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IFU RU Only
Micropipette

INSTRUCTIONS FOR USE OF THEMEDICAL DEVICE
Boule Plastic Micropipettes with EDTA for the micro pipette adapter o fautomated hematology
analyzers (Boule MPA Micro Pipettes® Plastic)

1. INTENDED USE
1.1. Boule Plastic Micropipettes with EDTA for the micro pipette adapter of automatic
hematology analyzers (Boule MPA Micro Pipettes, Plastic), here and further micropipettes,
are K2EDTA-coated capillary tubes intended for in vitro diagnostic use for blood collection
from a finger stick or a venous blood sample. Micropipettes are used for direct insertion
into the Micro Pipette Adapter (MPA) inletof Medonic and Swelab automated hematology
analyzers according to the User Manuals for these analyzers.

Micropipettes are used as an auxiliary tool for the functioning of hematology analyzers
when they are used for their intended putose for medical purposes. As a consequence, the
scientific validity and clinical characteristics depend on the analyzer to which they are
attached. Thus, both scientific validity and clinical indicators are considered not applicable
to micropipettes. However, there are clinical data on the joint use of micropipettes in
micropipette adapters of hematological analyzers manufactured by Boule.

Non-sterile, single use device.

1.2. Field of use: in vitro clinical diagnostics.

1.3. The device serves as an auxiliary tool in the CBC performed by automated hematology
analyzers. Complete blood count (CBC) is prescribed for screening and dispensary
examinations, differential diagnosis of blood diseases and monitoring ofongoing therapy.
Limitations: Micropipettes do NOT make diagnoses on patients.

1.4. Intended user: Micropipettes are intended for laboratory professional use. The operator
must have basic laboratory skills e.g., a doctor of clinical laboratory diagnostics, medical
laboratory engineers, nurses.

1.5. Operational risks and description of measures to manage these risks in order to reduce them
to an acceptable level:
e In order to reduce the risk of infection, carry out the blood collection procedure using
personal protective equipment (lab coat, gloves and eye protection).

Boule Medical AB
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IFU RU Only
Micropipette

In case of contact with biological material, thoroughly disinfect the contact site with 70%
alcohol or antiseptic.

Do not use expired micropipettes.

Remove the micropipette from the container only immediately before use. Dust or dirt
contamination can lead to erroneous results.

Micropipettes should be used in accordance with the Instructions for Use. The connection
of automated hematology analyzers to MPA is described in the User Manual of each
analyzer.

1.6. Contraindications: There are no contraindications within the prescribed prescription.

1.7. Possible side effects: There are no known side effects associated with the use of Boule MPA
Micro Pipettes, Plastic.

1.8. The principle of operation is use of the capillary effect to draw blood by gravity into the
micropipette. Micropipettes are designed specifically for operation in the Micro Pipette
Adapter (MPA) of automated hematology analyzers manufactured by Boule.

2. TECHNICAL SPECIFICATION
2.1. Technical specification:

Parameter Description

Outer diameter  1.75 mm £ 0.03 mm
Inner diameter  0.94 mm + 0.03 mm
Length: 28.8 mm £ 0.8 mm

20 pL (R < 0.5%, CV: <
1.0%)

Inner volume:

2.2. Micropipettes are made of polyvinyl chloride (PVC).

2.3. The micro pipettes are coated inside with dipotassium ethylenediaminetetraacetic acid
(K2EDTA) as an ingredient to stop the blood to coagulate. The amount of anticoagulant
is 35-70 pg per tube.

2.4. The dispenser hole in the lid of the container allows to remove the micropipettes one by
one.
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2.5. Micropipettes do not have any analytical parameters themselves and do not affect the
analytical characteristics of subsequent measurements, which are provided by the

analyzer model selected by the user.

2.6. The delivery set of the medical device includes micropipettes (1 *100 pcs.) and
Instructions for use (at least one copy per user). A copy ofthis Instruction will be
published in the public domain on the website www.boule.com/ru/ after the state

registration of the medical device.

2.7. Marking symbols on primary and transport packaging:

K2EDTA Code of the additive
Batch code

Content

Catalogue number

In vitro diagnostic medical device

Consult electronic instructions for use

European CE declaration of conformity

Use by
Temperature limitation

Manufacturer
Country of manufacture with date

Single use only

GTIN Global Trade Item Number (GTIN)

2D Data Matrix Barcode (GS1)
(01) GTIN

(10) LOT

(11) Manufacturing date

Boule MedicAl /1B
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IFU RU Only
Micropipette

2.8. Micropipettes are packed in 100 pieces in plastic containers. Primary containers (Art.
1070039, 1x100 pcs. Micropipettes) are packed in 10 pieces in transport cardboard
boxes (Art. 1070030, 10x 100 pcs. Micropipettes). If the user ordered a different number
of containers, they can be packed in a plastic zip bag with a label. The number of
containers is indicated on this label.

2.9. The product does not contain medicines, materials of animal or human origin.

3. PRECAUTIONS
3.1. Class of potential risk of use: 2a.

3.2. When performing a laboratory study, precautions should be observed when working with
potentially infectious material. The basic rules of work are set out 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
ofthe USSR on January 17, 1991 and in the methodological guidelines of MU 287-113.

3.3. During work, use personal protective equipment (gloves, laboratoiy clothing, eye
protection).

3.4. When working with the product, the following requirements should be observed:
¢ SanPiN 3,3686-21 "Sanitary and epidemiological requirements for the prevention of
infectious diseases".
e GOST R 52905-2007 "Medical laboratories = Safety requirements".
e GOST R 53079.4-2008 "Laboratory clinical technologies. Quality assurance of clinical
laboratory studies. Part 4. Rules for conducting the preanalytical stage".

3.5. Close the plastic container (primary packaging) with micropipettes immediately after use,

3.6. Single-use device do not reuse.

3.7. The use of micropipettes is allowed only according to these Instructions and the
information specified in the User Manual of the corresponding analyzer.

4. EQUIPMENT AND MATERIALS NOT INCLUDED IN THE DELIVERY SET
For a general blood test, it is recommended to use:

e Automatic hematology analyzers equipped with the MPA: Swelab Alfa Standard series
(RU No. FSZ 2008/03318), Swelab Alfa Plus (RU No. RZN 2023/19524, except for the
Swelab Alfa Plus Basic model) and Medonic M-series M32 (RU No. RZN 2022/16968,
except for the M32B model).

LU' Boule Medical NB
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5.1.

5.2.

5.3.

6.1.

6.2.

6.3.

SE

Vacuum tubes for venous blood, or microtubes, with EDTA anticoagulant, which are
specified in the User Manual of the corresponding analyzer.

Personal protective clothing.

Tissue with disinfectant (for example, 70% isopropanol solution).

Lancet or scarificator.

Clean gauze pad or tissue.

5. ANALYZED SAMPLES
Micropipettes are used for direct collection of fresh capillary blood fi*om a finger, or for
the selection of venous blood samples previously taken into vacuum tubes with
anticoagulants K2ZEDTA/K3EDTA.

The choice of the type of biomaterial is determined by practical or clinical expediency in
the process of taking directly from the patient.

The type of additive of the vacuum tube (K2EDTA/ K3EDTA) from which venous blood
is taken into the micropipette does not affect the clinical results oftests conducted using
hematology analyzers manufactured by Boule.

