COULTER DxH Diff Pack
628020

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

INTENDED USE

For use on UniCel DxH Coulter Cellular Analysis Systems to lyse erythrocytes and preserve leukocytes. Refer to your instrument product manuals and/or
online help, as applicable.

INTENDED USER

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

SUMMARY

An erythrolytic reagent and a leukocyte preservative produce a sample for performing a five-part WBC differential analysis using VCSn technology.

PRINCIPLE

WBC differential analysis begins by diluting a whole-blood sample with a lytic solution of formic acid that rapidly lyses the erythrocytes and reduces the cellular
debris to an insignificant level without altering the leukocytes. The leukocyte preservative, consisting of an aqueous solution containing soluble salts, is added
to stop and/or neutralize the lytic activity and restore the ionic balance to the blood, thus preserving the leukocytes in their near-native state for differentiation
into five subpopulations (neutrophils, lymphocytes, monocytes, eosinophils, and basophils) using impedance, radio frequency, and VCSn technology.

REACTIVE INGREDIENTS

Coulter DxH Diff Pack contains the following:

COULTER Erythrolyse Il Reagent

Wetting Agent ........ccceceeriiniiiiiciicncee 0.3-1.5¢g/L
Formic ACId .......ceeveriiicieceeeeeee e 1.2mL/L
COULTER StabiLyse Reagent
Sodium Carbonate .........ccceceevveriieeneenne. 6.0g/L

NON-REACTIVE INGREDIENTS

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 CONTAINERS.

GHS HAZARD CLASSIFICATION
Erythrolyse Il Reagent |WARNING EUH 208: May produce an allergic reaction.
H316: Causes mild skin irritation.
P332+P313: If skin irritation occurs: Get medical advice/attention.
Formic Acid < 1% 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) < 0.05% w/w

STORAGE, STABILITY, AND DISPOSAL
»  Store COULTER DxH Diff Pack at 2-25°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 Diff Pack

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

Reagents in the COULTER DxH Diff Pack are ready to use. Replace the reagent kit as directed in your instrument product manuals and/or online help.
To avoid cross contamination when replacing the DxH Diff Pack, transfer Erythrolyse Il and StabilLyse pickup tubes one at a time.
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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 kit as directed in your instrument product manuals and/or online help. Verify background counts are acceptable
before analyzing patient samples.

PRODUCT AVAILABILITY
COULTER DxH Diff Pack

628020

(Contains 1 x 1,900 mL Erythrolyse Il and 1 x 850 mL StabilLyse reagents)

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, 01/2022

. 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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PeareHt DxH ansa audpdepeHumpoBku nenkountos /COULTER DxH Diff Pack
628020

Ona in vitro guarHocTnkKun
Tonbko No Ha3HavyeHuto Bpava B CLUA.

HA3HAYEHUE

[ns ucnonb3oBaHuWs B cucTeMax LmTonorndeckoro aHanusa UniCel DxH Coulter gns nusuca aputpoLmMToB 1 KOHCEpBaLUuW nenkounTos. MNpu HeobxoamMmMocTu
obpaTtutech k pykoBoACTBaM MoNb30BaTens n3genus UWunm NHTepakTUBHOM Cnpaske.

NMPEANONATAEMbIW NOJIb3OBATE/b

lMpeanonaraembiMn NONb30BATENAMW 3TOTO U3AENNA ABNSAETCA NepcoHan na60paTopMV|.

KPATKOE ONMUCAHUE

PeareHT nuauca apuTpoLnTOB 1 KOHCEPBAHT NENKOLIMTOB 06ecneynBaoT NoAroTOBKY Npobbl Anst NPOBEAeHMS NATUYACTHOMO AnddbepeHLmanbHOro aHanmaa
WBC c¢ ucnonb3oBaHnem TexHonorun VCSn.

NMPUHUUN PABOTDI

OndpdepeHumanbHbin aHann3 WBC HaumHaeTcst ¢ pa3baBrneHus npobbl LenbHOM KpoBU NIUTUHECKMM pacTBOPOM MypaBbUHOW KUCIOTbI, KOTopasi GbICTpo
NU3NPYET 3PUTPOLMTBI U CBOAMUT KIETOYHbIA AeOpUC K HE3HAYMTENBHOMY YPOBHIO 63 noBpexaeHus nenkoumtoB. KoHcepBaHT NenKoLMTOB, COCTOSALLMM
13 BOAHOIO pacTBopa pacTBOPUMbIX cornel, AobaBnseTcs Ans Toro, YTobbl OCTaHOBUTb U/MNN HENTPanNU3oBaTh NMUTUYECKYH aKTUBHOCTb U BOCCTAHOBUTb
MNOHHbIV BanaHc KpoBW, TeM CaMblM, COXPaHSAS NENKOUMTbI B COCTOSIHUM, BNMM3KOM K HAaTUBHOMY, AN pasfdeneHus Ha nATb cybnonynaumn (HedTpodunsl,
NUMAOLUTBI, MOHOLMTBI, 3031HOUIbI U 6a30uIbl) C UCMONb30BaHUEM U3MEPEHUI CONPOTUBMEHMUS, paanoYvacToT 1 TexHonorua VCSn.

