COULTER DxH Cell Lyse
628019, 628018

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

INTENDED USE

Erythrocyte lytic agent for quantitative determination of hemoglobin, enumeration of NRBC, and counting and sizing leukocytes on UniCel DxH Coulter Cellular
Analysis Systems. Use only with COULTER DxH Diluent.

INTENDED USER

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

SUMMARY

COULTER DxH Cell Lyse, a cyanide-free reagent, is used as a lytic agent to prepare a diluted whole-blood sample for the quantitative determination of
hemoglobin and the enumeration of leukocytes and NRBC.

PRINCIPLE

COULTER DxH Cell Lyse is a cyanide-free reagent. Because the reagent composition does not contain cyanide ions, the oxyhemoglobin methodology is
used." In this method, surfactants are used to lyse the erythrocytes and release the hemoglobin. The released hemoglobin (oxyhemoglobin) reacts with an
antioxidant and a stabilizing reagent, converting the hemoglobin into a stable hemochromogen, which is quantitatively measured at an absorbance wavelength.

The lytic reagent solubilizes the red blood cell membrane while simultaneously preserving the white blood cell and NRBC cellular morphology to be counted
and sized.

REACTIVE INGREDIENTS

Quaternary Ammonium Salts ...........ccccceviriiennnne 5-80g/L
Sodium SUlfite .....ceeiiiiiiiieee e 1-5g/L
NON-REACTIVE INGREDIENTS
Stabilizers

WARNING AND PRECAUTIONS

» Irritating to eyes.

. In case of contact with eyes, rinse immediately with plenty of water and seek medical advice.
* Do not inhale and/or ingest.

+ DO NOT REUSE CONTAINER.

GHS HAZARD CLASSIFICATION
COULTER DxH Cell Lyse |WARNING H316: Causes mild skin irritation.
H402: Harmful to aquatic life.
P273: Avoid release to the environment.
P332+P313: If skin irritation occurs: Get medical advice/attention.
Tetradecyltrimethylammonium bromide <3% w/w
Dodecyltrimethylammonium chloride 1-5% w/w

STORAGE STABILITY, AND DISPOSAL
Store COULTER DxH Cell Lyse at 2-40°C.
. Do not use product past expiration date.
. Use product at temperatures stated in the instrument product manuals and/or online help.
*  Opened containers are stable for 60 days when stored as recommended.
» Dispose of waste product, unused product, and contaminated packaging in compliance with federal, state, and local regulations.

MATERIALS PROVIDED

COULTER DxH Cell Lyse

MATERIALS REQUIRED BUT NOT PROVIDED

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

+  System HELP or Instructions for Use.
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PREPARATION
COULTER DxH Cell Lyse is ready to use. Replace the reagent as directed in your instrument product manuals and/or online help.

IMPORTANT: If product has been partially or completely frozen, allow product to warm to room temperature. Mix product by gentle inversion prior to placement
on the instrument. Install and prime the reagent as directed in your instrument product manuals and/or online help. Verify background counts are acceptable
before analyzing patient samples.

PRODUCT AVAILABILITY

COULTER DxH Cell Lyse -1 x 1L

628018

COULTER DxH Cell Lyse -1 x5 L

628019
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.

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 AA, 03/2022

Initial release to include documentation updates for compliance to European In Vitro Diagnostic Regulations (IVDR) (2017/746). No changes to product or
instructions for use.
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JNnaupyrowmn knetkmn pacrteop COULTER DxH
628019, 628018

Ona in vitro guarHocTnkKun
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

AreHT Ansa nuamca apuTPOLMTOB ANs KONMYECTBEHHOro onpeaeneHns remornobuHa, nogcyera NRBC, nogcyeta n onpefeneHns pasmepa NeikounToB Ha
cucTemax uutonorudeckoro aHanuaa UniCel DxH Coulter. Ucnonbayiite Tonbko ¢ pasbasutenem COULTER DxH.

NMPEANONATAEMbIW NOJIb3OBATE/b

lMpeanonaraembiMn NOMb30BATENSAMW 3TOTO U3AENUA ABNSAETCA NepcoHan na60paTopMV|.

KPATKOE ONMUCAHUE

JInanpyrowmin knetkm pactesop COULTER DxH, He copgepxalymii UmMaHug, peareHT, UCNOomnb3yeTcs Kak NM3npyloLee CpeacTso AN NPUroToBreHUst npobbl
LeNbHON KPOBW ANs1 KONMMYECTBEHHOTro onpeaeneHus remornobuHa u nogcyeta nenkountos 1 NRBC.