6. THE USE OF MICROPIPETTES IN THE DEVICE OF MICRO PIPETTE
ADAPTER (MPA) INHEMATOLOGY ANALYZER

Operational environment for micropipettes together with Boule analyzer system is
temperature range of (18 - 32) °C; and relative humidity range of (10 - 90) %.

The micropipette is ready for use. To remove a single micropipette, use the dispenser hole
on the lid of container. It is recommended to use the micropipette holder to grasp a
micropipette and install it in the MPA device (included in the analyzer).

To analyze a capillary sample (Micro Pipette Adapter, MPA)
1) Preparation of MPA device:
a) Pull outthe MPA device from the analyzer. (The analyzer will give an instruction
to put back the loaded MPA device to start the analysis cycle.).
b) Remove the previous sample micropipette. (If applicable).
¢) Place the adapter on the table.

Boule Medical AB
Domnarvsgatan 4
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Micropipette

2) Prepare a capillary sample, see below. Section 7 Sample collection.

a) Samples should be analyzed directly after collection and for optimal results not
longer than 10 minutes from collection.

holder

MPA device

Micropipette

3) Micropipette insertion to device and analyzer:
a) Insert the micropipette into the MPA device as shown above, using the

micropipette holder.
b) Inserting the MPA device into the analyzer automatically starts the analyzing

sequence.
¢) The sample results will be displayed after 45 seconds.

Note: Do not remove MPA device during sample aspiration or analysis. Removal prior to
completion of analysis may cause erroneous results.

6.4, Completion of the procedure:
Dispose of the scarificator, micropipette and other spent materials according to the

laboratory protocol (see also "Disposal")

7. SAMPLE COLLECTION
Detailed procedure of the blood collection is described in Section 4 of the user manuals of the

above listed analyzers.

7.1. General principle oftaking micropipette sample from a finger stick.
Handling of capillary blood samples:

Boule Medical AB
- Donmarvsgatan 4
I SE-163 53 Spinga. Sweden
E-mail: info*ttboule.com
www.boule.com
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e The sample in the EDTA micropipette can be analyzed directly after collection and for
optimal results not longer than 10 minutes from collection.

e For capillary samples collected in EDTA micro tubes follow section 7.2 below.

Do as follows:
1) Remove MPA adapter from the analyzer by gently pulling the handle

2) Choose a site for skin puncture

3) Warm the skin site for 3-5 minutes before puncture to increase blood flow to the site
(arterialization). This can be done using a warm, moist towel or other warming device.

4) Cleanse site with 70% aqueous solution of isopropanol or appropriate disinfectant.
Allow the skin to dry before puncture.

5) Perform a puncture:

Follow instructions-insert in the packaging of scarificators (lancets).
a) Firmly press the scarificator to the puncture site and pierce the skin; it is important
to perform the puncture reliably and deeply to obtain-the flowing drops of blood,
which will increase the accuracy and reproducibility of the results.

6) Collect specimen in micropipette:

a) After puncture, wipe away the first drop of blood with a clean tissue or gauze pad.
(First drop of blood often contains excess tissue fluid.)

b) By holding puncture site downwards and applying gentle, intermittent pressure
above the site, the blood flow will be enhanced. Do not use scooping motion or
strong repetitive pressure, “milking”, to the site. (This can cause hemolysis or
contaminate sample with excess tissue fluid.)

c) When second drop forms, collect blood either in a tube or with a micropipette:

e Tube: Turn the patient’s palm downward and position a micro collection
tube directly under puncture site to collect blood drops.

* Micropipette: Use the micropipette holder to grasp a micropipette. Holding
the micropipette towards one end or the other, instead of in the middle, is
best for filling and insertion. Aspirate the sample, holding the micropipette
at a slightly downward angle, for quickest fill, and being careful to only
allow the tip of the pipette to touch the drop of blood paying attention to
the fact that the tip of the micropipette touches only a drop of blood
(without touching the finger).

Boule Medical AB

- Dcmuan'Sgaian 4
SE-163 53 Spinga. Sweden
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e Fill the micropipette completely.
e Be careful not to wick hlood from open ends of the micropipette
Failing to do so may cause incorrect and non-reproducihle results.

7) Complete procedure:

a) Transport sample to analyzer for processing by inserting filled micropipette into
the MPA adapter using the micropipette holder. Insert the holder into the analyzer
and an analysis cycle with automatically begin.

b) Samples should be analyzed directly after collection and for optimal result not
longer than 10 minutes from collection.

7.2. Fill a micropipette with venous blood sample.

¢ Venous blood samples should be collected in a K2ZEDTA or K3EDTA tubes in
sufficient quantity and be gently mixed after sampling in order to obtain accurate
results. Please follow the recommendation of the EDTA tube supplier.

¢ Obtain the sample by means of a clean venipuncture to minimize platelet aggregation.

Limitations:
e« Samples drawn in an open tube or vacuum tube should be analyzed between 15
minutes and 8 hours after sampling for most accurate results.
 The sample should be kept at room temperature. Excessive cold or heat could cause
erroneous results.

Do as follows:

1) Before sampling the blood into the micropipettes, make sure the tube is thoroughly and
carefully mixed for 4-8 times, and that there are no visual signs of hemolysis.

2) Filling micropipette with the venous blood sample:

a) Use the micropipette holder to grasp a micropipette (holding it on one end and not
the middle will facilitate filling of blood).

b) Using your other hand tilt the sample vial so the blood nears the opening of the
tube.

c) Place the micropipette end into the sample vial and aspirate blood via capillary
action.

d) When the micropipette is completely filled remove it from the vial.

Boule Medical AB
Domnarvsgatan 4
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E-mail: iofoto-boule.com

46426-2 Publ. Date: 2024-01-11 8/10

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



A',q',q H

46426-2

8.1.

8.2.

9.1.

9.2.

9.3.

e) Wipe off any excess blood on the outside surface without removing any blood
from the inside ofthe micropipette.
f) Proceed as described in 7.1 Step 7.

l . \ CAUTION

e Fill the micropipette completely.

e Be careful not to wick blood from open ends of the micropipette
Failing to do so may cause incorrect and non-reproducible results.

8. TRANSPORTATION AND STORAGE
Storage of the product in the manufacturer's packaging should be carried out at a
temperature of
2-30 ° C during the entire shelf life. The shelf life of a closed container is 36 months.
Provided that the container is re-sealed between uses, the stability of the products in the
opened container is maintained until the expiration date.

Transportation of micropipettes can be carried out by all types of covered transport in
compliance with the conditions and requirements established for this type of transport at
the storage temperature for micropipettes.

9. DISPOSAL OF THE PRODUCT

When using the product, waste of classes A and B is generated, which is classified and
destroyed (disposed of) in accordance with 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” and MU 287-113 "Guidelines for
disinfection, pre-sterilization cleaning and sterilization of medical devices".

Micropipettes after their use belong to medical waste, potentially dangerous in relation to
the spread of infectious diseases transmitted with blood and are medical waste of class B -
epidemiologically hazardous waste.

Unused products, including expired ones, belong to Class A waste, which should be
disposed of as solid household waste.

Boule Medical AB
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9.4. There are no potentially hazardous materials or substances, there is no possibility of
explosion or fire.

