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Microalbumin Calibrators

iy
@ 2K98-03 Microalbumin Calibrators
FOR USE WITH
2K98
ARCHITECT 307200/R04
S2K9RO0

Revised February 2017.

Package insert instructions must be carefuiiy foiiowed. Reiiabiiity of
assay results cannot be guaranteed it there are any deviations from
the instructions in this package insert.

INTENDED USE

For use in the calibration of the Microalbumin assay on the
ARCHITECT cSystems.

CONTENTS / MATERIALS PROVIDED

2K98-03 Microalbumin Calibrators contain human serum
albumin. Sodium azide (0.09%) is added as a preservative.

Concentration

Contents (pg/mL or mg/L) Quantity
|CAL|1]| 5 1X2mL
|CAL[2| 25 1X2 mL
|cal|3] 100 1X2mL
|call4] 300 1X2mL
|CAL|5| 500 1X2mL

Results for the Microalbumin assay can be reported as pg/mL or
mg/L, which are equivaient.

STANDARDIZATION

The vaiues of the Microalbumin Caiibrators are determined by
turbidimetric immunoassay using Certified Reference Materiai 470
(CRM 470)" as the primary standard.

PRECAUTIONS
®
«  For In Vitro Diagnostic Use
« Do not use components beyond the expiration date.
« Do not mix components from different kit iot numbers.

)+< CAUTION: This product contains human-sourced and/
or potentially infectious components. Refer to the CONTENTS

/ MATERIALS PROVIDED section of this package insert. No
known test method can offer complete assurance that products
derived from human sources or inactivated microorganisms will
not transmit infection. Therefore, all human-sourced materials
should be considered potentially infectious. It is recommended
that these calibrators and human specimens be handled in
accordance with the OSHA Standard on Bloodborne Pathogens.
Biosafety Level 2 or other appropriate biosafety practices should
be used for materials that contain or are suspected of containing
infectious agents.* ®

The human albumin used in has been tested and found
to be nonreactive for HBsAg, anti-HIV-1/HIV-2, and anti-HCV.
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The foliowing warnings and precautions apply to:
Contains sodium azide.
EUH032

P501

Contact with acids liberates very toxic gas.
Dispose of contents / container in
accordance with local regulations.

Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the ARCHITECT System Operations Manual,
Section 8.

STORAGE AND STABILITY

¢ Unopened Microalbumin Calibrators are stable until the expiration
date printed on the label when stored at 2 to 8'C. Do not use
past the expiration date.

* Opened calibrators are stable for six months.

« Do not freeze calibrators. Improper storage of calibrators can
affect assay performance.

PREPARATION OF CALIBRATOR

The calibrators are supplied in liquid form and are ready to use.
Invert bottles several times before use, avoiding the formation of
foam,

INSTRUCTIONS FOR USE

Calibration is performed by running a water blank and the
Microalbumin Calibrators set. Water for the blank is provided by the
instrument.
Verify that the correct calibrator values have been entered into
the calibration file.
Mix bottles several times by gentle inversion.
Open the bottles, place an appropriate amount of each calibrator
in a separate sample cup, and place in the assigned positions.
4. Cap bottles tightly and return to refrigerated storage immediately
after use. Always return each cap to its original bottle.
Perform calibration as indicated in the ARCHITECT System
Operations Manual, Section 6.
6 Verify calibration by running two levels of controls according to
the instructions in the ARCHITECT System Operations Manual.

INDICATIONS OF INSTABILITY OR DETERIORATION

Microalbumin Calibrators are clear, colorless, odorless solutions.
Instability or deterioration should be suspected if there are visible
signs of precipitates, leakage, turbidity, microbial growth, or if
calibration does not meet the appropriate Microalbumin reagent
package insert claims and/or the ARCHITECT System Operations
Manual criteria.

LIMITATIONS OF THE PROCEDURE

Accurate and reproducible results are dependent upon properly
functioning instruments and reagents, storage of product as directed,
and good laboratory technique.
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ICAL|l-e] Calibrators 1 through 5
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lcat]2] Calibrator 2
lcat]3] Calibrator 3
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Calibrator 5
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with acids liberates very toxic
gas.

Distributed in the USA by

ICONTAINSI AZIDE |
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together
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The ARCHITECT cSystem family of instruments consists of c4000,
€SO00, and ¢l 6000 instruments.

ARCHITECTT, c4000, c8000, cl 6000, and cSystem are trademarks of
Abbott Laboratories in various jurisdictions. All other trademarks are
property of their respective owners.
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65205 Wiesbaden
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ADDENDUM
to the Instruction for Use MULTIGENT Microalbumin Calibrators for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8°C. Medical devices must be stored in
refrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
thermo containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.

