COULTER 6C Cell Control
628027, A59925

For In Vitro Diagnostic Use
Rx Only in the U.S.A.

INTENDED USE

6C Cell Control is a hematology quality control material used to monitor the performance of UniCel DxH Coulter Cellular Analysis Systems listed in the TABLE
OF EXPECTED RESULTS, in conjunction with specific COULTER reagents.

The assigned values and expected ranges on the TABLE OF EXPECTED RESULTS can be used to monitor instrument performance. This product can also
be used to establish your own laboratory mean.

INTENDED USER

This device is intended to be used by a laboratory professional.

SUMMARY AND PRINCIPLE

6C Cell Control is a reference product prepared from stabilized human blood. By design, 6C Cell Control confirms and monitors instrument accuracy and
precision performance by providing quantitative measurements for the following parameters: WBC, RBC, Hgb, HCT, MCV, MCH, MCHC, RDW, RDW-SD,
PLT, MPV, NE, LY, MO, EO, BA, NRBC, NE#, LY#, MO#, EO#, BA#, NRBC#.

REAGENTS

6C Cell Control consists of treated, stabilized human erythrocytes in a buffered isotonic medium. 6C Cell Control also contains a stabilized, platelet-sized
component, and fixed erythrocytes to simulate leukocytes and nucleated red blood cells.

REACTIVE INGREDIENTS

Stabilized and/or fixed erythrocytes from:
Human < 50% w/w

Ungulate < 5% wiw

Reptile < 0.75% wiw

Avian < 0.3% wiw

NON-REACTIVE INGREDIENTS

Buffers, Stabilizers, and Preservatives

WARNING AND PRECAUTIONS
POTENTIAL BIOHAZARDOUS MATERIAL

Product contains biologically sourced materials: Human, Avian, Reptile and Ungulate.

Each human donor unit used in preparation of this material was tested by an FDA approved method for the presence of the antibodies to Human
Immunodeficiency Virus (HIV-1 and HIV-2) and Hepatitis C Virus (HCV) as well as for hepatitis B virus surface antigen and found to be negative (were not
repeatedly reactive).

Because no test method can offer complete assurance that hepatitis B virus, Human Immunodeficiency Virus (HIV-1 and HIV-2), or other infectious agents
are absent, this specimen/reagent should be handled at Biosafety Level 2, as recommended for any potentially infectious human serum or blood specimen.’

Product contains <0.1% Sodium Azide. Sodium Azide preservative may form explosive compounds in metal drain lines.2

STORAGE, STABILITY, AND DISPOSAL

6C Cell Control is shipped in a thermally insulated container designed to keep it cool. Reagent in unopened packs is stable for up to 95 days (until the
expiration date stated on the label) when stored according to requirements. It is not recommended to use the reagent after shelf life expiration indicated on
the label. When stored at 2 to 8°C, sealed/unopened tubes are stable until the expiration date shown on the TABLE OF EXPECTED RESULTS. Open vial
stability is 16 days assuming that the Instructions for Use section of the package insert is performed a maximum of 18 times within 16 days.

NOTE: The MCV, RDW and/or RDW-SD parameters may show trending through the product's shelf life. This is inherent to the product and should not be
considered an indicator of product instability. 95% of recovered values for these parameters should remain within the stated EXPECTED RANGES.

Storage of product with cap down (inverted) may require additional mixing for complete resuspension of cellular components.
Dispose of waste product, unused product and contaminated packaging in compliance with federal, state and local regulations.

EVIDENCE OF DETERIORATION

Inability to obtain expected values in the absence of known instrument problems or gross hemolysis (darkly colored supernatant) is indicative of product
deterioration. However, a slight pink color to the supernatant is normal and should not be confused with deterioration of the product.

MATERIALS PROVIDED
*  6C Cell Control.
+  Table of Expected Results containing Assigned Values and Expected Ranges.

MATERIALS REQUIRED, BUT NOT PROVIDED

»  Sufficient COULTER reagents to complete analysis. For the reagents used on the system refer to the IFU specific for the UniCel DxH Coulter Cellular
Analysis Systems in use.

*  Online System HELP or Instructions for Use.
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INSTRUCTIONS FOR USE
1. Remove 6C Cell Control tube(s) from refrigerator and warm at AMBIENT TEMPERATURE for 10 to 15 minutes.
2. Prepare your instrument: Follow the instructions for Setting Up Controls in System HELP or Instructions for Use when a new lot of controls is received.
3. After warming, mix by hand as follows:
A. Roll the tube slowly between the palms of the hands eight times in an upright position.
B. Invert the tube and slowly roll it between the palms eight times.
C. Gently invert the tube eight times.

8 INVERSIONS

8TURNS 8TURNS

4. Repeat steps 3A to 3C.
NOTE: DO NOT use any type of mechanical mixer.
5. Run the control in Cassette Presentation on the instrument.
Return the tube(s) to the refrigerator within 30 minutes.
Compare instrument values to those given in the TABLE OF EXPECTED RESULTS.

ASSIGNED VALUES AND EXPECTED RESULTS

Refer to TABLE OF EXPECTED RESULTS.

ASSIGNED VALUES are determined on validated systems using specific COULTER reagents. The values are confirmed by multiple analyses of the control.
EXPECTED RANGES include variation between instruments, and represent 95% confidence limits for well maintained instrument systems.

4+ DxH Reagents for use on DxH 800 / 600 / 900 / 690T @ DxH ECO Reagents for use on DxH 900 / 690T

Before your current cell control lot(s) expire, perform the following on your new lot(s):
*  Confirm that recovered values are within the TABLE OF EXPECTED RESULTS.
OR
»  Establish your own laboratory mean.
Whether you use the Beckman Coulter Assigned Value or your own laboratory mean, the instrument is considered well maintained and operating correctly if:
*  295% of the recovered values fall within the EXPECTED RANGE of the Beckman Coulter Assigned Value.
. Recovered values do not trend OUTSIDE the EXPECTED RANGE.

»  Control results with System messages and review flags, R, can be accepted except for the specific System Event messages that indicate a hardware
parameter is out of limit for some item such as voltage, temperature or pressure. These include System Event: D (or HGB, N, PLT, R, RBC, TNC,
WBC).

PERFORMANCE LIMITS

Individual laboratories can expect better repeatability than that shown in the EXPECTED RANGE column. Refer to your System HELP and Instructions for
Use for precision performance specifications for your UniCel DxH Coulter Cellular Analysis Systems.

TROUBLESHOOTING PROCEDURE

The System HELP and Instructions for Use contain troubleshooting procedures for resolving control recovery problems. If you need additional help, call
Beckman Coulter Customer Service at 800-526-7694 (USA and Canada) or contact your local Beckman Coulter Representative.

To provide faster handling of your inquiry, please have the following information available when you call:
. Instrument model and serial number.
+  Expiration dates, lot numbers, and supporting data for all reagents, for control(s) in question and for other Cell Control lots currently in use.
*  Previous Cell Control lot numbers and the data for these previous lots.
» Data history for COULTER LATRON CP-X control analyses.
»  Data from current repeatability study (N=10) using a fresh whole blood specimen and performed according to System HELP and Instructions for Use.
. Data from the IQAP survey as well as data from your last instrument calibration, where appropriate.

PRODUCT AVAILABILITY

COULTER 6C Cell Control:

628027

4 x 3.5 mL Level 1
4 x 3.5 mL Level 2
4 x 3.5 mL Level 3
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A59925

3 x3.5mL Level 1
3 x 3.5 mL Level 2
3 x3.5mL Level 3

TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or registered trademarks of
Beckman Coulter, Inc. in the United States and other countries.

ADDITIONAL INFORMATION

Glossary of Symbols is available at beckmancoulter.com/techdocs by searching for part number C07163.

May be covered by one or more pat. - see www.beckmancoulter.com/patents

The Summary of Safety and Performance is available from the EUDAMED database: ec.europa.eu/tools/eudamed.

For additional information or if damaged product is received, call Beckman Coulter Customer Service at 800-526-7694 (USA or Canada) or contact your local
Beckman Coulter Representative.

Safety Data Sheet is available at beckmancoulter.com/techdocs

NOTICE TO USER

For a patient/user/third party in the European Union and in countries with identical regulatory regime (Regulation 2017/746/EU on In vitro Diagnostic Medical
Devices); if, during the use of this device or as a result of its use, a serious incident has occurred, please report it to the manufacturer and/or its authorized
representative and to your national authority.

REVISION HISTORY

REVISION DATE DESCRIPTION
AA September 2024 Initial release to include documentation updates for compliance to European In Vitro
Diagnostic Regulations (IVDR) (2017/746). No changes were made to the product.
AB June 2025 Updated wording in EXPECTED RANGES
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KnetouHbin KoHtponbs COULTER 6C
628027, A59925

Ona in vitro guarHocTnkKun
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

6C Cell Control sBnsieTcs remaTonornyeckum martepuanom KOHTPOSS KayecTBa, MCMOoNb3yeMblM Ans MOHUTOPUHra paboTbl CUCTEM KIIETOYHOrO aHanusa
UniCel DxH Coulter, nepeuncnennbix B8 TABJIMLE OXKNWOAEMbBIX PE3YJIBTATOB, coBmecTHO co crneundunyeckummn peareHtamm COULTER.

3apaHHble 3HadeHus U oxugaemble amanasoHsl 3 TABYLbI OXKNOAEMbIX PE3YJIBTATOB moryT ObiTb MCNONb30BaHbl ANsi OTCNEXUBaHWUSA paboThbl
npubopa. DTOT NPOAYKT TakKe MOXET OblTb UCNONb30BaH ANS BbIMUCNEHUS CpegHero Ballen nabopartopum.

NMPEAMNONATAEMbIW NOJIb3OBATEb

lMpeanonaraembiMn NOMb3oBaTENAMWN 3TOTO U3AENNA ABNSETCA NepcoHarn na6opaTopMM.

KPATKOE ONMUCAHUE U NPUHUUN PABOTDI

KneTouHbI KOHTPONbHbLIN MaTepuan 6C npeacTaBnsieT cobol STanoHHbIV NPOAYKT, NONyYeHHbIA U3 CTabnnmManpoBaHHOW KpOBY YenoBeka. B cooTBeTcTBUM
CO CBOVIM MpegHa3Ha4YeHNeM KNeToYHbIN KOHTPOMbHbIN MaTepuan 6C Plus nogTBepxaaeT v OCyLLECTBNSET MOHUTOPUHT 3KCMyaTaluMOHHbIX XapakTepucTmk
TOYHOCTU MOKa3aHWi 1 NPeuUM3VoHHOCTH Npubopa, obecneyrBas BO3MOXHOCTb KONMYECTBEHHbIX U3MepeHnii cnegytowmx napameTtpos: WBC, RBC, Hgb,
HCT, MCV, MCH, MCHC, RDW, RDW-SD, PLT, MPV, NE, LY, MO, EO, BA, NRBC, NE#, LY#, MO#, EO#, BA#, NRBC#.

PEATEHTbI

KneTouHbIN KOHTPOMbHbIA MaTepuan 6C cocTout M3 obpaboTaHHbIX, CTabUNN3NPOBAHHBLIX APUTPOLIMTOB Yenoseka B Oydepn3anpoBaHHON N3OTOHNYECKON
cpene. KneTtouHbii KOHTpOnbHbI MaTepuan 6C Takke CoOaepXuUT CTabnnmanpoBaHHbI KOMMOHEHT pa3MepPOM C TPOMBOLIMTLI 1 (OUKCUPOBaHHbBIE 3PUTPOLIMTI
ANA UMUTaLMK NENKOLMTOB U SAPOCOAEPXKALLMX 3PUTPOLIMTOB.

WHIPEOUEHTbI, OBNAOAIOLWME PEAKLUMOHHOM CMOCOBHOCTbIO

CTtabunmanpoBaHHble U (Unn) UKCUPOBaHHbIE 3PUTPOLIUTLI, NOYYEHHbIE OT:
Yenoseka <50% Bec/Bec

KonbITHbIX XUBOTHBLIX <5% Bec/Bec

Pentunuin ,75% Bec/Bec

Mtny <0,3% Bec/Bec

HEPEATMPYIOLUME UHITPEOUEHTDI

Bydepbl, cTabununsatopbl U KOHCEPBAHTbI

NPEAYNPEXOEHUA N MEPbI NMPEQOCTOPOXHOCTU
NOTEHUWUATNBHO BUMONOIMMYECKU OMNACHbIU MATEPUAT

MpoaykT copepxuT matepuansl 6uonoruyeckoro NPOUCXOXOEHUA: HYernoBeKka, NTUL, NPeCMbIKarLWNXCA N KOMbITHbIX.

Kaxpas yenoseyeckas JOHOPCKasi €AMHMLA, UCMONb30BaHHAas B NMPUrOTOBMNEHNN AaHHOrO MaTepuana, 6bina NnpoTecTMpoBaHa C NOMOLLIO YTBEPXKAEHHOTO
FDA MeTogoM Ha nNpucyTCTBUE aHTUTEN K BUpycy ummyHodeduumta yenoseka (HIV-1 n HIV-2) n Bupycy renatuta C (HCV), a Takke Ha NOBEPXHOCTHbIN
aHTWreH Bupyca renatuta B, n npuaHaHa oTpuuaTensHon (He AEMOHCTPMPOBana peakumio NP MHOTOKPaTHBLIX UCTMbITAHUSAX).

Tak KaKk HMKaKOW MeTOA, UCTbITAaHWUI He MOXET NPeasoXKMTb MOMHY0 rapaHTUI0 OTCYTCTBMSA BUpyca renatuta B, Bupyca nmmyHogedumumTa Yenoseka (BUY-1
n BUY-2) nnn apyrmx MHGEKLMOHHBIX areHToB, obpaliaTbcs ¢ 9TuM obpasuom/peareHToM criedyeT Ha ypoBHe 2 Guonormyeckoi GesonacHocTH, Kak
PEKOMEHL0BaHO ANst BCEX NOTEHLMArbHO MHAEKLMOHHBIX MPEnapaTos YerioBEYECKOM CHIBOPOTKM Wi KPOBMK.

MpoaykT conepxut <0,1% a3naa HaTpus. KoHCepBaHT, coaepKaluuii asng HaTpusi, MOXeT 00pa3oBbIBaThb B3pbIBYATHIE COEAMHEHUS] B METANNMYECKUX TpyDax
2
KaHanusauuun.

XPAHEHUE, CTABUJNIbHOCTb U YTUITU3ALUA

KneTouHbIn KOHTpONbHLIN MaTepuan 6C TpaHCNopTMPyeTCcs B U30TEPMUYECKOM KOHTEMHepe, npeaHasHayeHHOM AN COXpaHEeHWs HW3KOW TemnepaTtypbl
npoaykta. PeareHT B HEBCKpbITbIX yrnakoBkax ctabuneH Ao 95 gHen (OO AaTbl UCTEYEHUSI CPOKa FOAHOCTU, yKa3aHHOW Ha 3TUKETKE) MpU XpaHeHun
B COOTBETCTBUW C TpeboBaHMAMU. He pekomeHayeTCs NCronb3oBaTb peareHT nocne UCTEYEHNS CPoKa XpaHEeHWsl, yKa3aHHOro Ha aTukeTke. Mpu xpaHeHun
npu Temnepatype ot 2 go 8°C 3aKynopeHHble/HeBCKpbITble MPOBUPKM CTabunbHbl A0 AaTbl UCTEYEHUSA Cpoka rogHocTu, npusedeHHon B TABJIVLIE
«OXNOAEMbIE PE3YIBbTATbI». CTabunbHOCTb COAEPXUMOro BCKPLITOrO ¢hriakoHa cocTaBnsieT 16 AHel npu ycnosuu, 4To pasgen «VHCTpykuusi no
NPUMEHEHMIO» BKNadbilia B yNakoBKy OyAeT BbINONHATLCA Makcumym 18 pa3 B TeueHne 16 gHen.

NPUMEYAHUE: lMpu gonrom xpaHeHun npogykTta 3HaveHns MCV, RDW w/unu RDW-SD MoryT nposiBnaTb TEHAEHLUMIO K YBENMYeHM0. OTO XxapaKTepHO
ANs AaHHOTO MPOAYKTA U He SBNSETCA NPM3HAKOM HecTabunbHow paboTtbl npubopa. 95% NomnyyYeHHbIX 3Ha4YEeHUA 3TUX NapaMeTpoB AOSMKHbI OCTaBaTbCH B
npegenax ykasaHHbix OXKUOAEMbIX OUAMNMA3OHOB.

Mpy XxpaHeHWUM NpoayKTa KPbILLKON BHU3 (MEPEBEPHYTHIM) MOXET NOTPeGoBaThCst AOMONHUTENBHOE MEPEeMELUMBaHNE ANt MOMHOTO PECYCMNEH3VUPOBaHMS
KNETOYHbIX KOMMOHEHTOB.

YTnnusaumsa oTxonos npoayKTa, HeMCNosib30BaHHOIO NpPoAyKTa U 3arpsi3HeHHOM YNaKoBKU OOMKHa OCYLLEeCTBNATLCA B COOTBETCTBUN C NPUPOAOOXPAHHBIM
dpep.epaanblM 3aKoHOA4aTenbCTBOM, 3aKOHOOATEeNMbCTBOM LUTATOB U1 COOTBETCTBYHOLLMMNU NOCTAHOBNEHUAMU MECTHbIX OPraHOB BNacTu.

NMPU3HAKU NOPYU

Mpwn otcyTcTBMM Npobnem ¢ NpMBOPOM MMM CUMBLHOTO remonm3a (TEMHOOKPALLeHHas HagoCago4Has XXUOKOCTb) HEBO3MOXHOCTb NOMYyYUTb OXuOaeMble
3HaYeHUs1 MOXET yKasblBaTb Ha rmopyy npoaykta. OpHako cnabas po3oBas okpacka HagoCafoYHOWM XUAKOCTU ABMAETCS HOPManbHOW, U eé He cnedyeT
NpYHMMAaTbL 3a NPU3HaK NopYM NpoadykTa.
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NMPEOOCTABIIAEMbBIE MATEPUATNDbI
. 6C Cell Control.

. Tabnuua oxmgaembix pe3ynbratoB C 3agaHHbIMU 3HA4YEHUAMU U OXXnaaeMbiMU ANana3oHaMun.

HEOBXOAUMbIE, HO HE MPEOOCTABINAEMbIE MATEPUAIDbI

*  [JocrartoyHoe konuyecTtBo peareHToB COULTER ans BbinonHeHust aHanu3a. NepevyeHb peareHToB, NCMOMb3yeMbIX C CUCTEMOW, CM. B UHCTPYKLUN NO
NPUMEHEHMI0 KOHKPETHBIX UCMOSb3yeMbIX cUCTeM kneTodHoro aHanusa UniCel DxH Coulter.

. WHTepaktuBHas cuctema NOMOLLDb nnm MHCTpYKLUuKM NO NPUMEHEHWIO.

MHCTPYKUUA NO NPUMEHEHUIO
1. WaeneknTte npobupky(n) 6C Cell Control us xonoaunsHuka 1 nporpeiite npu KOMHATHOW TEMIMEPATYPE B TeueHne 10-15 MUHYT.

2. TopgrotoBbTe Balw Npubop: cnefynte MHCTPYKUMAM CnpaBky CUCTEMBI MO YCTAHOBKE KOHTPOMbHbLIX MaTepuanoB Ui UHCTPYKUMSM NO NPUMEHEHWIO,
Npu YCrIOBUU MONy4YeHWs1 HOBOW NapTUM KOHTPOIbHbIX MaTepuaros.

3. Tocne HarpeBaHus nepemeLLanTe BpyYHyH crieqytoLm ob6pasom:

A. MegneHHO NpokpyTUTE NPOGUPKY MEXAyY NafoHAMU BOCEMb pa3 B BEPTMKaIIbHOM MOMOXEHUMN.
B. MepeBepHuTE NPOBMPKY BBEPX AHOM U MeASIEHHO MPOKPYTUTE ee MexXay NafgoHsIMU BOCEMb pas3.
C. OCTOpPOXHO NepeBepHUTE NPOBMPKY BOCEMb pas.

8 MOBOPOTOB 8 MOBOPOTOB 8 MEPEBOPAYMBAHII
4. Mostopute warn ¢ 3A no 3C.

NMPUMEYAHUE: HE ncnonb3yiiTe MexaHU4eCKyto Mellanky kakoro-nubo suaa.
5. NpoaHanuavpyiiTe KOHTpOnbHbIE MaTepuansl Ha npubope B Kaccete.
6. BepHute npobupky(-u) B XonogunbHUK B Te4eHne 30 MUHYT.
7. CpaBHuTe 3HaveHus npubopa co 3HaveHusimu, npueogumbimu B TABJTMLEE OXKUOAEMbIX PE3YJIBTATOB.

YCTAHOBJEHHbBIE 3HAYEHUA U OXXKUOAEMbBIE PE3YJIbTATbI
Cm. TABMULY OXWOAEMbIX PE3YTIETATOB.

YCTAHOBINEHHbIE 3HAYEHUA onpepeneHbl Ha BanvanpoOBaHHbLIX CMCTEMax C WUCMONb30BaHMEM KOHKpeTHbix peareHToB COULTER. 3T1u 3HayeHus
noaTBEPXAEeHbI MHOTOKPaTHLIM aHanM3oM KOHTPONbHOrO Matepuana.

OXWOAEMBIE OUAMA3OHDbI BkntovatoT B cebsi konebaHus mexay npubopamu u npefctaenstoT coboit 95% poseputenbHble npegensl Ansi cUcTeM
nprbopoB ¢ Haanexalimm obCnyKnBaHUEM.

4 PeareHtol DxH ons mncnonb3oBaHusa Ha @ Pearentbl DxH ECO gns ncnonb3oBaHus Ha
DxH 800/600/900/690T DxH 900/690T

Mpexae Yem ncTeyeT CPoK rOAHOCTU TEKYLLEN(-MX) NapTUK(-Uii) KOHTPONS KINETOK, BbINOMHUTE criedytollee Ha HOBOW(-bIX) NapTum(-ax):
. Y6enuTechb, 4TO BOCCTAHOBIEHHbIE 3HaYeHus1 HaxoasTcs B npegenax TABJTNLBbI OXXNOAEMbIX PE3YJIBTATOB.
nnn
*  YcTaHoBWTe cpefHue 3HadYeHus B cobcTBeHHOM nabopartopuu.

BHe 3aBucumocTu OT TOro, nonb3dyetecb N1 Bbl 3aJaHHbIMW 3HAYEHUAMU Beckman Coulter unu cpedHuMm Ballen naGopaTopMM, anI6op cyuTaetca
HaxogAwnmMcs B XopoLwemM COCTOAHMU U NpaBuiibHO paGOTaIOLLl,I/IM, ecnu:

+  295% BOCCTAHOBMEHHLIX 3HaYeHnit nonaaatoT B OXXUOAEMbIN AVUAMA3OH 3aaaHHoro 3HaueHust Beckman Coulter.
. BoccTaHoBneHHble 3HaveHuss He HanpaeneHsl 3A MPEOENBI OXXUOAEMOIO OUAMA3OHA.

*  PesynbraTbl KOHTPOMNS Ka4ecTBa C CUCTEMHBLIMU COOBLLIEHUAMM 1 dhnaramv nposepku, R, MOryT GbITb NPUHATLI, 32 UCKINIOYEHNEM 0COBbIX COOBLLEHMI
CMCTEMHOTO COObITUSA, yKa3blBaloLMX Ha BbIXOA, anmnapaTHOro napamertpa 3a npegesbl NpYeMnemMoro avanasoHa ANS onpefeneHHbIX 3MeMEHTOB,
TaKUX Kak HanpsbkeHue, TemnepaTtypa unu gasnenHve. K HUM oTHocuTcst cuctemHoe cobbitre D (unm HGB, N, PLT, R, RBC, TNC, WBC).

SKCMNYATAUMNOHHbLIE OFrPAHUYEHUA

OTaenbHble nabopaTopun MOryT oxuaaTtb fyyllein CXOAUMOCTHM, YeM yKa3aHo B cTonbue OXXVUOAEMBIV OVNAMA3OH. XapakTepucTUKM NPeL3noHHOCTH
BaLLMX cucTem kretoqHoro aHanuaa UniCel DxH Coulter cm. B CripaBke cuctembl n VIHCTPYKUUSIX MO MPUMEHEHMIO.

NMPOLIEQYPA NMOUCKA U YCTPAHEHUA HEUCIPABHOCTEN

CnpaBka CUCTEMbI WM WHCTPYKUMM NO NPUMEHEHWIO copepxaT npouenypbl MO MOUCKY W YCTPaHEHW0 HEeWcrpaBHOCTEW Afs pelleHus npobnem c
ncnonb3oBaHMem koHTpons. Ecnu Tpebyetcs gononHuTenbHasi MOMOLLb, obpaluaiTeck B CEPBUCHBIN LieHTp komnaHum Beckman Coulter no tenedory
800-526-7694 (B CLLUA n KaHage) unu cesxkuTech C BaluMM MeCTHbIM NpeacTaButenemM komnaHum Beckman Coulter.

Y106bI BaLw 3anpoc 6bin o6paboTaH BuicTpee, Npu 3BOHKe GyAbTe rOTOBbI NPEAOCTaBUTL CMEAYIOLLYI0 MHopMaLmio:
*  Mogenb v 3aBoACKOW HOMEP MHCTPYMEHTA.

. Homepa napTtui, Cpoku rogHOCTU U OONONTHUTENbHYO MHGOpMaLUMIo No BCeM peareHTam, Kak no npo6neMHomy KOHTPOSMIO, Tak U Nno Apyrum
ncnonb3dyemMmbiM Ha OaHHbIA MOMEHT napTuUAM KNneTo4YHOro KOHTpon4.

* Homepa napTtun npeabiaywnx KneToYHblx KOHTPOMew 1 AaHHble Mo 3TUM NapTUsM.
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*  ApxuB faHHbIX Ansi KOHTponbHbIX aHanm3oB COULTER LATRON CP-X KOHTPOMbHbIX.

. HaHHble Tekywlero uccnegosaHus cxogumoctu (N=10) ¢ ucnonb3oBaHnem obpasua cBexeln LenbHOW KpoBM, MPOBEAEHHOro B COOTBETCTBUM CO
CnpaBkol cuctembl U VIHCTPYKLUUSIMU MO NMPUMEHEHMIO.

«  [aHHble u3 uccnegosanus IQAP, a Takke faHHble nocrneaHein KanubpoBKM MHCTPYMEHTA, KOr4a YMeCTHO.

OOPMA NOCTABKU NMPOOYKTA
COULTER 6C Cell Control:

628027

4 x 3,5 mn YposeHb 1
4 x 3,5 mn YpoBeHb 2
4 x 3,5 mn YpoBeHb 3

A59925

3 x 3,5 mn YposeHb 1
3 x 3,5 mn YpoBeHb 2
3 x 3,5 mn YposeHb 3

TOBAPHbIE 3HAKH

Beckman Coulter, cTunm3oBaHHbIi NOroTMN U ynommnHaemble 34ecb 3Hakv npoaykuum u ycnyr Beckman Coulter sBnsioTca ToBapHbIMW 3Hakamu unm
3aperncTpupoBaHHbIMM TOBapHbIMK 3Hakamu koprnopaumn Beckman Coulter, Inc. B CoeanHeHHbix LTatax n gpyrux ctpaHax.

AONONMHUTENIbHAA UH®OPMALIUA

Glossary of Symbols (I'moccapuii cumBonoB) gocTyneH Ha Beb-canTe beckmancoulter.com/techdocs npu novcke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBaYeHbl Of4HUM unu Gonee nateHTamn. cM. www.beckmancoulter.com/patents

Summary of Safety and Performance (CBoaHble faHHble No 6e30nacHOCTU U OYHKLMOHaMbHBIM XapaKTepucTukam) AoCTynHbl B EBponerickon 6a3e AaHHbIX
n3genui meguumHckoro HasHadeHust (EUDAMED): ec.europa.eu/tools/eudamed.