10. SAFETY AND ENVIRONMENTAL PROTECTION REQUIREMENTS
10.1. Since there is no guarantee ofthe absence of infectious agents in human blood samples, all
products should be treated as potentially biologically dangerous. It is necessary to strictly
observe the rules of disposal and use gloves, laboratory clothing and eye protection.

10.2. Serious incident.
If a serious incident occurs in connection with a Boule Medical product, it is necessary to
send a notification to the authorized representative of the manufacturer and to the
supervisory authority.

10.3. Possible toxic effects and first aid measures: Non-toxic.

11. WARRANTIES OF THE MANUFACTURER
11.1. Warranties extend to all characteristics indicated on the label and in the Instructions for
Use throughout the entire shelf life, provided that the conditions for use, storage and
shipping are complied with the instruction.

11.2. Manufacturer information: Boule Medical AB, Domnarvsgatan 4, SE-163 53 Spanga,
Sweden E-mail: info@boule.com Website: www.boule.com.

11.3. Claims on the quality of the product in the territory ofthe Russian Federation should
be sent to: Boule LLC “Boule Medical”, Russia, 142153, Moscow region, Podolsk,
Novoselki village. Technopark area, h. 13, bid. 2, office 4, room 107, E-mail:
boule.registration@ mail.ru Website: www.boule.com/ru/.

11.4. Medical device is admitted to circulation on the territory of the Russian Federation.
Registration certificate #... of,..

1T} Boule Medical AB
Dmnnarvsgatao 4
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MepeBof C aHIMACKOTO W WBEACKOTO A3bIKOB Ha PYCCKUI A3bIK

MeuaTb: FocyaapcTBeHHbIN HoTapuyc B CTokronbMe™ Mabpuanb Pyabek
AMNOCTWINb

(Faarckas KoHBeHUWA oT 05 okTA6psA 1961 r.)
1. CtpaHa: LW Beuuns

HacTtoAawunn opuumnanbHblii LOKYMEHT

2. nognucaH Fabpuanem Pya6ekom

3. fjeicTBylOULMM B KayecTBe [0CyJapCTBEHHOro HoTapuyca

4. CKpeneH neyaTblo/WTaMMNOM

FocypapcTBeHHOro Hotapuyca B CTOKrosibme

Y LOCTOBEPEHO

5. B CTOKronbme 6. 17.09.2024 .

7. Hn ge Kalizepom

3amecTuTenem FocyaapCTBEHHOro HOTapuyca

8. Ne 3332
9. Meyvatb/wTamn ! 10. Mopgnuceb
MevaTb: FOCyfapCcTBEHHbIW HOTapuyc B (noanuce)

Ctokronbme* abpuans Pynbek

3354
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Norotun boynb

ConpoBOANTENbHOE MUCbMO K JOKYMEHTY

A, Hwuknac JlyHakBucT, PykKoBOAWTENbL OTAena MNO BOMpocaM KayecTBa U
perynuposaHua LLBeuna ©n Becb MUP, HACTOAWWM NOATBEpXAakw, 4TO 3TOT
JOKYMEHT ABNSAAETCA TOYHOW KOMMe opurmHana kKomnaHum boyne;

- MHCTpyKUMA No NPpUMeHeHUI0 TONbKO Ana P® Mukpokanunnapbl #46426-2

KOTOPbIN 6bl1 pacCMOTPEH U 0J06peH B LM(POBOM BUAe B CNeLnanbHOW CUCTEME
AOKyMeHTauun LleHTypu (Centuri).

CnoHra, 16.09.2024

(nognuce)
Huknac JlyHgkBucT, PykoBoaguTenb OTAena MO BOMpocaM  KayecTBa M

perynuposaHus LLBeuunsa n Becb Mup

MevaTtb: BOY/NIb MEAVKAN AB* CTOKIOJIbM WWBELUWA* Boynb

W ramn:
A, HWKenognucaswmnincs Mabpuans Pyabek, FocyaapcTBeHHbIR HOoTapuyc ropoga CTOKronbma,

L Beyns, HaCTOAWMM YAOCTOBEPALD, UTO

Nelid Huknac yHAKBUCT
Bblfan v NoAnNucan BblWenpUBeAEHHbIA JOKYMEHT.

MownnHa Ctokronbm, 17.09.2024 .
KpoH OdwuynansHo: (nognucs)

MeuaTb: FocygapCTBeHHbIN HOTapnyc B CTokronbme™ Fabpunans Pyabek
3354

Wramn:

Mabpuans Pyabek

ocyaapCTBEHHbIN HOTapuyc

ApBokaT-I'ocyaapCTBeHHbIN HOTapuyc

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

KyHrcrataH 48, 111 35 CTOKronom

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

SE-163 53 CnoHra, LLiBeuus 3MeKTpoHHas noyta: info@boule.com cant: www.boule.com
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MHCTPYKUNA TONbKO Ana P® T~01n1l0

MwuKpoKanunnapsl

MHCTPYKUWMAN o NMPUMEHEHNIO MEAVLIMIHCKOIO N3AENTNA
Mukpokanunnsapbl Boule nnacTukosble ¢ 9ATA ANa MUKPOKANUANAPHOTO aganTepa
aBToMaTMuYecKux remaTonornyeckux aHannsaropos (Boule MPA Micro Pipettes, Plastic)

1. HASBHAYEHWE

1.1. Mukpokanunnapel Boule nnacTwukosble ¢ SQATA ANa MUKPOKaNuANSpPHOro aganTepa
aBTOMaTMUYEeCKMX remaTonornyeckux adHanmsaTopos (Boule MPA Micro Pipettes,
Plastic), 3gecb W panee MWKPOKanuanapbl, SABAAKOTCA KanWANApHbIMWM  Tpyb6Kamu,
nokpbITeiMn K23 TA 1 npefHaszHayeHbl NpKu in vitro gnarHoctuke gns cbopa KpoBu u3
nanbya wWAM u3 ob6pasya BEHO3HOW KpoBWM. MWUKpOKanuangapbl WCNOAbL3YKTCA ANS
HenocpeACTBEHHOW YCTaHOBKM B YCTPOMCTBO MUKpokKanunnspHoro agantepa (MKA)
aBTOMaTU4YecKnX remaTonornyeckux aHanmsatopos Swelab u Medonic B cOOTBETCTBUM C

pykKoBOoACTBaMKu NOMb30BaTENNA K 3TUM aHanm3aTopam.

MUKpOKanunnspbl MCNONb3YTCS Kak BCNOMOraTenbHoe CPefCcTBO ans
(YHKUMOHWPOBAHWSA TEMAaTONOTMUYECKMUX aHanM3aTopoB MNpWM WX UCMONb30BAHWUK MO
Ha3HauYeHU C MeAWLUMHCKON Uenblo. Kak cnefgcTBue, HayuyHas O0GOCHOBAHHOCTb W
KAMHUYECKUE XapaKTePUCTUKM 3aBUCAT OT aHanu3aTopa, K KOTOPOMY OHW MpuiaralwTcs.
Takum 06pa3oM, KakK Hay4yHas O060OCHOBAHHOCTb, TaK W KAMHWUYECKME MNOKasaTenun
CUMTAlOTCA HENPUMEHUMBIMU K MUKpoKanunnspam. OfHako, WMENTCS KAUHUYecKue
[laHHble MO0 COBMECTHOMY WCMO/Ib30BAHUIO MUKPOKANUAAPOB B MWUKPOKAMNUANSPHbIX
aflantepax reMaTofiorMyYecKNX aHann3aTopoB NpounsBoAacTea Boule.

