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INSTRUCTION
on the use of a medical device

Reagentsfor Medonic M Series Hematology Analyzers

1. ASSIGNMENT
1.1. Reagents for Medonic M Series Hematology Analyzers are intended to perform blood tests

with Medonic M series hematology analyzers in clinical diagnostic laboratories.

1.2. Field of application - clinical laboratory diagnostics.

1.3. Intended user - employees of clinical diagnostic laboratories who have been trained to work
with Medonic hematology analyzers of the M series (i.e. doctors of clinical laboratory
diagnostics, medical laboratory engineers, nurses).

The reagents are not intended for use near the patient.

1.4. A complete clinical blood count is prescribed for screening and dispensary examinations,
differential diagnosis of blood diseases and monitoring of the therapy [1].

Limitations: The results of a single test cannot be used to establish a diagnosis.

Boule intends to use its diagnostic products (systems, software,and hardware) to collect data
reflecting the patient's haematological status. This data, combined with other diagnostic
information and evaluation of the patient's condition, can be used by a trained clinician to
establish a patient's diagnosis and determine clinical treatment.

Contraindications: There are no contraindications within the prescribed prescription.

2. CHARACTERISTICS OF THE PRODUCTS

2.1. Composition of the product;

Original name in English Name in Russian Article No and packaging*

Medonic M-series  Medonic M Series Isotonic No 1504122 - cubitainer 20L with barcode label
Diluent, 20 L Solution, 20 1

Medonic M-series  Medonic M Series Lysing No 1504123 - cubitainer 5L with barcode label
Lyse, 5L Solution, 5 1

Boule Medical AB
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SE-163 53 Sp5nga, Sweden E-mail: infoi®boule.com Web: www.boule.com
Document #: 47873-2

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



wBoiil*

Medonic M-series  Medonic M Series Isotonic  No 1504460 - cubitainer 20L with Ri?"
Diluent RFID, 20 L Solution with RFID tag, No RU1504460 - cubitainer 20L with
20L No RU 1504466 - canister 20L with R F 1
Medonic M-series  Medonic M Series Lysis No 1504461 - cubitainer 5 L with RFID ta* ~
Lyse, RFID 5 L Solution with RFID tag, 5L No RU 1504461 - cubitainer 5 L with RFID n

No RU 1504467 - canister 5 L with RFID tag

*Production site information for each article number - see Section 12.
Chemical composition of reagents;
Isotonic solution, pH 6.90 -7.10:

Inorganic salts to maintain isotonic stability <2.0%
Bacteriostatic Cationic Additives <01 %
Buffer salts <05%
Antimicrobial Additives (Cathon) <0,0015%

Lyse solution, pH 6.80 - 7.20:

Quaternary ammonium salts <05 %
Buffer salts <1,5%
Antimicrobial Additives (Cathon) <0,0015%

Stabilizing substances with antimicrobial activity against bacteria and yeast are biodegradable.
2.2. The number of tests performed with reagents depends on the model of the Medonic M-
series hematology analyzer and the number of tests performed per day.

2.3. Principle of the method. *

The conductivity method (Coulter method) involves counting cells and measuring their size by
measuring changes in electrical resistance when a particle in a conductive liquid passes through
a small aperture. The isotonic solution is an electrolytic buffer with fixed pH, conductivity, and
osmolality for automatic dilution of blood samples and flushing of the hydraulic system
between measurements. Direct current flows between the outer and inner electrodes, while each
cell passing through the aperture creates some resistance changes in the aperture channel. Such
changes are detected in the form of an increase in the voltage between the electrodes. The
number of pulses is proportional to the number of particles, and the intensity of each pulse is
proportional to the volume of that particle. The particle volume distribution is recorded as
histograms of WBC leukocytes, RBC erythrocytes and PLT platelets on the display screen.
Under the action of the lysing solution, leukocytes undergo changes in size to varying degrees.
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~ [ which creates the basis for the division of leukocytes into 3 subpopulations. There is also

'«m

r destruction (lysis) of erythrocytes with the release of hemoglobin. The chemical reaction with
the quaternary ammonium salt contained in the lysis reagent results in the formation of a stable
form of methaemoglobin, the concentration ofwhich is proportional to the excreted hemoglobin

and is measured photometrically by a hematological analyzer.

3. ANALYTICAL CHARACTERISTICS
3.1. When used in the analytical system with Medonic M-series automatic hematology
analyzers with the function of differentiation of leukocytes into three populations, the reagents
provide the following analytical characteristics for the determination ofblood and hemoglobin

elements:

Table 1. Analytical characteristics of reagents in Medonic M-series models M20 and

RBC MCV
Parameter/Medonic Number of Average cell HOB . PLT \.NBC
volume of Hemoglobin W hite blood
model red blood . Platelet count
red blood concentration cell count
cells
cells
Linearity Range*
0.3-7.0 102 - - - !
M20 20-240 g/L  20-1800 10'/L 05-999 10'/L
U/L
10-1800 X
M32 0.3-7.0 102 - 20-240 g/L , 0.2-130 10'/L
10'/L
u/L
Linearity tolerance
hich i
(whicheveris 55 1091 - + [0x 10'/L or +0.4x 10'L or
higher) or 2% +2.0 g/L or 2% 3% 304
M20 and M32 ° °
Coefficient of
variation** <0.9% <05 % <08 % <3,0% <1.8%
M20
M32 <0.8% <05% <06 % <29% <1.6%
Sensitivity
Detection Limit)*** -
( lon I)MZO 0.3 1072 y/L 20 g/L 20 10'/L 0.5 10' /L
M32 0.3 10022 U/L : 20 g/L 10 10'U/L 0.2 10' U/L
Test for accuracy of
determination, % <50 <50 <5 o <50 <50
deviation 0 0 0 0 0
M20 and M32
Boule Medical AB
Domnarvsgatan 4 Phone: +46 8 744 77 00 Org. no: 556128-6542
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Permissible
dispersion of results
with parallel
determinations of in
one sample by <10 % <10% < 10% < 10% < 10%
different reagents
kits of the same

Iot***
M20 and M32
Carry-over
coefficient <1% <1% <1% <1%
M20
M32 <1% <1% < 1% <05%

* Linearity measured according to Boule 1-1040 Section 8, based on Standard EP6-A.

** Using Open Tube (OT) mode

*** For circulation in the Russian Federation, sensitivity is the lowest limit of the linearity
range

3,2. It is recommended to specify the range of normal values in the studied patient population
in each laboratory when using the kit. See also Section 14.

The results of a single blood count cannot be used as a single indicator for diagnosing
diseases but are used in combination with other laboratory indicators and other diagnostic

information.

4. PRECAUTIONS
4.1. Potential risk of using a medical device - class 2a.
4.2. Personnel who have undergone appropriate professional training are allowed to work with
reagents.
4.3. When performing a laboratory test, the precautions taken when working with potentially
infectious material should be observed. The basic rules of work are set forth in the "Instructions
on measures to prevent the spread of infectious diseases when working in clinical diagnostic
laboratories of medical and preventive institutions"”, approved by the Ministry of Health of the
USSR on January 17, 1991, and in the methodological instructions MU 287-113.
4.4, Use personal protective equipment when working (gloves, clothes), protective goggles in
case of danger of reagent splashing.
In case of accidental spillage, rinse the surface with water.
Boule Medical AB
Domnarvsgatan 4 Phone: +46 8 744 77 00 Org. no: 556128-6542
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Not classified as a hazardous substance under the CLP Regulation (EC Regulation 1272/2008).

