COULTER DxH Diluent
[REF] 628017

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

INTENDED USE

For use as an isotonic buffered diluent in conjunction with a cyanide-free lytic agent for counting and sizing blood cells on all UniCel DxH Coulter Cellular
Analysis Systems. Use only with COULTER DxH Cell Lyse. Refer to your instrument product manuals and/or online help, as applicable. For use as a rinsing
agent on the UniCel DxH Slidemaker Stainers.

INTENDED USER

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

SUMMARY

Blood cell analysis comprises diluting a whole-blood sample with a solution that functions as a diluent. The diluent provides the ability to analyze portions of
the diluted blood sample for different blood cell types and the measurement of hemoglobin. COULTER DxH Diluent also acts as a rinsing agent on all UniCel
DxH Coulter Cellular Analysis Systems.

PRINCIPLE

The chemical composition of COULTER DxH Diluent provides an isotonic solution with buffering capacity for cell component stabilization and measurement
of hemoglobin. Biocides are included for product preservation against microbial growth. Alkaline salts provide a suitable osmolality so as not to adversely
affect cell volume (iso-osmotic).

When used on the Unicel DxH Coulter Cellular Analysis Systems in conjunction with COULTER DxH Cell Lyse, COULTER DxH Diff Pack, and COULTER DxH
Retic Pack, the diluent is used for erythrocyte, hemoglobin, platelet, NRBC and reticulocyte measurements, as well as, for the measurement and differentiation
of leukocytes into five subpopulations — neutrophils, lymphocytes, monocytes, eosinophils, and basophils.

REACTIVE INGREDIENTS

Imidazole ........cccceeeeeiiiieec e, 0.1 - <0.3% wiw

NON-REACTIVE INGREDIENTS

Buffer, Stabilizers, Preservatives

WARNING AND PRECAUTIONS
. Do not inhale and/or ingest.
* Avoid eye and skin contact. In case of eye or skin contact, flush affected area with copious amounts of water for at least 15 minutes.
DO NOT REUSE CONTAINER.

GHS HAZARD CLASSIFICATION

COULTER DxH Diluent |DANGER EUH208 May produce an allergic reaction.
H316 Causes mild skin irritation.
H360 May damage fertility or the unborn child.
P201 Obtain special instructions before use.

P280 Wear protective gloves, protective clothing and eye/face protection.
P308+P313 IF exposed or concerned: Get medical advice/attention.
Imidazole 0.1 - <0.3% w/w

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) < 0.0015% w/w

STORAGE STABILITY, AND DISPOSAL
Store Coulter DxH Diluent 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 Diluent

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.
PREPARATION

Coulter DxH Diluent is ready to use. Replace the reagent as directed in your instrument product manuals and/or online help.
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IMPORTANT: If product has been partially or completely frozen, allow product to warm to room temperature. Invert the container 16 times to ensure complete
mixing prior to placement on the instrument. Install and prime the diluent as directed in your instrument product manuals and/or online help. Verify background
counts are acceptable before analyzing patient samples.

PRODUCT AVAILABILITY

COULTER DxH Diluent -1 x 10 L

628017
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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AnnioeHT DXxH /Coulter DxH Diluent
628017

Ona in vitro guarHocTnkKun
Tonbko No Ha3HavyeHuto Bpava B CLUA.

HA3HAYEHUE

[na ncnonb3oBaHWA B Ka4ecTBe M30TOHMYecKoro BydpepHoro pasbaButens COBMECTHO C He CoAepXalyM LiMaHuh NMUTUYECKUM areHToMm Ans nogcyerta
1 OLEHKN pa3mepa KreToK KPOBWM Ha Bcex cuctemax umrtonornyeckoro aHanusa UniCel DxH Coulter. Vcnonb3oBaTb TONbKO C NU3UPYIOLLMM PacTBOPOM
COULTER DxH. Mpu HeobxogumocTn ob6paTnTech K pyKOBOACTBAM MO UCMOMNb30BaHUIO NPUBOPOB U/MNN MHTEPAKTUBHOW crnpaBke. [Ins ncnonb3oBaHus B
Ka4yeCcTBe NPOMbIBOYHOrO cpeacTBa Ha annapatax UniCel DxH SlideMaker Stainer.

