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1 Name of the medical device

XN-L CHECK control for hematological analysis: XN-L CHECK EI, XN-L CHECK L2, XN-
L CHECK L3 (hereinafter referred to as XN-L CHECK, XN-L CHECK L1, XN-L CHECK L2,
XN-L CHECK L3, reagents).

2. Intended use

XN-L CHECK is intended to be used as a control for complete blood cell count (CBC), white
blood cell differential and reticulocyte parameters.

3. Field of application

XN-L CHECK is used as a supplementary device for in vitro diagnostics in clinical laboratory
where diagnostie tests are performed. The device is intended to use only by professionals having

appropriate qualification. Prior to use, the operators should carefully read the Instruction for
Use.

4. Indication

XN-L CHECK is necessary for QC of the data obtained using hematology analyzer.

5. Contraindications

Contradictions to the use of the reagents are absent.

6. Potential side effects

Known side effects related to the use of the reagents are absent.

7. Sterility.

XN-L CHECK control is supplied nonsterile.

8. Principles of the examination method

XN-L CHECK is to be used as a hematology control blood for the quality control of the
Sysmex Automated Hematology Analyzer XN-L series instrument. Use of stabilized cell
preparations for controlling hematology instruments is an established procedure. When
handled like a patient sample and assayed in the QC Analysis of a properly calibrated and
functioning instrument, XN-L CHECK will provide values within the expected range
indieated on the assay sheet.

9. Medical devices for use with the control

XN-L CHECK control is to be used with the corresponding reagents only in Automated
Hematology Analyzer XN-L series manufactured by SYSMEX CORPORATION, Japan.

The devices described below are used with XN-L CHECK and are supplied separately.
Prior to use, please read the analyzer and reagents Instructions for Use.
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Brief description of Automated Hematology Analyzer XN-L series

XN-L series analyzers are automatic hematology analyzers for in vitro diagnostics for screening
examination of population in clinical laboratories. XN-L series analyzers include 4 analytical
channels WDF, RBC/PLT, HGB and RET*’ for measuring different parameters. The
corresponding channels and parameters of interest measured in the following modes: Whole
blood / Low content of WBC/ Predilution and Biological liquids are shown in table 1

Table 1:

List of parameters obtained in different modes:

Whole blood / Low content of WBC/ Predilution / Biological liquids

Mode [Whole blood) / [Low content of WBC]*' / [Predilution]

Detector/Channel Parameter

WDF WBC, NEUT#, EYMPH#, MONO#, EO#, BASO#, NEUT%, LYMPH%,
MONO%, EO%, BASO%, IG#, IG%

RBC/PLT RBC, HeT, MCV*2, MCH** MCHC*" PLT, RDW-SD*\ RDW-CV*~"
MicroR*" MacroR*" PDW*" M PY *\ P-LCR*" PCT*

HGB HGB

RET PLT*’, RET%*’, RET#*’, IRF*’2, LFR** MFR*’2, HFR*’”* RET-He*”’,

RBC-He*’ Delta-He*’ HYPO-He*’” HYPER-He*'"
Mode [Biological liquids] *
Detector/Channel Parameter
WDF WBC-BF, MN#, MN%, PMN#, PMN%, TC-BF#
PBC/PLT RBC-BF

*1 Function availability depends on the particular system configuration.
*2 Parameter calculated using the formula.
*3 Parameters calculated from distribution using the formula.

Reagents for use with the control - for performing OC procedure on XN-L series
analyzers

The device is to be used with the following reagents:

All the reagents listed below should be used together.

- diluents: CELLPACK DCL, CELLPACK DFL

- lysing reagents: Lysercell WDF

- Hgb lysing reagent: SULFOEYSER

- staining reagents: Fluorocell WDF, Fluorocell RET

- calibrator: XN CAL (used prior to the QC procedure)

Full list of reagents and instruments necessary for performing the analysis:

Automated Hematology Analyzer XN-L series

- SULFOLYSER
Lysercell WDF
Fluorocell WDF
Fluorocell RET

- CELLPACK DCL

-  CELLPACK DFL

- CELLCLEAN or CELLCLEAN AUTO

- XN-L CHECK or XN CHECK
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- XN CHECK BF*
- XNCAL

*Combination of the reagents is different depending on the
blood/biological liquid mode. For more information, see the XN-L series
analyzers Instruction for Use.

10.  Package contents

Depending on the customer needs the XN-L CHECK control for hematological analysis is
provided in the following sets:

1. XN-L CHECK L1 consists of:

XN-L CHECK L] control (6 vials 3 ml each/ 1 package)
Instruction for Use - 1 pcs.

USB storage device (XN-L CHECK) - 1 pcs.

2. XN-L CHECK L2 consists of:

XN-L CHECK L2 control {6 vials 3 ml each/ 1 package)
Instruction for Use — 1 pcs.

USB storage device (XN-L CHECK) - 1 pcs.

3. XN-L CHECK L3 consists of:

XN-L CHECK L3 control (6 vials 3 ml each/ |1 package)
Instruction for Use — 1 pcs.

USB storage device (XN-L CHECK) - 1 pes.

Each package with control includes Instruction for Use and USB storage device containing
video guide for use.

11. International standards

XN-L CHECK control is developed and manufacture according to the following standards:

Reference Title
EN ISO 14971:2012 zdezld;:l devices. Application of risk management to medical
In vitro diagnostic medical devices — Information supplied by
EN ISO 18113-1:2009 | the manufacturer (labeling) — Part 1: Terms, definitions and
general requirements

In vitro diagnostic medical devices -- Information supplied by the

EN ISO 18113-2:2009 | manufacturer (labelling) -- Part 2: In vitro diagnostic reagents for

professional use

EN ISO 13485: 2003 Medical devices - Quality management systems - Requirements for
regulatory purposes

EN ISO 9001: 2008 Quality management systems - Requirements

EN 23640: 2013 Ir} vitr(? diagul?sﬁc medical devices. Evaluation of stability of in
vitro diagnostic reagents
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| EN 980: 2008 | Symbols for use in the labeling of the medical devices

12. Warnings and precautions

Do not inject or ingest.

All human source material used to manufacture XN-L CHECK was non-reactive for antigens
to Hepatitis B (HBsAg), negative by tests for antibodies to HIV (HfV-1/HIV-2) and Hepatitis
C (HCV), non-reactive for HIV-1 RNA and HCV RNA by licensed NAT, and non-reactive to
Serological Test for Syphilis (STS) using techniques specified by the U.S. Food and Drug
Administration. Because no known test method can assure complete absence of human
pathogens, XN-L CHECK should be handled with appropriate precautions.

13. Examination procedure

1. Remove the vial from the refrigerator and equilibrate to room temperature (15-35 °C) for
15 minutes before use.

2. Roll each vial between the palms of your hands Ior 15> seconds.

3. Holding the vial by the ends between the thumb and finger, invert the
vial 20 times end-to-end using a very quick turning motion of your wrist during mixing (for
more information see the video available on USB storage device).
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4. Analyze the QC XN-L CHECK product in the instrument according to the Instructions for
Use. The pierceable septum in the vial cap allows sampler analysis.

5. Subsequent analyses during this test period may be performed by inverting the vial 5 times
prior to instrument analysis.

6. Retum to refrigerator (2-8 °C) storage.

Steps 1-6 must be repeated upon removing the sample from the refrigerator for the entire
open-vial time period regardless of the method of analysis (open tube, cap piercing, auto
sample or manual sample).

Results interpretation

The results are interpreted in accordance with the Instruction for Use for Automated
Hematology Analyzer XN-L series manufactured by SYSMEX CORPORATION, Japan.
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14. Device characteristics

Device components
XN-L CHECK includes stabilized human red blood cells, white blood cells and a platelet
component in a preservative medium.

