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"MREAGENTSIN VITRO FOR HEMATOLOGICAL TESTS™M™

Order Information:

Art. No.  Art. Name Russian Description

1504124  Swelab AlfaDiluent 20L Isotonic Diluent Swelab AlfaDiluent, 20 L
1504462  Swelab AlfaDiluent, RFID Isotonic Diluent Swelab AlfaDiluent, RFID, 20L
1504125 Swelab AlfaLyse 5L Hemolytic Reagent Swelab AlfaLyse, 5L
1504463  Swelab AlfaLyse, RFID Hemolytic Reagent Swelab AlfaLyse RFID, 5L

1504127  Swelab Alfa ComboPack 200 Pack Swelab Alfa ComboPack 200, (5+1) L
1504464 Swelab Alfa ComboPack, RFID  Pack Swelab Alfa ComboPack, RFID, (5+1) L
1504112 Boule Enzymatic Cleaner 100mL Cleaning Solution Boule Enzymatic Cleaner 100 mL
Boule Hypochlorite 2% Cleaner  Cleaning Solution Boule Hypochlorite 2% Cleaner
SOOmL 500 mL
1504111 Boule Cleaning Kit, 3x450mL Cleaning Solution Boule Cleaning Kit, 3x450 mL

1504113

1. INTENDED USE
1.1. “Reagents in vitro for hematological tests” are intended for use in blood tests and maintenance
of the Swelab Alfa and Swelab Alfa Plus instruments in clinical diagnostic laboratories.

1.2. Field of use - clinical diagnostic laboratories.

1.3. Intended user - staff of the clinical diagnostic laboratories who have undergone training in
working with hematology analyzers.

Not intended for use near patient.

1.4. Complete blood count (CBC) is prescribed for screening and dispensary examinations,
differential diagnosis of blood diseases and monitoring of ongoing therapy.
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2, SPECIFICATION OF THE DEVICE

2.1. Components and content of the reagents:
Swelab AlfaDiluent™ pH 6.70 - 6.90:

Inorganic salts to support isotonic stability
Bacteriostatic agents (cationic)
Buffer salts

Antimicrobials (kathon)™

Swelab AlfaLyse™ pH 7.80- 8.30:
Quaternary ammonium salts

Buffei- salts

Boule Enzymatic Cleaner"K pH 7.6-8.4
Subtilisin for proteolytic action
Surfactants

Stabilizers incl. salts and buffers
Coloring substances

Antimicrobials (kathon)

Boule Hypochlorite 2% Cleaner** pH 11.5-12.1
Sodium hypochlorite for lipid/protein degradation

Sodium hydroxide for stability
Surfactants

Boule Detergent Cleaner™\ pH 7.6- 8.4
Sodium dodecyl sulfate for protein dissociation
Surfactants

Stabilizers incl. salts and buffers

Coloring substances

Antimicrobials (kathon)

Notes:

<1.5%
<01%
<03 %
<0.0015%
<10%
<1.5% Sk
inte
dii
<0.1 % Voi
<0.2% i
<2% &£
« 0.1%
<0.0015%

2.0“ 2.4 % active
chlorine
< 0.05 %
< 0.05%

<0.1%
<0.2%

<l %
« 01%
<0.0015%

1) Also applicable to Swelab Alfa ComboPack combination packaging and reagents with RFID tags.
2) Stabilizing substances with antimicrobial activity against bacteria and yeast are biodegradable.

3) Plastic bottle, content 100 mL or 450 mL as part in Boule Cleaning Kit.

4) Plastic bottle, content 500 mL or 450 mL as part in Boule Cleaning Kit.

5) Plastic bottle, content 450 mL part in Boule Cleaning Kit.

2.2. The number of reagent tests performed depends on the Swelab hematology analyzer model and
the number of tests performed per day. Approximately 22 ml of diluent and 4.5 ml of hemolytic
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2.3. Principal of the method.

The conductometric (Coulter) method of sizing and counting cells is based on changes in electrical
impedance produced by particles suspended in an electrolyte as they pass through a small opening
(aperture) between electrodes. A continuous current run between the external and internal electrodes,
and as each cell passes tlirough the aperture it generates specific changes in impedance in the aperture
channel. These changes are detected in the form of an increase in voltage between the electrodes. The
number of pulses is proportionate to the number of particles and the height of each'pulse is
proportional to the volume of the particle. Particle size distribution is recorded as histograms of
leucocytes (WBC), erythrocytes (RBC) and platelets (PLT) on the display screen.

Measuring principle for hemoglobin (HGB): the reagent lyses the blood cells, releasing hemoglobin
from the erythrocytes. The hemoglobin in the lysed sample is measured photometrically.
Methemoglobin is chemically stabilized and then also measured photometrically.

Swelab AlfaDiluent is an isotonic buffer solution with defined pH, conductivity and osmolarity
intended for pre-dilution of blood samples in automated hematology analyzers before the direct
differential count. Its main purpose is to maintain the osmotic pressure required to retain blood cell
volume and viability throughout the entire measurement cycle, create a conductive medium for an
impedance-based differential blood cell count, and prevent fibrin clot formation and platelet
aggregation.

Swelab AlfaLysc is a cyanide-free reagent for lysing erythrocytes and converting hemoglobin into a
measurable complex in automated hematology analyzers for differentiation of leukocytes into three
subpopulations. When combines with the diluted blood suspension, the lytic solution quickly destroys
the cytoplasm membrane of the red blood cells, shrinking cell volumes and leaving the WBC
subpopulalion count intact. The surface-active hemolytic compounds affect the size of the different
forms of WBC at different rates, and these differences are used as the basis for dividing the WBCs
into subpopulations.

Swelab Alfa ComboPack is a combination pack with hematology diluent and a cyanide-free lytic
reagent used for cell counting and sizing in the Swelab Alfa Series, Automated, hematology
analyzers.

Boule Enzymatic Cleaner and Boule Hypochlorite 2% Cleaner are used for maintenance and
cleaning of Boule hematology analyzers. Active components of the reagents provide the breakdown
of protein and lipid deposits on the dosing and hydraulic system ofthe analyzer.

Boule Cleaning Kit is a combination pack with Enzymatic Cleaner, Hypochlorite 2% Cleaner and
Detergent Cleaner and intended for use with Boule Hematology Systems. The kit contains 3 different
cleaning solutions as indicated on their labels. Using this cleaning kit at the stated regular intervals
will ensure:

Longer lifetime ofinstrument tubing

Lower risk of bacterial grow

Lower background counts

Increased mean time between failure (higher MTBF).
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3. ANALYTICAL PARAMETERS 3.2. Itis
3.1. Using the reagents in the system with Swelab hematology analyzers with differentiation & I_aborato
leukocytes onto 3 subpopulations provides following parameters of measurements of count of thr ~ interval:

blood cells and hemoglobin concentration. The obt
disease:
Table 3.1.1 Analytical parameters; Swelab Alfa informs
Parameter RBC MCV HGB PLT " WBC
- . 0.30- 7.00 X 2.0-24.0 20-1800 X 0.5- 99.9 X
Linear Range wove - VA Tga oL oL
Specification OT, o .
Coefficient of variation, CP, AS <18 <15 WS 552 £35
(%) Specification MClI, <27 <15 A24 £5 9 £4.0
oD . . . .
Sensitivity® 030x 10VL N/A  20g/dL 20xI0°/L 0.5 XIO/L

OT; Open Tube mode; MCI: Micro Capillary Inlet mode; CP: Cap Piercer mode; AS: Auto sampler mode;
PD: Pre-dilule mode

' Linearity measured based on Standard EP6-A. Control blood material.

"Results presented in CVV% tot. max, three instruments as a set.

"Results presented as CV% tot. of three sample series

~For circulation in the Russian Federation. Sensitivity is the lowest limit of the linearity range.

Parameter RBC MCV HGB PLT WBC
. . 0.30-7.00 X107 20-240 10(220b1800 0.20-130.0 X
Linear Range L N/A g/dL XIOM/L IOV
Coefficient of ~ gheccauon £18 <15  £15 £5.2 £3.5
variation, S ’.f. ’ i
(%) ﬁ’\‘jlgA'C%g’“ £2.7 £15 £2.4 £5.2 £4.0
Sensitivity™ 03oxio=L  NA  20gd. PEDX oz0x o

OT: Open Tube mode; MPA: Micro Pipette Adapter mode; CP: Cap Piercer mode; AS: Auto sampler mode;
PD: Pre-dilute mode

' Linearity measured based on Standard EP6-A. Control blood material.

A fyour analyzer was manufactured before December 2016.

"Results presented in CV% tot. max, three instruments as a set.

*For circulation in the Russian Federation. Sensitivity is the lowest limit of the linearity range.

Table 3/1.3» Accuracy and permissible deviation (Swelab Alfa & Swelab Alfa Plus)

Parameter RBC MCV HGB PLT WBC
The accuracy of measurement, % of deviation not higher than 5 5 5 5 5
Permissible deviation of results in parallel definitions of one 10 10 10 10 10

sample by different sets of one lot, % of deviation not higher than
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fithcf
Bloftlf  «erv als of indicators for adult patients.
information,
4.1. Potential risk ofuse - class 2a.
35 hematology analyzers.
40
Instructions” MU 287-113.
In case of accidental spill, flush the surface with water.
Ox first aid measures:
If product is inhaled
If the product is inhaled,
and symptoms like
shortness of breath or
other
symptoms of illness
Boule occur, fresh air and rest is
Hypochlorite  recommended. If simple
2% Cleaner first aid does not produce
a quick recovery, call a
First aid POISON CENTER or
measures doctor/phvsician. chemic
Inhalation of vapours
may cause irritation.
Heating of the product or
in case of contact with
Boule acids irritating
Hypochlorite  substances, e.g. chlorine,

57 b is recommended to specify the range of normal values in the population of patients in each

iAomor>' when using reagents. Refer to the Table 13-2 for reference information on reference

The obtained results of a single blood test can not be used as a single indicator for the diagnosis of
diseases but is to be used in conjunction with other laboratory indicators and other diagnostic

4. PRECAUTIONS

4.2. Professional staff of the clinical diagnostic laboratories must undergo trainingjn working with

4.3. WIlien performing a laboratory test, the precautions taken when handling potentially infectious
material should be observed. The main rules are stated in «Instructions on measures to prevent the
spread of infectious diseases when working in clinical diagnostic laboratories of medical
institutions», approved by the Ministry of health of the USSR 17 Jan 1991 r. And in “Methodology

4.4, When working, use personal protective equipment, at the risk of splashing reagent-safety glasses.
To prevent any leakage through the lid, always store the bottles in an upright position.

4.5 Possible toxic effects on the human body in case of non-compliance with safety measures and

2% Cleaner

Infonnation on
toxicological
effects

may be released which
can cau.se cough, sore
nose and throat, nausea,
chest pressure, shortness
of breath.

If product comes into
contact with skin

Wiash with soap and
water. In contact with

Dry skin, stain may
bleach skin.
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If product comes into
contact with eyes

Rinse immediately with
a soft or low pressure
wateijet or eye wash for
at

least 5 minutes. Remove
contact teases and keep
eyes wide open. If
symptoms persist
(intense stinging, pain,
light sensitivity, poor
vision)

continue rinsing and call
aPOISON CENTER or
doctor/phvsician.

Eye contact may cause
tears, red eyes, pain,
blurred vision, impaired
but

reversible vision.