3a [ononHUTEnbHOM MHGOPMaUMeE My Npu MonyyYeHUn NoBpexXAeHHON Npoaykuun obpaluanTteck B CEPBUCHBIN LieHTp koMnaHum Beckman Coulter no
TenedgoHy 800-526-7694 (B CLUA nunu KaHage) nnu cBspkutech € BaluMM MECTHbIM npedcTaButenem komnaHum Beckman Coulter.

MacnopT 6esonacHocTu AOCTyNeH Ha cawTte beckmancoulter.com/techdocs

YBEAOMIIEHUE ONA NOJIb3OBATEA

[na nauneHTa / nonb3oBaTensi / TpeTbe cTopoHbl B EBponerickom Coto3e 1 B cTpaHax € MAEHTUYHBIM PerynsTopHbIM pexumom (Peznamenm 2017/746/EC
8 omHowleHUU MeduyuHcKux usdenut 0ns in vitro duazHOCMUKU); eCnv, BO BPEMSI UCMONb30BaHUS 3TOro YyCTPOMCTBA UMW B pe3yrnbraTe ero UCnonb30BaHus
npou3oLLen cepbe3Hbli MHUMAEHT, coobLmTe O HEM NPOU3BOAMTENO WM/WMWU ero ynonHOMOYEHHOMY MPEACTaBUTENo U CBOEMY HaLMOHarbHOMY OpraHy
perynmpoBaHusi.

FAPAHTUA

1. M3roToBuTerb rapaHTUpYeT COOTBETCTBME U3TOTOBMEHHbLIX NPOAYKTOB TPEGOBaHUAM HOPMATUBHOW U TEXHUYECKOW AOKYMeHTauun. BesonacHocTb v
KayecCTBO NPOAYKTOB rapaHTUPYeTCsl B TEYEHWE BCErO0 CPOKa XpaHeHUs!.

2. lpoussoaguTenb OTBEYAET 3a HeJOCTaTKu U3fenus, 3a UCKNoYeHneM AedeKToB, BO3HUKLLNX BCNeAcTBMe HapyLleHna npasuil NoNb3oBaHUA, yCJ'IOBVIVI
TPaHCNOPTUPOBaHUA N XpaHEHUA, nnéo TPEeTbUX nn, nméo Henpeononwmom Cunbl.

3. B ToM cnyyae, ecnu TexHUYeckne M yHKLMOHaNbHbIE (MOTPeBUTEeNbCKUE) CBOMCTBA NPOAYKTa He COOTBETCTBYIOT HOPMATUBHON U TEXHUYECKON
[AOKYMEHTaLMM 1 9TU HEOOCTaTKM Gbiny Bbi3BaHbl CKPLITEIM AeEKTOM MaTepuarnos Ui KayecTBOM paboT M3rOTOBUTENS, U3rOTOBUTENb BbIMOMHAT
3ameHy NpoayKTa 3a COGCTBEHHbIN CYET.

s nonyuyeHns MHdopmMaLmmn o kadecTse NpoaykTa obpallanTecs K NpeacTaBuTeno usrotoeutens B Poccuiickoin deaepaumm.

OMUCAHUE NPOAOYKTA

KpacHblii; xunakuii; 6e3 3anaxa

CBEAEHUA O BEPCUAX

BEPCUA OATA OMNUCAHUE

AA CeHTs6pb 2024 McxopHas Bepcusi, BknovatoLas o6HOBMNEHUSI AOKYMEHTaUMW AN COOTBETCTBUS
PernameHTy EC 0 MeaMuUMHCKUX n3genusax ans gunarHoctuku in vitro (IVDR) (2017/746).
VI3MeHeHWs B AaHHbIN NPOAYKT HE BHOCUITUCH.

AB MoHb 2025 O6HoeneHa copmynvposka OXXNOAEMbIX OVWAMNA3OHOB
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COULTER 6C Plus Cell Control
[REF] c07297

For In Vitro Diagnostic Use
Rx Only in the U.S.A.

INTENDED USE

6C Plus Cell Control is a hematology quality control material used to monitor the performance of UniCel DxH Coulter Cellular Analysis Systems listed in the
TABLE OF EXPECTED RESULTS, in conjunction with specific COULTER reagents.

The assigned values and expected ranges on the TABLE OF EXPECTED RESULTS can be used to monitor instrument performance. This product can also
be used to establish your own laboratory mean.

INTENDED USER

This device is intended to be used by a laboratory professional.

SUMMARY AND PRINCIPLE

6C Plus Cell Control is a reference product prepared from stabilized human blood. By design, 6C Plus Cell Control confirms and monitors instrument accuracy
and precision performance by providing quantitative measurements for the following parameters: WBC, RBC, HGB, HCT, MCV, MCH, MCHC, RDW, RDW-SD,
PLT, MPV, NE, LY, MO, EO, BA, NRBC, NE#, LY#, MO#, EO#, BA#, NRBC#, MDW and LDW. MDW and LDW are only reported when the MDW parameter
is enabled.

REAGENTS

6C Plus Cell Control consists of treated, stabilized human erythrocytes in a buffered isotonic medium. 6C Plus Cell Control also contains a stabilized,
platelet-sized component, and fixed erythrocytes to simulate leukocytes and nucleated red blood cells.

REACTIVE INGREDIENTS
Stabilized and/or fixed erythrocytes from:
Human < 50% w/w

Ungulate < 5% w/w

Reptile < 0.75% wiw

Avian < 0.3% w/w

NON-REACTIVE INGREDIENTS

Buffers, Stabilizers and Preservatives

WARNING AND PRECAUTIONS
POTENTIAL BIOHAZARDOUS MATERIAL

Product contains biologically sourced materials: Human, Avian, Bovine, Reptile and Ungulate.

Each human donor unit used in preparation of this material was tested by an FDA approved method for the presence of the antibodies to Human
Immunodeficiency Virus (HIV-1 and HIV-2) and Hepatitis C Virus (HCV) as well as for hepatitis B virus surface antigen and found to be negative (were not
repeatedly reactive).

Because no test method can offer complete assurance that hepatitis B virus, Human Immunodeficiency Virus (HIV-1 and HIV-2), or other infectious agents
are absent, this specimen/reagent should be handled at Biosafety Level 2, as recommended for any potentially infectious human serum or blood specimen.

Product contains <0.1% Sodium Azide. Sodium Azide preservative may form explosive compounds in metal drain lines.?

STORAGE, STABILITY, AND DISPOSAL

6C Plus Cell Control is shipped in a thermally insulated container designed to keep it cool. Reagent in unopened packs is stable for up to 95 days (until the
expiration date stated on the label) when stored according to requirements. It is not recommended to use the reagent after shelf life expiration indicated on
the label. When stored at 2 to 8°C, sealed/unopened tubes are stable until the expiration date shown on the TABLE OF EXPECTED RESULTS. Open vial
stability is 16 days assuming that the Instructions for Use section of the package insert is performed a maximum of 18 times within 16 days.

NOTE: The MCV, RDW and/or RDW-SD parameters may show trending through the product's shelf life. This is inherent to the product and should not be
considered an indicator of product instability. 95% of recovered values for these parameters should remain within the stated EXPECTED RANGES.

Storage of product with cap down (inverted) may require additional mixing for complete resuspension of cellular components.
Dispose of waste product, unused product and contaminated packaging in compliance with federal, state and local regulations.

EVIDENCE OF DETERIORATION

Inability to obtain expected values in the absence of known instrument problems or gross hemolysis (darkly colored supernatant) is indicative of product
deterioration. However, a slight pink color to the supernatant is normal and should not be confused with deterioration of the product.

MATERIALS PROVIDED
*  6C Plus Cell Control
«  Table of Expected Results containing Assigned Values and Expected Ranges.

MATERIALS REQUIRED, BUT NOT PROVIDED
«  Sufficient COULTER reagents to complete analysis. For the reagents used on the system refer to the specific Unicel DxH 900 and 690T Systems IFU.

*  Online System HELP or Instructions for Use.
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INSTRUCTIONS FOR USE
1. Remove 6C Plus Cell Control tube(s) from refrigerator and warm at AMBIENT TEMPERATURE for 10 to 15 minutes.
2. Prepare your instrument: Follow the instructions for Setting Up Controls in System HELP or Instructions for Use when a new lot of controls is received.
3. After warming, mix by hand as follows:
A. Roll the tube slowly between the palms of the hands eight times in an upright position.
B. Invert the tube and slowly roll it between the palms eight times.
C. Gently invert the tube eight times.

8 INVERSIONS

8TURNS 8TURNS

4. Repeat steps 3A to 3C.
NOTE: DO NOT use any type of mechanical mixer.
5. Run the control in Cassette Presentation on the instrument.
Return the tube(s) to the refrigerator within 30 minutes.
Compare instrument values to those given in the TABLE OF EXPECTED RESULTS.

ASSIGNED VALUES AND EXPECTED RESULTS

Refer to TABLE OF EXPECTED RESULTS.

ASSIGNED VALUES are determined on validated systems using specific COULTER reagents. The values are confirmed by multiple analyses of the control.
EXPECTED RANGES include variation between instruments and represent 95% confidence limits for well maintained instrument systems.

4+ DxH Reagents for use on DxH 900 / 690T @ DxH ECO Reagents for use on DxH 900 / 690T

Before your current cell control lot(s) expire, perform the following on your new lot(s):
*  Confirm that recovered values are within the TABLE OF EXPECTED RESULTS.
OR
»  Establish your own laboratory mean.
Whether you use the Beckman Coulter Assigned Value or your own laboratory mean, the instrument is considered well maintained and operating correctly if:
*  295% of the recovered values fall within the EXPECTED RANGE of the Beckman Coulter Assigned Value.
. Recovered values do not trend OUTSIDE the EXPECTED RANGE.

»  Control results with System messages and review flags, R, can be accepted except for the specific System Event messages that indicate a hardware
parameter is out of limit for some item such as voltage, temperature or pressure. These include System Event: D (or HGB, N, PLT, R, RBC, TNC,
WBC).

PERFORMANCE LIMITS

Individual laboratories can expect better repeatability than that shown in the EXPECTED RANGE column. Refer to your System HELP and Instructions for
Use for precision performance specifications for your UniCel DxH Coulter Cellular Analysis Systems.

TROUBLESHOOTING PROCEDURE

The System HELP and Instructions for Use contain troubleshooting procedures for resolving control recovery problems. If you need additional help, call
Beckman Coulter Customer Service at 800-526-7694 (USA and Canada) or contact your local Beckman Coulter Representative.

To provide faster handling of your inquiry, please have the following information available when you call:
. Instrument model and serial number.
+  Expiration dates, lot numbers, and supporting data for all reagents, for control(s) in question and for other Cell Control lots currently in use.
*  Previous Cell Control lot numbers and the data for these previous lots.
» Data history for COULTER LATRON CP-X control analyses.
»  Data from current repeatability study (N=10) using a fresh whole blood specimen and performed according to System HELP and Instructions for Use.
. Data from the IQAP survey as well as data from your last instrument calibration, where appropriate.

PRODUCT AVAILABILITY

COULTER 6C Plus Cell Control:

C07297

4 x 3.5 mL Level 1
4 x 3.5 mL Level 2
4 x 3.5 mL Level 3
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TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or registered trademarks of
Beckman Coulter, Inc. in the United States and other countries.

ADDITIONAL INFORMATION
Glossary of Symbols is available at beckmancoulter.com/techdocs by searching for part number C07163.
May be covered by one or more pat. - see www.beckmancoulter.com/patents

For additional information or if damaged product is received, call Beckman Coulter Customer Service at 800-526-7694 (USA or Canada) or contact your local
Beckman Coulter Representative.

The Summary of Safety and Performance is available from the EUDAMED database: ec.europa.eu/tools/eudamed.

Safety Data Sheet is available at beckmancoulter.com/techdocs

NOTICE TO USER

For a patient/user/third party in the European Union and in countries with identical regulatory regime (Regulation 2017/746/EU on In vitro Diagnostic Medical
Devices); if, during the use of this device or as a result of its use, a serious incident has occurred, please report it to the manufacturer and/or its authorized
representative and to your national authority.

Revision History

REVISION DATE DESCRIPTION
AA September 2024 Initial release to include documentation updates for compliance to European In Vitro
Diagnostic Regulations (IVDR) (2017/746). No changes were made to the product.
AB May 2025 Updated SUMMARY AND PRINCIPLE section
Updated EXPECTED RANGES
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Kneto4yHbin koHTponb COULTER 6C Plus
C07297

Ona in vitro guarHocTnkKun
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

KnetouHbin koHTponb 6C Plus — remartonorvyeckuii matepuan Ans KOHTPONS KavecTBa, MCMONb3yeMbl ANs KOHTPOMS XapaKTepUCTUK CUCTEM
uutonoruyeckoro aHanusa UniCel DxH Coulter, nepeuncnerHoix B TABJIMLIE OXKUOAEMbIX PE3YIIbTATOB, coBMeCTHO €O crneundnyeckumm peareHTamm
COULTER.

3apgaHHble 3HayeHus n oxupgaemble ananasoHbl 3 TABILbI OXXKWOAEMbIX PE3YNBTATOB moryT 6biTb Mcnonb3oBaHbl Ans OTCnexvBaHus paboTbl
npubopa. JTOT NPOAYKT TakKe MOXET ObITb NCMOMNb30BaH Arsi BbIYMCIIEHUS cpeaHero Bawern naboparopuu.

NPEAMNONATAEMbIV MOJNIb3OBATEJb

I'Ipe,qnonaraeMblmm nonb3oBartensamMm 3Toro n3genua AenAeTca nepcoHarn na6opaTopvw|.

KPATKOE ONMUCAHUE U NPUHLUMN PABOTDI

KoHTponbHbeii matepman 6C Plus Cell Control npeacTtaBnsieT coboi 3TanoHHbIA NPOAYKT, MOMyYEHHbI K3 CTabunu3MpoBaHHOW KPOBW YeroBeka.
KoHTponbHbein matepunan 6C Plus Cell Control pa3pabotaH Ans noaTBepXAEHUS W MOHWTOPMPOBAHWSA 3KCMIyaTaLMOHHBIX XapakTepUCTUMK TOYHOCTM
1 NpEeLM3NOHHOCTM Npubopa C NOMOLLbID KONMYECTBEHHOMO M3MepeHust criegyrowmx nokasartenen: WBC, RBC, HGB, HCT, MCV, MCH, MCHC, RDW,
RDW-SD, PLT, MPV, NE, LY, MO, EO, BA, NRBC, NE#, LY#, MO#, EO#, BA#, NRBC#, MDW 1 LDW. MDW 1 LDW coo6LatoTcs TONbKO Npu BKITFOYEHHOM
napameTtpe MDW.

PEATEHTbI

KoHTponbHbii matepuan 6C Plus Cell Control coctonT 13 06paboTaHHbIX, CTabnnMampoBaHHbIX 3pUTPOLMTOB YeroBeka B Bycdepn3aoBaHHON M30TOHUYECKOM
cpepne. KoHtponbHeii matepuan 6C Plus Cell Control Takke cogepXvT cTabunmnsnpoBaHHbIi KOMIOHEHT pa3MepoM C TPOMOOLIUTI, @ Takke PMKCMPOBaHHbIE
3pUTPOLUTLI AN UMUTALMU NENKOLMTOB 1 SAPOCOAEPKaLLUX 3PUTPOLIMTOB.

WHIPEOUEHTbI, OBNAOAIOLWME PEAKLUMOHHOMN CMOCOBHOCTbIO

CTtabunmavpoBaHHble 1 (Mnn) UKCMPOBaHHbIE APUTPOLUTLI, NONYyYEHHbIE OT:
Yenoseka <50% Bec/Bec

KonbITHbIX XUBOTHLIX <5% Bec/Bec

Pentunuin ,75% Bec/Bec

Mty <0,3% Bec/Bec

HEPEATMPYIOLUME UHITPEOUEHTDI

BydepHble KOMNOHEHTbI, CTabUNIM3aToPbl Y KOHCEPBaHTbI

NPEAYNPEXAEHUA N MEPbI NMPEQOCTOPOXHOCTHU
NMNOTEHUWUANBHO BMONOIMMYECKU ONACHbIU MATEPUAT

I'Ipo.quT COAEepPXUT matepuan 6uonoruyeckoro NPOUCXOXKOEHUA: YenoBeka, NTUl, KpynHOro poratoro ckora, PENTUMI N KOMbITHBIX XXUBOTHbIX.

Kaxpas yenoseyeckas JOHOPCKasi €ANHMLA, UCMONb30BaHHAas B NMPUrOTOBMNEHNN AaHHOrO MaTepuana, 6bina NnpoTecTMpoBaHa C NOMOLLbIO YTBEPXKAEHHOTO
FDA MeTogoM Ha nNpucyTCTBUE aHTUTeN K BUpycy ummyHopeduumta yenoseka (HIV-1 n HIV-2) n Bupycy renatuta C (HCV), a Takke Ha NOBEPXHOCTHbIN
aHTWreH Bupyca renatuta B, n npuaHaHa oTpuuaTensHon (He AEMOHCTPMpOBana peakumio NP MHOTOKPaTHBLIX UCTIbITAHKSAX).

Tak kaK HMKaKoW MeTon WUCMbITaHWA He MOXET MPeanoXuTb MONHYI0 rapaHTUIO OTCYTCTBUSI BMpyca renatuta B, Bupyca vmmyHogedumuuta yenoBeka
(HIV-1 n HIV-2) nnn gpyrmx nHeKUMOHHbIX areHToB, obpallaTbcs ¢ 3TUM obpasuom/peareHTOM crnefyeT Ha ypoBHe 2 Buonormuyeckoi 6esonacHocTu, Kak
PEKOMEHA0BAHO AN BCEX NOTEHLMAanbHO MHMULIMPOBAHHBIX NPenapaTtos YernoBedYeckomn ChIBOPOTKM Unn Kposu. '

MpopnykT cogepxuT <0,1% a3uaa HaTpus. KoHcepBaHT, codepkalluii asug HaTpusi, MOXXeT 06pa3oBbIBaTh B3pbIBYaTbIE COEAVHEHNS B METANNNYECKMX TpyDax
2
KaHanuaaumu.

XPAHEHUE, CTABUJNIbHOCTb U YTUITU3ALUA

KoHTponbHbin matepuan 6C Plus Cell Control TpaHcnopTupyeTcsi B M30TEPMUYECKOM KOHTEWHepe, npedHasHayeHHOM [Afsi COXPaHEHWst HU3KOW
TemnepaTypbl NpodykTa. PeareHT B HEBCKPbITbIX ynakoBkax cTtabuneHn go 95 AHewn (40 AaTbl NCTEYEHMS CPOKa FOAHOCTU, YKa3aHHOW Ha 3TUKETKE) npu
XpaHeHUW B COOTBETCTBUM C TpeboBaHUaAMU. He pekomeHayeTcs UCMonb3oBaTh peareHT Nocne UCTEYEHUSI CPoKa XpaHEeHUs!, yka3aHHOro Ha aTukeTke. [Mpu
XpaHeHun nNpu Temnepatype oT 2 0o 8°C 3aKynopeHHble/HEBCKPbITblE NPOOUMPKM CTabunbHbI 40 AaThl UICTEYEHNS CpOKa roaHOCTH, NpuBeaeHHon B TABJTULIE
«OXNOAEMbIE PE3YNBTATbI». CtabunbHOCTb COAEPXUMOro BCKPLITOrO ¢hriakoHa cocTaBnsieT 16 AHel npu ycnosuu, 4To pasgen «MHCTpykuusi no
NPUMEHEHMIO» BKNabilia B YNakoBKy OyAeT BbINONHATLCS Makcumym 18 pa3 B TeyeHne 16 gHen.

NPUMEYAHUE: lpu gonrom xpaHeHun npogykTta 3HaveHns MCV, RDW w/unu RDW-SD MoryT nposiBnaTb TEHAEHLUMIO K YBENMYEHUI0. OTO XxapaKTepHO
ANs AaHHOTO NMPOAYKTa U He SBNSETCH NPU3HAKOM HecTabunbHow paboTtbl npubopa. 95% NonyyYeHHbIX 3HAa4YEHUA 3TUX NapaMeTpoB AOSMKHbI OCTaBaTbCH B
npegenax ykasaHHbix OXKUOAEMbIX OUAMNMA3OHOB.

[Mpn xpaHeHWM NpoayKTa KPbILWKOW BHWU3 (NepeBEPHYTbIM) MOXET noTpeboBaTbCa AOMOMNHUTENbHOE MepemMelumMBaHue Ans NOMHOMo PecycrneH3MpoBaHUs
KMETOYHbIX KOMMOHEHTOB.

YTnnusaums oTxonos npoaykKTa, HeNMCnosib30BaHHOIO NpPoAyKTa U 3arpsi3HeHHOW YNaKoBKU OOMKHa OCYLEeCTBNATLCA B COOTBETCTBUN C NPNPOAOOXPAHHBIM
cbe,qepaanuM 3aKoHOA4aTenbCTBOM, 3aKOHO4ATEeNMbCTBOM LUTATOB M1 COOTBETCTBYHOLLMMWU NOCTAaHOBNEHUAMU MECTHbIX OPraHOB BNacTu.
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NMPU3HAKU NOPYU

MMpun otcyTcTBMM Npobnem ¢ NpMBOPOM MMM CUMBLHOTO remonm3a (TEMHOOKpALLeHHas HagoCafo4Has XXUOKOCTb) HEBO3MOXHOCTb NOMYyYUTb OXuOaeMble
3HaYeHUs1 MOXET yKasblBaTb Ha rmopyy npoaykta. OpHako cnabas po3oBas okpacka HagoCafOYHOM XUAKOCTU ABMNAETCS HOPManbHOW, U eé He cnedyeT
NpYHMMAaTL 3a NPU3HaK NopYX NpoadykTa.

NMPEOOCTABIIAEMbIE MATEPUATDbI
. 6C Plus Cell Control

. Tabnuua oxunagaembix pes3yneraTtoB C 3a4aHHbIMU 3HAYEHUAMN U OXUaaeMbIMU OAnana3oHaMn.

HEOBXOAUMBbIE, HO HE MPEOOCTABINAEMbIE MATEPUAIDbI

*  JocrartoyHoe konuyecTtBo peareHToB COULTER ans BbinonHeHus aHanu3a. lNepeveHb peareHToB, NCMNOMb3yeMbIX C CUCTEMOW, CM. B UHCTPYKLMN NO
NpUMeHeHMIo KOHKpeTHbIX cucteM Unicel DxH 900 n 690T.

. WHtepaktneHas cuctema MOMOLLb nnu MHCTpyKuum No npuMeHeHuto.

MHCTPYKUUA MO NPUMEHEHUIO

1. WaBneknte npobupky(-1) ¢ KneTouHbiM KoHTporem 6C Plus us xonoaunbHuka u Harpesaite npu OKPYXAIOWEN TEMMEPATYPE B TeueHue
10—-15 MUHYT.

2. MoparotoBbTe BaLl an60p: cne,qyﬁTe WHCTPYKUMAM CI'IpaBKVI CUCTEMbI NO YCTaAaHOBKE KOHTPOMbHbIX Marepuanos Unm MHCTPYKUMAM NO NPpUMEHEHUIO,
npu ycnosuun nosnyyveHnsa HOBOWN NapTUM KOHTPOIbHbIX MaTepuanos.

3. Tlocne HarpeBaHus nepemMelLanTe BpyYHyo crnegylowmnm obpasom:

A MegnrneHHO NpoKpyTUTe NPOBUPKY MeXay NafoHSMU BOCEMb pa3 B BEPTUKAIIbHOM MONOXEHNM.
B. MepeBepHWTE NPOBUPKY BBEPX AHOM U MEAJIEHHO NPOKPYTUTE €€ MeXAy NafoHAMU BOCEMb pas.
C. OCTOpPOXHO NepeBepHUTE NPOGUPKY BOCeMb pas.

I |

8 NOBOPOTOB 8 MOBOPOTOB 8 MEPEBOPAYMBAHII
4. Mostopute waru ¢ 3A no 3C.

NPUMEYAHUE: HE ncnonb3yiiTe MexaHU4YeCKytO MeLlanky kakoro-nubo Buaa.
5. MpoaHanuavpyiiTe KOHTpOnbHbIE MaTepuanbl Ha nNpubope B Kaccete.
6. BepHute npobupky(-u) B XonoaunbHUK B Te4eHne 30 MUHYT.
7. CpaBHuTe 3HaveHuUst npubopa co 3HayeHusmu, npusoanmbiMu B TABITMLIE OXXNOAEMbIX PE3YJNIBTATOB.

YCTAHOBJIEHHbIE 3HAYEHUA U OXUOAEMbBIE PE3YJIbTATbI
Cm. TABNVILLY OXWUOAEMbBIX PE3YTBTATOB.

YCTAHOBINEHHBIE 3HAYEHWUA onpepeneHbl Ha BanMaMpoBaHHbIX CUCTEMaXxX C MCMOMb3oBaHMEM KOHKpeTHbIx peareHToB COULTER. 3Tu 3HayeHus
noATBepPXAeHbl MHOrOKpaTHLIM aHanM3oM KOHTPOMbHOrO maTtepuana.

OXWOAEMbBIE OUANMA3OHDbI BkntovaloT B cebs konebaHus mexay npubopamu n npeactaensioT coboi 95% posepuTenbHble npepensl Ans cUctem
npnbopoB ¢ Haanexalym obCnyxnBaHmem.

4 Pearentbl DxH ans ncnonb3oannsa B8 DxH 900/690T @ Pearentol DxH ECO ans ncnonb3oBaHus Ha
DxH 900/690T

Mpexae Yem nucteyeT CPOK rogHOCTU TeKyLen(-ux) NapTUmM(-1ii) KOHTPOMS KNETOK, BbINONHWUTE criegytoLlee Ha HOBOWM(-bIX) NapTum(-5x):
*  YBegwuTecb, YTO BOCCTaHOBIEHHbIE 3Ha4YeHns HaxoasaTes B npefenax TABJTVLIbI OXKUOAEMbIX PE3YIBTATOB.
nnn
*  YcraHoBuMTE cpeaHWe 3HaveHns B cobeTBeHHOW nabopatopum.

BHe 3aBMCMMOCTM OT TOro, mnonb3yetecb N Bbl 3adaHHbIMU 3HadeHusiMM Beckman Coulter unu cpegHum Bawen naGopatopuu, npubop cumTaeTcs
HaxoAsALWMMCS B XOPOLLEM COCTOSHUM U MPaBUIbHO paboTalolwmm, ecnum:

+  295% BOCCTAHOBMEHHLIX 3HaueHwit nonagatoT B OXXUOAEMbIA OVUAMA3OH 3aaaHHoro 3HaueHusi Beckman Coulter.
. BoccraHoBneHHble 3HaveHus He HanpaeneHbl 3A NMPEOENbI OXXUOAEMOIO OUATMNA3OHA.

*  Pesynbrarbl KOHTPOMS KA4e€CTBa C CUCTEMHBIMU COOOLLEHNsIMU 1 chrnaramm NpoBepku, R, MOryT BbITb NPUHSITHI, 32 UCKITIOYEHMEM 0CODbIX COOOLLEHNIA
CUCTEMHOro COBbITUS, yKasblBaloLMX Ha BbIXOA anmnapaTHOro napamertpa 3a npegesbl NpYemMremMoro aunanasoHa Ansi onpeaerneHHbIX 3MeMeHTOB,
Takux Kak HanpsbkeHue, Temnepatypa unu gaenexuve. K Hum otHocutcst cucteMHoe cobbitne D (unn HGB, N, PLT, R, RBC, TNC, WBC).

SKCIMNMYATAUNOHHBIE OFPAHUYEHUA

OTpenbHble nabopaTopun MOryT OXMAaTh Nydllei CXOAMMOCTM, YeM ykasaHo B ctonbue OXKVOAEMbI OVUAMA3OH. XapakTepucTuki npeLyusMoHHOCTH
BalLMX cucTem knetovHoro aHanu3a UniCel DxH Coulter cm. B CnipaBke cucTembl U VIHCTPYKLUUSIX MO MPUMEHEHMIO.