Further information on possible effects and first aid measures are described in the Safety Data

Sheets, available upon request and on the website: https://boule.com.

4.5. When working with the product, it is necessary to comply with the requirements of SP
1.3.2322, GOST R 52905.
Tools and equipment, as well as surfaces on which work has been carried out using reagents,

should be treated with an ethanol solution with a volume fraction of 70% within a few seconds.

5. EQUIPMENT AND MATERIALS
To perform a complete blood count, it is recommended to use:
1) Medonic M Series Automatic Hematology Analyzers: Medonic M-series model M20 -
RU # FSZ 2009/03830 or Medonic M-series M32- RU # RZN 2022/16968;
2) tubes, microtubes, and microcapillaries with sprayed anticoagulant, details of which are
provided in the Analyzers’ User Manuals;
3) personal protective equipment;
4) hematological calibrator and control materials certified for 16 parameters of whole blood
for Medonic hematological analyzers of the M series - Boule control materials for
hematological analyzers (hematological calibrator and control blood 16 parameters, levels low,

normal and high), manufactured by Boule Medical AB, Sweden, RU No. FSZ 2008/02770).

6. ANALYSED SAMPLES
6.1. Whole human blood (capillary or venous) stabilized with the anticoagulant K2ZEDTA or
K3EDTA is used as a sample.
In order to obtain correct results and prevent blockage of the analyzer's hydraulic system,
samples prepared in accordance with the Medonic M-Series Hematology Analyzer User
Manual should be used.
6.2. It is allowed to store samples in test tubes for no more than 4 hours at a temperature of 18
to 25 "C or no more than 24 hours if stored from 2 to 8 "C. [I].
6.3. The following cases of influence of the nature of the anticoagulant (EDTA) on the results

of the analysis were revealed:
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- Venous or capillary blood samples collected in EDTA tubes should be gently mixed and heldj(r". w I\/I\
' AN AN

* ~d (N

6.4. The results of clinical trials conducted on Medonic M Series analyzers using Medonic M g 4

minutes prior to analysis.

Series Hematology Analyzer Reagents confirm the comparability of the results obtained using A
venous and capillary blood, as well as the identity of the results with the use of K2ZEDTA and

K3EDTA anticoagulants.

7. PREPARATION OF COMPONENTS FOR THE STUDY
7.1 Connect the reagents to the analyzer lines according to the instrument user manual.
7.2. Scan reagent barcodes or enter a Radio Frequency Identification (RFID) tag using the
appropriate reader according to the Analyzer User Manual. For that, open the cardboard box
and read the barcode under the lid or attach an RFID reader to the label. The place ofattachment
of the RFID tag on the canister is indicated on the label.
7.3. After filling the instrument with the reagent from the new container, it is necessary to
measure the background indicators according to the analyzer's manual.
7.4. When installing reagents ofanew series, perform quality control and, if necessary, calibrate

the device.

8. ANALYSIS & CALCULATIONS
Whole blood analysis should bfe carried out according to the Analyzer User Manual. Calibration
and calculations are performed automatically by the analyzer software. The complete list of
parameters determined by the set of parameters of the blood test (erythrocyte indices, platelet
indices, leukocyte formula (absolute and relative lymphocyte count, absolute and relative
medium cells count, absolute and relative count ofgranulocytes) depends on the analyzer model

used.

9. TERMS OF USE
9.1. Reagents should be used in accordance with the Instructions for Use approved in

accordance with the established procedure.
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9.2. The shelf life of reagents after opening is 90 days. Special antimicrobial additives ensure
that there is no contamination. Dust should be avoided from entering the reagent container or
tube, and microbiological contamination should be avoided. To do this, it is necessary to use
the special cubitainer covers included in the accessories of the Medonic M Series analyzers,
which are specially designed to match the reagent tubes.
9.3. In case of contamination ofreagents, appearance ofsigns of contamination, as well as when
the background value exceeds the limits specified in the Analyzer User Manual, the reagents
should be disposed of as indicated below.
9.4. Quality control of measurements can be carried out with the help of control materials (see
clause 5) in accordance with GOST R 53133.2.
9.5. In case of quality control results that exceed the permissible limits of the analyzer control
card or the passport of the control material, the analyzer should be checked and a new
calibration should be performed against the hematological calibrator.
9.6. Mixing or co-operation of kit components with reagents not mentioned in the M Series
Medonic Hematology Analyzer User Manual is not allowed.
9.7. The product should be used at an ambient temperature of 18 to 32 °C; relative humidity up

to 80% (at a temperature of20 °C). Avoid direct sunlight.

10. TRANSPORTATION AND STORAGE
10.1. Transportation of reagents should be carried out by all types of covered transport in
compliance with the conditions and requirements established for this type of transport, at a
temperature 0f4-35 °C. Freezing ofthe components of the kit is not allowed.
10.2. Storage of kits in the manufacturer’s packaging should be carried out at a temperature of

4-35 °C during the entire shelf life. Freezing of Kkits is not allowed.

11. DISPOSAL
11.1. When using the product, waste of classes A and B is generated, which are classified and
destroyed (disposed of) in accordance with SanPiN 2.1.3684-21 [2] and GOST 51088 [3°.
11.2. Used reagents must be collected in a special container and then treated with a hydrogen

peroxide solution with a mass fraction of 6% at room temperature for at least 1 hour.
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11.3. Unused products with an expired shelf life, including unused reagent, should be dily
with water in a ratio of 1:100 or more, the solution should be drained into the industrial sew
system. The remains of the packages should be removed as industrial or household garbagi

(class A).

12. MANUFACTURER S WARRANTIES
12.1. The warranty applies to all characteristics specified on the label and the Instructions
throughout the entire shelf life, subject to the conditions of use, storage and transportation.
The shelf life of isotonic and lyse solutions is 36 months.
12.2. Manufacturer's information: Boule Medical AB, Domnarvsgatan 4, SE-163 53 Spanga,
Sweden Phone: 0046 8 744 77 00, Fax: 0046 8 744 77 20, website: https://boule.com.
Production sites: 1) Boule Medical AB, Fagerstagatan 7, SE-16353 Spanga Sweden.
2) Boule Production Rus EEC, Moscow region, Podolsk, Novoselki village, Technopark area,
h 13, bid. 2, office 5, floor 1-2, 142153, Russia. Reagents manufactured in Russia have the
letters “RU” at the beginning of their article numbers.
12.3. If you have any questions regarding the quality of the reagents, please contact the
authorized representative on the territory of the Russian Federation - Boule Medical EEC,
Russia, 142153 Moscow region, Podolsk, Novoselki village, Technopark area, h 13, bid. 2,
office 4, room 107, e-mail: boule.registration@ mail.ru.
The medical device is allowed for circulation on the territory of the Russian Federation.

RUNo. FSZ 2011/10315 dated 31/12/2020.

13. DECIPHERING THE SYMBOLS AND DESIGNATIONS ON THE PACKAGING
OF REAGENTS

Batch code
LOT

Table of Contents (Volume)

Part number
E]
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Medical device for in vitro diagnostics
IVD
Refer to the instructions for use
CE European CE Declaration of Conformity

2 Use up to

Temperature Limitation

d Manufacturer

Fragile, handle with care

I Top
Do not freeze Do Not Freeze
Q Contains recyclable materials

Handle with care.