If product is swallowed

Drink a couple of glasses
of water. Ifmore than a
small quantity has been
ingested seek medical
advice. If symptoms
arise (intense stinging or
pain),

or if more than a small
quantity has been
ingested, call a POISON
CENTER or
doctor/phvsician.

lagesripD.C6”MK



Boule
Enzymatic
Cleaner

First aid
measures
Boule
Enzymatic
Cleaner

Information on
toxicological
effects

Boule
Detergent
Cleaner

First aid
measures
Boule
Detergent
Cleaner

Information on
toxicological
effects

Swelab Alfa
Diluent

First aid
measures
Swelab Alfa
Diluent - .

Tnmmatinn-raw
Aojridoldgicil V ;
cfto V/

If product is inhaled

If the product is inhaled,
and symptoms like
shortnes”s of breath or
other

symptoms of illness
occur, fresh air and rest is
recommended. If simple
first aid does not produce
a quick recovery, call the
emergency number.

Inhalation of vapors may
cause irritation, cough,
sore nose and throat.

If the product is inhaled,
and symptoms like
shortness of breath or
other

symptoms of illness
occur, fresh air and rest is
recommended. If simple
first aid does not produce
aquick recovery, call the
emergency number.

Not expected

If the product is inhaled,
and symptoms like
shortness of breath or
other

symptoms of illness
occur, fresh air and rest is
recommended. If simple
first aid does not produce
a quick recovery, call the
emergency number.

Not expected.

If product comes into
contact with skin

Wash with soap and
water. In contact with
chemical substances
exposed

clothes and shoes should
normally be removed.
The product does
normally not possess
any hazard to the
exposed person or to
first-aiders.

Not expected

Wash with soap and
water. In contact with
chemical substances
exposed

clothes and shoes should
normally be removed.
The product does
normally not possess
any hazard to the
exposed person or to
first-aiders.

Not expected

Wash with soap and
water. In contact with
chemical substances
exposed

clothes and shoes should
normally be removed.
The product does
normally not possess
any hazard to the
exposed person or to
first-aiders.

Not expected.
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If product comes into
contact with eyes

To prevent eye irritation,
rinse immediately with a
tempered, soft or low
pressure water jet or eye
wash for at least 5
minutes. If symptoms
persist

(intense stinging, pain,
light sensitivity, poor
vision) continue rinsing
and

seek medical assistance.

Eye contact may cause
tearsred eyes, pain,
blurred vision, impaired
but reversible vision.

To prevent eye irritation,
rinse immediately with a
tempered, soft or low
pressure water jet or eye
wash for at least 5
minutes. If symptoms
persist

(intense stinging, pain,
light sensitivity, poor
vision) continue rinsing
and

seek medical assistance.

Tears, red eyes, pain,
blurred vision, impaired
but reversible vision.

To prevent eye irritation,
rinse immediately with a
tempered, soft or low
pressure water jet or eye
wash for at least 5
minutes. If symptoms
persist

(intense stinging, pain,
light sensitivity, poor
vision) continue rinsing
and

seek medical assistance.

Tears, red eyes, pain,
blurred vision, impaired
but reversible vision.

If product is swallowed

Drink a couple of glasses

of water. If morethana Swelab Alfa

small quantity has been
ingested seek medical
advice.

Irritation, nausea,
vomiting.

Drink a couple of glasses
of water. 1fmore than a
small quantity has been
ingested seek medical
advice.

Irritation, nausea,
vomiting

Drink a couple of glasses
ofwater. If more than a
small quantity has been
ingested seek medical
advice.

Irritation, nausea,
vomiting

e
First aid
measures
Swelab Alfa
Lyse
Information -
loxicologica
effects
46."
Instr
reag<
few
47,
envi
is si
and
hyp
ind
on
4.8
Fc
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If product comesinto  Ifproduct comes into

IT product is inhaled contact with skin contact with eyes

If product is swallowed

To prevent eye irritation,
Wash with soap and rinse immediately with a
If the product is inhaled,  water. In contact with tempered, soft or low
and symptoms like chemical substances pressure waterjet or eye
shortness of breath or exposed wash for at least 5
other clothes and shoes should minutes. If symptoms
symptoms of illness normally be removed. persist

na ISwelab Alfa occur, fresh air and rest is  The product does (intense stinging, pain,  Drink a couple of glasses

ien |Lyse
J T

recommended. Ifsimple  normally not possess light sensitivity, poor ofwater?Jf more than a
first aid does not produce any hazard to the vision) continue rinsing  small quantity has been

__IFirstaid a quick recovery, call the  exposed person or to and ingested seek medical
1 measures emergency number. first-aiders. seek medical assistance.  advice.
j Swelab Alfa

i Lvse

[ ] ) .
Information on Tears, red eyes, pain,
toxicological blurred vision, impaired  Irritation, nausea,
effects Not expected Not expected. but reversible vision. vomiting

4.6. When working with the medical device, follow local procedures SP 1.3.2322, GOST R 52905.
Instruments and equipment, as well as the surfaces on which the work was carried out using the
reagents, should be treated with a solution of ethyl alcohol with a volume fraction of 70 % within a
few seconds.

4.7. The Hypochlorite 2% Cleaner contains sodium hypochlorite in a concentration that is health and
environmentally hazardous. The bottle is marked with a hazard pictogram. Sodium Hypochlorite 2%
is skin irritating and causes serious eye irritation. The solution shall be handled with care, and skin
and eyes shall be protected if there is a risk of splashing. For more information, read SDS. Since
hypochlorite solutions are oxidizing with a basic pH, avoid contact with materials other than those
indicated in the instructions (spills can leave a remaining smell, e.g. on skin, and stains (bleaching)
on clothes etc.)

4.8. Close containers with cleaning reagents immediately after use.

5. EQUIPMENT AND MATERIALS

For performing CBC analysis ofthe whole blood, it’s recommended to use:

1) Automated hematology analyzers Swelab Alfa, Swelab Alfa Plus;

2) Tubes, microtubes and micropipettes with anticoagulants which are listed in User’s Manual

for analyzers and Section 6.1;

3) Use personal protective equipment;

4) Control materials certified for 16 parameters of whole blood for hematology analyzers Swelab
- Boule control materials for hematology analyzers (hematological control blood 16 parameters,
levels low, normal and high) and hematological calibrator produced by Boule Medical AB, Sweden,
RU Ne FSZ 2008/02770).

5) For the cleaning procedure: distilled water, vial or empty tube 10 absorbent soft
cloth/material.
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6. SAMPLES ANALYSED 6.3. Tht

. - . results:
6.1. Samples used are whole human blood (capillary or venous), stabilized by anticoagulant K2 BI(lJJod c
EDTA or K3-EDTA. .

. . be stirT
In order to obtain accurate results and prevent blockage of the hydraulic system of the analyzer

samples used must be collected and prepared in accordance with the respective Swelab Alfa anc ifrﬁRa?
Swelab Alfa Plus hematology analyzer User Manual (sections 3-4). P,

6.2. Samples in the EDTA tubes can be stored less than 4 h at 18 - 25 °C or less than 24 h from 2 tc the ide
8“C according to [1].

71 A
User’;
Dilue
7.2.P

7.3."
anal)
whei
7.4.

cont

The
Cal
list
leu
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Ufa anc

m2 tc

6.3. The following cases were detected in which the type of anticoagulant affected the analytical
results:

Blood anti coagulated with EDTA: Samples ofvenous blood collected in test tubes of EDTA, must
be stirred cautiously and retained for 15 minutes before testing.

6.4. Results of the clinical tests performed using Swelab hematology analyzers and reagents, confirm
comparability of the results obtained with the use of venous and capillary blood samples, as well as
the identity of the results with the samples of anticoagulants K2EDTA and K3EDTA.

1. PREPARATION OF COMPONENTS FOR TESTING
7.1 A detailed description of reagent installation / reagent change can be found in the instrument
User’s Manual under section 2 - Installation and Reagent Setup. It is recommended that both the
Diluent and the Lyse reagents are placed at the instrument level or below.
7.2. Place the tag reader or barcode reader on the marked position on the reagent container you want
to use. When the reagent tag / barcode has been read a screen will display that the it has been accepted.
7.3. Transfer the reagent level sensor from the used container to the new reagent container. The
analyzer is now ready to resume operation or analyze samples. No priming or fill cycle is necessary
when putting on a new reagent container, if indicator and warning messages are followed.
7.4. IMPORTANT! Remember to verity calibration prior to running patient samples using Boule
control material. Ifit’s necessary, start calibration.

8, SAMPLE ANALYSIS AND CALCULATIONS
The analysis of whole blood should be carried out according to the instruments User’s Manual.
Calibration and calculations are performed automatically using the analyzer software. The complete
list of blood test parameters determined by a set of parameters (erythrocyte indices, platelet indices,
leukocyte formula and hemoglobin concentration) depends on the analyzer model used.

9. CLEANING AND MAINTAINANCE PROCEDURES USING CLEANING REAGENTS

9.1. A detailed description of use of the Boule Cleaners (Clot prevention. Monthly cleaning, Boule
Cleaning Kit procedure) can be found in Section 8 of Swelab Alfa User Manuals and Section 10 of
Swelab Alfa Plus the instrument User Manual and in the Quick Reference Guides.
9.2. Boule Cleaning Kit procedure.
9.2.1. It is very important that the cleaning procedure is performed in the correct order (or it may
result in high PLT background counts). The following order must be followed:
1) Enzymatic Cleaner (enzyme solution - blue cap)
2) Hypochlorite (2% solution - white cap)
3) Detergent Cleaner (detergent solution - red cap)
9.2.2. Follow the procedure described in
» Section 8; Swelab Alfa User Manuals
» Section 10; Swelab Alfa Plus User Manual
e Quick Reference Guides; Swelab Alfa and Swelab Alfa Plus
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Notes - As the volume in the cleaning bottles will decrease during the cleaning cycles, be sure fe
secure the bottles to avoid tilting. - During the described cleaning process above, some foaming migfe 1U-R<
occur on the aspiration needle. Remove foam with a soft tissue. - In case of heavy contaminated ~ 2nd reef
systems, it is recommended to warm the detergent to 45-55 °C prior to cleaning the system. - Onl)
the Hypochlorite Cleaner has the ability to act as a disinfectant, significantly reducing the number bl compos

viable microorganisms. - It is recommended to check calibration by running a control after cleaning 11(;2'8
and 4—-

10. TERMS OF USE OF THE REAGENTS
10.1. Reagents should be used according to the Instruction for Use approved in the prescribed manner.
10.2. Swelab AlfaDiluent and Swelab AlfaLyse can be used within 90 days after opening. By thf
addition of antimicrobial agent, microbial growth is prohibited during storage as well as during use.
Avoid the ingress of dust into the container and tubes. Accessory caps for reagent containers are
designed with holes fitting for the reagent probes. This keeps the reagents sealed and preventing
particles from entering the container while being used.
The open cleaner container is stable at least up to the expiration date as shown on the label when
stored at a temperature of 4-30 °C.
10.3. In case of contamination of reagents, signs of deterioration, as well as when the background
value exceeds the limits specified in the analyzer user Manual, dispose of reagents as indicated below.
10.4. Quality control shall be performed with Boule control materials (see section 5 of current IFU)
in accordance with Russian GOST R 53133.2-2008 [2] and instrument User’s Manual (section 5).
10.5. If the results of quality control that exceed the permissible limits of the control plot of the
analyzer or the parameter limits ofthe control material, it is necessary to check the analyzer and make
a new calibration with the hematological calibrator.
10.6. Adulteration by dilution or addition of any materials to the Swelab reagents and cleaners
invalidates any diagnostic use of the product.
10.7. Reagents are used at 18 to 32 °C; Avoid direct sunlight.
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11. TRANSPORTATION AND STORAGE OF THE REAGENTS
11.1. Reagents must be transported by all types of indoor transport in compliance with the conditions

and requirements set for this type of transport, at a temperature of 4-35 ®C for Swelab AlfaDiluent,
Swelab AlfaLyse and 4-30 ®C for cleaning reagents. Avoid overturning containers. Freezing of kit
components is not allowed.