Physical properties of the device

Physical state/color Liquid/dark red; blood color

Performance characteristics

Limitations of the examination procedure

The mean assay values for each parameter of XN-L CHECK are derived from replicate analyses
on whole blood calibrated instruments. The assay values are obtained using instrument
manufacturer's recommended reagents. The values obtained on XN-L CHECK should be within
the expected range. The expected ranges listed on the assay sheet represent estimates of inter-
laboratory variation for each parameter. Inter-laboratory variation is usually accounted for by
instrument calibration, maintenance and operating technique. For this reason, the assay values
given are guide-numbers useful for intemal quality control, and shall not be used for calibration.
The white blood cell components have been treated to enhance their stability; therefore, they
will not stain to demonstrate typical cell morphology. A microscopic differential analysis of
white blood cells cannot be accomplished with XN-L CHECK. The intended use of XN-L
CHECK with Sysmex XN-L series instruments is limited to those parameters for which assay
values are provided. Values provided in QC analysis by the Sysmex XN-L series instruments
but not listed on the assay sheet should have their QC target and limit values set to 0 (zero)
unless these values are established and accepted by the operating laboratory.

Assay values and limits have been established through exclusive use of Sysmex reagents, and
are valid only with laboratory use of the same Sysmex reagent system. Performance of the
control was established through analysis using the QC Analysis of operation of the XN-L series
instruments. Analysis of the product in the clinical laboratory should follow the same process
as indicated in the instrument Instructions for Use.

The use of this reagent, respectively control or calibrator, is validated on specific analyzers to
optimize product performance and meet product specifications. Please refer to Instructions for
Use of your analyzer whether the use of this reagent, respectively control or calibrator, is
authorized by Sysmex. Sysmex cannot take the responsibility for patient results received from
the use of Sysmex reagents, controls or calibrators on unauthorized analyzers. It is the
responsibility of the user to validate modifications to these instructions or use of the reagents,
control or calibrator on analyzers other than those specified by Sysmex.

15. Conditions of use, storage and transportation. Reagent
stability.

Conditions of use

The reagent is used in clinical laboratories where diagnostic tests are performed. The following
conditions should be adhered to for proper and safe use of the reagents:

Ambient temperature: 15°C to 35°C
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Storage conditions

XN-L CHECK is to be stored elosed at 2-8 °C.

When handled in this manner, XN-L CHECK is guaranteed stable until the expiration date
stated on the package and vials.

Open vials and vials which have been sampled by cap piercing will retain stability for 15 days
if stored at 2-8 °C after being re-capped.

Storage of the medical device in the original package should be performed at 2-8 °C within the
shelf life in cold-storage chambers and refrigerators providing the specified temperature with
daily recording of the air temperature.

If the storage conditions are not met the medical device should not be used!

Transportation conditions

XN-L CHECK transportation should be performed in the original package protecting the
product from external impacts in all types of closed vehicles (trucks, planes, trains) according
to the transportation regulations valid for particular vehicle at 2-8 °C (cold chain is used) within
the shelf life.

If the transportation and storage conditions are not met the medical device should not be used!
Other conditions:

» Do not freeze the device

» The devices should not contact the cold package (do not freeze)

» Protect from sunlight/ small particles

Reagent stability
Shelf life after first opening (open vial stability)
XN-L CHECK is stable within 15 days after opening if stored at 2-8°C.

Long-term stability

XN-L CHECK is stable for 100 days from the Core Date, which is defined as the first date of
shipment or the ship date from Streck.

*The manufacturing date by Streck is 14 days prior to the Core Date.

16. Indications of product deterioration

If XN-L CHECK fails to perform within expected results as indicated on the assay sheet,
there may be a problem either with the control blood, the reagents or the instrument in use.
Proceed as follows:

1 Determine if the instrument is operating properly and does not require cleaning or
maintenance.

2. Check if the reagent system is within the expiration date, if the reagent system is not
contaminated, if the reagents are stored properly, and etc.

3. Determine validity of XN-L CHECK (i.e. make sure the expiration date, or verify that it
has not been frozen).

4. Assay an unopened vial of XN-L CHECK (i.e. verify if the opened vial is used within the
period of 15 days).

5. Report any discrepaneies to Technical Services of the nearest Sysmex authorized distributor.
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17. Labels:

Symbol Designation
‘ Manufacturer
‘?v'smex Manufacturer logo
IVvD in vitro diagnostics medical device

Biological risks

Waming! Causes corrosion

Temperature limitation

Keep away from sunlight

Consuit instructions for use

Compliance with the essential requirements of the
European Directives:
98/79/EC on in vitro diagnostic medical devices

Use by '

LOT Batch code
eclrer Authorized representative in European Community
REF Catalogue number

18. Cleaning, disinfection, sterilization.

Not applicable,
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19. Contact with human body

There is no direct contact between the product and the human body. When working with the
reagent the analyst should wear medical gloves.

20. Disposal procedures

This product should not be disposed in general waste but should be disposed with infectious
medical waste. Disposal by incineration is recommended. Requirements of applicable local
regulations must be considered.

In order to prevent possible contamination of the environment the expired XN-L CHECK
products as well as used reagents should be disposed according to the applicable local
regulations and hospital regulations.

Appropriate disposal and waste recycling procedures are necessary for natural resources
maintenance and protection of human health.

Disposal of waste packaging materials:

XN-L CHECK packaging is made to minimize the environment contamination, while ensuring
product integrity during transportation and storage. Used packaging materials should be
disposed in local places of collection of the packaging into special containers situated in
municipalities.

Product recycling, disposal of used and expired reagents:

Upon product and used/expired reagents disposal it is necessary to follow hygienic regulations
and formal recommendations on recycling and disposal of potentially infectious and chemical
materials applied on the territory of the Russian Federation and in hospitals.

Key points of the waste managing strategy include optimization of the management and
approaches for the finished products as well as minimization of the environment pollution.
Detailed information is available at manufacturer/authorized representative.

Disposal should be performed according to the local regulatory standards as well as healthcare
facility protocols where the medical devices were used for data collection. XN-L. CHECK is
disposed on the territory of the Russian Federation according to the SanPiN 2.1.7.2790-10 as
potentially infectious medical waste (class b).

21. Requirements for environmental protection

The reagents for developed, manufactured and tested according to the national and
international safety and quality standards. The manufacturing process is also performed
according to the national laws on environmental protection.
The manufacturer guarantees high level of safety for the environment if the medical device is
used according to the intended use and is properly disposed.

22, Warranty

Sysmex guaranties that XN-L CHECK conforms to the specifications indicated on the label.
Manufacturer is solely responsible for device performance only if it used according to the
instructions and the storage and transportation of the device is performed according to the
conditions and regulations specified. Manufacturer guarantees safety of the medical devices,
absence of the unacceptable risk regarding human health as well as environment if the reagents
are used according to the conditions specified by manufacturer.
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P/C
The products should be used up to the expiration date speciffed on the package.
This Jimited warranty replaces any other explicit or implicEt"warranties including any implic:
warranties of applicability for commercial or any other use. Sysmex takes no responsibility fi:

any accidental, indirect or intentional material losses.

N

&

On the topics regarding the quality and performance characteristics of the product, please
contact the authorized representative of the company on the territory of Russian Federation:

Sysmex RUS LLC
Registered address: 11 1 Magistral'niy tupik, building 10, floor 2, space V, rooms 1-23, 25-39

Moscow, 123290
Telephone: +7(495)7816772
E-mail: support.rus@svsmex-europe.com

Quality claims (complaints):
Complaints mechanisms and corresponding replies are regulated by the law. Only the
complaints not related to the product acceptance, manufactured according to the agreement

conditions, can be submitted.
On the issues related to the device use one should contact the authorized representative of the

manufacturer.
In case of complaint contact manufacturer and/or the corresponding authorized representative.