WMHIPEOUEHTbI, OBNAOAKOLWUE PEAKLMOHHOW CNMOCOBHOCTbLIO
COULTER DxH Diff Pack BxogaT:

PeareHT COULTER Erythrolyse Il

CMaUMBAIOLLEE CPEACTBO ..evveervvrrernereeaeeeearneeeessneeesneas 0,3-1,5r1/n
MyYPaBbUHASA KUCIIOTA ...eeeuriieiireeiiieeeireeesiieeeninee e 1,2 mn/n
PeareHt COULTER StabiLyse

KapBoHaT HaTPUS ......covvevreiiiieiicnieeene 6,0 r/n

HEPEATMPYIOLUME UHITPEOUEHTDI

CrabunumsaTtopbl, KOHCEPBAHTHI

NPEAYNPEXOEHUA N MEPbI NMPEQOCTOPOXHOCTHU

He BabixaTb 1 He npornarbiBaTb.

. He [onyckaTtb nonagaHua B rmasa U Ha KOXy. B Clny4yae KOHTakTa C KOXen nnm npu nonagaHnun B rmasa npomMbiBaTb NOpaXxeHHoe MeCTo 0BUNbHBIM
KONMMYeCTBOM BOAbI B TeYeHMe He MeHee 15 MUHYT.

+  HE UCNONb3YUTE KOHTEMHEPLI MOBTOPHO.

KNACCUDUKALMA ONACHOCTEN NO CUCTEME CIrc
PearenT Erythrolyse Il OCTOPOXHO! EUH 208: MoxeT BblI3blBaTb anneprnyeckyto peakumio.
H316: Bbl3biBaeT HE3HAUNTENBHOE pasgpaKeHe KOXN.
P332+P313: Npu pasgpaxeHun Koxu: obpatutbcs K Bpayy.
MypasbuHas kucnota <1% Bec/Bec
PeakuunoHHasi cmecb 13 5-xnopo-2-mMeTun-4-n3otmasonmH-3-oH [EC
Ne 247-500-7] n 2-meTtnn-4-n3otmasonunH-3-oH [EC Ne 220-239-6](3:1)
<0,05% Bec/Bec

XPAHEHUE, CTABUJIbBHOCTb U YTUITN3ALIUA
*  XpaHute COULTER DxH Diff Pack npn 2-25°C.

*  He ncnonb3yiite NPoAYKT MO UCTEYEHUN CPOKA FOAHOCTW.

*  Vcnonb3yiiTe NPOAYKT Npu TeMnepaTypax, ykasaHHbIX B PyKOBOACTBAX U/MNN MHTEPaKTUBHOW CrpaBKe Mo MHCTPYMEHTaM.
*  BcKpbITble KOHTEMHEpPbI CTabunbHbl B TedeHue 60 AHEN Npu XpaHeHU B COOTBETCTBUM C PEKOMEHAALIMSIMU.

* YTunusauma oTxonoB npoaykTa, HeWcnosnb3oBaHHOINO nNpoAaykta wu 3arpsi3HeHHON YNakoBKM [OJDKHa OCYLIeCTBNATbCA B COOTBETCTBUU C
npnpoaoOXpaHHbIM (beuepaanblm 3aKoHOOaTeNnbCTBOM, 3aKOHOA4ATENbCTBOM LUTATOB U COOTBETCTBYHLMMU NOCTAHOBMNEHUAMN MECTHbIX OpraHoB
BnacTu.

NMPEAOCTABINAEMbBIE MATEPUAITDbI
- COULTER Diff Pack

HEOBXOAUMBIE, HO HE NMPEAOCTABJIAEMbIE MATEPUAIbI

. DoctatouHo peareHToB COULTER ans BbinonHeHus aHanu3a. NepeyeHb peareHToB, NCMOMb3yEMbIX C CUCTEMOW, CM. B MHCTPYKLUUM MO NMPUMEHEHMIO
cuctembl uutonoruyeckoro aHanuaa UniCel DxH Coulter.

*  CnpaBka cuctembl unm VIHCTPYKLMN NO NPUMEHEHUIO.
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NOoAroToOBKA

PeareHTbl komnnekta COULTER DxH Diff Pack rotoBbl k ncnonb3osaHuto. lNpoBoaute 3aMeHy KOMMIEKTa peareHToB, criegys ykasaHusimM U3 pyKOBOACTB MO
npnbopy n/vnu cnpaBoYHUKa B CETU.

Bo nsbexaHue nepekpecTHoro 3arpsis3HeHusi npu 3amerHe DxH Diff Pack, nepemelaiite Tpybku 3a6opa Erythrolyse Il n StabilLyse nooyepegHo.

BAXHO! Ecnu npogyKT Obin 4acTUYHO UMK NOMHOCTLIO 3aMOPOXEH, AanTe NPoAyKTYy HarpeTbCs A0 KOMHATHOM Temnepatypbl. [lepemMeluante NpoaykT,
aKKypaTHO nepesopaunBas priakoH, A0 BHECEHUS B MHCTPYMEHT. YCTaHOBWTE W 3aneinTe Habop peareHTOB, Cnedys yKa3aHUAM PyKOBOACTB W/vnu
MHTEPaKTUBHOW CnpaBku No MHCTpyMeHTaMm. [lepen Tem, kak aHanuampoBaTb Npobbl NauneHToB, yoeamTech, YTo HOHOBbLIE 3HAYEHWSI NonagaloT B Pamku
[OMYyCTUMBIX.

®OPMA NOCTABKU NMPOAOYKTA

COULTER DxH Diff Pack

628020

(Copepxumt 1 x 1 900 mn Erythrolyse 1l n 1 x 850 mn StabiLyse peakTnBoB)

TOBAPHbIE 3HAKU

Beckman Coulter, ctTunusoBaHHbIN NOroTMN U yNnoMMHaeMble 34ecb 3Haku npogykuum u ycnyr Beckman Coulter aBnsitoTcs ToBapHbIMWM 3HaKamu unu
3aperncTpupoBaHHbIMM TOBapHbIMK 3Hakamu kopropaumn Beckman Coulter, Inc. B CoeanHeHHbIx LTaTtax n gpyrux crpaHax.