W

Caution
A
EUH208 EUH208 Contains REACTION MASS OF 5-CHLORO-
2-METHYL-2HISOTHIAZOL-3-ONE AND 2-
METHYL-2HISOTHIAZOL-3-ONE (3:1). May
produce an allergic reaction
EUH210 i
EUH210 Safety data sheet available on request
Boule Medical AB
Domnarvsgatan 4 Phone: +46 8 744 77 00 Org. no: 556128-6542
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14. REFERENCE INTERVALS AND LITERATURE (REFERENCE)
It is recommended that the range of normal values in the studied patient population be specified
in each laboratory when using the Kkit.
Reference values of reference intervals for adult patients are given in Table 2.
Table 2. Reference intervals of whole blood parameters for the main measured hematological

parameters according to [4]

Abbreviated name, unit of measurement Men Women
RBC, 10'VI 3.8-5.8 3.8-5.3
MCV,fl 80-103 81-102
HeT, % 37-51 35-49
MFO, pg 27-35
ICSU, g1 310-370 310-360
RDW,fl 45-70
RDW,% 11.6-14.8
HGB, g1 126-174 1 117-161
WBC, \0V\ 4.5-11.0
GAME, 10Mn 12-8.0
GRA,% 48-78
LYM, \OV\ 0.5-5
LYM,% 19-37
MID, \OV\ 0.1-1.5
MID,% . 3-11
PLT, 10"/n 150-400
PDW, fl 9.3-16.7
LPCR, % 13-43
MPV, fl 7.0-11.0
PCT,% 0.16-0.40
References:

|1] Methods of Clinical Laboratory Research: Reference Manual edited by V.V.Menshikov.
Vol. 1 pp. 30-32, M., 2008.

2] SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for the maintenance of
urban and rural settlements, water bodies, drinking water and drinking water supply,
atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation of sanitary and anti-epidemic (preventive) measures".

|3] GOST 51088-2013. Medical devices for in vitro diagnostics. Reagents, reagent Kits, test
systems, control materials, culture media. Requirements for products and supporting
documentation.
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|4| Manuallines. Hematology analyzers. 1nlegrelallon of a blood test. Approved by the
Ministry of Health and Social Development of the Russian Federation 21.03.2007 N2050-RH.
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MepeBoj C aHINMIACKOIO 1 LWBEACKOIO S13bIKOB Ha PYCCKUI SI3bIK
MeuvaTb: MocygapcTBeHHbIN HoTapuyc B CToKronbme* Mabpuanb Pyabek
AMOCTUNb
(Faarckas KoHBeHUMA 0T 05 okTA6pa 1961 r.)
1. CtpaHa: LWBeuus
HacTosawunin ohnymanbHbli AOKYMEHT

2. nognucaH Mabpunanem Pya6ekom
3. AeicTBYO UMM B Ka4yecTBe [0CyJapCcTBEHHOr0 HOTapuyca
4. cKpenJsieH nevyaTblo/WITAMMIOM
MocyaapcTBEHHOro HoTapuyca B CTOKIo/ibme
Y pocToBepeHo
5. B CTOKronbme 6. 17.09.2024 1.
7. Hu ge Kalizepom

3amecTtuTenem focygapcTBeHHOro HoTapuyca

8. Ne 3333
9. MevaTtb/WTamn ' 10. Mopgnucb
MeuvaTb: oCcyAapCTBEHHbI HOTapuyc B (nognunchk)

Ctokronbme* Mabpunanb Pygoek
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Jlorotun boynb

ConpoBoANTENbHOE NUCLMO K JOKYMeHTY “#47873-2 VIHCTpYyKUMA
Mo NPUMeHEHU0 MeULMHCKOIo 1U3genus,

PeareHThbl 4na aHanM3aTOpPOB remaTonornyecknx Medonic cepyum M”

A, Hwuknac JlyHAkBUCT, PykoBoauTenb OTAena no BonpocaM KayectBa W
perynuposaHusa LLIBeuns n Becb MUP, HAaCTOAWMM NOATBEPXKAAlD, 4TO 3TOT
AOKYMEHT SIBNAETCA TOYHOW KONWen opurnHana KoMmnaHum boyrb.

CnoHra, 11.09.2024
(noanuce)

Huknac JlyHAKBMCT, PyKkoBOAWTENb OTAeNa NO BOMPOCAaM  KauyecTBa W
perynupoBaHus LLIBeuns 1 BeCb MUP

Meuatb; BOYJIb MEAWKAT AB* CTOKI OJIbM WUBEUWA* Boynb

WTamn:
A, Huxenoanucaswuniica Fabpnanb Pyabek, FocyaapcTBeHHbI HOTapuyc ropoga CTOKrosibma,

LLIBeumsa, HacTOAWMM YLOCTOBEPAID, UTO
Neli Huknac NlyHakeucT
Bblfan U nognucan BbllenpUBEeAeHHbIN LOKYMEHT.

MownnHa Ctokronbm, 17.09.2024 r.
KpoH OduuymansbHo: (Nognuck)

MeyvaTb; FocypapcTBeHHbIV HOoTapuyc B CToKronbme* Mabpuans Pygbek
3354

Wramn:

Fabpuans Pypbek

FocyaapCcTBeHHbI HOTapuyc

ApnBokaT-I'ocyapCTBEHHbI HOTapuyc

Ten.0046-8-20-59-90, anekTpoHHada nodTa:info@notariuspublicus.nu

KyHrcrataH 48, 111 35 CTOKrofibm

Meuyatb: FocygapcTBeHHbIR HOTapuyc B CTOKronbme* Mabpuanb Pyabek

Boynb Megukan Ab
JomHapscrataH 4 Ten.:+46 8 744 77 00 Homep KomnaHuu: 556128-6542

SE-163 53 CnoHra, LLBeuuns 3nekTpoHHaa nouta: info@boule.com caiiT: www.boule.com

MeyvaTb: FocyaapCTBeHHbI HoTapuyc B CTokronsme* Mabpunans Pypbek
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HHCTPYKLIHUA
Mo NMPHMEHEHHI0 METHIHHCKOI0 H3/1eJIHA

Peazenmsi 014 ananuszamopoe zemamonozuieckux Medonic cepuu M

1. HASBHAYEHHUE
1.1. PearenTsl Wi aHaMH3aTOpoB remaronormyeckux Medonic cepun M npenHasHayeHbl s
BBITIOJTHEHHS aHATM3a KPOBH C MOMOILBIO aHATH3aTOpPOB reMaroyornyeckux Medonic cepun M B

KJIHHHKO-AHArHOCTHYCCKHX naﬁopa'ropuxx.

1.2. O6nacTs NpUMeHEeHHA — KJIMHUYECKas JabopaTopHas AHAarHOCTHKA.

1.3. INpeanasHayeHHBIA MOAbL3OBATENb - COTPYAHHKH KIMHHKO-JHAarHOCTHYECKHX JabopaTopHi,
npowemuue obydyeHue no pabore ¢ reMaToNOrHYeCKMMH aHanu3atopamMu Medonic cepun M
(HanpuMep, BpauM KJIHHHYecKOH sabopaTOpHOH JHArHOCTHKH, HHXKEHEPHI MEIHIMHCKHX
nabopaTopu#, MECECTPHI).

Pearentsl He npeHa3Ha4YeHb! U TPUMEHEHHS BOJIH3H NalHEeHTa.