Manufacturer set the maximum shelf life of

MULTIGENT Microalbumin Calibrators - 15 months from date of manufacturing.
MAINTENANCE

Not required.

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanifary-epidemiological Requirements for the Management of Medical Waste”.Transmit and
dispose of a product and its components and packaging in accordance with local regulations.

LIST OF APPLICABLE STANDARDS

EN 13013485:2016; 13013485:2003; EN 13014971:2012; (EC) No 1272/2008; DIN EN 18113-1-5:2011; DIN EN
13612:2002; DIN EN 15193;2009; DIN EN 17511;2003; DIN EN 23640:2015; DIN EN 62366:2008; EN 980:2008;
EN 130 15223-1:2012; 130 13612-1:2014; EN 130 14155:2011

POTENTIAL USER

MULTIGENT Microalbumin Calibrators is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the ARCHITECT cSystem.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION

Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN
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Materials of animal origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available
at www.abbottdiagnostics.com or contact your iocai representative.

INDICATIONS AND CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS
Calibrator 1-5:

o pH-value at 20 °C: 7.4

o Density at 20 °C: 1g/cm3
COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

COLOR AND ODOR

Calibrator 1-5: Coiorless and odorless
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@ 2K98-03  Microalbumin Calibratey, # v *

MunkpoanbbymMmunH FOR USE WITH ObCUA
Kanuéparopbl - ARCHITECT G6-9777/R04
MULTIGENT Microalbumin S2K9RR
Calibrators

Pepakuua: despanb 2017 1.

Heo6xoaMmo TOYHO cnepoBaTth AAHHOW MHCTPYKUUW No

AnbGYMUH YenoBeka, UCNOMb3yeMblil B 6bIn

npUMeHeHut0. Mpu OTKNOHEHUN OT JaHHOW MHCTPYKLUW NO
NPUMEHEHNI0 HaJEeXHOCTb pe3ynbTaToB TecTa He rapaHTupyeTcs.

HA3SHAYEHVE

Mcnonb3yloTcs 41t KaIMGPOBKM TecTa C UCMO/b30BaHNEM
Mukpoans6ymuH - MULTIGENT Microalbumin Ha cucteme
ARCHITECT cSystem.

nNpoTecTUpOBaH W onpefeneH Kak He peakTuBHbI Ha HBsAg,
aHT-H1Y-1/H1Y-2 n aHTm-HCV.

Cnepyowme npeayn PeXAEHUA 1 Mepbl NPefoCTOPOXHOCTH
OTHOCHATCS K: 1/ -H~*

CopfepxuT asug HaTpus.

EUH032 Mpu koHTakTe ¢ KncnoTamm obpasyercs
COAEPXWMOE / NPEAOCTABNAEMbIE BbICOKOTOKCUYHbIiA ras.
MATEPUWAbI P501 YTunusupyiite cogepxummoe/koHTeliHep B

2K98-03 MukpoanbbymuH kanuépatopbl - MULTIGENT
Mlicroalbumin Calibrators cogepxat anb6yMnH CbIBOPOTKM KPOBU

yenoseka. B kayecTBe KoHCepBaHTa fob6asneH asng Hatpusa (0,09%).

KoHueHTpayuus

COOTBETCTBUM C CAHUTAPHbLIMU HOpMamm
P® (CanlMuH 2.1.7.2790-10 o1 09.12.2010).

MacnopTta 6e3onacHOCTK JOCTYNHbI Ha caiTe
www.abbottdiagnostics.com nam y MecTHOro npegcraButens.

Copeprkumoe (MKr/Mn nnu mr/n) KonnyecTtBo Moapo6Hyto nHdopmaymio 0 He06XoANMbIX Mepax
lcabii| 5 1x 2w npeoCcTOPOXHOCTU Npn paboTe aHanusatopa cM. B PykoBogcTBe no

akcnnyatauun cuctembl ARCHITECT, Pa3sgen 8.
ICAL|2] 25 1X2wmn

XPAHEHVE N CTABUTIbHOCTb
lcat|3] 100 1 X2 wmn

¢ MukpoanbbymuH kanuépartopbl - MULTIGENT Microalbumin
[CALI|4 300 1x2mn .

Caiibrators ocTatoTcsi cTabUNbHBIMU B HEBCKPbITLIX (hNakoHax

1CALIS| 500 1X2wmn npu Temnepartype 2 - 8'C 40 UCTEYEHUS CPOKA FOAHOCTH,

Pe3ynbTathl TEecTa € UCNoNb3oBaHMEM MuUKpPoOanbOyMuH -
MULTIGENT Microalbumin moryT coo6watbca B MKI/MA wau mr/n,
UTO AIBNISAIETCA IKBUBAIEHTHbIM.