11.2. Storage in the original cardboard packs at 4-35 ®C for Swelab AlfaDiluent, Swelab AlfaLyse
and 4-30 °C for Cleaners until expiration date. Do not freeze.

12, DISPOSAL OF THE REAGENTS
12.1. The product should be disposed of as Class B medical waste in accordance with the applicable

laws of the Russian Federation (Sanitary Regulation and Standard (SanPiN) N2.1.7.2790-10 dated 12
December 2010 "Sanitary and Epidemiological Requirements on the Handling of Medical Waste").
12.2 Before disposing of used reagent, 2 ml of hypochlorite solution per liter of waste product must
be added and the solution retained for 1hour. It should then be disposed ofas Class B medical waste.
12.3 Any unused reagent (including any that is out-of-date) should be disposed of as Class B medical
waste. Liquid components (including expired) are destroyed by dilution with 1:100 water, draining
the solution into the sewer and removing the remainder of the packages as industrial or household
garbage [3].

13. WARRANTIES OF THE MANUFACTURER
13.1. Warranties extend to all characteristics indicated on the label and in the Instructions for Use

throughout the entire shelflife, provided that the conditions for use, storage and shipping are complied
with.

Shelflife for AlfaLyse and AlfaDiluent is 36 months, for Cleaners - 24 months.

13.2. Manufacturer infonnation: Boule Medical AB, Domnarvsgatan 4, SE-163 53 Spdnga, Sweden
E-mail: info@boule.com Website: www.boule.com.

Manufacturing site: Boule Medical AB, Fagerstagatan 7, SE-163 53 SpSnga, Sweden.

13.3. Claims on the quality of the product m the territory of the Russian Federation should be
sent to: LLC “Boule Medical”, Russian Federation, 125047, Moscow, 4* Lesnoy Lane, b.4, office
519. E-mail: boule.registration@mail.ru. Website: www.boulemedical.ru.

This IFU is also available on http://www.boulemedical.ru.

The medical device is allowed for circulation in the territory of the Russian Federation.
RC Ne FSZ 2008/01097 of...............
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Table 13-1. Symbols on the labels and package:
Lor Kog naptum

CopepxaHue (06bem)

REF Homep no karanory
MeguuvHCKoe n3fenue ansa AnarHoCTUKK in vitro
VD
O6patuTech K MHCTPYKLMN MO NMPUMEHEHNIO
JJ
cc EBponelickas geknapauus cootsetcTaus CE
Wcnonb3osaTk [0
,J OrpaHuyeHne TemnepaTyp
r

MpownssoamTens (M3roToBUTESb)
| XpynKoe, 06paLLaTbCa 0OCTOPOXHO
Bepx
n
Do not freeze

He 3amopaxuBarb

OcTtopoxHo!
()

CofepXXuT nepepadaTbiBaeMble MaTepuarbl

O6palLaThCs C OCTOPOXKHOCTHO.
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‘able 13-2. Reference intervals of the parameters or adults 3L

Parameter, units Male Female
RBC, 10'Va 3.8-5,8 3,8-5,3
MCV, jn 80-103 81-102
HeT, % 37-51 35-49
MEeH, nr 27-35
MCHC, r/n 310-370 310-360
RDW, thn 45-70
RDW,% 11.6-14.8
HOB, r/n 126-174 117-161
WBC. 10%n 45-11,0
GRA, \0Vn 1,2-8.0
GRA,% 48-78
LYM. iOVn 0,5-5
LYM,% 19-37
MID, 10Vn 0,1-1,5
MID.% 3-11
PLT, 107n 150-400
PDW, tn 9,3-16,7
LPCR, % 13-43
MPV, dn 7,0-11,0
PCT, % 0,16-0,40

Reference:
[l MeToanyeckne pekomeHgauun. [emaTonornyeckue aHanmsaTopbl. VHTepnpeT-aums

aHasmsa Kposu. Y1B. MuH3gpascoupassutusa P® 21.03.2007 N2050-PX.

|2] FOCT P 53133.2-2008 TexHosnornv nabopatopHble KnMHUYeckune. KOHTPOb KavecTsa
KMMHUYECKMX  nabopaTopHbIX — uccnepoBaHuin.  Yactb 2. [MpaBuna  npoBegeHUs
BHYTPUNabopaTopHOro KOHTPONA  KayeCcTBa KOJIMYECTBEHHbLIX METOLOB  K/IMHUYECKUX
NabopaTopHbIX UCCMEJ0BAHNI C UCMONBb30BAHMEM KOHTPO/IbHLIX MaTepranos

|3] TOCT 51088-2013. MeguumHCKne u3fenus Ansa AMarHOCTUKWM WH BUTPO. PeareHTbl,
Habopbl peai'eHTOB, TECT-CUCTEMbI, KOHTPO/IbHble MaTepuasbl, NUTaTe/bHble Cpedbl.
TpeboBaHMA K U3LENAM 1 NOALEPXKMBAIOLLEN LOKYMEHTALMMN.

1 / 1
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1 the undersigned, Gabriel Rudbeck, Notary Public in
Stockholm, Sweden, hereby certify that

Jesper Filip Gustaf Busck Soderqvist™
has/have issued and signed the foregoing document.

Fee Stockholm
Crowns
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MepeBof C aHTNIACKOTO A3blKa Ha PYCCKUIA A3bIK

MeyaTb: 3amecTnTeNb TOCYAapCTBEHHOIO HoTapuyca B CTOKrosnibme* AfpueHH boHae
(Adrienne Bonde)

AMOCTWUIJIb
(Faarckasa koHBeHUUs OT 05 okTA6ps 1961 r.)

1. CtpaHa: LWBeuuns
HacToAawmnin opuymanbHbli LOKYMEHT
2. nognucaH [abpuanem Pyabek (Gabriel Rudbeck)
3. fecTBYOWMM B KayecTBe [0Cy[apCTBEHHOIO HOTapmyca
4. ckpenieH nevyatbto/wTamnom FocyAapcTBEHHOro HoTapuyca B CTOKrofibMme

Y n0CTOBEPEHO
5. B CToKronome 6. 29.06.2020 .
7. AgpueHH boHge (Adrienne Bonde)

3amecTuTenem FocyaapCTBEHHOTO HoTapuyca

8. Ne 5078
9. MevaTb/WTamMn 10. Mopgnuck
Meyats: 3amecTuTens focyfapCTBEHHOIO HOTapuyca B (nognuce)

B CTOKronbme* AgpueHH bonge (Adrienne Bonde)

3808

Ha kaxgoi cTpaHuue cnegytouas neyarb: [ocyaapcTBeHHbI HOTapmyc B CTOKronbme™
Fabpuanb Pypbek (Gabriel Rudbeck)

S808
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«YTBEPXOAKO»

eHepanbHbIn gupekTop OO0 «bynb Meaukan»

NWHCTPYKLUWNA
no NPUMEHEHUIO MeANLMHCKOTO n3aenns

PeareHTbl in vitro Ana remaToNnorn4eckKux MCCﬂe,U,OBaHMVI

MHpopmauma gna 3akasa (cocTas):

Ne no HanmeHoBaHWe nsgenna
HanmeHoOBaHMe Ha PYCCKUM S3blKe
KaTanory
Swelab AlfaDiluent, 20 L M3o0ToHMYecknin gunyeHT Swelab
1504124
AlfaDiluent, 20 n
Swelab AlfaDiluent, REID, 20 L N3oToHMYecknin gunyeHT Swelab
1504462
AlfaDiluent RFID, 20 n
Swelab AlfaLyse, 5L Femonuanpytownin peareHT Swelab
1504125
AlfalLyse, 5n
Swelab AlfaLyse, RFID, 5L Femonuanpytounin peareHT Swelab
1504463

AlfaLyse RFID, 5n
1504127 Swelab Alfa ComboPack 200, (5+1) L Mak Swelab Alfa ComboPack 200, (5+1) n

Swelab Alfa ComboPack, RFID, (5+1) L  TMak Swelab Alfa ComboPack, RFID,
1504464
G+1) N

Boule Enzymatic Cleaner 100 mL Ounwarowmii pacteop Boule Enzymatic
1504112
Cleaner 100 mn

Boule Hypochlorite 2% Cleaner 500 mL Ouunwatowmin pactsop Boule Hypochlorite

1504113
2% Cleaner 500 mn
Boule Cleaning Kit, 3x450 mL Ounuwatowmnin pactsop Boule Cleaning
1504111
Kit, 3x450 M/
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1.1. «'PeareHTbl in vitro gns remaTonorMyecknx MccnefoBaHuii» npefHaszHayeHbl 419 BbINOMHEHUSA
aHa/nM30B KPOBWM W 06CNYXMBaAHUA remaTonornyeckmx aHanusatopos Swelab Alfa n Swelab Alfa

Plus B KNMHMKO-AMArHOCTMYECKUX NabopaTopuax

1.2. O6nacTb NPUMEHEHUS - KNMHMYeCKasn nabopaTopHas AnMarHoCcTuKa.

1.3. MpegHasHayYeHHbI MoOMb30BaTeNlb - COTPYAHWUKM KAUHWUKO-AWArHOCTUYECKUX nabopaTopuid,
npolueAlne o6yyeHune no paboTe ¢ remaToNorMyeckKMMI aHanmn3aTopamu.

He npeaHasHavyeHbl A4 NpUMeEHEHNA B61M3MK naymneHTa.

1.4. O6Wwunii KNUHNYecknin aHann3 kposu (OAK) HazHauaeTcs Npy CKPUHWHIOBBIX Y AUCMAHCEPHbIX
obcnegoBaHusax, AudepeHUMansHOW  ANArHOCTUKE 3a00/1eBaHUI  KPOBM UM MOHWTOPUHIE
NMPOBOAMMOI Tepanuu.

2. XAPAKTEPNCTUKA N3AENUA
2.1. KOMMOHEeHTbLI 1 cOCTaB peareHToB:

N3oTonunuecknin gunyeHT Swelab AlfaDiluent®\ pH 6,70 - 6,90:

HeopraHnyeckue conu na NOALEPXaHUA N30TOHUYECKOWN CTabUIbHOCTK <1,5%
BakTepunocTaTMueckue areHTbl (KaTuoHbI) <0,1 %
BythepHble conu <0,3%
AHTUMUKPOOGHbIE 06aBKK (KAaTOH) <0,0015%

Memonusnpytowmnii peareHT Swelab AlfaLyse”\pH 7,80 - 8,30:
YeTBepTMUHbIE aMMOHMNEBLIE COMU <1,0%

By(epHbie conu <15%

Ounwatownin pacteop Boule Enzymatic Cleaner\pH 7,6 - 8,4

Cy6TnnusunH ans obecrneyeHns NPOTEONMTUYECKON aKTUBHOCTY <0,1 %
MNAB <0,2%
Ctabunusmpytrowne conn n 6ygepHble conun <2%
Kpacutenb « 01%
AHTUMUKPOOHbIE f06aBKN (KaTOH) <0,0015%
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Ounuwatouwmnit pactseop Boule Hypochlorite 2% Cleaner™\ pH 11,5-12,1

TMNOXMIOPUT HaTPUA ANS pacLLenieHns NTMnuaoB n 6es1Kos 20- 24 %
aKTUBHOTIO XJ0pa

Mmapokeua HatTpusa Ans nofgaep>KaHusa ctabunbHOCTH <0,05 %

nns < 0,05%

Ounuwiatouwmnii pacTeop Boule Detergent Cleaner™pH 7,6 - 8,4

Lopeunn cynbat HaTpus ans guccoumanmnm 6enkos <0,1 %
MAB <0,2%
Ctabunusmpytouime conm n 6ydepHbie conu <1l %
Kpacutesnb «0,1 %
AHTUMUKPOOHbIe A06aBKK (KaTOH) " <0,0015%
MpumeyaHus:

1) Takxke npuUMeHMMO K KoM6uHMpoBaHHOI ynakoBke [lak Swelab Alfa ComboPack wu
peareHTam ¢ meTkamu RFID.

