iChemVELOCITY Wash Solution
800-7217

Rx Only in the U.S.A.

INTENDED USE

The iChemVELOCITY Wash Solution is a buffer solution for routine rinse of the iChemVELOCITY or DxU 810c
Series of Automated Urine Chemistry Analyzers. This reagent is intended for in vitro diagnostic use with the
iChemVELOCITY or DxU 810c Series of Automated Urine Chemistry Analyzers.

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

PRINCIPLE

The iChemVELOCITY Wash Solution is a ready-for-use solution specifically developed for the application in the
iChemVELOCITY or DxU 810c Series of Automated Urine Chemistry Analyzers. Use of this Wash Solution properly
provides the optimal operating condition for the System.

WARNING AND PRECAUTIONS

*  The iChemVELOCITY Wash Solution has been determined to be nonhazardous under the guidelines issued
by OSHA in 29 CFR 1910. 1200(d).

» Appropriate precautions in the collection, handling, storage and disposal of specimens should be exercised
accordingly.

* Product is colorless, clear liquid with aromatic odor. Product that differs from these attributes should be
discarded as they may have deteriorated.

* Avoid contact of solutions with eyes and skin. Refer to the Safety Data Sheet for first aid measures.
» Wear appropriate personal protective equipment when handling.
* Avoid long term exposure to skin or by inhalation. Refer to the Safety Data Sheet for first aid measures.
» Consult local or state authorities with regard to recommended method of disposal.
GHS HAZARD CLASSIFICATION
Not classified as hazardous

Safety Data Sheet is available at beckmancoulter.com/techdocs

NON-REACTIVE INGREDIENTS
+  Water
+ Stabilizers
* Preservatives
STORAGE AND STABILITY
+ Store at 20°C to 28°C (68°F to 82.4°F).
* iChemVELOCITY Wash Solution is stable for twelve months from the date of manufacture.

» Open expiration: Unused solutions that remain in the original capped container are stable until the expiration
date.

* Do not freeze

* Protect the solutions against light.

* Do not use solutions after the expiration date printed on the bottle label.
MATERIALS PROVIDED

* 2x 7L iChemVELOCITY Wash Solution

* 2x1 pum Filter
MATERIALS REQUIRED, BUT NOT PROVIDED

* iChemVELOCITY Wash Solution Tubing Assembly
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* iChemVELOCITY or DxU 810c Series of Automated Urine Chemistry Analyzers
* Personal Protective Equipment

PROCEDURE

Follow the directions in the iChemVELOCITY or DxU 810c Instructions for Use. The iChemVELOCITY or DxU
810c will automatically notify the operator when the Wash Solution liquid level is below minimal requirements.

TECHNICAL SUPPORT

For additional information, or if damaged product is received, call Beckman Coulter Customer Service at
800-854-3633 (USA or Canada) or contact your local Beckman Coulter Representative.

A Glossary of Symbols (PN C27648) 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.

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.

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

Revision AA, 03/2022

Initial Release
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iChemVELOCITY Wash Solution (Motowuin pacteop)
800-7217

Tonbko no Ha3HavyeHuto Bpaya B CLUA.

HA3HAYEHUE

MpombiBoYHbLIM  pacTBop iIChemVELOCITY saBnsetca 6ydepHbiM pacTBOPOM ANA  MMAAHOBbIX MPOMbIBOK
aBTOMAaTM3MpPOBAHHbIX Buoxmmmyeckmx aHanmsatopoB Moum cepum iChemVELOCITY wnm DxU 810c. 3tot
peareHT npegHasHadeH aAng in vitro AMarHoCTUKM Ha aBTOMaTU3NPOBAHHbLIX BMOXMMUYECKMX aHann3aTopax Mo4u
cepun iChemVELOCITY unn DxU 810c.

NMPEONONATAEMbIUA NONIb3OBATESb
MNpennonaraeMbiMy Nonb3oBaTeNsMU U3AENUs SIBRSIeTCst nepcoHan nabopaTtopuu.
NMPUHUWUIMN PABOTDI

MpombiBoyHbIN pacTBop iIChemVELOCITY saBnseTcs rotoBblM pacTBOPOM, crneuuarnbHO paspaboTaHHbIM Ais
NCNonb30BaHUS B aBTOMaTU3UPOBaHHbLIX Buoxummyeckmx aHanmsatopax moun cepum iChemVELOCITY wnun
DxU 810c. Ncnonb3oBaHMe gaHHOro NPOMbIBOYHOIO pactBopa obecrneynmBaeT ontumarnbHble paboune ycrnoBus
CUCTEMBI.

NPEAYNPEXAEHUA N MEPbI NPEOOCTOPOXHOCTU

* [lpombiBoYHbIN pacTBop iIChemVELOCITY npusHaH 6e3onacHbiM cOrfacHoO HopmartvMBaM, BbINYLLEHHbIM
Ynpasnexnmem CLUA no oxpaHe Tpyaa v npombliwneHHon rurneHe (OSHA) B 29 CFR 1910. 1200(d).

 [lpn cbope, o0OpaboTke, XxpaHeHUn U yTuUnIM3aumMm obpasuoB Heobxogumo cobnogatb  Mepbl
NPeaoCTOPOXHOCTW.