23. Contact information

Manufacturer and developer:

SYSMEX CORPORATION
1-5-1 Wakinohama-Kaigandori, Chuo-Ku, Kobe, 651-0073, Japan

Tel: +81 78-265-0500
Fax: +81 78-265-0524

Manufacturer according to the OEM agreement:

Streck
7002 South 109™ Street, La Vista, NE 68128, USA

Authorized representative of the manufacturer in Russia:

Sysmex RUS LLC
Registered address: 11 1 Magistral'niy tupik, building 10, floor 2, space V, rooms 1-23, 25-39

Moscow, 123290
Tel: +7(495)781-67-72

Authorized representative in Europe

SYSMEX EUROPE GmbH
Bombarch 1, 22848 Norderstedt, Germany

10
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Register Number : 738

NOTARIAL CERTIFICATE

This is to certify that Ms. Risa Mochizuki an agent of
Mr. Hitoshi Nishiumi, Vice President, Regulatory
Affairs, Regulatory Affairs and Quality Assurance of
Sysmex Corporation has stated in my very presence
that the said Mr. Hitoshi Nishiumi acknowledged

himself to have signed to the foregoing document.

Dated this 22nd day of November, 2018

NOTARY Makoto Okada
Kobe District Legal Affairs Bureau
44, Akashimachi, Chuo'ku,
Kobe, Japan
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Registration No. 1332

CERTIFICATE

This is to certify that the annexed Notarial Certificate has been executed by Notary,
duly authorized and practising in Kobe, Japan, and that the Official seal appearing
on the same is genuine.

Date November 22,2018

Director of the Kobe District Legal Affairs Bureau
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OEKNAPALINA

M, CUCMEKC KOPNOPEWWH (SYSMEX CORPORATION), ¢ topuanueckum agpecom 1-5-1,
BakuHorama-Kaiirangopw, Yyo-ky, Kobe 651-0073, ANOHUA, HACTORWMM 32ABAAREM, YTO CACAYIOLMHA

DOKYMEHT ABNAETCA AO/KHLIM 06Pa3OM MOATOTOBACHHBIM W YTO COAEPIANKE QOKYMEHT3 33BEPEHO
KaK TOMHOE H NPaBUALHOE.

- UncTpyxuma no npumeHennio XN-L CHECK

OT nmeHn

CUCMEKC KOPNOPEMLLH {SYSMEX CORPORATION)
[Nodnuce/

Xutocu Hucuymu (Hitoshi Nishiumi)
Buue-npesupenr
Ovaen no oSecneveHuI0 KaYecTBa U HOPMATHBHO-NPABOBOND COOTBETCTBMA

Noapasgenernne HOPMATUBHO-NPABOBOTO PEryAUPOBaHNA U ODecneveHHA KayecTsa
/Mevame: Cucmexc Kopnopelwn/

Chuement KopnopeRusH
1-5-1 Bakunorama-Kalirangopn, Yyo-uy, Kobe 651-0073, AnoHua
Tea. +81-78-265-0500 danc +81-78-265-0524
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HHCTPYKDHS 1O NPHMEHEHHIO
MeAHIAHCKOro H3Ae/IHs
«Martepnan xonTpoabablii XN-L CHECK pns
ApoBeACHHA KIHHAYECKOIO ANAJIN3A KPOBH B BAPHAHTAX
ncnonaenns: XN-L CHECK L1, XN-L CHECK L2, XN-L
CHECK L3»

APOH3BOACTBR KOMIAHNH
SYSMEX CORPORATION, fnonusn

Bepcus 1 or 01.03.2018
Toasko pus Poccniickolt Deaepannn
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1. HanMeHOBaHKHe MEUITMHCKOTO H3AEIHA

Marepran xorTpoasuult XN-L CHECK a4 nposescHus KIMHHYCCKONO AHAIN3A KPOBH B
BapuanTax HenomaeHna: XN-L CHECK L1, XN-L CHECK L2, XN-L CHECK L3 (nanee no
tekery - XN-L CHECK, XN-L CHECK L1, XN-L CHECK L2, XN.L. CHECK L3,
peareHTH).

2. Hasnauenne

Kontponsanit Marepran XN-L CHECK npennasHaueH /i HCNIOAb30OBAHWS B KAYeCTBe
KOHTpO/IS NapaMeTpoB obmero amanusa Kposw (CBC), neiikonmraproi dopMyns n
PCTHKYIIONBTOR

3. O6nacTs NIpEMEHEHHA

XN-L CHECK HCHONB3YETCs KaK BCIOMOTATSILHOS CPEACTBO i AHATHOCTHKY HH BATpO B
YCHOBAAX  KIHHHKO-AHAarHOCTHY¢cKHX naloparopmif. [Ipenmasmader Tonske mnd
npodecCHOBANBHOTO UPHMCHCHHS NCPCOHANOM ¢ Hamiexameli ksammdukanmeit. Ilepen

ODPEMCHEHHEM NEPCOHANY Heo0XOAUMO BHUMATENBHO HM3YUHTh HHCTPYKUMIO IO
APEMEHEHHIO.

4, IToxa3zanus

Ioxasanuem x npuMeHeEmio XN-L CHECK spagercs neoOXomuMocTh NPOBEACHHS
KOHTPOJIA Xa4ecTBa HIMEPASMBIX IAHHEIX RA NEMATONOTAYECCKOM aHATHIATOPE.

5. lIporuBonokasaHus
IpoTHBONOKA3ARMA X HPHMEHEHHIO PEATCHTOB OTCYTCTBYIOT.

6. Bo3sMoxusIe mo0ouYHEIe AeifcTBYHA
H3BecTHBIC NOGOTHHIC ACHCTBHSA, CBA3AHHEE ¢ NPHMEHERHEM PEAreHTOB, OTCYTCTBYIOT.

7. CTepHIBHOCTb.
Marepuan xoutponssbt XN-L CHECK nectepuneh.

8. IIpuHuMIEl METOAA HCCICAOBAHHS

XN-L CHECK scnosnsyercs 8 Ka4eCTse reMaTONIOrHYeckoro KOHTPOJBHOIO MaTeprana Uit
KOHTPONA KAYCCTBA H3IMCPEHHM C HCNONG30BAHMCM ABTOMATHYCCKHX TCMATOJOTHYCCKHX
Ranusatopos Sysmex cepuu XN-L. HcemomssoBaEHe CTafHIH3NPOBAHHEIX (POPMCHHBIX
3NCMCHTOB B FCMATONOTHYCCKHX mpuGopax sBiieTcs cTaHaaprTHO#l mnponeaypoil. [Ipm
BLIIONHCHEH AHANA3A B PCXHUMCE «o0pasen MANMEHTa» H AHAM3A B PEXKHME (KOHTPOJD
Kadecrsa» HA  COOTBeTcTBylomdM o0pasoM  OTKAaNMOpOBARHOM H  NpPaBHIIBHO
dyaxnmonupytomem mpufope, XN-L CHECK aomxen aaBaTh 3HAYCHHMS B OXHAACMBIX
NpeAenax, yKasaHHBIX B IUCTE AHATH3a KOHTPOJALHOTO MaTepuara.
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9. MeAUUVHCKNE U3AeNNs A1 COBMECTHOI0 NPUMEHEHUS

Matepuan KoHTposnbHbIi XN-L CHECK ucnonb3ytoT COBMECTHO C peareHTamMu TO/IbKO Ha
aHanusaropax remartonoruvyeckmx cepum XN-L npowu3BoacTBa KOMNaHuy  Sysmex
Corporation, AnoHus.

OnuncaHHble HWXKe U3[ennsa UCMNoNb3yTecA A9 COBMecTHOro npumeHeHusa ¢ XN-L CHECK u
MocTaBNATCA OTAE/bHO.

Mepes HayanoM MCMNONb30BAHWA O03HAKOMbTECb C PYKOBOACTBOM MO  3KCnayaTauuu
aHanmsartopa n peareHToB.