NPOLIEQYPA NMOUCKA U YCTPAHEHUA HEUCTMPABHOCTEN

CnpaBka CuUCTEMbI W WMHCTPYKUMM MO MPUMEHEHUIO copepXaT npouedypbl MO MOMCKY W YCTPaHEHWIO HeWCrnpaBHOCTEW Ans pelueHus npobnem c
MCronb3oBaHneMm koHTpons. Ecnu TpebyeTcs gononHuTenbHasi nomoLlb, obpallanTecb B CEPBUCHBIA LEHTp komnaHum Beckman Coulter no tenedoHy
800-526-7694 (B CLUA n KaHage) nnu cBsxkuTeChb € BallMM MeCTHbIM npeacTaButenem komnaHum Beckman Coulter.

Y106kl Baw 3anpoc 6bin o6paboTtaH GbicTpee, Npu 3B0HKE GyAbTe rOTOBbLI NPEAOCTaBUTL CriedyoLLyo UHGOPMaLMIO:
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* Mogenb 1 3aBogckon Homep WHCTPYMEHTa.

*  Homepa naptuii, cpoku rogHOCTM U [OMOMHUTENbHYIO MHGOPMaLUI0 MO BCEM peareHTaM, Kak Mo npo6GneMHOMY KOHTPOM, Tak WM Mo Apyrum
Mcnosb3yemMblM Ha AaHHbIA MOMEHT NapTUAM KIIETOYHOTO KOHTPONS.

*  Homepa naptuil npeablgyLmnx KNETOUHbIX KOHTPOMEN 1 AaHHbIE NO 3TUM NapTUAM.
*  ApxuB gaHHbIX Ansi KOHTponbHbIx aHanm3oB COULTER LATRON CP-X KOHTPOMbHbIX.

. [aHHble Tekylwero uccnenoBaHusi cxogumoctu (N=10) ¢ ucnonb3oBaHuem obpasua cBexeln LenbHOW KpOBM, NMPOBEAEHHOrO B COOTBETCTBUM CO
CnpaBkoi cuctembl U IHCTPYKUMSIMU NO NPUMEHEHMIO.

. OanHble n3 uccneposaHus IQAP, a Take gaHHble nocnegHen KanmbpoBKU MHCTPYMEHTa, Koraa YMECTHO.

®OPMA NMOCTABKU NMPOAOYKTA

KnetouHbin koHTpons COULTER 6C Plus:

C07297

4 x 3,5 mn YpoBeHb 1
4 x 3,5 mn YpoBeHb 2
4 x 3,5 mn YpoBeHb 3

TOBAPHbIE 3HAKH

Beckman Coulter, cTunu3oBaHHbI NOTOTUN W yrNOMUHAEMble 34eCb 3Haku mpoaykuum u ycnyr Beckman Coulter aBnsitoTcs ToBapHbIMM 3HaKamu Unu
3aperucTpupoBaHHbIMK TOBapHbIMM 3Hakamm kopriopauuu Beckman Coulter, Inc. B CoeanHeHHbIx LLTaTax n agpyrux ctpaHax.

AOONONMHUTENbHAA UHO®OPMALUA
Glossary of Symbols (moccapuii cumBonoB) gocTyneH Ha Beb-carite beckmancoulter.com/techdocs npu noncke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBayeHbl OfHUM unu Goree nateHTamn. cM. www.beckmancoulter.com/patents

3a gononHuTenbHoOM UHGOPMaLMe My Npu NonyyYeHUU NoBpexAeHHON NpoayKuuy obpallanTech B CEPBUCHBIN LieHTp koMnaHum Beckman Coulter no
TenedgoHy 800-526-7694 (B CLUA nnu KaHage) unm cBsxxmTech C BallMM MeCTHbIM npeactaBuTenem komnaHum Beckman Coulter.

Summary of Safety and Performance (CsoaHble fgaHHble No 6e30nacHOCTU U YHKLIMOHAMbHBIM XapakTepucTukam) AoCTynHbl B EBponerickon 6a3e AaHHbIX
n3genui meguumHckoro HasHadeHust (EUDAMED): ec.europa.eu/tools/eudamed.

MacnopT BesonacHocTu AOCTyneH Ha caiTe beckmancoulter.com/techdocs

YBEAOMIEHUE ONA NOJIb3OBATEA

[nsa naumeHTa / nonb3oBaTens / TpeTbel CTOopoHbl B EBponerickom Cotose 1 B CTpaHax C MAEHTUYHBIM pPerynaTopHelM pexumom (PernameHT 2017/746/EC
B OTHOLUEHUM MEOWLMHCKUX U3aenuin ang in vitro gnarHoCTuku); ecnu, BO BPEMS UCMOMb30BaHUS 3TOTO M3Jenusi Unu B pesynbsrate ero MCnorb30BaHus
npou3oLen cepbesHbli MHUMAEHT, cooblmTe 0 HEM NPOU3BOAMTENO W/WMWU ero ynonHOMOYEHHOMY MPEACTaBUTENO U CBOEMY HaUMOHAarbHOMY OpraHy
perynmpoBaHusi.

FAPAHTUA

1. W3rotoBuTenb rapaHTUpyeT COOTBETCTBME U3TOTOBMEHHbLIX NPOAYKTOB TpebOBaHNSAM HOPMaTUBHOM U TEXHUYECKOW JOKYMeHTauun. besonacHocTb u
KayecTBO NPOAYKTOB rapaHTUPyeTCsl B TEYEHWEe BCEro Cpoka XpaHeHus.

2. TlpousBoauTenb oTBeYaeT 3a HeJOCTaTKV U3AENUs, 3a UCKMNoYeHneM AedeKTOB, BO3HMKLLNX BCNeAcTBMe HapyLlleHna npasuil NONb3oBaHUA, yCJ'IOBl/ll71
TPaHCNOPTUPOBaHUA N XpaHEHUA, nnéo TPEeTbUX nn, nméo Henpeo,u,onwmoﬁl Cunbl.

3. B Tom crny4vae, ecrnn TexHu4yeckne mn d)yHKLI,VIOHaJ'IbeIe (HOTPEGMTeﬂbCKMe) cBoucTBa npoaykTa He COOTBETCTBYHOT HOPMaTUBHOW N TEXHUYECKON
OOKyMeHTauun n 3T HegoCTaTKu ObINy BbI3BaHbI CKpbITbIM ,[le(beKTOM mMaTtepuanoB UM Ka4eCTBOM pa60T MN3rotoBuTensa, N3rotoBUTEsNb BbIMNOMHUT
3aMeHy npoayKTa 3a COBCTBEHHBIN CYET.

KAYECTBO MNMPOAYKTA

Onsa nony4yeHua I/IHQDOpMaLlVII/I O KayecTBe npoaykTa 06paLL|,al7ITer K npeacTaBuUTeENio U3rotoBnuTend B Poccuiickon d)euepauww.

OMUCAHUE NPOAOYKTA

KpacHbil; xuakui; 6e3 3anaxa

CBeaeHuA o BepcuUax

BEPCUA OATA OMUCAHUE

AA CeHT56pb 2024 McxopHas Bepcusi, BkntovatoLwas o6HOBMNEHUST JOKYMEHTaUMW AN COOTBETCTBUS
PernameHnty EC 0 MeguumHckmx nagenuax ansa amardoctuku in vitro (IVDR) (2017/746).
VI3MeHeHVs B faHHbIV NPOAYKT HE BHOCWUIUCH.

AB Marn 2025 O6HoBneH pasgen KPATKOE OMUCAHUE U MPUHLINMbI PABOTHI

O6HoeneH pasgen «OXXKUOAEMbBIE OJUAMA3OHbI»
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COULTER Body Fluid Control
628030

For In Vitro Diagnostic Use
Rx Only in the U.S.A.

INTENDED USE

Body Fluid Control is a hematology quality control material used to monitor the performance and verify the measuring range of the body fluid cycle of UniCel
DxH Coulter Cellular Analysis Systems listed in the TABLE OF EXPECTED RESULTS, in conjunction with specific COULTER reagents. Refer to the System
HELP or Instructions for Use.

The assigned values and expected ranges on the TABLE OF EXPECTED RESULTS can be used to monitor performance, and verify the measurable range.
This product can also be used to establish your own laboratory mean.

INTENDED USER

This device is intended to be used by a laboratory professional.

SUMMARY AND PRINCIPLE

The Body Fluid Control is a reference product prepared from stabilized human erythrocytes to confirm and monitor instrument accuracy and precision
performance by providing quantitative measurements during counting.

The COULTER Body Fluid Control TNC and RBC concentrations span the instrument measurable range. Results for each concentration are compared to
the established expected range, to assess the instrument performance and to verify the measurable range.

REACTIVE INGREDIENTS
Stabilized and/or fixed erythrocytes from:
Human < 55% w/w

Avian < 1% w/w

NON REACTIVE INGREDIENTS

Buffers, Stabilizers and Preservatives

REAGENTS

Body Fluid Control consists of treated, stabilized human erythrocytes in a buffered, isotonic medium. The control also contains fixed erythrocytes to simulate
leukocytes.

WARNING AND PRECAUTIONS
POTENTIAL BIOHAZARDOUS MATERIAL

Product contains biologically sourced material: Human, Avian and Ungulate.

Each human donor unit used in preparation of this material was tested by an FDA approved method for the presence of the antibodies to Human
Immunodeficiency Virus (HIV-1 and HIV-2) and Hepatitis C Virus (HCV) as well as for hepatitis B virus surface antigen and found to be negative (were not
repeatedly reactive).

Because no test method can offer complete assurance that hepatitis B virus, Human Immunodeficiency Virus (HIV-1 and HIV-2), or other infectious agents
are absent, this specimen/reagent should be handled at Biosafety Level 2, as recommended for any potentially infectious human serum or blood specimen.

Product contains <0.1% Sodium Azide. Sodium Azide preservative may form explosive compounds in metal drain lines.?

STORAGE, STABILITY, AND DISPOSAL

The Body Fluid Control is shipped in a thermally insulated container designed to keep it cool. Reagents in unopened packs are stable for up to 120 days (until
the expiration date stated on the label) when stored according to requirements. It is not recommended to use the reagent after shelf life expiration indicated
on the label. When stored at 2 to 8°C, sealed/unopened tubes are stable until the expiration date shown on the TABLE OF EXPECTED RESULTS. Opened
vials are stable for 16 days assuming that the Instructions for Use section of the package insert is performed a maximum of 18 times within the 16 days.
Storage of product with cap down (inverted) position may require additional mixing for complete resuspension of cellular components.

Dispose of waste product, unused product and contaminated packaging in compliance with federal, state and local regulations.

EVIDENCE OF DETERIORATION

Inability to obtain expected values in the absence of known instrument problems or gross hemolysis (darkly colored supernatant) is indicative of product
deterioration. A slight pink color to the supernatant is normal and should not be confused with deterioration of the product.

INSTRUCTIONS FOR USE: DAILY QUALITY CONTROL

Before analyzing Body Fluid Control, review the following to ensure accurate results are obtained:

MATERIALS PROVIDED
*  Body Fluid Control.
*  Table of EXPECTED RESULTS containing Assigned Values and EXPECTED RANGES.

MATERIALS REQUIRED, BUT NOT PROVIDED

«  Sufficient COULTER reagents to complete analysis. For the reagents used on the system refer to the IFU specific for the UniCel DxH Coulter Cellular
Analysis Systems in use.

¢ Online System HELP or Instructions for Use.
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INSTRUMENT SET UP

Prepare your instrument: Follow the instructions for Setting Up Controls in System HELP or the Instructions for Use when a new lot of controls is received.

Analyzing Body Fluid Controls:
1. Remove Body Fluid Control tube(s) from refrigerator and warm at AMBIENT TEMPERATURE for 10 to 15 minutes.
2. After warming, mix by hand as follows:
A. Roll the tube slowly between the palms of the hands eight times in an upright position.
B. Invert the tube and slowly roll it between the palms eight times.
C. Gently invert the tube eight times.

8 TURNS 8 TURNS 8 INVERSIONS
3. Repeat steps 2A to 2C.
NOTE: DO NOT use any other type of mechanical mixer.

4. Run the control using the Single Tube Presentation on the instrument. Run Body Fluid Control tubes in consecutive order beginning with Level 1 and
ending with Level 3.

. Return the tube(s) to the refrigerator within 30 minutes.
6. Compare instrument values to those given in the TABLE OF EXPECTED RESULTS.

ASSIGNED VALUES AND EXPECTED RESULTS
Refer to TABLE OF EXPECTED RESULTS.

Mean values should recover within the ranges. The ranges established by Beckman Coulter should be used as a guideline. Each laboratory must establish
its own criteria for acceptable results.

ASSIGNED VALUES are determined on validated systems using specific COULTER reagents. The values are confirmed by multiple analyses of the control.
EXPECTED RANGES include variation between instruments, and represent 95% confidence limits for well maintained instrument systems.

4+ DxH Reagents for use on DxH 800 / 600 / 900 / 690T @ DxH ECO Reagents for use on DxH 900 / 690T

Whether you use the Beckman Coulter Assigned Value or your own laboratory mean, the instrument is considered well maintained and operating correctly
(in control) if:

*  295% of the recovered values fall within the EXPECTED RANGE of the Beckman Coulter Assigned Value.
* Recovered values do not trend OUTSIDE the EXPECTED RANGE.

Before your current cell control lot(s) expire, perform the following on your new lot(s):
*  Confirm that recovered values are within the TABLE OF EXPECTED RESULTS.

OR
»  Establish your own laboratory mean.
IMPORTANT:

Flags, Codes and Messages
+ DO NOT ignore System messages (R).

« Level 3 has a TNC high enough to trigger the TNC Carryover System Message if the TNC of the following sample is less than or equal to 200 cell/uL or
the WBC Carryover System Message if the WBC of the following sample is less than or equal to 0.20 x 10° cell/uL. Samples giving carryover system
messages should be repeated.

PERFORMANCE LIMITS

Individual laboratories can expect better repeatability than that shown in the EXPECTED RANGE column. Refer to your System HELP and Instructions for
Use for precision performance specifications for your UniCel DxH Coulter Cellular Analysis Systems.

The report generated by IQAP/elQAP will include an assessment of the measuring range.

TROUBLESHOOTING PROCEDURE

The System HELP and Instructions for Use contain troubleshooting procedures for resolving control recovery problems. If you need additional help, call
Beckman Coulter Customer Service at 800-526-7694 (USA and Canada) or contact your local Beckman Coulter Representative.

To provide faster handling of your inquiry, please have the following information available when you call:
. Instrument model and serial number.

»  Expiration dates, lot numbers, and supporting data for all reagents, for control(s) in question and for other Body Fluid Control and COULTER 6C Control
lots currently in use.

*  Previous Body Fluid Control lot numbers and the data for these previous lots.

*  Data history for COULTER LATRON CP-X Control analyses.

« Data from the last calibration.

«  Data from current repeatability study (N=10) using a fresh whole blood specimen and performed according to System HELP and Instructions for Use.
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. Data from the IQAP survey as well as data from your last instrument calibration, where appropriate.

PRODUCT AVAILABILITY

COULTER Body Fluid Control:

628030

4 x 3.5 mL Level 1

4 x 3.5 mL Level 2
4 x3.5mL Level 3

TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or registered trademarks of
Beckman Coulter, Inc. in the United States and other countries.

ADDITIONAL INFORMATION
Glossary of Symbols is available at beckmancoulter.com/techdocs by searching for PN C07163.
May be covered by one or more pat. - see www.beckmancoulter.com/patents

For additional information or if damaged product is received, call Beckman Coulter Customer Service at 800-526-7694 (USA or Canada) or contact your local
Beckman Coulter Representative.

The Summary of Safety and Performance is available from the EUDAMED database: https://ec.europa.eu/tools/eudamed.

Safety Data Sheet is available at beckmancoulter.com/techdocs

NOTICE TO USER

For a patient/user/third party in the European Union and in countries with identical regulatory regime (Regulation 2017/746/EU on In vitro Diagnostic Medical
Devices); if, during the use of this device or as a result of its use, a serious incident has occurred, please report it to the manufacturer and/or its authorized
representative and to your national authority.

REVISION HISTORY

REVISION DATE DESCRIPTION
AA February 2025 Initial release to include documentation updates for compliance to European In Vitro
Diagnostic Regulations (IVDR) (2017/746). No changes were made to the product.
AB June 2025 Updated wording in EXPECTED RANGES
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KoHTponb 6uonornyeckux xugkocrten COULTER
628030

Ona in vitro guarHocTnkKun
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

KoHTponb 6uonornyeckux xuakocten opraHnama Body Fluid Control — remaTtonoruyeckuin matepuan Anst KOHTPONSA Ka4ecTBa, UCNoNb3yeMblii Ans KOHTPONst
XapakTepuCTUK U Bepudukaumnm amanasoHa namepeHuni Lmkna b1monorniecknx xmakoctemn cuctem knetodHoro aHanmsa UniCel DxH Coulter, nepeuncneHHbix
B TABJIMLUE OXXNOAEMbIX PE3YJIbTATOB, coBmecTHO co cneuunduyecknmmn peareHtamm COULTER. O6paTtntech K MHCTPYKLMAM MO NPUMEHEHMIO UNn
CnpaBke cucTemsl.

MpucBoeHHble 3HayeHns n oxupgaemble AuanasoHsl no TABMLE OXWAAEMbIX PE3YIIBTATOB MoryT uvcnonb3oBaTbCs, YTOObI OTCRExXuBaTb
XapaKTepUCTVKN 1 NPOBEPSTb AOCTYMHbIN AN U3MEPEeHUst AnanasoH. STOT NPOAYKT TaKKe MOXET MCNONb30BaTbCA A5 YCTaHOBIIEHUS CPEAHEro 3Ha4YeHUs
B Ballen nabopartopuu.

NPEAMNONATAEMbIN NMOJNIb3OBATEJb

I'Ipe,qnonaraeMblmm nonb3oBartensamMm 3Toro n3genua ABnAeTca nepcoHarn na6opaTopvw|.

KPATKOE ONMUCAHUE U NPUHLIUN PABOTDI

KoHTpornb Gronornyecknx xuakocter npeacrasnsieT cobor pedepeHCHbI MPOAYKT, NPUIOTOBIIEHHbBIN N3 CTaBUIM3MPOBaHHbBIX 3PUTPOLIMTOB YENoBeKa, Asi
NPOBEPKM 1 KOHTPONS SKCNIyaTaUMOHHbIX XapaKTepPUCTUK TOYHOCTU U NPELIM3NOHHOCTY Npubopa nyTeM KONMYECTBEHHOTO ONpeAeneHns BO Bpems nogcyeta
KIETOK.

KoHueHTpaunm TNC n RBC koHTpons 6uonornyeckmx xuakocten COULTER oxBaTbiBaloT JOCTYMHBIN ANA M3MEpeHns ananasoH npubopa. Pesynsrarbl
ANSA KaXOoW KOHLIeHTPpaLMN COMOCTaBMNSAIOTCA C YCTAHOBINEHHbBIM OXUAaeMbIM AUana3oHoM, C Liefbio OLEHKM JKCMNyaTaLuMoHHbIX XapakTepucTuk npubopa n
NPOBEPKN AOCTYMHOIO Afs U3MEpeHUs AnanasoHa.

WHIPEOUEHTbI, OBNAJAIOLME PEAKLUIMOHHOW CNOCOBHOCTbLIO

CtabunmanpoBaHHble 1 (Mnn) PUKCMpPOBaHHbIE IPUTPOLIUTDI, MOMYYEHHbIE OT:
Yenoseka <55% Bec/Bec
Mtuy <1% Bec/Bec

WHIPEQUEHTbI, HE OBNAJAIOLWME PEAKLUIMOHHON CMOCOBHOCTbLIO

BydepHble KOMNOHEHTbI, CTabUNM3aTopbl U KOHCEPBaHTbI

PEATEHTbI

KoHTponb 61onornyeckux xXnakocten coctont n3 06paboTaHHbIX, CTabunNuanpoBaHHbIX 3PUTPOLIMTOB YenoBeka B bydepuanpoBaHHOM M30TOHNYECKON cpeae.
KoHTponb Takke COAepXUT PUKCUPOBAHHBIE 3PUTPOLIUTLI AN1A UMUTALMKN NENKOLUTOB.

NPEAYNPEXAEHUA N MEPbI NPEOOCTOPOXHOCTU
NMOTEHLUUAIIBHO BUOJNTOrMYECKU OMNMACHbIA MATEPUATN

I'Ipo,quT cooepXxnTt matepuan 6Guonornyeckoro npouncxoxageHuna: 4YernoBeYeCKU, NTUYMI N KOMbITHBLIX XXUBOTHBbIX.

Kaxpas yenoBeyveckas JOHOPCKasi €ANHMLA, UCTMIONb30BaHHasi B MPUrOTOBNEHUM AaHHOrO MaTepuana, 6bina npoTecTupoBaHa C NOMOLLbI0 YTBEPXKAEHHOTO
FDA MeTogoM Ha nNpucyTCTBUE aHTUTEN K BUpycy ummyHogdeduumta yenoseka (HIV-1 n HIV-2) n Bupycy renatuta C (HCV), a Takke Ha NOBEPXHOCTHbIN
aHTUreH Bupyca renatuta B, v npusHaHa otpuuartensHon (He AeMOHCTpUpoBana peakumio NP MHOMOKPaTHBIX UCTIbITAHNSAX).

Tak Kak HUKaKoW METOA UCMbITaHWA He MOXET MpeasiokWTb MOSIHYI rapaHTUio OTCYTCTBMS BuUpyca renatuta B, Bupyca mmmyHogeduumTa 4venoseka
(HIV-1 n HIV-2) nnu gpyrmx nHEKUMOHHBIX areHToB, obpalyaTtbcs ¢ 3TUM obpa3Lom/peareHTOM crnefyeT Ha ypoBHe 2 Buonoruyeckoit 6e3onacHocTH, kak
pEeKOMEHA0BaHO AMs BCeX NOTEHLMarnbHO MHULIMPOBAHHBIX MPENapaToB YeroBEHECKONM ChIBOPOTKM MK KpoBM. !

MpoaykT coaepxut <0,1% asnga HaTpus. KoHcepBaHT, copepalluin asug HaTpusi, MOXeT 06pa3oBbIBaTh B3PbIBYATHIE COEANHEHUS B METaIMYECKX TpyGax
2
KaHanuaaumm.

XPAHEHUE, CTABUJIbBHOCTb U YTUITU3ALIUA

KoHTponb 6ronoruyeckmx xuakocten Body Fluid Control TpaHcnopTupyeTcs B U30TEPMUYECKOM KOHTENHepe, NpeaHa3HaYeHHOM st COXPaHEHUs1 HU3KOW
TemnepaTypbl NpoAykTa. PeareHTbl B HEBCKPbITBIX ynakoBkax cTabunbHbl o 120 AHen (40 AaThbl UCTEYEHNSA CPOKa rOAHOCTU, YKa3aHHOW Ha STUKETKe) Npu
XpaHeHun B COOTBETCTBUM C TpeboBaHMsIMKU. He pekomeHayeTcs MCnonb3oBaTh peareHT Nocne UCTEYEHNS CPOKa XpaHEHWs!, yKkasaHHOro Ha aTuketke. MNpu
XpaHeHun npu Temnepatype ot 2 Ao 8°C 3akynopeHHble/HEBCKPbITbIe NPOBUPKN cTabunbHbl A0 AaTbl UCTEYEHUS CPOKa rogHOCTW, npuBeaeHHoln B TABJITULE
«OXNOAEMbBIE PE3YJIbTATbI». BekpbiThle donakoHbl CTabunbHbl B TedeHne 16 AHew npy ycrnosuu, Y4To pasaen « IHCTpyKums No NpUMEHeHNo» BKnagbllia
B yNakoBKy OyAeT BbINONHATLCS Makcumym 18 pas B TeveHve 16 aHelr. XpaHeHve npodykTa AHOM BBEPX (B MEPEBEPHYTOM MOMOXEHUN) MOXeT noTpebosaTb
AOMNOSHUTENBHOIO NepeMeLLnBaHNs Ans MOMHOro NOBTOPHOMO CyCMEHANPOBaHNS KNETOYHbIX KOMMOHEHTOB.

YTunusaums otxonos npoayKTa, HeUCnosfb3oBaHHOIO NpoAyKTa U 38Fpﬂ3HeHHOI7I YNakoBKW OOJTKHa OCYLLEeCTB/IATbCA B COOTBETCTBUU C NPUPOLOOXPaHHbIM
cbe,qepaanblM 3aKoHO4aTenbCTBOM, 3aKOHOAATENIbCTBOM LUTATOB U COOTBETCTBYHOLLMMWU MNOCTAHOBIIEHNAMU MECTHbIX OPraHOB BacTu.

NMPU3HAKHU MNMOPYH

HeBO3MOXHOCTb nony4vYnTb OXuaaemble 3Ha4YeHUA nNpu yCcrioBUM OTCYTCTBUA N3BECTHbIX npoGneM, CBA3aHHbIX C an6op0M, unu macwrabHoro remonusa
(TeMHOOKpaLIJeHHaH Hagocaao4vHada )KI/I,D,KOCTI:) YKa3blBaeT Ha nop4yy npoaykra. ﬂpvl aTom cnabas po30oBaA OKpacka HaJ0Cag04YHON XUAKOCTU ABNSETCS
HOpMarnbHOW U He OOMKHa oLwnboYHO NpUHUMaTbCA 3a NPU3HaK Nop4un NpoaykTa.

WHCTPYKLMU MO NPUMEHEHUIO: EXXEOAHEBHbIA KOHTPOJb KAYECTBA

Mpexae Yem aHanM3WpoBaTb KOHTPOSb Guonornyeckux xuakocten opraHuama Body Fluid Control, npoBepsTe cnegytollee, Y4Tobbl ObiTb yBEPEHHBIM B
NoryYeHUn TOYHbIX Pe3yrbTaToB:
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NPEAOCTABJIAEMbIE MATEPUATDbI

*  KoHTponb 6uonormnyeckux xuagkocten Body Fluid Control.
. Tabnuua OXKUOAEMbIX PE3YJILTATOB, coagepxallasn 3agaHHble 3HaveHus n OXXMOAEMbIE OVATMA3OHbI.

HEOBXOAUMbIE, HO HE MPEOOCTABINAEMbIE MATEPUAIDbI

*  JocrartoyHoe konuyecTtBo peareHToB COULTER ans BbinonHeHust aHanu3a. lNepevyeHb peareHToB, NCMOMb3yeMbIX C CUCTEMOW, CM. B UHCTPYKLMN NO
NPUMEHEHMI0 KOHKPETHBIX UCMOSb3yeMbIX cUCTEM kneTodHoro aHanusa UniCel DxH Coulter.

. WHTepaktuBHas cuctema NOMOLLb nnm MHCTpYKLuK NO NPUMEHEHWIO.

HACTPOWKA NMPUBOPA

MoproTtoBbTE CBOV NPMBOP: CrnegynTe MHCTPYKLMAM MO HAaCTPOWKe KOHTponew B Cnpaske cuctembl Unu MIHCTPYKUMSIM NO MPUMEHEHWIO NPY NOMy4YeHU HOBOM
napTum KOHTpOmnen.

AHanus koHTponen 6uonornyeckux xuakocten Body Fluid Control:

1. WaBneknTe npobnpKy(-11) ¢ KOHTPONEM BMONOTMYECKMX XUAKOCTE M3 xonoaunbHIKa 1 Harpesaiite npu OKPYXXAIOLLEW TEMMNEPATYPE B TeueHune
10—-15 MuHYT.