« [poaykT npeacTtaenseT coboi Npo3payHyo 6ecUBETHYIO XUOKOCTb C apoMaTUYeckum 3anaxom. [1poaykT,
XapaKTepUCTUKN KOTOPOro OTNINYAIOTCS, CReayeT yTUNM3MPOBaTh, Tak Kak OHU MOXET OblTb MCMOPYEH.

* W3beranTte nonagaHnsi pacTBOPOB B IMasa 1 Ha Koxy. Mepbl nepBon noMoLLm cM. B nacnopte 6€3onacHoOCTu.
* Kcnonb3yrTe cOOTBETCTBYIOLUME NHAMBUAYANbHbIE CpeacTBa 3aLnThl Npyu paboTe.

*  W3beranTte NpOAOIKNTENBHOIO BO3AENCTBUSI HA KOXY MM opraHbl AbixaHus. Mepbl nepBoN MOMOLLM CM. B
nacnopte 6e3onacHoOCTw.

* PekomeHOOBaHHbIN METOA yTunn3aumm MOXHO y3HaTb Y MECTHbIX OpraHoB BJ1aCTW.

KITACCUDUKALIMA ONACHOCTEWU NO CUCTEME CI'C
He knaccuguumpyetca kak onacHoe BeLlecTBo

MacnopT 6e3onacHoCTM 4OCTyNeH Ha canTe beckmancoulter.com/techdocs

HEPEAIT'MPYKWOLWHUE MHITPEOUWUEHTDI
 Bopa
* Crabunusatopsl
* KoHcepBaHThI
XPAHEHUE U CTABUJIbHOCTb
+ XpaHnute npu Temnepartype ot 20°C pgo 28°C (ot 68°F go 82,4°F).
* [lpombiBoYHbIV pacTBop iIChemVELOCITY crabuneH B TeyeHne agBEHaALATM MECSLER C AaTbl NPON3BOACTBRA.

» CpoK rogHoOCTU nocrie BCKPbITUS YNAKOBKWU: HEWCMONb30BaHHbIE PacTBOPLI, OCTaBLUMECS B OpUIMHarIbHON
€MKOCTV B 3aKyNOPEHHOM COCTOSIHUM, COXPaHSIIOT CTabUINbHOCTb 4O UCTEYEHUS CpOoKa rO4HOCTM.

* He 3amopaxuBaTb
* 3awmuwanTte pacTBOpbl OT BO3AENCTBUA CBETA.

» 3anpelaeTcs MCnorb3oBaHME PACTBOPOB MOCME UCTEYEHWUs CPOKa FOAHOCTW, YKA3aHHOIO Ha 3TUKETKE
OyTbInN.

NMPEAOOCTABINAEMbIE MATEPUAITIDbI
* 2x7niChemVELOCITY Wash Solution (Motowwmii pacteop)
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o Ounbtp 2 X 1 MKM

HEOBXOOUMBLIE, HO HE NPEOOCTABIAEMbIE MATEPUATbI
»  Komnnekt Tpy6ok iChemVELOCITY Wash Solution (Motowumii pactsop)
* ABTOMaTU3MPOBaHHbIE BUOXUMMYeckme aHanmaaTopbl Moun cepum iChemVELOCITY unum DxU 810c¢
*  VHauBmnayaneHble CcpeacTsa 3alnTbl

NMPOLIEAYPA

Cnegywnte ykasaHuam iChemVELOCITY Instructions for Use (UHcTpykumm no npumeHeHuto iChemVELOCITY)
unn DxU 810c Instructions for Use (MHcTpykumn no npumeHeHnto DxU 810c¢). iChemVELOCITY mnnun DxU 810c
aBTOMATUYECKN YBEAOMMUT oneparopa, Korga ypoBEeHb NMPOMbIBOYHOrO pacTBopa OMyCTUTCA HUXE MUHUMAIbHO
A0nyCcTUMOro.

CNYXXBA TEXHUYECKOW NMOAAEPXKHU

3a JONONHUTENBHON MHGOPMaLUMEN NN NPU NONYyYEeHUN NOBPEXOEHHOW NPOoAYKUMKM obpallanTecb B CEPBUCHbIN
ueHTp komnaHum Beckman Coulter no tenedoHy 800-854-3633 (B CLLUA unu KaHage) nnmn cBsXuTecb ¢ MECTHbIM
npencrasutenem Beckman Coulter.

moccapun cnmeonoB (kaT. Ne C27648) goctyneH Ha cante beckmancoulter.com/techdocs.

YBEOOMJIEHUE ANA NOJIb3OBATENA

[na naumeHTa / nomnb3oBatensd / TpeTben cTopoHbl B EBponenckom Coto3e M B CTpaHax C WMAEHTUYHbIM
perynatopHbeiM pexumom (Peanamenm 2017/746/EC 8 omHoweHUU MeBuyuHCcKux usdenud o0ns in vitro
duazHOCMUKU); €ecnn, BO BPEeMSI UCMONb30BaHWS 3TOMO YCTPOWCTBA UNW B pe3ynbraTe ero UCnosrb30BaHWUS
NMpOM30LLEN Cepbe3Hbld MHUMOEHT, CcOooOWUTe O HemM nNpou3BOAUTENIO W/WMNK  ero  YnosIHOMOYEHHOMY
npeacTaBUTENto Y CBOEMY HALMOHANbHOMY OpraHy perynmpoBaHus.