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

3a pononHuTenbHoW MHGOPMaLMe Uy Npu NonyyYeHUU NoBpexAeHHOW Npoaykuun obpallanTeck B CEPBUCHBIN LeHTp koMnaHum Beckman Coulter no
TenedoHy 800-526-7694 (B CLUA nnu KaHage) unm cBsxxuTech C BallMM MeCTHbIM npeactaBuTernem komnaHum Beckman Coulter.

MacnopT 6e3onacHocTu AocTyneH Ha caite beckmancoulter.com/techdocs

YBEOOMJIEHUE ANA NOJIb3OBATENA

[ns nauneHTa / nonb3oBatens / TpeTbel CTopoHbl B EBponerickom Coto3de 1 B CTpaHax € MAEHTUYHbLIM PerynaTopHbIM pexumoM (PeanameHnm 2017/746/EC
8 OmHoweHUU MedUUUHCKUX usdenuli 0n4 in vitro uazHOCMUKU); eCnv, BO BPEMS UCMOMb30BaHWSA 3TOr0 YCTPOMCTBA UMW B pedyrbTaTe ero NCnonb3oBaHWs
Npoun3oLLen Cepbe3Hbli MHUMAEHT, COObLWMTE O HEM NPOM3BOAMTENIO WM/MNW €ro ynorHOMOYEHHOMY MpPeACTaBUTENo U CBOEMY HaLMOHanbHOMY OpraHy
perynupoBaHus.

FAPAHTUA

1. W3rotoBuUTEnb rapaHTUPYeT COOTBETCTBMNE M3rOTOBMEHHBIX NMPOAYKTOB TpeOOBaHUSIM HOPMAaTMBHOW M TEXHWYECKOW JOoKyMeHTauun. BesonacHocTb u
KayecTBO NPOAYKTOB rapaHTUPYeTCsl B TEYEHWNE BCEro CPoKa XpaHeHUs!.

2. I'Ipomsso,qmenb OTBeYaeT 3a HedoCTaTKn n3aenund, 3a UCKn4eHnem ﬂeq)eKTOB, BO3HUKLIMX BCreacTeme HapyLweHua npaBuii nNonb3o0BaHuA, yCJ'IOBI/Il7I
TPaHCNOPTUPOBaHUA U XpaHEHUA, nm6o TPETbUX N, nmbo HenpeoaonMMONn Cunbl.

3. B cnyyae, ecnu TexHuuyeckne U PyHKUMOHanbHble (MOTPEOUTENbCKME) CBOWCTBA NPOAYKTA HE COOTBETCTBYIOT HOPMATUBHOW WM TEXHUYECKOMN
AOKYMEHTaUun 1 3T He[oCTaTKM Bbinu Bbi3BaHbl CKPbITbIM AeEKTOM MaTepuanosB UM ka4ecTBOM paboT M3roToBUTENS, U3rOTOBUTENb BbIMOMHUT
3ameHy 3a COOCTBEHHbIN CYET.

[na nony4yeHnsa nHdopmaumm o Ka4ecTBe NpoaykTa obpalyanTech K npeactaBuTento narotosutens B Poccuiickon ®epgepaumn.

CBEOEHWUA O BEPCUAX
Bepcus AA, 01.2022

*  WcxopHas Bepcus, BKMoYatoLas 06HOBNEHWst JOKyMeHTaumm ans cooteeTcTaust Pernamenty EC 0 MeAULMHCKUX U3penusax Ans AnarHocTuky in vitro
(IVDR) (2017/746). OTCyTCTBYHOT U3MEHEHUSI B OTHOLLUEHUW U3AENUSI UM UHCTPYKLUM MO NPUMEHEHWIO.
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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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COULTER DxH Retic Pack
[REF] 628021

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

INTENDED USE

For use on UniCel DxH Coulter Cellular Analysis Systems for clearing red cells and staining reticulocytes.

INTENDED USER

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

SUMMARY

Reticulocytes are immature erythrocytes (red blood cells) that retain a small amount of RNA as the nucleus is extruded during the maturation process. To
detect the presence of this RNA, the red blood cells are stained while they are still viable in a process called supravital staining. Once a whole-blood sample
is prepared, reticulocytes are differentiated from mature red blood cells and other cell populations using VCSn and reticulocyte counting technologies.

PRINCIPLE

New Methylene Blue (Reagent A), a supravital dye, is incubated with a whole-blood sample. The dye precipitates the basophilic RNA network found in
reticulocytes." A clearing reagent (Reagent B) removes hemoglobin and unbound stain from the erythrocytes (red blood cells or RBCs) while keeping the
cell and its membranes intact and without removing the precipitated dye - RNA complex. This process results in clear spherical mature RBCs and darkly
stained reticulocytes that are ready for analysis. The total RBC population is analyzed on a hematology analyzer with reticulocyte counting technology using
impedance, radio frequency, and VCSn technology then reticulocytes are differentiated from mature red blood cells and other cell populations.

REACTIVE INGREDIENTS
The COULTER DxH Retic Pack contains the following:

REAGENT A - Retic Stain

New Methylene Blue: 0.06% w/w

REAGENT B - Retic Clear
Sulfuric Acid: 0.15% w/w
Potassium Thiocyanate: 0.3% w/w

NON-REACTIVE INGREDIENTS

Stabilizers and 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 CONTAINERS.