NMPUHUUN PABOTDI

Nuanpyrowmin knetkn pacteop COULTER DxH npeactaensieT coboi peareHT, He cofepxawmii uMaHuga. Tak Kak B COCTaBe peareHTa OTCYTCTBYHT
MOHbI LIMaHWaa, UCTonb3yeTcs MeToauka okcuremornobuHa.! B aTom MeTode Ans nuanca 3pUTPOLIMTOB M BbICBOBOXAEHNSI reMornobrnHa 1Crnonb3ayoTes
NMOBEPXHOCTHO-aKTBHbIE BeLlecTBa. BbicBOBOXAEHHbIN reMornobuH (oKcMreMornobuH) pearMpyet ¢ aHTUOKCUAAHTOM U CTaBUNU3NPYIOLLUMM peareHToMm,
npeobpa3sysi reMornobuH B CTabUIbHBIN FEMOXPOMOreH, KOTOPbIA U3MEPSIETCA KONMYECTBEHHBIM 0Opa30oM Ha AfIMHE BOJHbI MOMMOLLEHMUS.

PeareHT ans nusuca pacteopsieT MemGpaHy 3pUTPOLMTOB, OQHOBPEMEHHO COXpaHsas Mopdornoruio nemkounTtos 1 NRBC ans nogcyera v onpegeneHus
pasmepa.

WHIPEOUEHTbI, OBNAJAIOLME PEAKLLMOHHOW CNOCOBHOCTbLIO

Conu YeTBEPTUYHOTO aMMOHUST ...ccevuveeeniieeaiieeenieeenns 5-80 r/n
CyNb@UT HATPUIS ..ot 1-5r/n
HEPEATMPYIOLWWMUE MHITPEOUEHTbDI
Crabunusaropsbl

I'IPE,EI,YI'IPE)KHEHI/IH M MEPbI NPEAOCTOPOXXHOCTHU
OkasblBaeT pasgpaxatoliee BO3AENCTBME Ha IMasa.
*  [pv nonagaHuu B rnasa HeMeasieHHo NPOMbITb GOMbLUMM KOMIMYECTBOM BOAbI M 06paTUTLCA 338 MEAULMHCKON NMOMOLLBIO.
*  He BObixaTb 1 He NpornarbiBaTb.
+  HE MCNONb3YNUTE KOHTEMHEP MOBTOPHO.

KINACCUPUKALIMS ONACHOCTEW NO CUCTEME CIC
JInampytowmii KneTkm OCTOPOXHO! H316: Bbi3biBaeT He3HauUNTENBHOE pasgpaKeHne KOXN.
pacteop COULTER DxH

H402: BpeanHo ans BogHou dropbl U dayHsl.

P273: He gonyckatb nonagaHusi B OKpY>atoLLyto cpeay.

P332+P313: MNpu BO3HNKHOBEHUW pasapaxeHust koxu: ObpaTuTtbes 3a
MEONLIMHCKON KOHCYNbTaLMER/MOMOLLbIO.
TeTpageumnTpumeTnnaMMoHuin 6pomua <3% Bec/Bec
HogeunntpumeTtunammonmn xnopug 1-5% Bec/Bec

XPAHEHI/IE CTABUNIBHOCTb U YTUITU3ALUA

Xpanute nuaunpytowmii knetku pactsop COULTER DxH npu Temnepatype 2—40°C.

*  He ncnonbayiiTe NpoayKT NO UCTEYEHUN CPOKA FOAHOCTH.
*  Wcnonb3yinte npoaykT npy TemnepaTtypax, ykasaHHbIX B PyKOBOACTBAX WU/UNWN UHTEPAKTUBHOM CrpaBke N0 MHCTPYMEHTaM.
. BckpbITble KOHTEHEpPbI CTabunbHbl B TedeHne 60 AHen Npu XpaHeHUn B COOTBETCTBUM C PEKOMEHAALMNAMU.

. YTunusaums oTxonos npoaykTa, Heucnonb3oBaHHONO npoAykta WU 38FpH3HeHHOI7I ynakoBKW [OJKHa OCYyLUeCTBNATbCA B COOTBETCTBUM C
npnpoaoOXpaHHbIM d)e,u,epaanblM 3aKoHOA4aTeNnbCTBOM, 3aKOHOA4ATENbCTBOM LUTATOB U COOTBETCTBYHOLLUMMU NOCTAHOBMEHUAMN MECTHbIX OpraHoB
BnacTtu.