WN3pnenve He cTepUIbLHOE, OAHOKPATHOTO NPUMEHEHNS.

1.2. O6nacTb NpUMeEHeEHUA: KNMHMUYECKas nabopaTtopHas gnarHocTuKa in vitro.

1.3. W3pgenue cnyXuT Kak BCNOMOratenbHoe CpefcTBO ANA NpoBefeHUs o6LlWero aHanusa
KpoBMU (OAK), OCYLLLECTBNAEMOT O aBTOMAaTUYECKUMU remMaronornyecKumMm
aHanusatopamu. O6LWMNI KNIMHUYECKMIA aHaNN3 KPOBU HaszHa4yaeTCs MPU CKPUHWUHTOBbLIX W
AucnaHcepHbIX 06cnefoBaHuAX, U depeHyanbHOR gMarHoCTnKe 3a6oneBaHuii KPOBU 1
MOHUTOPWMHIe MPOBOAUMON Tepanuu.

OrpaHuyeHus; MUKPOKanuANApbl He CTaBAT AMArHO3bl NaLMeHTam.

1.4. TMpegHa3HaYeHHbIW MNONb30BaTeNb: Mukpokanunnapbl  npegHasHauyeHbl  And
npoeccMoHanbHOro npuMeHeHnss B nabopatopumn. [Monb3oBaTeNnb AO/MKEH 06/1agaTb
6a30BbIMK NabOPATOPHLIMM HaBblKaMW, Hampumep, Bpay KAWHWYECKOW nabopaTOpHOI
ANarHoCTUKW, MeAULUHCKINIA NabopaTOPHbIA TeXHUK (henbawep-nabopaHT), MegcecTpa..

u Boule MedicHI /1B
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Mukpokanunnspbi

1.5. Pucku npumMeHeHUs U onucaHue cnoco6os ynpasneHnda 3TMMmMm puckammnm B LENAX

CHUXEHNA X Ao AonyctumMoro ypoBHA:
* B uenax cHMxeHus pucCKa 3apa>xeHna nposoanTe npoueaypy B3dATUA KPOBU, NCNOJb3YyA

cpeAcTBa MHAMBUAYANbHON 3aWnThl (Xanart, NepyaTKu, 3aWUTHbIE 0UYKN).

e B cnyyae KOHTakTa C OMOMOrMYeCKUM MaTepmasom TuiaTeNbHO MpogesnHuuupylite
MecTO KOHTakTa 70% crnmpToM WUAN aHTUCENTUKOM.

* He ncnonb3yiTe Kanunnsapbl ¢ UCTEKLLIMM CPOKOM FOAHOCTM.

* W3Bnekante MUKpPOKaANUANAP W3 KOHTelHepa TONIbKO HENOCPeACTBEHHO nepej
Mcnonb3oBaHWeM. 3arpsisHeHMEe MbiNb0 UAN TPA3LID MOXET MPUBECTU K OWMNOOYHBLIM

pe3ynbTaTam.
e Mukpokanunaspbsl cneayet TMpUMeHATb B COOTBETCTBMM ¢ WHCTpykuueli no

npumeHeHuto. T[loacoefMHeHUe K MUKPOKaNWANSAPHBIM afantepaM aBTOMATUMUYECKUX
reMaToforMyeckMx aHanM3aTopoB oONucaHo B PYKOBOACTBE MO0/b30BaTeNs KaXA0Oro

aHannsartopa.

1.6. MpoTuBonokasaHus: [poTMBOMOKa3aHU B pamMKax YCTAHOBMEHHOr0 Ha3Ha4YeHUs He

NMeEeT.

1.7. B03MOXHble MN060YHbIe felCTBUSA: M3BecTHble MO6GOYHbIE [AeliCTBUA, CBA3aHHbIE C
MPUMEHEHNEM MUKPOKANWUANAPOB, OTCYTCTBYHOT.

1.8. MpuHuWUN felicTBUS 3aKIHOYAETCA B UCNOAb30BAHUU KanuaispHoro addekta gns 3a6opa
KPOBM CamMOTEKOM B MUKpoKanuansap. Mukpokanuanapbl paspa6oTaHbl crneynanbHo Ans
pa6oTbl B MUKpokanunnspHom agantepe (MKA) aBTOMaTMYeCKMX TeMaTo/ornyeckux

aHanu3aTopoB NpousBoAcTBa Boule.

2. TEXHUWYECKAA CNEUVOPNKALNA

2.1. TexHuyecKasa cneyngpuKkayms:

MapameTp 3HayeHue

BHewHuii gnameTp 1,75 mm £0,03 mm
BHyTpeHHUI anameTp 0,94 mm £ 0,03 Mm

AnvHa: 28,8 MM = 0,8 MM
BHYTpeHHUIi 06beM; 20 pL (R <0,5%, KB; < 1,0%)

2.2. Mukpokanunnapsl N3rotoeneHbl U3 nonmsuHunxnopunga (MBX).

2.3. MuKpoKanunnapbl  U3HYTPUM  MNOKpbITel  K23ATA B KayectBe KOMMOHeHTa ANA
npefoTBpaLleHna Koarynaumm Kposun. Konmyectso aHTuKoarynaHta coctasnset 35-70 MKr

Ha 1 MuKpokanuansp.

Boule MedicfllAB

Oomnirvsgfitao 4
SE-163 S3 SpAnga, Sweden
]_ M E-msil; info@bouic.com
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Mukpokannnnsapel

2.4. OTBepCTUE-AUCTIEHCEP B KPblWWKe KOHTeliHepa NO3BO/SET W3BMeKaTb Kanuaaspbl Mo
ogHOMY.

2.5. MunKpoKanunnapbl aHanMTUYeCKMX NokKa3aTeneil He UMEKT U He BAUAKOT Ha aHanuTuyeckue
XapakKTepUCTUKN MOCNeAyrLWmMx WU3MEpPeHnUidn, KoTopble ob6ecrneynBalTCcad BblOpaHHON

nosib3oBaTe/sIeEM MOAENBK aHamn3aTopa.

2.6. B KOMNeKT nocTaBKU MeAULMHCKOro usgenus exoaar: Mukpokanunnsapsel (1 ynakoska 100
Wwt.) M VIHCTPYKUMA NO MNPUMEHEHUIO (HE MeHee OfHOM0 3K3eMNaApa Ha Kaxforo
nonb3oBatensa). Konua HacToAwen MHCTpykunn 6yaeT ony6imkoBaHa B OTKPbITOM AOCTynMe
Ha cainTte www.boule.com/ru/ nocne rocygapCTBEHHON perucTpaymm MeauLUHCKOro

nsgenus.