2) Ctabunusvpyrolme BeLLeCTBA C aHTUMUKPOOHOW aKTUBHOCTbI B OTHOLIEHWW GakTepuid U ApOXOKEN
ABNAOTCA BMopasnaraeMbiMu.

3) MnacTmkoBbIi GnakoH, cogepxunT 100 mn unm B coctase Boule Cleaning Kit 450 mn.
4) MnacTUKoBbIN hnakoH, cogepxut 500 mn nnm B coctaBe Boule Cleaning Kit 450 mn.

5) MnacTukoBeblii tinakoH, cogepxnT 450 mn B coctaBe Boule Cleaning Kit

2.2. KonnyecTBO NpOBOAUMBLIX C MOMOLLbIO peareHTOB WCCNefOBaHW/A 3aBUCUT OT MOAENN
remMatosiormyeckoro aHanusatopa Swelab © KonuyecTBa BbIMOMHAEMbIX TECTOB B [e€Hb.
MprMepHbIA pacxod 22 M U30TOHUYECKOTro AuyeHTa U 4.5 M reMONM3NPYIOLLEr0 peareHTa Ha
OfVH aHaNINTUYECKUIA LK.

2.3. MpnHUKnn meTopa.

KoHgykTomeTpuueckuin  meton (meton KynbTepa) npegnonaraet MoAcYeT KETOK WU
n3MepeHne KX pasmepa MNOCPEACTBOM W3MEPeHWs W3MEHEHWW B MoKasaTensix 31eKTPUYecKoro
CONPOTMBNEHNA, KOrja 4acTuua, HaxoAsdw,ascs B MPOBOAAWEN XWAKOCTU, MNPOXOAWUT uyepe3
oTeepcTve Mmanoro pasmepa (anepTypy). [MOCTOSHHbIA TOK MNPOTEKAaeT MeXAy HapyXHbIM 1
BHYTPEHHUM 3/1IEKTPOAaMU, B TO BPeMA KaK KaxKfas KNeTka, NpoxoAsLias yepes aneptypy, cosgaeT
HEKOTOpble M3MEHEHNSA COMPOTUBIIEHNUA B KaHasie anepTypbl. Takue U3MEHEHUs AeTeKTUpyTCa B
BUAE YBE/IMYEHUS HanpsHXXeHUa Mexnay anektpogamu. KonmyecTso MMMY/bCOB MPOMOPLNOHANBHO
KO/IMYeCTBY 4acTuL, & WHTEHCUBHOCTb KaXoro WMnynbca — 06beMy 3TOW yacTuubl.
PacnpegeneHne yactuy Mo 06beMy (MKCMpyeTcs B BuUfge rucrtorpamm neikountos WBC,
aputpoumTtos (RBC) n Tpombouutos (PLT) Ha akpaHe gucnnes.
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MpuHUUN n3MepeHus remornobuHa (HGB): peareHT NM3NPYeT KNETKN KPOBU, BbICBOGOXAAS
reMorfio6uH M3 3pUTPOLUTOB. FEMOrN06MH B IM3MPOBAHHOM 06pasLie N3MepPSOT (hOTOMETPUYECKU.
MeTremMorno6uH XuMnyeckn CTabunn3npoBaH 1 3aTem Takxke 13MepeH GOTOMETPUYECKN.

Swelab AlfaDiluent - 3T0 M30TOHMYECKUIn OydepHbIi pacTBOp C onpefeneHHbIM pH,
MPOBOAMMOCTbIO W OCMONSAPHOCTbIO, MNpeAHa3HayeHHbI A8 NpefBapuTeNbHOro pa3BefeHus
06pa3L0B KpOBW B aBTOMaTU3MPOBAaHHLIX T[EMAaTONIOrMMYECKUX aHanmsatopax mnepes MNpsambiM
audgepeHynanbHeiM - nogcyetom.  Ero  ocHoBHas  Uenb  3akiyaeTca B MOAAepXaHuu
OCMOTUYECKOrO [aBneHuns, He06XOANMOro AN COXpaHeHWs 06beMa M XXU3HECNOCOOHOCTH KNeToK
KPOBM Ha MNPOTSXEHWW BCEro LMKNa W3MepeHus, CO34aHUs NpOBOAsLWLE cpedbl  ANs
AnddepeHUManbHOro nojcyeta KeTOK KPOBM Ha OCHOBE WMMMedaHca W NpefoTBpalleHus
06pa3oBaHMa PUOPUHOBOIO CrycTKa u arperawum Tpom6oLUTOB.

Swelab AlfaLyse - 3To 6ecyuMaHWAHbLIA peareHT ANA NM3UMPOBaHWUA 3PUTPOLMUTOB MU
npeBpaLLeHns reMornobnHa B n3mepsemMblii KOMNIEKC B aBTOMATU3MPOBAHHbLIX FemMaTon0rMyeckmx
aHanusatopax c GyHKuMen auddepeHUNPOBKN NeAKoUUMTOB B Tpwu cybrnonynauuu. [Mpwu
coefMHeHMN C pa3baBNEHHON CyCMeH3Wein KPOBWM NMU3MPYHOWMKIA pacTBOP ObICTPO paspyLiaeT
uuTonnasMaTuyeckyro MembpaHy IpuTPOLUTOB, YMeHblas O06bEM KNETOK W  COXpaHsAs
cybnonynaunn WBC HenoBpeXaeHHbIMU. MOBEPXHOCTHO-aKTUBHbIE FEMONNTUYECKNE COEANHEHUS
BAUAIOT Ha pasMep pasnyHbIX (POPM NEAKOLUTOB C pasHOW CKOPOCTbIO, WM 3TW pasnnyus
MCNONb3YHTCA B Ka4eCcTBe OCHOBbI AN pasgeneHns WBC Ha cybnonynsymm.

Swelab Alfa ComboPack - 310 06befMHeHHad ynakoBKa C W30TOHWYECKUM [WUYEHTOM
Swelab AlfaDiluent n remonusnpyrowmum peareHtom Swelab AlfaLyse, ucnonb3dyembiM Aans
nogcyeTa v KannbpoBKW KMEeTOK B aBTOMaTU3MPOBaHHbLIX FemMaTo/orMyYecknx aHanmsaropax cepum
Swelab Alfa.

Boule Enzymatic Cleaner ii Boule Hypochlorite 2% Cleaner wucnonb3yTca Ans
NepuoANYEeCKOW OYUCTKU U NoAfep>KaHus (PYHKLMOHMPOBAHUSA TemaToNorMyecknx aHanu3aTopos
Boul. AKTVBHble KOMMOHEHTbLI PeareHTOB CMoCO6CTBYIOT pacLenneHnto 6enKoBbIX U NUNUAHLIX
OT/NIOXEeHW Ha LO3MPYIOLEe U rnapaBinyecKol cMCTeMe aHanm3aropa.

Boule Cleaning Kit - 310 06befMHeHHasa ynakoBKa ouuMLalLWKUX peareHToB Boule
Enzymatic Cleaner, Boule Hypochlorite 2% Cleaner n Boule Detergent Cleaner; npefHa3Ha4eHa
ANA remaTofiornyecknx cuctem Boule. PerynspHoe ucnosnb3oBaHuWe 3TOro Habopa A/ OYMUCTKU
remaTofIorMyeckKnx aHann3aTopoB C yKazaHHOW NepuognMUYHOCTbI0O 06ecneynBaeT:

- NpoANeHNe CpoKa CnyX6bl CUCTEMbI TPY6OK NPMGOPa;
- CHWKEHME pUCKa pocTa KoNMYecTBa 6akTepuii;
- CHMXXEHWe pe3ynbTaToB MojcyeTa 418 (POHOBOW NpPo6bI;

- YBENIMYeHNe cpegHero BpemMeHn 6e3oTkasHol pabotel (CBBP) aHanm3atopa.

3. AHAONTNYECKWMNE XAPAKTEPUNCTUKN

3.1. Npy COBMECTHOM MPMMEHEHMM C aHanu3aTopaMyM aBTOMATMYECKUMMK TFEMATONOTMYECKUMM
Swelab ¢ QyHKynein guddepeHumayum NeMKoOUMTOB Ha TPM NONYNALUN peareHTbl ob6ecneymBaroT
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cneflylolie aHanMTUUYECKMEe XapaKTepUCTUKU onpeaeneHnss (POPMEHHbIX 371eMEHTOB KpPOBM U
remMorno6mHa.

Tabnnua 3.1.1. AHaNUTNYECKME XapaKTEPUCTUKMN peareHToB

MapameTp RBC MCV HGB PLT WBC
2.0-24.0
Onanazon nukeiinoctt 020 = 10X L onpeaene (20 0_240”6”.” 10(-20)-1800 0,5 - 99,9 X
KO'-/n PeA ' ' X'10Vn 10%Yn
r/n)
OT. CP. AS <18 <15 <15 <5.2 <3,5
CV%
MCI-. PD’ <2.7 <15 <2.4 <5.2 <4.0
UyBCTBUTENLHOCTB" 0.30 Xio"/n He onpepgeneH 2.0 rr//‘?;l; (20 10(-20)x 10%/n 0.5 XHKO’/n

Pexxumbl namepeHunin: OT - peXxum OTKpbITON npobupkn: MCI - MUKpOKanunnspHblin agantep; CP -
npokKasbiBaTenb KpbIWKN: AS - aBTo3arpysyumnk: PD - npegsaputensHoe pasbasieHne

' \3mepeHunst NTMHEHOCTM Ha OCHOBe cTaHgapTa EP6-A.
A PesynbTaTbl NpegclaBneHbl Kak CV% 06w, makc, Habop mn3 2 aHajiH3aTopoB.
A Pe3ynbTaTbl NpefctasneHbl Kak CV% 06w cepusa u3 3 o06pasLios

~ [1ns o6palleHus Ha TeppuTopun PP: YyBCTBUTENLHOCTb COBMAAAET C HUXKHUM MPeAenoM AnanasoHa
NUHERHOCTHN.