1.4. OOmMi KIHHHYECKHIA aHa/IM3 KPOBH HA3HAYaeTCsd NpPH CKPHHHHIOBBIX M JHCIAHCEPHBIX
obcnenoBaHuaX, aupepeHUHATIbHONR [OHArHOCTHKEe 3abosieBaHHiT KpPOBH M MOHHMTOPHHIa
NpoBOAHMO# TepanuH [S].

Orpannuenus: Pe3synbTaTel €AMHHYHOTO TE€CTa HE MOTYT OBbITh HCIOJIb30BaHbl /I YCTaHOBICHHSA
AMarHosa.

Boule HaMepeBaeTcs HCONB30BaTh CBOH AMArHOCTHYECKHE NMPOAYKTHI (CHCTEMBI, MPOrpaMMHOE H
annapatHoe obecneyeHue) 1A cbopa AaHHBIX, OTPAXKAIOIHX reMaTONOIHYECKHHA CTaTyC NMalHeHTa.
DT faHHblE B COYETaHHHM C ApYroif auarHocTHueckoi MHGopMalHel H OLECHKOA COCTOSHHSA
namueHTa MOoryT ObITh MCMONB30BaHBl 0OyYEHHBIM KJIHHHIMCTOM Ul YCTaHOBIEHHS AMarHosa
NalHeHTa U ONpPEeACNCHHA KIIHHHYECKOTO JICYCHHS.

[TpotuBonokasanus: [IpotuBonoka3zaHuii B paMKax yCTaHOBJICHHOIO Ha3Ha4YE€HHs HE HMEET.

2. XAPAKTEPUCTHKA U3AEJINA
2.1. CocraB u3aenus:

OpnrunansHoe Hanmenopanne Ha pycckom | Homep no karanory u ynakoska*
HAHMEeHOBAHHE HA | A3bIKE
auraniickom si3bike
Medonic M-series | H3oToHH4Yeckuit pactBop | Ne 1504122 — kybuteiinep 20 a co
Diluent, 20 L Medonic cepun M, 20 1 rTpuxKonoM
Medonic M-series | JIuzupyrommit pactBop | Ne 1504123 - «kybureiinep 5 51 co
Lyse,5L Medonic cepuu M, 5 n (TpHXKOOM
Medonic M-series | H3oToHuueckuii pactBop | Ne 1504460 - kybureitnep 20 1 ¢ MeTkoi
Diluent RFID, 20 L Medonic cepun M ¢ Metkoit RFID
Ne RUI1504460-kybureiinep 20 »n ¢
RFID, 20 n metkoit RFID
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Ne RU1504466 — kanuctpa 20 1 ¢ MeTKOMH
RFID
Medonic M-series | Jlusupyromuii pactBop | Ne 1504461 - xyGureiinep 5 n ¢ meTko#
Lyse,RFID5L Medonic cepur M ¢ MeTkoi RFID
Ne RUI1504461 - kybureitnep 5 n ¢
RFID, 5 a metkoit RFID
Ne RU1504467 - kanucTpa 5 1 ¢ METKOH
RFID

*Uudopmanuio o MecTe NPOM3BOACTBA JUIA KXJOr0 HOMepa o KaTajory CMOTpHTe B pasaene 12.

XuMH4ecKHil COCTaB peareHToB:
H3omonuveckuii pacmsop, pH 6,90 — 7,10:
Heopranunueckue cou i noaaepxaHUus H30TOHHYECKOH

cTabHIBHOCTH <20%
BakreprHocTraTHyeckne KaTHOHHbIE JOOABKH <0,1 %
Bydepusie conn <0,5%
AHTHMHKpOOHbIE 106aBKH (KaTOH) <0,0015%

Jusupyrowuii pacmeop, pH 6,80 — 7,20:

YeTBepTHUHBIE aMMOHHEBBIE COJIH <0,5%
Bydepusie conn <1,5%
AHTHMHKpOOHBIE 106aBKH (KaTOH) <0,0015 %

Crabunusupyionme BeLIECTBA C AHTAMHKPOOHOW aKTHBHOCTBIO B OTHOlIEHHH Oaxrepuit M
apoxokeit aBnAIOTCA OHOpasnaraeMbIMH.

2.2. Konu4yecTBO NpOBOAMMBEIX C NOMOMILI) PEareHTOB HCCIEAOBAaHHA 3aBHCHT OT MOJENH
reMarosIornyeckoro aHaiu3aropa Medonic H xonn4ecTBa BBIIONHAEMbIX TECTOB B JICHb.

2.3. [lpuHumun Metoxa.

KonaykroMetpuueckuit Metoa (Metoa KyneTepa) npeanonaraet NoACYeT KJIETOK H H3MEPEHHE MX
pasMepa MOCPEACTBOM H3MEpEHHS H3MEHEHHH B MNOKa3aTeNAX 3JIEKTPHYECKOro COMPOTHBIICHHS,
KOTJa YacTHLA, Haxondlascs B MpPOBOAAILEH >KHIKOCTH, MPOXOOUT 4epe3 OTBEPCTHE Mayloro
pasmepa (aneprypy). H3oToHHMYeckuif pacTBop SBIETCA 3EKTPOJIHTHYECKHM Oydepom ¢
¢HuKCHpOBaHHBIMH  mapameTrpamMu  pH,  3neKTPOMpPOBOAHOCTH H  OCMOJIAPHOCTH  Juis
aBTOMaTH4YecKoro paszbaBneHus npo6 KpOBH H MPOMBIBKH TIHIAPABIHYECKOH CHCTEMBI MEXIY
H3MepeHHAMH. [TOCTOSHHBIN TOK MPOTEKaeT MEXAY HApyKHbIM H BHYTPEHHHM 3JIEKTPOJAMH, B TO
BpeMs KaK KaxJad KIEeTKa, MNpPOXOMAlllad dYepe3 aneprypy, CO3JaeT HEKOTOphbleé H3MECHEHHA
CONMPOTHBIICHHA B KaHalC anepTypel. TakHe H3MEHEHHMS NETEKTHPYIOTCA B BHIAE YBETHHYEHMS
HanpsO)keHHA MeEXAy JjeKkTpoJaMH. KonH4ecTBO HMMITYNbCOB MPONOPLHOHANBHO KOJNHYECTBY
YacTHIl, @ HHTEHCHBHOCTh KaXIO0ro MMmybca — obbeMy 3To#t yacTHubl. Pacnpenenenne yactuu
no obvemy ¢uxcupyerca B Buae rucrorpamm neiikountoB WBC, spurpountos RBC u
TpoMGountoB PLT Ha skpaHe aucnnes. [Ipun neACTBHH NH3HPYIOWIEro pacTBopa JIEAKOUHTOB
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npeTepneBaloT H3MEHEHHA pa3sMEpPOB B pa3sHOH CTENEHH, YTO CO3JaeT OCHOBY Ul pas3lCiICHHA
ne#ikouuToB Ha 3 cy6nonynsuuu. Taxke NPOUCXOAMT paspylleHHe (JIM3UC) 3PUTPOLHTOB C
BhUIEJIEHHEM TreMorioOuHa. XHMHuUecKkad peakHs C YCeTBEPTHYHOH aMMOHHEBOH COJIbIO,
colepXalleiics B JIM3HPYIOLIEM peareHte, NPHBOAMT K 06pa3soBaHHIO CTabMILHOH (OpMBI
METTeMOr/Io6HHa, KOHLEHTpAUMsi KOTOPO# MpONOpPLUHOHANbHA BBUICIHBIIEMYCS IeMOrJIOOHHY H
H3MepAETCs reMaToNIOTHYECKHM aHATH3aTOPOM POTOMETPHYECKH.