2.7. CnMBO/Mbl MAPKUPOBKMW Ha MEPBUYHON U TPAHCMNOPTHOW yNaKOBKeE:

K2EDTA ByKBeHHbIV KOA HanoNHUTENA
EE] Kog napTum (noTa)
1 CONT 1 CopfepxaHue

Homep no karanory

MeauumnHcKoe nsfenne Ans AMarHoCcTUKM in vitro

O6paTuTeCh K MHCTPYKLUU B 3/1eEKTPOHHOM BuAe

Jeknapauunsa cootsetcTeus EC
logeH go

OthaHnueHuns no Temneparype
MpoussognTens

CTpaHa npoun3BoACTBa

N3penne ofHOKPATHOTO NPUMEHEHUS

GTIN Fno6anbHblli HOMep ToBapHO eanHuubl (GTIN)
2D LW Tpux-kog matpuubl gaHHbIX (GS1)
(ONGTIN
(10) Nnot
(W) Aata npoussoacTea

2.8. Mukpokanunnapbl ynakoBaHbl no 100 wWTyK B MJacTUKOBbIE KOHTEWHepbl. MepBUYHbIE
KOHTeliHepbl (KaT. Ne 1070039, 1x100 wT. MUKPOKaNnuAAspoB) ynakoBaHbl no 10 WTYK B
TPaHCMOPTHbIE KapTOHHble KOpobky (KaT. Ne 1070039, 10x100 wWT. MHKPOKaNUANapos).
Ecnn nonb3oBaTeNb 3aka3biBaeT [pPYroe KOMMYECTBO KOHTEMHEPOB, OHW MOryT O6biTb

Boule Medical AB

Domnarvsgatan 4
SE-163 53 Sp4uga. Sweden
l I IJ E-mail: infQ@boule.com ‘ €

www.boule.coiu
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ynaKoBaHbl B NMAaCTUKOBbLIN MaKeT C 3aCTEXKOW M 3TUKETKOW. KonnmuyecTBo KOHTEWHEPOB
YKa3blBAETCS Ha 3TOW 3TUKETKe.

2.9. WVspenue He COLepXWUT IeKapCTBEHHbIX CPEACTB, MAaTepManoB XXMUBOTHOIO UK
4e/I0BEYECKOro NMPOUCXOXAEHMS.

3. MEPbl NMPEAOCTOPOXHOCTMU

3.1. Knacc noTeHUManbLHOro pucka NpUMeHeHus: 2a.

3.2. Mpu BbINONHEHUM nabopaTOpHOro  wMccnegoBaHwWst  crnegyeT  cobawgaTb  Mepbl
NpesoOCTOPOXHOCTW, MNPUHATBIE nNpu  paboTe ¢ MNOTEHUMaNbHO  UHMEKLWOHHBIM
matepmanom. OCHOBHble npaBuna paboTbl W3N0XKEHbl B «WVHCTPYyKUMM MO Mepam
nNpogMnakTUKMW pacnpocTpaHeHUs UHMEKLMOHHbIX 3aboneBaHuii Nnpu paboTe B KAWHMKO-
LVAarHoCTUYeCKunX naboparopusax NneyebHO-NPOPMUIAKTUYECKNX YUpPEXAEHN»,
yTBEPXAEHHOW MuH3gpasom CCCP 17 sHBapst 1991 r. n B MeTOAMYECKUX YKa3zaHUAX MY
287-113.

3.3. TlpoBoguTe Npoueaypy B3ATUSA KPOBU, NCNOMb3YS CPeACTBA NHANBUAYANbHOM 3aLUThbI
(xanaT, nepyaTku, 3alWlUTHbIE 0UYKN).

3.4. TMpwn paboTe ¢ n3gennem cnegyeT cobnopats TpeboBaHus:

e CaHlunH 3.3686-21 «CaHWTapHO-3NMAeMNUONOrnYeckne TpeboBaHMa No npoduiakTnke
NH(EKLNOHHbIX 60/1e3Hel»;

e TOCT P 52905-2007 «JlabopaTopun MegnumHckune. TpeboBaHMA 6e30MaCHOCTU»;

e« TOCT P 53079.4-2008 «TexHonorun nabopatopHble KAuMHMYeckne. ObecneyeHune
KayecTBa K/AMHWYECKUX nabopaTopHbiX uccnegosavuii. 4.4, [MpaBuna BeAeHUS
npeaHanMTUYECKOro atana.

3.5. 3akpbliBaiiTe NNaCTUKOBLIA KOHTeNHep (MEPBUYHYIO YNAaKOBKY) C MUKpPOKanuanspamm
cpasy nocne Mcnonb3oBaHus.

3.6. WN3pgenue ogHOKPaTHOrO MPUMEHEHNSA, HE MCMOb3YTe NOBTOPHO.

3.7. TlpumeHeHne MUMKPOKaNnuNAsapoB AOMYCKAETCA TOIbKO COrNacHO AaHHON NHCTpyKUMn m
CBefeHNAM, yKa3aHHbIM B PYKOBOACTBE N0/b30BaTeNI COOTBETCTBYHOLLErO aHanmMsaropa.

4. MATEPWANbLI N OBOPYAOBAHWE, HE BXOA4AWNME B KOMNNEKT
MOCTABKWN

[ns npoBefeHnsA 06WWero aHanm3a KpoBu peKOMEHAYeTCA UCMNO/b30BaTh:

e O6opyaoBaHHble ycTpoiicTBOM MKA aBTOMaTM4yeckne remMaTofiorMyeckme aHanm3aTopsbl:
Swelab Alfa cepun Standard (PY Ne ®C3 2008/03318), Swelab Alfa Plus (PY Ne P3H
2023/19524, kpome mogenu Swelab Alfa Plus Basic) 1 Medonic M-series M32 (PY Ne
P3H 2022/16968, kpome mogenn M32B).

e BakyyMHble Npo6MpPKK ANS BEHO3HOW KPOBU MAN MUKPOMPOOMPKMK, C aHTUKOArynsHTOM
OATA, KoTopble YyKasaHbl B PyKOBOACTBE MNO0Jib30BaTefii COOTBETCTBYHLLErO
aHanusartopa.

w Boule Medical AB
nanB  SE63 S Spiugs Sweden .
oA boule com R
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e [lepcoHa/bHYH 3aUMTHYIO 04eXay.
e CandgeTku c fe3nHdekTaHTOM (Hanpumep, 70%-HbIM pacTBOPOM M30MpPONaHona).

e JlaHUET uan ckapudgmkaTop.
e UpcTyto mapno unu cangeTky.

5. AHAJIM3NPYEMbIE OBPA3LbI
5.1. MwuKpokKanunnspbl UCMNOMb3YKTCA ANA HEMOCPEACTBEHHOIrO 3abopa cBexel KanunnspHou
KpoBM M3 nanbua, nMb6o oTbopa npesBapuTeNbHO B3ATbIX B BaKyyMHble NpoOOGUMpKM C
aHTukKoarynsaHtamun K23 4TA/K33ATA o06pa3L0B BEHO3HOI KPOBM.

5.2. Bblbop Tuna 6GuomaTepuana onpepenseTcs  MNpPakTUYeCKOW  WMAW  KAWHWYECKON
Llenecoo6pa3HOCTLO B MPOLECCE B3SITUSA HEMOCPEACTBEHHO Y MaLMEHTA.

5.3. Bug Hanonuutens (K23A4TA wnn K33ATA) BakyymMHON npobupku, u3 KOTOpOii
0TO6MpaeTCca BeHO3HAas KPOBb B MUKPOKANWUANAP, He BAUAET Ha KIMHUYECKUe pe3ynbTaThl
TECTOB, TMPOBEAEHHbIX C  WCMO/MIb30BAHMEM  TEMATO/IOTMYECKUX  aHainM3aTopoB

nponssoacTea Boule.