GHS HAZARD CLASSIFICATION

REAGENT B DANGER H314: Causes severe skin burns and eye damage.
P280: Wear protective gloves, protective clothing, and eye/face protection.
daph P303+P361+P353: IF ON SKIN (or hair): Rinse skin with water.

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.

Sulfuric Acid 0.1-0.5%

STORAGE STABILITY, AND DISPOSAL
Store COULTER DxH Retic Pack at 2-30°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 Retic Pack

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
Reagents in the COULTER DxH Retic Pack are ready to use. Replace the reagent kit as directed in your instrument product manuals and/or online help.

To avoid cross contamination when replacing the DxH Retic Pack, transfer pickup tubes one at a time beginning with Reagent A (Retic Stain) and then
Reagent B (Retic Clear).

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 kit as directed in your instrument product manuals and/or online help. Verify background counts are acceptable
before analyzing patient samples.

PRODUCT AVAILABILITY

COULTER DxH Retic Pack

628021

(Contains 1 x 380 mL Reagent A and 1 x 1,900 mL Reagent B)

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

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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PeareHT DxH ana aHanusa petukynouutoB /Coulter DxH Diluent
628021

Ona in vitro guarHocTnkKun
Tonbko No Ha3HavyeHuto Bpava B CLUA.

HA3HAYEHUE

[Ina ncnonb3oBaHus B cuctemax umtonornyeckoro aHanmaa UniCel DxH Coulter ons ocBeTneHns aputpoLmUToB 1 OKpaLLUMBaHNS PETUKYIIOLUTOB.

NPEAMNONATAEMbIV NMOJNIb30OBATEJb

I'Ipe,qnonaraeMbllvwl nonb3oBaTensamMm 3Toro n3genua ABnAeTca nepcoHarn na6opaTopvwl.

KPATKOE ONMUCAHUE

PeTukynouunTbl npeactaBnstoT cobon He3penble 9pUTpoLmMTbl (KpacHble KpOBSHbIE TenbLa), KOTopble coxpaHstloT HebonbLuoe konuvecTBo PHK, Tak kak sgpo
BbITECHSIETCSA B MNpoLecce co3peBaHusi. YTobbl obHapyxuTb npucytcteue PHK, apuTpoumTbl OKpalLuMBaloT, MOKa OHW eLle XU3HeCrnocobHbl, MO npoLeccy,
KOTOpbIV Ha3blBaeTCs CynpaBuTanbHOe okpalumBaHue. [locne Toro kak npurotoBneHa npoba LenbHOM KPoBW PETUKYNOUMTLI AnddepeHUnpYIoT OT 3penbIx
3PUTPOLIMTOB N APYrNX KNETOYHbIX MOMYNALMIA C CMONb3oBaHWeM TexHonornin VCSn 1 nogcyeTa peTvkynoLmTos.

NMPUHUUN PABOTbI

HoBbI METUNEHOBBIN CUHWI (peareHT A), cynpaBuTanbHbIA KpacuTenb, WHKYOMpyHoT ¢ obpasuom LenbHon kpoBu. KpacuTenb NpuBOAWUT K OCaXAEHUI0
6aszocbunbHoON cTpykTypbl PHK, oBHapyxusaemoii B petukynouuTax.! OumiiatoLeii peareHT (peareHT B) yaanser reMornobuH 1 HecBsA3aHHbIN KpacuTerb
13 3pUTPOLIMTOB (KpacHbIX KpoBsiHbIX Teney unv RBC), coxpaHss knetky u ee 0BONOYKM HEMOBPEXAEHHbIMW UM He yAanss oCaAeHHbI KOMMIEeKC
kpacutenb-PHK. 3TO0T npouecc npmBoauT K NOMyYeHUo Mpo3padHbix, cdepuyeckmx, 3penbix RBC M TeMHOOKpaLleHHbIX PETUKYNOUUTOB, FOTOBbLIX AfS
aHanusa. Bca nonynaums RBC aHanusupyeTcs Ha remaTtonorMyeckoM aHanmaaTtope Mo TEeXHOMOrMM MOACYETa PETUKYNOLMTOB C UCMOMb30BaHWEM
uMnegaHca, paanoyacToTHOroO MamepeHust n TexHonorm VCSn, 3ateM peTukynouuTbl AnddepeHLmMpyoT OT 3penbiX 3PUTPOLIMTOB U APYrMX KIETOYHbIX
nonynALmni.

WHIPEOUEHTbI, OBNAJAIOLWME PEAKLLMOHHOW CNOCOBHOCTbLIO

B komnnekT peareHtoB COULTER DxH Retic Pack BxogsT:

PEATEHT A - Retic Stain

HoBblIli MeTuneHoBbIn cuHuin: 0,06% Bec/Bec

PEATEHT B - Retic Clear

CepHas kucnota: 0,15% Bec/Bec

Tuoumanart kanusa: 0,3% Bec/Bec

HEPEATUPYIOLWMWE UHITPEOUEHTDI

CTabunusatopbl U KOHCEPBAHTHI

NPEAYNPEXAEHUA U MEPbI NPEOOCTOPOXHOCTU

He BApIxaTb 1 He NpornaTbiBaTh.

. He Oonyckatb nonagaHua B rnasa 1 Ha KoXy. B Cllydae KOHTaKTa C KOXen nnm npun nonagaHnUn B rmasa npomMmbiBaTb NOpaXxeHHoe MeCcTo 0BUNbHBIM
KONM4eCcTBOM BOAbl B TeYeHNe He MeHee 15 MUWHYT.