3. AHAJIMTHYECKHE XAPAKTEPUCTHKH
3.1. Tlpn CcOBMECTHOM TNpHMEHEHHH B aHAIHTHYECKOH CHCTEME C aHalH3aTOpaMH
aBTOMaTHYeCKMMM rematosiorudyeckumu Medonic cepun M ¢ dyukuuneii aupdepeHuHauHn
NEHKOUMTOB Ha TPM MOMYJNALHHM peareHTl O0O0ECneyuBaloT ClERYIOMIHE AHATHTHYECKHE

XapaKTCPpHCTHKH OINPEACIICHUA (l)OpMCHHLIX 3JICMECHTOB KPOBH H Ir€MOT. oOHHa:

Tabanua 1. AnaauTHYecKHe XapaKTEePHCTHKH PEAreHTOB B AHAJIHTHYECKHX CHCTEMAX ¢
Medonic M-series moaeeit M20 u M32

MCV
RBC Cpenunit HGB PLT WBC
TMapameTp Koanvecrso kaerounsiit | Konuenrpauns KoanuecrBo | KosnuyecrBo
IPHTPOUHTOB obbem remMornobuna TpombounTtoB | nelixounToB
IPHTPOLHTOB
ii *
Auanason uuehHocTH™ | 3 5 6 1gn . 20-240r/n | 20-1800 10° E/n|0,5-99,9 10°
M20
E/n E/n
- 9
M32] 0,3-7,0 101 . 20-240 r/n 10-1800 x 10,2130 10
E/ 10°E/n E/n
n
JonycTuMoe OTKI0HEH e +0.4
OT NHHeHHOCTH (YTO + 0,05 10"E/n - + 10 x 10°E/n ey X
+ 2,0 r/n nnn2% 10°E/n unn
BbiLLIE) um 2% nin 3% 3%
Koa¢pduumnenr
k%
BapHatlun <09% <0,5% <08% <30% <18%
M20y
M3l <0,8% <0,5% <0,6 % <29% <1,6%
YyBCTBHTENBHOCTD
(npenen )
obHapyxeHun)*** 0,3 10'2E/n 20 r/n 20 10° E/n 0,5 10° E/n
M20y
M3 03102 Em - 20 r/n 1010°E/n | 02 10° E/n
TecT Ha NPaBWIBHOCTD
onpeaeneHus <5% <5% <5% <5% <5%
M20 n M32
HonycTumoe oTKI0HEHHE
pe3ynbTaToB NpH <10% <10% <10% <10% <10%
napajiesbHOM
Boyan Meauxan Ab
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/ onpeeneHuH OHO#
npoGbi pa3HbIMH
! HabopamH oaHo# cepun
M20 u M32
IMoka3sarenb nepeHoca
! npobbl <1% - <1% <1% <1%

M20
' M3 <1% - <1% <1% <0,5%

* U3mepeHHs NpoBeaeHB! B COOTBETCTBHH C mpoTokonoM Boule 1-1040, rnasa 8, Ha ocHose craHaapta EP6-A.

** C Hcnonb30BaHHEM pekuMa paboThl aHaJIH3aTOpa «OTKphbiTas MpoGHpkay
*++ [TlapameTp NMpUMeHHM WA obpaileHus Ha TeppuropuH Pocculickofi denepaumy, YyBCTBHTENLHOCTh ~ HHKHHM

npenen Axanas’oHa JHHEHHOCTH

3.2. Pexomenayerca B Kaxnoil naGopaTOpHH NMpPH HCMOAb30BaHHH Habopa yTOYHHTB JHANa3oOH
HOpMA/IbHBIX BEJIMYHH Y MCCIEAYEMOro KOHTHHreHTa nauueHToB. CnpaBoyHas HHpopMauus O
pedepeHTHBIX HMHTEpBalaX MoOKasaTelel U1 B3pOC/IbIX MNAalMEHTOB NpHBeAeHa PykoBoacTse
N0J1b30BaTEs aHATM3aTOpa, pa3fen « Y CTaHOBKH MOJIb30BaTE/A ).

[TomyueHHble pe3ynbTaThl €QWHUYHOrO aHalM3a KPOBH HE MOTYT HCHOJb30BaThCA B
KayecTBe €JHHCTBEHHOrO MNOKasaTens U1 AHArHOCTHKH 3aboneBaHHA, HO HCNOJNB3YETCS B
COYETaHHH C PyrHMH J1abOpaTOpHBIMH NOKa3aTeNIMH U Apyrod AMarHoCTHYeCKo# HHopMmaLueii.

4. MEPBI IPEJOCTOPOXHOCTH
4.1. loTeHUHANBHBIA PHCK NPHMEHEHHUS METHIMHCKOTO H3JIeNHs — KIIace 2a.
42. K pabore c peareHTaMH JONYyCKaeTCi MEpPCOHaN, [POIIECAIHA COOTBETCTBYIOIIYIO
npo¢ecCHOHAIBHYIO MOArOTOBKY.
43. Ilpu BomosHeHHH 1a6OpaTOpPHOrO  HMCCIENOBAHHA  CledyeT cobmonare  Mepbl
NPEeAOCTOPOXXKHOCTH, NPHHAThIE NpH paboTe C MOTEHUHATbHO HH(PEKUHOHHBIM MAaTepHAJIOM.
OcHoBHble mnpaBWwia paboTel H3nokeHel B «HMHCTpykuum mnmo MepaM npodHIaKTHKH
pacnpocTpaHeHHs HHQEKUHOHHBIX 3aboneBaHuii npu paboTe B KIHHHKO-AHArHOCTHYECKHX
naboparopusx ieueOHO-NPOPHNAKTHYECKHX YUPEKAeHHH», yTBepxaeHHoi Mun3apasom CCCP 17
auBaps 1991 r. u B MeToauueckux ykasanuax MY 287-113.
44. Ilpn pabore HCnONb30BaTh CpPeACTBA HHAMBHAYAIbHOH 3allMThl, MNpPH OINAcCHOCTH
pa30pbI3rHBaHMUA peareHTa — 3alMTHbIE O4YKH. [Ipu ciryyaliHOM NpoHBE NPOMBITH BOJOH.
He xnaccuduumpyeTcs xak onacHoe BewmecTBo B cooTBeTcTBUH ¢ Pernamentom CLP (Pernament
EC 1272/2008). lononxuTenbHas HHGOpMaLHA O BO3MOXHBIX MOCAEACTBHAX H MEpax nepBoH
MOMOILLIM ONTMCaHa B nacnoprax 6e30nacHOCTH, KOTOPBIE JOCTYMHBI 1O 3alpocy H Ha BeO-caiTe:
https://boule.com.
4.5. Ipu pa6ote ¢ usnenuem cnexyer cobmonars TpeboBanus CI1 1.3.2322, TOCT P 52905.
HucTpyMeHTH H 00OpynoBaHHe, a Takxke IOBEPXHOCTH, Ha KOTOpBIX NpoBOAMiach pabora ¢
HCTIONIb30BAHHEM peareHToB, NOJDKHBI ObITh 00paGoTaHbl pacTBOPOM 3THJIOBOrO CIIMpTa €
ob6veMHoO# gonel 70 % B Te4yeHHE HECKOJIBKHX CEKYHIL.