Tabnuua 3.1.2. FemaTonormyecknii aHanmnsatop Swelab Alfa Plus

MapameTtp RBC MCV HGB PLT WBC
nanasoH NMHeRHoCTI' 0.30-7,00 X on rlzf?(ZZAEJ(C)) 10(-20)- ~ 0,20-130.0 X
A 10°2/n P DANLSET" 1800x 100 tOB
240.0 r/n)
Cneyundpukaumns
’ OT.CP. AS <18 <15 <15 <5,2 <3.5
cvd Cneuundukaymns
MPA. PD <2,7 <15 <2.4 <5,2 <4.0
" ” 2.0 |/pn 10(n20)x "
YyBCTBUTENLHOCTb 0,30 X10”/n  He onp. (20.0 /) 10N 0,20x 10%n

OT-pexum oTKpbITON Npobupkn; MCI - MuKpokanunnspHelii agantep: CP - npokanbiBaTefb KpbIWKKU: AS
- aBTO3arpysuuk; PD - npegsaputenbHoe pa3basnieHne

' iamepeHus nuHeitHocTn no Boule 1-1040 Section 8. Ha ocHOBe cTaHaapTa EP6-A.
NECAn aHanm3aTop U3roToBfeH Ao aekabps 2016.
NPesynbTaTbl NpefcraBneHbl Kak CV% o6uy, Makc, Habop 13 2 aHann3aropos.

~ [lns o6paleHns Ha TCppuW ropun Pd: 4yBCTBUTENLHOCTL COBMAAAeT C HMXHUM NpPeaenom guanasoHa
NINHENHOCTH.

Tab6nuua 3.1.3. MNpaBU.TbIOCTb 1 A0NYCTMMbIA pasbpoc pe3ynbTaToB (NpU napanfienbHbIX
onpefeneHnax B o6pasuax KOHTPO/IbHOM KPOBW)

MapameTp RBC iMCV HGB PLT WBC
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TecT Ha NpaBUIbHOCTb
onpegeneHus, % 5 5 5 5 5
OTK/OHeHUs, He 6onee

LonycTumblin pasébpoc
pe3ynbTaToB npu
napannesnbHbIX
onpegeneHnax RBC, MCV,
WBC, HGB, PLT ogHoli
npobe pasHbIMK peareHTamm
OZHOro foTa, % OTKNOHEeHU:
He 6onee

3.2. Tpn Mcnonb30BaHWM peareHTOB PEKOMEHAYeTCA YTOUHUTb AMana3oH HOPMasbHbIX BEMYUH Y
nccnefyeMoro KOHTMHreHTa naymeHToB. O6paTmuTech 3a CNpaBoOYHOM MH(OpMaunen B pasgen 13-2
0 pehepeHTHbIX UHTEpBanax nokasaTesiein A5 B3POC/bIX NaLMeHTOB.

MonyyeHHble pe3ynbTaTbl €AUHUYHOIO aHanM3a KpPOBM He MOryT MCNOMb30BaTbCsH B
KayecTBe €[MHCTBEHHOrO nokasaTens ANd AWarHOCTUKKM 3aboneBaHWil, HO MWCNOMb3yeTca B
COYEeTaHUMN C APYrMmun nabopaTopHbIMM NOKasaTensaMu U Apyroi AMarHoCTUYECKOW MHGopMaLIned.

4. MEPbI MPEAOCTOPOXHOCTU
4.1. MoTeHUManbHbIA PUCK NPUMEHeHUst Habopa - Knacc 2a.

42. K paboTe C Habopom [omyckaeTcs MepcoHan, MpoLeAWniA COOTBETCTBYIOLLYHO
NpogeccnoHanbHy NoAroTOBKY C reMaToNorMYecKMMU aHanm3aTopamu.

4.3. Tpu  BbINOAHEHMM  NabopaTOpPHOro  uMccnegoBaHus  cnefyetT  cobnwgatb  Mepbl
NMPefoCTOPOXXHOCTU, MPUHATbIE MNPy paboTe C MOTEHUMANbHO WHMEKLMOHHBIM MaTepPUanoMm.
OcHOBHble npaBuna paboTbl  M3MI0XKeHbl B «V/IHCTPYKUMM N0  MepaM  MPOdUIaKTUKK
pacnpocTpaHeHUs WHMPEKUMOHHbIX 3aboneBaHuii npu paboTe B  KAUHUKO-AUArHOCTUYECKUX
nabopatopuax neyebHO-NPOMNNAKTUHECKUX YUPEXAEHWIA», YTBEPXAeHHON MuHsgpasom CCCP 17
AHBaps 1991 r. n B MeTOANYECKUX YKa3zaHMAaX MY 287-113.

4.4, Tpu pa6oTe MCMNONb30BaTb CPeACTBAa WHAWBMAYaANbHOM 3alMTbl, MpW  OMAcHOCTU
pa3bpbI3rMBaHNs peareHTa - 3aliUTHble O0YKW. [Ns NpefoTBpaLleHMs N06bIX NPOTeKaHWUii vepes
KPbILLKY BCErfa XpaHuTe 6YTbINKN B BEPTUKA/IbHOM MOOXEHUN.

Mpwn cny4vaiHOM MpPOJIYBE NPOMbITh MOBEPXHOCTb BOAOIA.

4.5. B03MOXHOe TOKCMYeCKOe [eiCTBME Ha OpraHmsM 4esioBeka MNpyv HecoONAeHUN Mep
6€30NacHOCTN 1 Mepbl MePBO NOMOLLN:

Mpwu BAbIXaHWK Mpn KOHTaKTe NpoAyKTa ¢ Mpy KOHTaKTe ¢ Mpwn
KOXel rnasamu npornatbiBaHu
"
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Boulc
Hypochlorite 2%
Cleaner

Mepbl nepsoii
MOMOLLM

Boule
Hypochlorite 2%
Cleaner

VH(opmaums o
TOKCUYECKNX
ahekTax

Boule Enzymatic
Cleaner

Mepbl nepsoi
NOMOLLY

Ecnv npy BAbIXaHUU
MPOAyKTa NOosSiBUNUCH
Takue CUMMTOMBI, KakK
3aTpyLAHEHHOCTb
JbIXaHna 1 gpyrue
MPW3HaKN HeLOMOTaHWS,
PEKOMEHLYETCS CBEXMI
BO34yX W Nokoi. Ecin
npocTble Mepbl MepBol
MEeAVLMHCKOI MOMOLLY
He NpuBenn K 6bICTpoMy
BbI310POB/IEHMIO,
obpatuTech B
TOKCUKO/IOIrMYyEC
KWW LEHTP nm k
Bpauy/TepanesTy.

KaLwuenb, 6071 B HOCY 1
ropsie, TOLUHOTA,
CTECHEHMe B rpyau,
3aTPYAHEHHOE [ibIXaHMe.

Ecnv npu BabIxaHWN
NpoAyKTa NosBUNCH
Takue CUMMTOMbI, KaK
3aTpyAHEHHOCTb
ObIXaHus 1 apyrve
MPU3HaKN HeAOMOraHus,
PEKOMEHLYETCS CBEXMIA
BO34YyX U Mokoii. Ecnu
MpocTble Mepbl NepBol
MeAWLMHCKOWA NOMOLLy
He MpWBen K 6bICTpOMy
BbI3,0POB/EHNIO,
MO3BOHMTE MO HOMEpPY
3KCTPEHHOW MOMOLL.
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BbImoliTe BOAOI C MbIIOM

KOHTaKTMpoBasLLie C KOXel

BbicbixaHne koxu. Kanns
BELLECTBAa MOXET 0T6EeNNTb

KOXY.

BbImoliTe BOAOI € MblioM. Kak
npasunno, ofexay v 06yBb, Ha
KOTOPYH MOMnano XMMMYeckoe

BELLIECTBO, CNEAYeT CHATb.
OG6bIYHO NMPOAYKT He
NpPeAcTaBNAeT HUKAKOI

0MacHOCTY As PaGoTaroLLEro ¢
HUM AL UK COTPYAHWUKOB

CNY>KBbl HEOT/I0XKHOW
MeULIMHCKOl MOMOLLN.

HemepneHHO npomMoiiTe
CTpyeli Bofbl Nog,
YMEPEHHbLIM W/ HASKUM
[laBNeHnem B TeyeHue Mo
MEHbLLENA Mepe 5 MUHYT.
CHVMWTE KOHTaKTHBbIA
NVH3bI N LepXXUTE rnasa
LUMPOKO OTKPbITHIMM.
Ecnv cumnTombl-He
NPOXoadAT(CUNbHOe
XOKeHwe, 60,
CBETOYYBCTBUTE/IbHOCTb,
YXyLLUEHWE 3peHus),
MPOLOMKMTE
npoMbIBaHUE Y
obpatuTech B
TOKCUMKONOIMMYECK
W LEHTP unm K
Bpauy/TepaneBTy

Cnesbl, NOKpacHeHue
rnas, 6o,
pacoKycupoBaHHoOe
3peHue, yXyaLleHue, Ho
obpatumMoe, 3peHu.

UTo6bl NpesoTBpaTuThL
pasfpaxeHue rnas,
HemeZ/1eHHO MpomoiiTe
CTpyeli Bogbl nog,
YMepPeHHbIM, HeBO/IbLLINM
WV HW3KMM JaB/ieHNEM
NMbo NpoMmbIBaliTe rnasa
B TEYEHVe N0 MeHbLLel
mepe 5 MUHYT. Eciin
CUMMTOMbI He NPOXOAAT
(cunbHoe xoKeHwe, 601b,
CBETOUYBCTBUTENbHOCTD,
YXYALLEHNE 3peHus),
NPOAO/HKNTE

n

Beoineiite
HECKO/bKO
CTaKaHoB BOfpb!.
Ecnmn
MpOrs04eHo
[0CTaTO4YHO
6onbLLoe
KONNYECTBO,
obpaTnTech 3a
MeAMLMHCKOM
nomoLwbto. Mpu
MosBNEHNN
CMMNTOMOB
(cunbHoe
XOKEHWe nnm
60nb) un B
chyvae
npornaTbiBaHUs
3HAUMTENBHOIO
KonuyecTsa
BELLeCTBa
obpaTunTech B
TOKCKKONor
VNYECKNI
LIEHTP nmm K
Bpayy/TepaneBTy.

Katuens, 601b B
HoCy ¥ ropre,
TOLUHOTA,
CTECHEHWE B
rpyan,
3aTpyaHeHHoe
[bIXaHue.

Boineiite napy
CTakaHOoB BOAb!.
Ecnn
MPOrIo4eHo
[0CTaTOuHO
60/bLLIOE
KO/IMYeCTBO,
obpaTtuTtecs 3a
MeNLIMHCKON
MOMOLLbHO.



Boole Enzymatic
Cleaner

VHhopmaums o
TOKCUYECKMX
ahekTax

Boole Detergent
Cleaner

Mepb! nepBoi
MOMOLLY

Boulc Detergent
Cleaner

WHdopmaums o
TOKCUYECKUX
ahpexTax

Kalwenb, 601k B HOCy W
ropne, TOLLHOTA,
CTECHEHVe B rpyam,
3aTpyAHEHHOE AbIXaHue.

Ecnu npu BAbIXaHWN
NpoAyKTa NosiBUNCh
TaK1e CUMMTOMbI, Kak
3aTpyAHEHHOCTb
AbIXaHus 1 apyrue
MpU3HaKM HeoMOraHus,
PEKOMEHYETCS CBEXMIA
BO34YyX W MoKoiA. Ecin
NpoCTble Mepbl NepBOi
MeAVLMHCKO/A MOMOLLIA

He MPYBENM K GbICTPOMY

BbI3[I0POB/NEHMUIO,
MO3BOHWTE MO HOMEPY
3KCTPEHHOV MOMOLLW.