+  HE UCMNONb3YNTE KOHTENMHEPLI MOBTOPHO.

KNACCUDUKALIMA ONACHOCTEN NO CUCTEME Crc
PeareHT B OlNACHO! H314: BbI3blBaeT cepbe3HbIe 0XXOMM KOXW 1 NMOBpexXaeHns rnas.

P280: Monb3oBaTbCs 3aMTHBIMU NepyaTkamu / 3awnTHOM opexaon /
@ cpeAcTBaMU 3alMThl rmas/nuua.
‘ P303+P361+P353: MPU NMOMAJAHNU HA KOXY (unu Bonocel): MpoMbITe
KOXY BOZOW.
P305+P351+P338: MPU NMOMNAOAHNU B IMA3A: OCTOpOXHO NPOMbITb
BOJOW B TEYEHME HECKONBKMX MUHYT. CHATb KOHTaKTHbIE NINH3bI, €CNY Bbl UMY
nonb3yeTechb M eCnu 310 ferko caenatb. MpogomkuTb NpoMbIBaHUE rMas.
P310: HemeaneHHo o6patutbes B TOKCUKONOTMYECKU LLEHTP unu
K Bpauy.
CepHas kucnota 0,1-0,5%

XPAHEHUE, CTABUJIBHOCTb U YTUITU3ALIUA

*  Xpanute komnnekt peareHtoB COULTER DxH Retic Pack npu 2-30°C.

*  He ncnonbayiiTe NpoayKT NO UCTEYEHUN CPOKa FOJHOCTH.
*  Vcnonb3yiiTe NPoAyKT Npu TemnepaTypax, ykasaHHbIX B PyKOBOACTBAX U/MNN MHTEPaKTUBHOW CrpaBKe Mo MHCTPYMeHTaM.
*  BckpbiTble kOHTENHEPBI CTabuUbHbI B TeYeHe 60 AHEN Npy XpaHEHUN B COOTBETCTBUM C PEKOMEHAALUSIMU.

. YTunusaumsa oTxonoB npoaykta, HeWCnonb3oBaHHOINO npoaykrta wu 3anH3HeHHOI7I YNakoBKM [OJDKHA OCYLWeCTBNATbCA B COOTBETCTBUU C
NPUPOA0OXPaHHBLIM dhefepanbHbIM 3aKOHOAATENbCTBOM, 3aKOHOAATENbCTBOM LUTATOB U COOTBETCTBYOLWMMN NOCTAHOBNEHUAMN MECTHbIX OpraHoB
BnacTtu.
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NPEAOCTABJIAEMbIE MATEPUATDbI

Maketr COULTER Retic
HEOBXOOMMBbIE, HO HE NMPEOOCTABINAEMbBIE MATEPUATDbI

. OocTatouHo peareHToB COULTER ans BeinonHeHns aHanu3a. MNepeyeHb peareHTOB, MCMOMb3yeMbIX C CUCTEMOM, CM. B UHCTPYKLUK MO NPUMEHEHUIO
cuctemMbl UuTonornyeckoro aHanusa UniCel DxH Coulter.

* CnpaBKa CUCTEMbDbI Nnn MHCprKLI,VIVI no NpUMeHeHuto.

NOAroTOBKA

PeareHTbl n3 komnnekta COULTER DxH Retic Pack rotosbl k ucnons3sosanuio. MNpoBoanTe 3aMeHy KOMMNIeKTa peareHToB, CrieAys ykasaHusiM U3 pyKOBOACTB
no npubopy n/vnu cnpaBoyHNKa B CETU.

Bo unsbexaHne nepekpecTHOro 3arpsi3HeHusi npy 3ameHe komnnekta peareHtoB DxH Retic Pack, nepemeliainte Tpybkm 3abopa noodepenHo, HayaB C
peareHTa A (Retic Stain) n 3atem - peareHta B (Retic Clear).

BAXHO! NMpn yacT4HOM MM NOMTHOM 3aMOpPaxXMBaHMM NO3BONbLTE NPOAYKTY HarpeTbCs 4O KOMHATHOM TemnepaTypebl. [Nepemeluanite NPoAYKT OCTOPOXHBIM
nepeBopaYnBaHnemM nepeq nomelleHvem B npubop. YcTaHoBWTe W 3anewite Habop peareHToB, Criefys ykasaHUsiM PyKOBOACTB Monib3oBaTtens u/munm
MHTEePaKTUBHOW CnpaBku No MHCTpyMeHTaMm. [epen Tem, kak aHanuampoBaTb Npobbl NauneHToB, yoeamTech, YTO HOHOBbLIE 3HAYEHWSI NonagaloT B Pamku
[ONYCTUMBIX.

®OPMA NOCTABKU NMPOAOYKTA

COULTER DxH Retic Pack

628021

(Copepxumt 1 x 380 mn PeareHta A n 1 x 1 900 mn PeareHTta B)

TOBAPHbIE 3HAKH

Beckman Coulter, cTunu3oBaHHbIN NOTOTUN U yNOMUHAeMble 34eCb 3Haku mpoaykuum n ycnyr Beckman Coulter aBnsitoTcs ToBapHbIMU 3HaKamu Unu
3apernucTpupoBaHHbLIMM TOBapHbIMM 3Hakamu kopriopauuu Beckman Coulter, Inc. B CoeanHeHHbix LLTatax n opyrux cTpaHax.

