEPHO A4
pacnpefeneHus pe3ybTaToB, KOTOPOe HaXxoamTCcs B 0ObIYHOM Ayarna3oHe. TakuM 06pa3oM, nosb3oBare/lb
CMOXET OTAeMUTb AManasoH, COAepXKallmii NaTonorMyeckme pesynbTarbl, OT AManasoHa, KOTOPbIA He
COLEPXUT MATOMOrMYecKmX PesynbTaToB U B UTOre MOXET onpefennTb 06a AuanasoHa. Tawke, Mo
pacrpefeneHnto MOXHO 1erKo OOGBACHWUTL /IH060e OTK/IOHEHVE CPEAHECYTOUHbIX 3HaueHuid. BHauane
CpefHue OTK/IOHEHWS MOTYT HaCTOPOXWTb MO/b30BaTeNs, HO €C/N MPEeSMoNoKUTb, YTO OHWU He
MPUCYTCTBOB&/IM HakaHyHe, TO 3TO MOXET OblTb O0OYC/IOB/IEHO YBEIMYEHMEM YMC/A MaUMEHTOB,
CTpajarolwyX MaTofornsmm, BO3MOXHO MOCTYMMBLUMX W3 OMpeAeneHHbIX paiioHOB. B aTom cnydae,
NpoBepsis pacrpeseneHne CyTOUHbIX AaHHbIX, MOXXHO HabntoAaTh YBENMYEHVEe CPeAHEBLICOKUX 3HAYEHWI
N HEM3MEHHOe pacnpefenieHrie B 00bIYHOM Avana3oHe. 3T0 HabntoaeHWe NMOATBEPAWT, UTO aHam3aTop
paboTaeT NPaBWU/bHO M YTO CPeHECYTOHHOE KonebaHue 3aBUCUT TO/bKO OT PasHOro COCTasa MauyieHToB.
Kpome Toro, pacnpegeneHue 3Ha4eH A No3BONSET NPOBEPUTL «MNOCTOSHCTBO HaceNeHMs». 3Ta NpoBepKa
[OMOMHSAET ONMUCaHHYH paHee NPOBEPKY A5 CPEAHMX 3HAYEHNIA.

PACMEYATKA PACMPEAENEHNA KYMYNATUBHbBIX 3HAYEHWA CO3

Mocne Haxatva knasuwy NMOBTOPHAA MEYATbL (REPRINT) B8 OCHOBHOM MEHIKO (MAIN
MENU) npoucxogut aktmeauma (PYHKUMW pacreyaTky CTaTUCTUYECKUX [aHHbIX. [anee Ha 3KpaHe
MOABUTCA CrefytoLLee COOO6LLEHME:

STATISTICAL DATA HaxmuTe Knasumwy 3 418 0TO6PaXKeHNA NOCeAYHOLLETO MOAMEHHO.
M(2) Sp (3) W (4)

HaxxaB knaBuLy «1», MOXHO aKTUBMPOBATH NPOLIEAYPY pacneyaTku AByX

Tabnuu, pacnpefeneHns KyMynaTuBHbIX 3HadeHnin CO3.
STATISTICAL DATA

s b @ HaaTue KnaBuLWIM «2» aKTVBMPYET MpoLeaypy pacrevaTki 2 Tabmu

pacnpegeneHns exenHesHbIX pesynbtaTtos CO3.

PacneuaTka pacnpefeneHns KyMmynsiTuBHbIX 3HadyeHnii CO3 Bo BceM AnanasoHe CO3 2-120 mm/y

(war 5 mw/y)
(2-1) Samp. n. ww 3aeco:
Av. XX.xx  Std WYY WW = oToGpaXkaeT Ko/mM4yecTBO npob B AmanasoHe COD
2-120 mm/y
é _ io ZZ 22 xx.XX = 0TOBGpaXaeT cpeaHee 3HaueHne COI
n- 5 72 o YY.Yy = 0TOGpaXaeT CTaHAapTHOE OTK/OHeHMe
zz.zz = OTOOpaXKaeT MPOLEHTHOE pacnpefeneHne ¢
paccMaTpviBaeMbIM  LLArOM  OTHOCUTE/IbHO
o6Lero AnanasoHa 2-120 mm/y
106 - 110 2222 nn NN = 0TO6PaXKaeT KOMYeCTBO NPob B paccMaTprBaeMoM
11 - 115 2222 nn [viana3oHe OTHOCUTENbHO O6LLEro KoMm4ecTsa
116 - 120 2222 nn npo6 B AvanasoHe 2-120 mwm/y
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PacneyaTka pacnpefeneHnsi KyMynaTUBHbIX 3HauyeHuii CO3Q B gnanasoHe 2-30 Mm/4 (C warom 2

MM/Y)
(2-2)

Av.

g1 W -
P

25 -
27 -
29-

Norm.

Samp. n.
XX.XX  Std

2
4

6

26
28
30

ji-iiVo

yy-yy

2Z2.2Z
2Z2.2Z
22.2Z

22727
7272.2Z
727227

nn
nn
nn

nn
nn
nn

3aech:

WW = oTobpaxaeT KONM4ecTBO Npob B AnanasoHe
CO3 2 - 30 mm/y

XX.XX = 0TOOpaxaeT cpefHee 3HayeHne CO3

YYy.yy = 0To6paxkaeT CTaH4apTHOE OTK/I0HEHWE

Z7.77 = oTo6paxaeT NPOLEHTHOe pacnpeseneHve B
paccmMaTpvBaeMOM Llare OTHOCUTESIbHO
obuero gmanasoHa 2-30 mm/y

nn = oTo6paxaeT MPOLEHTHOE pacnpefesneHune
paccMaTpvBaeMbiM LLIArOM OTHOCUTENbHO
obuiero gmuanasoHa 2-30 Mm/4

jij.J] = otobpaxaeT gonto npo6 {B npoueHTax) B
fmanasoHe 2-30  MM/4 OoT  obuero
Ko/inyecTsa npob

PacneyaTka pacnpefeneHus exefHeBHbIX 3HayeHuii CO3 Bo BceM fgmanaszoHe COI 2-120 mMm/y

(3-1)
Av.

1 -

106 -
11 -
116-

Samp. n.
XX.Xx  Std

5
10
15

no
115
120

ww

22.2Z
722.27
22.2Z

7272.2Z
272.2Z
722727

nn
nn
nn

nn
nn
nn

3aechb:

WW = oTobpaxaeT KOIMYeCTBO NPo6 B AnanasoHe
CO3 2- 120 mm/y

XX.XX = 0TobpaXkaeT cpefHee 3HavyeHne COD

YY.yy = 0TOOpaxkaeT CTaH4ApPTHOE OTK/IOHEHNE

77277 = 0TO6paxaeT NPOLEHTHOE pacnpesesneHue ¢
paccmaTpyBaeMbIM LIAroM OTHOCUTENbHO
obulero gnanasoHa 2-120 mm/u

nn = oTobpaxaeT  KOAMYECTBO nNpobd B
paccMaTpuBaemMoMm JAunanasoHe
OTHOCUTENbHO 06LLEro KosmyecTea nNpob B
AvanasoHe 2-120 mm/y

PacneuaTtka pacnpefeneHus exxegHeBHbIX 3HauyeHnin CO3 B gnanasoHe 2-30 MM/y (C LWwarom 2 mm/u)

(3-2)
Av.

1 -
3 -
5

25 -
27 -
29-

Norm.

Samp. n.
XX.XX  Std

2
4
6

26

30

i

wWw

yy-yy

22.2Z
7777
777

22.2Z
7272.77
7272.77
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nn
nn
nn

nn
nn
nn

3nech:

WW = oTobpaxaeT KONUYeCTBO Npo6 B AmanasoHe
CO03 2-30 MM/

XX.XX = 0TO6paXkaeT cpegHee 3HayeHne COJ

YY.Yy = 0TO6paxaeT CTaHAAPTHOE OTK/IOHEHNE

Zz7Z = oTobpaaeT MPOLEHTHOe pacrpefesieHne C
paccMaTpMBaemMbiM  LIArOM  OTHOCUTENIbHO
obulero avanasoHa 2-30 Mm/y

nn = oTobpaxaeT MNPOLEHTHOE pacnpeeneHue c

paccmMaTpvBaeMbIM  LIarOM  OTHOCUTE/IbHO

obuiero gnanasoHa 2-30 MMm/y

oTo6paxaeT fon npob (B MpoueHTax) B

AnanasoHe 2-30 Mm/4 OT 00LLEro KonmyecTea

npo6

i
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PykoBoACTBO MO 3KcMNyaTauum
TEST1

In Innevatlon BepCfZ' 23.03.2021

PACNEYATKA PE3Y/IbTATOB BOAAHOIO TECTA

PacneuaTka pe3ynbTaToOB NpoLedypbl MPOMbIBKM (BOASHOW TecT) MO3BOMSET OLEHUTb 3DEKTUBHOCTb
paboTbl poTomeTpa (CPS). Ha rpaduke oTobpaxkaeTcs NoBefeHMe CUrHaNa, Noy4YeHHOro Npy NPOMbIBKe,
4TO MOJSIHOCTbLIO KOPPENMpPYeT ¢ CUrHanom otomeTpa. B HopMe abCcoNtoTHOE 3HaYeHre cUrHana Bo Bpems
NPOMbIBKWU AUCTUNNNPOBAHHOW BOLOW [AOMKHO ObiTh paBHbIM 3795. 3TO 3HayeHWe CO BpeMeHeM
CHWKAETCA M3-3a 3arps3HeHns Kkanuansapa 6uonormMyeckuMm KoMnoHeHTaMu. ExxeHefenbHas NpoMbIBKa,
OMucaHHas Bbllle, MO3BO/MSET BEPHYTb 3HauYeHWe CurHana (oTomeTpa K abCOMOTHOMY 3HAYEHWIO,
npnénuanTenbsHo pasHoMmy 3800. Ecnm curHan ctaHeT Huke 3500 uam Bbiwe 4095, npu6op BblgacT
coobuieHne 06 ownbke Z-0. B aTOM cnyyae cnefyeTt NpPOBECTU eXEHeLeNbHYI MPOMbIBKY, OMUCaHHYH

BblLLIE, EC/IN XKE Pe3y/NbTaTbl BOAAHOIO TeCTa CHOBa He nonagyT B Auana3oH oT 3500 go 4095, cnegyet
06paTuTLCA B CNyX6y Noaaep>Kku.

Haxartvem knasuwmn MOBTOPHAA MEYATL (REPRINT) BOCHOBHOM MEHIO (MAIN MENU)
MOXHO BbIBECTM Ha MeyaTb CTaTUCTUYECKUEe [aHHble BOAAHOrO TecTa HaXaTuem Knasuwmn «4» nocne
MOAB/IEHNS Ha 3KpaHe CleAyoLLEero CoooLLeHNS:

STATISTICAL DATA
M(@2) sp@ W (4

NOT WASHED w 3pece:

350? | 38(?0 | 409|5
t

XX.yyy y

XXyyy .

XX. yyy * XX.= I'IOpFI,CI,KOBbIVI HOMeP NMPOMbIBKN

XX.yyy .

XX. Yyy

XX. yyy

XX. YYY

XX.yyy

XX. YyYy

XX.yyy

XX.Yyy .

CV%- w.w

W = KOJINYECTBO OTCYTCTBYHOLMX MPOMbIBOK

YYY = pesynibTaThl eXXejHEBHOI0 BOASHOIO TecTa

NAY3A Il

Knonka MAY3A (PAUSE) He akTUBMPYeT HUKaKNX DYHKLMIA N3 T1aBHOMO MEHHO.
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NtthnUWXIFUDYIC on 09WJQO0yXN riv

Solleve In Inaavetion Bepec.1.2- 23.03.2021

NMPOUEAYPA 3AMEHbBI MI'JTbI E
X

MPEAYMNPEXOEHUA:

e Bce onepauyun no 3ameHe Mrfbl CrefyeT NPOBOAWTb B MepuyaTKax W 3alMUTHBIX OYKaX, YTOObI
136exathb N060ro KOHTaKTa C NMoTeHLMaIbHO MHMEKLMOHHBLIM GUOIOrMYECKUM MaTepranoM.