5. OBOPYIOBAHUE U MATEPHAJIBI
Jlns BbIMOHEHHs 0O0LLEro KIMHHYECKOro aHalH3a LEeIbHON KPOBH PEKOMEHIYETCS MCIOJIb30BaTh:

Boyab Meaukan AB
JloMHapscratax 4 Ten.: +46 8 744 77 00 Homep komnanuu: 556128-6542
SE-163 53 Cnonra, lLiseuns JnexTpoHHas noyra: info@boule.com cafiT: www.boule.com

Dlok. Ne 47873-2 cTp.4

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



{
|

'

~ @ Boule oy

1) anamusaTophl aBTOMaTHYeckHe remaronoruyeckue Medonic cepun M monens M20 — PY Ne
®C3 2009/03830 umn Medonic M-series M32, Bce mozenn, PY Ne P3H 2022/16968
(npoussoactsa Boule Medical AB, IlIsenus);

4 2) npoGHpKH, MHKPONPOOMPKH H MMKPOKalH/UIAPH! C HaNBUICHHBIM aHTHKOAryJsHTOM,

CBeJIEHHs O KOTOPBIX MpeAcTaBieHbl B PyKkoBoACTBE NOb30BATEIA AHATH3ATOPA;

' 3) cpeacrBa HHAHBHAY&NbHOM 3alHTBI;

' 4) reMaToNoOrH4ecKHii KanMGpaTop M KOHTPOJNbHBIE MaTepHalbl, aTTECTOBaHHbIE MO 16

napaMeTpaM LENbHOM KpOBH J[UIA AHAIM3aTOPOB rematonoruyeckux Medonic cepun M -

KOHTpPOJbHBiE MaTepHansl Boule g1a reMaronorudyeckux aHanusatopoB (kanuGpatop

reMaToJIOTHYECKHH U KOHTpOJIbHad KpoBb 16 mapamMeTpoB, ypOBHEH HH3KHH, HOPMa M BBICOKHH),

npoussoactsa Boule Medical AB, IlIBenus, PY Ne ®C3 2008/02770).

6. AHAJIN3UPYEMBIE OBPA3I1bI

6.1. B xayecTBe npoGbl HCMONB3yeTCH LeNbHas KPOBb 4enoBeKa (KalH/ULIDHAs HJIH BEHO3Has),
cTabunusnpoBaHHas aHTHkoaryiasHtoM K23/ITA nm K39/TA.
C uenbio NOMy4YEHHA NMPABHJIBHBIX PE3yJLTaTOB H NMPEeROTBPALICHHA 3aKyNOPKH IHAPaBIHYECKOH
CHCTEMbl aHAHM3aTOpa, HEOOXOAMMO HCNOAB30BaThb NpoOBl, NOATOTOBJIEHHBIE C YYETOM
PykoBozacTBa nonb3oBarens reMaroioruyeckoro ananusaropa Medonic cepuu M.
6.2. lomyckaetcs xpaHeHue npob B mpoGupkax He 6onee 4 yacoB npu Temneparype ot 18 no 25 °C
nim He 6onee 24 yacoB npH ycinoBuH xpaHeHus ot 2 go 8°C. [§].
6.3. BoiaBneHsl cnenylolHe cyyaH BIMSHHA npupoasl aHTHkoarynsHTta (OJITA) Ha pe3yabTaThl
aHanH3a:
- Obpasyvi 8en03HOU unU KANUNIRPHOU KposuY, cobparnbie 6 npobupku ¢ ITA, donxcHbl bbtmb 0OCMOPONCHO

nepemewuansl u 8vi0epicansl 8 mevenue 15 Munym 0o nauana npogedeHus anaiusa.
6.4. Pe3ynbTaThl KJIMHHYECKHUX MCNbITaHUH, NPOBEJICHHBIX Ha aHanu3aTopax Medonic cepun M ¢
WCroNb30oBaHHeM PeareHTOB [is aHaIM3aTopoB reMaronorudecknx Medonic cepun M,
NOATBEPXKAAIOT COMOCTABHMOCTb pe3yJIbTAaTOB, MOJYYEHHBIX C HCNONB30BAaHHEM BEHO3HOH H
KaNnuUIAPHOH KPOBH, a TaKXKe HACHTUYHOCTb Pe3y/bTAaTOB NMPH HCNOJb30BAHHH aHTHKOAryJsHTOB

K23TA u K33 /[ITA.

7. MIOAIOTOBKA KOMIIOHEHTOB VIS HCCJIEAOBAHHA
7.1 IloaxmoOYnTh peareHTbl K MarucTpaisM aHaIHM3aTOpa COrJIACHO PYKOBOICTBY MOJIb30BaTeNs
npubopa.
7.2. CuHTaTh IUTPUX-KObI PEAreHTOB MJIM BBECTH METKY paaHo4acToTHO# naeHTudukauun (RFID)
¢ MOMOLIBIO COOTBETCTBYIOLLEr0 CHHTBHIBATENA COrjacHo PykoBoACTBY mosb3oBaTesis aHaIH3aTopa.
Ilns 3TOro OTKpo#TE KapTOHHYIO KOpOOKY M CUMTaiTe IITPUXKOA MOJ KPBILIKOH HJIH NPHIIOXKKTE
cunthiBarenab RFID k MeTke. Ha kaHucTpe Mecto kperieHus RFID MeTku ykazaHO Ha 3THKETKe.
7.3. IMocne 3anonHeHus npubopa peareHTOM M3 HOBOM EMKOCTH HEOO6XOAMMO H3MEPHThL (OHOBBIE
noKasaTesu COrjlJaCHO pyKOBOACTBY aHaIH3aTopa.
7.4. Tlpu ycTaHOBKE pearecHTOB HOBOH CEpHH BBHIIIOJHHTL KOHTPO/Ib KayecTBa M IpH
HeoOXOAHMOCTH OTKaTHOpoBaTh npubop.

[

'
|
v
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8. MPOBEJAEHHE AHAJIM3A u PACYETBI
AHalH3 LENbHOM KPOBH ClleNyeT NMpPOBOAMTH B COOTBETCTBHH ¢ PyKOBOACTBOM MONBL30BaTe/ls
' aHanu3zatopa. Kanu6poska U pacyeTsbl BHINOIHAIOTCA aBTOMATHYECKH C MOMOLIBIO MPOrpaMMHOro
d obecneuenns aHanusaropa. [lonHbii nepeyeHs ompenenseMblX HabopoM MapamMeTpoB aHaIM3a
| KpoBH (MOKa3aTeNM 3PUTPOLMTOB, TPOMOOLMTOB, jelikountapHas ¢opMyna (abcomoTHoe H
OTHOCHTEJILHOE KOJIH4eCTBO NHMGOLHTOB, abCOMMOTHOE H OTHOCHTENBHOE KOJHYECTBO CPEAHHX
KJIETOK, aBCOIOTHOE W OTHOCHMTENBHOE KOJNMYECTBO IPaHyJIOLHTOB), 3aBHCHT OT HCMOJb3yeMOi

/ MO/IE/IH aHaJIH3aTopa.