AONONMHUTENIbHAA UHPOPMALIUA

Glossary of Symbols (moccapuii cumBonoB) gocTyneH Ha Beb-carite beckmancoulter.com/techdocs npu noncke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBaYeHbl Of4HUM unu Gornee nateHTamn. cM. www.beckmancoulter.com/patents

3a [ONONHUTENBHOW MHpOPMAaLME UK NPU MONyYeHUM NOBPEXAEHHOM NpoayKuMn obpallantech B CEPBUCHBIN LIeHTp komnaHum Beckman Coulter no
TenedoHy 800-526-7694 (B CLUA nnu KaHage) unm cBsxxmTech C BallMM MeCTHbIM npeactaBuTenem komnaHum Beckman Coulter.

MacnopT 6e3onacHocTu AocTyneH Ha caiTe beckmancoulter.com/techdocs

YBEOOMJIEHUE ANA NOJIb3OBATENA

[ns nauneHTa / nonb3oBaTens / TpeTbeln CTOpoHbl B EBponerickom Coto3de 1 B CTpaHax ¢ MAEHTUYHBLIM PerynaTopHbIM pexumoM (PeanameHm 2017/746/EC
8 omHoweHuUU MeduyuHCKux u3ddernuli Ors in vitro duasHOCMUKU); €Cnn, BO BPEMSI UCNOMNb30BaHNS 3TOTO YCTPONCTBA UMW B pesyrnbkTaTte ero NCnornb3oBaHns
Npon3oLLIEN Cepbe3HbIA UHLUUAEHT, cOObLIMTE O HEM NPOU3BOAMTENO U/UNWN €ro YNornHOMOYEHHOMY MPEeACTaBUTEND U CBOEMY HaLMOHANbHOMY OpraHy
perynvMpoBaHus.

CBEAEHUA O BEPCUAX

McxogHas Bepcust, BKovaoLLasi OOHOBNEHUs: AOKYMEHTaLUMKN Ans cooTBeTcTBUS PernameHTy EC 0 MeanUmMHCKUX n3genusx ans auarHocTuku in vitro (IVDR)
(2017/746). OTCyTCTBYIOT U3BMEHEHWNS B OTHOLLEHUW U3AENUSE UM UHCTPYKLMK NO NPUMEHEHMIO.
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COULTER DxH Cleaner
628022, 628023

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

INTENDED USE

A cleaning agent for use on UniCel DxH Coulter Cellular Analysis Systems for components that come in contact with blood samples.

INTENDED USER

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

SUMMARY

The COULTER DxH Cleaner is an azide-free, formaldehyde-free, biodegradable cleaner which contains a proteolytic enzyme that aids in the removal of
protein buildup.

PRINCIPLE

Proteins that flow through apertures may accumulate, and narrow or block aperture openings. The cleaning reagent dissolves proteins at apertures as well
as at aspiration and dispensing components of the systems.’

REACTIVE INGREDIENTS

A solution of a proteolytic enzyme (0.1-0.5% by wt.)

NON-REACTIVE INGREDIENTS

Buffer, stabilizers, preservatives, surfactant

WARNING AND PRECAUTIONS

Inhalation: If product is inhaled, move exposed individual to fresh air. If individual is not breathing, begin artificial respiration by trained personnel and
obtain medical attention immediately.

* Eye Contact: If product enters eyes, rinse eyes gently with water as a precaution.
«  Skin Contact: In case of skin contact, rinse with water as a precaution.
* Ingestion: If product is ingested, rinse mouth with water. If irritation or discomfort occurs, obtain medical attention immediately.

GHS HAZARD CLASSIFICATION

COULTER DxH Cleaner |DANGER May cause allergy or asthma symptoms or breathing difficulties if inhaled.
Avoid breathing vapours.
Wear protective gloves, protective clothing and eye/face protection.
In case of inadequate ventilation, wear respiratory protection.

IF INHALED: Remove person to fresh air and keep at rest in a position
comfortable for breathing.

If experiencing respiratory symptoms: Call a POISON CENTER or
doctor/physician.

Subtilisin 0.1-0.5%

STORAGE STABILITY, AND DISPOSAL
Store COULTER DxH Cleaner at 2-25°C.
* Do not use product past expiration date.
*  Use product at temperatures stated in the instrument online help and/or product manuals.
*  Opened containers are stable for 3 months when stored as recommended.
« Dispose of waste product, unused product, and contaminated packaging in compliance with federal, state, and local regulations.

PREPARATION

COULTER DxH Cleaner is ready to use. Replace the reagent container as directed in your instrument online help and/or product manuals.

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 online help and/or product manuals.
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PRODUCT AVAILABILITY

COULTER DxH Cleaner - 1 x5 L

628022

COULTER DxH Cleaner - 1 x 10 L

628023
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, 04/2022

» Initial Release

C85415-AA 3 of 59

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru



MpombiBatowmm peareHT DxH/Coulter DxH Cleaner
628022, 628023

Ona in vitro guarHocTnku
Tonbko No Ha3Ha4eHuto Bpava B CLUA.

HA3HAYEHUE

OuncTnTenb NpeaHasHayYeH Ans MCNONb30BaHUsi C TEeMU KOMMOHEHTaMK cucTeM LuTonormdeckoro aHanusa UniCel DxH Coulter, KoTopble KOHTAKTUMPYIOT C
npobamu KpoBM.

NMPEANONATAEMbIU NOJIb3OBATE/b

lMpeanonaraembiMn NONb30BaTENAMMN U3[ENUA SABASETCA NepcoHan na6opaTopMM.