He oxwngaetcs
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He oxunpaetca

BbiMoiiTe Bogoii ¢ MbloM. Kak
npaBsuno, of4exxay 1 obyBb, Ha
KOTOPYH MOMnat XMMUYecKoe
BELLIECTBO, CEAYET CHSTh.
OO6bIYHO NPOAYKT He
NpeaCTaBNSET HUKAKOW
0MacHocTW f1s paboTatoLLero
C HVM NNLA WM COTPYLHWKOB
CNY>X6bl HEOT/I0XKHOA
MEeAVLIMHCKO MOMOLL.

He oxwnpaetcs

MPOMbIBaHWE U
obpaTnTeCh 3a
MEAMLMHCKO NOMOLLbHO

Cnesbl, NOKpacHeHWe
rnas. 60/,
pacthoKycmpoBaHHOe
3peHvie, yxyfLeHue, Ho
obpaTmoe, 3peHns npu
KOHTaKTe C rniasamm

YToGbl NpeaoTBPpaTUTL
pasgpaxeHve rnas,
Hexref/leHHO NPOMOViTe
CTpyeii Bogbl nop,

YMEPEHHbIM, HEGO/bLUMM

NN HU3KUM faBNneHNEM

60 NpombIBaiiTe rnasa B

TEYEHVEe N0 MeHbLUEN
Mepe 5 MUHYT. Ecrin
CYMMTOMbI He MPOXOAAT
(cunbHoe XoKeHue, 605,
CBETOYYBCTBUTENIbHOCTb,
YXYALUEHVE 3peHuns),
NPOJOMKUTE
MpOMbIBaHve U
obpaTuTech 3a

MEeNLHCKOM NOMOLLbHO.

Cnesbl, NMoKpacHeHue
rnas, 6osb,
pacthoKycmpoBaHHoe
3peHue, yxyfLleHune, Ho
obpaTumoe, 3peHus.

PasgpaxeHue,
TOLUHOTA, pBOTa

Bobineiite mapy
CTaKaHOB BObl.
Ecnu npornoyeHo
[0CTaTO4HO
6onbLuUoe
KONNYECTBO,
obpaTuTech 3a
MeANLMHCKO
MOMOLLbHO.

PasgpaxeHue,
TOLLIHOTa, pBOTa



Swelab Alfa
Diluent

Mepbl nepsoii
MOMOLLY

Swelab Alfa
Diluent

WHopmauua O
TOKCMYECKUX
ahekTax

Swelab Alfa Lyse

Mepbl nepsoii

Swelab Alfa Lyse

WHgopmauusa O

TOKCUYECKUX
ahhexTax

Mpy BObIXaHWYK

Ecnv npu BabIxaHUM
NPOLYKTa NOSBUANCh
Takue CMNTOMbI, KaK
3aTpyAHEHHOCTb
AbIXaHus v apyrve
NpU3HaKN HeJOMOraHUs.
PEKOMEHYETCS CBEXMIA
BO3AYX W MOKOIA. Ecin
MPOCTble Mepbl NEPBONA
MeAMLMHCKOA NOMOLLM

He NPUBENN K GbICTPOMY

BbI3L0POB/EHMIO,
MO3BOHWTE MO HOMepY
3KCTPEHHOW MOMOLLN.

He oxunpaetca

Ecnu npu BabIxaHum
npojyKTa nosiBUANCH
TaKve CUMNTOMbI, Kak
3aTpyLHEHHOCTb
JbIXaHusa v apyrvue
MPU3HaKN HeLOMOraHus,
PEKOMEHAYETCS CBEXUIA
BO34YX U1 NOKOW. Ecimn
MPOCTbIe Mepbl MEePBOi
MEANLMHCKON NMOMOLLN

He MpWBENU K GbICTPOMY

BbI3[0POB/IEHNIO,
MO3BOHMTE MO HOMeEpY
9KCTPEHHOW MOMOLLY.

He oxxunpaetcs
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Mpn KOHTaKTe NPOAYKTa C
KOXemn

BbImoiiTe BOfOI C MblfOM. Kak
npaswno, ogexay 1 0bysb, Ha
KOTOPYHO NOMano XMMUYECKOe
BELLECTBO, C/IeflyeT CHATb.
OO6bIYHO MPOAYKT He
NPeACTaBNAET HUKAKON
0nacHoCTM Ans paboTatoLLero ¢
HUM LA U COTPYLHWKOB
CNy>6bl HEOTNOXXHOM
MeMULMHCKON NOMOLLY.

He oxunpaetcs

BbIMoiiTe BoAOI ¢ MblnoM. Kak
npasnno, oaexay 1 obysb, Ha
KOTOPYH NOMano XMMUYecKoe
BELLECTBO, CMeAyeT CHAT.
OO6bIYHO MPOAYKT He
NpeACTaBNAET HUKAKOI
oMnacHocTy Ans paboTaroLlero ¢
HUM LA WK COTPYLHMKOB
CNY>XXObl HEOTNOXHOW
MEAVLMHCKON NMOMOLLN.

He oxunpaetcs.

[pn KOHTaKTe C
rnasammu

UTto6bl NpegoTBpaTUThb
pasfpaxeHuve rnas.
HeMe//1IeHHO MPOMOiiTe
CTpyein BoAbl MO
YMEPEHHbIM, HEGOMbLLNM
W HU3KM [aB/ieHUEM
N160 NPOMbIBaiTe rnasa
B TEUEHMWE MO MEHbLLIEN
mepe 5 MUHYT. Ecin
CYMMTOMbI He MPOXoAAT
(cunbHoe xoKeHne, 60/b,
CBETOYYBCTBUTE/IbHOCTb,
YXYALIEHNE 3PEHNS),
NPOLOMKUTE
NPOMbIBaHME W
obpaTuTeCh 3a
MeAULMHCKOA NOMOLLbHO.

Cnesbl, MOKpacHeHne
rnas, 601,
pacgoKycupoBaHHOe
3peHue, YXyaLeHne, HO
obpaTnmoe, 3peHuns.

Uto6bl NpeaoTBpaTuTh
pasgpaxeHwve rnas.
HemMeZ/1eHHO MpoMoiiTe
CTpyeit Bogbl Nog
YMepEeHHbIM, HEBOMbLLNM
UV HU3KMM [aBJIeHVieM
nn60o NpoMbIBaiiTe rnasa
B TEUEHWE MO MeHbLLEel
mepe 5 MuHyT. Ecin
CYMNTOMbI He NPOXOAAT
(cunbHoe »okeHue, 607b,
CBETOUYBCTBUTENLHOCTb,
YXYLLLUEHWE 3peHus),
NMPOSOMKUTE
MPOMbIBaHNE U
obpaTuTech 3a

MEULIMHCKOW MOMOLLbHO.

Cnesbl, NoKpacHeHvie
rnas, 60nb,
pacoKycupoBaHHoe
3peHue, yXyaLleHune, Ho
obpatumMoe, 3peHu.

Mpwn
npornaTbiBaHu
n

Bbineiite napy
CTakaHoB BOfb!.
Ecmm
MPOrioyeHo
[0CTaTO4YHO
60nbLIOE
KO/IMYECTBO.
obpartuTtech 3a
MeANLMHCKO
MOMOLLBHO.

PasgpaxeHue,
TOLUHOTA, pBOTA

Boineiite napy
CTakaHOB BOAbl.
Ecmm
MPOr/a04YeHo
[0CTaTouHO
6onbLUoe
KO/IMYeCTBO.
obpaTuTech 3a
MEeANLMHCKON
MOMOLLBHO.

Pa3ppaxeHue,
TOLLHOTa, pBOTA



4.6. Mpu paboTe ¢ usgenmem cnegyet cobntogate Tpe6osaHua CU 1.3.2322, TOCT P 52905.

NHcTpyMeHTbl 1 06OpyAoBaHMe, a TakXe MOBEPXHOCTW, Ha KOTOPbIX NpoBoAunace paborta C
“cnonb3oBaHMeM Habopa, AO/MKHbI ObITb 06paboTaHbl PacTBOPOM 3TWUOBOrO CNMpTa C 00be.MHOM
ponein 70 % B Te4eHUe HECKONbKUX CEKYHA.

4.7. Boule Hypochlorite 2% Cleaner cogepXX1T runoxnoput Hatpusa (2 %) B KOHLeHTpaLMm, 0nacHom
AN19 300p0OBbSA W OKpY>KaloLleli cpefbl. Ha ynakoBky HaHeceHa nMKTorpamma. PacTBop pasgpaxaeT
KOXY W Bbl3blBaeT CU/IbHOE pasfpaxeHue rna3. Heo6xoammo obpawatbCa ¢ OCTOPOXKHOCTLIO, KOXa
M rnasa JO/KHbI ObiTb 3alMLLEHbI NPWM ONACHOCTM pas3bpbi3rmBaHus. unoxnoput 2% ssnsetcs
OKMUCNAIOLWMM pacTopoM C LenoyHbl.M pH. No3aToMy He fonyckaliTe ei 0 KOHTaKTa ¢ Matepuanamu,
He yKa3aHHbIMW B UHCTPYKLMK (NpW NPOMMBaHUM pacTBopa 0CTaeTca 3anax, Hanpumep, Ha Koxe, a
TakXe nsATHa (obecuBeynBaHmne) Ha ogexae n T. a.)

4.8. 3aKpblBainTe KOHTEMHEPLI C OUNLLAKOLLMMMN peareHTaMmn cpasy Xe Mocne UCMonb30BaHus.

5. ObOPYAOBAHWE N M.ATEPVNA/DbI
[ns BbINONHEHMNS 06LLEr0 toTmewHcekoro aHann3a LebHON KPOBM PEKOMEHAYETCA UCNONb30BaTh:
1) aBTOMaTW4eCKunin rematonornyeckunini aHanusatop Swelab Alfa, Swelab Alfa Plus;

2) Npo6buUpKW, MUKPOMPOOGUPKM U MWUKPOKANUANsSpbl C HamnblIEHHbIM  aHTUKOArynsHTOM,
CBefieHMS 0 KOTOPbIX NpeAcTaB/ieHbl B PyKOBOACTBE M0/b30BaTENA aHAIM3aTopa;

3) cpeAcTBa MHAMBMAYAHHOM 3allM Thl;

4) remMartofiorMYecKUin  KannmobpaTop W KOHTPO/bHble MaTepuanbl, aTTecToBaHHble Mo 16
napameTpam LeNbHON KpoBM [ANsi aHanu3aTopoB EcmatonoTmuyeckmx Swelab - KOHTPO/bHblE
maTtepuann Boule ana rematonornyeckmx aHaEmsatopoe (kanubpaTop EemaTtonorudeckuii u
KOHTPO/bHAasA KpOoBb 16 napameTpoB, YPOBHEW HU3KWIA, HOpMa W BbICOKWIA), npoussofcTBa Boule
Medical AB, LWBeuuns. PY Ne ®C3 2008/02770).

5) 4na nposefieHVA MpoUefypbl OYMCTKW: AUCTUNNMPOBAaHHAaA BOAA, CTakKaHYMK / nycTas
npo6upka 10 M, BNUTbIBaKOLWLAA MArkas TKaHb.

6. AHAJTIM3NPYEMBIE OBPA3LbI
6.1. B KayectBe npob6bl MCMONb3yeTCA LefbHas KPOBb 4YesioBeka (KanwunnfpHas WauM BeHO3Hasd),
cTabunmsmpoBaHHas aHTMKoarynsHtoMm KroATA wam K394 TA.

