iChemVELOCITY CalChek Reagent
800-7703

Rx Only in the U.S.A.
INTENDED USE

The iChemVELOCITY CalChek Reagents are a set of buffer-based solutions intended for the in vitro monitoring of specific
gravity, color, and clarity. The iChemVELOCITY CalChek Reagents are manufactured for use only with the iChemVELOCITY
and DxU Urine Chemistry Systems and are intended for use exclusively by healthcare professionals.

For in vitro Diagnostic Use with the iChemVELOCITY and DxU Urine Chemistry Systems.
PRINCIPLE

Specific Gravity: Specific gravity is determined by refractometry in the Urine Chemistry System.

Color and Clarity: Color and Clarity are measured directly from transmitted and scattered light in the sample using proprietary
algorithms embedded in the Urine Chemistry System.

WARNING AND PRECAUTIONS

The iChemVELOCITY CalChek Reagents have 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.

Avoid solution contact with eyes and skin. 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

iChemVELOCITY CalChek EUH208 May produce an allergic reaction.
Reagent #1,#2.#3
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%

Safety Data Sheet is available at beckmancoulter.com/techdocs

NON-REACTIVE INGREDIENTS

Water

Food coloring

Salts

Suspended particles
Preservatives

STORAGE AND STABILITY

Store at 18° C to 25° C (65° F to 77° F).
CalChek reagents are stable for twelve months from the date of manufacture.

Open expiration: Unused reagents may be used for a one-time repeat if necessary within eight hours of opening. Discard
unused reagents after this period.

Do not freeze.
Protect reagents against light.
Do not use reagents after the expiration date printed on the tube labels.

MATERIALS PROVIDED

10 X 10mL iChemVELOCITY CalChek Reagents

MATERIALS REQUIRED, BUT NOT PROVIDED

iChemVELOCITY or DxU Urine Chemistry Analyzer
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+ CalChek Racks
» Personal Protective Equipment

PROCEDURE

Mix by inverting CalChek tubes. Remove stopper. Place in appropriate CalChek racks. Follow the directions in the system’s
Instructions for Use. The system will automatically read each analyte at a specified time. iChemVELOCITY CalChek reagents
come with a barcoded, convenient 10-vial package. The results are displayed on screen or printed as soon as they are
available.

CALCHEK VALUES
CalChek # Type Calibrated Values Report Values
1 Specific Gravity 1.002 +/- 0.003 Pass/Fail
2 Specific Gravity 1.030 +/- 0.005 Pass/Fail
3 Specific Gravity 1.060 +/- 0.005 Pass/Fail
4 Color Colorless Pass/Fail
5 Color Straw Pass/Fail
6 Color Normal Yellow Pass/Fail
7 Color Amber Pass/Fail
8 Clarity Slightly Cloudy Pass/Fail
9 Clarity Cloudy Pass/Fail
10 Clarity Turbid Pass/Fail

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.
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, 03/2021

Initial Release

Revision AB, 08/2021

Updated Proprietary Name

Updated INTENDED USE section

Updated copyright year
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PeareHT iChemVELOCITY CalChek
800-7703

Tonbko no Ha3HavyeHuto Bpaya B CLUA.

HA3HAYEHUE

PearenTbl iChemVELOCITY CalChek npeacrtasnstoT cobov Habop pacTBopoB Ha ocHoBe Oydepa, npegHasHayYeHHbIX Ans
MOHUTOPVHIa yaenbHOW MIIOTHOCTK, LBEeTa M npo3padHocTyu in vitro. PeareHTbl iChemVELOCITY CalChek npousBoasiTcs
ONsi UCMNONb30BaHUSA TONbKO C Buoxmmmudecknmm aHanmsatopamm moudn iChemVELOCITY n DxU n npegHasHayeHbl ons
NCMNOMb30BaHUS UCKITYMTENBHO CcrneunanMcTammn 3gpaBooOXpaHeHUs.

[aHHbIN peareHT npegHasHaveH ang in vitro 4narHoCTukn ¢ buoxummdeckumm aHannsatopamm moum iChemVELOCITY u DxU.

NMPUHUUN PABOTDI
YaenbHas NAOTHOCTb: YAerbHas NIOTHOCTb ONpefensieTcs pedpakTOMeTpUEN B cUCTEME GUOXMMMYECKOTO aHann3a Moy,

LiBeT 1 npo3payHOCTb: LBET U NMPO3PaYHOCTb U3MEPSIIOTCS HEMOCPEACTBEHHO MO NMPOXOASLLEMY M pacCesHHOMY CBETY B
npoGe, ¢ Ucnonb3oBaHMeM COBCTBEHHBIX anropMTMOB KOMMaHUW, BCTPOEHHbIX B CUCTEMY BMOXMMUYECKOro aHanmsa Mou.

NPEAYNPEXAEHUA N MEPbI NMPEQOCTOPOXHOCTU

* iChemVELOCITY CalChek Reagents (PeareHTbl iChemVELOCITY CalChek) npusHaHbl 6e3onacHbIMW COrnacHo
HopMaTuBam, BbiMyLeHHbIM YnpaeneHnem CLUA no oxpaHe Tpyaa u npombiwneHHon rurmeHe (OSHA) B 29 CFR 1910.
1200(d).

» [lpu cbope, 06paboTke, XpaHeHUN 1 yTUnn3aumm obpasuoB HeobxoaMMo cobnogaTe Mepbl NPESOCTOPOXKHOCTMU.
* Vcnonb3ynTe coOTBETCTBYOLWME NHAMBUAYalbHbIE CPEACTBA 3aluThl Npu paboTe.

* W3beranTe nonagaHus pacTBopa B rfasa u Ha koxy. Mepbl nepBoi NOMOLLM CM. B nacnopTe 6e3onacHoCTy.

* PekomeHAOBaHHbIA METOA YTUNN3aLmMn MOXHO Y3HaTb Y MECTHbIX OpraHoB BNacTy.

KNACCU®UKALINA ONMACHOCTEN NO CUCTEME CIc

Pearent iChemVELOCITY EUH208 MoxeT BbI3blBaTb anmnepruieckyto
CalChek Ne1, No2.Ne3 peakuuio.
peakunoHHasi cMecCb U3
5-xnopo-2-metun-
4-n30TMasonuH -3-oH
[EC Ne 247-500-7] n
2-mMeTnn-4-n30TnasonuH -3-oH
[EC Ne 220-239-6](3:1) < 0,05%

Macnopt 6e3onacHocTy AocTyneH Ha cante beckmancoulter.com/techdocs

HEPEAIT'MPYKWOLWHWE MHITPEOUWUEHTDI
* Bopa
* [MnweBon kpacutenb
+ Comm
+ CycneHgupoBaHHble YacTuubl
* KoHcepBaHThI

XPAHEHUE U CTABUJIBHOCTb
* XpaHute npu Temnepatype ot 18°C go 25°C (ot 65°F go 77°F).
» PeareHTbl CalChek cTabunbHbl B Te4eHME ABEHaALAT MecsueB € AaTbl NPOU3BOACTBA.

. CpOK rOOAHOCTU nocCne BCKPbITUA YNakKOBKU: B Chy4ae HeobxoaMMOCTM HEMWCMNONb30BaHHbIE peareHTbl MOryT
ncnosib3oBaTbCA And OOHOKPATHOINo NOBTOPHOIO aHann3a B TedeHne BOCbMW YacoB MNocrie BCKPbITUA. minwampyVlTe
Hencnornb30BaHHbIE peareHTbl N0 NCTe4YeHnn ITOro nepmoaa BpeMeHu.

* He 3amopaxuBartb.
« 3awmuwanTte peareHTbl OT BO3AEUCTBUA CBETA.
* He ucnonb3yrite peareHTbl N0 NCTEYEHUM CPOKa MOAHOCTU, yKa3aHHOMO Ha 3TUKETKE NPOBUPKY.
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NMPEAOOCTABINAEMbIE MATEPUAITDbI
* 10 X 10 mn, peareHtbl iChemVELOCITY CalChek

HEOBXOAUMbBIE, HO HE NPEAOCTABIIAEMbIE MATEPUAIbI
* iIChemVELOCITY Urine Chemistry Analyzer (Buoxumudeckuii aHanunsatop moun iChemVELOCITY) nnu noxnmmnyeckmn
aHanusatop mouun DxU
» lratmebl CalChek

* VHavBmayanbHble cpeacTBa 3aluTbl

NMPOLUELNYPA

Mepemewante nytem nepesopadynBaHus npobupok CalChek. W3Bnekute npobky. YcTaHOBMTE Ha COOTBETCTBYHOLLME
wraTtmebl CalChek. CnegynTte ykazaHUsIM WUHCTPYKUMW MO NPUMEHEHUIO cucTeMbl. CucTemMa aBTOMAaTUYECKU BbIMOMHUT
CUMTbIBAHME KaXOoro aHanuTa B ykasaHHoe Bpemsi. PeareHTbl iChemVELOCITY CalChek noctynaioT B cHaGXeHHOM
LWTpUX-KoaoM yaobHown ynakoske no 10 donakoHoB. Pe3ynbraTbl 0TOGpaxaloTCs Ha aKpaHe MUnn pacrnedaTbiBaloTcd N0 Mepe
nonyyeHus.