2. Tlocne HarpeBaHMs nepemMellanTe BPy4YHyIo CrieayowmmM obpasom:
A. MenneHHO NpoKpyTUTE NPOBUPKY MeXay NafoHSMU BOCEMb pa3 B BEPTUKANbHOM MOMOXEHNN.
B. MepeBepHWTE NPOBUPKY BBEPX AHOM U MEAJIEHHO NPOKPYTUTE ee MexAay NafoHAMU BOCEMb Pas.
C. OCTOPOXHO NepeBepHUTE NPOGUPKY BOCEMb pas.

&

8 OBOPOTOB 8 NOBOPOTOB 8 MIEPEBOPAYVBAHUI
3. Toetopute warn 2A-2C.

NPUMEYAHUE. HE vcnonb3yinte mexaHnyeckyto Mellanky nroboro gpyroro tuna.

4. TpoaHanu3npynTe KOHTPOMbHbLIM MaTtepuan Ha npubope, MCMNonb3ys pexum ogHon npobupku.  [MpoaHanuampyrite NpobUMpKM C KOHTpOMem
6uonoruyeckux xuakocten Body Fluid Control B nocnegoBaTtensHOM nopsiake oT KOHUEHTpaummn 1 0o KoHUeHTpauum 3.

5. BepHute npobupky(-1) B XonoaunbHUK B Te4eHne 30 MUHYT.
6. CpaBHuTe 3HaveHus npubopa co 3HaveHnsmu, npusoanmbimn B TABITMLIE OXXNOAEMbIX PE3YJILTATOB.

YCTAHOBJEHHbBIE 3HAYEHUA U OXXUOAEMbBIE PE3YJIbTATDI
Cm. TABMULY OXWOAEMbIX PE3YTIETATOB.

CpegHue 3HayeHusi OOMMKHbI OEeMOHCTPUpOBATb pe3ynbraT B npegenax Auanas3oHoB.  [lvanasoHbl, ycTaHoBreHHble Beckman Coulter, gomxHbl
MCMoNb30BaTbCs B Ka4eCcTBe crnpaBoYHbIX. Kaxaasi nabopartopust 4omkHa YCTaHOBUTbL COBCTBEHHbBIE KPUTEPUU AN NPUEMIIEMbIX PE3YNbLTaToB.

YCTAHOBNEHHbIE 3HAYEHUA onpeneneHbl Ha BanuaupoBaHHbIX CUCTEMAx C MCNOMb3oBaHWeM KOHKpeTHbix peareHToB COULTER. 3Tu 3HayeHus
noaTBePXAeHbl MHOTOKPaTHbIM aHanM3oM KOHTPOMbHOrO Matepuana.

OXWOAEMbBIE OUAMA3OHDbI BkntovatoT B cebst konebaHus mexay npubopamu u npefctaensoT coboit 95% poseputenbHble npegensl Ans CUCTEM
npubopoB ¢ Haanexalimm obCnyKnBaHEM.

4 PeareHntbl DxH ana ucnonb3oBaHust Ha @ Pearentsl DxH ECO ans ncnonb3oBaHusa Ha
DxH 800/600/900/690T DxH 900/690T

Korga vcnonb3aytotes npucBoeHHoe 3HaveHne Beckman Coulter vnu cpegHee 3HaveHue Bawei nabopaTtopun, npubop cuuTaeTcsl obecnyxuBaembiM
Hagnexawym obpasom 1 paboTaroLumM NPaBuIbHO (MPW KOHTPOIE), eCnu:

+  295% BOCCTAHOBMEHHLIX 3HaYeHnit nonaaatoT B OXXUOAEMbIN AVUAMNA3OH 3aaaHHoro 3HaueHuss Beckman Coulter.

. BoccTaHoBneHHble 3HaveHuss He HanpaeneHsl 3A MPEOENbI OXXUOAEMOIO OUAMA3OHA.
Mpexae Yem UCTeYeT CPOK FOAHOCTU TEKYLLEN(-MX) NApTUK(-UiA) KOHTPONS KIETOK, BbINOMHUTE criedytollee Ha HOBOW(-bIX) NapTum(-ax):

. Y6eaunTechb, YTO BOCCTAHOBIEHHbIE 3HaYeHus HaxoasTcs B npedenax TABJTINLbI OXXNMOAEMbIX PE3YJIbTATOB.

nnm
«  YcraHoBUTe cpefHue 3HaueHusi B cOGCTBEHHOW nabopaTtopuu.
BAXHO:

c¢dnarm, koabl 1 coodLeHnA
*  HE vrHopupyiite coobuieHus cuctemsl (R).

. KOHUEeHTpauus 3 umeeT BbicOkMn ypoBeHb TNC, OoCTaTOuHbIN AN Bbi30Ba CUCTEMHOro coobuieHus o nepeHoce TNC npu koHueHTpauum TNC
cneaytolert Npobbl MeHbLuen unu pasHon 200 KNeTok/MKN, UNu Ans Bbl3oBa cUCTEMHOro coobleHust o neperoce WBC npu koHueHTpaummn WBC
cneayolleit Npobbl MeHblen unu pasHoit 0,20 x 10° kneTok/Mkn. [poBbl, Bbi3BaBIUME CUCTEMHbIE COOBLLEHMS O MepeHoce, AOIKHbI BbiTh
npoaHanuaMpoBaHbl MOBTOPHO.

SKCIMIYATAUNOHHbLIE OFrPAHUYEHUA

OTpenbHble nabopaTopun MOryT OXMaaTh Nydlleil CXOAMMOGTM, YeM ykasaHo B ctonbue OXXKVOAEMbI OVUAMA3OH. XapakTepucTuki npeLyusMoHHOCTH
Balmx cuctem knetoyHoro aHanmaa UniCel DxH Coulter cm. B CnpaBke cuctembl 1 IHCTPYKUMAX NO NPUMEHEHUIO.
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Ortyer, coszpaHHbii IQAP/elQAP, 6yaeT cogepxaTb OLEeHKy AvanasoHa U3MepeHUi.

NMPOLEQYPA NMOUCKA U YCTPAHEHUSA HEUCITPABHOCTEN

CnpaBka cuCTEMbl W WMHCTPYKUMM MO MPUMEHEHUIO copepXXaT npouedypbl MO MOMCKY W YCTPaHEHWIO HeucrnpaBHOCTEW Ans pelleHus npobnem c
ncrnonb3oBaHMeM KOHTpons. Ecnu TpebyeTcs gononHuTenbHas nomoulb, obpalianTecb B CEPBUCHBIN LEHTp komnaHum Beckman Coulter no tenedoHy
800-526-7694 (B CLUA n KaHage) nnu cBs>kMTeCh € BallMM MeCTHbIM npeacTaButenem komnandum Beckman Coulter.

YT006bI BaLl 3anpoc 6bin obpabotaH BeicTpee, Npu 3BOHKe ByAbTe roTOBbI NPEAOCTaBUTL CMEAYIOLLYI0 MHopMaLmio:
*  Mogenb 1 3aBOACKON HOMEP UHCTPYMEHTa.

*  Cpokv rogHOCTW, HOMEpa NapTWi U BCoMoraTerbHble AaHHble AN BCEX peareHTOB, JaHHOrO KOHTPOMbHOro Martepuana v Apyrnx Ucrnosnb3yeMbiX B
HacTosiLee Bpemsi NapTuii KOHTpons Anst bronoruyeckux xuakocte opraHnama Body Fluid Control u koHTpons COULTER 6C.

. Homepa npepbigyLumx napTuin KOHTponst Ansa 6uonornyeckux xuakocten opraHnama Body Fluid Control n gaHHble onsa aTux npeabiayLwmnx napTui.
. WcTopusa gaHHbIx anst aHanuaos koHTponern COULTER LATRON CP-X.
. [aHHble 3 nocreaHen KanMbpoBKu.

. OaHHble Tekywero uccneposaHusi cxogumoctn (N=10) ¢ ucnonb3oBaHuem obpasua cBexel LerbHOW KPOBW, MPOBEOEHHOrO B COOTBETCTBUMU CO
CnpaBkol cuctembl U VIHCTPYKLUSIMU MO NMPUMEHEHMIO.

»  [aHHble u3 uccnegosanus IQAP, a Takke AaHHble nocneaHemn kKanubpoBKM MHCTPYMEHTA, KOrga YMecTHO.

®OPMA NOCTABKU NMPOAOYKTA

KoHTponb 6uonoruyeckmx xugkocten COULTER:

628030

4 x 3,5 mn, koHUeHTpaums 1

4 x 3,5 mn, KOHUeHTpaums 2
4 x 3,5 Mn, KOoHUeHTpaumsa 3

TOBAPHbIE 3HAKH

Beckman Coulter, cTMnnM3oBaHHbIi NOroTMN M ynoMmnHaeMble 34ecb 3Haku npoaykuum u ycnyr Beckman Coulter sBnsioTca ToBapHbIMW 3Hakamu unm
3aperncTpmpoBaHHbIMU TOBapHbIMK 3Hakamu kopnopauuv Beckman Coulter, Inc. B CoegnHeHHbix LLTatax u gpyrux ctpaHax.

AOONONMHUTENbHAA UHO®OPMALUA
Glossary of Symbols (Imoccapuii cumBonoB) gocTyneH Ha Beb-canTe beckmancoulter.com/techdocs npu novcke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBayeHbl 0O4HUM UK Bonee nateHTamn. cM. www.beckmancoulter.com/patents

3a pononHuTenbHOM MHgOPMaUMen My Npu NonyyYeHUn NoBpexaeHHON Npoaykuun obpaluanTecb B CEPBUCHBIN LieHTp koMnaHum Beckman Coulter no
TenedgoHy 800-526-7694 (B CLUA nnn KaHage) unm cBsxmTech C BallMM MeCTHbIM npeacrasuTenem komnaHuy Beckman Coulter.

CBoaHble AaHHbIe N0 6e30MacHOCTU K 3KCNNyaTaLMOHHBbIM XapakTepncTMkam AOoCTyrnHbI B EBponerickon 6a3e AaHHbIX U3aenvin MEAMLMHCKOTO Ha3HavyeHus
(EUDAMED): https://ec.europa.eu/tools/eudamed.

MacnopT 6esonacHocTn AOCTyNeH Ha canTe beckmancoulter.com/techdocs

FAPAHTUA

1.  W3rotoBuTEnb rapaHTUpyeT COOTBETCTBUE U3FOTOBMEHHbLIX NPOAYKTOB TPeGOBaHNAM HOPMATUBHOMN U TEXHUYECKOW [OKyMeHTaumn. BesonacHocTb u
Ka4yecTBO MPOAYKTOB rapaHTUPYeTCs B TEHeHUEe BCEro CPOKa XpaHeHUs!.

2. I'IpomsBo,qmenb OTBEeYaeT 3a HeJoCTaTKn n3agenund, 3a UCKNn4YeHnem ﬂ,e(*)eKTOB, BO3HUKLUMX BCreacTeme HapyLlleHua npaBuii Nonb30BaHUA, yCJ'IOBI/Il7I
TpaHCNopTUpPOBaHUA U XpaHEHUA, nnéo TPEeTbUx nu, nméo Henpeo,u,onwmoﬂ cunbl.

3. B TOM cnyyae, ecnu TexHM4Yeckne n yHKUMOHamnbHbIe (NOTPebuTenbCcKMe) CBOMCTBA NPOAYKTa He COOTBETCTBYIOT HOPMATUBHOW U TEXHWYECKOW
AOKYMEHTaLWN 1 3TN HefoCcTaTkv Bbiny Bbl3BaHbl CKPbITbIM AedeKTOM MaTepuanos Uin Ka4ecTBOM paboT M3roToBUTENs, U3roTOBUTENb BbIMOMHUT
3ameHy NpoaykTa 3a COOCTBEHHbIN CYET.

[ina nonyyeHnsa nHdopmaumm o Ka4ecTBe NpoAykTa obpalyaniTech K npeacTaBuTento narotosutens B Poccuiickon ®epgepaumn.

OMUCAHUE NPOAOYKTA

KpacHbiii; xuakni; 6e3 3anaxa

YBEOOMJIEHUE ANA NOJIb3OBATENA

[ns naumeHTa / nonb3oBaTens / TpeTben CTOpoHbl B EBponerickom Coto3e 1 B CTpaHax C MOEHTUYHBIM PerynsatopHbeiM pexvmom (PernamenT 2017/746/EC
B OTHOLUEHUM MEeOULMHCKUX U3oenuin ons in vitro gnarHoCTUKK); ecnuv, BO BPEMS UCMOMb30BaHUS 3TOTO M3ZENust UNn B pesyrnbTate ero MCnonb30BaHus
Npou3oLLIEN Cepbe3HbI UHLUUAEHT, COObLMTE O HEM NPOU3BOAMTENO U/UMWN €ro YNornHOMOYEHHOMY MPEACTaBUTEND U CBOEMY HaLMOHANbHOMY OpraHy
perynmpoBaHusi.
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CBEOAEHUA O BEPCUAX

BEPCUA OATA OMUCAHUE

AA desparnb 2025 WcxopHasa Bepcust, BkovaroLlas oGHOBNEHNUS LOKYMEHTaLUMW AN COOTBETCTBUS

PernameHnty EC 0 meguumHckmx nsgenuax ansa amarHoctuku in vitro (IVDR) (2017/746).
MI3MeHeHWs1 B AaHHbIN NPOAYKT HE BHOCUITUCH.

AB MioHb 2025 O6HoBneHa gopmynuposka OXXWOAEMbIX ONAMA30HOB
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COULTER LATRON CP-X Control
628024

For In Vitro Diagnostic Use
Rx Only in the U.S.A.

INTENDED USE

COULTER LATRON CP-X Control is intended for use on UniCel DxH Coulter Cellular Analysis Systems that use VCSn technology, in conjunction with specific
COULTER reagents. It is used to monitor the volume, conductivity and light scatter parameter measurements.

SUMMARY

Coulter Cellular Analysis Systems with VCSn technology require a stable quality control material of uniform size with appropriate light scattering characteristics.
The control monitors the stability of the electrical processing and the fluidic flow rate systems used to measure the volume, conductivity and light scatter.

PRINCIPLE

The COULTER LATRON CP-X Control is supplied as a ready-to-use suspension of latex particles. These particles pass through the flow cell and produce
characteristic electrical signals that are measured as volume, conductivity and various angles of light scatter and light loss, for quality control of Coulter
Cellular Analysis Systems with VCSn technology.

REAGENTS

COULTER LATRON CP-X Control: A suspension of polystyrene particles in a buffered medium containing a surfactant.
WARNING AND PRECAUTIONS

1. Product contains <0.1% Sodium Azide. Sodium Azide preservative may form explosive compounds in metal drain lines. See National Institute for
Occupational Safety and Health Bulletin: Explosive Azide Hazards (8/16/76).

2. May cause sensitization by skin contact.
3. Avoid contact with skin.
4. Wear suitable gloves.
5. After contact with skin, wash immediately with plenty of water.
GHS HAZARD CLASSIFICATION
COULTER LATRON WARNING May cause an allergic skin reaction.
CP-X Control

If skin irritation or rash occurs: Get medical advice/attention.
Take off contaminated clothing and wash it before use.

Reaction Mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC# 247-500-7] and
2-methyl-4-isothiazolin-3-one [EC# 220-239-6](3:1) <0.05%

: Wear protective gloves, protective clothing and eye/face protection.

STORAGE, STABILITY, AND DISPOSAL

When stored at 2-30°C, unopened tubes of COULTER LATRON CP-X Control are stable until the expiration date indicated on the label. Opened tubes are
stable for 30 days when stored at recommended temperatures.

Bring tube to AMBIENT TEMPERATURE before use.

Keep tubes tightly capped when not in use.

DO NOT FREEZE.

Dispose of waste product, unused product and contaminated packaging in compliance with federal, state and local regulations.

EVIDENCE OF DETERIORATION

Inability to recover expected results may indicate product instability or deterioration due to improper storage, handling or contamination.

Product frozen and thawed or exposed to temperatures outside the recommended temperature range might not recover indicated values.

Tubes of product that become contaminated with debris might exhibit more than one population resulting in an increase in Coefficients of Variation.

MATERIALS PROVIDED
*  LATRON CP-X Control - 8 x 4 mL
*  Table of EXPECTED RESULTS containing Assigned Values and EXPECTED RANGES
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MATERIALS REQUIRED, BUT NOT PROVIDED
«  Sufficient COULTER reagents to complete analysis
»  System HELP or Instructions for Use

INSTRUMENT OPERATION

Refer to your Systems HELP or Instructions for Use for proper instrument operating instructions.

INSTRUCTIONS FOR USE
NOTE: Bring COULTER LATRON CP-X Control to AMBIENT TEMPERATURE before use.

1. Prepare your instrument: Follow the instructions for Setting Up Controls in System HELP or the Instructions for Use when a new lot of controls is
received.

Perform Daily Checks according to System HELP or the Instructions for Use.

Gently mix a room temperature tube of COULTER LATRON CP-X Control by inversion five (5) to eight (8) times. Avoid foaming.
Run the control using Cassette Presentation on the instrument.

Aspirate the COULTER LATRON CP-X Control.

Examine the Mean/Mode Channel and Coefficient of Variation results for the volume, conductivity and various light scatter measurements. Compare
the results to the TABLE OF EXPECTED RESULTS.

NOTE: If a result exceeds the assay limits, refer to your System HELP or Instructions for Use for suggested actions. Follow your laboratory’s procedure for
handling results that exceed limits.

ASSIGNED VALUES AND EXPECTED RESULTS
Refer to TABLE OF EXPECTED RESULTS.
ASSIGNED VALUES are determined on validated systems using specific COULTER reagents. The values are confirmed by multiple analysis of the control.

R

EXPECTED RANGES include variation between lots and between instruments, and represent 95% confidence limits for well maintained instrument systems.

PRODUCT AVAILABILITY
COULTER LATRON CP-X Control

628024 - 8 x 4 mL
TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or registered trademarks of
Beckman Coulter, Inc. in the United States and other countries.

For additional information or if damaged product is received, call Beckman Coulter Customer Service at 800-526-7694 (USA or Canada) or contact your local
Beckman Coulter Representative.

ADDITIONAL INFORMATION
Glossary of Symbols is available at techdocs.beckmancoulter.com (PN C07163)
May be covered by one or more pat. - see www.beckmancoulter.com/patents

Safety Data Sheet is available at beckmancoulter.com/techdocs

REVISION HISTORY
Revision AK, 01/2018
Changes were made to:
*  Added new Serbian language
*  Added new Vietnamese language
Revision AL, 09/2018
Changes were made to:
* INTENDED USE
*  Removed European Hazard Classification
*  Added new Patent Information Statement
*  Added new Dutch, Traditional Chinese, and Ukrainian languages
Revision AM, 05/2023
* Updated EC REP Address
. Updated copyright date
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COULTER LATRON CP-X Control
628024

Ona in vitro guarHocTnkKun
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

KoHTponbHbin matepman COULTER LATRON CP-X npefgHasHayeH Ans NPUMEHEHWs Ha cucTemax KretodHoro aHanusa UniCel DxH Coulter, koTtopble
ncnonb3ytoT TexHornornio VCSn, coBmecTHO co cneuududeckumun peareHtamm COULTER.OH ucnonb3yeTcs Ans KOHTPONS WU3MepeHun napameTpoB
obbema, MPOBOAVMMOCTU N CBETOPACCESHUS.

KPATKOE ONMUCAHUE

[Ons cuctem knetovHoro aHanusa Coulter ¢ TexHonorner VCSn Heobxoamm CTabunbHbIA KOHTPOMbHBLIA MaTepuan ¢ 4YacTuuaMu OgMHaKOBOrO pasMepa
C COOTBETCTBYHOLLMMUN XapaKTepUCTMKaMun cBeTopaccesiHusi. KOHTPOnbHbIA MaTepuan BbIMOMHSAET MOHUTOPUHT CTabunbHOCTU 3MEKTPOHHON 06paboTku 1
CUCTEM OLIEHKN CKOPOCTU MOTOKA XXMOKOCTU, KOTOPbIE UCMOMNb3YHTCA ANst M3MepeHust 06bema, areKTPonpOBOAUMOCTM U CBETOPACCEAHUS.

NMPUHLUUN PABOTDI

COULTER LATRON CP-X Control noctaBnstoTca B BUae roToBOM K UCMOMNb30BaHUIO CYCMNEH3UM NaTEKCHbIX YacTul. B xoge KOHTpons kavecTBa CUCTEM
KIIETOYHOrO aHanm3aa ¢ NomoLlblo TexHororum VCSn, aTu yacTuLibl NPOXOASAT Yepe3 NPOTOYHYH KIOBETY M CO3[aloT XapakTepHble 3aNeKTpUYeckue curHarnbi,
KOTOpble M3MepPSOTCS Kak nokasareny obbema, anekTponpoBOANMOCTU U Pa3NUYHbIX YINOB CBETOPACCESHNS 1 CBETOMOTEPMW.

PEATEHTbI

COULTER LATRON CP-X Control: CycneH3uns nonucTuponoBbIx YacTuy, B BydepHoli cpefe, cogepkallieit NoBepXHOCTHO-aKTUBHOE BELLECTBO.

NPEAYNPEXAEHUA N MEPbI NPEOOCTOPOXHOCTU

1. TMpopykt comepxuT <0,1% asmpga HaTpusa. KoHcepBaHT C codepXaHWeM asunaa HaTpus MoXeT 00pa3oBblBaTb B3pbiBYaTblE COEAVMHEHWUS B
meTannunyeckmx Tpybax sogonposoda. Cm. pgokymeHT National Institute for Occupational Safety and Health Bulletin: Explosive Azide Hazards
(BronneTeHb HauuoHanbHOro MHCTUTYTa NpodeccnoHanbHon 6e30nacHOCTU U 30paBOOXPaHEHNs: B3PbIBOONACHOCTb a3vuaos) (8/16/76).

2. MoxeT cTaTb NPUYMHON NOBLILUEHHON YYBCTBUTENBbHOCTU MPU KOHTAKTE C KOXEMN.
3. W3beratb nonagaHus Ha KOXYy.
4. HocuTb cooTBeTCTBYIOLMNE NEepYaTKM.
5. Tpv nonagaHnn Ha KOXy HEMEANEHHO NPOMbITb BOMbLUNM KONMMYECTBOM BOAbI.
KINACCUPUKALIMA ONACHOCTEW NO CUCTEME CIc
COULTER LATRON OCTOPOXHO! MoxeT BbI3blBaTb anfepruyeckyro KOXHY peakumio.
CP-X Control

HapeBaTb 3alMTHbIe NepyaTku, 3aLMTHYIO oaexay, CPeACcTBa 3almThl
OpraHoB 3peHus / nuua.

MNpy pasgpaxeHUU KoKW UMK NOSIBIEHUM ChiN: 06paTUTLCS K BpaYy.

CHATb 3arpAa3HeHHy oaexagy n npomMbiTb ee nepen NOBTOPHbIM
NCNoNb30BaHNEM.

PeakumoHHasi macca 13 5-xnopo-2-metun-4-usotmasonuH-3-oHa [Ne EC
247-500-7] n 2-meTun-4-nsotnazonuH-3-oHa [Ne EC 220-239-6] (3:1) <0,05%

XPAHEHUE, CTABUJIBHOCTb U YTUITU3ALIUA

Mpu xpaHeHunn ot 2 go 30°C, HeBckpbITbie Npobupkn COULTER LATRON CP-X Control ctabunbHbl 40 AaTbl UCTEYEHUS CPOKa XpaHEeHUsl, yKazaHHOW Ha
aTuketke. OTKpbITble MPOBUPKM cTabunbHbI B TedeHne 30 AHeRn, Npu YCNoBUM XpaHeHVs Npyu peKOMeHA0BaHHbIX TemnepaTypax.

Mepen 1cnonb3oBaHWeM no3BorsTe Npobupke nporpetbest o KOMHATHOM TEMMEPATYPbI.

XpaHuTe NpoBMpKM NOTHO 3aKyMOPEHHBLIMM, KOTAa OHU HE UCTIONb3YIOTCS.
HE 3AMOPAXWBATb.

YTrnusaumsa oTxodoB NpoayKTa, HeMCrnonb30BaHHOIO NPOAYKTa U 3arpsi3HEHHOW YNakoBKM JOSMKHA OCYLLECTBNSATLCS B COOTBETCTBUMM C MPUPOOOOXPAHHBIM
(be,qepaanmM 3aKoHO4aTenbCTBOM, 3aKOHOAATENTIbCTBOM LUTATOB U COOTBETCTBYHOLLMMWU NOCTAHOBIIEHNAMU MECTHbIX OpraHOB BracTu.

NMPU3HAKU NOPYU

HeBO3MOXHOCTb nony4yeHua oxuvaaeMblx pes3ynbratoB MOryT CBUAETENbCTBOBATL O HecTabunbHOCTU UnK paspyLwieHnn NnpoayKTa B CBA3N C HeENnpaBuilbHbIMU
YCNoBUAMU XpaHEHUA U UCNofb30BaHUA UK C 3arpAasHeHnemM npoaykra.

MpoayKT, NoABeprHyBLUMIACS 3aMOPO3KE M Pa3MOPaXMBAHWIO MMM OKasaBLUMIACH Nop AeicTBMEM TemnepaTyp BHE PEeKOMeHAyeMoro TemnepaTypHOro
OvanasoHa, MOXET He BblAaTb YKa3aHHbIX 3HAYEHUN.

Mpobupkn c NPoayKTOM, 3arpsi3HEHHbIM MHOPOAHBIMM BeLLeCTBaMW UNU OCTaTKamy OpraHUYeckux BeLLeCTB, MOryT AEMOHCTpMpoBaTb Oonee YyeM ofgHy
nonynsiLmnio, YTo BrieveT 3a coboit nosbleHne KoadduumeHTa Bapmauuu.

NMPEOOCTABIIAEMbIE MATEPUATDbI
*  LATRON CP-X Control - 8 x 4 mn
*  Tabnuua OXXNOAEMbIX PE3YJIbTATOB cnpunucaHHbiMu 3HaveHuammn u OXKWOAEMbIMUA NHTEPBAJIAMU
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HEOBXOAUMBbIE, HO HE MPEOOCTABNAEMbIE MATEPUAIbI

. [ocTtatoyHble ons nonHoro aHanuaa peareHTsl COULTER
*  Cucrema NMOMOLLUb nnu NHCTpyKuMm No NpYMEHEHUo

SKCIIYATALUUA NMPUBOPA

Obpatutecs k Bawen cucteme NOMOLLb nnm UHCTpykumam no NpUMEHEHWIo AN NOnyYeHnst Hagnexalumx MHCTPYKUMIA No aKcnnyaTauum npubopa.

MHCTPYKUWUA MO NMPUMEHEHUIO
MPUMEYAHME: Mepen ucnonbsoaHmem COULTER LATRON CP-X Control nossonste npo6upke nporpetscst Ao KOMHATHOW TEMMEPATYPbI.

1. TopgrotoBbTe CBOV NpMBOpP: cnegynuTe MHCTPYKUMSIM NO HACTPOKKe KOHTpornen B CnpaBke cuctembl nnm VIHCTPYKUMSM MO NPUMEHEHMIO NPY NoyYeHn
HOBOW MapTuUK KOHTPOMen.

Ocywectenante ExxeqHeBHble NpoBepKM COrnacHo ykasaHusam cuctembl NMOMOLLb nnu MHCTPYKUUSM NO NPUMEHEHUIO.

OCTOpOXHO MepemMelLanTe NPorpeTyio A0 KOMHAaTHoM Temnepatypbl npodupky ¢ COULTER LATRON CP-X Control, nepesepHyB ee oT natu (5) go
BocbMy (8) pa3. M3berainte obpa3oBaHWs NeHbI.

4. O6paboTaiiTe KOHTPOMbHbIE MaTepunarnbl Ha aHanuaaTope B pexume paboTbl C kKacceTamu.
Acnupupyite COULTER LATRON CP-X Control.