C Uenbio MOMyYeHWs MNPaBW/IbHbIX  Pe3ynbTaTOB W MPeAoTBpalleHWUs  3aKYMopKU
rMApPaBNNYEcKOl CUMCTeMbl aHanu3aTopa, Heo6XOAM.MO WCMOMb30BaTh NPOGbLI, NOATOTOBMAEHHbIE C
y4yeToM PyKOBOACTBa N0OMb30BaTeNs iemMaTonormyeckoro aHanmsatopa Swelab (pasgensi 3-4).

6.2. lonyckaeTca xpaneHve npob B npobupkax He 6onee 4 yacos npu Temnepartype ot 18 go 25 °C
Wnu He 60jEee 24 yacoBs nNpw ycnoBumn xpaHeHus ot 2 go 8°C [1].

6.3. BblisiBNeLLN cneaytoline cryyanm BAUSHUS NpUpofbl aHTUKoarynsaHta (34TA) Ha pesynbTathl
aHanm3a:
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- O6pasubl BEHO3HOW KpoBW, CO6paHHbie B Mpo6upkn ¢ SATA, AOMKHbI GbiTb OCTOPOXHO
nepemeLlaHbl U BblepXXaHbl B TeueHne 15 MUHYT 10 Hayana NpoBeAeHMs aHann3a.

6.4. Pe3ynbTaTbl KAMHWYECKUX WCMbITAHWIA, TMPOBELEHHbIX Ha aHanu3atopax Swelab ¢
MCMONb30BAHWEM [aHHbIX peareHToB, MOATBEPXAAOT COMOCTABMMOCTb Pe3y/ibTaToB, MONYYEHHbIX
C WCMo/b30BaHMEM BEHO3HOW W KanusapHOW KPOBMW, a TakKXe WMAEHTUYHOCTb pe3ynbTaTtoB Mnpu
NCnosib3oBaHUM aHTUKoarynaHtos K239 4TA n K334TA.

7. NOAIrOTOBKA KOMIMOHEHTOB A/14 NCCJIEAOBAHNA

7.1. MogpobHOe onucaHne yCTaHOBKM peareHTa / CMeHbl peareHTa MOXHO HaiiTu B PyKoBoACTBe
nonb3oBatens npubopa B pasgene 2-YCTaHOBKA WM HaCTpoilka peareHTa. PekomeHAyeTcs, 4TOObI
oba nogknoyaembix peareHta. Diluent n Lyse, 6b1nn ycTaHOB/EHbl Ha YPOBHe aHanu3atopa wuam
HIUXe.

7.2. TlomecTMTe COOTBETCTBYMOL|MIA CUMTbIBATENb LWITPUX-KOAA WM METKW PaAnoyacToTHONA
MOEHTU(UKALUMM HA SPNbIK CO LITPUX-KOJOM peareHTOB WAM Ha MeTKY paanouyacToTHON
naeHTupukaumm (RFID). Korga meTka peareHTa / WTPUXKOZA GYAYT CUMTaHbl aHanM3aTopoM, TO
ero aKpaH 0To6pasnT MH(OPMALMIO, YTO OHW ObINN NMPUHSATDI.

7.3. MepeMecTuTe AaTUMK YPOBHS peareHTa U3 KCnosb30BaHHOrO KOHTEHepa B HOBbIW KOHTeliHep
AN peareHToB. AHanu3aTop roToB K BO306HOBMEHWIO PabOoThl MAM aHanu3y 06pasuos. Mpu
YyCTaHOBKE HOBOr0 KOHTeliHepa C peareHTOM He TpebyeTcs HMKAKOro LUKAa 3aiMBKUA  UW
rnepesanycka, ecnv ToNbKO He NOSBAATCA UHANKATOPbI U MpeaynpexaatoLine coobuieHus.

7.4. BHAMAHWE! He 3a6biBaiiTe npoBepuTb KanubpoBKY (BbIMOMHUTL KOHTPO/Ib KayecTBa) C
MOMOLLBIO KOHTPO/MbHbLIX Martepuanos Boule nepeg 3anyckom npo6 nauyveHTos. [Mpu
HeobXoAMMOCTM O0TKanubposaTb aHaIM3aTop.

8. MPOBEAEHWVE AHANN3A n PACYETDI

AHanu3 LUenbHOW KPOBM MPOBOAWTbL COrNacHo PyKOBOACTBY MNO/b30BaTeNs aHanusatopa.
Kann6poBKa W pacuyeTbl BbINOMHAKTCS aBTOMATMUYECKM C MOMOLLbI MPOrpaMMHOro 06ecrnedyeHuns
aHanusatopa. MonHbIV NepeyeHb onNpefensemMblX C NMOMOLLbI0 Habopa NnapaMeTpoB aHanu3a KpPoBu
(spuTpouUTapHble  MHAEKCbl, TPOMOOLMUTApHblE  WHAEKCHI, NeiikouuTapHas opmyna u
KOHLIEHTpaL s reMorso6mHa) 3aBUCMT OT NPUMEHSIEMOIN MOZIENW aHann3aTopa.

9. MPOLUEAYPblI OUNCTKWU N OBCNTYXXNBAHUA TEMATOJTIOMMYECKKNX
AHANMTN3ATOPOB OUNLLAKO WM PEATEHTAMMU

9.1. [And peTanbHOro OnNUcaHMs npouesypbl  06CNyXUBaHWA aHanM3aTOPOB C MOMOLLbIO

OYMLLAOWMNX peareHTOB (MpeAoTBpaLLeHNs  CryCTKOB, €XEMeCAYHON OYUYUCTKU  OUYUCTKM,

ucnonb3oBaHnss Habopa Cleaning Kit) cnegyet o6patutbed K Pasgeny 8 PykoBoacTea

nons3oBatena aHanmzatopa Swelab Alfa wnn Pasgeny 10 gna Swelab Alfa Plus, a Takxke K

KpaTtkomy cnpaBO4YHOMY PYKOBOACTBY.

9.2. Mpouenypa ouncTkn ¢ nomolybto Boule Cleaning Kit.

9.2.1. OueHb BaXHO c/nefoBaTb MeTOAMKe NPOBeAeHUS 0YMCTKU (B NMPOTUBHOM C/yvae BO3MOXHO
3aBblLUeHNe KonmyecTBa TPOMOGOLMTOB Npu nogcyete ans poHOBON npobbl). CTporo cobntogaite

cnefywoLwuii NopagokK:
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1. bnzymatic Cleaner ((pepMeHTHbI pacTBOp, ronybas KpblliKa);
2. Hypochlorite (2%-Hblin pacTBOp, 6€n1as KpbILWKa):
3. Detergent Cleaner (LeTepreHTHbI pacTBOP, KpacHas KpblLLKa).
9.2.2. [elicTBYiTe cornacHo npouegypa.M. yKkasaHHbIM .
e B Pasgene 8 PykoBofcTBa nonb3oBatens aHanmnsaropa Swelab Alfa
e B Pasgene 10 PykoBoacTBa nonb3oBatens aHanusatopa Swelab Alfa Plus
* B «KpaTkom cnpaBo4yHOM pPyKOBOZACTBe», aHa3m3aTtopos Swelab Alfa n Swelab Alfa Plus.

npumeyanus - MMOCKONbKY 06BbEM XWUAKOCTU OYAeT YyMeHbLIATbCA MO Mepe OMyCTOWEeHUS B XOAe LUWKIIOB
OYMCTKM, 3aKpenuTe BYTHINIKM C OYMLLAKOLW MMM pacTBOpPamMu, YTOObI NPefoTBPaTUTL UX ONPOKUAbIBAHNE.

- B xo@e 0YMCTKWM, OMUCAHHON Bbllle, BO3MOXHO 00pa3oBaHMEe HEKOTOPOro KOAMYecTBA MeHbl Ha
acnupaunoHHon wurne. YpgalJlute neHy Ms3KON BNMTbIBalOWei TKaHbi. - [lepef OUYMCTKOW 3HaA4YUTENbHO
3arpsisHEHHON CUCTEMbl Har peiiTe 4aesb [eTepreHTa B CTakaHumke go 45—55 °C. - [locne 04YMCTKM
pPeKOMEHAYETCA 3anyCTUTb aHann3 KOHTPONS AN8 NPOBEPKN KaMOPOBKMU.

10. YCNOBUA SKCIJTYATAUNN NSOAENTNA

10.1. PeareHTbl cnefyeT MNPU.MEHATb COrNacHo WHCTPYKUUW MO MPUMEHEHWIO, YTBEPXAEHHON B
YCTaHOB/IEHHOM MOPAAKe.

10.2. Cpok rogHocTu peareHToB Swelab AlfaDiluent. Swelab AlfaLyse nocne BCKpbITUS COCTaBNAAET
90 cyTok. CneuymanbHble aHTUMUKPOOHbIEe [06aBKM 06ecneymBaldT OTCYTCTBME KOHTaMUHaLWW.
CnepyeT wusberatb nonagaHWs nblM BHYTPb EMKOCTU C peareHTom wam Tpybku, un3beraTb
MUKPOBMOOrNYECKON KOHTaMUHaumMn. [ns aToro Heo6Xxo4MMO NPUMEHATH CneLnanbHble KPblWKK
ANa KyouTeliHepOB. BXOAALLMe B NMPUHAANEXHOCTM aHanu3aTopoB Swelab, KoTopble cneunanbHO
CKOHCTPYMpPOBaHbl B COOTBETCTBUY C TPy6KaMun 15 peareHTOB.

CpoK rofHOCTM OYMLLAIOLINX peareHToB MOCne BCKPbITUA - [0 WCTEYeHMA CpoKa rOfHOCTH,
YKa3aHHOro Ha ynakoBKe Mpu xXpaHeHun npu temnepatype ot 4 go 30 *C.

10.3. lpwn 3arpsa3HeHn peareHToB, MOABNEHUW MPU3HAKOB KOHTaMWHAaLWUW, a TakXe Npu BbiXoge
(hOHOBOrO 3Ha4yeHUs 3a npefenbl, yKasaHHble B PyKOBOACTBE NO/b30BaTeNs aHanusaropa, cnegyet
YTUNN3UPOBaTb peareHTbl KaK yKasaHo HUXe.

10.4. KOHTpONb KayecTBa N3MepeHU A MOXKHO MPOBECTU C MOMOLLbIO KOHTPOJIbHLIX MaTepnanos (CM.
n. 5) B cooTBetcTBMe ¢ FTOCT P 53133.2-2008 |2) 1 PykoBOACTBOM MO/sb30BaTeNs aHanmsatopa
(Paspen 5).

10.5. MNpu nosiBNneHUM pe3ynbTaTtoB MPOBeAEHNA KOHTPONA KayecTBa, BbIXOAAWMX 3a AOMNYCTUMblE
npegensl N0 KOHTPONLHOWN KapTe aHanM3aTopa Wiy Ho iiacnopiy KOH TPO/MIbHOro maTtepuana, cnegyet
NPOBECTWM MPOBEPKY aHanmMsatopa M MPOM3BECTUM HOBYH KanMOGpOBKY MO remMaTosiorMyeckomy
Kanuépartopy.

10.6. i3meHeHuWe nyTem pasbaBfieHns nnu gobasneHns BellecTB K peareHTam Swelab. npusoguT K
OTMeHe AMarHoCTUYECKOro NpYMeHeHUs NpoayKTa.