6. NMPUMEHEHWE MUKPOKAMWANAPOB B YCTPOWCTBE
MUWKPOKATINNNAPHOIO AJQATITEPA (MKA) TEMATOJIOTMYECKOTI O
AHAJIN3ATOPA

6.1. Mukpokanunnapsl cnegyet sKcnayaTupoBaTb Npu TemnepaType B guanasoHe
(+18...+32) °C; npu oTHOCMTeNbHOM BRaxHocTH (10 ~ 90) %.

6.2. Mukpokanunnap roTos K ucnonb3oBaHuw.  Ang N3BNeYeHNs eANHUYHOTO
MUKpOKanunnsapa ncnofib3yinTe oTBEPCTUE-LUCTNIEHCED HA KPbILWKe. BpaTe MUKpoOKanunnsap
B PYKM W YycTaHaBnmBaTb B ycTpoiicteBo MKA (BXogMT B CcOCTaB aHanmsaropa)

PEKOMEHAYETCA C NOMOLbLK AepXKaTenA (TaK)Ke BXOANT B COCTaB aHanM3aTopa).

6.3. [na aHanusa KanunnspHoi KpoBu (MUKPOKanunnapHblin agantep, MKA)

1) NMoaroTtoBKa ycTpoiicTea MKA:

a) BbiTAHMTe ycTpoitcTBo MKA 13 aHanm3aTopa 3a pykoaTKy. (AHanns3aTop BblgacT
KOMaH/y BEPHYTb 3arpy>KeHHoe ycTpoiicTBo MKA Ha MecTo, UT0Obl HayaTb LUK
aHanmsa).

b) YpanuTe npegblgywmnii MUKpokanunnsap (ecivm NpuMeHUMO).

c) [MonoxuTte aganTep Ha CTON.

2) MoparotoBbTe 06pasel, KaNnMAMAPHON KPOBU, CM. HMXKe, pa3gen 7 Coop 06pa3L,0B KpoOBU.

H Boule Medical AB

[ Domnamgalan 4
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a) OG6pasubl creayeT NpoaHann3MpoBaTb HEMNOCPeACTBEHHO nNocne c6opa U Ans
nofy4yeHnUs ONTUManbHbIX Pe3ynbTaToB He Gosee Yem Yepes 10 MUHYT nocne

cbopa.

JepxaTtenb

YcTpoiticteo MKA

Mukpokanunnap

3) YcTaHOBKa MUKpOKanunnspa B yCTPOMNCTBO WM aHann3aTop:
a) Wcnonb3ys gep)xaTenb, BCTaBbTe MUKPOKaNUANsp B ycTpoincteo MKA, Kak
nokKasaHo BblLLe.
b) BcTaBbTe ycTpolicTBo MKA B aHann3aTop, KOTOPbI/i aBTOMaTUYECKN HayHeT

nocnefoBaTeNlbHOCTb aHanm3a.
c) PesynbTatbl n3MepeHns nNpobbl OyayT oTOOpaXKeHbl Yepes 45 CeKYHJ,.

MpumeyvaHne. He BblHUManTe ycTpolicTBo MKA, noka maeT npouecc acnvpauyum wnm
aHanusa. lpexXxageBpeMeHHOe WU3BJ/IeYEeHMEe YCTPONCTBA MOXET MPUBECTU K OWMOGOYHBLIM

pesynbTaTam.

6.4. 3aBepLueHWe npouesypbl:
YTunusnpynte ckapupukaTop, MUKPOKanuansap u Apyrve Ucnonb3oBaHHble MmaTepuanbl COracHo

nabopatopHbIM npasunam according to the laboratory protocol (cm. Takxe pa3sgen 9 «YTunusauunsa

NpoAYyKTa»).

7. CBOP OBPA3LIOB

Moapo6Haa npouegypa B3ATMA KPOBWM oOnucaHa B pasgene 4 PyKOBOACTB MNO/Mb30BaTens

nepeyncrneHHbIX Bbllle aHa/n3aTopos.

7,1. O6wwmin npuHunn cbopa KPOBM B MUKPOKANWUANAP U3 KOHYMKA NanbLa.
O6paweHune c o6pasyamMmu, CObpaHHbBIMU B MUKPOKaNUANAPLI:
» O6pasybl cnegyetT npoaHanM3MpoBaTb HENOCPefCTBEHHO nocne c6opa u  And
NONyYeHNs ONTUMaNbHbIX pe3ynbTaToB He 60nee Yem yepes 10 MUHYT nocne cbopa.
e [ns ob6pasuos, co6paHHbIX B MUKpoKanunnsapbl ¢ 34 TA cnegyiite n.7.2 HUXe.

Boule Medical AB
Doumarvsgatan 4

SE-163 S3 SpAuga, Swedes
E-mailr
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CgaenaliTe cnegytouiee:

1) N3Bnekute pepxartenb MWUKPOKaNWUANAPHOro ajantepa M3 aHanu3atopa, OCTOPOXHO
MOTAHYB 3a PYKOATKY

2) BblbepnTe Ha KOXe nauueHTa MecTo NpoKona

3) MporpeinTe MecTo NpPoKona: MPOrpenTe yyacToK KOXM 3a 3-5 MWHYT nepeg nNpoKoaoM
4N yBENMYEeHWA TMpUTOKa KpoBM (apTepuanusayuu); 3TO MOXHO BbIMOMHUTL C
MOMOLLLbIO TEMNOrO BAAXHOrO MOMIOTeHLa MW APYTroro CpefcTea 419 Harpesa.

4) NpopesnHULNPYnTe M BbICYWINTE MECTO MPOKOSa; 04MCTUTE MecTo npokona 70 %
BOAHbLIM pPacTBOPOM W30MPOMNaHofiia WAW APYIrUM Ae3UHOULUPYIOLWMUM CPeaCcTBOM;
faliTe KOXe BbICOXHYTb, NpeXje YeMm caenatb NpPoKos.

5) BbinonHNTE NPOKON;
CnepyiTe MHCTPYKLMUAM B yNnaKoBKe ckapugukatopa (naHueTa).
a) Kpenko npmxmnte ckapudukatop K MecTy MPOKoaa U MPOKOAUTE KOXY; BaXXHO
BbIMO/IHUTL MPOKON HafeXHOo W rny6okKo ANA NONy4YeHUs BbITEKaKLWMUX Kanenb
KPOBW, YTO MOBbLICUT TOYHOCTb M BOCNPOU3BOLNUMOCTb Pe3ybTaToB.