3HAYEHUA CALCHEK
CalChek Ne Tun KanubpoBaHHble Coob6LwaemMble 3Ha4YeHUs
3Ha4YeHusi
1 YpenbHasi NNIOTHOCTb 1,002 +/- 0,003 [Mpoxoant/He npoxogut
2 YoenbHbI BEC 1,030 +/- 0,005 Mpoxoant/He npoxogut
3 YpenbHbIn BEC 1,060 +/- 0,005 Mpoxogut/He npoxogut
4 Liset BecLBeTHbIN IMpoxogut/He npoxoamt
5 Liset COnoMeHHbIW IMpoxogunt/He npoxoamt
6 Liset HopmanbHbIV XenTbiv Mpoxogut/He npoxoamt
7 Liset AHTapHbIN Mpoxognt/He npoxoant
8 [Mpo3pavyHOCTb MyTHOBaTLIN Mpoxognt/He npoxoant
9 [Mpo3pavyHOCTb MyTHbIN [Mpoxoant/He npoxogut
10 [Mpo3pavyHOCTb Turbid Mpoxoant/He npoxogut

CNYXXBA TEXHUYECKOW NMOAAEPXKMU

3a [ononHUTENbHOW MHAOpPMauuen Unm npu NonyyYyeHun NOBPEXAEHHOW NpoayKumn obpallanTtecb B CEPBUCHLIA LIEHTP
komnaHum Beckman Coulter no tenedoHy 800-854-3633 (B CLUA nnu KaHage) nnu cBsxuTecb ¢ MECTHbIM NpeacTaBuTenem
Beckman Coulter.

Mmoccapwuii cumsonos (kaT. Ne C27648) noctyneH Ha cante beckmancoulter.com/techdocs.

TOBAPHbIE 3HAKU

Beckman Coulter, cTunusoBaHHbIN NIOroTMN U ynomMuHaemble 30ecb 3Haku npogykumu u yenyr Beckman Coulter siBnstotcs
TOBaPHbLIMUK 3HAKaAMW NN 3apPErMcTPUPOBaHHbIMU TOBaApHLIMK 3HakamMmu koprnopaumm Beckman Coulter, Inc. B CoegMHeHHbIX
LraTtax n gpyrnx ctpaHax.

MoryT 6bITb OXBa4eHbl ogHUM Unu Bonee nateHTamu. cM. www.beckmancoulter.com/patents
OOMNONHUTEJNIbHAA UHOOPMALIUA

MHPOPMALIUA TOJNIBKO AJ1Ad POCCUN

CTABUJIbHOCTb

PeareHT B HEBCKPbITbIX ynakoBkax ctabuneH oo 18 mecsueB (0o AaTbl UCTEYEHUSI CPpOKa rOAHOCTU, yKa3aHHOW Ha 3TUKETKE)
npu XpaHeHWM B COOTBETCTBUM C TpeboBaHuMAMWU. He pekoMeHAOyeTcs MCMONb30BaTbh peareHT Nnocrne UCTeYeHust Cpoka
XPaHeHWs1, yKa3aHHOro Ha 3TUKETKE.

KAYECTBO NMPOAYKTA

Ons nonydyeHus wvHdopMaUUM O KayecTBe npoAykTa obGpallanTteck K npedcTaBuTento usrotoeutenss B Poccuiickoin
depepauun.

FAPAHTUA

1. WsrotoBuTEmnb rapaHTUpyeT COOTBETCTBUE W3rOTOBMIEHHBLIX MPOAYKTOB TPeOOBaHUSIM HOPMAaTMBHOW UM TEXHWUYECKOM
[OKyMeHTauuu. besonacHocTb 1 ka4yeCTBO NPOAYKTOB rapaHTUPYETCst B TEHEHUE BCEMO CPOKA XPaHEHUSI.

2. TllpousBoguTenb OTBeYaeT 3a HedoCTaTKW U3Oenusi, 3a UCKMoYeHneM AedeKTOB, BO3HUKLLMX BCIEACTBUE HApyLUEHUS
npaBui Nofb30BaHuWsl, YCITOBWIA TPAHCNOPTUPOBAHUS U XpaHeHUS], TGO TPeTbUx NuL, NMMBo HENPEOLONNMON CUIbI.
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3. B cnyyae, ecnu TexHuuyeckme U yHKUMOHamNbHble (NOTPEGUTENbCKME) CBOWCTBA NpPOAYKTa HEe COOTBETCTBYHOT
HOPMaTMBHOMN N TEXHWUYECKON OOKYMEHTaLMN U 3TU HeAOCTaTKM GbiNu Bbi3BaHbl CKPbITLIM AE(EKTOM MaTepuanos Unu
KauyecTBOM paboT M3roTOBUTENS, U3FOTOBUTENb BhIMOMHUT 3aMeHY 3a COGCTBEHHbIN CYET.

CBEOEHUA O BEPCUAX
Bepcua AA, 03.2021

MepBOHa4anbHbINA BbIMYCK

Bepcua AB, 08.2021

O6HoBNEHO NpornpueTapHoe Ha3BaHue
O6HoeneH pasgen NMNPEAHA3HAYEHUE
OGHOBNEH rog aBTOPCKOro rnpasa
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iQ Calibrator
800-3103

Rx Only in the U.S.A.

INTENDED USE
iQ Calibrator is intended for in vitro diagnostic use with iQ 200 and DxU Microscopy Series Analyzers.

PRINCIPLE

iQ Calibrator is a suspension of fixed human red blood cells in a particulate-free solution. It is used to automatically
calibrate the iQ200 and DxU Microscopy Series Analyzers. An accurate count is certified and the expected
value (accurate to approximately 8.3%) is printed on each label. Barcodes are provided that contain Lot number,
Expiration date and Expected value.

WARNING AND PRECAUTIONS

* The iQ Calibrator 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.
* Avoid skin and eye contact. 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

iQ Calibrator EUH208 May produce an allergic reaction.
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%

Safety Data Sheet is available at beckmancoulter.com/techdocs

NON-REACTIVE INGREDIENTS

iQ Calibrator: Human erythrocytes, water, salts, dyes and preservatives. The concentration of stabilized human
erythrocytes is <1% in an aqueous suspension. Non-reactive for HbsAg, HCV 3.0 Ab, HIV 1/ 2, HIV-1 p24
Ag, RPR and ALT <82 IU/mL. The stabilized human erythrocytes are chemically fixed, which thus minimizes any
biohazardous risks.

STORAGE AND STABILITY

+ Storeat2°Cto8 C (356" Fto46.4°F)

» iQ Calibrator is stable for eight months from date of manufacture

* Open expiration: 24 hours from bottle open time

* Do not freeze

* Do not store in direct sunlight

+ Each bottle is expected to yield single calibration and should not be used again

* Do not mix the calibrator from different bottles

» Bring to room temperature before use

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

*+ 4 X 125 mL iQ Calibrator

* 1 X 40iQ Calibrator Barcode Labels
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MATERIALS REQUIRED, BUT NOT PROVIDED

* Approved tubes listed in the iQ200 or DxU Microscopy Series Analyzer Instructions for Use. Do not use
preservative tubes.

* iQ200 or DxU Microscopy Series Analyzer
* Personal Protective Equipment.
LIMITATION OF THE PROCEDURE
No interferences are reported.
PROCEDURE

Shake the bottle as directed in the iQ200 or DxU Microscopy Series Analyzer Instructions for Use before use and
follow the directions for calibration. The included barcodes provide the lot number, expiration date, and expected
value to the instrument. The passing results are displayed on screen as soon as they are available.

iQ CALIBRATOR NOMINAL ASSAY VALUES AND RANGES
CONTROL NOMINAL ASSAY VALUE RANGE
iQ CALIBRATOR 1200 (MEAN; particles/uL) + 100

Important Note: The actual assay values for the iQ Calibrator may change from LOT number to LOT number.

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.

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, 03/2021

Initial Release

Revision AB, 08/2021

Updated Proprietary Name

Updated copyright year
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IQ Calibrator (Kanu6patop)
800-3103

Tonbko no Ha3HavyeHuto Bpaya B CLUA.

HA3HAYEHUE

iQ Calibrator (Kanubpatop iQ) npegHasHadeH pans in vitro guarHoctukm ¢ iQ200 Microscopy Series
Analyzer (AHanusatop Afs MUKPOCKOMMYECKOro uccrieqoBaHma Moum cepum iQ200) n aHanmsaTopom Anis
MUWKPOCKONUYECKOro nccrnegosaHnsa moum cepmm DxU.