®  3anpeLaeTcs A0TPArMBaThCs [0 KOHYMKA MOPLLHA LWNPULA, TaK KaK AaXKe NIErKOe HaxXaTue MOXeT
MPUBECTM K BbICBOBOX/AEHWIO WIMbl M MOBPEXAEHUIO MepyaToK M Koxu. CnefyeT cobnioaath
MpeaenbHYH 0CTOPOXKHOCTb.

MPOLUENYPA 3AMEHbDI

He BbIk/touas npu6op, OTKPbITh MepefHIo0 ABeply (MJACTUKOBYH), @ 3aTEM 1 PACMOOXKEHHYH 3a Heli
MeTaNNYecKyto 1BepLy.

Haxogace 8 TMTABHOM MEHIO (MAIN MENU),
HaxaTb Knasmwy CLEAR (BAMEHA WI/bl), Ha
3KpaHe NosABUTCA CNnedytoLLee COOBLLEHMe:
CHANGE NEEDLE
ENTER continue
Mocne Haxatms knasuwm ENTER  wnpuuesoit
MEeXaHW3M BbLLBUHETCS Briepes, obecneunBas XopoLUnii
fjoctyn K wnpudy. [locne OCTaHOBKM  LUMPULEBON
MexaHu3M 6yfeT 3auMKcupoBaH, YTo6bl NPesoTBPaTUTh
ero [BvXeHvie Bnepea-Hasag, BO BPeMS 3aMeHbI UMbl
Bce Bpems BbINO/HEHMS NPOLEAYPbl 3aMeHbl Ha 3KpaHe
6yfeT 0To6paKaTbCst COOBLLEHNE:
ENTER to end

OcnabuTb  BWHT, YyAepXXuUBatoLuii [MoBePHYTb KPbILIKY LUINPULA NPOTUB
LMWL, B BEPTUKAILHOM MOMOXEHUN, 4acoBOW CTPesKM, Kak K306paxeHO
HaKNOHWUTbL PYKOW WNpUL, Bnepeg Ha Ha oTto. [lpn HeobXoANMOCTH
45® MOXXHO BOCMO/b30BATLCA K/OYEM.

C BHelHel KPbIWKN CHATb
3eNeHbI  yTAap, BCTaBUTb
BHYTPb LUMpULA U, BpaLLas ero
NPOTMB  YacOBOWA  CTPENKM,
MOSTHOCTbIO OTKPYTUTL WUIY.
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PyKoBO/JCTBO NO 3KCMyaTauum
TESTI

M Innovation BepC.1.2-23.03.2021

B3aTb KOMMNeKT HoBol urnbl (SI 195077), BbIHYThb ee 13 3eN1eHOro yTnspa, CHATb 3alMTHYHO
PEe3NHY C KOHYMKa WI/bl, CHOBA BCTAaBUTb UrNY B NNACTUKOBbLIV hyTNsp, NOMeCTUTb B OTBEPCTUE
MOPLLHA U, BPaLLas no 4acoBOW CTPENKe, 3aKPeNUTb UrNy.

Mocne N3B/IeYeHns 3e/leHoro
tyTnapa,  3aKpoiiTe  nopLueHb
KPbILWKOW, WCMONb3yst K4 Mpu
Heob6Xo4MMOCTH.

OCTOPOXHO BEpHUTE MOpPLUEHb BHYTPb

WHCTPYMEHTa,  KBajgpaTHble  MarHuThbl

YAEPXMNBAOT ~ €ro B BEPTMKA/IbHOM Mocne Haxatua Knasuwwn ENTER

NONOXeHwM, 3a6N0KNPYiATE y3eN NOpLIHS, (BBO/l) WINDALEBOM  MEXaHM3M

noBoOpainBas KPENEXHbLIN BUHT. BEpHETCS B CBOE pabouee MONOXKeHe
B laNlbHell yacT npubopa. 3aKpbiTh
CHauana MeTal/INYEecKylo, a 3aTeMm
NNacTUKOBYIO fBEPLibI.
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PYKOBO/ZICTBO NO 3KcN/yaTauunu

TE ST

FAX

Bepc.1.2- 23.03.2021
COBMECTUMOCTb C NEANATPUNHECKUMUW MPOBVPKAMW

Mo>kHO ncnonb3osatb Npobupkn «BD Microtainer MAP®» Ha Bcex mogensx TEST1 (THL, BCL, SDL,
MDL, YDL) 6e3 ncnonb3oBaHua agantepa.

Meguatpuyeckas npobupka BD Microtainer MAP ot 250 go 500 mkn B npobupke 13x75Mm
c ngomnblsaemoﬁ KPbILLIKOA, moagaroleinca npokanbiBaHUO. He TpebyeT agantepa Ans
Npo6bUpoK.

BbIK/TIOYEHWE TMPUBOPA

Mepes BbIKNOYEHMEM HEO6X0AMMO BbINONHUTL npouenypy NMPOMBbBIBKW.

Mocne aToro NpMéop MOXeT 6bITb BbIK/IKOYEH HaXKaTeM Ha Tymb/1ep, pacrnofioXeHHbIA Ha 3afHel naHenu.
Mpu BKAWOYeHUW npubopa nocne MpPoMbIBKM nossutca coobuleHne WASHING PERFORM
(MPOMBIBKA BbIMOMTHEHA), B npotuBHoMm cnyyae - WASHING NOT PERFORMED
(MPOMBbIBKA HE BbIMMONHEHA).
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PykoBoACcTBO NO aKcnayaTauuu
TESTI

AImoelin Bepc.1.2 - 23.03.2021

MPOLUEANYPA OBCNY XUBAHNA

CueTunmk B aHanM3aTope OTCUUTHLIBAET KOMMYECTBO MPOBELEHHbIX aHauM30B C Havana nocnefHero
TEXHUYECKOro obcnyxusaHus. Mo goctxkeHmm 30000 npoBefeHHbIX TECTOB, Ha NaHenW aHanusaropa
HayMHaeT MUraTb CBETOAMNOA TEXHUYECKOrO 06CNYXUBaAHNS.

Taknum 06pasom, onepaTop NpeaynpexieH o He06X0AUMOCTU BbIMOMHEHUS TEXHUYECKOT0 06CNYXNBaHUS
W IOMKEH YBEAOMUTL 06 3TOM MHXXEHEPa TEXHUUECKOI CNYXKGbl.

doTo 42

CAHNWTAPHAA OBPABOTKA

[aHHas npoleaypa fAo/MKHa 6bITb BbIMOMHEHA, €CNN MNPEACTOUT:

1)
2)

BbIBO3 MpKGOpa 13 nabopaTopun Nocne AEMOHCTPALMUN WU ANS 3aMeHbl;
PEMOHT WM NPOBepKa BHYTPEHHUX AeTaseid aHaimsaTopa.

HeO6X0,£I,I/IMbIe 3alUTHbIE aKCECCYyapbl:

1)
2)
3)
4)

OuKu.

JlaTeKcHble nepyaTKu.

BnuTbiBatoLme 6yMaXkHble NOAOTEHLA.
MnacTukoBasi EMKOCTb AN5 NMKBMAALUN OTXOA0B.

OnuncaHne Mpoueaypbl CaHUTapHON 06paboTKM pabovero MHCTpymMeHTa cmoTpute B [PUNOXKEHUU
(BnaHK caHuTapHO 06paboTKK), B KOHLE PyKOBOACTBA.

dopma gns caHnTapHoi 06paboTkn AOJ/IDKHA 6bITb 3aM0ofHEHA U NPMAaraTbCs K UHCTPYMEHTY.

B cnyuae, ecnu ge3viH(eKUNa He MOXET ObITb BbIMOMHEHA U3-3a 0TKa3a CUCTEMbI MOVKM, 06paTuTech
B MECTHYIO TEXHUYECKYIO CTYXOY.
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PyKoeoACTBO NO 3KcnayaTaunm
TESTI

BilUv* IA InnovalloA

MPUNOXEHNA

Bepc.1.2~23.03.2021

MPUJTOXXEHWE A (npuHagnexxHoctn gna TESTI THL/BCL/SDL/YDL/MDL)

CtapToBblli Habop
Tepmobymarun B pynoHax
Apt. SI 19580001

BHeLLHWIA CKaHep LUTPUX-KOA0B
APT.S1195820

LWTaTus Alifax ansa Testl BCL
(3eneHblit) (Ha 15 no3vuuii)
ApT. S1195505

Kpbiwka-agantep ansa
npobupok Sarstedt Monovette
ApT.S1195753

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MoacTaBka nog wraTuMsbl ApT.
S1195051

PesepByap A1 NPOMbIBKMU

LLTaTme Alifax gna Testl SDL

(xenTolin) (Ha 10 no3nymin) ApT.

S1195506

Kabenb nuTaHus

69

PesepByap A1 0TXO/0B
Aprt. SI 205801

LTaTne meTtannnyeckuii (Ha 15
nosmunii) Apt. S1195500

LLTatme Alifax gna Test 1 YDL
(cvHuiA) (Ha 10 no3uymin) ApT.
81195507

MpepoxpaHutenu - 2 Wt
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PyKOBOJCTBO NO 3KCMyaTauunm
TESTI

IAAOvatton

Beoc.1.2-23.03.2021

TEST1
S119%65901 S1196.904
ESR UNIVERSAL CARD ESR UNIVERSAL O~ 0 *_|
1000 credits o 4000 ciadK » II
000 Allf Mia 3s 00O Alifax Russia "
nn/\lvif\(/m tt« rtraHm W
M~ sla9 4 AM««s oW »
S1196.910

[l ESR UNIVERSAL CARD

10000 cradits 20000 cradits cex-
OOO_Allfax.Russia W 0 000 Alifax Russia h
MaiVs W w

CwmapT-kapTa: 1000 TectoB (ApT. SI 195.901) -4 000 TectoB (ApT.

Sl 195.904) - 10 000 TectoB (Apr. SI 195.910)-20 000 TecToB

PYKOBOZCTBO MO 3KCNayaTauum
(ApT. SI 195.920)

Ha PYCCKOM si3blKe

BtstALLAntmmpom

aB
S i r .
PYKOBOACTBO MO 3KCM/yaTaLuu
Ha 3NeKTPOHHOM HocuTene (CD-
[MCK)
YNakoBOYHbI ACT MHcTannaumoHHas gpopma
PyKOBOACTBO MO 3KcMayaTaLum
CepTUdUKAT BIXOIHOTO Ha 3N1eKTPOHHOM HocuTene
[lexnapaums cooTBeTCTBUS KOHTPONA KauecTsa (tbnew-kapTa)
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nnATUNXumnaXk on OLLBLYWYYa LW

arn t PyKOBOACTBO MO 3KCM/yaTauum
FAX TEST1

eellav* In Innovation Bepcl‘l .2- 23.03.2021
MPNNOXEHWE B (3HaueHMWe hnara «3Be3fouka»)

Ecnu hotomeTp npubopa 06HapYy>KMBAET HU3KNIA YPOBEHb remMaTokpuTa, NpUMepHo oKono 20%, BO Bpems
(ha3bl U3MepeHns obpasLa, NporpaMMHoe obecrneyeHne npnbopa nevataeT CMMBON * (3BE3404KA) PALOM C
pesynbtatom COQ3. 3TOT JONOMHUTENbHbIV CUMBOM JO/MKEH YKa3blBaTb OMepaTopy, 4To pesynbtat CO3J
MOXET BObITb BbICOKUM, €C/in 0bpaseL, aHam3nmpyeTcs peepeHTHbIM MeToAoM (MeTog BecteprpeHa).

MPUNOXEHWME C (3HayeHne NF)
[MosBnseTcs, KOrga CUCTEMa HE MOXXET aCnnpmnpoBaTb KPOBb. DTO MOXET 6bITb BO3MOXHO:
* MPOHNKHOBEHWE WTNbl HEAOCTATOYHO, U, COOTBETCTBEHHO, UTN1a HE MOXeET

acnmpupoBaTb KpoBb. ECAM 3TO Tak, BaM cfieqyeT TO03BOHWUTbL B
TEXHUYECKYIO CNY>OY, UTOObl YBENIMUUTL MPOHMKHOBEHWE WI/bl BHYTPY

. Hwu3ko
Npo6UpKK:
* TIPOHMKHOBEHME WUI/bl C/IMLLIKOM BE/INKO, W, COOTBETCTBEHHO, WUrNa He
MOXXeT 3abpaTb KpOBb, MOTOMY YTO €€ KOHYMK HaxO4MTCHA Haf YPOBHEM
Kposu. Ecnn 3To npaBaa, Bam cregyeT MO3BOHWUTL B TEXHUYECKYHD CNYXOYy, OK

4TO6blI YMEHBLUINTL MPOHWKHOBEHWE Wbl BHYTPY NPOBUPKU:
« locTyn BO34yXa B Kanuajsp BO BPEMS acnmpauuu.