KPATKOE ONMUCAHUE

Ounwatowee cpeacteso COULTER DxH — He cogepxalynin asvaa, He cogepxaluin popmanbiernaa 6uopasnaraemelil 04UCTUTENb, KOTOPbLIA COAEePXUT
NPOTEONUTUYECKUI (PePMEHT, CMOCOOCTBYIOLLMNIA yAaNEeHWI0 HakonneHmn benka.

NMPUHUUN PABOTDI

Benku, KoTopble NPOXoasT Yepes OTBEPCTUS, MOryT HaKannmBaTbCA N NPUBOAUTL K CYXXEHUIO OTBEPCTUI Nnn 6ﬂ0KMpOBaTb nX. YnCTALWMM peareHT pacTBopsieT
6enkn B OTBEPCTUAX, a TakKe npun acnupauun n pacnpeneneHnn KOMNoOHeHToB cucremsl.!

WHIPEOUEHTbI, OBNAJAIOLME PEAKLLMOHHOW CNOCOBHOCTbLIO

Pacteop npoteonutuyeckoro depmenTa (0,1-0,5% macc.)

HEPEATUPYIOLWMWE UHITPEOUEHTDI

Bydep, ctabunusaTopsbl, KOHCEpPBaHTbI, cypdakTaHT

I'IPE,EI,YI'IPE)KHEHVIH N MEPbl NPEOOCTOPOXHOCTU

Mpw BAbIXaHUW: NPV BAbIXaHUN npoayKTa nepeMecTuTb NoCcTpanaBLUero Ha CBEXUN BO34yX. B Cly4ae OTCYTCTBUA OblXaHUA HavYaTb UCKYCCTBEHHOE
OblXaHue, KOToOpoe OO0JTKEeH BbINOJTHATb KBaJ'IVIdeILI,I/IpOBaHHbII/I nepcoHan, n HemeaneHHo 06paTVITbCF| 32 MEAMLMHCKON NMOMOLLbIO.

. anI nonagaHuu B rmasa: npu nonagaHnn npoaykrta B rnasa OCTOPOXHO NMPOMbITb UX BOLON B Ka4yecTBe Mepbl NPeaOoCTOPOXHOCTH.
M an nonagaHMU Ha KOXY: Nnpu nonagaHnUn Ha KOXY NPOMbITb I'IOpa)KeHHOVI MEeCTO BOAOWN B Ka4ecTBe Mepbl NPeaOoCTOPOXHOCTU.

*  MMpwv npornaTtsiBaHUK: B Criy4ae NpornaTbiBaHWsi NPOAYyKTa nponorockaTb poT Bogow. MNpu pasapaxeHuy unv AMckoMmgopTe HEMeANEHHO 06paTUTLCS
33 MEAULIMHCKOW NMOMOLLIbIO.

KIMACCU®UKALIUA ONACHOCTEW NO CUCTEME CIrc

Ounwatowee cpeactso  |OMNACHO! Mpu BAbIXaHUW MOXET BbI3blBaTb CUMNTOMbI anneprum Unm actMbl nM6o
COULTER DxH 3aTpyaHeHVe bIXaHus.
MN3beraTb BAbIXaHWS NapoB
@ HapeBaTb 3aliMTHbIe NepyaTky, 3aLUUTHYIO odexay, CPeAcTBa 3almThl
OpraHoB 3peHus / nuua.

B cnyyae oTcyTCcTBMA Hagnexallen BEHTUNSALUN NPUMEHATbL CPeacTBa
3aLLMTbl OPraHOB AblXaHusl.

MPW BObIXAHWW: BbiHECTV NocTpafaBLLEro Ha CBEXMI BO3ayX 1 obecneunTb
€MY MOJIHbIV NOKOW B YAOOHOM A AbIXaHWS MOSIOKEHWN.

Mp1 BO3HWMKHOBEHMM PECMMPATOPHLIX CUMMNTOMOB: 06paTUTLCH B
TOKCUKOJIOTMYECKUN LIEHTP v k Bpady.
Cy6Tunusmn 0,1-0,5%

XPAHEHVIE CTABUIIBHOCTb U YTUITU3ALIUA

XpaHuTb unctawmn peareHT COULTER DxH npu Temnepatype 2-25°C.

*  He ncnonb3yiiTe NpoayKT No UCTEYEHUN CPOKa rOAHOCTM.
*  Vcnonb3yiiTe NpoayKT Npu Temnepatypax, ykasaHHbIX B UHTEPAKTUBHON crpaske no npubopy u/vnm pykoBoACTBaXx Mo MCMonb30oBaHWio npudopa.
*  BckpbITble KOHTeliHepbl CTabunbHbl B TeHeHWe 3 MecsiLeB NPU XpaHEHUM B COOTBETCTBUN C pEKOMEHAALMSMU.

. YTunusaumss 0oTxonoB npoaykta, HeWcnosrnb3oBaHHONO npoaykta wu 3arpH3HeHHOI7I YNakoBKM [OJSDKHa OCYyLWeCTBNATbCA B COOTBETCTBUU C
npUpPoaOOXpaHHbIM cbeqepaanblM 3aKoOHO4aTeNNlbCTBOM, 3aKOHOA4ATENMIbCTBOM LUTATOB U COOTBETCTBYHOLLMMU MNOCTAaHOBMNEHUAMU MECTHbIX OpraHoB
BnacTtu.

- PeareHT B HEBCKPbITbIX yNnakKoBKax crtabuneH 0o 12 mecsiueB (,D,O Aatbl UCTEYEeHNA CpoKa rogHoCTH, yKa3aHHOl7I Ha C-)TVIKeTKe) npun XxpaHeHun B
COOTBETCTBUN C TpeGOBaHMﬂMM. He peKkoMeHayeTCA NCNoNb30BaTh peareHT Nnociie NCTe4eHna Cpoka XpaHeHUd, yKasaHHOro Ha 3TUKeTKe.