TOBAPHbIE 3HAKH

Beckman Coulter, cTunuaoBaHHbIN NOroTun 1 ynoMMHaemsle 30ecb 3Hakv npoaykumm n yenyr Beckman Coulter
ABMNSTCA TOBAPHBLIMU 3HaKamMun UNn 3aperncTprupoBaHHbLIMU TOBapHbIMU 3HakaMmu Kopriopauun Beckman Coulter,
Inc. B CoeguHeHHbIX LLTatax n gpyrnx crpaHax.

MoryT 6bITb OXBaveHbl ogHUM unu Bonee nateHTamu. — cM. www.beckmancoulter.com/patents.
AOONONMHUTENbHAA UHO®OPMALUA
MHPOPMALINUA TOJIBKO AJiAd POCCUN

CTABUIIbHOCTb

PeareHT B HEBCKPbITbIX ynakoBkax ctabuneH Ao 18 mecsueB (40 AaTbl UCTEYEHUSI CPOKA FOAHOCTU, YKa3aHHOW
Ha 3TUKETKE) NPW XpPaHEHUN B COOTBETCTBUM C TpeboBaHNAMWU. He pekoMmeHayeTcsi UCnornb3oBaTb peareHT nocne
NCTEYEHUSI CPOKa XPaHEHMS, YKa3aHHOrO Ha ITUKETKE.

KAYECTBO NMPOAOYKTA

[na nony4eHust tHpopmauumn o kadecTBe NpodykTa obpallanTech K NpeacTaBUTENo M3rotoBuTensa B Poccumnckon
degepaumn.

FTAPAHTUA

1. WN3rotoButenb rapaHTMpyeT COOTBETCTBME W3rOTOBMEHHbIX NPOAYKTOB TpeboBaHWAM HOPMAaTMBHOW U
TEXHNYECKOW AOKyMeHTauun. besonacHOCTb M Ka4yeCcTBO NPOOYKTOB rapaHTUPYeTCs B TEYEHUe BCEro Cpoka
XpaHeHus1.

2. lpounsBoanTenb OTBEYAET 3a HeOQOCTaTKU M3OENuUs, 3a UCKNOYEHNnEM AedeKTOB, BO3HUKLLMX BCNencTBUE
HapyLleHnsi NpaBuI NOSb30BaHUSA, YCMOBUN TPaHCMOPTUPOBAHUA U XpaHEHUSA, NMBOo TpeTbux nuu, nnbo
HenpeogonMMon Cusbl.

3. B cny4ae, ecnu TexHn4yeckue n oyHKUMOHanNbHbIE (NOTpebutenbckne) CBoMCTBa NpoayKTa He COOTBETCTBYIOT
HOPMaTUBHOM W TEXHWYECKOW AOKYMeHTauum v 3T HegocTaTku Obinv Bbl3BaHbl CKPbITbIM OedeKToM
mMartepuarnoB UM Ka4ecTBOM paboT N3roTOBUTENS, U3rOTOBUTENb BbINOMHUT 3aMeHY 3a COBCTBEHHbIV CYET.

CBEOEHUA O BEPCUAX
Bepcusa AA, 03.2022
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Iris System Cleanser
800-3203

Rx Only in the U.S.A.

INTENDED USE

Iris System Cleanser is intended for in vitro diagnostic use with iQ200 or DxU 840/850m Series of Automated Urine
Microscopy Analyzers and iChemVELOCITY or DxU 810c Automated Urine Chemistry Analyzer.

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

PRINCIPLE

Iris System Cleanser is a ready-for-use solution specifically developed as a wash solution for the iQ200 or DxU
840/850m Series of Automated Urine Microscopy Analyzers. For the iChemVELOCITY and DxU 810c Automated
Urine Chemistry Analyzers, the Iris System Cleanser is used as a cleaning solution. A wash cycle must be
performed at the beginning of each work day to prevent accumulation of residue in the fluidic system, sample
lines and flow cell.

WARNING AND PRECAUTIONS

* Use only Iris System Cleanser for the Wash Cycle. Other similar solutions of hypochlorite should not be used
because of the risk of particulate contaminants, trace oils or releasing compounds that could cause blockage
or damage to the optical window.

» This material is harmful to eyes, skin and if inhaled or injested. Refer to the Safety Data Sheet for first aid
measures.

» Appropriate precautions in the collection, handling, storage and disposal of specimens should be exercised
accordingly.

* Do not reuse dispensed System Cleanser.

* Wear appropriate personal protective equipment when handling.

» Systemic allergic reactions are possible for sensitive individuals.

* Consult local or state authorities with regard to recommended method of disposal.
* Do not mix with other products- can release dangerous gas (chlorine).

* Product should present as a pale yellow, clear liquid; bleach odor. Product that differs from these attributes
should be discarded.

GHS HAZARD CLASSIFICATION
Iris System Cleanser DANGER

H314 Causes severe skin burns and eye
damage.

H400 Very toxic to aquatic life.

H411 Toxic to aquatic life with long lasting
effects.

P273 Avoid release to the environment.

P280 Wear protective gloves, protective
clothing and eye/face protection.

P301+P330+P331 IF SWALLOWED: rinse mouth. Do

NOT induce vomiting.
P303+P361+P353 IF ON SKIN (or hair): Rinse skin
with water.
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P305+P351+P338 IF IN EYES: Rinse cautiously with
water for several minutes. Remove
contact lenses, if present and easy
to do. Continue rinsing.