6. 6 Ouenute pesynstatel Mean/Mode Channel (Kanan CpepHee sHaveHve/Pexxum) n koadb@uUMEHT Bapuauun Ans nokasateneit obbema,
3MeKTPONpoOBOAMMOCTY 1 cBeTopaccesHus. CpaBHuTte pesynbratel ¢ TABJIMILEW OXKNOAEMbIX PE3YIIbTATOB.

NMPUMEYAHUE: Ecnu pesynsrathbl BbIXOASAT 3@ paMKu MHTEpBanoB aHanu3a, obpatutecs k Bawen cucteme NMOMOLLBb nnn NHCTpyKUMSAM MO npUMEHeHuUto
AnSA nonyyeHust MHpopmaummn o pekomeHayembix AencTeusx. Cneayiite nopsaky, yTeepxaeHHoMy Ballen nabopatopueit, Ans o6paboTku BeIXOAALLMX 33
npeaensl pesynsraTos.

YCTAHOBJEHHbIE 3HAYEHUA U OXXKUOAEMbBIE PE3YJIbTATbI
Cm. TABMULY OXWUOAEMbIX PE3YTIETATOB.

MPUCBOEHHbIE 3HAYEHWA onpeaensitotca Ha BanuanpoBaHHbIX cUCTEMaXx C NoMOLLbIo cneumdmyeckux peareHtoB COULTER. 3HaueHust noaTBepXaeHbl
MHOFOKpaTHbIM aHarM3oM KOHTPOSIS.

OXWOAEMbIE OUATMA3O0OHbI yuntbiBatoT Bapraummu mexay naptusmm u npubopamu 1 atoT npeaensl 4OCTOBepHOCTU B 95% AN M3MepUTENbHbIX CUCTEM
B XOPOLLUEM COCTOSIHUW.

®OPMA NOCTABKU NMPOAYKTA
COULTER LATRON CP-X Control

628024 - 8 x 4 mn
TOBAPHbIE 3HAKH

Beckman Coulter, ctTunnsoBaHHbIA NOroTMN M yNnoMMHaeMble 34eCb 3Haku npogykuum u ycnyr Beckman Coulter saBnsitoTcs ToBapHbIMM 3HaKaMu unu
3aperncTprpoBaHHbLIMU TOBapHbLIMK 3Hakamu kopnopaumn Beckman Coulter, Inc. B CoeanHerHbix LLTatax n apyrux ctpaHax.

3a pononHUTenbHOWM MHGOoPMaLmen Unn Npu noslyYeHnn NoBPEXAEHHOW NPOoAyKUMKM obpallaiTech B CEPBUCHBIN LeHTp koMnaHum Beckman Coulter no
TenedgoHy 800-526-7694 (B CLUA nnu KaHage) unm cBsxxmTechb C BallMM MeCTHbIM npeacTtaBuTenem komnaHum Beckman Coulter.

AOMNONMHUTENIbHAA UH®OPMALIUA

Moccapuin cumBomnoB AocTyneH Ha cante techdocs.beckmancoulter.com (kat. Ne C07163)

MoryT 6bITb OXBayeHbl Of4HUM unu Gornee nateHTamn. cM. www.beckmancoulter.com/patents

MacnopT 6esonacHocTu AOCTyneH Ha cawTe beckmancoulter.com/techdocs

CBEOEHUA O BEPCUAX
Pepakunsa AK, 01.18
Bbinv BHECEHBI U3MEHEHUSI B pa3aen:
»  [loGaBneH HoBbIN cepbCkuin A3bIK
*  [oGaBneH HOBbIN BbETHAMCKUI A3bIK
Pepakuna AL, 09.18
Bbinv BHECEHBI U3MEHEHUSI B pa3aen:
«  HASHAYEHUE
*  YpaneHna EBponeiickas knaccudumkaumsa onacHocTemn
+ [ob6aBneHo HOBOe MHDOPMAaLMOHHOE 3asiBNeHNEe OTHOCUTENbHO NaTEHTOB
. [o6aBneHbl HOBble A3bIKU: HUAEePnaHACKUA, KUTackuiA TpaauLMOHHBIN U YKPaUHCKUIA
Bepcusa AM, 05.2023
»  OGHoBneH agpec npeacrasutensciea B EC
+  OG6HoBneHa gaTa aBTOPCKOro npasa
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COULTER LIN-X Linearity Control
628029

For In Vitro Diagnostic Use
Rx Only in the U.S.A.

INTENDED USE

COULTER LIN-X Linearity Controls are intended to assess calibration and verify the reportable range of UniCel DxH Coulter Cellular Analysis Systems listed
in the TABLE OF EXPECTED RESULTS, in conjunction with specific COULTER reagents. Refer to the Instructions for Use or System HELP.

SUMMARY AND PRINCIPLE

CLIA requires that laboratories establish and verify the performance specification, accuracy, precision and reportable range, of new instrumentation upon
installation, following significant preventive maintenance, unusual trends/shifts in control recovery or when recommended by the instrument manufacturer.

COULTER LIN-X Linearity Controls can be used on calibrated instruments to comply with these guidelines. The product's WBC, RBC, HGB and PLT
concentrations span the instrument’s reportable range. Results from repeated measurements for each concentration are compared to the established
expected range, to assess the instrument's calibration and to verify the reportable range.

REAGENTS

LIN-X Linearity Controls consist of treated, stabilized human erythrocytes, a stabilized platelet-sized component, and fixed erythrocytes to simulate leukocytes.

WARNING AND PRECAUTIONS
POTENTIAL BIOHAZARDOUS MATERIAL

Product contains biologically sourced material: Human, Avian and Ungulate.

Each human donor unit used in preparation of this material was tested by an FDA approved method for the presence of the antibodies to Human
Immunodeficiency Virus (HIV-1 and HIV-2) and Hepatitis C Virus (HCV) as well as for hepatitis B virus surface antigen and found to be negative (were not
repeatedly reactive).

Because no test method can offer complete assurance that hepatitis B virus, Human Immunodeficiency Virus (HIV-1 and HIV-2), or other infectious agents
are absent, this specimen/reagent should be handled at Biosafety Level 2, as recommended for any potentially infectious human serum or blood specimen
in the Centers for Disease Control/National Institutes of Health manual “Biosafety in Microbiological and Biomedical Laboratories,” 1988.

Product contains <0.1% Sodium Azide. Sodium Azide preservative may form explosive compounds in metal drain lines. See National Institute for Occupational
Safety and Health Bulletin: Explosive Azide Hazards (8/16/76).

GHS HAZARD CLASSIFICATION
COULTER LIN-X May produce an allergic reaction.
Linearity Control

Neomycin Sulfate <0.1%
Penicillin-G, sodium salt <0.1%

STORAGE, STABILITY, AND DISPOSAL
IMPORTANT: Store LIN-X linearity control tubes in an UPRIGHT (cap up) position.

LIN-X Linearity Controls are shipped in thermally insulated containers designed to keep kits cool. Sealed/unopened tubes are stable until the expiration date
shown on the TABLE OF EXPECTED RESULTS when stored between 2 and 8°C. For opened vial stability, refer to the TABLE OF EXPECTED RESULTS.
Maximum product performance is achieved when tubes are stored in an upright position. Storage of the control product in a cap down (inverted) position
might require additional mixing for complete resuspension of cellular components and may affect product performance.

Dispose of waste product, unused product, and contaminated packaging in compliance with federal, state and local regulations.

INDICATIONS OF INSTABILITY OR DETERIORATION

Inability to obtain expected values in the absence of known instrument problems or gross hemolysis (dark colored supernatant) is indicative of product
deterioration. A slight pink color to the supernatant is normal and should not be confused with deterioration of the product.
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MATERIALS PROVIDED
LIN-X Linearity Controls. (Refer to the Product Availability section of this insert for quantities and fill volumes.)
*  Table of Expected Results.
*  Graphs.
*  Worksheet.

MATERIALS REQUIRED, BUT NOT PROVIDED
»  Sufficient COULTER reagents to complete analysis.
«  S-CAL Calibrator, if needed.
*  6C Cell Control.
* Instructions for Use or System HELP.

INSTRUCTIONS FOR USE

Before analyzing LIN-X Linearity Controls, review the following information to ensure accurate results are obtained:

IMPORTANT:
Flagging

When analyzing LIN-X Linearity Controls patient flags will occur. These flags should be ignored if a numerical result is obtained. When voteout (- - - - - ),

incomplete computation (.....) or over range (+++++) flags occur, the sample should be repeated. Some levels may generate a non-blood (N) flag. DO NOT
ignore System messages (R).

INSTRUMENT SET UP
Prior to running the LIN-X Linearity Controls on UniCel DxH Coulter Cellular Analysis Systems:
1. Ensure there is sufficient reagent to complete the analysis.
2. Perform quality control procedures/calibration according to the Instructions for Use or System HELP. If acceptable, proceed with running LIN-X.
3. Set the Test Mode to CBC.
4. Temporarily disable the NRBC module.
Refer to the Instructions for Use or System HELP for instructions to perform the functions noted above.

Analyzing LIN-X Linearity Controls:
1.  Remove LIN-X Linearity Controls from the refrigerator and warm at AMBIENT TEMPERATURE for 15 minutes.
2. After warming, mix BY HAND as follows:
A. Roll tube slowly between the palms of the hands eight times in an upright position.
B. Invert the tube and slowly roll it between the palms eight times.
C. Gently invert the tube eight times.

8 INVERSIONS

8TURNS 8TURNS

3. Repeat steps 2A to 2C three times. Visually inspect the tube contents for complete resuspension. If necessary, repeat steps 2A to 2C until tube
contents are uniformly suspended.

4. Run LIN-X linearity control tubes in consecutive order beginning with Level 0 and ending with Level 11.
NOTE: Run the controls in Cassette Presentation. You must first mix as directed above.
Run each level of linearity control six times. Repeat flagged samples with non-numeric values.
6. Record the results of Level 0 through Level 10 for applicable parameters on the Worksheet.
NOTE: Level 11 is used to clean the system. The values for this level should not be recorded on the worksheet. ENABLE the NRBC module.

7. Calculate the mean of runs 2 through 6 for each applicable parameter and record results on Worksheet. Verify the mean of the recovered values are
within the Expected Ranges listed in the TABLE OF EXPECTED RESULTS.

NOTE: Run 1 for each level is used as a Prime. The results should not be used to calculate the mean. A minimum of three sample runs must be used
to calculate the mean when repetitive results with non-numeric values occur. Levels that do not meet this minimum (N=3) should be excluded.

8. On the Worksheet, record the Low limit and High limit for the ranges provided on the TABLE OF EXPECTED RESULTS for Level 0 through Level 10.
Plot mean recovered values and limits for Level 0 through Level 10 on the LIN-X graphs provided.

9. Beckman Coulter will prepare tabular summaries and graphic presentations of your data. Prior to submission, record values for all runs and complete
all account and instrument information on Worksheet. Besure to record the Lot Number and Expiration Date for each control level. Submit your data
online at www.beckmancoulter.com/qap/index.jsp.
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ASSIGNED VALUES AND EXPECTED RESULTS

Refer to TABLE OF EXPECTED RESULTS.

ASSIGNED VALUES are determined on validated systems using specific COULTER reagents. The values are confirmed by multiple analysis of the control.
EXPECTED RANGES include variation between lots and between instruments, and represent 99% confidence limits for well maintained instrument systems.
Mean values should recover within the ranges. The ranges established by Beckman Coulter should be used as a guideline. Each laboratory must establish

its own criteria for acceptable results.

TROUBLESHOOTING PROCEDURE

Refer to your instrument Instructions for Use or System HELP for mainte

. Instrument model and serial number.

* Lot numbers and expiration dates of reagents currently in use.
»  Control recovery data for all levels of controls currently in use.
. Data from the most current calibration procedure.

PRODUCT AVAILABILITY

nance and troubleshooting procedures.

For additional information, call Beckman Coulter Customer Service at 800-526-7694 (USA and Canada) or contact your local Beckman Coulter Representative.
To provide faster handling of your inquiry, please have the following information available:

COULTER LIN-X Linearity Controls 12 x 3.3 mL kit contains 1 tube each of:
— Level 0 — Level 6
— Level 1 — Level 7
— Level 2 — Level 8
— Level 3 — Level 9
— Level 4 — Level 10
— Level 5 — Level 11

628029
TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or registered trademarks of

Beckman Coulter, Inc. in the United States and other countries.

For additional information, or if damaged product is received, call Beckman Coulter Customer Service at 800-526-7694 (USA or Canada) or contact your

local Beckman Coulter Representative.

ADDITIONAL INFORMATION

Glossary of Symbols is available at techdocs.beckmancoulter.com (PN C07163)

May be covered by one or more pat. - see www.beckmancoulter.com/patents

Safety Data Sheet is available at beckmancoulter.com/techdocs

REVISION HISTORY
Revision AN, 01/2018
*  Added new Serbian language
* Added new Vietnamese language
Revision AP, 09/2018
*  Added new Patent Information Statement
* Added new Dutch, Traditional Chinese, and Ukrainian languages
Revision AR, 05/2023
* Updated EC REP Address
*  Updated copyright date
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COULTER LIN-X Linearity Control Worksheet

ACCOUNT INFORMATION Instrument Model
Name Serial Number
Address IQAP Participant Number
City / State ‘ Zip Code ‘
Contact Test Date | [oPiD |
Telephone
Level 0 oT] 4 Level 6 oT] u
WBC RBC HGB PLT RBC HGB
Run 1 (Prime) Run 1 (Prime)
Run 2 Run 2
Run 3 Run 3
Run 4 Run 4
Run 5 Run 5
Run 6 Run 6
Mean (2 thru 6) Mean (2 thru 6)
High Limit High Limit
Low Limit Low Limit
Level 1 LoT] ¥ Level 7 oT] g
WBC RBC HGB PLT WBC PLT
Run 1 (Prime) Run 1 (Prime)
Run 2 Run 2
Run 3 Run 3
Run 4 Run 4
Run 5 Run 5
Run 6 Run 6
Mean (2 thru 6) Mean (2 thru 6)
High Limit High Limit
Low Limit Low Limit
Level 2 o] Y Level 8 o] y
WBC RBC HGB PLT WBC PLT
Run 1 (Prime) Run 1 (Prime)
Run 2 Run 2
Run 3 Run 3
Run 4 Run 4
Run 5 Run 5
Run 6 Run 6
Mean (2 thru 6) Mean (2 thru 6)
High Limit High Limit
Low Limit Low Limit
Level 3 oT] g Level 9 oT] g
WBC RBC HGB PLT WBC PLT
Run 1 (Prime) Run 1 (Prime)
Run 2 Run 2
Run 3 Run 3
Run 4 Run 4
Run 5 Run 5
Run 6 Run 6
Mean (2 thru 6) Mean (2 thru 6)
High Limit High Limit
Low Limit Low Limit
Level 4 o] W Level 10 CoT] 4
WBC RBC HGB PLT PLT
Run 1 (Prime) Run 1 (Prime)
Run 2 Run 2
Run 3 Run 3
Run 4 Run 4
Run 5 Run 5
Run 6 Run 6
Mean (2 thru 6) Mean (2 thru 6)
High Limit High Limit
Low Limit Low Limit
Level 5 LoT] g
WBC RBC HGB PLT
Run 1 (Prime)
Run 2
Run 3
Run 4
Run 5
Run 6
Mean (2 thru 6)
High Limit
Low Limit
. ________________________________________________________________________________________________________|]
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COULTER LIN-X Linearity Control (KoHTponb JIuHenHocTH)
628029

Ona in vitro guarHocTnkKun
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

KoHtponu nuHenHoctn COULTER LIN-X npenHasHayeHbl AnNsi OLEHKM KanvbpoBKM U BepudMKaumMu Luanas3oHa Bblgayn pesynbraToB Afsi CUCTEM
knetoyHoro aHanm3a UniCel DxH Coulter, nepeuncnenHbix B TABJIMLUE OXWOAEMbIX PE3YJIBTATOB, coBMeCcTHO €O cneumduyeckumn peareHTamu
COULTER. O6patutecb k MHCTpykumam no npumexeHunto unu CMNPABKE cuctemsl.

KPATKOE ONMUCAHUE U NPUHUUN PABOTDI

CornacHo TpeGOBaHVIFIM CLIA na60paTopV||/|, Heobxoammo YCTaHOBUTb U BepVICbI/ILI,I/IpOBaTb 3KcnnyaTtauMOHHbIE XapaKTepUCTUKU, TOYHOCTb, NPEUN3NOHHOCTb
1 anana3oH Bblgavyn pesynbratoB Afid HOBbIX an60pOB nocne wunx YCTaHOBKW, 3HaA4YUTENIbHOro I'IpOd)VIJ'IaKTW-IeCKOFO OﬁCJ'Iy)KMBaHMﬂ, HEOObIYHbIX
OTKIMOHEHWIA/CABUIOB B pesynbratax usMepeHuUsa KOHTPOJIbHbIX MaTtepuanosB nnm B COOTBETCTBUN C peKomeHnaumeﬁ N3roToBuUTeEna aHanusartopa.

[ns BbINONHeHUst TpeboBaHU faHHbIX PEKOMEeHAauUA MOXHO UCMoNb30BaTh KOHTPONbHble MaTepuansl ans nposepku nuHenHoct COULTER LIN-X Ha
oTkanubpoBaHHbIX npubopax. KoHueHTpaumn WBC, RBC, HGB n PLT npogykta oxBaTbiBalOT Avana3oH Bblgayn pesynsratoB npubopa. PesynbraTbl
NMOBTOPHbIX U3MEPEHWI AN KaXO0N KOHLEHTPaLMM CONOCTaBNSATCS C YCTaHOBNEHHBIM OXWAAeMbIM MHTEPBArIOM, C LieNblo OLEHKN KanubpoBku npubopa
1 Bepudukaummn ananasoHa Bbigayn pesyrnsraTos.

PEATEHTbI

LIN-X Linearity Controls coctout 13 o6paboTaHHbIX, CTabUNN3NPOBaHHbIX YENOBEYECKUX 3PUTPOLUTOB, CTABUNM3MPOBAHHOIO, COOTBETCTBYIOLLErO MO
pa3mepy TpoMboLuuTaM, KOMNOHEHTa U CBA3aHHbIX 3PUTPOLIMTOB AN CUMYNSLMM NENKOLUTOB.

NPEAYNPEXAEHUA N MEPbI NPEOOCTOPOXHOCTU
NOTEHUUATNIBHO BMONOIMMYECKU ONACHbIU MATEPUATN

I'Ipo,uyKT coaepxuT matepuan 6uonormyeckoro NMPOUCXOXAEHUSA: YEeNOBEYECKUIN, MTUYUIA U KOMbITHBIX XXUBOTHBbIX.

Kaxxgas yenoseveckas AOHOPCKas eAuHULA, UCNONb30BaHHAs B NPUrOTOBEHUN AaHHOroO MaTtepuana, bbina npotTecTMpoBaHa C NOMOLLBIO YTBEPXAEHHOTO
FDA MeToaoM Ha NpucyTCTBUE aHTUTeN K BUpycy ummyHopeduumta yenoseka (HIV-1 n HIV-2) n Bupycy renatuta C (HCV), a Takke Ha NOBEPXHOCTHbIN
aHTUreH Bupyca renatuta B, v npusHaHa otpuuartensHon (He AeMOHCTpUpoBana peakumio Npu MHOMOKPaTHBIX UCMbITAHNSAX).

Tak Kak HMKaKon MeTof TECTMPOBaHWSA HE MOXET NPEATIOXKUTL NMOMHYI0 rapaHTuIo OTCYTCTBUSA BUpyca renatuta B, Bupyca nmmyHogeduumTa yenoseka (HIV-1
1 HIV-2) unun gpyrmx MHPEKUMOHHbIX areHTOB, MaHUNYMALMK C AaHHLIM NpenapaToM/peareHToM AOSKHbI OCYLLECTBMNATLCS B COOTBETCTBUM C TpeboBaHAMM
YpoBHa 2 Guonornyeckon 6e30macHOCTM, KaK PEKOMEHAOBaHO ANt BCeX NOTEeHUManbHO WMHMEKLMOHHBIX NpenapaTtoB YeroBEeYECKON CbIBOPOTKU WIu
kpoBu B pykoBoactBe Centers for Disease Control/National Institutes of Health manual “Biosafety in Microbiological and Biomedical Laboratories,”
1988 (LleHTpa no koHTponto 3aboneBaemocT/HaumoHanbHbIX MHCTUTYTOB 34paBooxpaHeHus «buonorumyeckas 6e3onacHOCTb B MUKPOOMOMOrMYECKMX 1
Meaunko-6uonornyeckmx nabopatopusix», 1988r.).

MpoaykT conepxut <0,1% a3npa HaTpusa. KoHcepBaHT ¢ cogepaHueM asuaa HaTpus MOXeT 06pa3oBbiBaTb B3pbIBYAThIE COEAMHEHUS B METANMMYECKNX
Tpybax Bogonposoga. Cm. gokymeHT National Institute for Occupational Safety and Health Bulletin: Explosive Azide Hazards (BronneteHb HaumoHanbsHoro
MHCTUTYTa npodeccrnoHanbHon 6e30nacHOCTY 1 30paBOOXPaHEHUsT: B3pbIBOONACHOCTb a3naos) (8/16/76).

KNACCUPUKALINS ONACHOCTEW NO CUCTEME CIrc
COULTER LIN-X MoxeT BbI3biBaTb annepruyeckyto peakumio.
Linearity Control
(KoHTponb JlnHeHocTH)

HeomuumHa cynbdar <0,1%
MeHnumnnuH G, Hatpuesas comb <0,1%

XPAHEHUE, CTABUJIbBHOCTb U YTUITU3ALIUA

BAXHO: Xpanute npobupku ¢ LIN-X linearity control BBEPTUKAJIbBHOM (kpbiLKOM BBEPX) MONOXEHMM.

LIN-X Linearity Controls TpaHCnopTUpYHOTCA BU3OTEPMUYECKOM KOHTENHEPE, NpeaHa3Ha4YeHHbIM COXpaHATb HU3KY TemnepaTypy HabopoB. Mpu xpaHeHun
oT 2 pgo 8°C, 3aKynopeHHble/HEBCKpbITble MPOBUPKM CTabunbHbl A0 AaTbl UCTEYEHWUSI cpoka XpaHeHus, npuseaeHHon B TABINULEE OXWOAEMbIX
PE3YIbTATOB. [nsa nHdopMaummn o cTabunbHOCTU BCKpbITOro dnakoHa, obpatutecs k TABJIMLIE OXXNOAEMbIX PE3YIIBTATOB. MakcumanbHbie
paboyre xapakTepuUCTUKM NPoayKTa Nony4eHbl Npy YCIOBUU XpaHEHNs MPOBUPOK B BEPTUKAIIBHOM MOMNOXEHUW. XpaHeHNe KOHTPOrbHOro NpoaykTa Npobkoi
BHU3 (B NEPEBEPHYTOM MOIOXEHUN) MOXET NPUBECTN KHEOOXOAUMOCTM AOMOMHUTENBHOIO NEepeMeLLBaHnsA Ans NMOIHOMO PecyCrneHANPOBaHUS KIIETOYHbIX
KOMTMOHEHTOB, aTakke NoBNuATb Ha pabovne xapaKTepUCTUKU NPoayKTa.

YTunusupyiite oTxoapl Nocne UCnosb3oBaHUsi NPOAYKTa, HEWUCNONb30BaHHbLIN NPOAYKT M 3arpsi3HEHHbIE YNAaKoBKM B COOTBETCTBUW C roCYAapCTBEHHbIMM,
permoHanbHbIMU Y MECTHBIMW MOCTaHOBMNEHUSMMU.

NMPU3HAKU HECTABUJIBHOCTU U NOPYX

HeBO3MOXHOCTb MONyYEHUs OXUAAEMbIX 3HAYEHUIA MPU YCNOBUM OTCYTCTBUS M3BECTHbIX NPOGNeM, CBA3aHHbLIX CPUBGOPOM, UK NOMHOIO remornm3aa (TEMHO
OKpAaLLEHHbIV CyNepHaTaHT) ABNSETCS NPU3HaKoM nopuu npoaykTa. Mpu aToM, cnabasi po3oBasi okpacka CynepHaTaHTa siBNSeTCs HopManbHOM U HE JOMKHa
oWMBOYHO NPUHMMATBCA 3a NPU3HAK NOPYM NPoAyKTa.
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I'IPED,OCTABHFlEM blE MATEPUAIbI
LIN-X Linearity Controls. (ObpatuTech k cekumn dopma NnocTaBkv NpogyKTa AaHHOro Bknagplwa Ans nHopmauum o Konuyectse 1 obbeme.)
+  Tabnuua oxuaaembix pe3ynsraToBs.
. padcpumkn.
*  Pabouwni nucr.

HEOBXOOUMBIE, HO HE NPEOOCTABIAEMbIE MATEPUATbI
. HoctatouHo peareHToB COULTER ansi BbINOMHEHUs1 aHanmaa.
. S-CAL Calibrator, ecnu Heobxoaumo.
*  6C Cell Control.
*  WHcTtpykumm no npumeHeHuo nnm cuctema NMOMOLLb.

MHCTPYKUUA MO NPUMEHEHUIO

Mepen Tem kak npuctynuTb K aHanu3y LIN-X Linearity Controls, udyunte cnegytouuyo nHdopMauno Ans AOCTUXKEHUSI TOUHbIX PE3yNnbTaToB:

BAXHO:
YctaHoBKa cpnaxkos

B npouecce aHanusa LIN-X Linearity Controls npu6op 6yaeT BblaaBath hnaxky naumeHToB. Ecnv gocTuraeTcst YACHEHHbI pe3ynbsTarT, 3Tu dnaxky cnegyet
urHopupoBaTb. Korga BblgatoTcs onaxku OTKIOHEHNe pesynsraTos (- - - - - ), He3aBepLUEHHbIN NOACHET (.....) UKW BHe AnanasoHa (+++++), cnegyet noBTOpUTL
nporoH nNpobbl. HekoTopble KOHLEHTPaLMKN MOryT reHepupoBaTb 6eckpoBHyto MeTky (N). HE nrHopupyiite cuctemHble coobuienus (R).

Mepen Tem kak aHanM3npoBaTb KOHTponu nuHenHocTn LIN-X Ha cuctemax knetouHoro aHanusa Coulter UniCel DxH:
1.  Yb6eguTecb B HanMynm OCTaTOMHOMO KONMMYECTBa peareHTa AN 3aBepLUeHns aHanmaa.

2. OcyuecTBnTe NpoLieaypbl KOHTPONSA kayecTBa/KannbpoBku cornacHo NHCTpykumsam no npumerenuto unm cucteme NMOMOLLb. B cnyvae npvemnemblix
pe3yneraTtoB, NpUcTynuTe K aHanuay LIN-X.

3. YcraHosuTe pexum TecTvpoBaHusa CBC.
4. BpemeHHo oTknounTe mogynb NRBC.

Obpatuteck Kk HCTpyKUmMsM no npuMmeHeHuto unu cucteme NOMOLLB ansa nonyyeHus HopmaLm OBbINONHEHNW NEPEYNCTIEHHBIX Bbille OyHKLUNA.

AHanus LIN-X Linearity Controls:
1. WaeneknTe LIN-X Linearity Controls n3 xonoannsHuka v nporpeiite npu KOMHATHOW TEMIMEPATYPE B Teuerne 15 MuHyT
2. Mocne HarpeBaHus, nepemelante BPYYHYIO cnegytowmm obpasom:

A. YnepxuBasi NpobupKy BEPTUKANbHO, MEASIEHHO NokaTanTe eé mexay nagoHein BoceMb pas.
B. MepeBepHWTE NPOBUPKY BBEPX OHOM U MEAJIEHHO NPOKPYTUTE €€ MeXAay NlafoHAMU BOCEMb pas.
C. OCTOpPOXHO NepeBepHUTE NPOBMPKY BOCEMb pas.