NMPEAOCTABNAEMbBIE MATEPUAIbI

Nuanpyrowmin knetkn pactesop COULTER DxH

MATEPWAIbl HEOBXOAUMbIE, HO HE NMPEOOCTABJIEH- HbIE

*  JocrartoyHo peareHtoB COULTER ansa BbinonHeHus aHanu3sa. NepeyeHb peareHToB, UCNOMb3yeMbIX C CUCTEMOMW, CM. B MHCTPYKLMM MO NPUMEHEHUIO
cucTembl umTonormyeckoro aHanuaa UniCel DxH Coulter.

* CnpaBka cuctembl Unm MHCprKLl,VIM no NpUMeHeHuto.
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NOoAroToOBKA

Tnaunpytowmn knetku pactBop COULTER DxH rotoB kK npyMmeHeHuto. 3aMeHuTe peareHT, cnegys yka3aHnsmM pyKOBOACTB W/WNN MHTEPAKTUBHOW CnpaBku No
WNHCTPYMEHTaM.

BAXHO! Ecnu npoaykt 6bln YaCTUYHO UMK MOSTHOCTBIO 3aMOPOXKEH, AaiiTe NPOAYKTY HarpeTbCs 4O KOMHATHOW TemnepaTtypbl. [lepemeluanite NpoaykT,
aKKypaTHO nepeBopaymBas (riakoH, 40 BHECEHUSI B UHCTPYMEHT. YCTAHOBWUTE W 3anewTe peareHT, crneays ykasaHusM PyKOBOACTB W/WMWM MHTEPAKTUBHOMN
cnpaBsku Mo MHCTpyMeHTaMm. lNMepen Tem, kak aHanuamposaTb Npobbl NauneHToB, y6eamTeck, YTo (POHOBbLIE 3HAYEHWS NONafaloT B paMKu JOMYCTUMBIX.

POPMA NMOCTABKU NMPOAOYKTA
Nuanpyrowmin knetkm pacteop COULTER DxH — 1 x 1 n

628018

Nuanpyrowmin knetkn pacteop COULTER DxH — 1 x5 n

628019
TOBAPHbIE 3HAKH

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

OONONMHUTENbHAA UHO®OPMALUA
Glossary of Symbols (moccapuii cumBonoB) AocTyneH Ha Beb-canTe beckmancoulter.com/techdocs npu novcke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBayeHbl 0O4HUM UK bonee nateHTamu. cM. www.beckmancoulter.com/patents

3a pononHuTenbHOM MHgOPMaUMe Uy Npu NonyyYeHUn NoBpexaeHHON Npoaykuun obpallanTecb B CEPBUCHBIN LieHTp koMnaHum Beckman Coulter no
TenedoHy 800-526-7694 (B CLUA nnn KaHage) unm cBsxxmTechb C BaMM MeCTHbIM npedcrasuTenem komnaHuy Beckman Coulter.

MacnopT 6esonacHocTu AOCTyneH Ha canTe beckmancoulter.com/techdocs

YBEAOMIIEHUE ANA NOJIb3OBATENA

[nsa nauneHTa / nonb3oBaTensi / TpeTbe cTopoHbl B EBponerickom Coto3e 1 B CTpaHax ¢ MAEHTUYHBIM PerynsTopHbIM pexumom (Peanamenm 2017/746/EC
8 omHoweHuU MeduyuHcKux u3ddernuti Ons in vitro duasHOCMUKU); €Cnn, BO BPEMS UCNOMNb30BaHNS 3TOTO YCTPONCTBA UMK B pesyrbTaTte ero NCnornb30BaHns
Npou3oLIen Cepbe3Hbli MHUUAEHT, coobLMTe O HEM NPOWU3BOAMTENIO U/UNWN €ro ynornHOMOYEHHOMY MPEeACTaBUTEND U CBOEMY HaLMOHAaNbHOMY OpraHy
perynMpoBaHus.

CBepeHuA o Bepcuax
Bepcusa AA, 03.2022

McxogHas Bepcust, BKMovaoLast OOHOBNEHUs AOKYMEHTaLMKN Ans cooTBeTCTBUS PernameHTy EC 0 MeanUMHCKUX n3genusx ans auarHocTuku in vitro (IVDR)
(2017/746). OTCyTCTBYIOT U3BMEHEHWNS B OTHOLLEHUW U3AEMUSI UM UHCTPYKLMK MO NPUMEHEHMIO.
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