P310 Immediately call a POISON
CENTER or doctor/physician.
Sodium Hydroxide 0.1 - 1%
Sodium Hypochlorite 1 - 5%

Safety Data Sheet is available at beckmancoulter.com/techdocs

REACTIVE INGREDIENTS
Sodium hypochlorite, 4%
NON-REACTIVE INGREDIENTS
Purified Solvent
STORAGE AND STABILITY
» Store at 20°C to 28°C (68°F to 82.4°F).
+ Iris System Cleanser is stable for eighteen months from date of manufacture.

» Open expiration: Unused solution that remains in the original capped container is stable until the expiration
date.

* Do not freeze.

* Do not store in direct sunlight.

» Do not use solution after the expiration date printed on the bottle label.
MATERIALS PROVIDED

* 4 X425 mL Iris System Cleanser

* 4 Flip-Top Caps
MATERIALS REQUIRED, BUT NOT PROVIDED

» Approved tubes listed in the iQ200 or DxU 840/850m Instructions for Use and the iChemVELOCITY or DxU
810c Instructions for Use. Do not use preservative tubes.

* Personal Protective Equipment.

PROCEDURE
* Follow the directions in the instrument IFU (Instructions for Use).

TECHNICAL SUPPORT

For additional information, or if damaged product is received, call Beckman Coulter Customer Service at
800-854-3633 (USA or Canada) or contact your local Beckman Coulter Representative.

A Glossary of Symbols (PN C27648) 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.

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.

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

REVISION HISTORY

Revision AA, 04/2022
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Iris System Cleanser (Upuc CuctemHbin Ouncturtens)
800-3203

Tonbko no Ha3HavyeHuto Bpaya B CLUA.

HA3HAYEHUE

Ouuctutenb cuctembl Iris npegHasHavyeH Onst in vitro OMarHOCTUKM Ha aBTOMATUYECKMX aHanmusatopax Aans
MUKpOCKOonuyeckoro uccnegoBanms moun cepum iQ200 nnm DxU 840/850m 1 aBTOMaTMYECKMX aHanu3atopax
ans onoxmmmyeckoro nccnegosanust modn iChemVELOCITY wunn DxU 810c.

NMPEONONATAEMbIA NONb30OBATENb
MpeanonaraembiMy NonNb3oBaTENSIMU U3AENUS ABNSETCS NepcoHan nabopatopuu.

NMPUHLUUN PABOTDI

Ouuctutenb cuctembl lris SBNSETCS rOTOBbIM K MCMOMNb30BAHWIO PacTBOPOM, crneuuanbHO paspaboTaHHbIM
ONsl MPOMBLIBKM aBTOMAaTUYECKMX aHanmM3aTopoB AS1i MUKPOCKOMMYECKOro mccrnegosaHust movnm cepum iQ200
mnu DxU 840/850m. C aBTOMaTtMyeckMmun aHanusatopamum Anst OMOXMMWUYECKOro WCCedoBaHUa MOun
iChemVELOCITY n DxU 810c ounctutens cuctemsl Iris ncnonb3yeTcsi B kKa4ecTBe ounLLaroLlero pactesopa. Limkn
NPOMbIBaHMUsI HEOBXOOMMO BbLIMNOSMHATL B Hayane Kaxgoro paboyvero gHs Onsi NpegoTBpalleHust cKanivMBaHus
ocagka B NPOTOYHOM CUCTEME, NMHUSAX NPOObLI N N3MEPUTENBHOM KaHane.

NPEAYNPEXAEHUA U MEPbI NPEOOCTOPOXHOCTU

+ [na umnkna npomMbIiBaHNA crnenyeTt Ucnonb3oBaTb TONMbKO OYUCTUTENb OJ1A CUCTEMDbI Iris. ,D,pyrme noxoxue
pacTBopa rmnoxnoputa He cneagyet Ucnonb3oBatb B CBA3W C TBeEpAbIMKU YacTuuamun, cnegamn macrna unum
BblOENSAOLMXCA COEANHEHUN, KOTOpPbI€ MOTYT NPUBECTU K 6]'IOKI/IpOBKe NI noBpexXaeHmn onTn4eCKoro okHa.

« OTO0 BellecTBO OkasblBaeT HebnaronpusaTHOe BO3OENCTBME Ha rnasa, KOXy M B clnydae BAbIXaHWUs WUnu
npornaTbiBaHnsa. Mepbl NepBoi MOMOLLM CM. B nacrnopTe 6e30nacHOCTM.

* [lpn cbope, o06paboTke, XxpaHeHun wun yTunu3aumm o6pas3yoB Heobxogumo cobnogatb Mepbl
NpPeaoCTOPOXKHOCTW.

* He ucnonb3ynte gosnpoaHHbin System Cleanser (Ounctutens 4ns cMCTeMbl) NOBTOPHO.

* Vcnonb3ynte COOTBETCTBYHOLLNE MHOMBUAYaNbHbLIE CPEACTBA 3aLlMThl Npu paboTe.

* Cuctematudeckune anneprmyeckne peakumm BO3MOXHbI Y HyBCTBUTENbHbLIX NOMb3oBaTenen.

* PekomeHOOBaHHbIA MeTOL YTUNU3aUUN MOXHO y3HaTb Y MECTHbIX OpraHOB BNacTu.

* He cmelwumBanTe ¢ opyrummn NnpogykTamu, Tak Kak npu 3TOM MOXET BbIAENATLCA ONacHbIv ra3 (Xxrop).