CTAHIOAPTU3ALMA

3HauveHnss Mukpoanb6bymuH kannépatopos - MULTIGENT
Microalbumin Caiibrators onpepgenstorca nytem
TYp6UANMETPUYECKOTO MMMYyHOaHanM3a ¢ UCMnosib30BaHneM
cepTudunympoBaHHoro pedepeHcHoro matepuana 470 (CRM 470)' B
KayecTBe MepBUYHOrO CTaHAapTa.

MEPbI NMPEAOCTOPOXHOCTW
[

* [Ons guarHocTuku In Vitro

e He ncnonb3yiiTe KOMMNOHEHTbI NOCNE UCTEYEHUSI CPOKA
ro4HOCTH.

e He cnepyeTt cMewvBaTb MaTtepuansl U3 cepuii pasnunyHbIX

yKasaHHOro Ha 3TukeTke. He ucnonb3yiiTe nocne ncreyeHus
cpoKa roHoCTH.

* Kanubpatopbl BO BCKPbITbIX hylakoHax ocTalTcs cTabunbHbIMU
B TeYEHMe LecTu MecsLes.

¢ He 3amopaxuBaTtb kanubpartopbl. HenpaBunbHoe XxpaHeHue
KanmMépaTopoB MOXeT NOBANATbL Ha paboune xapakTepucTuku
TecTa.

MnoAroTOBKA KAJIMEPATOPA

Kann6paTtopbl NOCTABMAATCS B XUAKOM BUfe, TOTOBbI K
ncnonb3osaHuio. Mepep Ucnonb3oBaHnemM nepeBepHUTe hnakoHbl
HECKONbKO pas, n3beras o6pasoBaHns MeHbl.

VHCTPYKLMW no UCMNOJIb3OBAHNIO

Kann6poBka BbINO/HAETCA METOA0M TECTUPOBAHWUA XO/0CTON NPO6bI
BOAbl U MukpoansbymuH kanuépatopos mMULTIGENT Microalbumin
Caiibrators. Boga Ans xonoctoit Nnpo6bl fo6aBnseTca aHann3aTopom.
1 Y6epuTech, YTO B (haiin KanMbGpPOBKN BBELEHbI NpaBUbHbIE

HOMEepoB. 3HaueHus kanubpartopa.
Mepemewaiite cogepxumoe nakoHa, akkypaTHO nepeBepHyB
ero Hecko/bko pas.
e XK ,- BHUMAHWE: [laHHblii NPOAYKT COAEPXNT NOSYyYeHHble OTKpoiiTe hiiakoHbl, 406aBbTE HEOBXO4MMOE KOSIMYECTBO

OT YenoBeka W/WNK NOTeHLMUANbHO UH(EKLVOHHbIE KOMMOHEHTBI.
CmoTpuTe pasgen COAEPXVMOE/MPEALOCTABMNAEMbIE
MATEPWA/IbI flaHHOW WHCTPYKUMW MO NPUMEHEHWI0. Hu oguH
13 N3BECTHbIX METOAOB TECTUPOBAHUA He MOXeT rapaHTMpoBaTh,
4yTo GrOMaTepuasbl YesloBeKa WM MHAKTUBUPOBAHHbIE
MWUKPOOPraHW3Mbl He NepeHocAT MHekuuto. MoaTomy Bce
GuomaTtepuansl Yenoseka cnefyet cuutatbh NnoTeHUuanbHoO
MHEKUMOHHBIMW. PekomeHayeTcs obpalatbest ¢ kanubpaTopamu
1 o6pasuamu, NoslyYeHHbIMU OT YesioBeka, B COOTBETCTBUM CO
CTaHAapToM no o6palleHnto ¢ reMOKOHTaKTHbIMK natoreHamu,
pa3paboTaHHbiM YnpasneHvem CLUA no oxpaHe Tpyga u
npombiLwIeHHoi rurneHe (OSHA). Mpu pa6oTe ¢ maTepuanamu,
KOTOpble COAepXaT WU MOryT coAepXxaTb UH(EKLNOHHbIe
3NneMeHTbl, cnefyeT cobnogatb npasuia 6nonornyeckoi
6e30MacHOCTW, YpOBeHb 2, NN UCMONb30BaTh ApYyrie MeTodpl
obecneveHns 6uonoruyeckoii 6esonacHocTn. »
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Kax/oro kanmépatopa B COOTBETCTBYIOLLYIO Yalleuyky s
o6pasya, 3aTeM NoOMecTUTe Yalleyku B COOTBETCTBYHOLLNE
nosuuum.