Ecnun 370 Tak, TOpuEeBas 4acTb Kanwanspa, KOTopas KacaeTcsi OCHOBaHWA WUI/bl,

MOXeT ObITb MOBPeXAeHa. Beicoko
Mo3aToMy HeoBXO4UMO 3aMEHWTb Kanmuinap W OTPEerynmposaTb aHasoroByto

nnarty. [1ns 3T0ro no3BOHUTE B TEXHWUYECKYIO CIYXOY.

e MIrna yacTMyYHO 3a6MTa M OrpaHnUMBaeT NOTOK XMUAKOCTU. T103TOMY (POTOMETP NOKa3bIBaeT KPOBb,
CMeLLaHHY0 C BO3AYXOM. [poBepbTe UKW 3aMEHMTE UFY.

¢ Pe3HoBas TpybOKa Hacoca He MOXeT MpaBWbHO BcacbiBaTb KpoBb. O6paTuTech B TEXHUYECKas
CNyx06y N8 3aMeHbl TPYOKU.

MPUNOXEHWME D (3HavyeHue NR)

NR - aTo pacrneuyaTaHHoe COOGLLEHMEe, KOTOpOe MNpeaynpeXxjaeT onepatopa O TOM, YTO pe3y/bTaT
HEHAZIEXEH.

N3mepuTenbHas Kamepa 06HAPY>KUBAET Nepexof Mexay Bo3fyXoM (MycTOoi Kanunasp) U KPoBbH, HO He
Hauasno arperauuun. VIHOraa aTo MOXeT 6bITh BbI3BAHO N10X0 NepeMellaHHON KPOBbIO, UM BHYTPU SUeliKu
M3MEPeHUs MOXET MPUCYTCTBOBaTb CryCTOK, WM B KOHEYHOM WTOre B MNpPOGMPKE MOXKET OGbiTb
HEefl0CTaTOYHOEe KOMMYeCTBO KpoBu. CneaoBaTenbHO, pesynbTaT COJ nomeyaetcs Kak NR, MOCKO/bKY He
ABNSAETCA HAMEXHBIM.

BO3MOXHOE pellieHre 3aKMioUaeTcs B MpefBapuTesbHOM MepeMeLinBaHii 06paslia U MnocneaytoLem
LIMKNe aHanmsa.
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PyKOBO/JCTBO NO 3KcnayaTauunm
TESTI

Bepc.1.2-23.03.2021

MPNNOXEHWE E (py4Hoii BBoA VIH naTeKCHbIX KOHTPO/EN)

Mepen Ha4yanom Kaxgoi ceccUM NPOBEPKU KOHTPOMS KauyecTBa, BCTPOEHHbI CKaHep LUTPUX-KOAOB
CUMTBIBAET LITPUX-KOL C KaX4OrO YPOBHS NaTEKCHbIX KOHTPO/EW, HauMHas C MepBOro M 3aKaH4uBas
TpeTbuM. Ecnn Bce Tpu Kofa GbINM CYMTaHbl NMpaBW/bHO, TO OHW BHOCATCS B MaMsATb aHanmM3aTopa M
MpoLecc MepemeLlBaHUA Ha4yHETCs aBTOMAaTWyecku. B faHHOM cnyyae, NpoBepKa KOHTPONS KayecTBa
[0/MKHa ObITb 3aBEpPLUEHA YCMELLUHO.

CunTaHHbIe WTPUX-KOAbI XPaHATCA B NaMATY aHan13aTopa 40 OKOHYaHWs CpoKa FOAHOCTW KOHTPONei nnm
KONMYeCcTBa BO3MOXHbIX MPOBEPOK KOHTPONs KauecTBa. ECnM 0AHO M3 faHHbIX YCMOBWIA BO Bpems
NpoBefeHNs KOHTPONS KayecTBa ByAeT HapyLeHO, aHanM3aTop aBTOMAaTMYECKM COMbET BCE COAEPXKMMOE
NnaTeKCHbIX NPOBMPOK B 0TX0Abl. Takum o6pa3om Alifax rapaHTupyeT KauyecTBO NaTEKCHbIX KOHTPONEN,
1CNOMb30BaHWE KOTOPbIX BO3MOXHO TONbKO 6 pa3 B TeueHuWe He 6Gonee 45 AHeid nmocne nepBoro
MCMO/b30BaHUA.

B cnyuyae, ecnn ckaHep He MOXET cuUMTaTb LUTPUX-KOL NPU MCMOMb30BaHUM HOBOr0 Habopa NaTeKCHbIX
KOHTPONen, Kaxaas HenpounTaHHas Ludpa MOXeT OblTb BHECEHA BPYUHYHO (*).

B 3TOM cfiyyae nepef Hayanom rnepeMeLlnBaHna AOMKHO NOSBUTLCA Clefytollee CO0OLLEHNE:

B 3TOM CNyyae Hy>XHO BBECTM LITPUX-KO[ NATEKCHOr0 KOHTpons No2.
Mpo6en Mexay ABYMsl 4acTsMM Koaa 6yaeT nocTaBneH aBTOMaTUYECKM.

B 3TOM cnyyae Hy>KHO BBECTU LUTPUX-KOZ, NaTEKCHOT0 KOHTPOAs Ne3.
MpoGen mMexay AByMSs YacTaMu Koga 6yfeT noCTaB/ieH aBTOMATUYECKU.

B 9TOM C/lyyae HY>XHO BBECTYW LUTPUX-KO/ N1aTEKCHOro KOHTpons Ned.,
Mpo6en Mexay AByMS yacTaMW Koda 6yfeT NoCTaB/eH aBTOMATUYECKN.

(*) - Haxate OUNCTUTL (CLEAR) gBaxgbl Ans Bbixoja B
FMABHOE MEHIKO (MAIN MENU), BbIHYTb LWTaTUB W
Bbinucatb Ha 6ymary 3 umipbE Tpex WTpmx-kodos. Mocne aToro
HaXkaTb 6 CHOBa W Mepe3anycTWUTb MPOLLECC MPOBEPKM KOHTPONA
KayecTBa.

lMpumeyaHme:
B Cny4ae ecnn CKaHepP HE CMOXKET CUMUTATb LUTPUX-KOA NaTEKCHOI0 KOHTPONA Npun cnep,yrom,eﬁ npoueaype

KOHTPO/IbHbIX M3MEPEHWIA, aHaNN3aToOP NPEANOKUT OCTaBUTb LUTPUX-KOS, COXPaHEHHbIV B MamsaTh npubopa.
B gaHHOM cnyyae npocTto Haxxmute BBO/J, (ENTER) 1 Kog 6yaeT NoLTBEpXKAeH aBTOMATUYECKN.
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. PyKoBOACTBO MO 3KcnayaTaumnm
FAX TEST1

CMNCOK oWnBOK

MNboTHOXNMOXK OH 09wogo9oyiX]j

Bepc.1.2” 23.03.2021

1) MPUBOP HL BKJ/TIOUAETCA.
MpoBepku:
- MopkntoyeH nun Kabenb NUTaHWUA K npuéopy?
- MoagkntoyeH nu kabenb NUTaHUSA K PO3ETKE 3NeKTPOCeTU?
- [epekntoyatesib B MOMOXKeHUN «BKn»?
- TMposepbTe paboTy CeTeBOro Kabens, NOAKNOUMB €ro K Apyromy npubopy wuim ucnonb3sys BonbTmeTp.

PelleHunsa:

1. BbIKIOYNTb NPUOOP U OTCOEANHUTL Kabeslb MUTaHKS.

2. cnonb3ys nnockyo 0TBePTKY U3BNEKNTE KOPOBKY C NPeAoXpaHUTENAMMN U MPOBEPLTE UX LIENIOCTHOCTb.
Ecnv oHu cropenu, To nepeinanTe K NyHKTY ; Haye cnegyiite NyHKTY 5

3. 3ameHuTe npegoxpaHutenu (250VAC 2.5AT (T=Bpems 3ana3fbliBaHus)).

4. YcTaHOBWTe BONMbTMETP B 1), MpoBepbTe CONPOTMBAEHME HA MNPeAOXPaHUTeNsX, ecTb /i1 KOPOTKOe
3aMblKaHue.

5. Ecnu aTo TaK, TO cnefyiTe 4; nHauye cnefyinte NyHKTy 5.

a. -3aMmeHwWTe, 3aTeM cnefyiite 5.

6. BcraBbTe NpefoxpaHWTeNn B KOPOOKY M BCTaBbTe ee 06paTHO B NpUOOp, NOAK/IOUUTE Kabenb NUTaHUs
1 BKOUUTE Mprbop.

7. Ecnu npubop He paboTaeT, To cnefyiTe 4 Ecnm oH paboTaeT, To nponycTuTte 4b 1 4c.

8. HaBonbTmeTp ycTaHoBUTe AC, 1 npoBepbTe J4 (Ha nnate NuUTaHus) 4OMKHO 6biTh 220VAC.

9. Ecnu KpacHble CBETOAMOAbI He ropsAT, TO Nepeinaute K 4b, Haue nepeingnTe K 4c.

—BbIKNtounTe NPUGOP, 3aMEHNUTE N/aTy NUTaHUS W BK/IKOUMTE NPUBOp CHOBA.
-BbikntounTe Nprbop, 3aMeHUTE CENEKTOP HaNPSXKEHUS U BKAOUKUTE NPUGOP CHOBA.

1.1) MpenoxpaHnTenu cropenv noBTOPHO:

PelweHnsa:
3ameHuTe npegoxpanutenu (250VAC 2.5AT (T=Bpems 3anasgbliBaHus)).
- Anf HaxoXAeHWs MecTa KOPOTKOr0 3aMblKaHUs, OTKNOUMTE pasbeMbl MUTAHUSA C K&XKAO0M NnaThl U OAUH
3a ApYruM NoAKMoYaTh UX 06paTHO, BKIKOYAA NPUGOP NOCe KaXKA0ro NOAKIHYEHNUS.

MPUNBOP BKTKOYAETCHA. MO U "KPAME MET COOBLLEHNW.
lMpoBepku:
- Monpo6yiiTe BbIKNIOUMTL NpMBOP, NoAOXKAATL 10 CeKyHS U BKIOUMTbL MOBTOPHO.
- Ecnu akpaH roput, HO OCTaeTcs MyCTbiM, TO CnefyiTe NyHKTY 1 u3 PelueHuns; ecnu paboTaeT, TO
nepenanTe K NyHKTY 2.

PelieHunsa:
1. 3ameHuTe nfaTy npotieccopa.
2. Onpegenute NpPasuIbHOCTb UH(OPMALIMK.

MPVBOP BKHOYAE CA. HO HA OKPAME OLLIMIBKA "E-0".
CumnTombl 1 MpoBepku:
- OfiHa KnasuLIa MOXET 6bITb HaXkaTa BO BPEMS BK/HOUYEHWS aHasm3aTopa.
- KnaBunatypa MOXeT 6bITb MOBPEXAEHa, BbIK/IOUUTE Mpubop, oTcoeuHNTe pasbem J1 (Knasuatypa) u
BK/TOYMTE CHOBA.
- TMposepbTe, ecnm owmbdKa “F-0” onaTb NOsSBWUAACk, TO MepenauTe K NMyHKTY W3 PelleHuns; ecun HeT, To
nepengnTe K 2

PelieHuns:
1 3ameHuTe niaty npoLieccopa.
2. 3aMeHuTe Knasmartypy.