NMPEANONATAEMbIW NOJIb3OBATE/b

lMpeanonaraembiMK NOMb30BaTENSAMW 3TOTO U3AENUA ABNSAETCA NepcoHan na60paTopMV|.

KPATKOE ONMUCAHUE

AHanu3 KneTok KpoBM BKMHOYaET B cebsi pasbaBneHne npobbl LIenbHOM KPOBM pacTBOPOM, KOTOPbIN GyHKLMOHMPYET B kayecTBe pa3baButens. PasbasuTenb
[aeT BO3MOXHOCTb aHanu3npoBaTb nopuuy pasbaBneHHoW Npobbl KPOBU A4S BbISIBIIEHWUS Pa3fUYHbIX TUMOB KIMETOK KPOBU U U3MEPEHUs reMornobuHa.
Pas6asntens COULTER DxH Takke AelCTBYET Kak NPOMbIBOYHOE CPeACTBO Ha BCex cuctemax uutonoruyeckoro aHanusa UniCel DxH Coulter.

NMPUHUUN PABOTDI

Xumuyeckuin coctaB pasbasutenss COULTER DxH obecneumBaeT M3oToHMYECKUiA pacTBop ¢ BydepHbIMM CBOMCTBAMW Ans CTabunusaumm KOMMNOHEHTOB
KINEeTKM U U3MepeHust remornobuHa. [lo6asneHbl Guoumabl ANs KOHCepBauuu NpoAykTa, BO u3bexaHwe pocTta MmukpoopraHuamoB. LllenouyHble conwu
obecneynBaloT NoAXOASILLYI0 OCMOMANBHOCTb, HE OKa3biBaIOLLY OTPMLATENbHOMO BIMAHUS OObEM KIETOK (M300CMOTUYECKYHO).

Ha cuctemax untonoruyeckoro aHanunsa UniCel DxH Coulter B covetanum ¢ nuanpytowimm pactsopom COULTER DxH, COULTER DxH Diff Pack u COULTER
DxH Retic Pack pasbaButens ucrnonb3syercs Ans M3MepeHns apuTpoumToB, remornobuHa, Tpomboumtos, NRBC 1 peTuKkynoumToB, a Takke AN usmepeHusi
1 andpdepeHumaLmm NeRKOLUMTOB Ha NATb cybnonynsumnin — HeWTpodunbl, MMMAOLUTLI, MOHOLUTbI, 303MHOMUILI 1 6a3odunbl.

WHIPEOUEHTbI, OBNTAOAIOLME PEAKLUMOHHOM CMOCOBHOCTbIO

Y1772t o) o R 0,1-<0,3% Bec/Bec

HEPEATMPYIOLWUME UHITPEOUEHTDI

Bydep, crabunmsartopsbl, KOHCEPBaHTbI

I'IPED,YI'IPE)KHEHVIFI N MEPbI NPEOOCTOPOXHOCTHU

He BabixaTb 1 He npornaTbiBaTb.

*  He ponyckaTtb nonagaHus B rnasa u Ha koxy. B cnyyae KoHTakTa ¢ KOXel unu npu nonagaHuy B rnasa npombiBaTh NOPaXXEHHOE MECTO OOUIbHBbIM
KONM4ecTBOM BOAbl B Te4eHne He meHee 15 MUHYT.

+  HE UCNONb3YNTE KOHTEMHEP NMOBTOPHO.

KNACCUPUKALINA ONACHOCTEW NO CUCTEME CIrc

Pas6asutens COULTER |OMACHO! EUH208 MoxeT BbI3blBaTb annepruyeckyto peakumio.
DxH
H316 Bbi3biBaeT He3HauUMTENbHOE pasgpakeHne KOXK.
@ H360 MoxeT npMBECTM K HapyLLUEHWIO PENPOAYKTUBHON OYHKLMKN NN HAHECTU
Bpes pebGeHKy B yTpobe maTtepw.

P201 lNepea ncnonb3oBaHMeM NonyyYuTb cneumanbHble MHCTPYKLUUN.