8 MOBOPOTOB 8MOBOPOTOB 8 MEPEBOPAUBAHI/
3. NMostopute pericteus ot 2A go 2C Tpu pa3a. BuayanbHo npoBepbTe coaepxnMoe NpobupkM Ha NorHoe pecycneHavpoBanve. Ecnu Heobxoammo,
nosTopuTe AencTBus ot 2A oo 2C, noka coaepxaHne npobupku He obpasyeT OQHOPOAHYO CYCMEH3MI0.

4. TpoaHanuanpywTte npobupku ¢ LIN-X linearity control B nocnegosaTtensHom nopsiake, Hayae ¢ KoHueHTpauum 1 1 3akoH4mB KoHueHTpauuen 11.

NMPUMEYAHUE. lNpoaHanuanpynte KOHTPOMbHbIE MaTepuansl Ha npubope B pexume paboTbl ¢ kacceTamu. BHavane nepemeluante NpoaykT, Kak
OMmMcaHo BbILLE.

5. BbInonHuTe aHanu3 Kaxgoro YPOBHA KOHTPOJSIbHOrO Matepuana NHENHOCTU wWecTb pa3. [loBTopuTe NpPOroH r|p06, OTMEYEHHbIX (braxkamu, C
He4YUCreHHbIMW pe3yneratamun.

6. 3aHecute pesynbrathl YpoBHei ¢ 0 no 10 Ans npMeHUMbIX NapaMeTpoB Ha pabounii NUCT.

NMPUMEYAHUE: YposeHb 11 ucnonb3yeTcs AN OYUCTKA CUCTEMbl. 3HaYeHusi Of1st 3TOro YpOBHS He crefdyeT 3aHOCWUTb Ha pabouunii NUCT.
NOAKNKYUTE monyns NRBC.

7. BbluncnuTe Ans Kaxaoro NPMMEHMMOro napaMeTpa cpefHee NporoHoB €o 2 no 6 1 3aHecuTe pesynsTaThl Ha pabounii nucT. MposepeTe, YTocpeaHee
3Ha4YeHNe U3BMNeYeHHbIX NokasaTenen HaxoanTca B pamkax OxuaaeMbix MHTepBanos, nepeuncneHHbix B TABJIMILE OXXKUOAEMbIX PE3YJIbTATOB.

NMPUMEYAHME: AHanu3 1 ans kaXaon KOHUEeHTpauuu Mcnonb3yeTcs B kayecTBe 3anpaBku. [aHHble pesynbTaThbl HE OOMMKHbI MCMONb30BaTbCst
Ans nodcyeTa cpegHero 3HaveHusi. YTobbl nogcuuTaTh cpegHee 3HadeHue B criydae MorlyYeHnsi MHOTOKpaTHbIX pe3ynsTaToB C He-LudpoBbIMU
nokasartensiMu, o6pasubl JOMKHbI ObITb NPOAHANU3MPOBaHbI, KaKk MMHUMYM, TpUu pa3a. KoHueHTpauum, KOTopble HE COOTBETCTBYHOT 3TOMY MUHUMYMY
(N=3) pomxHbI GbITb UCKIIOYEHDI.

8. 3anuwwuTte Ha pabounii NMUCT HKHUIA 1 BEPXHUI Npeaensl AvanasoHos, npegoctasnenHbix B TABITMLIE OXKUOAEMbIX PE3YIIBTATOB ans YposHen
¢ 0 no 10. MomeTbTe cpefgHee 3HaYeHWe M3BMNEYEHHbIX nokasatenen n npegensl oT KoHueHTpaumm 0 ao KoHueHTpauumn 10 Ha npegocTaBneHHbIX
rpacbukax LIN-X.

9. Beckman Coulter nogrotoBuT cBogku B Buae Tabnuu v rpadmyeckme n3obpaxeHns Balmnx AaHHbIX. [lepen npefactaBneHVeM 3anuimMTe 3HavyeHust
BCEX MPOrOHOB M BHECUTE BCIO HEOOXOAMMYIO MHpOPMaLMIO, BKOYast uHdopMauumio o npubope, Ha pabounii NUCT. Y6eamTech, YTO 3anvMcann Homep
napTUM N CPOK FOAHOCTU KaXKA0ro ypoBHst KOHTpons. Pa3mecTuTe Balum AaHHbIe B peXXMme OH-NaiH Ha cante www.beckmancoulter.com/qap/index.jsp.
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YCTAHOBJEHHbBIE 3HAYEHUA U OXXKUOAEMbBIE PE3YJIbTATDI
Cm. TABMULY OXWUOAEMbIX PE3YTIETATOB.

MPUCBOEHHbIE 3HAYEHWA onpeaensitoTca Ha BanManpoBaHHbIX cUCTeMax ¢ NoMoLLbio cneumdmnyeckux peareHtoB COULTER. 3HaueHust noaTBepXaeHbl
MHOFOKpaTHbIM aHarM3oM KOHTPOJIS.

OXWOAEMbIE MHTEPBAIJIbI BkntoyatoT Bapravmio Mexay notamu n pasnuyHbimu npubopamu, nnpeacrasnstoT 99% rpaHuLy AOBEPUTENBLHOIO MHTepBana
AnsA xopoLo paboTaroLeit MHCTPYMEHTarbHON CUCTEMBI.

CpefHvie 3HayeHMsi OOMKHbI [AEMOHCTPMPOBaTb pesynbTaT B npefenax AuanasoHoB.  [JuanasoHbl, yctaHoeneHHble Beckman Coulter, OomkHbI
1CMNonb30BaThCA B Ka4ecTse crnpaBoyHbiX. Kaxaas nabopatopust AOMKHa YCTAHOBUTL COBCTBEHHBIE KPUTEPUM ANSA NPUEMMNEMbIX PE3yrbTaToB.

NMPOLIEQYPA NMOUCKA U YCTPAHEHUA HEUCTMPABHOCTEN

[na wHdopmaummn o TeXHUYeCcKoM O0BCMyXUBaHUM MNOPSAKE YCTPAHEHUS HeucrnpaBHOCTeW, obpatutecb K VHCTPYKUMAM MO MPUMEHEHWI0 Unn cucteme
MOMOLULb Bawero nputopa.

3a pononHuTenbHol MHdopMmalmelt, obpaTuTecb B CEPBUCHLIN LEHTP komnaHum Beckman Coulter no tenedoHy 800-526-7694 (8 CLUA u Kanage) wnu
CBSXWUTECH C BalLMM MECTHbIM npefcTaBuTenem komnaHum Beckman Coulter. [ns yckopeHuns obpaboTku Baluero 3anpoca, 6yasTe rotoBbl NpefocTaBUTb
crnegytoLLyo nHcpopmaumio:

*  Mogenb 1 3aBOACKON HOMEP UHCTPYMEHTA.

*  Homepa naptuii n gata NCTe4eHUs UCMOMb3yEMbIX peareHToB, UCMOSb3yeMbIX B HAacTosILLee BpPeMs.

*  [laHHble MO BOCCTAHOBMEHWIO KOHTPOMbHbIX 3HaYEeHUI NS BCEX YPOBHEW KOHTPONeNn, MCnonb3yeMblX Ha AaHHBIA MOMEHT.
*  [aHHble no nocnegHen npoueaype KanubpoBKu.

®OPMA NOCTABKU NMPOAYKTA

COULTER LIN-X Linearity Controls 12 x 3,3 Mn komMnnekT cogepxuT 1 npobupky Kaxaol KOHUEHTpauuu:

— YpoBeHb 0 — YpoBeHb 6
— YpoBeHb 1 — YpoBeHb 7
— YpoBeHb 2 — YpoBeHb 8
— YpoBeHb 3 — YpoBeHb 9
— YpoBeHb 4 — YposeHb 10
— YpoBeHb 5 — YpoBeHb 11

628029
TOBAPHbIE 3HAKH

Beckman Coulter, cTunnsoBaHHbIA NOroTMN U yNoMMHaeMble 34ecb 3Haku npogykuum u ycnyr Beckman Coulter sBnsitoTcs ToBapHbIMWM 3HaKaMu unu
3aperncTprpoBaHHbLIMU TOBapHbLIMK 3Hakamu kopnopaumn Beckman Coulter, Inc. B CoeanHerHbix LLTatax n apyrux ctpaHax.

3a pononHUTenbHOWM MHOoPMaLmen Unn npu noslyYeHnn NoBPEXAEHHOW NPoAyKUMKM obpallaiTech B CEPBUCHBIN LieHTp koMnaHum Beckman Coulter no
TenedgoHy 800-526-7694 (B CLUA nnu KaHage) unm cBsxxmTechb C BallMM MeCTHbIM npeacTtaBuTenem komnaHum Beckman Coulter.

OONONMHUTENbHAA UHO®OPMALUA
Moccapuin cumBonoB AocTyneH Ha cante techdocs.beckmancoulter.com (kat. Ne C07163)

MoryT 6bITb OXBayeHbl OfHUM unu 6onee nateHTamn. cM. www.beckmancoulter.com/patents

MacnopT 6e3onacHocTu AOCTyNEH Ha caiTe beckmancoulter.com/techdocs

CBEJEHWA O BEPCUAX
Pepakunsa AN, 01.18
*  [lo6aBneH HOBbIN cepbCKUin A3bIK
¢ [oGaBrneH HOBbIN BbETHAMCKUI A3bIK
Pepakuns AP, 09.18
+  [obGaBneHo HOBOE MH(DOPMAaLMOHHOE 3asiBNIEeHNE OTHOCUTENBHO NaTEHTOB
. [obaBneHbl HOBblE SI3bIKW: HUOEPNAHACKUA, KUTAUCKUA TPAAMLMOHHBIN U YKPAUHCKUIA
Bepcusa AR, 05.2023
*  OGHoeneH agpec npeacraesutensciea B EC

«  OGHoBreHa gaTta aBTOPCKOMo npasa
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Pa6ounn nuct COULTER LIN-X Linearity Control

CBE[JEHMS OB YYETHOM 3ANUCH Mogens npu6opa |
Damunus, ums CepuiiHbIN HOMep I
Agnpec Homep yuyacTtHuka IQAP
lopopa / Kpaw (LLTar) | MoyToBbI UHAEKC
KoHTaKTHbIN [ara TecTupoBaHus WUneHTudmkaumoHHbIn
TenedoH Homep OP
YpoBeHb 0 LoT g YpoBeHb 6 LoT] W
WBC RBC HGB PLT RBC HGB
Arianus 1 (o4mcTku) Axanus 1 (o4vcTkv)
Ananua 2 Ananus 2
Ananua 3 Ananus 3
Axanus 4 Avanuz 4
Axanvs 5 Axanua 5
Ananvs 6 AHanu3 6
CpefiHee 3HaveH1e CpepHee 3HaveH1e
(0T 2 g0 6) (oT 2 10 6)
BepxHuii npepen BepxHuii npegen
HwxHwii npepen HwxHuia npepen
YpoBeHb 1 LoT ¥ YpoBeHb 7 LoT W
WBC RBC HGB PLT WBC PLT
Ananvs 1 (oumcTkn) Aranv3 1 (o4mcTkn)
Axanns 2 Axanms 2
Ananu3 3 Ananus 3
Ananus 4 Axanus 4
Axanvs 5 Axanus 5
Ananus 6 Ananus 6
CpeqHee aHaveH1e CpefiHee 3HaveHne
(ot 2 10 6) (012 0 6)
BepxHuii npegen BepxHuii npegen
HwxHwid npepen HwxHuia npepen
YpoBeHb 2 LoT W YpoBeHb 8 LoT g
WBC RBC HGB PLT WBC PLT
Aanms 1 (o4ncTku) Ananus 1 (ouuncTkm)
Ananua 2 Ananua 2
Ananns 3 Ananus 3
Anxanus 4 Ananus 4
Axanus 5 Ananus 5
AHanus 6 Ananus 6
CpeqHee aHaveH1e CpefiHee 3HaveHve
(o1 2 10 6) (o1 2 00 6)
BepxHuii npegen BepxHuii npegen
HwkHuii npeaen HwxHui npepen
YpoBeHb 3 LoT ¥ YpoBeHb 9 LoT] 4
WBC RBC HGB PLT WBC PLT
Axanms 1 (04vcTku) Ananu 1 (o4mcTkv)
Ananns 2 Ananus 2
Ananus 3 Ananua 3
AnHanus 4 Ananus 4
AHanms 5 Ananus 5
Ananus 6 Ananus 6
CpenHee 3raqeve CpenHee 3Haderve
(oT 2 10 6) (o1 2 10 6)
BepxHuii npeaen BepxHuin npegen
HwxHuii npepen HwxHuin npepen
YposeHb 4 | [LoT] ¥ YpoBeHb 10 | [oT Y
WBC RBC HGB PLT PLT
AHanu3 1 (04mcTkm) Ananus 1 (ouncTkm)
AHanua 2 Ananua 2
Anxanns 3 Ananua 3
Ananus 4 Ananus 4
Axanus 5 Ananus 5
AHanus 6 Ananus 6
CpenHee aHaveHe CperHee 3HaveHne
(ot 2 10 6) (o1 2 10 6)
BepxHui npeaen BepxHuii npegen
HwkHwid npegen HwxHuin npepen
YpoBeHb 5 LoT ¥
WBC RBC HGB PLT
Aanms 1 (o4ncTku)
Axanus 2
Ananns 3
Anxanus 4
Ananus 5
Axanus 6
CpefHee aHaveHe
(o1 2 g0 6)
BepxHuii npegen
HwxHwid npepen

'
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COULTER Retic-X Cell Control
628028

For In Vitro Diagnostic Use
Rx Only in the U.S.A.

INTENDED USE

Retic-X Cell Control is a hematology quality control material used to monitor the performance of UniCel DxH Coulter Cellular Analysis Systems listed in the
TABLE OF EXPECTED RESULTS, in conjunction with specific COULTER reagents.

The assigned values and expected ranges on the TABLE OF EXPECTED RESULTS can be used to monitor instrument performance. This product can also
be used to establish your own laboratory mean.

INTENDED USER

This device is intended to be used by a laboratory professional.

SUMMARY AND PRINCIPLE

Retic-X Cell Control is a reference product prepared from stabilized erythrocytes. Retic-X Cell Control confirms and monitors instrument accuracy and
precision performance by providing quantitative measurements for reticulocyte identification using VCSn technology.

REAGENTS

Retic-X Cell Control consists of treated, stabilized human erythrocytes in a buffered isotonic medium. Retic-X Cell Control also contains a stabilized,
reticulocyte-like component.

REACTIVE INGREDIENTS

Stabilized and/or fixed erythrocytes from:
Human < 50% w/w

Avian < 5% w/w

NON-REACTIVE INGREDIENTS

Buffers, Stabilizers and Preservatives

WARNING AND PRECAUTIONS
POTENTIAL BIOHAZARDOUS MATERIAL

Product contains biologically sourced materials: Human, Avian, and Ungulate.

Each human donor unit used in preparation of this material was tested by an FDA approved method for the presence of the antibodies to Human
Immunodeficiency Virus (HIV-1 and HIV-2) and Hepatitis C Virus (HCV) as well as for hepatitis B virus surface antigen and found to be negative (were not
repeatedly reactive).

Because no test method can offer complete assurance that hepatitis B virus, Human Immunodeficiency Virus (HIV-1 and HIV-2), or other infectious agents
are absent, this specimen/reagent should be handled at Biosafety Level 2, as recommended for any potentially infectious human serum or blood specimen.’

Product contains <0.1% Sodium Azide. Sodium Azide preservative may form explosive compounds in metal drain lines.2

STORAGE, STABILITY, AND DISPOSAL

Retic-X Cell Control is shipped in a thermally insulated container designed to keep it cool. When stored at 2 to 8°C, sealed/unopened tubes are stable until
the expiration date shown on the TABLE OF EXPECTED RESULTS. Opened vials are stable for 16 days assuming that the Instructions for Use section of
the package insert is performed a maximum of 18 times within the 16 days.

Reagent in unopened packs is stable for up to 120 days (until the expiration date stated on the label) when stored according to requirements. It is not
recommended to use the reagent after shelf life expiration indicated on the label.

Storage of the control product in a cap down (inverted) position might require additional mixing for complete resuspension of cellular components. Over
mixing causes hemolysis.

Dispose of waste product, unused product and contaminated packaging in compliance with federal, state and local regulations.

EVIDENCE OF DETERIORATION

System performance should be considered acceptable when 95% of recovered values fall within the Expected Range. Slight hemolysis occurs over time
through routine use and does not interfere with control performance. Failure to recover values within the Expected Range might indicate product deterioration
in the absence of known instrument problems or gross hemolysis. A pink to light red color of the supernatant is normal and should not be considered
deterioration of the product.

PERFORMANCE LIMITS

Refer to your System HELP and Instructions for Use for precision performance specifications for your UniCel DxH Coulter Cellular Analysis Systems.

MATERIALS PROVIDED

* Retic-X Cell Control. (Refer to the Product Availability section of this insert for quantities and fill volumes).
»  Table of Expected Results containing Assigned Values and Expected Ranges.

MATERIALS REQUIRED, BUT NOT PROVIDED

«  Sufficient COULTER reagents to complete analysis. For the reagents used on the system refer to the IFU specific for the UniCel DxH Coulter Cellular
Analysis Systems in use.
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*  Online System HELP or Instructions for Use.

INSTRUCTIONS FOR USE
1.  Remove the COULTER Retic-X Cell Control tubes from the refrigerator and warm at AMBIENT TEMPERATURE for 15 minutes.
2. Prepare your instrument: Follow the instructions for Setting Up Controls in System HELP or Instructions for Use when a new lot of controls is received.
3. After warming, mix BY HAND as follows:
A Roll tube slowly between the palms of the hands eight times in an upright position.
B. Invert the tube and slowly roll it between the palms eight times.
C. Gently invert the tube eight times.

8 INVERSIONS
8TURNS 8TURNS

4. Inspect the tube contents for complete resuspension. If necessary, repeat steps 3A and 3C until tube contents are uniformly suspended. DO NOT
OVERMIX. DO NOT use any type of mechanical mixer.

5. Prepare and analyze COULTER Retic-X Cell Control in the same manner as a patient sample. Refer to the Instructions for Use or System HELP for
sample preparation and instrument operation instructions.

Return the control tubes to the refrigerator within 30 minutes.
Compare instrument values to those given in the TABLE OF EXPECTED RESULTS.

ASSIGNED VALUES AND EXPECTED RESULTS
Refer to TABLE OF EXPECTED RESULTS.

The retic mode of the instrument DOES NOT report RBC Values. The RBC counts given here for each Level are not to be used for performance monitoring
of the RBC parameter, but are to be entered into the instrument at the prompt so that RET # values are calculated. If your laboratory routinely reports the
reticulocyte absolute number, enter the RBC count given for each Level.

NOTE: Beckman Coulter DOES NOT assign values for the MRV and IRF and makes no performance claims for these parameters for the Retic-X Cell Control.
ASSIGNED VALUES are determined on validated systems using specific COULTER reagents. The values are confirmed by multiple analyses of the control.
EXPECTED RANGES include variation between instruments, and represent 95% confidence limits for well maintained instrument systems.

4+ DxH Reagents for use on DxH 800 / 600 / 900 / 690T @ DxH ECO Reagents for use on the DxH 900 / 690T

Whether you use the Beckman Coulter Assigned Value or your own laboratory mean, the instrument is considered well maintained and operating correctly if:
*  295% of the recovered values fall within the EXPECTED RANGE of the Beckman Coulter Assigned Value.
*  Recovered values do not trend (five or more consecutive values drift in a single direction) OUTSIDE the EXPECTED RANGE.
*  No more than three consecutive values fall outside the EXPECTED RANGE.
Before your current cell control lot(s) expire, perform the following on your new lot(s):
*  Confirm that recovered values are within the TABLE OF EXPECTED RESULTS.
OR
»  Establish your own laboratory mean.

QUALITY CONTROL

This product is designed to monitor the reticulocyte capabilities of the operating system. Assuring the quality of the complete system, however, requires
monitoring all reagents, controls and system indicators. Refer to the inserts for COULTER 6C Cell Control, COULTER LATRON CP-X Control, and Instructions
for Use or System HELP. Inability to obtain any assigned value and/or electronic measurement could indicate poor system performance.

TROUBLESHOOTING PROCEDURE

The Instructions for Use or System HELP contain troubleshooting procedures for resolving control recovery problems. If you need additional help, call
Beckman Coulter Customer Service at 800-526-7694 (US and Canada) or contact your local Beckman Coulter Representative.

To provide faster handling of your inquiry, please have the following information available when you call:
. Instrument model and serial number.
* Lot numbers, expiration dates and supporting data for all reagents, for control(s) in question and for other cell control lots currently in use.
*  Previous cell control lot numbers and the data for these previous lots.
»  Data history for COULTER LATRON CP-X Control.
+  Data from your last IQAP Survey Report.

PRODUCT AVAILABILITY

COULTER Retic-X Cell Control:

628028

4 x 3.5 mL Level 1
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4 x 3.5 mL Level 2
4 x 3.5 mL Level 3

TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or registered trademarks of
Beckman Coulter, Inc. in the United States and other countries.

ADDITIONAL INFORMATION

For additional information, or if damaged product is received, call Beckman Coulter Customer Service at 800-526-7694 (US or Canada) or contact your local
Beckman Coulter Representative.

Glossary of Symbols is available at beckmancoulter.com/techdocs by searching for PN C07163.
May be covered by one or more pat. - see www.beckmancoulter.com/patents
The Summary of Safety and Performance is available from the EUDAMED database: ec.europa.eu/tools/eudamed.

Safety Data Sheet is available at beckmancoulter.com/techdocs

NOTICE TO THE USER

For a patient/user/third party in the European Union and in countries with identical regulatory regime (Regulation 2017/746/EU on In vitro Diagnostic Medical
Devices); if, during the use of this device or as a result of its use, a serious incident has occurred, please report it to the manufacturer and/or its authorized
representative and to your national authority.

REVISION HISTORY

REVISION DATE DESCRIPTION
AA February 2025 Initial release to include documentation updates for compliance to European In Vitro
Diagnostic Regulations (IVDR) (2017/746). No changes were made to the product.
AB June 2025 Updated wording in EXPECTED RANGES
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KneTo4Hbin KkOHTponbHbIN maTepman COULTER Retic-X
628028

Ona in vitro guarHocTnkKun
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

Retic-X Cell Control siBnsieTcss reMmaTonornyecknm KOHTPOSbHLIM MaTepUanom, UCMosb3yeMbiM Anst MOHUTOPUHIa paboTbl cucTeM kneTodHoro aHanuaa UniCel
DxH Coulter, nepeuncnenHbix B TABJIMUE OXKUOAEMbIX PE3YJIBTATOB, coBmecTHO co cneundunyeckumm peareHtamv COULTER.

3apaHHble 3HadeHus U oxugaemble ananasoHsl M3 TABNVLbI OXKNOAEMbIX PE3YJIBTATOB moryT ObiTb MCNONb30BaHbl ANsi OTCNEXUBaHUSA paboThbl
npubopa. DTOT NPOJYKT TakKe MOXET OblTb MCNONb30BaH ANS BbIMUCNEHUS CPeaHEero Ballen nabopartopum.

NMPEOMNONATAEMbIU NOJNIb3OBATEb

lMpeanonaraembiMn NONb30BATENAMWN 3TOTO U3AENUA ABNSETCA NepcoHarn na6opaTopMM.

KPATKOE ONMUCAHUE U NPUHUUN PABOTDI

KnetouHbi koHTponbHbIM MaTepuan Retic-X Cell Control npeacraBnseT cobor aTanoHHbIN NPOAYKT, NOMyYEHHbIA U3 CTabUn3MpoBaHHON KPOBM YeroBeka.
KneTtouHbIi koHTponbHbIN MaTepuan Retic-X Cell Control nogTBepxaaeT NpaBunbHOCTb Y OCYLLECTBASET MOHUTOPUHI 3KCNNyaTauMOHHbIX XapaKTepucTmk
TOYHOCTU M MPELM3NOHHOCTM NMpubopa NyTem KONMMYeCTBEHHOTO onpedeneHns C Lenblo MaeHTUdrKaumm peTukynoumutos no texHonorun VCSn.

PEATEHTbI

KneTtouHbIi kOHTponbHLIM MaTepuan Retic-X Cell Control coctont 13 06paboTaHHbIX, CTabUNM3MPOBaHHbIX 3PMTPOLUTOB YenoBeka B BydepnanpoBaHHOM
n3oToHuyeckon cpede. KneTouHbli KoHTponbHbii MaTepuan Retic-X Cell Control Takke cogepXuT CTabunuavpoBaHHbIA, PETUKYNOLMTONOAOGHI
KOMTMOHEHT.

WHIPEOUEHTbI, OBNAJAIOLME PEAKLUMOHHOW CNOCOBHOCTbLIO

CrabunmanpoBaHHble 1 (Mnn) bUKCUpoBaHHbIE IPUTPOLIUTDLI, MOMYYEHHbIE OT:
Yenoseka <50% Bec/Bec
Mtny <5% Bec/Bec

HEPEATMPYIOLUME UHITPEOUEHTDI

BydepHble KOMNOHEHTbI, CTabUNM3aTopbl U KOHCEPBaHTI

NPEAYNPEXAOEHUA N MEPbI MPEQOCTOPOXHOCTHU
NOTEHUUANBHO BUMONOMNMYECKU ONACHbIU MATEPUAT

I'Ipo,quT coaepXxunT matepuanbl BGuonornyeckoro NPOUCXOXOEeHNA: YenoBe4yeckoro, NTnYbero U KoOnbITHbIX XXUBOTHbIX.

Kaxpas yenoseyeckas JOHOPCKasi €AMHMLA, UCMIONb30BaHHAs B NMPUrOTOBMNEHNN AaHHOrO Matepuana, 6bina NnpoTecTMpoBaHa C NOMOLLbIO YTBEPXKAEHHOTO
FDA meTogoM Ha npucyTCTBUE aHTUTeN K BUpycy ummyHopeduumta yenoseka (HIV-1 n HIV-2) n Bupycy renatuta C (HCV), a Takke Ha NOBEPXHOCTHbIN
aHTWreH Bupyca renatuta B, n npuaHaHa oTpuuaTensHon (He AEMOHCTPMPOBana peakumio NP MHOTOKPaTHbLIX UCTbITAHUSAX).

Tak KaK HMKaKOW MeToA UCMbITaHWUI He MOXKET NPeasIoXKMTb MOMHY0 rapaHTUI0 OTCYTCTBUSA BUpyca renatuta B, Bupyca nmmyHogedumumTa Yenoseka (BUY-1
n BUY-2) nnn apyrmx MHMEKLMOHHBIX areHToB, obpaliaTbcs ¢ 9TuM obpasuom/peareHTOM criedyeT Ha ypoBHe 2 Guonormyeckoi GesonacHocTH, Kak
PEKOMEHZ0BAHO AN BCEX NOTEHLMNANbHO MHAEKLMOHHLIX MPENapaToB YernoBeYeCcKoil ChIBOPOTKM UM KPOBU. '

MpoaykT conepxut <0,1% a3naa HaTpus. KoHCepBaHT, coaepalluuii asua HaTpusi, MOXeT 00pa3oBbIBaTh B3pbIBYATbHIE COEAMHEHUSI B METANNMYECKNX TpyDax
2
KaHanusauuun.

XPAHEHUE, CTABUJIbHOCTb U YTUITU3ALUA

KnetouHbii KoHTponbHbI MaTepuan Retic-X Cell Control TpaHcnopTMpyeTcsi B U30TEPMUYECKOM KOHTEWHEPE, NpeAHa3Ha4YeHHOM AN COXPaHEHUs HU3KOM
Temnepatypbl npogykta. [lpu xpaHeHun npu Temnepatype ot 2 fo 8°C 3akynopeHHble/HEBCKPbITbie NPOBbupKyu CTabunbHbl 4O AaTbl UCTEYEHMS CpPOKa
rogHocTtu, npusedeHHoi B TABIINLIE «OXKUOAEMBIE PE3YIIbTATbI». BckpbiTble donakoHbl cTabunbHbl B TedeHue 16 gHew npu ycnoBuu, YTo pasgen
«MHCTPYKUMA NO NpUMeHeHnIo» BKNadbilia B yNakoBKy OyAeT BbIMONHATLCA MakcumyM 18 pas B TedeHue 16 gHen.