6) CobepuTe o6pasel, B MUKpOKanunnap;

a) [llocne mpokona BbLITPUTE MeEPBYH Kanakw KPOBU YWUCTON TKaHbO WAW Mapnen
(nepBas Kamns KpPOBM Hepeako CcOAepXWUT 60MblIO0e KOMMYECTBO TKaHEBOWA
XNJKOCTN)

b) YpepxwuBas nanel MecTOM NpoKOaa BHM3, HECKONbKO pa3 OCTOPOXXHO COXMUTE
naney Bbllle MecTa MNpoKofa AN YCWeHWA NOTOKa KpoBW. He npumeHsiiTe
cockabnunBarWMe WA CUNbHbIE BbliaBNBaKOWNE ABVXKEHUA, HE MPUKNablBaiTe
yCUANs cnocobom «f0eHnsi» (3TO MOXKET Bbi3BaTb FEMOMIN3 UM 3arpA3HUTL NPo6y
M36bITKOM TKaHEBOW XWNAKOCTN)

c) Kak TOnbKO o06pasyetca BTOpad Kannd, cobepuTe ee B MUKPONPOOGUPKY wunn
MUKpOKanunnap:

e Mukponpobupka: [loBepHMTe nafOHb NauyueHTa BHW3 W PacnonoXuTe
MUKPONPOOMpPKY ANs c60pa KPOBM HEMOCPeACTBEHHO MO MECTOM NpPOKona,
YTO6bLI COOpPaTb Kanau KpoBu.

e Mukpokanunnap: Bo3bMUTe MUKPOKaNUAAAP C MOMOUWbK AepXaTens
MUKpoKanunanapa (y4ep>XuBainte MUKPOKaANUANSAP 3a O4WH U3 KOHLLOB, a He
nocepefuHe, MNOCKOMbKY 3TO 006/erynt 3anofiHEHWE U YCTaHOBKY).
BbinonHuTe acnupauuto npobbl, cCnerka HakJOHUB MWKPOKAMNWANAp BHU3
ONa CKOpeilwero 3amnonHeHWss M obpaw,asd BHMMaHUEe Ha TO, 4YTOObI
KOHUYMK Kanmunnspa Kacancs TONbKO Kanau KpoBu (He Kacascb

nansua).

A OCTOPOXXHO!
3anoNHNTe MUKPOKANUANAP NONHOCThIO.

i} Boule MedicAl AB
[ Domnarvsgslan 4 N N
SE-163 S3 Sp«Dga. Sweden W A
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e byAbTe OCTOPOXHbI, 4YTO6bI KPOBb He BbiTeK/a W3 OTKPbITbIX KOHLOB

MUKpoOKanunnspa.
Heco6ntogeHne  3Toro  Tpe6oBaHWA  MOXET  NPWBECTM K  HeNpaBWUbHbIM U

HEBOCMPOWN3BOANMbBIM PE3Y/IbTaTaM.

7) 3aBepuieHue Mpoueaypbl:

a) MepeHecuTe o6Gpasey B  aHanMsaTop  MyTeM  BCTaBKW  3aMOMHEHHOrO
MUKpOKanunaspa B ycTpoiicTBo MKA ¢ momouiblo gep)xatens MUKpoKanuanspa
BcTaBbTe YCTPOWUCTBO B aHaNM3aTop, U LMK HAYHETCH aBTOMATUYECKHN.

b) O6pasubl cneayetT npoaHanM3npoBaTb HeNocpeAcTBeHHO nocne c6opa U Ans
nosy4yeHuUs ONTUManbHbIX pe3ynbTaToB He 60nee yem yepes 10 MUHYT nocne c6opa.

7.2. 3anonHeHWe MUKPOKanuanspa BEHO3HON KPOBbHO.

e Oo6pasubl BEHO3HOI KpoBW criegyeT cobpaTb B npobupkn K234TA wnnn K33ATA B
[OCTAaTOYHOM KONMMYeCTBe W aKKypaTHO MepemellaTb Mocne B3ATUA Npobbl Ans
nofnyyeHus TOYHbIX pe3ynbTaToB. [loxanylicta, cneayinte pekomMeHgaumam
nocrtasliMKa npobupok 34TA.

e Bo3bMuTe obpasel, C MOMOLbIO YUCTON BEHUMYHKLWUU, 4TOObLI CBECTU K MUHUMYMY
arperayuio TpoM60LUTOB.

OrpaHnyeHuns:

» O6pasybl, B3ATble B OTKPbITOW Mpo6MpKe wWnM BaKyymMHON npobupke, cnepyet
aHanu3npoBaTb B MpPOMeXyTke OT 15 MMHYT A0 8 4acoB nocne B3ATUA NPo6bI And
nony4vyeHns Hanbonee TOUHbIX Pe3ybTATOB.

» Oo6pasey cnegyet XpaHUTb NpuU KOMHATHOW Temnepatype. Upe3amepHoe oxflaxieHue
UM HarpeBaHWe MOXET MPUBECTM K OWMOOYHbIM pesybTaram.

CpenaiTe cnegytolyee:

1) Mepep B3TMEM NPOGLI KPOBM B MUKPOKanuanap ybeamTtech, UTo Npobupka TwaTenbHO
nepemMellaHa 4-8 pas n YTo HeT BMU3yaNnbHbIX MPU3HAKOB remMosn3a.

2) 3anofHeHMe MUKpoOKanunnspa 06pasyoM BEHO3HO KPOBMU:

a) [Ana 3axBaTa MWKpOKanunnspa WUcnonb3yiTe pgepxatenb  (yAepXuBaHue
MUKpOKanuansapa Ha O4HOM KOHUE, a He B CcepefwnHe, o6neryaeT 3aMofIHEHUE
KPOBbIO).

b) [pyroin pykoi HaknoHMTe NPOBUPKY C NPo6oii Tak, YTO6Gbl KPpOBb MpnbaM3nMIach K
OTBEPCTUIO NPOBUPKN.

C) BHecuTe KOHYMK MUKpOKanuanspa B NpobupKy ¢ Npo6oi M BbINONHUTE acnupawmio
KpOBW BCNEACTBME KaNnUANSPHOro agekTa.

d) Korga mukpokanunnsap nosHOCTbIO 3aMOMHUTCA, U3BNEKNTE €0 N3 NPOBUpPKN.

€) BbITPUTE MW3NIUWKN KPOBU C BHELWHe MOBEPXHOCTU 6e3 yjaneHWsa KpoBWU W3
BHYTPEHHEN YacTn Kanunnsapa.

f) [anee cnepyiite ykasaHmam 7.1 war 7.

Boule Medical AB
[} Domnarvagatm 4
SE-163 33 SpAnga. Sweden

o
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A OCTOPOXHO!

‘ ¢ 3aNoJIHHTE MHKPOKaMH/UIAP NOJIHOCTDIO.
e ByabTe OCTOPOXHBI, YTOGhI KpPOBb He BBITEKJA H3 OTKPLITHIX KOHIOB

MHKpOKaImHJ/LIsApa.
Heco6monenne 3Toro Tpe6oBaHHS MOXET MNPHBECTH K HENPABHIbLHBIM H

HEBOCNPOH3BOAHMbLIM PE3Y./ILTATAM.

8. TPAHCIIOPTHPOBAHHE H XPAHEHHE

8.1. XpaHeHHe M3aeHs B YNAKOBKE MPEANPHATHA-H3TOTOBHTENA NOKHO OCYLIECTBAATHCA MPH
temneparype 2-30 °C B TeuenHe Bcero cpoka roaHocTH. Cpox rOZHOCTH 3aKpPbITOrO
KOHTelinepa cocraBaser 36 MecsueB. I[Ipu ycnoBHH, YTO KOHTEHHEpP NOBTOPHO
3aKPBIBAETCH MEXIY MCIONb30BAHHAMH, CTaOMNBHOCTL H3AEIHH BO BCKPHITOM KOHTEHHepe
COXpaHsAeTCA A0 HCTEeYEHHS CPOKa FOAHOCTH

8.2. TpancnopTHpoBaHHEe MHKPOKANMW/UISPOB MOXET NMPOH3BOAMTHCA BCEMH BHAAMH KPBITOTO
TpaHcnopTa ¢ cobnoaeHHeM yclIoBHi H Tpe6OBaHMif, YCTAHOBJIEHHbIX Ha NAHHOM BHJE
TPAHCNOPTA, NPH TEMNEPaType XpaHEHH MHKPOKaITHJUIAPOB.