P280 HapeBatb 3alMTHbIE NepyaTky, 3aLLMTHYO OAeXay, CpeacTBa 3alumThl
OpraHoB 3peHus / nuua.

P308+P313 NPV Bo3gencTenm unv nogo3peHnMn Ha Bo3gencTeme: 06paTntbest
32 MEAWLIMHCKON NMOMOLLbIO.

Mmunpason 0,1-<0,3% Bec/Bec

peakumMoHHas cmecb U3 5-xnopo-2-mMeTus-

4-n30TMazonuH -3-oH [EC Ne 247-500-7] n 2-meTnn-4-n3otmasonmH -3-oH [EC
Ne 220-239-6](3:1) < 0,0015% w/w

XPAHEHUE, CTABUJNIbHOCTb U YTUITU3ALUA

XpaHnute pasbasutenb Coulter DxH npu Temnepatype 2—40°C.

*  He ncnonb3yiiTe NpoayKT Mo UCTEYEHUM CpOKa FOQHOCTU.
*  Vcnonb3yiiTe NPOAYKT NpU TeMnepaTypax, ykasaHHbIX B PyKOBOACTBAX U/MNN MHTEPaKTUBHOW CripaBKke Mo MHCTPYMEHTaM.
*  BckpbITble KoHTeliHepbl CTabunbHbl B Te4eHne 60 AHEN Npy XpaHeHUU B COOTBETCTBUM C PEKOMEHAALMAMM.

. YTunusaumss oTxonoBs npoaykta, HeWcnonb3oBaHHOINO npoaykta wu 3arpﬂ3HeHHOl;1 YNakoBKM [OJDKHa OCYyLWeCTBNATbCA B COOTBETCTBUU C
npUpPoaOOXpPaHHbIM cbe/:lepaanblM 3aKOHO4aTeNNbCTBOM, 3aKOHOA4ATEeNMIbCTBOM LUTATOB U COOTBETCTBYHOLLMMU NOCTAaHOBNEHUAMU MECTHbIX OpraHoB
BnacTtun.

NMPEOOCTABIAEMbIE MATEPUATDbI
. Pasbasutens COULTER DxH
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MATEPWUAIbl HEOBXOAUMbIE, HO HE NPEOOCTABJIEH- HbIE

*  [JocrartoyHo peareHToB COULTER ansa BbinonHeHus aHanu3sa. NepeyeHb peareHToB, UCNOMb3yeMbIX C CUCTEMOM, CM. B MHCTPYKLMM MO NPUMEHEHUIO
cucTembl umTonormyeckoro aHanusa UniCel DxH Coulter.

* CnpaBka cuctembl Unm MHCprKLl,VIM no NnpUMeHeHuto.

Pas6aBuTens Coulter DxH rotos k NpUMEHEeHuto. 3ameHute peareHT, cnegya ykasaHuamMm pykoBoACTB n/vnn WHTEPaKTMBHOW CNpaBKun No WHCTPpYMEHTaM.

BAXHO! T[pu YacTU4YHOM MMM MOSIHOM 3aMOPaMBaHWWU MO3BOMbLTE NPOAYKTY HarpeTbCst OO KOMHAaTHOW TemnepaTtypbl. YTobbl obecneynTb nornHoe
nepemelunBaHue nepea nomMelleHvem B npubop, nepeBepHUTE KOHTeNHep 16 pa3. YcTtaHoBWTE U 3aneinTe pa3baBuTenb, criefyst ykasaHusiM pyKOBOACTB
no NpoayKkTy ANs MHCTPYMEHTa U/Unun MHTepaKkTUBHOW crnpasku. [lepen Tem, kak aHanuauposaTb Npobbl NaunMeHToB, yoeanTech, YTo OOHOBbLIE 3HAYEHMS!
nonagarT B pamMku AONYyCTUMbIX.

®OPMA NOCTABKU NMPOAOYKTA

Pas6aButens COULTER DxH — 1 x 10 n

628017
TOBAPHbIE 3HAKH

Beckman Coulter, cTvnunsoBaHHbIA NOroTMN M ynoMyMHaeMble 3fecb 3Haku npoaykummn u ycnyr Beckman Coulter sBnsioTcs ToBapHbIMKM 3Hakamy unm
3aperncTpmpoBaHHbIMU TOBapHbIMK 3Hakamu kopnopauuv Beckman Coulter, Inc. B CoegnHeHHbix LLTatax n gpyrux ctpaHax.