NMPUHUUN PABOTDI

iQ Calibrator (Kanubpatop iQ) npeactaensetr cobon cycneH3mio hUKCUPOBAHHBIX 3PUTPOLIMTOB YeroBeka B
pactBope 6e3 nocTtopoHHUX Yactuy. OH mcnonb3yercs Ans aBToMartmyeckon kanmbposkm iQ200 Microscopy
Series Analyzer (AHanusatop AN MMKPOCKOMUYECKOro mccrnegoBaHus mounm cepum iQ200) n aHanusaTopa
AN MUKPOCKOMMYECKOro mnccregoBaHusa moum cepum DxU. TodHbIM nogcyeT cepTUdUUMPOBaH, M OXugaemoe
3HayeHne (C TOo4HOCTbio NpubnusutenbHo 8,3%) HaneyaTaHo Ha Kaxgon aTuketke.  [pegoctaensawTcA
LUTPUXKOAbI, KOTOPbIE codepXXaT Ko NapTun, CPOK roAHOCTU Y OXMAaeMOoe 3HaYeHue.

NPEAYNPEXAEHUA N MEPbI NPEOOCTOPOXHOCTU

* iQ Calibrator (Kanubpatop iQ) npmsHaH 6e3onacHbIM COrnacHoO HopMaTMBaM, BbiNyLEHHbIM YNpaBrieHnem
CLWA no oxpaHe Tpyaa n npombiwneHHoun rurmeHe (OSHA) B 29 CFR 1910.1200(d).

« [lpn cbope, obpaboTke, xpaHeHUn U yTUnNM3aumm obpasyoB Heobxogumo cobnogate  Mepbl
NpenoCcTOPOXKHOCTMU.

* Vcnonb3ynte COOTBETCTBYHOLUNE MHOMBUAYAlbHbLIE CPEACTBA 3aLlMThl Npu paboTe.
* W3beranTte nonagaHusa Ha KOXy 1 B rnasa. Mepbl nepBon noMoLM cM. B nacnopte 6e30nacHOCTW.
* PekomeHOOBaHHbIM MeTOL YyTUNU3aUUmn MOXHO y3HaTb Y MECTHbIX OpraHOB BNacTu.

KNACCU®UKALINA ONACHOCTEN NO CUCTEME CI'C

IQ Calibrator (Kannbpatop) EUH208 MoxeT BbI3blBaTb anneprmyeckyto
peakuuio.
peakunoHHas cMecb U3
5-xnopo-2-meTun-
4-130TNasonmH -3-0H
[EC Ne 247-500-7] u
2-mMeTun-4-n30TnasonuH -3-0oH
[EC Ne 220-239-6](3:1) < 0,05%

MacnopT 6e3onacHOCTM AOCTYNeH Ha canTe beckmancoulter.com/techdocs

HEPEATUPYIOLWWIMWE UHITPEOUEHTDI

iQ Calibrator (Kanubpatop iQ): 4enoBeyeckne apuUTpPOUUTBLI, BOAA, COMWU, KPACUTENN WU KOHCEPBAHTHI.
KoHueHTpauns cTabnnmampoBaHHbIX YEerOBEYECKMX IpUTPOUMUTOB cocTaBnsaeT < 1% B BoaHOM cycneHsuu. He
naet peakuuun Ha HbsAg, HCV 3.0 Ab, HIV 1/2, HIV-1 p24 Ag, RPR u ALT < 82 ME/mn. CtabunuampoBaHHbIe
YernoBeYeCKMe SPUTPOLNTLI XMMUYECKN (DUKCUPOBAHbI, YTO MUHUMU3UPYET PUCKN BUONOrM4eckor onacHoCT!.

XPAHEHUE U CTABUJIbBHOCTb
*  XpaHutb npu 2-8°C (35,6-46,4°F)
* iQ Calibrator (Kannbpatop iQ) ctabuneH B Te4eHne BOCbMU MecsiLEeB C AaTbl NPOU3BOACTBA
* Cpok rogHOCTU nocrne BCKPbITUS YNaKoBKKU: 24 yaca C BpeMEHWU BCKPbITUS ByThbinn
* He 3amopaxuBaTb
* He xpaHnTe nog BO3OENCTBUMEM NPSMbIX CONMHEYHbIX fyYen

« Kaxpass OyTbinb npegHasHayeHa Ans NPOBEAEHUS OOHOW KanuOpOBKM M He [OIMKHa MCMorb30BaThCs
NOBTOPHO

* He cmelwmBanTe kanubpartop 13 pasHbiX OyTbien
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« [oBeauTe 4O KOMHATHOWM TemnepaTypbl nepes UCnosib30BaHneM
« 3anpeLyaeTcs MCNonb3oBaHWE pacTBopa Nocne UCTeYEHMs Cpoka roaHOCTH, YKa3aHHOro Ha 3TUKeTKe By Tbinu

NMPEOOCTABIIAEMbIE MATEPUATDbI
* 4 X 125 mn, iQ Calibrator (Kann6patop iQ)
+ 12X 40, iQ Calibrator Barcode Labels (3TnkeTkn co wTpmxkogom kanmbpartopa iQ)

HEOBXOAUMBbIE, HO HE NMPEOOCTABINAEMbIE MATEPUAITbI

* OpobpeHHble Nnpobupkn nepeumcnetbl B Q200 Microscopy Series Analyzer Instructions for Use (MHCTpykuun
Mo NPUMEHEHNI0 aHanNu3aTopa A1 MMKPOCKOMNUYeCKoro nccrnegosanus movm cepumn iQ200) n DxU Microscopy
Series Analyzer Instructions for Use (MHCTpyKuMn No NpyMeHeHU0 aHanuasatopa Ang MUKPOCKONMUYECKOro
nccnegosaHms moumn cepum DxU). He ncnoneayite npobMpKu ¢ KOHCEPBAHTOM.

+ iQ200 Microscopy Series Analyzer (AHanu3artop Ans MMKPOCKONUYECKoro nccnegosaHmsa moun cepum iQ200)
N aHanmnsaTop ANs MUKPOCKOMMYECKOro uccnegosaHus moumn cepumn DxU

*  WHpuBmayanbHble cpeacTsa 3almThl.

OrPAHUYEHUA METOOA
He coobuwanocb 0 BO3MOXHOW MHTEPdEPEHLMN.

NMPOLIEQYPA

BcTpaxHute OyThinb, kKak ykasaHo B iQ200 Microscopy Series Analyzer Instructions for Use (MHCTpykuumn no
NPUMEHEHUIO aHanNM3aTopa 41 MMKPOCKOMMYeCKoro nccrnegosanus moym cepum iQ200) n DxU Microscopy Series
Analyzer Instructions for Use (MHCTpyKLMM MO NPUMEHEHNIO aHanNM3aTopa ANd MUKPOCKONMUYECKOro NccneaoBaHms
moum cepumn DxU), nepea ncnonb3oBaHneM, 1 criegymTe ykasaHuam no kannbposke. MNpunoxeHHble WTpUXKoabl
yKasbiBaloT nNpubopy HoMep napTun, CPOK FOAHOCTU U oxuaaemoe 3HadeHue. [poxogsuime pesynsrathbl
oTOBpaxaloTCs Ha aKpaHe No Mepe MosyyYeHus.

iQ CALIBRATOR (KAJIMBPATOP iQ), HOMUHAJIbHbIE 3HAYEHUA OBPA3LIA U ANANA30OHOB NMPUMEHEHUA

KOHTPOJIIbHbIA MATEPUAT HOMWHANBHBLIE OUANA3OH NPUMEHEHUA
3HAYEHUA OBPA3LIA
iQ CALIBRATOR 1 200 (CPEOHEE + 100
(KATIMBPATOP iQ) 3HAYEHUE; yactuu/mkn)

BaxHoe npumeyaHue: hakTuyeckme 3Ha4YeHnst KonnyecTseHHoro onpeaenexus ansa iQ Calibrator (Kannbpatop
iQ) MOryT MeHATLCS OT OAHOro K ApyroMmy Homepy NMAPTUN.

CNY>XBA TEXHUYECKOW NMOAAEPXKHU

3a JONONHUTENBHON MHGOPMaUMEN NN NPU NONYyYEHUN NOBPEXAEHHOW NPOoAYKUMKN obpallanTecb B CEPBUCHbIN
ueHTp komnaHun Beckman Coulter no tenedoHy 800-854-3633 (8 CLUA nnu KaHage) nnu cBaxunTecb ¢ MECTHbIM
npeacrasutenem Beckman Coulter.

Moccapun cumeonos (kat. Ne C27648) noctyneH Ha canTte beckmancoulter.com/techdocs.