* I'Ipop,yKT OOJDKEeH npeacTtaBliaATb cobowm 6J'Ie,D,HO-)KeJ'ITyI'O NpPOo3pavHy0 XNOKOCTb C 3arnaxom oTbenuearens.
HDO,EI,yKT, XapakKTepUCTUKMN KOTOpPOro oTiin4aroTcd, cneayet yTunn3npoBaTb.

KNACCUDUKALIUA ONMACHOCTEN NO CUCTEME CI'C
Iris System Cleanser (Mpuc OIMACHO!

CuctemMHbIn O4vncTuTens)

H314 Bbl3blBaeT cepbe3Hble OXOrM KOXU
N noBpeXxaeHus rnas.

H400 BecbMa TOKCUYHO AN BOOHbIX
OpraHM3moB.

H411 TokCU4YHO NS BOAHbBIX OPraHM3MoB
C AONroCPOYHbIMM NOCNEACTBUAMM.

P273 He ponyckatb nonagaHus B

OKpY>aloLLyto cpeay.
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P280 HapesaTb 3aWwmTHbIE NepyaTku,
3alMTHYIO ogexnay, cpeacrtsa
3alnTbl OpraHoB 3peHns / nuua.

P301+P330+P331 MPU NPOIMMATbBIBAHUN:
nponosockatb poT, HE BbI3biBaTh
pBOTY.

P303+P361+P353 MNP NONALAHUN HA KOXY
(v BOMNOCKI): MPOMBITb KOXY
BOOMN.

P305+P351+P338 MPY MONALAHNN B TMAS3A:
OCTOPOXHO MPOMbIBaTb BOAOW
HECKOmNMbKO MUHYT. CHATb
KOHTaKTHbIE NMH3bl, €CNN OHU
eCTb W1 9TO nerko caenatb.
MpogomknTe NPOMbIBaHME.

P310 HemenneHHo obpatuTbes B
TOKCWKONOIMYECKWUWN LIEHTP
NN K Bpady.

Kayctnuyeckas coga 0,1 - 1%
Hatpus runoxnoput 1 - 5%

Macnopt 6e3onacHocTn JoCTyneH Ha canTte beckmancoulter.com/techdocs

WHIPEOVEHTbI, OBNTAJAIOLWLME PEAKLUMOHHON CMOCOBHOCTLIO
Hatpusa runoxnoput, 4%

HEPEATMPYKOLUME MHIPEOUEHTDbI
OunLLEeHHbI pacTBOpUTENb

XPAHEHUE U CTABUJIbHOCTb
+ XpaHnute npu Temnepatype ot 20°C go 28°C (ot 68°F go 82,4°F).
»  Ounctutenb ans cuctemsl Iris cTabuneH B Te4eHne BoceMHagUaT MecsiLeB C AaTbl NPOM3BOACTBA.

« Cpok rogHoOCTV nocre BCKPbITUS YNaKoBKW: HEUCNoSib30BaHHbIA PacTBOP, OCTABLUMIACS B OpPUIMHaribHOM
€MKOCTV B 3aKyNOPEeHHOM COCTOSIHUM, COXPaHSIET CTabUINbHOCTb 4O UCTEYEHUS CPOKa rOAHOCTH.

* He 3aMopaxunBaTb.
* He XpaHute noa BO34eNCTBMEM NPAMbIX COJTHEYHbIX nyqul.
* 3anpeu.|,aeTCH ncnorib3oBaHme pacTBopa nocrie uctev4eHnd cpoka roqHoCTu, yKkazaHHOro Ha STUKeTke 6yTbIJ'IVI.

NMPEOOCTABIAEMbIE MATEPUATDbI
4 X 425 mn, ounctutenb onsa cuctemsl Iris
* 4 cbeMHbIX Konnadka

HEOBXOAUMbIE, HO HE MPEAOOCTABNAEMbIE MATEPUAITbI

* YTBepxaeHHble nNpobupkn, nepedncnenHble B iQ200 Instructions for Use (MHCTpyKUMa No NpYMEHEHUIO
iQ200) wnun DxU 840/850m Instructions for Use (MHcTpykumn no npumeHeHnto DxU 840/850m) wu
iChemVELOCITY Instructions for Use (UHcTpykumn no npumeHeHuto iChemVELOCITY) munn DxU 810c
Instructions for Use (MHcTpykumm no npumeHerntio DxU 810c¢). He ucnonb3ynte npobupkn ¢ KOHCEPBAHTOM.

*  VHomBuayanbHble CpeacTsa 3alnThl.
NMPOLUEAOYPA
« Cnepyiite ykasaHuam, npueegeHHbiM B IFU (MHCTpYKLUMM NO NpvMeHeHuto) npubopa.

CNYXXBA TEXHUWYECKOWN NOAOEPXKN

3a 4ononHUTENbHOM MHCpOPMaLMEN UM NPU NONMYyYeHUN NOBPEXAEHHON NPOAYKLMM obpallanTeCb B CEPBUCHbIV
ueHTp komnaHum Beckman Coulter no TenedoHny 800-854-3633 (B CLUA nnun Kanage) nnu cBsSXXuTecb ¢ MECTHLIM
npeactaeuterneMm Beckman Coulter.
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moccapun cnmeonoB (kaT. Ne C27648) goctyneH Ha cante beckmancoulter.com/techdocs.