PeareHT B HEBCKpbITBIX ynakoBkax ctabuneH Ao 120 gHel (A0 AaTbl UCTEYEHUSI CPOKa FOAHOCTM, YKa3aHHOW Ha 3TUKETKE) NPU XpaHeHWN B COOTBETCTBUM
¢ TpeboBaHuUsIMU. He pekomMeHayeTCst UCMONb30BaTb PeareHT MOCre UCTEYEHUSI CPOKA XPaHEHMS!, YKa3aHHOTO Ha 3TUKETKE.

XpaHeHl/Ie npoaykTta ﬂpOﬁKOVI BHU3 (B I'IepeBépHyTOM nono>|<eH|/||/|) MOXEeT NpuBecTn K Heo6XoaUMOCTU OMOSTHUTENBHOTO nepemMeLwinBaHua Ang nosiHoro
pecycneHanpoBaHUA KNETOYHbIX KOMMNOHEHTOB. l-IpesmepHoe nepemMellinBaHue BbI3biBAE€T reMmonnas.

YTunuaaums oTxofoB NpoaykTa, HEMCNONb30BaHHOMO NPOAYKTa U 3arpsi3HEHHON YNaKoBKM [OMKHa OCYLLECTBNSATLCA B COOTBETCTBUM C MPUPOL0OXPaHHbLIM
hepepanbHbIM 3aKOHOAATENIbCTBOM, 3aKOHOAATENIbCTBOM LUTATOB U COOTBETCTBYIOLLIMMU NMOCTAHOBMNEHUSIMU MECTHbIX OPraHOB BIACTy.

NMPU3HAKHU NOPYHX

Pabota cuctembl cumtaeTcs HaxoAsLencs Ha AoNyCTUMOM YPoBHe, ecnin 95% NonyyYeHHbIX 3Ha4eHW MonaaatoT B OXuaaeMblin ananasoH. MNpy nocTosHHOM
MCNonb30BaHUK C TEYEHNEM BPEMEHW NPOUCXOAUT cnabblil reMonmna, KOTopbI He HapyLluaeT paboTy koHTpons. Mpu oTcyTcTBUM Npobnem ¢ npubopom nnm
CUNBbHOTO remMonn3a HeBO3MOXHOCTb AOBUTLCHA pe3ynsTaTos, MonajaloLyx B OXK1aaeMbll Ananas3oH, MOXET yKasbiBaTb Ha paspyLueHue npogykTa. Okpacka
HaJ0Cag04HON XMAKOCTM OT PO30BOM A0 KPACHOW SIBMSIETCA HOPMarbHOW, U €€ He cnedyeT NpUHMMaTh 3a NPU3HaK paspyLleHns npogykTa.

SKCMIYATAUNOHHbLIE OrPAHUYEHUA

OkcnnyaTauMoHHbIE XapakTePUCTUKM NPeLM3NOHHOCTY BalLux cucTeM knetoyHoro aHanusa UniCel DxH Coulter cm. B CMPABKE cuctembl u MHCTpyKUmMsix
Nno NPUMEHEHMIO.
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NMPEOOCTABJIAEMbIE MATEPUAIDbI
*  Retic-X Cell Control. (O6patutech k cekunm Popma nocTaBkv NpodyKTa AaHHOro BKragplla Ans MHopMmauum o KonnyecTse 1 obbeme).

. Tabnuua oxmgaembix pe3ynbratoB C 3agaHHbIMU 3HA4YEHUAMU U OXnaaemMbiMU Anana3oHaMu.

HEOBXOAUMBbIE, HO HE MPEOOCTABINAEMbIE MATEPUAIbI

*  [JocrartoyHoe konuyecTtBo peareHToB COULTER ans BbinonHeHust aHanu3a. lNepeveHb peareHToB, NCMOMb3yeMbIX C CUCTEMOW, CM. B UHCTPYKLUN NO
NPUMEHEHWI0 KOHKPETHBIX UCMOSb3yeMbIX cUCTeM kneTodHoro aHanusa UniCel DxH Coulter.

. MHTepaktuBHas cuctema NOMOLLDb nnm MHCTpYKLuKM NO NPUMEHEHWIO.

MHCTPYKUUA NO NPUMEHEHUIO
1. WaeneknTte npobupkn COULTER Retic-X Cell Control us xonoaunsHuka n nporpeiite npu KOMHATHOWM TEMIMEPATYPE B Tedenune 15 MUHYT.

2. TopgrotoBbTe Balw Npubop: cnefynte MHCTPYKUMAM CnpaBky CUCTEMBI MO YCTAHOBKE KOHTPOMbHbLIX MaTepuanoB Ui UHCTPYKUMSM NO NPUMEHEHWIO,
Npu YCrIOBUU MONyYeHMs1 HOBOM NapTUM KOHTPOIbHbIX MaTepuaros.

3. Mocne HarpeBaHus, nepemelaite BPYYHYIO cnegyrowmm obpasom:

A. Yoepxusasi NpobupKy BepTUKarnbHO, MeANeHHO nokatante eé mexay nagoHein BoceMb pas.
B. MepeBepHUTE NPOBMPKY BBEPX AHOM U MeANIEHHO NMPOKPYTUTE ee MexXay NafgoHsMU BOCEMb pas3.
C. OCTOpPOXHO NepeBepHUTE NPOBMPKY BOCEMb pas.

8 NOBOPOTOB 8 MOBOPOTOB 8 NEPEBOPA/BAHMI
4. TlpoBepbTe cofepxmmoe Npobupkn Ha nonHoe pecycrieHauposaHue. Ecnu Heobxoaumo, nostopute aencteua oT 3A go 3C, noka coaepxumoe
npobupkn He GyaeT npeacTaBnATb cobow opgHopopHyto cycnensuo. W3BETAUTE YPESMEPHOIO MEPEMELWUMBAHUA. HE wucnonbayiite
MexaHWYeckyto MeLuarnky kakoro-nubo suaa.

5. MogrotoBbTe n npoaHanuanpyite COULTER Retic-X Cell Control Takum xe obpasom, kak 1 obpaseu naumeHta. Obpatutech k MHCTpyKumsam no
npumeHeHuto unu cucteme NMOMOLLB anst nonyyYeHns MHCTPYKUMIA Mo noarotoBke obpasua u akcnnyatauum npubopa.

6. BepHute NpobupkM c KOHTPONEM B XONOAUMBHUK He No3fHee, YeM Yepe3 30 MUHYT.
7. CpaBHuTe 3Ha4yeHus npubopa co 3HayeHusmu, npusoaumbimm B TABJTMLIE OXKUOAEMbIX PE3YJBTATOB.

YCTAHOBJIEHHbIE 3HAYEHUA U OXUOAEMbBIE PE3YJIbTATbI
Cm. TABNIVILLY OXWUOAEMbBIX PE3YTBTATOB.

B pexume peTukynounToB npuGopa 3HadeHus RBC HE Bbigatotcs. MpuBeaeHHble 30ech Ans KaXaoro ypoBHs konudyectsa RBC He npegHasHayeHb! Ans
NMPOBEPKM IKCMyaTaLMOHHbLIX XapakTepucTuk napametpa RBC; ux Heobxoavmo BBOAUTL B NPUGOP Mpu NOsIBNIEHUM NOACKa3KM ANs BbINOMHEHUA nogcyeTa
konuuecTtBa RET. Ecnu Bawwa naGopatopus perynsipHo coobLiaeT abcontoTHOe YMCIo peTHKynounToB, BBeauTe konuyectso RBC, ykazaHHOe Ans KaXaoro
YPOBHSI.

NMPUMEYAHUE. Beckman Coulter HE npucsavBaet 3HadeHusa ans MRV u IRF n He faeT 3asBneHni OTHOCUTENBHO 3KCNIyaTaUMOHHBIX XapakTepuUCTVK ANs
3TUX NapaMeTpoB AnNst KNeToYHOro KoHTpons Retic-X.

YCTAHOBNEHHbIE 3HAYEHUA onpeneneHbl Ha BanuaMpoBaHHbIX CUCTEMAx C MCNOMb3oBaHWEM KOHKpeTHbIX peareHToB COULTER. 3tu 3HayeHus
noATBEPXAEHbI MHOTOKPaTHbIM aHanM3oM KOHTPOMbHOrO Matepuana.

OXWOAEMbBIE OUAMA3OHDbI BkntovatoT B cebsi konebaHus mexay npubopamu u npefctaenstoT coboit 95% poseputenbHble npegensl Ansi cUCTEM
npnbopoB ¢ Haanexalimm obCnyKnBaHUEM.

4 PeareHtol DxH ons mMcnonb3oBaHusa Ha @ Pearentbl DxH ECO gns ncnonb3oBaHus Ha
DxH 800/600/900/690T DxH 900/690T

BHe 3aBucuMOCTM OT Toro, mnonb3yeTecb N Bbl 3adaHHbIMU 3HadyeHusiMM Beckman Coulter unu cpegHum Bawen nabopatopuu, npubop cymTaeTcs
HaxoAsALWMMCS B XOPOLUEM COCTOSIHUM U NPaBUIbHO paboTatoLum, ecnu:
+  295% BOCCTAHOBMEHHLIX 3HaYeHit nonaaatoT B OXXUOAEMbIN AVUAMA3OH 3aaaHHoro 3HaueHusi Beckman Coulter.

*  WsBreyeHHble nokasatenn He Haxoaatcs (NATb unu Gonee nocrnegoBaTenbHbIX MOKasaTenenl CMelleHbl BOAWHaKOBOM Hanpasnexun) BHE
OXWNOAEMOIO MHTEPBATA.

. He 6onee Tpéx nocnepoBaTenbHbIX 3HAYEHUI BbinaaatoT 3a npegensl OXKUOAEMOIO ONAMA3OHA.
Mpexae Yem UcTeyeT CPOK rOAHOCTU TEKYLLEN(-MX) NapTUK(-Uit) KOHTPONS KINETOK, BbINOMHUTE criedytolliee Ha HOBOW(-bIX) NapTum(-ax):
. Y6enuTechb, 4TO BOCCTAHOBIEHHbIE 3HaYeHus1 HaxoasTces B npegenax TABJTNLBbI OXXNOAEMbIX PE3YJIBTATOB.
N

*  YcTaHoBWTe cpefHue 3HadYeHus B cobcTBeHHOM nabopartopuu.

KOHTPOJIb KAYECTBA

OTOT NPOAYKT NpegHa3Ha4YeH Ans MOHUMTOPUHIa Npegena nsmepeHnii pETUKYINoLMTOB ONepaLMoHHON CUCTEMON. Tem He MeHee, Ans obecneveHns kayecTsa
BCEW CUCTEMbI, HE0BXOAMM MOHWUTOPUHI BCEX PeareHToB, KOHTPOSbHbLIX MaTepuanoB U CUCTEMHbIX MHAUKaTopos. Obpatutecsk k Bknagsiwam COULTER 6C
Cell Control, COULTER LATRON CP-X Control n UHcTpykumam no npumeHennto unu cucteme NMOMOLLBb. HeBoamoxHoCTb Ao6UTLCA NioObIX 3aA4aHHbIX
3HaYEHU M/MNN ANEKTPOHHBIX N3MEPEHUIN MOXET yKasblBaTb Ha NSoXyto paboTy cucTemsl.
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NMPOLIEQYPA NMOUCKA U YCTPAHEHUA HEUCTPABHOCTEN

WHcTpykummn no npumeHeHuto n cuctema NOMOLLb copgepxaT nHopMaumio 0 Nopsiake YCTpaHEHUs] HEUCTNPABHOCTEW C Lerbio pa3pelleHns npobnem
N3BMEYEHNS KOHTPONbHbIX Matepuanos. 3a AOMOMHUTENBHON MHAOPMaLme, obpaTuTecb BCEPBUCHDBIN LieHTp komnaHum Beckman Coulter no tenedoHy
800-526-7694 (B CLLUA n KaHage) unu cesxkuTech C BaluMM MECTHbIM NpeacTaButenem komnaHum Beckman Coulter.

YTo6bl Baww 3anpoc 6bin obpaboTaH BuicTpee, Npu 3BOHKE ByAbTe roToBbI NPEAOCTaBUTL CREAYIOLLYI0 MHOPMaLIo:
*  Mogenb 1 3aBOACKON HOMEpP UHCTPYMEHTA.

* Homepa napTtuii, Cpoku rogHOCTU U OONONHUTENbHYHO MHGOpMaLUMIo No BCeM peareHTam, Kak no npo6neMHomy KOHTPOSIO, TaK U No Apyrum
ncnonb3yemMmbiM Ha OaHHbIA MOMEHT napTuUAM KNeToYHOro KOHTpons.

*  Homepa napTtuii NnpeablayLLUmMX KNeTOUHbIX KOHTPOMEN U AaHHbIe NO 3TUM NapTUsM.
*  ApxuB JaHHbIX ANnst KOHTponbHbIX aHannsos COULTER LATRON CP-X.

. [aHHble n3 Bawwero nocnegHero akta ocmotpa IQAP.

OOPMA NOCTABKU NMPOOYKTA
COULTER Retic-X Cell Control:

628028

4 x 3,5 mn, KoHueHTpauus 1
4 x 3,5 Mn, KOHUEeHTpauus 2
4 x 3,5 mn, KoHUeHTpauus 3

TOBAPHbIE 3HAKU

Beckman Coulter, ctTunusoBaHHbIN NOroTMN U yNnoMyWHaeMble 34ecb 3Haku npogdykuun u ycnyr Beckman Coulter aBnsitoTcs ToBapHbIMWU 3HaKamu unu
3aperncTpmMpoBaHHbIMU TOBapHbIMK 3Hakamu kopnopauuy Beckman Coulter, Inc. B CoeanHeHHbIx LUTaTtax u gpyrux ctpaHax.

AOMNONHUTENIbHAA UH®OPMALIUA

3a gononHuTEnbHOM MHgOPMaUMen My Npu MonyyYeHUn NOBpPeXAEHHON Npoaykuun obpallanTteck B CEPBUCHBIN LieHTp koMmnaHum Beckman Coulter no
TenedoHy 800-526-7694 (B CLUA nnu KaHape) nnu cBspkutech € BallMM MECTHbIM npedcTaButenem komnaHum Beckman Coulter.

Glossary of Symbols (Imoccapuii cumBonoB) AocTyneH Ha Beb-canTe beckmancoulter.com/techdocs npu novcke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBaYeHbl Of4HUM unu Gonee nateHTamn. cM. www.beckmancoulter.com/patents

Summary of Safety and Performance (CBoaHble faHHble No 6e30nacHOCTU U YHKLIMOHAMbHBIM XapaKTepucTukam) AoCTynHbl B EBponerickon 6a3e AaHHbIX
n3genui meguumHckoro HasHadeHust (EUDAMED): ec.europa.eu/tools/eudamed.

Macnopt 6e3onacHocTy JOCTyneH Ha cainTe beckmancoulter.com/techdocs

YBEOOMJIEHUE AJ1A NOJIb3OBATENA

[nsa nauneHTa / nonb3oBaTensi / TpeTbe cTopoHbl B EBponerickom Coto3e 1 B cTpaHax € MAEHTUYHBIM PerynsTopHbIM pexumom (Peanamenm 2017/746/EC
8 omHoweHuUU MeduyuHCKux u3ddernutli Ors in vitro duasHOCMUKU); €Cnn, BO BPEMSI UCNONb30BaHNS 3TOTO YyCTPONCTBA UMM B pesyrbkTaTte ero NCnornb30BaHns
Npon30LLIEN CEPbE3HbIA UHLUUAEHT, coObLMTEe O HEM NPOU3BOAMTENO U/UMWN €ro ynonHOMOYEHHOMY MPEACTaBUTEND U CBOEMY HaLMOHaNbHOMY OpraHy
perynMpoBaHus.

PA3OEN TAPAHTUU

[apaHTuNHbIE 0bsA3aTenbCTBa:

1.  W3rotoBuTenb rapaHTUpyeT COOTBETCTBUE U3TOTOBMEHHbLIX NPOAYKTOB TPEGOBaHNAM HOPMATUBHOMN U TEXHUYECKOW AOKyMeHTaumn. BesonacHocTb u
Ka4yecTBO MPOAYKTOB rapaHTUPYeTCs B TEHEHUE BCEro CPOKa XpaHeHus!.

2. [lpousBoauTens oTBEYaET 3a HeAOCTaTKM U3AEnus, 3a UCKIYeHEM AedDeKTOB, BO3HUKLLMX BCNEACTBUE HApYLUEHUs NpaBuIl NoMNb30BaHNs, yCNoBui
TPaHCNOPTUPOBAHWS U XPaHEHUs!, MNGO TPETbUX UL, MMGO HENPEOAONIMMON CUSTbI.

3. B TOM cnyvae, ecnu TexHuueckne u yHKUMOHanbHblE (MOTPEOUTENBLCKME) CBOMNCTBA NPOAYKTA HE COOTBETCTBYOT HOPMATUBHOM U TEXHUYECKOM
[OKYMEHTaumMn 1 3T He[oCcTaTku Bbinu Bbi3BaHbl CKPbITbIM AeEKTOM MaTepuanosB UM Ka4ecTBOM paboT M3roToBUTENS, U3rOTOBUTENb BbIMOMHUT
3ameHy NpoAykTa 3a COBCTBEHHbIN CYET.

[Ina nony4yeHnsa nHdopmaumm o Ka4ecTBe NpoAykTa obpalyanTech K npeactaBuTento narotosutens B Poccuiickon ®epgepaumn.

OMUCAHUE NPOAYKTA

KpacHblIi; Xnaknmn; Hecsexumn

CBEOEHUA O BEPCUAX

BEPCUA OATA OMNMUCAHUE

AA deBpanb 2025 McxopgHas Bepcus, BkntovatoLwas o6HOBMNEHUST AOKYMEHTaUMM AN COOTBETCTBUSA
Pernamenty EC 0 meguumHckmx nagenusax ansa auardHoctuku in vitro (IVDR) (2017/746).
V13MeHeHVs B AaHHbIV NPOAYKT HE BHOCWUIUCH.

AB MioHb 2025 O6HoBneHa dopmynuposka OXXWOAEMbIX OUWAMA30HOB
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COULTER S-CAL Calibrator Kit
628026

For In Vitro Diagnostic Use
Rx Only in the U.S.A.

INTENDED USE

S-CAL Calibrator is intended for the determination of calibration factors for UniCel DxH Coulter Cellular Analysis Systems listed in the TABLE OF EXPECTED
RESULTS, in conjunction with specific COULTER reagents. Refer to the Instructions for Use or System HELP.

INTENDED USER

The device is intended to be used by a laboratory professional.

SUMMARY AND PRINCIPLE

Coulter Cellular Analysis Systems, for which this kit was designed, require a calibrator to convert electronic measurements of each sample into accurate
quantitative results expressed in clinical terms.

The parameters (WBC, RBC, HGB, MCV, PLT and MPV) are calibrated using S-CAL Calibrator, a stabilized human erythrocyte preparation. S-CAL Calibrator
is an acceptable alternative to whole-blood calibration.

The calibration procedure uses replicate measurements of S-CAL Calibrator. The average result for each parameter is divided into the S-CAL Calibrator
Assigned Value to give a calibration factor.

HCT, MCH, MCHC, RDW, NRBC, Retic and DIFF parameters do not require calibration.
REAGENTS

S-CAL Calibrator consists of treated, stabilized, human erythrocytes and platelet sized components in a buffered, isotonic medium. Fixed erythrocytes are
added to simulate leukocytes.

REACTIVE INGREDIENTS

Stabilized Human Erythrocytes
Proportion: < 50% W/W

WARNING AND PRECAUTIONS
POTENTIAL BIOHAZARDOUS MATERIAL

Product contains biologically sourced materials: Human, Avian, Reptile and Ungulate.

Each human donor unit used in preparation of the material was tested by an FDA approved method for the presence of antibodies to Human Immunodeficiency
Virus (HIV-1 and HIV-2) and Hepatitis C Virus (HCV) as well as for Hepatitis B virus surface antigen and found to be negative (were not repeatedly reactive.)

Because no test method can offer complete assurance that hepatitis B virus, Human Immunodeficiency Virus (HIV-1 and HIV-2), or other infectious agents
are absent, this specimen/reagent should be handled at Biosafety Level 2, as recommended for any potentially infectious human serum or blood specimen
in the Centers for Disease Control/National Institutes of Health manual “Biosafety in Microbiological and Biomedical Laboratories,” 1988.

Product contains <0.1% Sodium Azide. Sodium Azide preservative may form explosive compounds in metal drain lines. See National Institute for Occupational
Safety and Health Bulletin: Explosive Azide Hazards (8/16/76).

STORAGE, STABILITY, AND DISPOSAL

The S-CAL Calibrator kit is shipped in a thermally insulated container designed to keep it cool. When stored at 2-8°C, sealed/unopened tubes are stable until
the expiration date shown on the TABLE OF EXPECTED RESULTS. When the tubes are opened, the product is stable for 1 hour.

Dispose of waste product, unused product and contaminated packaging in compliance with federal, state and local regulations.

EVIDENCE OF DETERIORATION

Inability to obtain expected values in the absence of known instrument problems or gross hemolysis (darkly-colored supernatant) is indicative of product
deterioration. However, a slight pink color to the supernatant is normal and should not be confused with deterioration of the product.

MATERIALS PROVIDED
*  COULTER S-CAL Calibrator.
*  Table of Expected Results.

MATERIALS REQUIRED, BUT NOT PROVIDED
«  Sufficient COULTER reagents to complete calibration.
* Instructions for Use or System HELP.
*  6C Cell Control Kit.
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INSTRUCTIONS FOR USE

NOTE: Keep S-CAL Calibrator in the refrigerator until ready to begin Section Il of INSTRUCTIONS FOR USE.

1.
2.

Before calibrating the instrument, refer to the appropriate Instructions for Use or System HELP, then go on to Section II.

DO NOT PROCEED IF INSTRUMENT PERFORMANCE DOES NOT MEET SPECIFICATIONS. CALL BECKMAN COULTER CUSTOMER SERVICE
OR CONTACT YOUR LOCAL BECKMAN COULTER REPRESENTATIVE.

Calibration errors can be caused by:

Inadequate mixing

Excessive handling

Exceeding time limits

Failure to analyze a sufficient number of samples

IMPORTANT: Perform the following procedures exactly as described. Complete the entire procedure within 1 hour.

4.
5.

7.
CH

Remove S-CAL calibrator kit from the refrigerator and warm at AMBIENT TEMPERATURE for 15 minutes.
While the calibrator is equilibrating to ambient temperature, prepare the analyzer as follows:

A. Select Calibration Setup from CBC Calibration Screen in QA Menu.

B. Scan 2D barcode from the ASSAY SHEET to upload the assigned values.

After warming the S-CAL Calibrator, mix by hand as follows:

NOTE: Do NOT use a mechanical mixer.

A. Roll the tube slowly between the palms of the hands eight times in an upright position.

B. Invert the tube and slowly roll it between the palms eight times.

C. Gently invert the tube eight times.

8INVERSIONS

8TURNS 8 TURNS
D. Repeat steps 6A through 6C.
E. Inspect the tube contents to determine if all cells have been uniformly distributed.
F. Repeat the mixing procedure if tube contents have not been uniformly distributed.

Analyze S-CAL Calibrator 10 times in Cassette Presentation Mode, following Instructions for Use or System HELP.

ECK CALIBRATION CRITERIA

The DxH systems check the following criteria automatically and flag the calibration results with a yellow background if you need to calibrate a parameter or
with a red background if there may be a problem.

Check calibration results. Calibration is required if the Difference is greater than DIFFERENCE LOWER LIMIT MAX and the Factor % Diff is greater than the
FACTOR % DIFFERENCE LOWER LIMIT MAX.

PARAMETER CALIBRATE IF CALIBRATE IF
DIFFERENCE LOWER | FACTOR % DIFF
LIMIT MAX LOWER LIMIT MAX

WBC >0.1 >1.25%
RBC >0.03 >0.7%
Hgb >0.1 >0.78%
MCV >1.0 >1.18%
PLT >6.0 >2.70%
MPV >0.5 >5.0%

VERIFY CALIBRATION

1.

Analyze 6C Cell Controls according to package insert instructions.

2. Your results for the cell control levels should be within the expected range as stated on the TABLE OF EXPECTED RESULTS in the 6C Cell Control kit.
3. If your cell control results are not within the expected range, repeat the sample. If the results of the second sample are not within the expected range,
follow the Troubleshooting Procedure on the 6C Cell Control package insert and call Beckman Coulter Customer Service at 800-526-7694 (USA or
Canada) or contact your local Beckman Coulter Representative.
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ASSIGNED VALUES

The assigned values for WBC, RBC, HGB, MCV, PLT and MPV parameters are derived from sufficient samples to recover mean values with a high degree
of statistical validity. Measurements are made on each of several COULTER instruments.

All instruments are traceable to whole-blood calibration and operated according to the appropriate Instructions for Use. Calibration stability is verified by
comparison of instrument results and Reference Method results for fresh whole-blood specimens. System performance is monitored daily using 6C Cell
Control at multiple levels.

Whole-blood calibration consists of K;EDTA anticoagulated whole blood analyzed using the following reference methods:

WBC and RBC: A single-aperture impedance cell counter such as a COULTER Z Series cell counter and the manufacturer’s recommended reagents. Macro
dilutions are made using Class A glassware. Both WBC and RBC data are corrected for coincidence. The erythrocytes and leukocytes measurands (analytes)
in this calibrator are traceable to Clin Lab Haemat, 1994, 16(2):131-138.

HGB: The hemoglobin measurand (analyte) in this calibrator is traceable to CLSI Standard H15-A3." This hemiglobincyanide spectrophotometric procedure
employs modified Drabkins (Ziljstra) Reagent and is referenced to NIST certified filters.

MCV: MCV is calculated: PCV/RBC x 10. Packed-cell volume (PCV) is measured by a hematocrit procedure according to CLSI Standard H7-A3.2
PLT: Phase contrast microscopy.
MPV: Latex particles (PN 7531820).

The assigned values were established using representative samples from this lot of calibrator and are specific to the assay methodologies of the applicable
Beckman Coulter reagent systems indicated in the calibrator Table of Expected Results (Assay Sheet).

Values assigned by other methodologies may be different. Such differences, if present, may be caused by inter-method bias.

QUALITY CONTROL

After completing the calibration and verification procedures, the instrument is within the accuracy limit stated in your Product Manuals. Good laboratory
practices recommend that each series of patient samples be preceded and followed by a quality-control check. Use COULTER cell controls to check the
performance of the instrument

PRODUCT AVAILABILITY
COULTER S-CAL Calibrator Kit

628026 - 1 x 3.3 mL
TRADEMARKS

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are trademarks or registered trademarks of
Beckman Coulter, Inc. in the United States and other countries.

ADDITIONAL INFORMATION
Glossary of Symbols is available at beckmancoulter.com/techdocs (PN C07163)
May be covered by one or more pat. - see www.beckmancoulter.com/patents

For additional information, or if damaged product is received, call Beckman Coulter Customer Service at 800-526-7694 (USA or Canada) or contact your
local Beckman Coulter Representative.

Safety Data Sheet is available at beckmancoulter.com/techdocs

The Summary of Safety and Performance is available from the EUDAMED database: https://ec.europa.eu/tools/eudamed.