BO BPEMA MU \NMN3ALMW MOAYNA LWNPULUA BOSHUKAET LUYM,

CumnTombl 1 MpoBepKku:
O6paTtvTe BHUMaHVe Ha Nnaty nNuTaHWus, Aumog F1, KOTopbIii yKasbiBaeT Ha Haimume nutaHus 8VDC, oH
noraweH? Ecnn fga, To cnefyite S4.1 u3 PelleHWs; ecnn HET, TO cneayiite S4.2 13 PelleHuns
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PeweHuna:

. BblkntounTe npubop, 3ameHnTe npegoxpaHutens 250V IAT nomeyeHHble F1 1 NOBTOpUTE CHOBA.
-3ameHuTe LWelih JaTYMKOB KapeTKW U NMPOoBepbTe MPaBUIbHOCTL MO3MLMW B MEHIO [MarHoCTUKW.
-BkntounTe nprnbop, B TeUeHUM 2 CeKyHA Noce 3ByKOBOrO CUrHana Haxxmute knasuLuy 5.

-HaxxmuTe kHonky 2 ans goctyna 8 DIAGNOSTIC, 0TKpoiiTe ABEpb 1 BCTaBbTE LUTATUB.
-3aKpoiiTe aBepsb.
-Haxxmute kHOMKy 6; kapeTka OyfeT ABUraTbCs BAOMb BCEX MO3ULMIA NMMHEHOro AaTvmka 3HKOAepa,
neyatast napy 3Ha4yeHWn 4na Kak4ol BEPTMKa/IbHOW YepHO 1 cepebpsHO Nonockl;

Hanpuwvep; SB 120 SW

SB  0SW35

7. -[4ns HaCTPOWKM CABMHBLTE AATUMK K AU OT MOMOCHI 3HKOLepa U HaxMuTe 6.
8 -MoBTOPUTL NPOLIECC HACTPOIKM, MOKa 3HaueHne cepe6psAHOI Nonock! He GyaeT 61sko K 40. Hanpumep:

SB o SW 40.

BePC.1.2-23.03.2021

N NYAEN

W1 3KPAHA COOBMu HUP; O HMSKOVI FTEMMOHP TYPK.
Cumntom 1:

- ToTporaiiTe 3MepuUTENLHYIO Kamepy, Bbl MOYYBCTBYETE, UTO OHA OCTAETCS XOMOAHON BCe BPEMS.
- BeHTUNATOp Ha 3afHeli CTOPOHE He paboTaeT.

MpoBepKn 1 pelweHns:
MoTepsa nutaHus 33VDC:
1. BblkioumnTe Npréop.
2. TpoBepbTe 1 3aMeHUTe (EC/M 3TO HEO6XoAMMO) npegoxpaHuTens (250V 6.3AT), pacrnofiOXKeHHbIA Ha
nnate NUTaHWa TepmocTara.
3. Ecnu npegoxpaHuTens paboTaeT, nepeingnTe K NyHKTY 3a, eCivi OH Cropen, To 3aMEeHWTE ero 1 NpoBepbTe
CHOBa.

3.a BkntounTe Nprbop 1 NoAKNMUNTE Lyl V-meter, ycTaHoBNeHHOro B VAC, K NMUTaH1IO Kamepsl.
a CPSPow3=33VDC
3. b -MpoBepbTe, NOKa3bIBAeT M V-meter 3HaueHne okono 33Vac. Ecny oHu ecTb, TO NepeiignTe K 3 ecnn
WX HET, TO NpoBepbTe F3 Ha nnate 6/10Ka NUTaHWS UM 3aMeHUTE BCHO MiaTy
3. ¢ —3ameHuTe CeTeBol TpaHchopmMaTop.

CumnTom 2:

- MoTporaiiTe U3MepUTENbHYHO KaMepy, Bbl MOYYBCTBYETE, UTO OHA OCTAETCS XO/IOfHON BCE BPeMS.
- BeHTUNATOp Ha 3afHeli CTOpoHe paGoTaer.

MpoBepKK 1 peLleHns:
MpoBepbTe NNaBKMit NPeAOXPaHITE b, YCTAHOBEHHBI Ha Moay /e (hoToMeTpa:

1. - Bknounte nNpubop, B TEUEHWe 2 CeKyHS, NOC/e 3BYKOBOr0 curHana HaxxmuTe knasuily 5.

2. - Haxmute KHOMNKyY 2 ans goctyna B DIAGNOSTIC, oTKpoiiTe ABEPb W BCTaBbTE LUTATMB, 3aKPOITe ABEPb
3. -Haxmute kHonky PAUSE v npoBepbTe CTaTyC Ha akpaHe, MH(hopMaLys BbIBEAETCS Ha NEPBOMA CTPOKE:
3. a - Temnepatypa (OHa gomkHa 6bITb 0Koo 20725); Hanpumep. T 25.

3. b- PasHuua Temnepatypbl fomkHa goctnds 37°C; Hanpumep -12
3. ¢ - Ecnm TepmocTar He paboTaeT, To byget 1.

4. -3aMeHuUTE 610K M3MEPUTENbHOM Kamepbl.
5. -3ameHuTe nnaty npoteccopa

Owwnbka A-0.
CuMNTOMBI:
CoobLLeHne MosBNSETCA MOC/e TPeX nocneaosartesbHbIX own6ok NF.

MpoBepKa u peweHmns
MpoBepbTe Urny v Kanuanap Ha Haanyume 3acopa.
CpaenaiiTe NOAHYH NpoLeaypy NPOMbIBKY.

Owwnbka J-1
CuMNTOMBI:

Co00LLeHVe MosBNSETCS Nocre TPeX NocnefoBaTebHbIX OLUMGOK ABMKEHUS LNpULA (MOTOP He BbiMoaHWUA 250
LLAroB Npy Nogbeme).

MpoBepKka n peweHns
- TpoBepbTe MeXaHWYECKIMe HYacTU LNpurLa.
- TpoBepbTe 3y6uaThblii peMeHb.
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8) Ownbka A-2.
CUMNTOMBI:
Owwnbka nossnseTcsa nocne Tpex nocnegoBateNbHbIX OWNn6oK “Q-0" (3acop Kanuanspa) Ha 04HOM o06pasLie

MpoBepKa u peLueHus
- TMpoBepbTe KanuAap Ha Ha/nuwe 3acopa.
- CpenaiiTe NOMHYH NPOLEAYPY NPOMbIBKM.

OWWBKA B-0
CumnTtom!:
Bo BPEMA LUMKNa aHa/In3a KapeTKa U3faeT Wym

MpoBepPKX 1 peLleHNs

1. 3amycTuTe HOBbIVi LMK aHann3a v NpoBepbTe MOAYNb KapeTKU, YAapsieTcs M OH Npu 3amycke. Eciv aa :

O6patute BHWMaHWe Ha nnaty nuTaHusa. Ecnu guog F1, KoTopbii ykasblBaeT Hanuume Ha Bbixofe 8V-DC,
rnorawleH, To 3ameHuUTe npegoxpaHutens 250V 1AT. Ecnu roput, To Bo3bMute V-meter yctaHosute B DC,
MOACOEAMHUTE YepHbIA Liyn K 3emne, a KpacHblli K NeBOMY BHELUHEMY BbIBOLY pa3beMa JaTyvka Ha nnarte
[JaTYMKOB KapeTku. Ecnm npucyTtcTeytoT +8V-DC, To nepeiiTh K NyHKTY 1; ecnv HET, TO NepenTn K 3:

2. - BblkntounTe Nprbop 1 NepeMecTrTe BPYUHYHO MEXaHU3M KapeTKu K nepefHei cTopoHe npubopa.

3. - 3aMeHUTe Kabenb JaTUMKOB ¥ MPOBEPbTE MPaBW/IbHOCTL No3uuuii yepes MeHto DIAGNOSTIC.

- BkntoumTe npubop, B TeUEHUM 2 CeKYHZ MOc/e 3ByKOBOrO CUrHaia HaxxmuTte Knasuuly 5.
- HaxmuTe kHonky 2 ans poctyna B DIAGNOSTIC, oTkpoiiTe fBepb M BCTaBbTe LUTATWB, 3aKpoliTe
[iBepb.
-HaxxmunTe KHOMKY 6; KapeTka HauyHeT [BW>KeHWe Mo BCeM MO3vUMAM BAOMb SIMHEHOr0 3HKOAepa,
neyaras 3Ha4YeHNs 419 Kakaol BepTUKa/IbHOM YepTbl (YepHOI 1 cepebpucToi);
Hanpumep. SB 120 SW 0
SB  OSW 35
- MpnbnnsbTe UK OTHANNTE AAaTUMK OT IMHEAHOMO 3HKOAEPa N HOXXMUTE KHOMKY 6.
-lNoBTOpUTE BbIpaBHMBaHMWe Moka 3HaveHus SW 35 He ctaHeT pasHO 40 Hanpumep. SB 0 SW 40.

4. - BblknouuTe npubop, NposepbTe LWNeAd OT MiaThl YNpaBieHUs A0 NAaTbl AATUYMKOB KapeTku, Mpu
Heob6X0AMMOCTHY 3aMeHUTe.

5. - lNpoBepbTe BCe pa3beMbl M NPOBOA Ha OG/I0KE KapeTKMu.

6. - MNoBTOpUTE TECT, OMMCaHHbLIN B S9.2a 1 S9.2€.

10) Owwnbka B-1.

CMNTOMBI:
OwwnbKa LOMALLHEr0 MONOXEHNS KApETKM

MpoBepKa 1 peLleHus
MpoBepbTe MW 3aMEHUTE JaTUMK NONOXKEHUS KapeTKU

11) OWMWMBKA C-0
CUMNTOMBI:
LLInpuLeBoii MexaHW3M HC ABUTaeTCs BBEPX M BHU3 HOPMasIbHO.

MpoBepkun u peweHns
- - BbikouuTe npmbop 1 NepemMecTuTe BPYUHYH MeXaH/3M KapeTKu K nepefHeil CTOpOHe npubopa.

- [MpoBepbTe HaMUMe NPUKIEEHHOTO MarH1Ta Ha Kopryce nucToHa 1 Ha OCHOBaHWWN KapeTKu.

- - Bknwouute npubop, B TEUEHNM 2 CEKYHS, NOC/e 3BYKOBOr0O cUrHana HaxmuTe Knasuwy 5
- Haxmute KHonKy 2 ana goctyna B DIAGNOSTIC, oTKpoiiTe ABepb W BCTaBbTe LUTATWB, 3aKpoiiTe
[iBepb.

- - HaxmuTe KHOMKY 3; LWNPUL, HAYHET NOAHUMATLCA M OCTAHOBUTCS OKO/0 KPbILLKM NPOBUPKN.

- Ecnv oH He MOXET 3TO CAeNaTh W CAbILLEH LUYM, TO CNeAyiTe a eciv OH NogHUMaeTcs, To b

a- 3y6uatblii pemeHb LWNPKLA MOPBaH M ero He06X0ANMO 3aMEHUTb.
b- MoTop Wnpuia paboTaeT HENPaBMILHO, 3aMeHKTe NaTy NPOLECcopa.

- - TMoBTOpPWTE TECT HECKO/LKO pas, YToObl MPOBEPUTL NMPaBUNLHOCTL PaGoThI.

OWWMBKA C-1
CumnTomMmbl:
Upe3mMepHoe TpeHre Mexay 4acTAMM LLNPULA BO BPEMS ABVKEHUS.

MpoBepKu v peleHuns
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* BbIKNtoUMTE NPUGOP 1 NEPEMECTUTE BPYUHYIO MEXaHW3M KapeTKU K nepeaHeil CTopoHe npubopa.

- CHvMWTE MOTOp LUNPULA, OTAENNTE PeMeHb OT LUKMBA.

- Bo3sbMuTe MasieHbKYHO OTBEPTKY W OTAenuTe Waliby 1Mm OT LKvBa. MMOBEpHUTE LUKMB BPYUHYIO, YTOObI
MoYyBCTBOBATb, Kak OH BpaLlaeTcs, CBOOOAHO UK C 3aTPYAHEHVEM.

* [locmoTpUTe, Kak 3aKpensaeH pemMeHb Ha Omope LNpuULa, npy He06X0AMMOCTH OTPEryInpyiiTe KBagpaTHyto
LLUanGy pemHs.

- CoefMHMTE pEMHEM LUKMB MOTOpa C HampasAlOWMM POSIMKOM, 3aKpenuTe LUEeCTEPHIO, BCTaBbTe
HanpasfstoLLMe B COOTBETCTBYIOLLME OTBEPCTUS, YCTaHOBWTE BCe MeT/IMYECKMe 4YacTh B
nepBOHaYa/ilbHOE COCTOSHME.