TOBAPHbIE 3HAKU

Beckman Coulter, cTnnuaoBaHHbIN NOroTMN U yNnoMMHaeMble 30ecb 3Haku npoaykuumn mn ycnyr Beckman Coulter
ABMSOTCA TOBAPHbLIMU 3HaKamMn UNn 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 NHO®OPMALUA
MHPOPMALUA TOJNIBKO AJiAd POCCUN

CTABUJNIbHOCTb

PeareHT B HEBCKpbITLIX yNakoBkax cTabuneH 4o 8 mecsaues (40 AaTbl UCTEYEHMST CPOKA FMOAHOCTH, YKa3aHHOW Ha
3TUKETKE) MpPU XpPaHEeHNN B COOTBETCTBUM C TpeboBaHuAMU. He pekomeHOyeTcs MCNonb30BaTb peareHT nocne
NCTEYEHMSI CPOKA XPaHEHMS!, yKa3aHHOIro Ha 3TUKETKE.
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KAYECTBO NMPOAOYKTA

[na nonyveHust tHpopmauumn o kadecTBe NpodykTa obpallanTech K NpeacTaBUTENo M3rotoBuTensa B Poccumnckon
denepaumn.

FTAPAHTUA

1. WsrotoBuTenb rapaHTUpyeT COOTBETCTBME W3rOTOBMEHHbLIX MPOAYKTOB TpeboBaHMSIM HOpMaTMBHOW W
TEXHWYECKOW JOKYMeHTauun. be3onacHoCTb M kKa4yecTBO NPOAYKTOB rapaHTMPYETCA B TEYEHNE BCEro Cpoka
XpPaHeHUS.

2. lMpounsBoanTenb OTBEYAET 3a HeOQOCTaTKU M3OENUs, 3a UCKNOYEHNEM AedEeKTOB, BO3HUKLLMX BCNencTBue
HapyLleHnsi NpaBuIl NOSb30BaHUA, YCMOBUM TPaHCMNOPTUPOBAHUSA U XpaHEHUSA, NMBOo TpeTbux nuu, Nnbo
HenpeogonMMon cusbl.

3. B cny4ae, ecnu TexHn4veckue n pyHKUMOHanNbHbIE (NoTpebutenbckne) CBoMCcTBa NpoayKTa He COOTBETCTBYIOT
HOPMaTUBHOM W TEXHWYECKOW AOKYMeHTauum v 3TU HegocTaTku Obinv Bbl3BaHbl CKPbITbIM OedeKTOM
mMartepuarnoB UM Ka4ecTBOM paboT N3roTOBUTENS, U3rOTOBUTENb BbINOMHUT 3aMeHY 3a COBCTBEHHbIV CYET.

CBEOEHUA O BEPCUAX

Bepcusa AA, 03.2021
lMepBoOHaYanbHbIN BbIMNYCK

Bepcusa AB, 08.2021

O6HoBNEHO NponpueTapHoe Ha3BaHue
O6HoBIEH roa aBTOPCKOro npaea
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IRISpec CA/CB/CC
800-7702

Rx Only in the U.S.A.

INTENDED USE

IRISpec CA/CB/CC is an assayed QC material for monitoring of urine chemistry analytes and devices as listed in
this Instruction for Use.

For in vitro diagnostic use only.
WARNING AND PRECAUTIONS
» All biological materials used in this control set are of non-human origin.

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

» Wear appropriate personal protective equipment when handling.
* Avoid skin and eye contact. Refer to the Safety Data Sheet for first aid measures.
» Consult local or state authorities with regard to recommended method of disposal.
* Do not pipette.

GHS HAZARD CLASSIFICATION

IRISpec CA Urine Chemistry DANGER

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.
Sodium Borate Decahydrate 1 - 2%
IRISpec CB Urine Chemistry DANGER

H360 May damage fertility or the unborn
child.

EUH208 May produce an allergic reaction.

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.

Boric Acid 0.1 - < 0.3%

Subtilisin < 0.1%
IRISpec CC Urine Chemistry DANGER

Control

H360 May damage fertility or the unborn
child.
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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.
Boric Acid 0.3 - 1%

Safety Data Sheet is available at beckmancoulter.com/techdocs

REACTIVE INGREDIENTS

Glucose, 11 g/L

Bilirubin (bovine), 80 mg/L
Sodium nitrite, 6.7 mg/L
Ascorbic acid, 100 mg/dL
Hemoglobin (bovine) 14.3 mg/L
2,5-dimethylindole, 54 mg/L
Albumin (bovine) 4.5 g/L
Calcium chloride, 8.0 g/L
Acetone, 16 mL/L

Microbial esterase, 120 mg/L

NON-REACTIVE INGREDIENTS

Stabilizing Agents
Buffers

Salts
Preservatives
Deionized Water

STORAGE AND STABILITY

Store at 2°C to 8°C

Refrigerate immediately upon receipt
IRISpec CA, CB and CC are stable for six months from the date of manufacture
Open expiration: 15 days at 2°C to 8°C

Protect from light

Do not use solutions after the expiration date printed on the bottle labels

MATERIALS PROVIDED

3 x 100 mL IRISpec CA Control
3 x 100 mL IRISpec CB Control
3 x 100 mL IRISpec CC Control

MATERIALS REQUIRED, BUT NOT PROVIDED

Urine Chemistry Strips
Sample Tubes
Personal Protective Equipment

C36362-AD
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PROCEDURE

1. Remove CA/CB/CC set from the refrigerator; pour an aliquot from each bottle into a separate tube. Ensure
sufficient volume to wet the strip if testing manually or follow instrument manufacturer’s instructions. Return

tightly capped control bottles to the refrigerator immediately.

2. Allow aliquots to warm to room temperature (20° to 28°C). Use control aliquots within one hour of pouring.
Protect aliquots from light.

3. Treat each aliquot as a separate control material. If using visual read strips, do not dip more than one strip

into an aliquot.

4. Compare results obtained for each control with the Assay Value — Table of Acceptable Result Ranges (shown
below) for the appropriate strip or strip-instrument combination. Ranges given are intended only as guidelines.
More stringent ranges may be validated by each laboratory. However, establishing more lenient ranges is not
acceptable. Note: a value less than 40mg/dL for ascorbic acid should prompt the operator to troubleshoot the

chemistry strip, the control or instrument (if applicable).
5. Discard aliquots after single use. Do not pour back into bottle.

ASSAY VALUES — TABLE OF ACCEPTABLE RESULT RANGES

iChemVELOCITY and DxU Urine Chemistry Systems with iChemVELOCITY
Urine Chemistry Strips

Analyte IRISpec CA IRISpec CB IRISpec CC
Bilirubin 0.5 — = 8.0 mg/dL NEG. NEG.
8.5 — = 140 ymol/L
(+) = (+++)
Urobilinogen NORM. 2 — 28 mg/dL NORM.
34 — = 140 pymol/L
(+) = (+++)
Ketone NEG. 10 — > 100 mg/dL NEG.
1 —->10 mmol/L
(+) — (+++)
Ascorbic Acid NEG. NEG. 40 mg/dL
2.28 mmol/L
++
Glucose 200 — = 1000 mg/dL NA NEG.
11 — = 56 mmol/L
(++) — (+++4)
Protein 100 — = 600 mg/dL NEG. NEG.
1-26g9g/L
(++) — (++++4)
Blood 0.03 — 0.5 mg/dL NEG. NEG.
.3 -5 mg/L
Trace — (++)
pH 8-9 5-6 5-6
Nitrite NEG. 0.1 — 0.2 mg/dL NEG.
(+) — (++)
Leukocytes NEG. 75 — 500 WBC/uL NEG.
(+) = (+++)
| SG* | 1.005 — 1.020 | 1.010 — 1.020 | NA

LIMITATION OF THE PROCEDURE

Minimize oxygen exposure of product. Do not shake bottles. Improper storage and handling may reduce analyte
concentration (specifically Bilirubin) and may prematurely result in a negative reading. A color change from orange
to green for the CA control may indicate such a process has occurred. The CB control may become turbid with
time; this does not impact the performance. Each laboratory should establish its own precision parameters.
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TECHNICAL SUPPORT

For addition information, or if damaged product is received, call Beckman Coulter Technical Support 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.

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 DATE DESCRIPTION
AA December 2018 |Initial Release
REVISION DATE DESCRIPTION
AB August 2021 [Updated Proprietary Name

Updated website address
Updated Legal Manufacturer Phone Number
Updated copyright year.

REVISION DATE DESCRIPTION

AC December 2023 [Updated PROCEDURE section

Updated Brazilian Legal Manufacturer Address
Updated copyright year.

REVISION DATE DESCRIPTION
AD February 2025 |[Updated Assay Table
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IRISpec CA/CB/CC (KonTponu IRISpec CA/CB/CC)
800-7702

Tonbko no Ha3HavyeHuto Bpaya B CLUA.

HA3HAYEHUE

IRISpec CA/CB/CC (KoHTponn CA/CB/CC) — matepuarn KOHTPOMS KadecTBa C U3BECTHbIM COOEpPXaHMeM 1S
MOHWTOPMWHIA aHaNUTOB M YCTPONCTB AN BUOXMMUYECKOTO aHanm3a MOYM, NEPEYNCEHHbBIX B 9TOW UHCTPYKLMM
MO NMPUMEHEHMUIO.