9. YCJIOBHA IKCILNIYATALIMH
9.1. PeareHThl cilefyeT NMPHMEHATh COrJacHO WHCTPYKUMH 1O NPHMEHEHHIO, YTBEPKAEHHOH B

YCTaHOBJICHHOM MOPAZKE.
9.2. Cpox roOHOCTH peareHTOB mocie BCKpbiTHA coctaBnger 90 cyrtok. CneuwnanbHbie

aHTUMHUKpPOOHble n06aBku obecneywBaiOT OTCYTCTBHE KOHTamHHauuH. Cnemyer u3berath
MonajaHHd MbUTH BHYTpb EMKOCTH C peareHToM HIH TpyOkH, u3berarb MHKpOOHONOrHYECKOMH
KOHTaMMHalUMH. JIna 3TOro HeoOXOAHMO TNPHMEHATh CHELHANbHbIC KPBILKH A4 pearcHToB,
BXOAfAIME B TNPHHAUIEKHOCTH aHamu3aropoB Medonic cepun M, KoTopele CHEUHATBHO
CKOHCTPYHPOBaHbI B COOTBETCTBHH C TPyOKaMH [UIA pearcHTOB.

9.3. Ilpn 3arpA3HEHHM peareHTOB, NMOABJIEHHH MPHU3HAKOB KOHTAMHHALMH, a TaK)Ke MPH BBIXOMCE
¢oHOBOro 3HaYeHHU 3a npeneisl, ykasaHHble B PykoBoacTBe Jlo/1p30BaTess aHaIH3aTopa, CleayeT
YTHJIM3HPOBATh PeareHThl KaK yKa3aHO HHXe.

9.4. KoHTpoNb KayecTBa H3MEPEHHH MOXKHO MPOBECTH C MOMOLLBIO KOHTPOJILHBIX MaTepHalIoB (CM.
n. 5) B coorBercTBHe ¢ [OCT P 53133.2.

9.5. Ilpn MOABNEHHH pe3yNILTaTOB MPOBEACHHA KOHTPOJIA Ka4yeCTBa, BHIXOMAIIKX 3a JOMYCTHMBbIE
npenenbl MO KOHTPOJLHOM KapTe aHamu3aTopa HJIH MO NAacrnopTy KOHTPOJNBHOrO MaTepHana,
clieqyeT TMpOBECTH TMPOBEPKY aHajIM3aTopa M MNpPOHM3BECTH HOBYIO KalHOpOBKY Mo
reMaToJIorH4eckoMy kanubpartopy.

9.6. CMemHBaHHE MJIM COBMECTHad 3KCIUTyaTallUi KOMIOHEHTOB Habopa ¢ peareHTaMH, He
ynoMsHyThIMH B PykoBoAcTBe nonb3oBares aHalu3aTopa remarosnoruueckoro Medonic cepuu M,
He J0MyCKaeTcA.

9.7. Hamenue crneayer mMpHMEHATh NMPH TEMIEpaType OKpy»atoulero Bozayxa ot 18 apo 32 °C;
OTHOCHTeNbHOM BnaxHocTH 10 80% (npu temnepatype 20 °C). M3berath monasaHus MpsAMoro

COJIHCYHOI O CBCTA.

10. TPAHCITOPTHUPOBAHHUE U XPAHEHHUE
10.1. TpascnopTHpoBaHHE peareHTOB JO/HKHO NPOH3BOAMTLECH BCEMH BHAAMH KPBITOro TpaHCMopTa
¢ cobmoneHueM ycnoBui u TpeOOBaHHMH, yCTAHOBJICHHBIX Ha JaHHOM BHJAE TPaHCIIOpTa, MpH
teMnepatype 4-35 °C. 3aMopaxuBaHHe KOMIIOHEHTOB Habopa He JoImycKaeTcs.
10.2. Xpanenue HabopoB B ynaKkoBKe NpeANpHATHA-H3TOTOBHTENA MO/KHO OCYIIECTBIATHCA MpPH
temneparype 4-35 °C B TeueHHe BCEro Cpoka rOJHOCTH. 3amopaxuBaHHe HabopoB He

AOTYCKAETCS.
11. YTUJIN3ALIMSA
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11.1. Tlpu wucnons3oBaHWM u3aenus oOpa3syloTcs OTXOAbl KJIacCoB A H B,
K/IacCHUUHMPYIOTCA H YHHUTOXalOTCA (YTHM3upyloTca) B cootBercTBUM ¢ CanlluH 2.1.3684-21
' [21u TOCT P 51088 [3].

d 11.2. Hcnonb3oBaHHbIe peareHThl JOJDKHBI ObITh COOpaHB! B CrELHAIBHOM KOHTEHHEpe M 3aTeM
o6paboransl pacTBopoM nepekucu Bogopoaa no 'OCT 177 ¢ maccoBoit one# 6 % npu KOMHaTHOH
Temnepatype He MeHee | 4. Jlasiee yTHIM3KPOBaTh KaK MEAMLHHCKHE OTXOMBI Kiacca b.

‘ 11.3. Heucnons3oBaHHBIE H3AENHA C HCTEKIIHM CPOKOM TOXHOCTH, BKJIIOYas HEHCINOJb30BaHHBIA

peareHT, cneayer pa3basuth Bomodt B cooTHomieHuH 1:100 unm Gonee, cnuth pacTBOp B
NPOMLILIIEHHYIO KaHAIHM3allMi0O M BLIBE3TH OCTAaTKH YMaKOBOK KaK NPOH3BOACTBEHHBIH HIH

KOTOpbIE

6bITOBOH MyCOp.

12. TAPAHTHH U3rOTOBHUTEJISA
12.1. TapaHTHs pacnpocTpaHSieTCA Ha BCE XapaKTEPHCTHKH, YKa3aHHblE Ha JTHKETKE H B
UHCTpyKUHMH B TeUEHHE BCEro CpOKa FOAHOCTH NPH COOMIONCHHH YCNOBHH NPHMEHEHHA, XPaHEHHA
M TpaHCOpTHPOBKH. CPOK rOAHOCTH H30TOHHYECKOIO M JIM3HPYIOLIEro pacTBOPOB — 36 Mecales.
12.2. Undopmanns o mpoussoautene: «boyns Meaukan Ab», JlomHapMmcratan 4, SE-163 353,
Cnonra, llIsenus (Boule Medical AB, Domnarvsgatan 4, SE-163 53 Spanga, Sweden). Tenedon:
0046 8 744 77 00, dakc: 0046 8 744 77 20.
12.3. Mecra npoussoactsa: 1) Boule Medical AB («boyns Meaukan Ab»), Fagerstagatan 7, SE-
16353 Spanga Sweden (®arepcrararan 7, SE-163 53 Cnonra, llIBeuus).
2) 000 «bynas INpopakwun PYC» 142153, Mockosckas 061, r. Ilogonsck, a. HoBocenku, Tep.
Texnonapka, a. 13, ctp. 2, nom. 4, a1. 1-2. PearenTsl, npou3sBeaeHHble B PoccHu, HMEIOT OYKBbI
“RU” B Hayasie HOMepa o Karajory.
12.4. Tlo BonpocaM, KacalomMMca KadecTBa Habopa, cneayer obpamarbca K yNOJHOMOYEHHOMY
npeacrasutemo Ha Tepputopuu P® — OO0 «byme Meaukan», 142153, Mockosckas o6, r.o.
Mononeck, a. HoBocenxu, Tep. TexHonapka, A. 13, crp. 2, noM. 4, koM. 107, Ten. 740 06 71, e-
mail: boule.registration@mail.ru. Website: www. boule.com.