- BkntounTe npubop, B TeUEHWUM 2 CEKYHS, NOC/Ee 3BYKOBOrO CUrHana HaxxmuTe knasuLuy 5.

- HaxmunTe kHonKy 2 ans goctyna B DIAGNOSTIC, oTKpoiiTe ABepb M BCTaBbTE LUTATMB, 3aKPOMTE ABEpb.

- HaxmuTte KHOMKy 3; WNpUL, HAYHET NOAHUMATLCS Y OCTAHOBUTCSA OKOMO KPbILLIKM NPOBUPKK. ECnn OH He
MOXKET 3TO CAeNaTh W C/bILIEH LUYM. TO BO3MOXHO 3y64aThlii peMeHb LUMpu1La NopBaH 1 ero Heo6xoanMMo
3ameHWUTb. Ecnu  gBuratens wnpuua paboTaeT HenpasBWIbHO, UTO MPUBOAWUT K HEKOPPEKTHbIM
[BVKEHUAM, TO HEOGXOAMMO 3aMeHUTb nnaTy LIMY.

OWWNBKA C-2
CnMnNTOMBI:
MpekpalleHne LuKIa n3MepeHns 13-3a oWn6KN JaTumka wnpuua

MpoBepkn n peLieHns
MomeHsliTe NNaTy AaTymKa LWnpuua.
3ameHuUTe nNnaty npoeccopa.

OWWNBKA C-3
CnMnNTOMBI:
LLInpwnL, He HaxoanTCA B UCXOLHOM MOJIOXKEHUN.

MNpoBepku n pelieHns
MomeHslTe NnaTy AaTynKa Wwnpuua.
MpoBepbTe KBaApPaTHbLIA MarHWT, YCTaHOB/EHHbIV Ha BHELLHEN CTOPOHE Lunpuua
3ameHuUTe nnaTy npoteccopa

OWWNBKA C-9

CumMnNTOMBI:
LLInpuL, He HAXOAWTCS B UCXOAHOM MOSIOXKEHUU, & LUTATUB OTAnYaeTcs 0T «CoulterRT» mnm «Sysmex RT».

MNpoBepku 1 pewieHnsa
MomeHsTe NnaTy AaTyMKa Wnpmua.
MpoBepbTe KBagpaTHbI MarHWT, YCTaHOB/MEHHbIV Ha BHELLHEN CTOPOHE Lwnpuua
3ameHuTe nnaTy npoteccopa

onnnxn DbD-0

CMNTOMBbI:
Ownbka EEPROM.

MNpoBepku 1 pelieHnsa
Haxxmute ENTER oguH unm gga pasa. Ecnm «Err. MicroTESTI / TESTL, not initializad», To HaxmuTe
START. Ha npubope oto6pasutca «Bbl yBepeHbl? Are you sure», O= HET | 1= AA». HaxmuTe «I», a
3aTem «99» B KayecTse napons. Ecnv npobnema NosBAseTcA CHOBA, 3aMeHUTE MN/1aTy NpoLeccopa.

OWWBKA D-I
CMNTOMBbI:
Owwmnbka Bepcun 6asbl JaHHbIX OTHOCUTENbHO YCTaHOB/IEHHOWN BEPCUW MPOLLMBKN.

MpoBepKn 1 peLleHns
BbikntounTe npubop, nogoxamte 10 ceKyHA 1 BK/OYMTE CHOBA.
Ecnu HemcnpaBHOCTL MOBTOPAETCH, TO 06HOBUTE MPOLLMBKY.

OWWNBKA D-2

CMNTOMBI:
Owwnbka 3anucy Ha EEPROM.
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MpoBepKu n pelieHns
BoiktoumTe npubop, nogoxamte 10 CeKyHZ, U BKNHOUMTE CHOBA.
Ecnn HencnpaBHOCTL MOBTOPAETCA, TO 0GHOBUTE NPOLUMBKY WM 3aMEHUTE M/aTy npoLieccopa

OWUMBKA D-
CumMnTombl:
MpoBepka NpaBnAbLHOCTM a3kl 3anuc Ha EEPROM.

MpoBEPKMN N peLleHus
BbIK/ounTe Nprbop, nogoxanute 10 CeKyHA W BKIKOUUTE CHOBA.
- ECnm HemcnpasHOCTb NOBTOPSETCSA, TO 06HOBWTE MPOLLMBKY WM 3aMEHUTE M1aTy NpoLeccopa

OLUVBKA 1)-8

CumMmnTombl:
Owwnbka coxpaHeHns B EEPROM >xypHana cMapT-KapT.

MpoBepKU N pewweHns
BoikntounTe npmbop, nogoxanTe 10 ceKyHA W BKIHOUUTE CHOBA.
Ecnmn HencnpaBHOCTL NOBTOPSAETCA, TO 0GHOBMTE NPOLLUMBKY WX 3aMeHUTe NJiaTy npoleccopa

OWWNBKA D-9
CMMNTOMBI:
OwnbKa thasbl MHMLMaNU3aLmu.

MpoBepku 1 peweHns
BoikntounTe npubop, nogoxante 10 ceKyHA 1 BK/IKOUMTE CHOBa.
Ecnm HencnpaBHOCTL NOBTOPSIETCSA, TO 0OHOBWTE MPOLUMBKY WM 3aMEHUTE NJiaTy npoLeccopa.

OWWMBKA E-0
Symptomsil:
PoTop BpallaeTcsi HenmpaBUIbHO WM HencnpaBeH MOTOP. HOrga owmbKa BO3SHMKAET M3-3a HE3aKPbITOM
nepeaHei ABepY, JaTUMK HE BUANT OTPaXKEHWE B META/IIMYECKOW NNaCcTUHE.

MpoBepKN 1 pelleHns
- TpoBepbTe HACTPOIiKY AaTuYMKa POTOPa U NPUKIEEH NI MarHWT K LUKVBY poTOpa.
- TpoBepbTe paccTosiHME MeXAY AATUMKOM W META/IINYECKOI OTpaKatoLLei NacTUHOM, YCTaHOB/IEHHOM Ha
[ABepU. PacCTosiHME LOMKHO 6bIThb 5+ 6 MM.
- TpoTpuTe METAN/IMYECKYHO OTPaXKaIOLLYO NAACTUHY Ha nepefHeli ABepu.

CMMNTOMBbI:
POTOp BpallaeTCA HenpaBuM/ibHO OTHOCUTE/IbBHO AaTylKa Unn Apuratesib HENUCIpPaBeH. I/IHor,u,a 3Ta oLIMnbKa
BO3HMKAET 13-3a N10X0 3aKPbITOW nepegHei A4Bepy, KOrAa AaTunK He BUAWT OTPaXKeHUEe OT MeTa/IMYECKOi
NNacTUHbI.

MpoBepKU 1 peLleHns

- MpoBepbTe NOMOXEHWE AaTUMKA POTOPA OTHOCUTENIbHO MarHUTa, MPUKIEEHHOTO K LLKUBY pOTOpa.

- TpoBepbTe paccTosiHMe MEXAY OTPaXKaroLLei MeTanMYecKoin NONOCKOM Ha ABEpU W JaTUYMKOM [BEPW.
PaccTosiHMe JO/MKHO 6bITb 5+ 6mm.
OumnCTHTE OTPAXKAIOLLYIO METANNYECKYIO MNACTUHY, YCTaHOBNEHHYIO Ha NepefHeli fBepu.

OWWMBKA 12
Cnmntombl:
PoTop BpalLaeTcst HenpasuabHO OTHOCUTENIBHO AaTUMKA UK ABUraTeNb HemcnpaseH. MossnseTcs nocne
TPpex HeyAauHbIX NOMbITOK UCMPaBWUTb NnaToi LM HenpasuibHOE NONOXeHWe POTOpa /15 3arpy3Ku.
3TO MOXET MPOM30MAT eC/n ABEPb 3arpy3Ku OTKPbIBas1aCh BO BPEMS NepeMeLImBaHus (MPOM3BO/LHO MK
Mo owwnbKe cpabaTbiBaHMSA AaTymKa 4BEpW).

MpoBepKn n peLueHns
MpoBepbTe paboTy HaHeCeHUs LUTPUX-KOZa Ha NPoBUpPKY.
MpoBepbTe MPaBWILHOCTL MO3ULMOHMPOBAHMS CKaHepa, UYTO6bl Na3epHbIid Nyy nonagan Mo LUeHTpY
LUTPUX-KOZA STUKETKMN.
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MpoBepbTe NPaBULHOCTL MO3ULMM POTOPA BO BPEMS 3arpy3Ku.

OWWMBKA  E-3
CUMNTOMbI:
OwmnbKa n3-3a OTK/IKOHEHUSA BCEX YETbIPEX LUTATMBOB.

MpoBEPKM 1 peLeHust
BK/OUMTbL MCMO/b30BaAHWE LLITATMBA B CEPBUCHOM MEHIO.

(Humskn |-l
CMNTOMBI:

Owwnbka B (pase 3anycka, NMOTOMY 4TO (DOTOMETP He MoAKIouveH K nnate LM, Ho BbiGpaH DIP-
nepeksioyarTesieM B nonoxeHun JS2 n JS4 DSI.

MpoBepKU 1 peLLeHus

- [poBepbTe, He ycTaHOBAEHbI 1 JS2 1 JS4 Ha DS1 B nonoxeHue OFF.
- 3ameHuTe nnaty oToMeTpa
- 3amMeHWTe nnarty npoteccopa

OLUMBKA
CMNOTOMBI:
Mpn6op He BUAMT NEPUCTIbTUYECKYHO MOMMNY MpY 3arnycke.

MpoBepky 1 pelleHns
MpoBepbTe MNOAKMHOUEHVE NEPUCTANBTUYECKOA MOMIbI
O6HOBUTE MPOLUMBKY Nprbopa
3ameHuTe nNnaty npoueccopa

OLLUMBKA
CnMNTOMBI:
OwmnbKa YTeHUs BO BPEMsS MOCTAHOBKM NIaTEKCHBIX KOHTPOei/kannbpaTopos.

MpoBepKM 1 peLleHuns
- BbikntounTe npubop, nogoxaute 10 ceKyHf, v BKIOUMTE CHOBA
- 3ameHuTe Habop KOHTPONe/KambpaTopoBs 1 NonpobyiTe cHoBa

OLUMBKA  1-4

CumnToMmbl:
Owmnbka 06HYNeHNS MO BOAE.

MpoBepKn 1 peLleHns
MosTOpUTE NpoLeaypy 2-3 pasa
Y6eanTech, 4TO NOTOK BOAbl TEUET HEMPEPLIBHO MO Kanuanapy, NoBTopuTe npoueaypy 2-3 pasa.

OLWUMBKA F5
C/MNTOMBI:
doTomMeTp He n3MepsieT 0bpaseL, KPOBM B LIMK/E aHam3a.

lMpoBepKy n pelueHns
BbiknounTe npubop, nogoxamte 10 CEKYHZ U BK/IOUMTE CHOBa
Y6eamTechb, 4TO NMOTOK KPOBU PaBHOMEPHO WMAET Mo Kanunsapy

OLUMBKA G-0
CMNTOMBI:

Yuncno LMKNoB JOCTUMN0 MaKCUMaNbHOIO 3HaveHWs (250) 1 OHO 6bIN0 COPOLLEHO.

MpoBepku u peLleHns
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PyKoBO/CTBO MO 3KcnayaTauum
TESTI1

In Innovation Bepc.1.2-23.03.2021
MpoBeputb, 4yto MIH nauumeHTa He 6bin CUATAH BHYTPEHHUM CKaHEPOM W YTO KOAMPOBKa MPUCBOEHa
npasunsHO A1snsn Kk pn. '4e cn 03Ha4aeT HOMEP LMKa, SNSN CepuiAHbIA HOMep, IK LUTaTKB, pn NO3ULMIO.
Haxxmute ENTER gna npofomkeHus.

onwbK.n1  H-0

CMMNTOMBbI:
CoobulieHne “IpombiBKa He BbiMofHeHa Xx” «Washing not executed Xx», rge XX 4YMCA0 MPONYLLEHHBIX
MPOMbIBOK Ha pacrne4varke.

MpoBepKN N peweHns
- - HaxmnTte ENTER 1 BbINONHWTE NPOMbIBKY BPYYHY!O.