NOAroTOBKA

Yuctawmin pearent COULTER DxH rotoB k npumeHeHuo. 3ameHWUTe KOHTEWHEpP C peareHTOM, criedysi yka3aHUsM MHTepaKTUBHOWM cnpaBku no npubopy
n/vnu pyKkoBOACTBaM MO UCMONb30BaHUo npubopa.

BAXHO! Ecnu npoaykt 661 YaCTUYHO MK MOSTHOCTBLIO 3aMOPOXEH, AavTe NPOAYKTY HarpeTbCs A0 KOMHATHOW TemnepaTtypbl. [lepemeluanTe npoaykT,
akKypaTHO nepesopaynBasi hnakoH, 0 BHECEHUSI B UHCTPYMEHT. YCTaHOBUTE U 3anpaBbTe peareHT, Kak OnMcaHo B MHTEPaKTUBHOW CrpaBKe Mo MHCTPYMEHTY
n/vnn pyKkoBoACTBe MNonb30BaTens.
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®OPMA NMOCTABKWU NMPOAOYKTA

Ounctutens COULTER DxH — 1 x5 n

628022

Ounctutens COULTER DxH — 1 x 10 n

628023
TOBAPHbIE 3HAKH

Beckman Coulter, ctTunusoBaHHbIA NOrOTMN U YNOMUWHaeMble 34eCb 3Haku npogdykuun u ycnyr Beckman Coulter saBnsitoTcs ToBapHbIMU 3HaKamu unu
3apermcTpupoBaHHbIMM TOBapHbIMY 3Hakamu kopropaumn Beckman Coulter, Inc. B CoeanHeHHbIx LLTaTtax n gpyrux ctpaHax.

OOMNONHUTEJIbHAA UHO®OPMALIUA
Glossary of Symbols (moccapuii cumBonoB) JocTyneH Ha Beb-carite beckmancoulter.com/techdocs npu noncke no katanoxHomy Homepy C07163.
MoryT 6bITb OXBayeHbl OfHUM unu Gornee nateHTamun. cM. www.beckmancoulter.com/patents

3a pononHuTenbHoW UHGOoPMaLMe Uy Npu NonyyYeHUU NoBpexXAeHHOW Npoaykuun obpallanTech B CEPBUCHBIN LieHTp koMnaHum Beckman Coulter no
TenedoHy 800-526-7694 (B CLUA nnu KaHage) unm cBsXXuTech C BallMM MeCTHbIM npeactaBuTenem komnanium Beckman Coulter.

MacnopT 6e3onacHocTu AoCTyneH Ha caiTe beckmancoulter.com/techdocs

YBEOOMJIEHUE ANA NOJIb3OBATENA

[na nauneHTa / nonb3osaTens / TpeTben cTopoHbl B EBponerickom Coto3e 1 B CTpaHax ¢ MAEHTUYHBIM PErynaTopHbIM pexumom (Peanamenm 2017/746/EC
8 omHoweHUU MedUUUHCKUX usdenuli 05 in vitro duazHOCMUKU); eCnv, BO BPEMS UCMOMb30BaHWA 3TOrO YCTPOMCTBA UMW B pedyrbTaTe ero NCnonb3oBaHus
NpOM30LLEN CEePbe3HbIN MHLUUAEHT, COOOLMTE O HEM NPOU3BOAMTENIO U/UMWN €ro YNoHOMOYEHHOMY MPEeACTaBUTENIO U CBOEMY HALMOHANbHOMY OpraHy
perynupoBaHus.

MHO®OPMALINA TOJNBbKO AJ1iA POCCUA
FAPAHTUA

1.  W3rotoBuTenb rapaHTUpyeT COOTBETCTBUE U3TOTOBMEHHbLIX NPOAYKTOB TPeGoBaHNAM HOPMATUBHOMN U TEXHUYECKOW AOKyMeHTaumn. BesaonacHocTb u
Ka4yecTBO NPOAYKTOB rapaHTUpPYyeTCs B TEYEHNE BCErO CPOKa XpaHEHWs.

2. TpousBoauTens OTBEYAET 3a HeJOCTaTKW U3LENUs, 3a UCKIOYEHMEM AeDeKTOB, BO3HUKLLMX BCREACTBME HapyLIEHUS NpaBusl NoMb30BaHNs, YCNoBUM
TPaHCNOPTUPOBaHWS U XpaHeHUs!, NGO TPETbMX NuL, NMMBO HENPeoaoNMMON CUSbI.

3. B cnyyae, ecnu TexHuuyeckne U (PyHKUMOHAmbHble (MOTPEOUTENbLCKME) CBOWCTBA NMPOAYKTA HE COOTBETCTBYIOT HOPMATUBHOW M TEXHUYECKOW
JOKYMEHTaUun 1 3TU HefocTaTky Gbiny Bbi3BaHbl CKPbITbIM AeEeKTOM MaTepuarnoB Uin Ka4ecTBoM paboT M3roToBUTENs, U3roTOBUTENb BbIMOSHAT
3amMeHy 3a COOCTBEHHbIN CYET.

[ns nonyyeHns MHdopmMaLmmn o kadecTse NpoaykTa obpallanTecs K NpeacTaBuTenio usrotoentens B Poccuiickoin degepaumn.

CBeneHusa o Bepcusx
Bepcusa AA, 04.2022

» [lepBOHa4anbHbIN BbINyCK
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