KpaTtkoe onucaHne aHa/im3aTopa aBToMmaTmnyeckoro rematonornyeckoro cepum XN-L
AHanunsatopbl cepum XN-L npeactaBnsitoT €060 aBTOMATMYECKME TemaTofiormyeckme
aHanmsaTopbl AN8 in Vitro 4MarHoCTUKKN C LiefIbl0 CKPUHWHIOBOro 06CnefoBaHNsA Hace/leHns B
KNMHMYECKNX nabopatopusx. Ananusatopbl cepun  XN-L BkI4yawoT B ceba 4
aHanutnyeckux kaHana WDF, RBC/PLT, HOB u RET " gna uW3MepeHus pasInyHbIX
napameTpos. [MapameTpbl aHann3a pasIMyHbIX NapameTpoB C MOMOLLLIO Pa3/IMYHbIX KaHanoB
B pexume LlenbHas kpoBb/ Huskoe cogepxaHne WBC/ lMpeasapntensHoe pa3baBfieHMe U
Bruonornyeckue XnMaKocTu npueedeHsl B Tabnuue 1

Tabnuua 1:
O630p NnapaMeTpOB aHaNM3a B pexxnmax:

LlenbHoW  kpoBu  /Huskoe cogmepxaHme WBC/ TlpegBapuTenbHoe — pa3baBneHue/
Buonornyeckme Xxngkoctu

Pexxum [LlenbHas kpoBb! / [Hu3koe cogepxxaHne WBC]** / [MpegBapuTenbHoe pasbaBneHune]
LeTtektop/KaHan MapameTp

WDF WBC, NEUT#, LYMPH#, MONO#, EO#, BASO#, NEUT%, LYMPH%,
MONO%, EO%, BASO%, IG#, 1IG%

RBC/PLT RBC, Hetr, MCV'* MCH’", MCHC’, PET, RDW-SD'* RDW-CV**
MicroR** MacroR*\ PDW** MPV*” P-LCR*" PCT*?

HOB HGB

RET PLT’Y, RET%", RET#* IRF’** LFR’* MFR>’™ HFR’*" RET-He’*

RBC-He**” Delta-He**-* HYPO-He**™ HYPER-He*"
Pexxum [Bronornyeckme xxnakoctu]
[etektop/KaHan lMapameTp
WDF WBC-BF, MN#, MN%, PMN#, PMN%, TC-BF#
PBC/PLT RBC-BF

*1 LOCTYNHOCTb PYHKLMIA 3aBUCUT OT KOHPUTypaLuu KOHKPETHOW CUCTEMDbI.
*2 MapameTp, paccynTaHHbIn Mo hopmyne.
*3 MapameTpsbl, paccymMTaHHbIe U3 pacnpeseneHnsa no mopmyne.

PeareHTbl 0nA COBMECTHOro MPUMEHEHUA - ANA NPOBefeHUA MNpoLeaypbl KOHTPONA
KayecTBa Ha aHasnmsatopax cepmum XN-L

I/I3,qen|/|e MCMONIb3YKOT COBMECTHO CO CeAyrolWnmMn peareHTaMmn:

Bce peareHTbl, NepeynciieHHble HXXE, A0/DKHbI NCMNOJ/1Ib30BaTbCA BMECTE.

- anmoenTol: CELLPACK MNCE, CELLPACK DFL

- nu3mpytowmne peareHTol: Lysercell WDF

- Hgb-nusnpytowmii peareHt: SULFOLYSER
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- xpacuwm Fluorocell WDF, Fluorocell RET
- xamubparop: XN CAL (acnonssyerca nepel ApoLeAypoi KOHTPONS KayecTsa)

- Ammqecmﬁ rewrronomecmﬁ ana.lmsa'rop ccpmi XN—L
- SULFOLYSER

- Lysercell WDF

- Fluorocell WDF

- Fluorocell RET

- CELLPACKDCL

- CELLPACK DFL

- CELLCLEAN um CELLCLEAN AUTO
- XN-L CHECK wme XN CHECK

- XN CHECK BF*

- XNCAL

*KomOuHaMA PEATCHTOB OTIMYACTCA B 3a3BHCHMOCTH OT PCXHMa KpOBH/OHONOTHUYCCKAs

XHAKocTh. Jing momyuerus Gonee moapobHolt HHpopMalHl o0paTHTECh K HHCTPYKIME NIO
MPHMCHCHHIO K aHAmA3aTopaM cepir XN-L.

10. CocTaB usnenus / KOMIUIEKT ITOCTaBKHU

B 3aBrcEMoéTH OoT moTpeGHOCTeH noKymarens Marepuan xonrponbueii XN-L CHECK mua
TPOBSACHAS KIMEHMECKOIO aHANH3a KPOBH MOXKET MOCTABIATHCA B CICXYIOMHX BaPHAHTAX
HCIIONHEHAS:

1. BapuanT acnoasenns XN-L CHECK L1 B cocTabe:
Marepuan xorTponeasit XN-L CHECK L1 (6 . mo 3 mn./ 1 yn.)
HncTpyxnms no npaMeHernso — 1 m,

USB nakonurens (XN-L CHECK) - 1 mir.

2. Bapuanr ncnonnenns XN-L CHECK L2 B cocrabe:
Marepnan xorTpomsasti XN-L CHECK L2 (6 . mo 3 mn./1 yn.)
HEcTpyxums no npaMeHenmo — 1 mr.

USB naxonmrens (XN-L CHECK) - 1 nr.

3. BapranT scnommenns XN-L CHECK L3 B cocrase:
Marepran korTponbubit XN-L CHECK L3 (6 . mo 3 ./ 1 yn.)
HHcTpyxnua no npaMeneHnio — 1 m.

USB naxomurens (XN-L CHECK) — 1 mi.

Kaxnas ynakoska KOHTPOJBHOTO MATEPHANA KOMIUIEKTYSTCA HHCTPYKIHelt N0 NPAMEHEHHIO
1 USB sakonmATe/IcM, COACPRALIAM BHACOHHCTPYKIMIO IO IPHMEHEHHIO.

11. TIpenynpexaeHus u MEphl MPEAOCTOPOKHOCTH

He BBOAMTS NapeHTEPANBHO H HE TIIOTATE.

C ucnonssoBaHMeM METONOB, ONpefie/IeHHLIX YNpaBlieHHeM IO KOHTPOMIO 38 ITHINCBHIMH
OPOAYKTAMHM H  JICKapCTBCHHHIMM TpPCHapaTaMl, BCe MaTCPHAIH  4e/IOBEYCCKOTO
DPOMUCXOXKACHHE, MHcmonb3yemeic B npomsoactee XN-L  CHECK, oxkasammcs
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HepeakTHBHRIME K aHTHreHaM rematuta B (HBsAg), xk PHK BUY-1 u PHK supyca renarara
C ¢ ucnons3opanneM mucH3uporaHAEX NAT, HepeakTHBHEIMM K CEpOIOTHYECKOMY TECTY
Ha cupmwmuc (STS); pesynsrart TecToB Ha anTHTena Xk BUY (BUY-1/ BUY-2) u renatury C
(HCV) Taxxe Gouma OTpRUATENSHEIME. II0CKOMBKY HE OXHH H3 CYIMICCTBYIOIAX TECTOB HE
MOXCT HOJHOCTHIO HCKNMIOYHTH BO3MOXHOCTE NPHCYTCTBHA WCJIOBCYECKHX MATOTEHOB,
paGotatb ¢ XN-L CHECK mBeofxomaMo ¢ cobmoAcHHEM HAVICKAIHX MEp
MPEAOCTOPOXKHOCTH.

12.IToaroToBka peareHTa K pabote

1. Hseaexare $NaKOH H3 XONOAWILHMKA M MOROXAMTE 15 MHHYT, NOKa OH Harpeercs A0
kxoMHaTHOH TemMnepaTypH (15-30 °C), npexxne 9eM ero HCMONb3OBATS.
2. Tokaratite praxon MexAY MaNOHAMEA B TeucHUe 15 ceKyHa.