YBEAOAOMIEHUE ONA NOJIb3OBATENA

[Ons naumeHta / nonb3oBaTens / TpeTben CTOpoHbl B EBponerickom Coto3e M B CTpaHax C WOEHTUYHbIM
perynatopHbeiM pexunmom (PeanameHm 2017/746/EC e omHoweHUU MeduyuHckux usdenud 0Ons in vitro
OuasHOCMUKU); €ecnn, BO BPeMsl MCMONb30BaHMsS 3TOr0 YCTPOWCTBA WNW B pes3ynbrate ero UCnosib3oBaHus
NPOM3oLLEN CEPbE3HbIN  WMHUWOEHT, CcooOWMTEe O HEM MNPOU3BOAUTENIO W/WMNMN  €ro  YNnorTHOMOYEHHOMY
npeacTaBUTENO N CBOEMY HaLMOHAINbHOMY OpraHy perynmpoBaHus.

TOBAPHbIE 3HAKU

Beckman Coulter, cTnnuaoBaHHbIN NOroTMN U yNnoMMHaeMble 30ecb 3Haku npoaykuumn mn ycnyr Beckman Coulter
ABMSOTCA TOBAPHbIMU 3HaKamMn NN 3aperncTpupoBaHHbLIMU TOBapHbIMU 3Hakamu koprnopauun Beckman Coulter,
Inc. B CoeguHeHHbIX LLTaTax u gpyrux ctpaHax.

MoryT 6bITb OXBadYeHbl 0OgHUM UK 6onee nateHTamn. — cM. www.beckmancoulter.com/patents.
OONOJIHUTEJNIbHAA UH®OPMALIUA
MHPOPMALUA TOJNIBKO A1 POCCUA

CTABUNIbHOCTb

PeareHT B HEBCKpPbITbIX ynakoBkax cTtabuneH o 18 mecsaues (4O AaTbl UCTEYEHMS CPOKA rOAHOCTU, YKa3aHHOM
Ha 9TUKETKE) NPW XPaHEHUN B COOTBETCTBUMN C TpebOoBaHNAMU. He peKkomeHOyeTCs UCMOoMnb30BaTb peareHT nocre
NCTEYEHMSI CPOKA XPaHEHMS!, yKa3aHHOTro Ha 3TUKETKE.

KAYECTBO MNMPOAYKTA

[na nonyyeHns nHopmauumn o kadecTse npodykta obpallanTech K npeacTaBuTento n3rotoButens B Poccumnckon
depepaumm.

FAPAHTUA

1. WsrotoButenb rapaHTUpyeT COOTBETCTBME W3rOTOBMEHHbIX MNPOAYyKTOB TpeboBaHMAM HOpPMaTUBHON W
TEXHUYECKOW JOKYMeHTaumn. besonacHOCTb M kayeCTBO NPOAYKTOB rapaHTMPYeTCa B TEHYEHNE BCEro cpoka
XpaHeHus.

2. lMpoussoauTenb oTBeYaeT 3a HeOOCTaTKM MU3Oenus, 3a UCKMYeHneM OedeKTOB, BO3HMKLIMX BCreAcTBME
HapyLleHUsi npaBui Nonb30BaHWs, YCIOBUIA TPAHCMNOPTUPOBAHUS U XpaHeHus, Nnbo TpeTbux nuu, nnbo
HernpeoaonIMMoN CUnbl.

3. B cnyvae, ecnu TexHUYeckune 1 dyHKUMOHaNbHbIe (NOTpebuTenbCkne) CBOMCTBA NPOAYKTa HE COOTBETCTBYIOT
HOPMAaTMBHON N TEXHUYECKOW [OOKYMEHTAUMW U 3TU HeOoCTaTkM Obiny Bbi3BaHbl CKPbITbIM AedEeKTOM
maTepuanos U1 Ka4ecTBOM paboT NU3rOTOBUTENS, M3rOTOBUTENb BbINOMHUT 3aMeHy 3a COGCTBEHHbIN CYET.

CBEOEHUA O BEPCUAX
Bepcua AA, 04.2022
lMepBOHaYanbHbIA BbINyCK
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Iris Diluent
800-3202

Rx Only in the U.S.A.

INTENDED USE

Iris Diluent is intended for in vitro Diagnostic Use with the iQ200 or DxU 840/850m Series of Automated Urine
Microscopy Analyzers.

INTENDED USER

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

PRINCIPLE

Iris Diluent is a particle free aqueous salt solution which is used for diluting urine and body fluid samples. It is also
used to rinse the system to prevent carryover of system cleanser and samples.

WARNING AND PRECAUTIONS
+ Dispensed material should not be re-used.

» Iris Diluent has been determined to be nonhazardous under the guidelines issued by OSHA in 29 CFR 1910.
1200(d).

» Appropriate precautions in the collection, handling, storage and disposal of specimens should be exercised
accordingly.

» Wear appropriate personal protective equipment when handling.

* Product should present as a clear, colorless, odorless liquid. Product that differs from these attributes should
be discarded as they may have deteriorated.

» Consult local and state authorities with regard to recommended method of disposal

GHS HAZARD CLASSIFICATION
Not classified as hazardous

Safety Data Sheet is available at beckmancoulter.com/techdocs
NON-REACTIVE INGREDIENTS
+  Water
+ Salts

* Preservatives
STORAGE AND STABILITY
» Store at 20°C to 28°C (68°F to 82.4°F).
» Iris Diluent is stable for twelve months from date of manufacture.