NOTICE TO USER

For a patient/user/third party in the European Union and in countries with identical regulatory regime (Regulation 2017/746/EU on In vitro Diagnostic Medical
Devices); if, during the use of this device or as a result of its use, a serious incident has occurred, please report it to the manufacturer and/or its authorized
representative and to your national authority.
Revision History
Revision AH, 02/2017
Changes were made to:
+ ADDITIONAL INFORMATION
. Updated Brazilian address
* Updated Japanese address
* Added new Russian address
Revision AJ, 01/2018
Changes were made to:
*  Added new Serbian language
*  Added new Vietnamese language
Revision AK, 09/2018
Changes were made to:
*  Added new Patent Information Statement
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Added new Dutch, Traditional Chinese, and Ukrainian languages

Revision IVDR, 03/2021
Changes were made to:

Updated ADDITIONAL INFORMATION section
Updated website address

Added location for Summary of Safety and Performance
Added Notified Body number to CE marking
Updated EC REP Address

Added REACTIVE INGREDIENTS section
Updated SUMMARY AND PRINCIPLE section
Updated REAGENTS section

Updated Revision History section

Updated copyright year

Updated TRADEMARKS section

Added INTENDED USER section

Added NOTICE TO USER section

REFERENCES

Clinical and Laboratory Standards Institute. Reference and Selected Procedures for the Quantitative Determination of Hemoglobin in
Blood- Third Edition; Approved Standard. CLSI publication H15-A3. Wayne, PA, 2000.

Clinical and Laboratory Standards Institute. Procedure for Determining Packed Cell Volume by the Microhematocrit Method- Third
Edition; Approved Standard. CLSI publication H7-A3. Wayne, PA, 2000.
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Beckman Coulter Ireland Inc.,

Lismeehan, O’Callaghan’s Mills
Co. Clare, Ireland +(353) (0) 65 683 1100

N Beckman Coulter, Inc., 250 S. Kraemer Blvd., Brea, CA 92821 U.S.A.
www.beckmancoulter.com
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KannéposouHsbl komnnekT COULTER S-CAL
628026

[Ansa AnarHoCTukm in vitro. Tonbko
no peuenTy Bpaya B CLUA.
NMPEAHASHAYEHWNE

Kannbpatop S-CAL npejHasHaueH Ans onpeaeneHns KanmbpoBOYHbIX KO3GGULIMEHTOB ANs cucTeM kneTouHoro aHanusa UniCel DxH Coulter, nepeuncnerHbix B TAB/IMLE OKUAAEMbIX PE3Y/IbTATOB, B coveTaHum co
cneynanbHbiMy peareHTamy COULTER. CM. MIHCTpyKUMio No npumMeHeHuto unu CMPABKY no cucteme.

NPEAHASHAYEHHOE A/14 MO/Ib30BATENA

YCTpOVACTBO NpeAHa3HaueHo ANs 1CNoNb30BaHKsA CneLanicTaMmm N1abopaTopHo AnarHoCTKU.

KPATKOE OMWUCAHME 1 NPUHLNMN PABOTbI Cuctemsl

KNeToYHOro aHanmsa Coulter, Ans KOTOPbIX Pa3paboTaH AaHHbIVE KOMMIEKT, TPEBYIOT KannbpaTtopa A1 NPeobpa3oBaHUs 3NEKTPOHHbBIX M3MEPEHWIA KaXA0r0 06pasLa B TOUHbIE
KONINYECTBEHHbIE Pe3y/IbTaTbl, BbIPaXEHHbIE B KIVHUYECKNX TEPMUHAX.

MapameTpbl (N1eAKOLUTLI, 3PUTPOLMTEI, FeMOrI06UH, CPeAHN 06beM IPUTPOLUTOB, TPOMEOLWTHI U CPEAHIA 06LEM IPUTPOLMTOB) KaNMEPYIOTCA C CNONb30BaHNeM kannbpatopa S-CAL, CTabunn3MpoBaHHOTO Npenapara 3pUTPOLIMTOB YenoBeka.

Kanun6patop S-CAL siBnsieTcs npueMnemoii anbTepHaTVBOl KannbpoBKe LiebHOl KpoBU.

Mpoueaypa KanMbpOBKM NCMONb3yeT MOBTOPHbIE M3MepeHVs KannbpaTtopa S-CAL. CpeaHuii pesynbTaT ANs Kax/0oro napameTpa AennTca Ha 3aJlaHHoe 3HaueHve KanvbpaTtopa S-CAL, UTo6bl NoNyunTb KO3GGULIMEHT KannGpoBKM.

MapameTpbl HCT, MCH, MCHC, RDW, NRBC, Retic 1 DIFF He Tpe6ytoT Kann6poBKku.

PeareHTbl S-CAL.

Kanu6paTop cocTonT 13 06paboTaHHbIX, CTaBUNN3MPOBAHHBIX IPUTPOLMTOB YeNoBeKa 1 KOMNOHEHTOB TPOMBOLMTapHOro pa3Mepa B 6ydepHOI N30TOHNYECKO Cpeje. NS MUTaLmm NeikounToB
£06aB/IAOTCA GUKCUPOBAHHBIE 3PUTPOLIUTHI.

PEAKTWBHbIE MHTPEAVEHTDI

CTabunn3npoBaHHble 3pUTPOLNTLI Yenoseka

Mponopuus: < 50% no macce

NPEAYNPEXAEHNA U MEPbI MPEAOCTOPOXHOCTA

MOTEHLUMANBHO BUOMIOMMYECKM OMACHbIY MATEPUAJT. TIpoAyKT coaepKuT
maTepuabl 611I010rNYeCKOro MPOUCXOXAEHNS: YeNOBEUYECKNA, NTUUNIA, PENTUANIA N KOMbITHBIX.

Kaxaas AoHopcKast eAuHMLA, NCNOb30BaHHasi MpW NoAroToBke MaTepuana, 6bi1a NPoTeCTMPOBaHa 0406peHHbIM FDA METOAOM Ha Hanuumne aHTUTeN K BUpYCY MMMyHoAeduLmTa Yenoseka (BUY-1 1 BUY-2) n Brpycy renatuta

C (BrC), a Takxe Ha NOBEPXHOCTHbIV aHTWUreH BUpYyca renaTtuta B, 1 nokasana oTpuUaTeNbHbIli pe3ynbTaT (He AeMOHCTPYPOBana NOBTOPHbIX PeakLuii).

MOCKONLKY HV OAVIH METO/ TECTUPOBaHUS He MOXET AiaTb NO/HOV rapaHTVK OTCYTCTBUS BUpYCa renaTuTa B, Bupyca UMMyHoAeduumTa Yenoseka (BUY-1 1 BUY-2) nnm Apyrux MHGEKLIMOHHBIX areHToB, C 3T!M 06pa3Lom/
peareHTOM cneayeT obpallaTbCs Ha ypoBHe 6106€30MacHOCTL 2, Kak 3TO PeKOMEHZAYeTCst AN No6bIX NOTeHLUMaNbHO NHPEKLMOHHBIX 06pa3LI0B CbIBOPOTKYM MM KPOBUN YenoBeka B pyKOBOACTBE LIeHTPOB Mo KOHTPOIO 1

npogunakTuke 3a6oneBaHNin/HaLMOHaNbHbIX UHCTUTYTOB 3A4paBOOXpaHeHs «61o6e30MacHOCTb B MUKPOGMONOTNHECKUX V1 B1OMEANLIMHCKIX NabopaTopusix», 1988 T.

MpoaykT cogepxuT MeHee 0,1% a3nia HaTpus. KOHCEPBAHT a3ng HaTpYsi MOXKET 06pa3oBbIBaTh B3PbIBOOMACHbIE COEAUHEHUS B METANNNYECKX KaHANU3ALMOHHBIX Tpy6ax. CM. 6tonneTeHb HaLMOHaNbHOro UHCTUTYTa OXpaHb!
TpyAa v 340poBba: ONacHOCTb B3PLIBOOMNACHbIX a3uaoB (16.08.1976).

XPAHEHWE, CTABU/TIbHOCTb N YTUJTN3ALMA

KannbpoBouHbiIi koMnaekT S-CAL NoCTaBAseTcs B TEPMOU30IMPOBAHHOM KOHTEHepe, NpeAHasHaueHHOM A5 MOAAEPKaHWS HU3KOM TemnepaTypsl. [pu XxpaHeHnn npu Temnepatype 2-8°C 3aneyaTtaHHble/HeBCKPbITbIe TPOGUPKIA

OCTaloTCs CTabUNLHBIMY 10 NCTEYEHUS CPOKa FOAHOCTH, ykasaHHoro B TAB/IMLIE OXWAAEMbIX PE3Y/IbTATOB. Mocne BCKpbITUS NPOGUPOK NPOAYKT COXPaHSEeT CTabubHOCTL B TeueHwe 1 Yaca.
YTUAN3NpyiiTe 0TXOABI, HEMCMONb30BaHHYIO NPOAYKLMIO U 3arpA3HEHHYHO YNakoBKy B COOTBETCTBUN C GeAepanbHbIMU, FoCyAapCTBEHHBIMMI I MECTHBIMI HOPMaTUBHBIMM aKTaMu.
MPU3HAKW YxyaLueHns

HeBo3MOXHOCTb nony4ynTb OXUZaemMble 3Ha4eHNA NP OTCYTCTBUN N3BECTHbIX I'IpD6l1€M C I'IPI/I6OPOM WNW BbIpaXXeHHOro remonusa (TEMHOOKpaLI.IeHHI:IIZ CyI'IEpHaTaHT) cBUAeTeNbCTByeT O nop4ye NpoAyKTa. OpHako nerkuii

PO30BbIii OTTEHOK CynepHaTaHTa AB/IAETCH HOPMOVA N He AO/XKeH NyTaTbCa C NopYeit NpoayKTa.
MPEAOCTAB/TIEHHbBIE MATEPUATTbI

+ Kannépatop COULTER S-CAL.

+ TabnuLa OXNAAEMbIX Pe3YbTaTOB.
Heobxognmble MaTepuanbl He NPejoCTaBAATCA.

[locTaTouHoe konuuecTso peareHToB COULTER /15 3aBepLueHUs KannbpoBKu.

WVHCTPYKLMA N0 NPYIMEHEHWIO UK CNpaBka No cucTeme.

* KOHTpONbHbIA Habop Ans kneTok 6C.
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WMHCTPYKUMA MO NMPUMEHEHWIO

MPUMEYAHVIE: XpaHuTe kanubpatop S-CAL B X0N0AWNLHUKE A0 Havana paboTel Haa pasaenom II UHCTPYKLIMW MO NMPUMEHEHWIO.

1. NMepes KannbpOBKOI NPUEOPa 03HAKOMBLTECH C COOTBETCTBYHOLLIEN UHCTPYKLMEN MO SKCMYyaTaLmmn WA CpaBKoi Mo cUCTeMe, a 3aTeM nepeiguTe K pasaeny 1L

2. HE MPOJOJIKAITE, EC/IN XAPAKTEPUCTUKM NPUBOPA HE COOTBETCTBYHOT TEXHUUECKM XAPAKTEPUCTUKAM. OBPATUTECH B C/TYXBY MNOALEPXKIN KTMEHTOB KOMMAHMW BECKMAN COULTER.
VNN CBAXWTECH C BALLVIM MECTHbIM MPEACTABUTENIEM KOMMAHW BECKMAN COULTER.

3. OWMGKM KaNMBPOBKY MOTYT GbITh BbI3BaHbI CIEAYHOLVIMI MPUUMHAMY:
+ HeocTaTouHoe nepemeluvBaHme
* YpesmepHoe obpalleHne
. npeEh\LUEHI/IE YCTaHOBNEHHbIX CPOKOB
Hecnoco6HOCTL MPoaHanM3MpoBaTh 40CTaTOUHOE KONMYECTBO 06Pa3LIoB
BAXHO: BeinonHsiiTe cieaytoLme AeiicTBIsS CTPOro B COOTBETCTBMM C OMNMCaHeM. 3aBepLunTe BClo NpoLeaypy B TedeHue 1 Yaca.
4. [locTaHbTe KanMbpOBOUHbIA KomnnekT S-CAL 13 X0n104UNbHMKa N NporpelitTe Npy KOMHaTHOM TeMnepaType B TedeHne 15 MUHYT.
5. Moka kannépaTop CTabunnsnpyeTcs Npu KOMHATHOM TeMnepaType, NOAroTOBbTE aHaNU3aTop CeaytoLLyIM 06pa3oMm:

A B MeHI0 KOHTPO/IS kayecTBa Bbi6epyTe NYHKT «HacTpoiika kanmbpoBKU» Ha KpaHe kannbposkn CBC.

B. OTCcKaHWUpyiTe ABYMEPHbIV LUTPUXKOZ C INCTa aHaNN3a, YTo6bl 3arpy3nTb NPUCBOEHHbIE 3HaUEHNA.

6. Mocne nporpea kanuépatopa S-CAL nepemelualite ero Bpy4Hyt cnesytoLLimm o6pasom:

MpurMeyaHme: He NCMoNb3yiTe MEXaHUYECKNIA MKCEp.

A MeaneHHo npokaTbiBaliTe TPy60UKy MeXAy NaZlOHAMU BOCEMb Pa3, He CHUMas PyK.

b. MepeBepHWTe TPy6KY 1 MeANEHHO NpoKaTaliTe ee MeXAy NaZlOHAMU BOCeMb pas.

C. AKKypaTHO nepeBepHUTe NPOGUPKY BOCEMb Pas.

A MosTopuTe Wwarn 6A-6C.

E. MpoBepbTe cogepXx1Moe NPo6UPKK, YTOBLI y6eAUTLCA, UTO BCe KNEeTKM pacnpejeneHbl paBHOMEPHO.
.

Ecnu coaepxuMoe Npo6rpki pacnpejeneHo HepaBHOMEPHO, MOBTOPUTe NpoLedypy NepeMeLLnBaHys.

7. NMpoaHanusupyiite kanmépaTop S-CAL 10 pa3 B pexuMe BOCNPOU3BeAEHUS Ha KacceTe, Cleyst IHCTPYKLMSIM MO MPUMEHEHWI0 UK CrIpaBKe CUCTEeMbI.
MPOBEPKA KPUTEPVNEB KAJTMBEPOBKIN

Cuctembl DxH aBTOMaTnyecku npoBepsarT cnejyouime KpuTepmn n oTMeYaroT pesynibTaTbl Ka!'IVIGpDBKVI XKentbim q)OHOM, ecnn eam H€06XOAVIMO OTKal'IVIGPOBBTb napameTp naun
Ecan BO3HWUKHYT I'IpOGI'IEMbI, BblgenuTe NX KpacHblM ¢OHOM.

MpoBepbTe pesynbTaThl kKanMbpoBky. Kannbposka He06X0AVMa, €CV pasHMLA NPeBbILLAeT HUKHUIA Npeaen pasHuLsl (DIFFERENCE LOWER LIMIT MAX), a npoLeHTHasi pasHuLua ko3¢ duLmMeHTOB NpeBbILLaeT. ..
KO3DOULMEHT % PASHULIA HUXHW NPEAEN MAKC.

MAPAMETP KAIMEPOBATb, EC/IN KAZIMBPOBATB, EC/IVA
PA3HVILA MEHBLLE DAKTOP % PASHMLIA
OTPAHUYEHVIE MAKCUMYM HWXHWW NPEAEN MAKCMYM
BBK >0.1 >1,25%
PBK >0.03 >0,7%
Hgb >0.1 >0,78%
Mcv >1.0 >1,18%
nat >6.0 >2,70%
MK >0.5 >5,0%

MPOBEPKA KATMBPOBKW

1. MpoBeAVTE aHan3 KOHTPONbHBIX 06pa3LioE 6C Cell Controls B COOTBETCTBYM C MHCTPYKLMSMIA, YKa3aHHBIMY B BKAAABILUE K YNAKOBKE.

2. Balum pesynbTaThbl M0 YPOBHAM KOHTPOJIbHBIX KJETOK A0/IXKHBI HAXOAUTBLCSA B Npejenax 0Xunaaemoro gmanasoHa, ykasaHHoro B TAB/IMLE OXUAAEMbIX PE3Y/IbTATOB B Habope A/1st KOHTponst kneTok 6C.

3. Ecv pe3ynbTaThl KOHTPONLHOIO aHaNM3a KNEeTOK He COOTBETCTBYHOT OXUAIEMOMY ANanasoHy, MOBTOPUTe aHann3 obpasua. Eciu pesynbTaTbl BTOPOro 06pasLia He COOTBETCTBYHOT 0XUAIEMOMY ANanasoHy,

CnepyliTe MHCTPYKLMSIM MO YCTPaHEHWIO HeMonaAoK, ykasaHHbIM B Bknagbilue k ynakoske 6C Cell Control, n no3soHuTe B cyx6y noaaepxku knmeHtos Beckman Coulter no tenepoHy 800-526-7694 (CLLA nnn
(KaHaga) nnm cesxkxmTech C MeCTHbIM NpejcTaBrTenem komnaHum Beckman Coulter.
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MPNCBOEHHBIE 3SHAYEHNA

MpucBoeHHbIe 3Ha4eHUs napametpam WBC, RBC, HGB, MCV, PLT 1 MPV nosyueHbl Ha OCHOBE 0CTaTO4HOro KOJIMYeCcTBa 06pasLoB A/t BOCCTAHOB/EHWS CPEAHMX 3HAUEHIA C BbICOKOI CTEMeHbH CTaTUCTUYECKOR
J0CTOBEPHOCTW. VI3MepeHUs NpoBOAVANCE Ha Heckonbkix npubopax COULTER.

Bce Npr6opbI UMEIOT MPOCNEXNBAEMOCTb 40 KaMGPOBKM MO Lie/IbHOV KPOBU 1 3KCM/yaTVPYHOTCA B COOTBETCTBUM C COOTBETCTBYHOLLIEN VHCTPYKLVEV MO NpuMeHeHnto. CTabuabHOCTL KaMGpoBKU NpoBepseTcs myTem

CpaBHeHUs pe3ynbTaToB PaboThkl NPU6opa 1 pesynbTaToB 3TAaNIOHHOTO MeToAa AN CBEXMX 06Pa3LIOB LieNIbHOl KpoBY. PaboToCNOCOBHOCTL CUCTEMbI KOHTPOAMPYeTCs Ji{ 0 C UCMONbL30 KOHTPONbLHOro 06pasua
6C Cell Control Ha HECKONbKMX YPOBHSX.

Kanu6poska LieNibHOVi KPOBW BKNIOYAET aHaNW3 LieNIbHOW KPOBU, aHTUKoarynnpoBaHHoi K3EDTA, € MCNo/Ib30BaHVEM CleAyHOLLMX STaNOHHbIX METOAOB: NelKOLWTbI 1

3PUTPOLNTLI: OAHOANEPTYPHbIA UMNEAAHCHBIV CHETUMK KNeToK, Hanpumep, cueTynk knetok COULTER Z Series, 1 peareHThl, pekoMeHA0BaHHble NponssoauTenem. MakpopassejeHus NPOBOAATCA C UCMO/b30BaHEM
CTeksAHHOV NnocyApl knacca A. [laHHble Mo 1eikoLmMTaM 1 3pUTpoLIMTaM KOPPEKTUPYHOTCS C y4eTOM COBMaAeHWii. i3mepsieMble 3pUTPOLMTLI U 1eAKOLMTSI (aHaNUTLI) B 3TOM kanuépaTtope npociexmsatotcs Ao Clin Lab
Haemat, 1994, 16(2):131-138.

1
HGB: M3mepsiemas BennyviHa reMorno6rHa (aHanuT) B 3TOM KanmbpaTtope cooTBeTcTByeT cTaHaapTy CLSI H15-A3. Ucnonb3ayeTcst JlaHHas cnekTpopoTOMeTprYeckas NMpoLeaypa € NCrob30BaHWEM reMUrNo6UHLMaHNAA
MOANGULIMPOBAHHDIA peareHT [lpabkvHa (3UNbCTPbI), @ B Ka4ecTBe 3TasoHa UCMOob3YTC GUILTPLI, CepTUPULIMPOBaHHbIe NIST.

MCV: MCV paccuunTbiBaetcsi no ¢opmyne: PCV/RBC x 10. O6bem 3putpouutos (PCV) nsmepseTcs reMaToOKpUTHbIM METOAO0M B COOTBETCTBMM CO cTaHAapToM CLSI H7-A3.
PLT: ®a30B0-KOHTPaCTHast MUKPOCKOMUA.
MPV: YacTtuubl natekca (PN 7531820).

MpucBOEHHbBIE 3HaUEHWS BbIN YCTAHOBNEHBI C UCMO/IB30BAHNEM Perpe3eHTaTUBHbLIX 06pa3LoB 13 AaHHOM NapTUM KanmbpaTopa v SBAKIOTCH CeLUGUUEcKUMI NS METOAVK aHaNn3a COOTBETCTBYHOLLIVX PeareHTHbIX
cnctem Beckman Coulter, ykasaHHbIX B TabnviLie OXUAAeMbIX pe3yNbTaToB (IUCT aHanwsa) kanvéparopa.

3HayeHUs, NPUCBOEHHbIE C NMOMOLLbIO APYTVIX METOA0OTUIA, MOTYT OTANYaTLCA. Takne pasnnyus, eciv TakoBble UMEHOTCS, MOTYT 6biTb Bbi3BaHbl MEXMETO0/10rMYECKO MOrpeLHOCTbIO.

KOHTPOJ1b KAYECTBA

Mocne 3aBepLUeHWs NpoLeayp KanvbpoBKY 1 NPOBEPKM TOYHOCTb MPUGopPa HaXoAUTCA B NpejenaX, yka3aHHbIX B pyKOBOACTBE MO dKCMyaTauuv. B cooTBeTCTBUN C NepesoBoii 1a6opaTOPHOIA MPaKTUKOWA, Nepes Kaxaow
cepvieii 06pasLI0B NaLMEHTOB A0/KHa NPOBOAUTLCS NPOBEPKa kayecTsa. Micnonb3yiite KOHTPONbLHbIe obpasLsl COULTER ans nposepku paboTocnoco6HOCTH nprbopa.

HANVYME TOBAPA

KomnnekT kannépatopa COULTER S-CAL

628026 -1 x 3,3 Mn

TOBAPHbIE 3HAKW

Beckman Coulter, cTUN30BaHHbIV IOrOTUN, @ Take YNOMSsIHYTbIE 3/eCk TOBapHble 3HaKV U 3HaKkv 06cyxuBaHys Beckman Coulter sBASIOTCS TOBapPHBLIMM 3HAKaMU MW 3apervicTPUPOBaHHBIMN TOBaPHBIMU 3HaKaMu
komnaHum Beckman Coulter, Inc. B CoeguHeHHbIx LLITaTax v Apyrux cTpaHax.

AOMONHNTENBHAA MHOOPMALMA

CnoBapb CMMBO/IOB A0OCTyNeH Ha caiite beckmancoulter.com/techdocs (Homep gokymeHTta C07163).
MoxeT 6bITb 3aLMLLEHO OAHVM UV HECKONBLKUMUN NaTeHTamu. — cM. www.beckmancoulter.com/patents

[insi nonyveHns AONONHUTENbHOW MHGOPMAaLMM UK B Cy4ae NoslyHeHns NoBpeXAeHHOro ToBapa No3BoHWTE B CyX6y noasaepxkn knneHtos Beckman Coulter no tenedoHy 800-526-7694 (CLUA nnun KaHaga) nan
CBSXKUTECh C MECTHLIM NpejcTaBuTenem Beckman Coulter.

MacnopT 6e30MacHOCTM AOCTYNeEH Ha caiiTe beckmancoulter.com/techdocs

CBoaHas nHPopmaLms o 6esonacHOCTU 1 3$pdeKTUBHOCTY A0CTyMHa B 6a3e gaHHbIX EUDAMED: https://ec.europa.eu/tools/eudamed.

YBEAOMNEHWE AN11 NOJIb3OBATENA

Ans nauueHTa/nonb3oBaTens/TpeTbero nvua B EBponelickom Cotoe 1 B CTpaHax € MAEHTUYHBLIM HOPMATUBHBIM PEXUMOM (PernameHT 2017/746/EC 0 MEAVNLMHCKMX N3AENMSX NS ANArHOCTMKM in Vitro): eciv Bo Bpems
MCMO/b30BaHWA JaHHOrO YCTPOCTBA VAW B pe3yNbTaTe ero 1Crno/b30BaHUs NPOV3OLLEN CePbe3HbI MHLMAEHT, NOXanyicTa, Coo6LIMTE 06 STOM NPOV3BOAUTENIO U/UAW €r0 YNONHOMOYEHHOMY NPEeACTaBUTENto, @ TakKe B
HaLMOHaNbHbIV OpraH BnacTu.

WcTopusa nsmeHeHmin

Pepakuus AH, 02/2017

Bblv BHECEHbI U3MEHeHUs B:
* AONONTHUTENTbHAA UHOOPMALINA
+ O6HOBNEHHbIV 6pa3VNbCKNIA agpec *

O6HOBNEHHBIV ANOHCKWI agpec

+ [lo6aBneH HOBbIV poccUicknii agpec
Pegakuus AJ, 01/2018
BbINN BHECeHbI 3MeHeHVs B:
+ [lo6aB/eH HOBbIN cepbCkuii A3bIk * lobaBneH
HOBbI BLETHAMCKUIA A3bIK
Pepakums AK, 09/2018
BbiNn BHeCeHbI 3MeHeHVs B:

. ﬂ,O6aBﬂeH0 HoBOE MH¢OPM3HMOHHOE 3asBneHne o nateHTe
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* [lobaBneHbl HOBbIE A3bIKW: HUAEPNAHACKUIA, TPAANLMOHHbIN KUTAACKNIA 1 YKPaUHCKWIA.
Pepakuus IVDR, 03/2021
Bbiny BHECEHbI U3MEHEHVA B:

» O6HoBNeH pasgen JONONHUTENbHASA NHOOPMALIVA

+ O6HOBNEeH ajpec Beb-caliTa

. ﬂOGaEﬂeHO MecCTO ANA pasMelleHns CEOAHOVI MH¢OpMaU,MM 0 6e3onacHoCTV 1 Npon3BOANTENBHOCTW.

+ lo6aBneH HOMep yNoNHOMOYEHHOTO opraHa k Mapkuposke CE.

» O6HOBNIEHHbI agpec npeacTaBUTenscTBa EC

+ [lo6aBneH pasgen «AKTUBHbIE UHIPEAVEHTbI»

» O6HoBNeHbI pa3aen «KPATKOE N3/T0XEHWE M OCHOBHbIE MPUHLINMbI»

* O6HoBNeH pa3gen PEATEHTbI

+ O6HOBNEH pasaen «/cTopusi U3SMeHeHN»

* O6HOBNEHHBIV rO/ aBTOPCKOro Npasa

+ O6HoBNeH pasaen «TOBAPHbIE 3HAKW»

+ lo6aBneH pasgen «lpejHasHaueHHbIN N0Nb30BaTENb»

« [lo6asneH pasgen «YBEAOM/EHWE A/151 NOJIb30OBATENS»

CMNCOK INTEPATYPbI

1. IHCTUTYT KANHWNYECKNX N NabopaTopHbIX CTaHAAPTOB. CNpaBOYHbIe N OTAe/IbHble METOANKN KOIMYEeCTBEHHOr O ornpeAeneHns reMornobunHa B
KpoBb — TpeTbe n3jaHuve; yTBepXaeHHbIl ctaHaapT. My6nvkaums CLSI H15-A3. Yaiin, MNeHcmnbBaHus, 2000.

2. IHCTUTYT KNMHMYeCcKMX 1 NabopaTopHbIX CTaHAapTOB. MpoLesypa onpejeneHns ob6bema 3pUTPOLUTOB MUKPOreMaToKPUTHLIM METOL0M — TPeTbs.
M3paHwne; YTBepXaeHHbIA cTangapT. Mybankaumsa CLSI H7-A3. YaiiH, NMeHcnabBaHus, 2000.

bekmaH Koyntep NpnaHana NHK.,

NncmmnxaH, O'KannaxaHc Munnc, rpapcrso
Knap, pnangua +(353) (0) 65 683 1100

Beckman Coulter, Inc., 250 S. Kraemer Blvd., Brea, CA 92821, CLLIA
www.beckmancoulter.com
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