<>

——

3. 3axas ¢nakon MexAy GoasmmM mansieM M APYrHM nanbnreM, nepeseprmte ero 20 pas,
GHCTPO MOBOPAYMBAN KACTh B 3aN4CTbe, YTOOH pPasMCIIaTh coAcpiHMoe (uaxona (s
NONYuEeHHS JONOJHETCABHOR MHGOpManWE cM. cOMpoBOAMTENbHE BHAcoponHk Ha USB

<) =@

4. Bamonapre ananmu3 Mateprana koaTpoisioro XN-L CHECK na npuGope B COOTBETCTBHE
¢ HHCTPYKIMIMH II0 MCOONE30BaHMIO. IIpoKanLiBaemas meperopoAika B Kpemike ¢nakoHa
oGecrieauBaer anaaHs oGpasia.

5. Yro0m BHIONHHTP NOCACAYIONME AHANM3IM B TEYCHHE 3TONO TCCTORONO MEPHOAA,
nepesepHATE (rraxoH S pas mepea aHanmu3oM B puGope.

6. INomecTure $naxkoH o6paTHO B XONOAWILHAK H XPARATE €T0 NpH TeMmeparype 2-8 °C.

.ano'
'..-‘.

Illaru 1-6 HEe06X0AMMO IOBTOPHTS MOCHC H3B/IEYEHNA 00pasia A3 XOJO[WILHAKA B TCICHHE
BCETO BPeMENH, TOKA (MIAKOH OTKPHIT, HE3aBHCHMO OT MCTOZA aHAMH3a (OTKpHTat NpobupKa,
APOKANHBAHKE KPHIIKH, ABTOMATHICCKH B3AThHi 00pasen ik o6pasen, B3aThii BpYHYIO).

Hurepnperanng pesyabTATOR

HaTepnperanas pesyNbTaTOB NpPOH3BOAMTCA B COOTBETCTBHH C PYKOBOACTBOM IO
SKCILTYaTALHH K QHATH3ATOPY reMaToNormyeckoMy cepu¥ XN-L NpoH3BOACTBA KOMIIAHWH

SYSMEX CORPORATION, SInonns.
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13, XapaxkTepPUCTUKA H3CITHA

KoMnoHenTHI H3AeMHA
XN-L CHECK sxmouacT CTaGHAM3HPOBaHHHE 3PHTPONMHTE, NeHKONMTH B TpoMOOLHMTH
YeJoBeka B KOHCEepBHpyIomel cpefe.

Ou3nvecKHe XAPAKTEPHCTHRKH H3ACAHA

dusuyeckoe XKuaxas/KpacHo-KOpHUHEBHIH; BT KPOBH
cocroguue/Liper
PaGoune XapakTepHCTHRKH

Orpanntienns NponeIyp HCCJACAOBAHNS

Cpeanue 3HaYeHHA pe3ynsTaToR H3Mepennit mo kaxaomy napamerpy XN-L CHECK
MONY4aloT MyTeM TIOBTOPHBIX H3MepeHHH# ¢ ucmonbsoBammeM NpaAGOpa, OTKATHGPOBAHHOIO
no uensHo# xposu. Mamepenns Ha nprGoOpe MPOBOAST ¢ HCIOIB3OBAEHEM PEKOMCHAOBAHHEIX
npou3BoAuTeNeM pearenToB. Ilonyuenanie mapamerpal XN-L CHECK aomknti HaxomuTses
B TNpeAcnsX OXEAaeMblX 3HaueHmi, IIpmBomuMiie npeAenbl OXMIaeMHBX SHAYCHHHU
NPEACTABIAIOT MeXNaGOPATOPHEIC BAPHALMH MO KAXIOMY uapaMeTpy. MexnaGoparopanie
Bapuanuy oOmuHO 0fycinoBNeRN KanmHGpomxolt mpabopos, obcnykHBaHHEM B COCOGOM
SKCILTYaTamue. B 9Tolf CBA3M NPHBOAMMLIC 3HAUCHHS ABIMIOTCA JHIE ONCHOYHEIMH H
OONCSHHIMH - VIS OCYIIECTRICHHS BHYTPEHHETO KOHTPOJS KAa4ecTBA H HE JOMKHH
HCNO/BL30BATHCS [UIA KAMROPOBKH.

JletixounTsl GHUIM TIOABEPTHYTH COOTBETCTBYIoHICH 00paboTKe ¢ NENBIO MOBRNNCHHS MX
CTaGHIEHOCTH, MOITOMY NPH OKPAINHBAHME OHH HE MOXAXKYT XAPaKTCPHOH I 3THX KICTOK
mopdonorun. Muxpockonuyeckuit uddepeniUaTEALIl aHANH3 JCHKONUTOB HENB3S
apoeoguts ¢ noMompsio XN-L CHECK. IIpemronaraemoe mcnonssosanne XN-L CHECK
npn pabore ¢ aHamM3aTOpaMu Sysmex cepui XN-L. OrpaHHYHBACTCA TEMH NMapaMeTpaMu, AIg
KOTOPHIX MPHBOAATCA 3HAMCHHA. 3HAYCHHA, NONYUCHHLIE IPH aHANH3C B PAMKAX KOHTPONA
KavecTBa B mpnGopax Sysmex cepum XN-L, HO He NepeyucicHHEC B NNCTC AHANA3A
KOHTPOJIbHOTO MBTCPHANA, JOKHEHN HMCTh KOHTPONBHHE 3HAYCHHS M DPEACHBHEIC 3HAYEHA
JUIA KOHTPOJA KauecTsa paBHbie ( (Hy/Mo), €CIX TONBKO 3TH 3HAYCHHUS HE OEUIM YCTAHOBACHH
% 006peHH B 1aGopaTopuH, MPOBOAAMEH aHANN3,

3HaueHMA MAPaMETPOB H NPCACHbHEIC 3HAYCHHA OHUIM YCTAHOBJICHH ¢ MCNOIL3OBAHHEM
HCKTIOUMTENLHO PEarcHTOR Sysmex M AcHCTBHTCIBHH TOJNBKO HNPH HCHONLE3OBAHHH B
naloparopEu TOM Xe¢ CHCTEMH peareHToB Sysmex. XapakTepHCTHKH KORTPOJBHOIO
MaTepHana OLUIH YCTAHOBNEHH WYTCM AaHANH3a B paMKax KOHTpONA KayecTBa ¢
HCnoab3oBaHECM mpuGopos cepun XN-L. Ananus mpoAykTa B KIHHHYeckoit nabGoparopuy
AOMKCH MPOBOAUTHCA TAK, KAK YKa3aHO B PYKOBOACTBE MO 3KCIUTYaTALHH HA AHANH3ATOPH
cepun XN-L.

JlaHHEIE pearcHT, KOHTpONb HAH Kamubparop, COOTBETCTBEHHO, A&TTECTOBaH A
HCIONL30BAHHA HA OHPCACACHHEIX AHANMHIATOpAX Mg o0ecreucHHS COOTBETCTBHA
3a4BNCHHBIM XApAKTCpPHCTHKAM HPORYKTa H KauccTa H3Mepewmit. MHpopmammio o ToM,
HOMyCKaeT 1 SysmeX HCONE30BaHHE JaHHOTO PCATCHTA, KOHTPONIA AT Kambparopa, cM. B
PykoBOACTBE 1O 3KCIUTYaTallUH BalIero AHANH3ATOPA. Sysmex He HeCEeT OTBETCTBEHHOCTH 34
pe3y/IbTaTH  OGCNCAOBAHMA NALKCHTA, MONYYEHHHIC NpPH HCHOAB30BAHMH PEareHTOB,
KORTpoJieit B xanuOpaTopoB Sysmex Ha HEATTCCTOBAaHHHIX aHanmsaropax. Ilomesoparens
JOJKEH CREAUTD 38 HIMCHCHHAME RaHHOH MHCTpyKIMH, a TaKXKe HECET OTBETCTBEHHOCTD 33

HCHONB30BAHNE PpEAarcHTOB, KOHTpodcld miH KamOpaTopoB Ha aHANH3ATOpAX, HE
ATTECTOBAHHEIX Sysmex.
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14.YcnoBus npuMeHeHHs, XpaHEHHA U TPaHCIOPTHPOBKH.
CTaOHnbHOCTH PEareHToB.