10.7. N3pgenuda crnefyeT NPUMEHATL MpU TemnepaType OKpy)Karouwero sosgyxa ot 18 go 32 °C.
WM3b6eratb nonagaHns nNpsMoro COIHEYHOro CBeTa.
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n. TPAHCINOPTUPOBAHWE N XPAHEHWE HABOPA

11.1. TpaHcnopTUpoBaHMe peareHTOB AO/IXHO NPOM3BOAMUTLCA BCEMW BUAAMWU KPbLITOro TpaHcnopTa
C cobnwoaeHneM yCnoBuidi u TPebOBaHWi, YCTAaHOB/MIEHHbIX Ha [JaHHOM BWAEe TpaHcnopTa, Mpw
Temnepatype 4-35 °C agns Swelab AlfaDiluent, Swelab AlfaLyse u 4-30 °C gns ouuwiaroLimx
peareHToB. l3beraTb mnepeBOpauMBaHWA KOHTENHEPOB. 3aMOpaXuBaHMe KOMMOHEHTOB He
JonycKaeTcs.

11.2. XpaHeHne HabopoB B ynakoBKe MpesnpuUATUA-U3roToBUTENS JO/MHKHO OCYLeCTBAATLCA Mpw
Temnepatype 4-35 °C gns Swelab AlfaDiluent, Swelab AlfaLyse n 4-30 °C agna ouuwarowmx
peareHTOB B TEYEHWE BCEro CPOKa roAHOCTU. 3aMopaXKMBaHue He AOMYyCKaeTcs.

12. YTUNN3AUNA HABOPA
12.1. WN3genue cnepyeT yTUAW3MPOBaTb KaK MeAMLMHCKME OTXOAbl Knacca b B COOTBETCTBUU C
NPMMeHUMbIM 3aKoHoAaTenbcTBOM Poccuiickoin ®epepauynmn (CanlMuH 2.1.7.2790-10 ot 12
pekabpa 2010 r. «CaHUTapHO-3NUAEMMONOrMYeCcKMe TpeboBaHNA K 00paLLeHNIO C MeAULUHCKUMU

0TX0faMu»)

12.2. TMepep yTunusayumein nCnonb30BaHHOIO peareHTa HeobxoAumo Ao06aBUTb 2 M pacTeopa
rMNOXN0pMTa Ha NNTP 0TPaboTaHHOro NPOAYKTA W BbLiepXaTb CMECb MPY KOMHATHOW TemnepaTtype

He MeHee 1u. [lanee yTUNM3UPOBaThb Kak MeAWLMHCKME OTX0AbI Knacca b.

12.3. Heucnosb3oBaHHble, (B TOM 4uCne MPOCPOYEHHbBIE), peareHTbl, cnefyeT yTUAM3NpoBaTh Kak
0oTX0Abl Knacca b. XXngkue KOMMOHEHTbI, B TOM YUC/e C UCTEKWMUM CPOKOM TFOAHOCTW, crepyet
pa3baBuTb BOAOM B COOTHOWweHWn 1 : 100 wunu 6Gonee, CAUTb PacTBOP B MPOMbMMIEHHYHO

KaHa/in3aynto " BbIBE3TU OCTAaTKN YMaKOBOK KaK I'IpOVI3BO,El,CTB€HHbIVI nnn 6bITOBOM Mycop.

13. TAPAHTUWN N3TOTOBUTENA

13.1. TlapaHTMs pacnpocTpaHAeTcqd Ha BCe XapaKTepUCTUKKW, YyKasaHHble Ha 3ITUKETKe W
WNHCTPYKUMW B TeYEHME BCEro cpoka rofHOCTU Npu co61t04eHNN YCNOBUIA NPUMEHEHUSA, XPAHEHUS
N TPAHCMOPTUPOBKMN.

Cpok rofgHocTh remonu3aupytowiero peareHta AlfaLyse W remMonusvpyowero AuateHTa
AlfaDiluent- 36 mecsLeB, AN8 oUNLLLAKOLIMX PacTBOPOB - 24 Mecsua.

13.2. NHtopmayma o npoussogutene: «bynb Meankan Ab», OomHapmcrataH 4, SE-163 53,
CnoHra, LWBeeynsa (Boule Medical AB, Domnarvsgatan 4, SE-163 53 Spanga, Sweden). E-mail:
info™vY),boulc.com. Website: www .boule.com.

MecTto npoussogcTBa: Boule Medical AB («bynb Megukan Ab»), ®arepctarataH 7, SE-163 53
CnoHra, LWBeuns (Fagerstagatan 7, SE-16353 Spanga Sweden).

13.3. Tlo Bonpocam, Kacawuwumcad KayecTBa MNpoAyKTa, cnefyetr obpawatbca K
YNONHOMOYEHHOMY MNpeAcTaBUTENt0 Ha Tepputopun Poccuitickoih depepaumn —OOO «bynb
Mepgukan», Poccuitickas Pegepaunsa, 125047, MockBa, 411 JlecHoi nepeynok, a. 4, ojuc 519, Ten.
495 2258520, e-mail: boule.icuistrationrifmail.ru. Website: www .boulemedical.ru.
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VHCTPYKUMA Takxe foCTynHa B ceTu VIHTepHeT no agpecy: www .boulemedical.ru.

MeauuuHcKoe U3ae.1Me paspelieHo K o6palleHnto Ha TeppuTopumn Poccuiickoii ®eaepayuu.
PY Ne ®C3 2008/01097 OT...coeueeneee.

'Tabnuya 13-1. PacumdpoBKa CMMBOMOB M 0603HAYEHNI1 HA YMaKOBKE peareHToB:

Koga naptum
LOT

CogepxaHue (06bem)

Homep no Katanor
REF p y

MeanLUHCKOoe M3aenne Ans AUarHoCTUKK in vitro

IVD
aS O6patnTecb K UHCTPYKL MM MO MPUMEHEHUIO
C€ EBponelickaa feknapauus cootsetcTems CE

Mcnonb3oBath A0

OrpaHuyeHne Temnepatyp

MpownssoanTens (M3roTOBUTENb)

.I: Xpynkoe, 06paLatbCcs 0CTOPOXHO
il Bepx
I P
Do not freeze He 3amopaxuBaTb
OcTopoxHo!
<t>

CopiepXuT nepepabaTtbiBaeMble MaTepuasbl

O6pallaThCs C OCTOPOXHOCTLIO.

Tabnuua 13-2. PethepeHTHble MHTepBasbl NOKasaTenein ans B3pocnbix [3]
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CoKpalleHHOe HaMeHOBaHWe, MY>KUMHbI YKeHLWnHbl
efl. N3MepeHus

RBC, 10'2/n 3,8-5,8 3,8-5,3
MCV, dn 80-103 81-102
HeT, % 37-51 35-49
MEH, nr 27-35

MCHC, r/n 310-370 310-360
RDW, din 45-70
RDW,% 11,6-14,8

HGB, r/n 126-174 117-161

WBC, KO/n 4,5-11,0

GRA, \0Y¥n 1,2-8,0
GRA,% 48-78

LYM, \0Vn 0,5-5
LYM,% 19-37

MID, 10'Yn 0,1-1,5
MID,% 3-11

PLT, \OVn 150-400

PDW, don 9,3-16,7

LPCR(PLCR),% 13-43%

MPV, ¢ 7,0-11 .0

PCT,% 0,16-0,40

Cnucok nutepaTtypbl:

[1] MeTogmueckue pekomeHpaumu. [emaTofiormyeckue aHanusaTopbl. WHTepnpeTaums
aHanusa kposu. ¥T18. MuHsgpascoupassmutug P® 21.03.2007 N2050-PX.

[2] TOCT P 53133.2-2008 TexHonornn nabopaTopHble KnuMHM4Yeckne. KOHTPONb KayecTBa
KNIMHWYECKUX  nabopaTopHbIX  uccnefoBaHwin.  Yacte 2. [lpaBuna  NpoBefeHuA
BHYTPU1abopaTOpPHOro KOHTPONSA KayeCTBAa KOJIMYECTBEHHbIX METOAOB  K/IMHWUYECKUX
nabopaTopHbIX UCCNeAoBaHWiA C MCNONb30BaHWEM KOHTPOIbHbLIX MaTepnanos

3] TOCT 51088-2013. MeanUMHCKME wW3aenus Ana AMarHOCTUKU WH BUTPO. PeareHThl,
Habopbl peareHTOB, TEeCT-CUCTEMbl, KOHTPO/IbHble MaTepuanbl, NUTaTe/lbHble Cpenbl.
TpeboBaHMA K U3[eNNAM 1 NOLAEPXKMUBAIOLLENA AOKYMEHTALMWN.

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



[aHHbI JOKYMEHT ABNSETCA TOUHOI Bepcueli JoKyMeHTa bynb Megankan
(noanuceb)

Wecnep Ceaepksuct (Jesper Soderqvist)

eHepanbHbIA AUPEKTOP W NPE3NAEHT rpynnbl KOMNaHWiA

Jara; 08.06.2020 r.

Meyvatb: bynb Megukan Ab * Ctokronom, LLseuua* bynb

A, Hmkenognucaswwmiica Mabpuanb Pyabek (Gabriel Rudbeck), FocyaapcTBeHHbIN HOTapuyc
ropoga Ctokronbma, LLBeyms, HacToAWMM YLOCTOBEPSAIO,

yto necnep dunun Fycrag byck CenepkBuct (Jesper Filip Gustaf Busck Soderqgvist) nognucan
M BblAan BbIWEN3N0XEHHbIA JOKYMEHT.

MownnHa CTOKronbm
KpoH OduuymansHo: 29.06.2020 .
(nognuce)

MeyaTb: ocyaapcTBeHHbIN HOoTapuyc B CTokronbme* Mabpunans Pyabek (Gabriel Rudbeck)
L 8
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I'IepeBo,q AaHHOTO TeKCTa BbIMOJ/IHEH NepesoA4YNKOM naXTyHOBbIM Anekceem B}'Ia,CI.I/IMVIDOBI/ILIEM

noagrnncb

Poccuiickaa degepayms
Mopog MockBa
[ecaToro aBrycra fjBe TbiCS4M ABafLATOro roga

A, Aynapes AnekcaHap Bnagumuposud, HoTapuyc ropofa MOCKBbI, CBMAETENLCTBYHO MNOA/MHHON
nognucy nepesoAvrKa MaxtyHoBa Anekcesa Bnagumumposuya.

Mognwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NognucasLLero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 77/178-1/77-2020-

B3bICKaHO rocyfapcTBEHHOM NOLWINHBI (Mo Tapudgy): 100 py6.
YnnayeHo 3a OKa3aHue yCnyr npaBoBOro 1 TexHuyeckoro xapakrepa: 300 py6.

noanucb Mep6oBas neyatb ep6oBas nevatb
HoTapuyca r. MockBbl HoTapuyca r. MocKsbl
Aynapesa A.B. Aynapesa A.B.
A. B. lynapes

Bcero NpoLUHYpPOBaHO, MPOHYMePOBAHO W CKPeM/eHo neyaTtblo  AnncT(-a3
Mo % -

Hotapuyc: noarnncCb
fyAt-M i r.
Poccuiickas CDe,qépaLEEu, e
Mopog MoCKx¥™ * 77", i

q
JecaToro aBrycrta gBe Tbicaun magy”~oro roga™

A, Oypapes AnekcaHap Bnagnmuposuy, HoTapuyc ropoga Mock\beiiae il bCTBYHO b KOMuK ¢
MPeSCTaB/IeHHOr0 MHe [JOKYMEHTa.

3apervcTpuposaHo B peectpe: Ne 77/178-H/77-2020-
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