Tonbko onsa guarHocTukm in vitro.
NPEAYNPEXOEHNA N MEPbI NMPEOOCTOPOXHOCTHU

Becb OGuonorumdeckunn matepuan, MUCNonb3yembli B 3TOM Habope KOHTPOMbHbIX MaTepuanoB, He
YeroBEYECKOro NPOUCXOXOEHUS.

Mpn cbope, o06paboTke, XpaHeHUn U yTunusauum obpasuoB Heobxogumo cobnigate  Mepbl
NPeaoCTOPOXHOCTW.

Mcnonb3ynte COOTBETCTBYOLWMNE NHAMBMAYaNbHbIE CpeacTBa 3awuTbl npu pabore.

M3beranTte nonagaHnsa Ha KOXy 1 B rnasa. Mepbl nepBo NOMoLLM CM. B nacrnopte 6e3onacHoCTu.
PekomeHO0BaHHbIM METOA YyTUNN3aLUMU MOXHO Y3HaTb Y MECTHbIX OpraHoB BMacTy.

He nunetupynTe.

KNACCU®UKALINA ONACHOCTEN NO CUCTEME CI'C

IRISpec CA Urine Chemistry OMNACHO!

Control

H360 MoXeT NpUBeCTM K HapyLLEHUIO
penpoayKTUBHON (PYyHKLMM 1N
HaHecTu Bpef pebeHky B yTpobe

mMaTepw.

P201 MNepepn vcnonb3oBaHMEM NOMNYYUTb
cneynanbHble NHCTPYKUUN.

P280 HapesaTb 3aWwmTHbIE NepyaTku,

3alUTHYIO odexay, cpeacTea
3alMTbl OpPraHoB 3peHus / nuua.
P308+P313 MNP Bo3gencTsun unm
NOL4O3PEHNM HA BO3AENCTBUE:
obpatuTtbcsa 3a MeguLMHCKOM
MOMOLLIBHO.
Hatpwus 6opar, gekarngpart 1 - 2%
IRISpec CB Urine Chemistry OINACHO!

Control

H360 MoxeT NpuBeCTN K HapYyLLUEHUIO
penpoayKTUBHON (PYHKLMM 1N
HaHecTu Bpepn pebeHky B yTpobe
martepu.

EUH208 MoxeT BbI3blBaTb annepruyeckyro
peakuuio.

P201 Mepen ncnonb3oBaHWEM NONYYUTb
cneynanbHble MHCTPYKUUN.

P280 HapesaTb 3awWMTHbIE NepyaTku,
3alnTHYIO ogexnay, cpeacrtea
3aLMTbl OpPraHoB 3peHus / nuua.
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P308+P313 NMPW Bo3genctBum nnm
nogo3peHnn Ha BO3OENCTBUE:
obpaTtuTbCsa 3a MeguLMHCKOM
NMOMOLLIbIO.

BopHas kucnota 0,1 - < 0,3%
Cy6TmnuanH < 0,1%
IRISpec CC Urine Chemistry OIMNACHO!

Control

H360 MoxeT NpuBECTU K HapYLLEHUIO
penpoayKTUBHON (PYyHKLMM 1N
HaHeCcTu Bpepn pebeHKy B yTpobe
martepu.

P201 Mepen ncnonb3oBaHWeEM NONYYNTb
cneynanbHble NHCTPYKLUUN.

P280 HapesaTb 3almMTHbIE NepyaTku,
3alMTHYIO ogexnay, cpeacrtsa
3alUMTbl OpraHoB 3peHns / nuua.

P308+P313 MNPW Bo3genctBum nnm
nogo3peHnn Ha BO3OENCTBUE:
obpartuTbCsa 3a MeguLMHCKOM
MOMOLLbHO.

BopHas kucnota 0,3 - 1%

MacnopT 6e3onacHocTn JocTyneH Ha canTte beckmancoulter.com/techdocs

WHIPEOVEHTbI, OBNTAJAIOLWUE PEAKLUMOHHON CMOCOBHOCTLIO

e [nwkosa, 11 r/n

*  BunmpyobuH (6b1umin), 80 mr/n

*  Hwutput HaTpu4, 6,7 mr/n

* AckopbuHoBas kucnota, 100 mr/gn

* TemornobuH (6blumin) 14,3 mr/n

e 2.5-gpumetunuHgon, 54 mr/n

*  AnbbymuH (6blumin) 4,5 r/n

»  Xnopwug kanbums, 8,0 r/n

« AueToH, 16 mn/n

*  MukpobHaga acTtepasa, 120 mr/n
HEPEAIT'MPYROLWHWUE MHITPEOUEHTDI

+ Crabunusupytowime areHThbl

*  bydepsl

+ Conmu

* KoHcepBaHThl

* [enoHunsmpoBaHHasa Boga

XPAHEHUE U CTABUJIBHOCTb

+ Xpanute npu Temnepatype ot 2°C go 8°C
+ Oxnagute cpasy nocne nosy4yeHus
* |IRISpec CA, CB n CC (KonTtponu CA, CB n CC) ctabunbHbl B TEH4EHME LLECTU MECALLEB C JaTbl NPON3BOACTBA
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Cpok rogHOCTM Nocne BCKpbITUS ynakoBku: 15 gHel npu temnepartype ot 2°C go 8°C
XpaHuTe B 3aLUMLLEHHOM OT CBETa MecCTe

3anpelyaeTcs MCNonb3oBaHWE PaAcTBOPOB MOCIE UCTEYEHUS CPOKa FOOHOCTWU, YKA3aHHOIO Ha 3TMKETKaXx
OyTbinen

NMPEAOCTABINAEMbBIE MATEPUAITbI

3 x 100 mn, IRISpec CA Control (KoHTponb CA)
3 x 100 mn, IRISpec CB Control (KoHTponbs CB)
3 x 100 mn, IRISpec CC Control (KoHTpons CC)

HEOBXOAUMBbIE, HO HE NMPEOOCTABNAEMbIE MATEPUAIDbI

TecT-nonockn ons GOXMMMYECKOro aHanmM3a Mo4u
Mpobupkn ¢ npobow
WHouBmayanbHble cpeacTea 3almThl

NMPOLUELNYPA

1.

NsBneknte Habop CA/CB/CC un3 xonogwunbHuKa; HanemTe anukBOTy M3 Kaxaow OyTbinku B OTAEMbHYHO
npobupky.  ObecnedbTe [OCTATOYHbLIN O6beM [OMs YBMAXHEHMS TECT-MOSIOCKM, €ecnn TecTUpOBaHue
BbIMOJSTHAETCA BPYYHYH, UM CeaynTe NHCTPYKUNAM nsrotosutens npubopa. HesamegnutensHo nomectuTe
NIOTHO 3aKpbITble BYTbINIKA C KOHTPOSbHBIM MaTepuanomMm 06paTHO B XONOAUNBHUK.

2. [anTe anukeOoTaM HarpeTbcs 40 KOMHaTHowm TemnepaTypbl (0T 20° go 28°C). Ncnonb3ynTe KOHTPOSbHbIE
anuKBOTbl B TEYEHWE O4HOro Yaca nocne HanmeaHud. 3aluuilianTte annkBoTbl OT BO3OAENCTBUA CBETA.

3. ObpabatbiBanTe Kaxayld anukBOTY KaK OTAENbHbIA KOHTPOMbHbIM MaTepuan [lpu uncnonb3oBaHUK
TEeCT-NONOCOK AN BU3yanbHOMO CYUTbIBAHUSA pPe3ynsTaToB He norpyxamte B anukeoTy 6onee oaHoum
TECT-MNOSTOCKM.

4. CpaBHUTe pes3ynbraTbl, MNOMyYEeHHble OMS KaX4oro KOHTPOnbHOro obpasua, co 3HavyeHusamu obpasua no
Tabnuue NpuemnemMbix AnanasoHoB pe3ynkraToB (MPMBOAUTCSA HUXKE) ANsi COOTBETCTBYHOLLEN TECT-MOMOCKM
unu ana kombuHauumn «TecT-nonocka u npubop». [MpuBooMMble AManasoHbl CriedyeT paccMaTpuBaTth
TONbKO Kak cnpaBoyHble. Kaxaasa nabopaTtopust MOXET BbINOMNHUTL Banuaaumio 6onee TOYHbIX AMana3oHoB.
OpaHako HegonycTMMO yCTaHaBnMBaTh MeHee TOYHble AnanasoHbl. [MpumeyaHue. Ecnu nonyyeHo 3HavyeHue
meHee 40 mr/gn onst ackopOMHOBOW KMUCMNOThI, OnepaTopy cnenyeT NpoBepuTb TECT-MOMOCKY, KOHTPOMbHbIN
obpasey, nnu npmbop (ecnu NPUMEHNMO).