OONOJIHUTEJNIbHAA NH®OPMALUA
Glossary of Symbols (Fmoccapuii cumBonoB) gocTyneH Ha Beb-canTe beckmancoulter.com/techdocs npu novcke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBayeHbl 0O4HUM nnu bonee nateHTamun. cM. www.beckmancoulter.com/patents

3a pononHuTEnbHOM MHGOPMaUMen My Npu MonyyYeHUn NoBpexXAeHHON Npoaykuun obpallanTtecb B CEPBUCHBIN LieHTp koMnaHum Beckman Coulter no
TenedgoHy 800-526-7694 (B CLUA unu KaHage) nnu cespkutech € BaluMM MECTHbIM npedcTaButenem komnaHum Beckman Coulter.

MacnopT 6esonacHocTu AOCTyNeH Ha cawTe beckmancoulter.com/techdocs

YBEAOMIEHUE ONA NOJIb3OBATEIA

[na nauneHTa / nonb3oBaTensi / TpeTben cTopoHbl B EBponerickom Coto3e 1 B CTpaHax € MAEHTUYHBIM PerynsaTopHbIM pexumom (Peznamenm 2017/746/EC
8 omHoweHuUU MeduyuHcKux usdenut 0ns in vitro duazHOCMUKU); eCnv, BO BPEMSI UCMONb30BaHUS 3TOro YCTPOMCTBA UMW B pedyrnbraTe ero UCnonb30BaHus
nponsoLen cepbe3Hbli MHUMAEHT, coobLlmMTe 0 HEM NPOU3BOAMTENO WM/WMWU ero ynonHOMOYEHHOMY MPEACTaBUTENo U CBOEMY HaLMOHarbHOMY OpraHy
perynmpoBaHusi.

FAPAHTUA

1. W3roToBuTerNb rapaHTUpYeT COOTBETCTBME U3TOTOBMEHHbLIX NPOAYKTOB TPEBOBaHUAM HOPMATUBHOW U TEXHUYECKOW AOKYMeHTauun. BesonacHocTb v
KayeCTBO NPOAYKTOB rapaHTUPYeTCsl B TEYEHWE BCEro CPoKa XpaHeHUs!.

2. lpoussoauTenb OTBEYaET 3a HeOCTaTKu U3fenus, 3a UCKNnYeHneM AedeKToB, BO3HUKLLNX BCNeAcTeme HapyLlleHna npasuil NoNb3oBaHUA, yCJ'IOBVIVI
TPaHCNOPTUPOBaHUA N XpaHEHUA, nnéo TPEeTbUX nn, nméo Henpeononwmom CuUnbl.

3. B cny4yae, ecnn TexHu4yeckue un beHKLlI/IOHaJ'IbeIe (n0Tpe6v|TeanK|/|e) ceBoncTea npoayKTa He COOTBETCTBYHOT HOpMaTI/IBHOI7I N TEeXHUYECKOn
OOKyMeHTauun n 3T HegoCTaTKu ObInn BbI3BaHbI CKpbITbIM ,Ele(beKTOM mMaTtepuanos UM Ka4eCTBOM pa60T N3rotoBUTENA, N3rotoBUTENb BbIMOMHUT
3aMeHy 3a COGCTBEHHbIN CYET.

[ns nonyuyeHns nHdopmMaLmmn o kadecTse NpoaykTa obpaluanTecs K NpeacTaBuTenio usrotoeutens B Poccuiickoit deaepaumm.

CBEOEHUA O BEPCUAX
Bepcua AA, 03.2022

*  VcxopHas Bepcus, BKMoYatoLLas 06HOBNEeHNst JOKYMeHTaumm Ansa cooteeTcTeus PernameHty EC 0 MeauUMHCKUX U3genusax Ans AnarHocTuky in vitro
(IVDR) (2017/746). OTCyTCTBYIOT U3MEHEHWUS B OTHOLLUEHUW U3AENUS UMM UHCTPYKLUW MO NMPUMEHEHWIO.
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