Owwnbka K-0 (nonoxxkeHne NUCTOHa He GbIf0 OMMCiPKCKO)

CMMNTOMBI:
Mprbop ocTaHOBM/ICA 1 Ha 3KpaHe nossunack ownbka K-0.

MpoBepkKa 1 peLleHns

1

oW

-B FnaBHOM MeHt0 HaxxmuTe CLEAR; NUCTOH fO/MKEH NOAbEXaTb K NepefHeil CTOPOHE npubopa.
-MpoBepbTe faTuUMK NUCTOHA. OH MOXET BbITb NOBPEXAEH UK BbITh 3a NpejenamMm NUCTOHa.
-MpoBepbTe Hannume MarHnTa. OH JOMKEH 6bITb NPUKIEEH Ha BHELLHEA CTOPOHE NUCTOHA.

-Ecnu ero HeT, 0bpatUTeCh K NYHKTY 5, €Cin eCTb, TO CeayiiTe NyHKTy 6.

-Haingute marHnT (BOo3MOXHO OH ynan Ha AHO Npubopa) 1 NpUKeiTe ero 06paTHO B MPaBYH HUXHIOK
4acTb MUCTOHA.

—FlpoBepbTe 1M 3aMeHUTe BHYTPEHHUI AaTUMK.

Owwnbka M-0 N-0

CMMNTOMBI:
MOTOp wnpuua He BpallaeTcsd, MNCTOH HaxoanTCA B HXKHEM MNOJI0XKEHNN.

NMpoBepkKa 1 pelwieHus
1. - BbIkntounte npméop.
2. - [NpoBepbTe AAaTUMK NAAThl KAPETKU U Ha/lMyMe MarHuTa Ha KoXyxe nmncToHa.
3. - MpoBepbTe Kabesb MOTOPa LWNPULA U pasbEMbl.
4. —1poBepbTe pa3beMbl NAOCKOT0O Kabens, KOTOPbIA COeAMHSET NaTy AaTYUKOB KapeTKu ¢ naatoi LiM.

5. BknwounTe Npubop, B TeUEHUM 2 CEKYH/ NOC/e 3BYKOBOro curHana HaxxmuTe knasuwly 5.

6. HaxwmuTte kHonky 2 ans goctynaB DIAGNOSTIC, 3aTeM OTKpOWiTe ABepb, 3arpy3uTe LTATUB U 3aKpOoiiTe
[1Bepb.

7. TogknouuTte faTumkv BonbTMeTpa Mexay 3emneil 1 pasbemMom (OfvH 3a ApYriM) ABuUraTens Lunpuua,
YTOObI ONpPeAeNNTL 3HaUEHWe HanpsHkeHUa mexay 13 + 18V-DC. Ecnv HanpsbkeHUs HeT, TO nepeigute
K NYHKTY 8.

8. HaxmuTte kHOMKy 2 4To6bl NepeMecTUTb WnpuL, BBepX. LLINpuL, NpOTKHET Npo6umpky.
MocMoTpWTE Ha MOMHOE MepeMellieHre LUNpULa BO BPEMSA €ro ABWXEHUs, 4To6bl y6eamTbes, UTO
MeXaHu3M paboTaeT NpPasBubHO.
Ecnu ecTb Kakme-nm60 npobsembl:

9. BbIk/tounTe NpUBOP, 3aMeHNTE NaTy NpoLeccopa U BepHUTECH 06PAaTHO K MYHKTY 5.

Owwnbka 0-0
CMMNTOMBI:

Momna He BpallaeTcsi BO BPeMsi 3a60pa YKMAKOCTU.

MpoBepka n peweHns
1 - BbIknouuTe npubop.
2. - Monpob6yiiTe BpaLiaTh FOI0BKY NOMMbl pyKamu, YTOObI NOHATL 3a6/10KMpOBaHa OHa UK HeT.

Ecnu fa, nepeianTe K NyHKTY 2; C/M HET, TO NepeianTe K NyHKTy3.

3. - CHUMMTE ro/oBKY Hacoca, MpoBepbTe BCTaB/EHa I MacTUKOBas Pacrnopka BHYTpY ABUraTens.
4, - 3ameHWTe MOTOP MOMMbI.

5.
6.

Bkntounte npubop, B TEUEHUU 2 CeKYHZ NOC/e 3BYKOBOIO cuUrHana HaxmmTe Knasuily 5.
HaxxmunTe KHonky 2 ans goctyna B DIAGNOSTIC, 3aTem 0TKpOIATe ABepb, 3arpy3nTe LTATUB 1 3aKPOiiTe

[BEpb.
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PyKOBOACTBO NO 3KcnayaTaumu
TESTI Bepc.1.2- 23.03.2021

7. HaxmuTe kHOMKy 9 4TO6bI ABMraTb MOMMY MO 4acoBoii cTpenke n REPRINT gns BpalieHns npoTus
4acoBOl CTPENKW, CMOTPUTE 3a NMPaBUIbHON PaboToi NOMMbI.
Ecnu ecTb Kakne-nm6o npobnembl:

8. TpoBepbTe HaMuMe ABYX KBaJpaTHbIX MarHUTOB, HaKNeeHHbIX Ha FOI0BKY MOMIIbI.
Ecnm nx HeT, HalignTe 1x Ha gHe nNprubopa 1 NPUKeTe 3aHOBO C NPaBWIbHOW CTOPOHBI.

9. TlpoBepbTe NIOCKWIA Kabesb, KOTOPLIA COeANHSET NaaTy KapeTku ¢ naatoii LiMY.

KO. MonpobyiiTe 3aMeHWTL NaTy npoueccopa

Owwnbka Q-0
C/MNTOMBI:
MpoaHan3mpoBaHHbIi 06paseL, He Obln NepeMeLLEH B pe3epByap € 0TX04amMm
MpoBepka 1 peLLeHns

- Haxmute ENTER ans npogomkeHus. Ecnv owmbka noBTOPAETCA, TO BbIMO/HWTE NPOLEAYPY NPOMbIBKY.

Owwnbka R-1
CvMNTOMBI:
LOCTynHbIA TeCTbl He 6bIN YBENUYEHbI B NamaT TEST1
lMpoBepka 1 peLleHns

- [poBepbTe UX BO BpemsA MocnefoBaTe/IbHbIX 3arpy3okK. Ecnv Henonafkv MOBTOPSAKOTCA CHOBA, TO
3aMEHNTE CUYMTbIBaTENlb CMapPT KapT UM niaty npoteccopa.

Owmnbka S-0
CumnToMmblI:
O6wwasn owwnbka nepegayn gaHHbix ¢ LM Ha TRANSFER SMART CARD.

MpoBepKa U peLleHns

- MoBTOpUTE MO3XKE.
- 3ameHute TRANSFER SMART CARD.
- 3ameHuTe mnaTy npoLeccopa.

Owunbka S-]
CvMNTOMBI:
OwnbKa nepegaum gaHHbIx ctapoin TRANSFER SMART CARD B0 Bpems nepefayu TeCcToB.
MpoBepka v pelleHus

- 3ameHute TRANSFER SMART CARD.
- 3ameHuTe N/iaTy NpoLeccopa.

Quwwnbka T-0
CUMNTOMBI:
OwwnbKa CUCTEMHOrO BPEMEHN.

MpoBepka u peLleHns

- BbikntounTe npubop, nogoxamte 10 ceKyHA 1 BKIKOUMTE CHOBA.
“ O6HoBwuTe Bepcuto MO
- 3ameHuTe nnaty npoueccopa

Owwnbka T-1
CuMNTOMBI:
HenpaBuibHas nonbiTKa nepeHoca gaHHbiX ¢ ctapoi TRANSFER SMART CARD Ha HoByto nnaty L.
YCTaHOB/MeHHbI MOPOr TECTOB A5 CTAPOI KapTbl Nepefayn NpeBbiLLEH.

MpoBepKa U peLeHus
* 3arpysuTe TECTbI, UCMONL3Ys APYTY KapTy.
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PyKoBOACTBO NO aKCnayaTauum
TEST]

1 =/®** In Innovation

Bepc.1.2-~ 23.03.2021

Quwunbka X-0
CUMNTOMBI:
OwmnbKa BbIYMCNEHNE KOHTPO/bHON CYMMbI NPOTOKO/A CBA3N

lMpoBepka un peLueHns
- BbikntouuTe npubop, nogoxaute 10 ceKyHA U BKIKOUMTE CHOBA.

- O6HosuTe Bepcuto MO
- 3ameHuWTe nnaTy npoLeccopa

Ownbka X-1
CUMNTOMBI:
OwmnbKa NPoBepPKN CPOKa rOAHOCTU Habopa NATEKCHbIX KaimbpaTopos

MposepKa 1 peLleHuns
- MpoBepbTe 1 UCMpaBbTE AaTy Y BPeEMS
- CoTpuTe NaTEKCHbIN XYypHan
- O6HoBUTE Bepcuto MO

Owwnbka 'i’-S
CuMNTOMBI:
OwwnbKa 3anucK Bo hn3LL-NaMsaTb

MpoBepkKa 1 peLLeHus
- BbIKnounTe Npu6op, NoaoXamte 10 CEKYHA U BKNIOUNTE CHOBA.

- OG6HoBwuTe Bepcuto MO
- 3ameHuTe nnaTy npoueccopa

Owwnbka "'-9.
CuMNTOMBI:
OwwnbKa yaaneHns 3 naL-namaTm

MpoBepKa 1 peLLeHus

- BbikaounTe npubop, nogoxaute 10 CeKyHZ 1 BKNOUUTE CHOBA.
- O6HosuTe Bepcuto MO
- 3ameHuTe nnaTy npoteccopa

Owwnbka Z-0.
CumMnNTOMBI:
Bo Bpems NMpoMbIBKM 3HAUYEHUA BOAbI BbIXOAAT 3a Npefesbl LonyCTUMbIX rpaHuy (3500 - 3900).

MpoBepKa 1 peLeHus
- —BbINOMHWTb NpoLEAYPY NMPOMbIBKM FUMOX/IOPUTOM.
- - poBepnTb MecTa COEAMHEHUS TMAPABANYECKOTO KOHTYpa.
- - MpoBepwUTbL UFY Ha HaIMUKE 3aCOPa OT PE3VHOBLIX KPbILLEK. HanoMHUTE N0/b30BaTENto, YTO
NPO6UPKY A1 MPOMBIBKM BOJOI HEeb3si UCTO/b30BaTh Goee ABYX pas.

OQwunbka Z-1 KRROR.
CUMNTOMBI:
Bo Bpems NPOMbIBKM LUNPUL, NOAHMMAETCA BBEPX, HO He 0BHapYXXMBaeT NPoBUpKy.

lMpoBepka v pewleHus
- TpoBepbTe He ynana fim npobupka
- [poBepbTe BEPTUKANbHYHO COOCHOCTb LUMPULA U NPOBUPKN.

Owwunobka Z-2 1;RROR.
CvMNTOMBI:

Ha npuGopax ¢ poTopoM A/is NPsSMOI 3arpy3Ku LITATMBOB, LUMPUL, MOAHWMAETCS BBEPX, HO MpUBOp
CUMTBIBAET LLITPUX-KOA 06 OTCYTCTBMM NPOBUPKM.

MpoBepKa 1 peLeHus
- TloBepHWUTE WM YCTAHOBMTE MPOBUPKY Tak, UTOBbI OHA 3aKpPbIBa/a LUTPUX-KO/, Ha BHYTPEHHEl CTeHKe
poTopa.
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PyKOBO/JCTBO MO 3KCMN/yaTauum
TEST1

CMNCOK MPEAYMNPEXAEHWNI

CoobuieHmne

Bmecto 3HaveHmss CO3
BbiBefieH hnar NF

NR (Not Reliable)
nevaraeTcs BMECTO
3HayeHus ESR (COQJ)

M = SM (Sample
Missing) neuyaTaeTtcs
BMeCTO 3HayeHua ESR
(CO9)

CoobuieHne Ha gucnnee
Increase Avail.
Insert CARD

CoobleHre Ha gucnnee
Npu BKNKOYEHNM

Waste level detected
EMPTY the tank

CoobueHne Ha pgucnee
MpY BK/OYEHUN
Maintenance Request

CoobuleHne Ha gucnnee
Npu OTNpaBKe [JaHHbIX Ha
cepsep

Checksum error XXX

OnucaHune

MOTOK KPOBM 6bI/1 HEOLHOPO/AEH W3-

3a My3blpbKOB  BO3gyxa WM
noBpexXaeHns Tpy6okK / urn.
Mogynb  uTeHWsi  OOHapy>XuBaeT

nepexoz Mexay Bosgyxom (mycToid
Kanunnsp) U KPoOBblD, HO  He
HauMHaeTcs arperayus. MHorga ato
MPOUCXOANT TakXkKe U3-3a MI0X0
nepemeLlaHHOl KPoBY.