5. YTunusumpymnte anvkeOTbI MOCMEe OQHOKPaTHOro Ucnosnb3oBaHnsa. He BbinmBanTe o6patHO B ByThINKY.

3HAYEHUA OBPA3LA — TABITULIA MPUEMJIEMbIX OUAMNA30OHOB PE3YJIbTATOB
iChemVELOCITY Urine Chemistry System (Cucrema ansa 6Moxmmmyeckoro
aHanunsa mo4umn iChemVELOCITY) n cuctema gna 6MoXMMmnyeckoro aHanmsa
mouu DxU ¢ iChemVELOCITY Urine Chemistry Strips (Tect-nonocku gns
6uoxummnyeckoro aHanusa moum iChemVELOCITY)
AHanurt IRISpec CA IRISpec CB IRISpec CC
Bunupy6buH 0,5—=8,0 mr/an oTPMU. OoTPMU.
8,5—=140 mkmonb/n
(H(+++)
Ypo6unuHoreH HOPM. 2—28 mr/an HOPM.
34—=140 mkmonb/n
(H(+++)
KeToHbI oTPUU. 10—>100 mr/gn oTPMU.
1->10 mmonb/n
(H)=(+++)
Ackop6uHoBas OoTPMU. OoTPUU. 40 mr/gn
kncrora 2,28 mmonb/n
++
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3HAYEHUA OGPA3LUA — TABITMUA NMPUEMJIEMbIX OUANA30HOB PE3YJIbTATOB
iChemVELOCITY Urine Chemistry System (Cucrtema ana 6Moxmmmyeckoro
aHanusa mo4m iChemVELOCITY) u cuctema gna 6MoxuMmmnyeckoro aHanusa
mouun DxU ¢ iChemVELOCITY Urine Chemistry Strips (Tect-nonocku gns
6uoxmmmnyeckoro aHanmsa moum iChemVELOCITY)

AHanut IRISpec CA IRISpec CB IRISpec CC
mwoko3sa 200—=1 000 mr/gn H/M OTPMU.
11-=56 mmonb/n
(++)—(++++)
Benok 100-=600 mr/gn OTPUL. OTPWL.
1-=6 r/n
(++)—(++++)
KpoBb 0,03-0,5 mr/an oTPUU. OoTPMU.
0,3-5 mr/n
Cnegbl — (+4)
pH 8 -9 5-6 5-6
HutpuTtbl OoTPNL. 0,1-0,2 mr/an OoTPNL.
(+)=(++)
NenkouunTsbl oTPMU. 75-500 WBC/mkn oTPUU.
(H)=(+++)
| YM* | 1,005 — 1,020 | 1,010 — 1,020 [ H/T |

OrPAHUYEHUA METOOA

MuHUMKM3MPYITE BO3AENCTBME KMCOpPOAa Ha NpPoaykT. He BcTpaxuBanTte OyThinku. HenpaBunbHble XpaHeHue
obpasua n obpalweHne C HMM MOTyT CHU3UTb KOHLEHTpauumio aHanuta (@ UMeHHo ounupyobuHa) n moryT
npexgeBpeMeHHO NPUBOAUTL K OTpuLaTernbHOMY pe3ynsraTy. VMIameHeHue LiBeTa C opaHKeBOro Ha 3ereHbln Ang
KOHTponbHoro matepmana CA MoXeT ykasaTb Ha TO, YTO Takon npouecc npousowlen. KoHTponbHbI Matepuan
CB moxeT cTaTb MyTHbIM CO BPEMEHEM; 9TO He BNUAET Ha ero pabouune xapaktepucTukn. B kaxgon nabopatopumn
OOIMKHbI ObITb YCTAHOBMNEHbI COOCTBEHHbIE 3HAYEHUS TOYHOCTU.

CNYXXBA TEXHUYECKOW NMOAAEPXKMU

3a gononHUTEeNbHOM MHGOPMAaUVEN UM NPU NOMYYEHUN MOBPEXAEHHOW MpoayKkumn obpaliantecb B CryxoOy
TexHn4yeckon nogaepxkn Beckman Coulter no tenedony 800-854-3633 (B CLUA vnu KaHage) nnu cesxutech C
MecCTHbIM npefcTtasutenem Beckman Coulter.

Moccapun cumeonos (kat. Ne C27648) nocTtyneH Ha cante beckmancoulter.com/techdocs.

TOBAPHbIE 3HAKU

Beckman Coulter, cTUnn3oBaHHbLIN NOroTUN KU ynoMMHaeMble 30ech 3Haku npoaykuum n yenyr Beckman Coulter
SABNSAIOTCA TOBAPHbIMU 3HAKaMU UKW 3aperncTpupoBaHHbIMU TOBapHLIMKU 3Hakamu koprnopaumm Beckman Coulter,
Inc. B CoeguHeHHbIx LLTaTax n gpyrmux ctpaHax.

MoryT 6bITb OXxBa4eHbl oAHUM unu Bonee nateHTamu. — cM. www.beckmancoulter.com/patents.
OONONMHUTENbHAA UHO®OPMALUA
MHPOPMALINA TOJIBKO AJ1Ad POCCUN

CTABUIIbBHOCTb

PeareHT B HEBCKPbITbIX YNakoBKaxX CTabuneH Ao WecTn MecsiLeB (A0 AaTbl UCTEYEHUsI Cpoka rOAHOCTU, yKasaHHOM
Ha 3TUKETKe) NpW XpaHEeHMN B COOTBETCTBMU C TpeboBaHuAMU. He pekomeHayeTcs UCnonb3oBaTb peareHT nocne
NCTEYEHUSI CPOKa XPaHEHMS, YKa3aHHOrO Ha ITUKETKE.

KAYECTBO NPOAYKTA

[na nonyveHust ntHpopmauum o kadecTBe nNpodykTa obpalLanTech K NpeacTaBUTenNto M3rotoBuTensa B Poccumnckon
denepaumn.
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FAPAHTUA

1. WN3rotoButenb rapaHTMpyeT COOTBETCTBME W3rOTOBMEHHbIX NPOAYKTOB TpeboBaHWAM HOPMAaTUBHOW U
TEXHUYECKOW AOKyMeHTauun. BesonacHOCTb M Ka4yecTBO NPOAYKTOB rapaHTUPYeTCsl B TEYEHME BCEro Cpoka
XpaHeHus.

2. lMponsBoanTenb OTBEYAET 3a HeOQOCTaTKM M3OENUs, 3a UCKNIOYEHNEM AedeKToB, BO3HUKLLMX BCNeacTBue
HapyLIeHNs1 NMpaBuSl NONb30BaHUSA, YCIOBUN TPAHCMNOPTUPOBAHUS U XpaHeHUs, NMMbo TpeTbux nuy, nnbo
HenpeoaonMMON CUSbI.

3. B cny4ae, ecnu TexHMYeckne 1 yHKUMoHanbHble (NoTpebutensckme) CBOMCTBA NPOL4YKTA HE COOTBETCTBYIOT
HOPMaTUBHOM W TEXHWYECKON AOKYMEeHTauum M 9T HepocTaTku Obinv Bbl3BaHbl CKPbITbIM OedEeKTOM
MaTepuanoB Uy Ka4ecTBOM paboT U3roTOBMTENS, U3rOTOBUTENDb BbINOSHUT 3aMeHy 3a COOCTBEHHbIN CYET.

CBEAEHWUA O BEPCUAX

BEPCUA OATA OMNMUCAHUE

AA Hdekabpb 2018 |MNepBoHaYarbHbIN BbINyCK

BEPCUA OATA OMNMUCAHUE

AB ABrycrt 2021 |O6HOBNEHO NponNpueTapHoOe Ha3BaHue

O6HoBNEeH agpec Beb-canTa
O6HoBNEH HOMEp TenedgoHa orUManbHOro N3roTOBUTENS
OGHOBNEH rof, aBTOPCKOro npaea.

BEPCUA OATA OMNUCAHUE

AC Hekabpb 2023 |O6HoeneH pasgen «MPOLIEOYPAy
O6HoBMEH oduumManbHbIi agpec Npov3BoanTens B
bpasnnuu

OGHOBNEH rof aBTOPCKOro npaesa.

BEPCUA OATA OMUCAHUE
AD deBparnb 2025 |O6HoBneHa Tabnuua TecTta
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iQ Control/Focus Set
800-3104

Rx Only in the U.S.A.

INTENDED USE
iQ Control/Focus Set is intended for in vitro diagnostic use with iQ 200 and DxU Microscopy Series Analyzers.

PRINCIPLE

iQ Positive Control and iQ Focus are suspensions of fixed human red blood cells in a buffered, isotonic balanced
solution. They are used to control and focus the iQ200 and DxU Microscopy Series Analyzers. iQ Positive Control
is used as an abnormal, and iQ Negative Control is used as a normal control to verify accurate counting by the
instrument. iQ Focus is used to check light level and focus the instrument.

Barcode labels that contain Lot number, Expiration date and Expected value are provided for each product. An
accurate concentration count of these cells is certified and the expected counting reference value (accurate to
+10%) is printed on each label.