Yca0BHS NpAMEHeHNRE

PearcHT npEMeHSETCA B YCNOBHAX KJIMHHKO-jMarHocrmdeckux JjaGoparopmii. [Jins
COXPAHHOCTH, NpaBHILHOH H OezomacHO# paboTel pearcHTOB HEOOXOOMMO COOMIOAATH
CICAYIOMHAS YCIOBHA:

Temneparypa oxpyatomel cpemst: 15°C - 35°C

YcoBHS XpaAHCHHS

XN-L CHECK neo6xoaumMo XpaHHTs nIps TeMneparype 2-8 °C,

Xpaneane XN-L CHECK B Takux ycnoBrsx 00eCneyHT rapaHTHPOBAHHYIO CT@0HIBHOCTD 0
OKOHYAHHA CPOKa r'OAHOCTH, YKA3aHHOIO Ha YIAaKOBKe H (aKoHaXx.

OTKpHITHIE H DPOXONOTEIC (IAKOREI COXPAHAIOT CTAOHIEHOCTD B TedcHHC 15 xHel mpm
yclnosny XpaHeHAs npu 2-8 °C nocne BCKPHITHA.

Xpanenne MU B ynaxkoBke NpeANpHATHA-HIIOTOBHTENA MAOMKHO OCYMIECTBANTHCA NpH
TeMuepaType oT 2 A0 8 °C B TeueHHEe BCero Cpoxa NOZHOCTH B XONONHIBHMX KaMepax HiIH
XONMOZHNBHHUKAX, O0CCHCUMBAIOMMX PErNaMEHTHPOBAHHRIN TCMOCPATYPHRI pPEKHM C
CHKCHCBHOH PErHCTPAHMCH TCMIICPATYPHL

Tlpu necobmoneHny YCNOBHY XpaHeHHA MeTHIKHCKOE H3/ICHC HE TOVICKHAT HCTIONB30BAHMIO!

YcnoBHS TPAHECTOPTHPOBKH

XN-L CHECK cneayer nepeBO3HTh B OpHIHHANBHON ymakoBKC NDPOHIBOAMTEINE,
3aIHIAIONICH TPOAYKIYMIO OT BHCINHAX BO3ACHCTBHI, HA BCEX BHAAX TPAHCIIOPTA B KPHITHIX
TPAHECIOPTHLIX CPeACTBaX (TPY30BHKH, CaMONeTH], NOE3/ia) B COOTBSTCTRHH C NIPaBHIAMH
MEpeBo3OK, KCHCTBYIONMME HA TPAHCTIOPTEe AAHHOINO BHA2 NMpH Temmeparype ot 2 ao 8 °C
(IpUMEHACTCA XOMIOAOBAA LCIb) B TCUCHHE BCEI0 CPOKa FTONHOCTH.

Ipr HecOOGMONACHUH YCNOBMY TPAHCIOPTHPOBAHMS M XPAHCHHA MCIMUHMHCKOS H3JCHHE HC
NIOVICXHT HCTIONBE30BaHMAIO!
ITpowme ycnopus:

¢ He 3aMopaxuBaTh u3CHE

¢ Hznermus Ae NO/KHEL COMPHKACATHCA ¢ XONOAHOH yakoBKOH (HE 3aMOPaXHBATE)

¢ He nonyckars Bo3aielicCTBHE CONMHEUHOTO CBETA/ MEJIKHX YaCTHI]

XN-L CHBCK coxpamler c'raﬁnmom n TeueHue lSJmei nocne ncxpmna nIpH
TeMmnepatype xpanennd 2-8°C.

Honrocpoyras cTaSRILHOCTE

Crabmmsnocts XN-L CHECK coxparserca B Tevenne 100 gueft ¢ Basopoit garei, koTopas
onpeAcndeTcd Kak NaTa OTTPY3KH ¢O CKaafoB mpomssogurens Streck*. Cpox or zatm
npou3BozicTea Ao basosoit aaTHi (oTrpyskn) cocrarnger 14 mueil.
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15. IIpu3Hakn yXyAmeHAs KadecTBa NPOAYKTa

Ecmu ans XN-L CHECK ne yaaercs nonyarts OKHAACMBIC PE3YJILTATH, YKa3aHHEIC B JIICTC
aHa/IH38 KOHTPOJBHOTO MATePHaNa, TO 3TO MOXET 03HAYATH NOPYY KOHTPONLHOH KPOBH HIH
peakTHBOB, THOO HapymeHus B paGore npubopa.

ITocrynaitre creayiommuM oGpasoM:

1. YaocropepsTecs, wro npabop pabotaer HapnexampM o6pa3oM H He HYXJAcTCA B YHCTKS
HJTH TEXHHYeCKOM o6CNy XHBaHHH.

2. IlpoBepbTe¢ CpOK TOAHOCTH pPEAKTHBOB, HANHYHE 3arpasHCHMH B CHCTEME NOJAYH
PCAKTHBOB, IPABWIBHOCTH XPaHEHHS PEaKTHBOB H T.IN.

3. Onpenenare mpuromnocts XN-L CHECK (y6eantecs, uro He HCTEX CPOK MOAHOCTH, YTO
Marepnan He GBI 3aMOPOXCH H T.IL.).

4, TposemuTe H3MepeHHe Ha cBexeBckphiToM ¢naxone XN-L CHECK (cmemmre, wrobu
BCKPSITEIE (1akoH HCNIONB3OBANACE TONBKO B TCUcHHE 15 quei).

5. O mobHX pacXOXKICHHAX COOGHMTE B OTAEN TEXHHYeCKOM noaepxka Omwxalimero
aBTOPU3OBAHHOTO AHCTpHOBIOTOpa Sysmex.

16. CIMBOJIEL, HCTIONB3YyEMHIE Ui MAPKAPOBKH:

HauMeHoBAHHE CHMBOJIS

HarorosuTeimn

JIOTrOTHIHAI3TOTOBHTENA

Tomeko A1S ARArHOCTHKH MH BUTPO

Jlot

Buonoraueckas ONacHOCTh

TeMnepaTypHELE qAATIA30H

OGparurrech X BHCTPYKIMH IO NPHMEHEHHIO

CoorercrsHe aupexTHBaM EC

JlaTa OKOHUAHAA CPOKA N'OAHOCTH

e

Vnonaomouennsii npeacTaBuTeNs B EBponciickom
coobmecTne

REF Homep no xaranory

17.0uncrka, Ae3nHGEKIMA, CTePHIN3aLHA.

HenprMeruMo.
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18. KoHTaKT ¢ OpraHu3MoM 4eoBeKa

KoHTaxT ¢ opraHm3MOoM ujenoBeka OTCyTcTByeT. Ilpu paboTe ¢ peareHTOM CIENHANHCT
paboTaeT B MCTMIIWHCKEX NIECPYATKAX.

19. Yrwmsauus

XN-L CHECK neo6xoMM0 yTHAHIHPOBATh ¢ HEGEKIHORHNIMHA MEAHIMHCKHMHE OTXO/IaMH,
YTHIH3AIHA ¢ OORMHBIME OTXORAMHE 3aMpeilieHa.

PexkoMmenayerca yTHAm3amma nyTeM cxuragus. Heobxomumo yuuThiBaTh TpeboBanns
JAeHCTBYIOBIMX NOKATHHBIX HOPM.