» Open expiration: Unused solutions that remain in the original capped container are stable until the expiration
date.

* Do not freeze.
* Do not store in direct sunlight.
* Do not use solutions after the expiration date printed on the bottle label.
MATERIALS PROVIDED
* 4 X 475 mL Iris Diluent
* 4 Flip-Top Caps
MATERIALS REQUIRED, BUT NOT PROVIDED
» Approved tubes listed in the iQ200 or DxU 840/850m Instructions for Use. Do not use preservative tubes.
» Personal Protective Equipment.
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PROCEDURE
Follow the directions in the iQ200 or DxU 840/850m Instructions for Use.

TECHNICAL SUPPORT

For additional information, or if damaged product is received, call Beckman Coulter Customer Service at
800-854-3633 (USA or Canada) or contact your local Beckman Coulter Representative.

A Glossary of Symbols (PN C27648) 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.

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.

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

Revision AA, 03/2022

Initial Release
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Iris Diluent (Mpuc Pasz6baButens)
800-3202

Tonbko no Ha3HavyeHuto Bpaya B CLUA.

HA3HAYEHUE

Iris Diluent (Mpuc Pasbasutenb) npegHasHayveH ans in vitro narHOCTUKM Ha aBTOMaTUYeCKUX aHanusaTopax ans
MMKPOCKOMUYECKOro nccrneaoBaHus moun cepmm iQ200 nnmn DxU 840/850m.

NPEAMNONATAEMbIV NMOJNb30OBATESb
MNpeanonaraembiMn Nonb3oBaTeNaMM U3genus SBNSETCA nepcoHan nabopatopum.
NMPUHUUN PABOTbI

Pasbasutens Iris sBNseTcsi BOOHO-CONEBLIM pacTBOPOM 6e3 yacTul, KOTOpbI UCMoMb3yeTca Ansi pa3basrneHus
npo6 Moun n Buonormnyeckmx xmakocten. OH Takke UCMONb3YNTe ANA NPOMbIBKM CUCTEMbI ANS NPeAoTBpaLLEHUS
nepeHoca o4yncTuTenen unm Npobbl CUCTEMBI.

NPEQYNPEXOEHUA U MEPbI NPEAOCTOPOXHOCTHU
« [lo3vpoBaHHbIi MaTepuarn He paspeLLaeTcsi UCMosb30BaTb NOBTOPHO.

» PasbaButens Iris npnaHaH 6e3onacHbIM COrnacHo HopMaTueam, BbinyLeHHbIM YnpasrneHmem CLLA no oxpaHe
Tpyda v npombliwneHHon rurneHe (OSHA) B 29 CFR 1910. 1200(d).

 T[lpn cbope, o0OpaboTke, XxpaHeHUn U1 yTuUnIM3aumMm obpas3yoB Heobxogumo cobnogaTb  Mepbl
NPeaoCTOPOXHOCTW.

* VlCI'IOJ'Ib3yI7ITe COOTBETCTBYOLWME nHOnBmMayanbHble Cpenctea 3allTbl NMpn pa60Te.

« T[poaykT QorkeH npencTaBnsTb coGOM Mpo3paqHyto, GecuBeTHYK XuakocTb 6e3 3anaxa.  [poaykr,
XapaKTepUCTUKN KOTOPOro OTNNYAIOTCS, CrneayeT yTUNM3MPOoBaTh, Tak Kak OHU MOXET OblTb MCMOPYEH.

* PekomeHOOBaHHbIM METOq yTunm3aumm MOXXHO y3HaTb Y MECTHbIX U (bep,epaanblx OpraHoB BJ1aCTh

KIACCUDPUKALIMA ONACHOCTEWU NO CUCTEME CI'C
He knaccuduumpyeTcs kak onacHoe BeLLecTBO

MacnopT 6e3onacHOCTM OOCTyNeH Ha canTe beckmancoulter.com/techdocs
HEPEATMPYKOLUME MHIPEOUEHTDbI
* Bopa
+ Conu

* KoHcepBaHThI
XPAHEHUE U CTABUJIBHOCTb
+ XpaHute npu Temnepatype ot 20°C go 28°C (ot 68°F go 82,4°F).
» PasbaButens Iris ctabuneH B TedeHne gBeHaguaTn MecsiLeB € AaThl MPOM3BOACTBA.

» CpoK rogHoOCTU nocrie BCKPbITUS YNaKoOBKWU: HEWCNONb30BaHHbIE PacTBOPLI, OCTaBLUMECS B OpPUIMHarIbHON
€MKOCTW B 3aKyNOPEeHHOM COCTOSIHUM, COXPaHSIFOT CTabUINbHOCTb 4O UCTEYEHUS CpOoKa rO4HOCTM.

* He 3aMopaXxunBaTb.
* He XpaHute noa BO34eNCTBMEM NPAMbIX COJTHEYHbIX nyqul.

« Banpelyaetcs MCMonb3oBaHWe pPacTBOPOB MOCIIE WCTEYEHUs] CPOKa FOAHOCTW, YKa3aHHOTO Ha 3TUKETKe
ByTbInu.

NMPEOOCTABIAEMbIE MATEPUATDbI
* 4 X 475 mn, pasbasutens lris
* 4 cbeMHbIX Komnmnadka
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HEOBXOAUMBbIE, HO HE MPEOOCTABNAEMbIE MATEPUAIbI

* YTBepxaeHHble nNpobupkn, nepedncnenHble B iQ200 Instructions for Use (MHCTpyKuMs No NpYMEHEHWIO
iQ200) nnn DxU 840/850m Instructions for Use (MHcTpykumss no npumeHenmio DxU 840/850m). He
MCNonNb3ynTe NpobUpKN C KOHCEPBAHTOM.