WARNING AND PRECAUTIONS

* The iQ Control/Focus 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.
* Avoid skin and eye contact. 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

iQ Positive Control, EUH208 May produce an allergic reaction.

iQ Focus 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%

Safety Data Sheet is available at beckmancoulter.com/techdocs

NON-REACTIVE INGREDIENTS
iQ Negative Control: Water, salts and preservatives.

iQ Positive Control/iQ Focus: Human erythrocytes, water, salts, dyes and preservatives. The stabilized human
erythrocytes are <1% in an aqueous suspension and are non-reactive for HbsAg, HCV 3.0 Ab, HIV 1/ 2, HIV-1 p24
Ag, RPR and ALT <82 |U/mL. Stabilized human erythrocytes are chemically fixed, which minimizes any hazardous
characteristics.

STORAGE AND STABILITY

+ Store iQ Focus and iQ Positive Control at 2° C to 8° C (35.6° F to 46.4° F)

+ Store iQ Negative Control at 2° C to 28° C (35° F to 82.4° F)

» iQ Control/Focus is stable for eight months from the date of manufacture

* Open expiration: 30 days from bottle open date

* Do not freeze

* Do not store in direct sunlight

» Bring to room temperature before use

* Do not save leftover material or mix Control/Focus material from different bottles

* Do not use iQ Control/Focus after the expiration date printed on the bottle labels
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MATERIALS PROVIDED

« 2 X125 mL iQ Focus

+ 1 X 125 mL iQ Positive Control

+ 1 X 125 mL iQ Negative Control

*+ 1 X 40iQ Positive Control Barcode Labels

* 1 X 40 iQ Negative Control Barcode Labels

* 1 X 50iQ Focus Control Barcode Labels
MATERIALS REQUIRED, BUT NOT PROVIDED

* Approved tubes listed in the iQ200 or DxU Microscopy Series Analyzer Instructions for Use. Do not use
preservative tubes.

* iQ200 or DxU Microscopy Series Analyzer
» Personal Protective Equipment

PROCEDURE

Follow the directions for control rack, focus, and daily control as described in the iQ200 or DxU Microscopy Series
Analyzer Instructions for Use. Shake the Positive Control and Focus prior to use. DO NOT SHAKE THE NEGATIVE
CONTROL. The included barcodes inform the instrument of the lot number, expiration date, and expected value.
If the results are within the allowable range, the date and time of the QC will appear on the “Last Micro QC” field of
the Instrument screen. Daily control results and statistics can be printed from the iQ QC Review and QC Statistics
sections.

iQ CONTROL/FOCUS SET NOMINAL ASSAY VALUES AND RANGES

CONTROL NOMINAL ASSAY VALUE RANGE
POS 1000 (particles/uL) + 100
FOCUS 1100 (particles/uL) + 100
NEG 0 (particles/uL) + 20

Important Note: The actual assay values for the iQ Control/Focus Set may change from LOT number to LOT
number.

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.

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, 03/2021

Initial Release

Revision AB, 08/2021

Updated Proprietary Name

Updated copyright year
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1Q Control/Focus (KoHTponb/®okyc)
800-3104

Tonbko no Ha3HavyeHuto Bpaya B CLUA.

HA3HAYEHUE

Ha6op iQ Control/Focus (KoHTponbHbIn MaTepuan iQ/®okyc) npegHasHadeH ans in vitro aunarHoctukm ¢ iQ200
Microscopy Series Analyzer (AHanusatop AN MWUKPOCKOMUYECKOro uccregoBaHus mounm cepumn iQ200) un
aHanM3aTopoM Ansi MUKPOCKOMMYECKOro uccnegoBanms Moun cepmm DxU.

NMPUHLUUN PABOTDI

iQ Positive Control (Mo3nTuBHbIN KOHTPOrb) M iQ Focus (Pokyc) npeactaBnatoT cO6omn CycneH3nmn PUKCUMpoBaHHbIX
apuUTpOUUTOB Yenoseka B Bydepn3oBaHHOM, M3OTOHUYECKM ypaBHOBeLLeHHOM pacTtBope. OHM UCNOoMb3yrTCH
ana koHTpons u dokycmpoBkm iQ200 Microscopy Series Analyzer (AHanusaTop ANs MUKPOCKOMMYECKOro
uccnegosaHust moun cepumn iQ200) n aHanusatopa ANS MUKPOCKOMMYECKOro uccnenosaHus moun cepum DxU.
iQ Positive Control ([103UTUBHBIN KOHTPOIb) NUCMOMb3YETCA Kak OTKNOHeHMe OT HopMbl, a iQ Negative Control
(OTpuuaTenbHbIN KOHTPOSb) MCNONBb3YETCS Kak 00bIYHbLIA KOHTPOMb 45151 MPOBEPKM TOYHOCTM nogcyeTa npubopom.
iQ Focus (Pokyc) ncnonb3yerca Ana NnpoBEpPKN yPOBHSA OCBELLEHHOCTU U (POKYCUPOBKN nNprbopa.

OTUKETKN CO LUTPUXKOOOM, coaepallume HOMepP NapTum, CPOK rOAHOCTU U OXMOaeMoe 3HavyeHue, npunararTcs
AN Kaxgoro npogykta. ToyHoe onpefeneHve KOHUEHTpauuMu 3TUX KNeToK CepTUMUMpPOBaHO, U OXuagaemoe
cnpaBoYHOe 3HaveHue nogcyeTa (C To4HocThio £10%) HaneyaTaHO Ha KaXaon 3TUKETKE.

NPEAYNPEXAEHUA N MEPbI NMPEQOCTOPOXHOCTU

+ PactBop ans koHTpons/dokycuposkn iQ Control/Focus npusHaH 6e3onacHbIM COrfacHO HopmaTvBam,
BbiNyLeHHbIM YnpasrneHmeMm CLUA no oxpaHe Tpyga v npombiwneHHon rurmeHe (OSHA) B 29 CFR 1910.

1200(d).
 [lpn cbope, o06paboTke, XxpaHeHUn wn yTunu3aumm o6pas3yoB Heobxogumo cobnogate Mepbl
NpPeaoCTOPOXKHOCTW.

* Vcnonb3ynte COOTBETCTBYHOLUNE MHOMBUAYamNbHbLIE CPEACTBA 3aLlMThl Npu paboTe.
* W3beranTte nonagaHusa Ha KOXy 1 B rnasa. Mepbl nepBon noMoLm cM. B nacnopte 6e30nacHOCTy.
* PekomeHOOBaHHbIM MeTOL YTUNU3aLUUN MOXHO y3HaTb Y MECTHbIX OpraHOB BNacTu.

KNACCU®UKALINA ONACHOCTEN NO CUCTEME CI'C

iQ Positive Control, EUH208 MoxeT BbI3blBaTb annepruyeckyto
peakuuio.
iQ Focus peakuMoHHaa cCMecb U3

5-xnopo-2-metun-
4-n30TnasonmH -3-oH

[EC Ne 247-500-7] un
2-MeTnn-4-n30TmnasonuH -3-oH
[EC Ne 220-239-6](3:1) < 0,05%

MacnopT 6e3onacHOCTM OOCTyNeH Ha canTe beckmancoulter.com/techdocs

HEPEATUPYIOLWUME UHITPEOUEHTDI
OTtpuuatenbHbIn KOHTponb iQ Negative Control: Boga, conu 1 KOHCEPBaHTHI.

MNonoxutenbHbin KoHTponb iQ Positive Control/PactBop ana dokycupoBku iQ Focus: uyenoseveckue
apuTpOUUTLI, BOAA, CONW, KpacuTenu n KoHcepBaHTbl. CTabunuanpoBaHHble YernoBeyvyeckue IpUTPOLUTHI
npeacTtaenaoT <1% B BOAHOW cycneHsun u He patoT peakuuto Ha HbsAg, HCV 3,0 Ab, HIV 1/ 2, HIV-1 p24
Ag, RPR n ALT <82 ME/mn. CtabunuanpoBaHHbIE YeNoBEYECKNE IPUTPOLUTEI XUMNYECKN DUKCUPOBAHbI, YTO
MWHUMN3NPYET ONacHble OCOOEHHOCTN.

XPAHEHUE U CTABUJIbBHOCTb
+ XpaHute pactBop Ana dokycupoBku iQ Focus v nonoxutenbHbIn KOHTponb iQ Positive Control npwu

Temnepatype ot 2°C o 8°C (ot 35,6°F 0o 46,4°F).
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* XpaHuTe oTpuuatenbHbli KOHTponb iIQ Negative Control npu Temnepatype ot 2°C go 28°C (ot 35°F po
82,4°F).