Bo usfexanne BO3MOXHOIO 3arpA3HEHHS OKpPYXAIOWICH CPCAR, NOCHE MCTCUCHMA CPOKA
rogsoctds XN-L CHECK, a Takxke oTpaGoTaHHEIC, HCTIONB30BAHHEIC PCArCHTHI, CIEAYeT
YTWIM3HPOBATh B COOTBCTCTBEH ¢ NOCTAHOBJICHHAMH MECTHBHIX BJacTelf W/HIA mpasHIaMH
SonbHANEL

Hamnexamas yronmamgs ¥ nepepaGoTka 0TXOAO0B CIIOCOGCTBYIOT COXPAHHOCTH NPHPOIHBIX
PecypcoB B OKpyxaromelt cpefisl, & TaKke 3aIMUIIAIOT 3A0POBBE YeJIOBeKa,

YTRIR3ATHS OTPAGOTAHHLIX YNAK0OBOYHLIX MRTEPHAIOB:

Vnaxoska XN-L CHECK npriBana cBeCTH K MHEHMYMY 3arpasHeHHe OKpyXaiomme# cpeasl,
ofecneunBasg coxpaHeHHEe UEIOCTHOCTH NMPOAYKTA BO BPEMs TPAHCTIOPTHPOBKH M XPAHCHHS.
Hcnonp3opaHHNE YNAKOBOYHEIC MaTepuanbkl HEoOXOAMMO YIWIH3HpPOBATH B MECTHBIX
JIOKANBHRIX MecTax cOOpa YNAaKOBKH B CHELMaNbHHE KOHTeHHEPH, pPacnooXeHHHE B

Tlp yTHAH3AUHE NPOAYKTA, & TAKKe YHHYTOXKEHHH HCIONBL30BAHHHX H OTpabOTABHEIX
PCArcHTOR/ PEarcHTOB ¢ MCTEKNIMM CPOKOM TIOAHOCTH, HEOOXOAHMO REHCTBOBATH B
COOTBETCTBHH C M'MTHEHHYECKHMH HOPMAaMM B CICROBATH OPHIHANLHEIM PCKOMCHAALHANM MO
nepepaboTke H YTHIH3AMH TIOTCHIHAMEHO HHQEKIMHOEHHX H XHMHMYCCKHX MATCPHAIOB,
EelicTRylompux Ha TeppsTopua Poccutickoli Genepanmy B B GonpHHNAX,

K xmoyeBHM MYHKTaM CTPATCTHH YNPABICHHA OTXORAMH ABIAIOTCA ONTHMH3ALMA TAKTHKH M
MOAXOAOB X KOHEWHHIM DPOAYKTAM, & TAKKEe MHHUMH3ALNA BO3MOXHOCTH 3arpa3HCHHA
OKpyxatomel cpeal.

Bonee noapoORYyI0 HEGOPMALHIO MOXKHO TIONYUHTD Y HITOTOBHTENRS/ €T0 YNONHOMOUYCHHOIO
NpeACTaBUTEILA.

VTanasanMs A0MKHA OCYHIECTBISTHCS B COOTBETCTBHAM ¢ MECTHRIMM DIPABOBHIMH
CTAHJIQPTAMH, & TAKXKEC B COOTBETCTBHH C MPOTOKOJNAMH MEAHLHMHCKOTO YIPCXKRCHHSA, B
KOTOPOM MEIWIHHCKHUC H3ICIAA HCMOJB3OBAMMCH AL Moaydenns faHnbX. Ha Teppuropnu
Poccmiicxolt ®epepamau XN-L CHECK ymammsmpyercs B coorsercteuu ¢ Canllum
2.1.7.2790-10 xaK DOTCHIHATEHO HHOHIUPOBAHHEIC MEAHLIMHCKHE OTXOAN (knace B).

20. TpeGoBaHHsa K OXpaHe OKPYXKAIOHICH Cpeap!

PeareHTHI paspaGoTaHM, NpPOH3BEACHH H NPOTCCTHPOBAHW B COOTBETCTBHH C
HAHOHA/GHEIME H MCXAYHAPONHLIMHM CTAHZApTAME G€30MacHOCTH H  KAaYecTBa.
TIpor3BoficTBO OcymiecTBIAETCA Takxe ¢ coOmoseHHeM TpeOOBaHHH HANEOHAILHOTO
3aKOHOJATEJIECTRA 1O OXpaHe OKpyXalomel CpeaEL.
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Hj)onanomm TapaHTHPYET BBHICOKHN YpoBeHb G€30NMAaCHOCTH OKPYXAIOWCH CPeAN mpH
MpaBHIBHON SKCILTyaTAINHH H YTHAH3AIMHE H3Re/ i,

21. IapanThiineie 0643aTeNBECTBA

Komnanua Sysmex rapaamapyer, wro XN-L CHECK coorBercTBYeT CnenH(pHKannaM,
YKA3aHHHIM Ha 3THKCTKC. [IpOM3BOJMTENb HECET OTBCTCTBCHHOCTHL 38 IKCIUTYSTAMOHHEIC
XBpPaKTCPACTHKH H3ZeHs TONLKO B TOM CIyd9ac, CCIH OHO HCMONB3YeTCA HAICHANHM
06pa3oM B COOTBETCTBHR ¢ HHCTPYKIUAMH, & TAKXKe NPH COOMOACHHH YCOBHH XpaHCHHA U
MpaBdil TPAHCTIOPTHPOBKR, [Ipom3BoAMTEND TrapaHTHpPYCT Oe3omacHOCTh MEAHIHHCKHX
H3zenuit, OTCYTCTRHC HEAOYCTHMOIO PHCKA HAHCCCHHA BPEAA KHIHH H 3AOPOBLIO YCIIOBCKa,
a TaKKe OKpyXalomell cpefie Npyu NpuMeHeHHMH Habopa peareHToB ¢ COOMOACHAEM yCnoBul,
MPEAYCMOTPCHHBIX H3TOTOBHTENEM,

TTpoAYKTH HEOGXOUMMO HCTIONE30BATE TONLKO O HCTCYCHHA CPOKA FOAHOCTH, YKa3saHHOIO
Ha YTaKoBKe.

HacToamas orpaHMucHHAS rapaHTHd 3aMcHseT coloff moOne JpyrAe TrapanTHH,
BHpaXCHHHC MIK SBHO NOApPA3yMeBaeMbic, BKJIOHad MoOHEe MOApa3yMEeBacMEle MapaHTHH
NPUTOAHOCTH JUIA MCMO/B3OBAHAA B KOMMEPUCCKHX WIHM MOOHX Apyrax mendx. Koumanus

Sysmex He HECeT OTBETCTBCHHOCTH 3a MoOHe ciydaliHEle, KOCBCHHEIC, CTICHHANLHEIC WA
KOCBEHHHE YORTKH.

Tlo BompocaM, CBE3AHHHIM ¢ KAaueCTBOM NPONAYKIMH, a Takke ¢ e¢¢ pabGouumu
XapaKTepHCTHKAMH, HeOOXOQMMO CBA3aThCA C  YNONHOMOYCHHEIM IPEACTABHTEIICM
NPOH3BOANTEA KOMIIAHAH Ha TeppHTOpmn Poccuiickoit Qencpammn:

000 «Cucmexc PYC»

IOprmmueckult anpec: 123290, Mockea, 1 Marmerpansarit Tymax, 11, saamue 10, srax 2,
moMemenue V, xomuats 1-23, 25-39

Tenedon: +7(495)7816772

DneKTpoHEAad NOYTA: SUpport.rus@sysmex-europe.com

100) BI):

TTopamox noaauy %anol M OTBETH HA HEX PETY/IMpPYIOTCA TpakIaHCKEM mpaBoM. JKanoGut
MOTYT NOAABATECE TOJBKO TIO BOMPOCAaM, HE CB3aHHEIM C MPHEMKOM TOBapoB,
NPOH3BEACHHEIX B COOTBCTCTBHH C YC/IOBHAMH JIONOBOpE.

Tlo BCceM BONMPOCAM, CBA3ANHLIM C HCHOJB3OBAHHEM H3NCTHA, CICAYCT OOpAINATHCS K
YOONHOMOYCHHOMY IPEACTARHTEIIO HITOTOBHTENA.