JTa owwunbka nosBaseTca, Korpa
Npo6urpkKa BbICKO/Ib3HYMa U3 poTopa.
VIHCTpYMEHT  OXupgaeT  Hailtu
npobupky  (NOTOMYy  4TO  OHa
pacnosHasna euie npu 3arpyske), HO
BO BpeMs aHanmM3a npobupka
(hM3NYECKN He TNPUCYTCTBYET B
poTope.

KonnuyectBo  AOCTYMHbIX TECTOB
MeHbwe 2000 (MO ymoOn4aHuio),
npuéop npegynpexgaet
nonb3oBatens 0 Heob6Xo04MMOCTU

YBE/IMYNTb KONNYECTBO TECTOB

PesepByap C oTxogamu  [OCTUT
npegena 3anonHeHus (1500 TecToB
no yMO/IYaHuIo).

Mpnbop aBTOMaTUYECKW 3anyckaet
npouesypy OMyCTOLUEHUs/3aMeHbl
pesepsyapa.

CyeTunk 06CNyXuBaHWUs  [OCTUT
npeaenbHoro 3HadeHus (30000 no
YMONYaHuIo).

TpebyeTcs 06CnyXuBaHue.

Owwnbka B  X0fe  MNPOBEPKM
KOHTPO/IbHOW CyMMbI  COOGLLEHNA
'R' (PesynbTaTbl), MOCNAHHOIO Ha
cepsep
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Bepc.1.2~ 23.03.2021

Oencteuns
Ecnu coobleHne HaymHaeT
NnosBNATbCA  4acTo, Heob6XoAnMMOo

BbIMO/THNTb MPOMbIBKY Nepen HOBbIM
LMK/IOM aHa/IN30B.

MonpobyiiTe CHOBa MepeMeLlaTh
KPOBb U MOBTOPUTHL U3MEPEHNUE

MpoBepuUTb  3arpy>xeHHble TpPy6bI
COOTBETCTBYIOT TEXHNYECKOI
cneundukaumm npmuéopa

Haxxmnte BBOJ, (ENTER), uT0O6bI
MPOMyCTUTb COOBLLEHME.

Bo wu3bexaHue €ro MoBTOPHOrO
NosIBNEHMS HEOOXOANMO YBENNYNTD
KONMYeCTBO  AOCTYMHbIX  TeCcToB
nyTeM 3arpy3ku HOBOW CMapT-
KapTbl.

3ameHUTe UK BbINeiiTe pesepByap ¢
0TX04aMu, 3aTeM HaXMUTE KNaBuLLy
«l» Empty gna  obHyneHus
CUETUMKA XKMKNX OTXOA0B.

Ob6patutecs B Cny6y nogaepxku

ans npoBegeHus npouesypbl
06Cny>XKMBaHus nocne 30000
nccnefoBaHNiA.

O6paTtntech B Cnyby nogaepxku
0N TMPOBEPKU  COefMHEeHMs  C
CepBepoM.



TITATTTTTTIT?

PyKoBOACTBO NO 3KCnayaTauum
TESTI

1Y *in In

OLWKNBKM NpU NPUMEHEHNMN NATEKCHBIX KOHTPOEH

CoobuieHune Ha gucnnee
Exceed expir>’date
Procedure aborted

Coo6LLeHre Ha aucnnee

Exceed control

availability
Procedure aborted

CoobLleHne Ha aucnnee
Different kit number

Check tube labels
Procedure aborted

CoobuieHne Ha gucnnee:
Correlation not OK

Coo6LieHne Ha aucnnee
Unavailable memory in

E2PROM
Procedure aborted

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

CpOK TOAHOCTU KOHTPONei WCTeK,
KannbpoBka MOXeT 6bITb
HeJOCTOBEPHOW, B CBS3M C YeM

npoLeAypa npepsaHa.

KOHTpoiM  6blIM UCNOMb30BaHbI
6onee 6 pa3, KanMbpoBKa MOXET
6bITb HefOCTOBEPHON, npoueaypa
npepBeaHa.

Homepa notos wnu cy6-n0ToB Tpex
KOHTPO/bHbIX npo6upok He
coBnagatoT (nocnegHve 6 umgp Ha
WTPUX-KOLE), Mo3ToMy npubop He
MOXET CBf3aTb  Ka/MbpOBOYHbIE
faHHble. B Habope n3 30 TecToB,

KOHTPONM  pacnofioXeHsl B 5
KOOHKax no Tpu  npobupky,
HeobxoanMo Ncnonb3oBaTtb
npo6upKM n3 0fiHOro

BEPTMKANbHOIO psija.

3HayeHwus, M3MepEeHHble

(hoTOMETPOM, He KoppenupytoT. Tpu

MONYYEHHbIX 3HAYEHUS He nexar Ha

OfHOI MpsSMONA, 3Ha4yeHMe hakTopa
<0,97

[JaHHble B namaTn 06 WCTeYeHWU
CPOKa rofHOCTM HabopoB peareHToB
Ha AaHHbIA MOMEHT He AOCTYMHbI
W UCTOLLIEHDI.

[Jata B namatu aHanusaTopa He
COOTBETCTBYHOT TEKYLLEN.
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EcnM cpoK  rofHocTU  Ha6opa
KOHTPO/NEN WUCTEK, 3aMEHUTE HOBbIM
Habopom " noBTOpPUTE
“ccnefoBaHme.

MpoBepbTe faTy, BbIBOAUMYK Ha
3KpaH nNpu BKOYEHUM npubopa:
eC/IM OHA HEBEPHA, MCTIPaBbTe.

MakcumMansHoe KONM4EeCTBO
KOHTPO/IbHBIX Mpouesyp, KoTopoe
MOXET ObITb BbIMOIHEHO W3 OfLHOW
npobupkn ¢ KoHTponem, 6 , 3To
no3BonseT u3bexarb WM36bITOYHOrO
MpOKasbiBaHWA PE3NHOBON KPbILLKK
npo6upkm " acnupaumm
HEKOPPEKTHOr0 Konn4ecTBa
NaTeKCHOro pacTeopa B TPYO6KM.

MpoBepbTe, WMEWT M TpU
NCNOoMb3yemble npoompKun
O[INHAKOBbIA HOMEpP N10Ta UM cy6-
nota (nocnegHue 6 uUgp Ha WTPUX-
Koje).

Ecnm kogbl pasnnyHbl, BO3MOXHO,
YTO WCNOMb3YKTCA MNPOOMPKN U3
pasHbiX HabopoB WM M3 OfHOrO
Habopa, HO pasHbIX KOMIOHOK (Ans
Habopa Ha 30 TecToB).

Y 10CTOBepbTECH, yTo BCE
nccnefoBaHHble NpoGupKM
cofepXaT pacTBOp flaTekca pasHoM
KOHLIeHTpaLuun, 1N urna He 3acopeHa.
B  cnyuae 3acopeHus Urnbl
NnpoBeAnTE NPOMbIBKY.

MpoBepbTe faTy B aHanM3aTope,
NCMPaBbTE, €C/IN OHa He BepHa.

lNosTopuTe KOHTPO/IbHbIE
UCCNefoBaHNA  4epe3  HeCKO/bKO
AHein  (2-3  AHA) Ana NpoBepKwu
BbICBOGOXAEHUA namaTu "

NCYE3HOBEHUSI COOOLLEHNS.

Ecnn coobuieHne BHOBb MOABUTCS
yepes 2-3 gH4A, coobwnte B Cnyxoy
NOLALEPXKKM.
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?AL;(* PYKOBOACTBO M0 3KCnayaTauuny
In Innevatl TESTl B 1.2~ 23.03.2021
BEPCWA IO

Bepcua 9.00X (Bce mogenu TEST1)

* [lepsas penusHasa sepcus 9.00A.
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PyKoBO/CTBO MO 3KCM/IyaTauum
TEST1

B«M«y« 1n Innevallon Bepch - 23.03.2021

NH®OPMALNA O NMPON3BOAWNTENE, TAPAHTNA

3aB0OA-U3roTOBUTEND !

ALIFAX Sr.l.
Via Merano, 30, 33045 Nimis (UD) Italy
Tel +39 0432 547454 - Fax +39 0432 547378

In Innnvallen

CeptuduumposaHo TUV SO 9001:2015 n. 50 100 12913/A - Rev.00S

CeptudumumposaHo TUV ISO 13485:2016 n. 05 031936 0004 Rev.Ol

KOpuanyeckuii agpec:

3aperncTprpoBaHHbIi 1 ronoBHOM odimc

Anvdrake C.p.n. (Alifax S.r.l.)

Bua lMetpapka (Via Petrarca), 2/1,35020 Monbeepapa (Magys), Utanusa (Polverara PD, Italy)
Ten. +39-049-0992000

dakc:+39 049 5855434

e-mail info@alifax.com, info.alifax@pec.alifax.com

web www.alifax.com

VAT: 1704337640280

Tonbko ans In Vitro AnarHocTukn —ToNbKo An1A I'IpO(peCCI/IOHa'-I'bHOFO NCcnosib3oBaHUA.

Mpun6op cepTuduumposaH CE.
CornacHo gupekTtuBe 98/79 CE, oTHocsLelics K 060pyfoBaHmMIo anst In Vitro gyarHoCTUKN.

Ce

[apaHTVs1 pacnpocTpaHseTCs Ha BCe XapaKTepUCTMKM, YKasaHHble B PyKOBOACTBE MO 3KcriyaTauuv B
TeueHvie rapaHTMINHOIo Neproga Npu cobH0AeHNN YCIOBUIA NPUMEHEHWSI, XPaHEHWS U TPAHCTNIOPTUPOBaHUS
n3genus.

MapaHTUIHbLIA CPOK 3KCMTyaTaumn: 1 rog

Cpok cnyx6bl aHanmzaTopa: 10 neT (Npy YCNOBUM KOPPEKTHOFO 1 CBOEBPEMEHHOI0 06C/TY>KMBaHUSI).

Ha TeppuTtopumn Poccuiickoin ®egepaumy no BONpOcaM, KacaloLyMCH KayecTBa U3fenns, crnegyet
obpallatbCsa K yno/IHOMOYEHHOMY MPeAcTaBMTeNo Ha TeppuTtopun PP - OO0 «Anndake», lopuanyecknii
agpec: 125367, r. MockBa, yn. abpuyeBckoro, 4.5, kopn.l, komMHata 4-5,21-22, 3-3T, nom. 1, Ten. +7(495)-
544-50-55. info.russia@alifax.com
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PyKoBOACTBO MO 3KcnyaTauum
TEST1

iNinnovation Bepc.1.2-23.03.2021

VH®OPMALNA O MPOU3SBOANTENE, TAPAHTUA

3aBOA-N3rOTOBUTESIb:

ALIFAX Sr.l.
Via Merano, 30, 33045 Nimis (UD) Italy
Tel +39 0432 547454 - Fax +39 0432 547378

e 1 *¥* In Innevtilon

CeptudguumposaHo TUV 180 9001:2015 n. 50 100 12913/A-Rev.00S

CeptuduumposaHo TUV ISO 13485:2016 n. 05 031936 0004 Rev.Ol

HKOpuamnueckuii agpec:

3aperncTpupoBaHHbIA 1 FOI0BHOM odmc

Anudpakc C.p.n. (Alifax S.r.l.)

Bua MeTpapka (Via Petrarca), 2/1,35020 Monbeepapa (Magys), Ntanmsa (Polverara PD, Italy)
Ten. +39-049-0992000

dakc:+39 049 5855434

e-mail info@alifax.com, info.alifax@pec.alifax.com

web www.alifax.com

VAT: 1T04337640280

Tonbko Ans In Vitro AnarHocTuky —ToNbKO A1 MPOGECCHOHANBHOTO UCMO/b30BaHUS.