9. YTHJIM3ALIMA U3EJIAA

9.1. Ilpu wucnonp3oBaHuM u3neaus o6pasyiorcs orxoaml knaccoB A u b, koropeie
KNacCHPHLUHPYIOTCA H YHHUTOXAIOTCA (YTHIM3HPYIOTCA) B COOTBETCTBHMH ¢ 2.1.3684-2]
«CaHMTapHO-3NHAEMHOIOrHYeCKHEe TPeOOBaHHA K CONEPXAHHIO TEPPHTOPHI FOPOACKHX H
CENbCKHX MNOCEeNeHHH, K BOAHBIM OOBEKTaM, NHTHEBOH BOJE H NHUTHEBOMY
BOAOCHabxeHH10, aTMOCEPHOMY BO3ZYXY, MOYBAM, XHIbIM NMOMEILEHHAM, IKCIUTyaTalMH
NPOH3BOACTBEHHBIX, OOMIECTBEHHBIX TMOMEILEHHH, OpraHH3alMM W MPOBEACHHIO
CaHHTApPHO-MPOTHBOIMHAEMHYECKHX (MPOPHIAKTHUECKHX) MeponpHATHIA» 1 MY 287-113
«MeroauyeckHe YKa3aHHSs N0 Je3uH(EKUMH, TNPeACTEPHIN3ALUHOHHOH OYHCTKE H
CTEPHIIH3ALHH H3AEJTHIH MEAHLIMHCKOTO HA3HAYEHHSA.

9.2, MukpokanwuIspel MocCjAe HCNONb30BaHHA OTHOCATCA K MEJMLHHCKMM  OTXO0JaM,
MOTEHUMAILHO ONMACHBIM B OTHOILEHMH PACTpOCTPaHEHHA HH(EKLHOHHBIX 3a60neBaHuH,
nepeaaBaeMbiX C KPOBbIO, M ABIAIOTCA MEAMLUMHCKHMM OTXoZaMH kijacca b -
3MHIEMHONIOTHYECKH OMACHBIE OTXOABI.

9.3. Heucnonb3oBaHHBIE M3ETHSA, B TOM YHCJIE€ C HCTEKIIMM CPOKOM IOAHOCTH, OTHOCATCA K
0TX0[aM K1acca A, KOTOpbI€ ClleyeT YTHIH3HPOBATh KaK TBepAble OBITOBbIE OTXOMBI.

9.4. TloTeHUHANTBFHO OMACHBIX MATEPHAJIOB HIIH BEWIECTB HE COAECPIKHTCS, BO3MOXKHOCTh B3phIBA
HJIM BO3rOPaHHA OTCYTCTBYeT.

Boule Medical AB

Domasrvegsten 4

SE-163 53 Sphugs, Sweden (
‘ E-mail: ipfo@boule.com €
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10, TPEEOBAHHS BE30IACHOCTH H OXPAHBLI OKPYXXAIOMIIEH CPE/IB
10.1. ITockomexy Her rapanTuii OTCYTCTBHS ME(EKIMONHHX aremro B 00pasuax KpoBu
UCNIOBEKA, CO BCEMH NPORYXTAMK creayer ofpamarsci Kax ¢ NOTEHUMANIBHO
Guonorudeckn onacHumu, Caexyer crporo cofmoasTs OpaBMila YTWIMIAUMH H
NONB3OBATECA ITepyuaTkaMy, aabGoparopHoll oxexn0it ¥ CPEACTBAMHA 3aIIMTH I11a3.

L

10.2. CepbesHnle MHIMACHTH,
Ecnu B cBasH ¢ npomyxrom Boule Medical npomcxoamr cCephesHeit HHIMAEHT,

HEOOXOAMMO  HANPABMTD  YBEAOMICHMC  YNOMHOMOYEHHOMY  MPEACTABUTENIO
NpONSBOANTENA H B HAN3OPRKIA OpraH.

If a serious incident occurs in connection with a Boule Medical product, it is necessary to send a
notification 1o the authorized representative of the manufacturer and to the supervisory authority.

10.3. Bosmoxnoe ToxcHzeckoe aeticrsue u Mephl nepeoif nomomu: He Toxcuaso.

11. TAPAHTHH NNPOA3BOHTEIA
11,1, lapanTis pacnpocTpaHseTcd Ha BCC XADAKTCPHCTHKH, YKA3AHHLIC HA JTHKETKE H B
Hacromueif Uuctpyxnnu B TeYeHHe BCEro CPOKA NOAHOCTH mpH COOMIOACHMH yCHOBHIA
NPHMCHEHNS, XPaHeHUS ¥ TPAHCTIOPTHPOBKH, YKa3aHHEIX B HHCTPYKLIHH.

11.2. Hudopmanns o npoussoaurene: Boule Medical AB, Domnarvsgatan 4, SE-163 53
Spinga, Sweden («Byms Memuxan AB», Jlommapmcratan 4, SE-163 53, Cnonra,
Ilisewns). E-mail: info@boule,com, Website: www. boule.com.

11.3. Ilo sonpocaM xaj9ecTBR H3AEAHE HA TeppHTOpREE Poccmiickoit Peaepaunn caeayer
ofpamaTics x ynoanomovennomy npeacrasareno; 000 «Byms Memuxan», Poccus,
142153, Mockosackaa o6, r. [Togomsck, A. Honooemm, Teppmopm Texnonapka, . 13
c1p. 2, noM. 4, xom. 107, E-mail: boy

114, Memumnckoe m3gemse QOnymeHO K o0pamesnuio Ha teppuropud  Poccmiickoii
Oenepaipn. Perncrpannonnoe yaocrosepesne ... or...

Tlenams: Focyasporseamiil sotapuys s Croxrossse® TaSproms Pyatex
Tlewsrs: Tocymepeveomauit noTapmys w Crosromase® FaGpusm. Pyatex

Boule Modical AB

Demasrvygetem 4

SB-163 53 Spiaga, Swedm (
d E-cuil: infofbouls.con €

sownw boule cony
484262 Publ. Detv: 202401-11 107110

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



TEKCTa BbIMOJ/IHEH NEPEBOAYNKOM naXTyHOBbIM Anekceem Bﬂa,D,I/IMVIpOBVI‘-IeM.

A

Poccuiickaa ®epepauns
Nopoa MockBa
UeTBepTOro oKTA6GpS ABe ThiCcAYN ABajLaTb YeTBEPTOro roga

A, Kopcuk Mapua AnekcaHLpoBHa, HoTapuyc ropofa MOCKBbI, CBUAETeNbCTBYH MOAJIMHHOCTL
nognucu nepesogymka NaxTtyHosa Anekcea Bnagumumposuya.

Mognuck caenaHa B MOEM MPUCYTCTBUN.
NnyHocTb nognucaswerOaJo Ny eHT yCcTaHOB/EHA.

AN

3apernctpupoBag &B peecTpe: Ne 77 |"39-H/77-2024-4Y -
YnnayeHo 3a cpaoplieHue pencteua: 1O py6. 00 kon.

Bcero npolwHypoBaHo, NpOHYMepoBaH
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