B cnyuae nofaul xanoOH o0paTHTeCh K H3IOTOBHTEMIO H/UMNH €r0 YNONHOMOYCHHOMY
IPEACTaBHTENIO.

22.CriucoK MPUMEHHUMBIX CTaHIapTOB

Pedepencrnii Hassanue
, Mepunuuckne u3penns - [IpEMeHeHHe MEHCIKMCHTA PHCKOB K
EN ISO14971:2012 . KT

MearUHHCKHe H3AeNEs VIS JHATHOCTHKH in vitro - Hadopmanms,
EN ISO18113-1:2009 | npemocTaBnsemas NOCTaBIIHKOM (MapkupoBka) - Uacth 1t

Tepmunn, onpeaenenas 1 ofmmue TpeboBaHAs

- MepuuuHCKNe H3C/NA YIS AMATHOCTHKH in vitro - Mndopmanas,
EN ISO18113-2:2009 ocTABNAeMas _H3roTOBHTENEM _(Mapkuposka) - Yacrs 2:
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PeareHTH M4 AMArHOCTHKH in vitro ;A nmpodecCHOHANBHOIO
OPHMCHEHHS.

. Memumuackue H3gemas - CHCTEMEI MEHEDKMEHTA KadecTBa -
EN ISO13485: 2003 Toe6 X
EN ISO 9001: 2008 CHCTeME MCHEIDKMCHTA Ka9eCTBa - Tpebonauus

) MemmmuHckne H3AeNHA A AMATHOCTEKH in vitro. Onenxa
EN 23640: 2013 CTOBIBHOCTS s n vitro

EN980: 2008 CHMBONH! A3 HCTIONBSOBAHHMS NpPH MAPKHDOBKC MCNHIHECKHX
u3aenutt

23. KontakTHasa nHpopMaLus

IlpomsoguTens u paspaGoTunxk:

SYSMEX CORPORATION

1-5-1 Wakinohama-Kaigandori, Chuo-Ku Kobe, Japan 651-0073 (1-5-1 Baxunorama
Kattrannopu,Uyo-Ky Kobe 651-0073, Sinonus)

Tenedon: +81 78-265-0500

®axc: +81 78-265-0525

IIpoussoautens mo aorosopy OEM:

Streck
7002 South 109™ Street, La Vista, NE 68128, USA

VYnoaHoMouenRbIi BPEICTABETEND HPOR3BOAUTeIA B PoccHn:

Obmectso ¢ Orpanuvennott OTercreennocThio «Cuemexe PYC»

123290, Mockea, 1 Maracrpansurit Tynak, 11, sparue 10, 31ax 2, noMemenne V, KOMHATHL
1-23, 25-39

Tenedon: +7(495)781-67-72

VnoasomMouennbil mpeacTaBuTeNbL NpouBoaETeNS B EBpone:

Sysmex Europe GmbH
Bombarch 1, 22848 Norderstedt, Germany
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A
———

/Meyamo: Maxomo OKALA (Makoto OKADA), nomapuyc/

——

Homep 8 peectpe: 738

Hacroawmm yAOCTOBEpPAETCA, YTO rocnowa Puca Mounsyku (Risa Mochizuki), npeacrasurens
rocnoavHa Xurocu Hucuymu, Buue-npesmaedta, O0TAeN HOPMATUBHO-NPABOBONO PEryaupOBaHKA,
NoapasaeneHne HOPMATHBHO-NPABOBOTO PEIYAMPOBaHMA W obecneveHun KxavecTsa CuCMeKc
Kopnopeiiws, 3aaBnna 8 MOEM NPUCYTCTBUU O TOM, HTO YNOMWHIEMLIH 3AeCh roCnoauK XHToCcH
HUCHYMH NMYHO NOATBEPAMA, YTO NOANUCA/ BLILLIEYKASAHNLIA AOKYMENT.

Aatuposano 22 Hoabpn 2018 r.

/Nodnucs/ /levams: Maxomo OKAGA (Makoto OKADA), somapuyc/

HOTAPUYC Makoro Oxaga {(Makoto Okada)
610p0 no 1opuanYeckUm sonpocam okpyra Kobe
44, Akacumaun, Yyo-wy,

KoGe, finokua

/MNevame;
Maxomo Oxada {Makoto Okada}

HOTAPUHYC

510p0 no opuduneckum eonpocam oxpyaa Kobe
44, Akacumaiy, Yyo-xy,

Kobe, Anowua/
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/NMesams: Maxomo OKALA (Makoto OKADA), nomapuyc/

Homep B peectpe: 73801 2018,

HOTAPUANLHOE CBUAETENBCTBQ

HacToswmm YAOCTOBEPAETCA, YTO rocnowa Puca Mouusyxu (Risa Mochizuki), npeacrasurens
rocnoguna Xutocu Hucuymm, Buue-npesHAEHTa, OTAEA HOPMATUBHO-NPABOBONC PEry/MpoBanus,
NoApaspeneHne HOPMaTMBHO-NPABOBOFC PEryAMpPOBaHUA W obecneueHMa Kavectsa Cucmexc
KopnopeiwH, 3anesna B MOEM NPUCYTCTBMM O TOM, YTO YNOMUHAaEMbid 3aeCb rOCNOAWH XuToCu
HUCUYMM AMMHO NOATBEPAUA, NTO NOANKCAN BHILLIEYKASAHHLIA JOKYMEHT.

Aammposano 22 HOAGPA 2018 r.

Gi0po N 0PUAUYECKUM BONPOCAM OKpyra Kobe
44, Akacumaun, Yyo-ky, Kobe, Anoxua

/Nodnucs/ /Mevams: Maxomo OKALA (Makoto OKADA), nvomapuyc/

14
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HOTAPUANBHAA KOKTOPA
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/Tevamyv: Jupexmop Biopo no opuduseckum eéonpocam oxpyea Kobel

PerncTpayuonHuiit Ne 1332

CEPTUPUKAT

Hacroawwmm yAOCTOBEPAETCA, YTO NPUAOKEHHOE HOoTapHanbHOe CBMAETENLCTBO COBEPIUEHO W
8544310 HOTapHYCOM, YNOAIHOMOUSHHBIM AO/MKHEIM OBPasOM W NCHOAHAIOWMM CBOU GYHKLMK B
okpyre KoGe, AnoHuA, 1 410 OPULMANbHAA NEYSTD, CKPENNAIOLLBA YKAIAHHDIA HOKYMEHT, ABNAETCA
NOANMHHOM.

Dara: 22 Hoabpa 2018 r.

Awnpexrop BIOPO NO IPHAKUECKMM BONPOCaM OKpyra Kobe

Tevamv: Jupexmop Biopo no opuduseckum sonpocam oxpyza Kobe/

16
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lfopoa Mocksa
CeMHaguaroro anpens ABe TbiCAYN OeBATHaALATOrO roja.

A, CBupugeHko Banepuii BnaguneHoBUY, BPEMEHHO WCNOMHAKOWMIA 06583aHHOCTM
HoTapuyca ropoga Mockebl Kopcuka Bnagumupa KOHCTaHTMHOBMYA, CBUAETENLCTBYHO

NoA/IMHHOCTL NoAanucK nepeeogunka MnbueHko Cepresi EBreHbeBmya.
Moanucb caenaHa B MOEM MPUCYTCTBUMN.

JINYHOCTL NOANMUCABLIErO JOKYMEHT YCTaHOB/EHA.
3aperucTpmposaHo B peectpe: Ne 77/2138-n/77-2019- / 1

B3bickaHO no Tapugy: 100 py6. 00 kon.
ynnayeHo 3a okasaHue|ycnyr npaBoBOro v TexHuyeckoro xapakrtepa: 200 py6. 00 kon.

B. Cenpng®©

Bcero naouy NPOHYMepPOBaHO
N CKpenneHo ney 9-b nuct(a)(os)

BPWNO Hotapuy!
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