Mpubop ceptudmumposaH CE.
CornacHo aupekTuBe 98/79 CE, oTHocsLLElcS K 060pyAoBaHmMto Anst In Vitro AnarHocTUKM.

Ct

MapaHTUA pacnpocTpaHseTCs Ha BCe XapaKTepucTUKW, YKasaHHble B PyKoBOACTBe MO 3Kcryatauyu B
TeueHWe rapaHTUIAHOIO Neproga NPy Co6I0AEHUN YCIOBWIA MPUMEHEHUS, XPaHEHWS U TPAHCNOPTMPOBaHWS
n3genws.

MapaHTUIHLIA CPOK aKcnayaTaumn: 1rog

Cpok cny>x6bl aHanmsaTopa: 10 n1eT (Npy YCI0BUM KOPPEKTHOTO 1 CBOEBPEMEHHOI0 06CY)XXMBaHNS).

Ha Tepputopumn Poccuiickon defepaumMm No BoOMpocaM, KacarlolMMCS KadyecTBa W3fenusi, cregyeT
06paaTbCs K ynosIHOMOYEHHOMY MPeACTaBUTEN0 Ha Tepputopun PO - OO0 «Anndakc», opuanyecKuii
agpec: 125367, r. MockBa, yn. FabpuyeBckoro, 4.5, kopn.l, komHaTa 4-5, 21-22, 3-3T, nom. 1, Ten. +7(495)-
544-50-55. info.russia@alifax.com
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MNIW1IAHK canumnTtapHnoin OBPABOTKWIil*AA
3TOT 6naHK JOMKeH 6biTb 3aN0NIHEH MHXXEHePOM nabopaTopun 1AM MecTHOro AMCTPUOLIOTOPa Nepes OTNPaBKOI aHanuaTopa v
OOJ/IKEH OBA3ATE/IbHO 6bITb NPUNOXeH K aHa3n3aTopy.

MocneposarensHOCTbL ,Cl,eVICTBVIVI, KOTOpPbIE AO/DKHbI 6bITb BbIMOHEHBI nepcoHasiom na6opaTopvw|:
Bronountb aHanmsartop.

Het

[]
[]

1. BbIMO.THWTb NEPBYIO NPOLEeAYPY NPOMbIBKM ABYMSI TPO6GUPKaMU C BOAOIA.

2. BbINOMHUTL BTOPYIO NPOLieAypy NPOMBIBKY TMMOX/I0PUTOM U BOZOIA.
BbINONHUTL NpoOLeaypy BHELUHEN NPOMBbIBKY

3. BbINOMHMTL NepBYtO NpoLieAypy NPOMbIBKY ABYMsI NPOGMPKaMK ¢ BOZOM,

4. BbINONHUTL BTOPYIO NPOLEAYPY NPOMbIBKY TMNOX/0PUTOM U BOLON.

5. CINTb OTXOfb! 13 KOHTElHEpa W TLLATENbHO €ro NPOMbITb OT OCTaTKOB KPOBY.

BbINONHUTL NpoLeAypy BHYTPEHHE NPOMBbIBKM il
|
[

—_—

—r——
—r——
L S—

MNocnefoBaTensHOCTL ,qel‘/‘ICTBVIP’I, KOTOpbIE A0/KHbI 6bITb BbINOJIHEHDI CEPBUCHBbIM MHXXEHEePOoM:

HazieB 3alLMTHbIE OYKM U MEepYaTKM CHATb NIacTUKOBOE NMOKPLITVE aHaM3aTopa.
Ecnu npouesypa npoMbIBKM NEPCOHANIOM 1abopaTopui NPOLL/a HeYCNELIHO, TPEGYETCs OLEeHNTb, BO3MOXHO /11 KaKUM-M60
Cnoco6oM NMPOBECTU 3Ty NPOMBbIBKY.

BbINONHMTL NpoLeaypy BHYTPEHHel NpOMbIBKY

1. BbINONHWTL NEPBYIO Mpoueaypy NPOMbIBKU ABYMS Npo6upKamu ¢ BOAON. [ ] [ ]
2. BbINOMHUTL BTOPYH NpoLeaypy NPOMbIBKM TMNOXI0PUTOM 1 BOZOA. [ ] [ ]
BbINOMHWUTL NpoLeAYpPY BHELLHEW NPOMbIBKU

3. BbINOMHNUTL NepBY NpoLEesypy NPOMbIBKM ABYMS NPOGUPKaMu ¢ BOZOA. [ 1 [ ]
4. BbINONHUTL BTOPYH NpoLeaypy NPOMbIBKM TMNOXI0PUTOM W BOAOM. [ ] [ ]
5. CMTb OTXOAbl U3 KOHTENHEPA W TLATeNIbHO ero MPOMbITh OT OCTATKOB KPOBU. [ ] [ ]

LN NpoAo/IKEHNA BbIKNIOYNTL aHaIN3aTOP U OTCOEAUHUTL Er0 OT CeTU MUTAHUS.
Ecnu Kakue-nM6o aeTany MHCTPYMEHTA 3arpsi3HeHbl KPOBbHO:
1. COpbI3HYTH 3arps3HeHHble feTann 4e3MHBDEKTaHTOM (KaTUOHHLIA CypdaKTaHT).
2. YAanuTb XUAKOCTb C 06paboTaHHbIX AeTaneil 6yMakHbIM NOMOTEHLEM.
3. MpOoMmbITb BOAOMN M 06CYWINTL BYMAXKHbLIM MOMOTEHLEM.
Ecnu 3arpsisHeHHbIX KPOBbIO AeTaneil HeT;
1. MpoMmbITb BOZOW M 06CYLLINTDL BYMaXKHbIM NOMOTEHLEM.

— —r—r—

Mpumeyanna:

OATA: NMA:
noannceb:

B c.lyyae wvonagaHHa 3arpA3HeHHOK MaTepHa.la BH>Tpb npubopa (Tepuyocra3 HTyeuyble nnacTuHbl)) OBA3.N\TE.1bHO
YK.13.UTb HA MPUBOPE n.'"MKTE TAVUNOT.JIPNON OBPABOTKW, uTo 3arpsa3HeHHbIi MmaTepuan nonan BHYTpb npubopa
M ero He yaanocb yCTPaHUTb C MOMOLLbIO NpoLeayp BHEWHEN caHn3apHu.

OBSA3ATENLHO:
Ecnm caHuTapHas 06pa6oTka 6blia NpoBejeHa, NoxatyicTa.

BbIpexxeTe n1eii6n ¢ nNpaBoii 4acTy CTpaHWLbI (MK caenaiiTe AESNH®U-
KOMwuio) 1 06aBbTe ero B ToBapOCOMPOBOANTENbHbIE JOKYMEHTHI. LNPOBATH
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Wramn;

Kamunno ManbsiHo (CatlLio Galiano)
YpaB/stoLLMIA AYpeKTop

Ammdpakc C.p.n. (Alifax S.r.l.)

/nognines/

Jorotun: AIMPAKC C.p.n. (ALIFAX Sir.l)
Bua MeTpapka, 2/1 (Via Petrarca, 2/1)

35020 MOJIbBEPAPA (MALYS)
duicKarbHbI (Hanoroblid) kog 04337640280

Ne MpoTokona 17945/2021
Ne IMpoekTa 463/2021

NALYNCKASA TOPTOBO-MPOMBILW/IEHHASA, PEMEC/IEHHAA U
CENNbCKOXO3ANCTBEHHAA NANTATA

OTHOCUTENBHO 3aPErMCTPUPOBAHHON 3anncK, BbIMOSHEHHOW BrafenbUeM / 3aKOHHbIM
npefcTaBuTeNem / NoBepeHHbIM NPeanpusTAs, Mbl NOATBEXAAEM, UTO yKa3aHHbIN 3asBuTe b

ABNAETCA  AO/HKHBIM O6p330M YNONHOMOYEHHbIM  NTULIOM,

noanucoeisaroLMM nobble

[IOKYMEHTbI 11 aKTbl, UCMO/b3yEMble B TOPrOB/E CO CTPaHaMU 3apyBexbs.

Moanuce:

3A/OT UMEHW FrEHEPA/IbHOIO CEKPETAPA

NaBHbIi MCNOMHUTENBHBIA AYPEKTOP
Anbbepto Casvonu (Alberto Savioli)

/nognwuecs/

MNeyaTb: TOProeo-npoMmbILLIEHHASA, PEMECTIEHHAA 1 CeNbCKOX03ACTeeHHas nanaTa *TMapys

Mapyickas
NPOMBILLITEHHASA NaviaTa

TOProBso-

Meyatb: TOProBO-NPOMbILLIEHHAS,
pemecrieHHasn "
CefbCKOXO3ANCTBEHHAs Naata =
Magys

NALYACKASA TOPFOBO-MPOMbILLINIEHHAS.
PEMEC/IEHHAS U CENTbCKOXO3ANCTBEHHAS
NMANATA

Mopgnuce 3aBepsieTcst

COI/IaCcHO CTaTbe

33 Yka3a lNpesungeHta Pecnybamkn oT 28 gekabps
2000 r. nofg Ne445.

3A/OT UMEHW FTEHEPAIbHOIO CEKPETAPA
FMABHbIA UCMTONHUTENbHbBIA AVNPEKTOP
Anppea 3apavena (Andrea Zaramelia)

/nognuce/

MPE®PEKTYPA - TEPPUTOPUNAJIbHOE MNPEACTABUTENBCTBO NMPABUTE/IBCTBA

-NALYA-
AMOCTW/b

(Maarckast KOHBeHUMS 0T 5 okTA6psa 1961 roga)

1. CtpaHa: UTAJTNA

HacToawwii ohuumanbHbli LOKYMEHT

2. nognucaH AHAPEA 3APAMEJINA (ANDREA ZARAMELIA)
3. BbicTynatouwlein B kavectse: OPVLIMAIBHOIO MPEACTABUTENA
4. ckpennén neyatbio: TOPFOBOW MAATbLI MAAY W

5. BMagye

7. kem MPEDEKTYPOW MNALAY W
8. N21373

9. Mevarb:

[MPE®EKTYPA MALY W/

MAAOY4, 29.03.2021
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Y [nocToBepeHo
6. 6 anpena 2021 .

10. Mognuchk:

CNYXXAWNA ADMUHNCTPALINN
(EBreHno Mas3oTTa/ Eugenio Mazzotta)
/nognuce/



YnpaBnstoLmii AMpeKTop

Anundpakc C.p.n. (Alifax Sir.l.)

/nopnwce/

Jorotun; AJIMPAKC C.p.n. (ALIFAX Sir.l)
Bua Metpapka, 2/1 (ViaPetrarca, 2/1)

35020 MOJMTbBEPAPA (MALYH)
ducKanbHbINA (HanoroebIiin) kog 04337640280

[NeyaTb Ha cliMBKe: TOProBo-npPOMbILLIEHHAsA, PpeMECTEHHASA U CeNbCKOX03ANCTBEHHAs nanaTa « Mapgys
MeyaTb Ha CLUMBKe: TOProBO-NpOMbILLNEHHASA, PEMECNEHHAs N CeNbCKOXO03AiCTBEHHAA nanaTa « Magys

MeuaTb Ha cumBke: TOProBo-NPOMBbILLNEHHAS, PpEMECNEHHAsA U CeNbCKOX03aWCTBeHHas nanaTa * Magys

MepeBoA C UTanbAHCKOTO M aHTIMIACKOTO S13bIKOB Ha PYCCKUiA A3bIK BbINONHWNA PybaHoBa EneHa AnekcaHapoBHa
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Poccuinickasa degepaumns
Nopog MockBa
[BajuaTtb NepBoro anpensa ABe TbiCAYM ABajLaTb MepBoro roga

A, KOcynosa Haunna NapucoBHa, HoTapuyc ropoga MoCKBbl CBUAETEIbCTBYHO
NOANIMHHOCTb Nognuncu nepeBogvnka Py6aHoBo EneHbl AnekcaHpOBHbI.

Moanuck chenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb NognucaBLIero JOKYMeEHT YyCTaHOB/IeHaA.

3aperucTtpupoBaHo B peectpe: No 77/640-H/77-2021-[/N-NINNANNAN

YnnayeHo 3a cCoOBepLUEHME HOTapuanbHoro geinctemsa: 400 py6. 00 kon.

H.N. KOcynoBa

HoTapuyc
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