Meauumnckoe H3leJiHe paspemieHo k o6pamenuio Ha TeppuTopun Poccniickoil ®enepaunu.

PY Ne ®C3 2011/10315 om ...

13. PACUIM®POBKA CUMBO.IOB H OBO3HAYEHHI HA YIIAKOBKE PEATEHTOB

Kox naptuu

LoT

Conepxanue (06neM)

Howmep no xaranory

boyas Meaunxan AB
[Jomuapscraran 4 Ten.: +46 8 744 77 00 Homep komnauuu: 556128-6542

SE-163 53 Cnoura, [Llseuns InexTpoHHas nouta: info@boule.com
Jlok. Ne 47873-2
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MeauuMHCKOe H3LENHe Ul JUarHOCTHKH in vitro

D
.‘ [jz] O6paTHTeCh K HHCTPYKLHH 110 MPUMEHEHHIO

EBponeiickas nexnapauuns coorserctBHs CE

m

HUcnons3oBars 10

OrpaHuyeHHe Mo TeMneparype

Xpynkoe, o6paliarbcs OCTOPOXKHO

Bepx

%
e
‘ [Mpoussoautens
!
it

Do not freeze He 3amopaxuBatb

ConepxuT nepepabaTbiBacMbie MaTepHaIb

A

\.} OG6paiarbcs ¢ OCTOPOKHOCTBIO
A Octopoxno!
EUH208 EUH208 CoaepxHT peakiHOHHYIO Maccy S-XJop-2-

METHI-2H30THAa30/1-3-0H H 2-MeTH1-2H30THa30/1-3-0H
(3:1). Moxer BbI3bIBaTh AJUIEPTHYECKYIO PEAKLIHIO

EUH210 EUH210 ITacnopr 6e3onacHOCTH JOCTyNEH M0 3anpocy
H412, Bpenex ans BOAHBIX OPraHU3MOB C JUIHTENIBHBIMH
NOCAEACTBHAMH

Ina Poccuiickoii ®enepauny Mcnionb3yerca crapas Bepeus npuMedadus ("Coaep)KHT KaToH, MOXET BbI3BaTh
ajepryyeckylo peakiuio!").

Boyan Meauxaa AB

Jomuapscrarau 4 Ten.: +46 8 744 77 00 Homep xomnanuu: 556128-6542
SE-163 53 Cnoura, lLlscuns JnexkTpoHHas noyta: info@boule.com cafiT: www.boule.com
Jlok. Ne 47873-2 cTp.8
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PE®PEPEHTHbBIE MHTEPBAJIbI N NTNTEPATYPA (CMPABOYHOE)

PekoMeHAyeTcs B KaX[oil nabopaTopuu npu WCMONb30BaHUM HaGopa YTOYHWUTb AManasoH

HOPMa/ibHbIX BEIMUYUH Y UCCNEeLYEMOT0 KOHTUHIEHTa NauneHToB.
CnpaBoyYHble 3HauyeHWs pedepeHTHbIX WHTEpBaNOB MNokasaTeneil NS B3POCNAbIX MalMEHTOB

npuseaeHbl B Ta6.2.
Tabnuua 2, PedepeHTHble WHTepBanbl MNokKasaTenell LUeNbHOW KPOBU [ OCHOBHbIX

N3MepsieMblX reMaT 0/10TMYeCcKMX napaMeTpoB no [4]

CoKpalleHHOe HaMeHoBaHWe, e, N3IMepeHus My>XUUHbI YKeHLWWHbI
RBC, 10*2/n 3,8-5,8 3,8-5,3
MCV, ¢n 80-103 81-102
HeT % 37-5 35-49
MEeH, nr 27-35
MeHe, r/n 310-370 310-360
RDW, t¢n 45-70
RDW,% 1,6-14,8
HOB, r/n 126-174 17-161
W Be, t10'/n 45-11,0
GRA, KO'/n 1,2-8,0
GRA,% 48-78
LYM, KO'/n 0,5-5
LYM,% 19-37
MID, KO'/n O/1-15
M1P,% 3-11
PLT, KOYn 150-400
PDW, tn 9,3-16,7
LPGR, % 13-43
MPY, ¢n TO-11,0
peTt,% 0,16-0,40

Cnuncok inTtepartypsbl:

[1] MeTogbl KAMHMYECKMX nabopaTopHbIX uUccnefoBaHuii CnpaBoyHoe mnocobue nof pep.
B.B.MeHbwukoBa. T.1, c. 30-32, M., 2008.

[2] CaHlMuH 2.1.3684-21 "CaHWTapHO-3aNUAeMnonornyeckme TpebOBaHMA K COAEPXKAHMIO
TEPPUTOPUIA TOPOLCKUX U CETIbCKUX MOCENEHUN, K BOAHbIM 00bEKTaM, MUTLEBON BOAE U MUTLEBOMY
BOAOCHA6XeHWI0, aTmMocthepHOMY BO34yXYy, MOYBaM, >KWUIbIM MOMELWEHUAM, 3KCnayatauuu
NPOWU3BOACTBEHHbIX, OOLWECTBEHHbLIX MOMELLEHNA, oOpraHM3auumM W MNPOBEAEHUID CAaHUTapHO-
npoTUBO3NuaeMuYecknx (NPopuNakKTUUECKNX) MeponpuaTuin®.

[3] TOCT P 51088-2013. MeAuuUHCKUE U3LeNnsa gnd ANarHOCTUKN UH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPONbHble MaTepuanbl, nNuTaTeNbHble cpedbl. TpeboBaHUs K
N3enuam n NogLepXuBatoLLeil JOKYMeHTaLuu.

[4] MeTogunyeckme pekomeHpgauun. ematonornyeckue aHanmsaTopbl. VIHTepnpeTauus aHanusa

KpoBu. ¥YTB. MuH3gpascoupassutua PP 21.03.2007 N2050-PX.

Meuartb: FocyfapcTBEHHbI HOTapuyc B CToKronbme* Fabpuans Pyncek
Meuatb: FocyaapcTBEHHbI HOTapuyc B CTOKronbme* Fabpuans Pyabek

Boyne Megnkan Ab
JomHapecrataH 4

SE-163 53 CnoHra, LLBeuwns
[oK. No47873-2
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Ten.: +46 8 744 77 00 Homep komnaHuu: 556128-6542
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[MepeBog A"HOTO TEKCTa BbIMO/HEH NepeBogYMKOM [MaxTyHOBbLIM AnekceeM Bnagnmuposuyem.

Poccuiickaa depepaums
Mopoa MockBa
UeTBepTOro oKTA6psa ABe ThicAYM ABajLaTb YeTBEPTOro roga

A, Kopcuk Mapua AnekcaHLpOoBHa, HoTapuyc ropofa MOCKBbI, CBULETENbCTBYIO MNOA/IMHHOCTL
noanucu nepesogumnka lNaxtyHosa Anekcea Bnagummnposunya.

Mognuck caenaHa B MOeM MPUCYTCTBUN.

JlnyHocTb NognucasLwwlero JOKYMeHT yCTaHOB/EHa.

3apeructpuposa™ (" peectpe: No A
YnnayeHo 3ac W eHne H [oro geiicTBuna: 4/bp py6. 00 Kon.
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