+ PactBop gns koHTponsi/dokycupoBkn iQ Control/Focus ctabuneH B TeyeHMe BOCbMW MeCSLEB C AaThbl
npon3BoacTBa

» Cpok rogHoCTM nocre BCKpbITUA ynakoBku: 30 AHeW ¢ AaTtbl BCKPbITUS (priakoHa

* He 3amopaxuBaTb

* He xpaHuTe noa BO3aenCTBMEM NPAMbIX CONTHEYHbIX Jyden

+ [oBeguTe 0O KOMHATHOWM TemnepaTypbl Nepes UCnofib30BaHNEM

* He coxpaHanTe ocTtaBMACS MaTepuan 1 He CMeLlnBanTe MaTepuan Ans KOHTPONs/(OKYCUPOBKM U3 pasHbIX
OyTbInen

+ 3anpewaetcsa ucnonb3oBaHue pactsopa Anga KoHtpons/dokycupoBku iQ Control/Focus nocne ucteveHus
Cpoka rogHOCTM, YKa3aHHOro Ha aTMKeTKe ByTbinn

NMPEOOCTABIJIAEMbIE MATEPUATDbI
* 2 X 125 mn, pactBop ansa dokycnpoBku iQ Focus
* 1 X 125 Mn, nonoxuTenbHbIN KOHTPOsb iIQ Positive Control
* 1 X 125 mn, oTpuuartenbHbi KOHTporb iIQ Negative Control
* 1 X 40, 3TUKETKN CO LUTPMUXKOAOM MONoXuTensHoro kKoHTpons iQ Positive Control
* 1 X 40, 3TUKETKN CO LUTPUXKOAOM oTpuuarternbHoro koHTpons iQ Negative Control
* 1 X 50, 9aTUKETKM CO LUTPUXKOOOM pacTBopa ans dokycmpoBkn iQ Focus

HEOBXOAUMBIE, HO HE NMPEAOCTABJIAEMbIE MATEPUAIbI

* OpobpeHHble Npobupkun nepedrcneHsbl B iQ200 Microscopy Series Analyzer Instructions for Use (MHCTpyKumm
Nno NPUMEHEHNI0 aHanu3aTopa 419 MUKPoOCKonuyeckoro nccnegosaHusa modm cepum iQ200) n DxU Microscopy
Series Analyzer Instructions for Use (MHCTpyKuMn No NpMMeHeHM0 aHanuaatopa Ans MMKPOCKONMUYECKOro
nccnegosaHust moumn cepum DxU). He ncnonb3yiite npobrpKkn ¢ KOHCEPBAHTOM.

* iQ200 Microscopy Series Analyzer (AHanu3aTop Ans MUKPOCKONUYEeCKoro nccnegosaHms moun cepum iQ200)
M aHanusaTop ANs MUKPOCKOMUYECKOro uccregoBaHms moum cepumn DxU

*  WMHamBuayanbHble cpeacTsa 3aluThbl

NMPOLIEQYPA

Cnenynte ykasaHUAM AONS KOHTPONBbHOro LWTaTMBa, (POKYCUPOBKM U €XeOHEBHOro KOHTPOMs, Kak OnuMcaHo
B iQ200 Microscopy Series Analyzer Instructions for Use (MHCTpyKuMM No npuMeHeHWo aHanusaTopa Ans
MUKpockonuyeckoro uccnegosaHus moum cepumn iQ200) n DxU Microscopy Series Analyzer Instructions
for Use (MHCTpykuuM no npuMeHeHuo aHanmsaTopa AN MUKPOCKOMUYECKOro MCCNeaoBaHWs MOYM cepumn
DxU). Bctpsixuante nonoxurtenbHbld KOHTponb Positive Control u pacteop ons d¢okycupoBkn Focus nepeq
ncnonb3osaHnem. HE BCTPAXMBANTE OTPUUATENbHbIA KOHTPOJfb.  [MpunoXeHHble LUTPUXKOAbI
NHOPMUPYIOT NpMBOP O HOMEepe NapTUK, CPOKEe FOAHOCTU U OXMOAeMOM 3HavyeHun. Ecnu pesynstaT HaxoauTes
B JOMNYyCTUMOM Amanas3oHe, JaTa U Bpemsa KOHTpons kadectsa byaer otobpaxartbca B none «Last Micro QC»
(MocnegHun KOHTPONb KayecTBa MUKpocKomnun) Ha akpaHe Instrument (Mpubop). Pesynbratbl exegHEBHOro
KOHTPOMS MU CTaTUCTUKY MOXHO pacnedvaTtatb u3 pasgenos iQ QC Review ([Nposepka koHTpons kadecTtsa) n QC
Statistics (CtatucTka KOHTpOns Ka4yecTsa).

HOMWHAIbHbBIE 3HAYEHUA OBPA3LA U OUANA30OHOB NPUMEHEHNA HABOPA ONA
KOHTPONA/®OKYCUPOBKU iQ CONTROL/FOCUS

KOHTPONbHbLIN MATEPUAN HOMWHAIbHbLIE 3HAYEHUA  OUAMNA30OH NMPUMEHEHUA

OBPA3LUA
MNnonoxX. 1 000 (yacTtuu/mkr) + 100
®OKYCUNPOBKA 1 100 (vyacTuu/mkn) + 100
OTPUU. 0 (vyactmu/mkn) + 20
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BaxHoe npumeyvaHue: paKTMyeckMe 3HadeHus KONMUYECTBEHHOro onpegeneHna nns Habopa Aans
kKoHTpons/dokycnpoBku iQ Control/Focus MOryT MeHATbCS OT ogHOro K agpyromy Homepy MAPTUN.

CNYXXBA TEXHUWYECKOWN NOAOEPXKN

3a JONONHUTENBHON MHGOPMaUME NN NPU NONYYEHUN NOBPEXOEHHON NPOAYKLUMKN obpaLlanTecb B CEPBUCHbIN
ueHTp komnaHum Beckman Coulter no tenedony 800-854-3633 (B CLUA nnun Kanage) nnu cBSXuTecb ¢ MECTHLIM
npegcrasutenem Beckman Coulter.

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

TOBAPHbIE 3HAKH

Beckman Coulter, cTunuaoBaHHbIN NOroTMN U ynoMMHaeMble 30ecb 3Haku npoaykuumn n yenyr Beckman Coulter
SIBNSAIOTCH TOBAPHbIMU 3HAKaMKN UK 3aperncTpupoBaHHbIMU TOBaApHbIMKU 3Hakamu koprnopaumm Beckman Coulter,
Inc. B CoeguHeHHbIx LUTatax n gpyrmux ctpaHax.

MoryT ObITb OXBa4YeHbl 0gHUM Unn 6onee nateHTamu. — cMm. www.beckmancoulter.com/patents.
OOMNONHUTEJNIbHAA UHOOPMALIUA
MHPOPMALIUA TOJIBKO AJ1Ad POCCUN

CTABUNIBHOCTb

PeareHT B HEBCKpPbITbIX yNaKOBKax ctabuneH go 8 mecsues (LI,O AaTtbl NCTEYEHNA CPOKa roaHOCTH, yKa3aHHOIZ Ha
3TVIKeTKe) npn XpaHeHnn B COOTBETCTBUAU C Tpe6OBaHVIFIMVI. He pekoMeHayeTca Ucnonb3oBaTb peareHT nocrne
NCTe4YeHnA CpoKa XpaHEeHUA, YKa3aHHOIo Ha 3TUKETKeE.

KAYECTBO MNMPOAYKTA

[nsa nony4yeHunsa nHopmaumm o kKayecTBe NpoaykTa obpalantech K NpeacTaBUTeNto U3rotoButensa B Poccumnckon
degepaumn.

FAPAHTUA

1. WN3rotoBuTenb rapaHTMpyeT COOTBETCTBME W3rOTOBMEHHbIX NPOAYKTOB TpeboBaHWAM HOPMaTUBHOW U
TEXHUYECKOW AOKyMeHTauun. BesonacHOCTb M Ka4yecTBO NPOAYKTOB rapaHTUPYeTCsl B TEYEHUE BCEro Cpoka
XpaHeHus.

2. lMpounsBoanTenb OTBEYAET 3a HeOQOCTaTKM M3OENnus, 3a UCKNOYEeHNeM AedeKToB, BO3HUKLLMX BCNeacTBue
HapyLIeHNs1 NpaBuSl NONb30BaHUSA, YCIOBUN TPAHCMNOPTUPOBAHUS U XpaHeHUs, NMnbo TpeTbux nuy, nnbo
HenpeoaonMMON CUSbI.

3. B cny4ae, ecnu TexHM4eckne 1 yHKUMoHanbHble (NoTpebntenbckme) CBONCTBA NPOAYKTA HE COOTBETCTBYIOT
HOPMaTUBHOM W TEXHWYECKON AOKYMEeHTauum M 9T HepocTaTku Obinv Bbl3BaHbl CKPbITbIM OedEeKTOM
MaTepuanos Uy Ka4ecTBOM paboT N3roTOBMTENS, U3rOTOBUTENDb BbINOSHUT 3aMeHy 3a COOCTBEHHbIN CYET.

CBEOEHUA O BEPCUAX

Bepcusa AA, 03.2021
MepBOHaYanbHbIN BbIMYyCK

Bepcusa AB, 08.2021

O6HOBNEHO NpoNpUeTapHOE Ha3BaHUe
O6HoBMEH rog aBTOPCKOro npaea
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