*  VHouBuayanbHble CpeacTsa 3aluThl.

NMPOLIEQAYPA

Crnegynte ykasanuam iQ200 Instructions for Use (MHcTpykuum no npumeHenunto iQ200) wnm DxU 840/850m
Instructions for Use (MHcTpykummn no npumeHenuto DxU 840/850m).

CNYXXBA TEXHUWYECKOWN NOAOEPXKN

3a 4ononNHUTENbHOM MHCpOPMaLUMEN UM NP NOMYYeHUN NOBPEXAEHHON NPOAYKLMM oOpallanTeCb B CEPBUCHbIV
ueHTp komnaHum Beckman Coulter no TenedoHy 800-854-3633 (B CLUA nnun Kanage) nnu cBsSXXutecb ¢ MECTHLIM
npeactaeutenem Beckman Coulter.

moccapun cnmeonoB (kaT. Ne C27648) gocTtyneH Ha cante beckmancoulter.com/techdocs.

YBEAOMIEHUE ONA NOJIb3OBATENA

[Ons naumeHta / nonb3oBaTens / TpeTben CTOpoHbl B EBponerickom Coto3e M B CTpaHax C WOEHTUYHbIM
perynatopHbeiM pexunmom (Peanamendm 2017/746/EC e omHoweHUU MeduyuHckux usdenud 0Ons in vitro
OuasHOCMUKU); €ecnn, BO BPeMS MCMONb30BaHMS 3TOr0 YCTPOWCTBA WNW B pe3ynbrate ero UCnosib3oBaHus
Npou3oLLEeN CEPbE3HbIN WMHUMOEHT, CcooOWMTE O HEM MNPOU3BOAUTENIO W/ €ro  YNnorTHOMOYEHHOMY
npeacTaBUTENO N CBOEMY HaLMOHANbHOMY OpraHy perynmpoBaHus.

TOBAPHbIE 3HAKU

Beckman Coulter, cTunuaoBaHHbIN NOroTMN U yNnoMMHaeMble 30ecb 3Haku npoaykuumn mn ycnyr Beckman Coulter
ABMSOTCA TOBAPHbIMU 3HaKamMn UNn 3aperncTpmupoBaHHbLIMU TOBapHbIMU 3HakaMmu koprnopauun Beckman Coulter,
Inc. B CoeguHeHHbIX LLTaTax u gpyrux ctpaHax.

MoryT 6bITb OXBadYeHbl 0OgHUM Unu 6onee nateHTamn. — cM. www.beckmancoulter.com/patents.
OONOJIHUTEJNIbHAA NH®OPMALIUA
MH®OPMALIUA TOJIbKO ANnA POCCUU

CTABUNIbHOCTb

PeareHT B HEBCKpPbITbIX ynakoBkax ctabuneH o 18 mecsaues (4O AaTbl UCTEYEHMS CPOKA rOAHOCTU, YKa3aHHOM
Ha 9TUKETKE) NPW XPaHEHUN B COOTBETCTBUMN C TpeboBaHNAMU. He pekomeHayeTCs UCMOoMnb30BaTb peareHT nocrne
NCTEYEHMS CPOKA XPaHEHMS!, yKa3aHHOTO Ha 3TUKETKE.

KAYECTBO MNMPOAYKTA

[nsa nony4eHunsa nHopmMmaumm o KayecTBe NpPoaykTa obpallantech K NpeacTaBUTeNtio M3rotoButensa B Poccumnckon
degepaumn.

FAPAHTUA

1. N3rotoBuTENb rapaHTUpyeT COOTBETCTBME W3rOTOBMEHHbIX NPOAYKTOB TpebGoBaHUSIM HOPMATMBHOW U
TEXHUYECKOWN JOKYMeHTauMn. BesonacHoCTb M KayecTBO MPOAYKTOB rapaHTMPYeTCsl B TEYEHNE BCEro Cpoka
XpaHeHus1.

2. lNMpounssoanTtenb OTBeYaAET 3a HedoCTaTKM M3Oenusd, 3a MCKINYeHMeM OedeKTOB, BO3HMKLUMX BCNeacTBue
HapyLleHnsa npaBun NOMb30BaHWs, YCNOBUA TPAHCNOPTUPOBAHUA U XpaHeHusl, NMbo TpeTbux nuu, nnbo
HenpPeo4oNMMON CUbI.

3. B cnyyvae, ecnm TeXHU4eCKMe 1 PyHKLMOHaNbHbIE (MOTpebuTenbckmMe) CBOMCTBA NPoAyKTa HE COOTBETCTBYIOT
HOPMaTMBHOMW N TEXHWYECKOW AOKYMEHTauuuM M 3TU HedoCTaTKM Obinn Bbi3BaHbl CKPbITbIM OedeKToM
mMaTepuanoB UM Ka4ecTBOM paboT N3roTOBUTENS, U3rOTOBUTENDb BbINOMHUT 3aMeHy 3a COOCTBEHHbIN CYET.
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CBEOEHUA O BEPCUAX
Bepcusa AA, 03.2022
lMepBOHaYanbHbIN BbIMNYCK
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