4. Tocne ncnonb3oBaHWA NIOTHO 3aKpoiTe hnakoHbl 1 cpasy
nomecTuTe UX B XONOAW/bHUK. Bcerpa 3akpbiBaiite pnakoH ero
CO6CTBEHHOI KPbILWKONA.

MpoBoanTe KanM6pPOBKY B COOTBETCTBUM C UHCTPYKLUSAMU
PykosogcTBa no akcnnyatauun cuctembl ARCHITECT, Pa3sgen 6.
MpoBepbTe KanMGPOBOUYHYIO KPUBYIO C MOMOLLLIO MUHUMYM
[IBYyX YpOBHeli KOHTposieli B COOTBETCTBUM C WHCTPYKLUAMU,
npuBefieHHbIMU B PYKOBOACTBE MO 3KCNyaTauuu CUcTeMbl
ARCHITECT.



MOKASATE/IN HECTABW/IbHOCTW W/ NMOPYNA

Mukpoanbbymut kanuépatopbl - MULTIGENT Microalbumin
Calibrators npepacTtaBnatoT coboli npo3payHbie pacTBopbl 6e3 useTa
1 3anaxa.

MokasaTenssMn HecTabuAbLHOCT WU NOPYK CAyxXaT BUAUMbIE
cnefibl ocafka, npoTeyka, 3aMyTHEHHOCTb, MUKPOGHLI pocT, a
Takxe HecCOOTBETCTBME pe3y/bTaToB KaMBPOBKM XapakTepucTmkam,
3aBNEHHbIM B UHCTPYKL UM NO NMPUMEHEHUIO K peareHty
Mwukpoanb6ymnH - MULTIGENT Microalbumin, n/unu kputepusm,
yKasaHHbIM B PykoBogcTBe no akcnjayartauuun cuctembl ARCHITECT.

OrPAHMYEHNA MPOLUEAYPbI

MonyyeHne TOUHbIX 1 BOCNPON3BOAUMBIX Pe3y/bTaToB 3aBUCUT
OT NpaBuU/bHOW paboTbl aHaNM3aToOPOB W peareHToB, cobnAeHNs
npaBu/ XpaHeHUst NPOAYyKTa B COOTBETCTBUM C UHCTPYKLUAMHU, &
Takxe cobniogeHns nabopaTopHbIX NpaBua padoTsl.

BBNNOIrPA®IKA

1 Ledue TB, Johnson AM. Commutability of serum protein values:
persisting bias among manufacturers using values assigned from the
certified reference material 470 (CRM 470) in the United States. Clin
Chem Lab Med 2001 ;39(11):1129-1133.

2. US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

3. US Department of Health and Human Services. Biosafety in

Microbioiogical and Biomedicai Laboratories. 5th ed. Washington, DC:

US Government Printing Office; December 2009,

4. World Health Organization. Laboratory Biosafety Manuai. 3rd ed.
Geneva: World Health Organization; 2004.

5. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationatty Acquired infections:
Approved Guidetine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Mcnonb3yemble CUMBO/IbI
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CAL12i

CAL|3|

COMTAIWSIi AZIDE |

DISTRIBUTED IN THE USA BY |
DO NOT FREEZE

FOR USE WITH |

INFORMATION FOR USA ONLY

n

MAHUFACTURED FOR

PRODUCT OF JAPAN

BHumaHune

Cm. MHCTPYKLUIO nO
NPUMEHEHMNI0
M3rotoButens

TemnepaTtypHblii Auana3oH

Wcnonb3oBaTb A0/CpoOK rofgHOCTH

Kanu6patopsbl 1 -5
Kanu6paTtop 1
Kanu6patop 2
Kanu6patop 3
Kanu6patop 4
Kanu6patop 5

CopfepxuTt asug Hatpus.

Mpu KOHTakTe ¢ kucnotamm
o6pasyeTcs BbICOKOTOKCUYHbIN
ras.

AucTtpubblotop B CLUA

He 3amopaxwuBatb

OnpepensieT NpoayKTbl,
ncnosb3yemMblie BMeCTe
WHbopmaumsa Tonbko ans CLUA

MeguuynHckoe usgenuve gnsa
avarHocTtuku /n Vitro
Howmep cepun

MpounssegeHo ansa
MpoaykT AnoHun

KaTanoxHslii Homep

CewmeiictBo cuctem ARCHITECT cSystem BkntouvaeT B ceba
aHanusartopsl c4000, ¢8000 n C16000.

ARCHITECT, c4000, c8000, C16000, n cSystem BNATCA TOProBbIMU
mapkamu komnaHuu Abbott Laboratories B pa3nunuHbix lopucanKLnaXx.
Bce apyrve ToproBble Mapku SBASIOTCA COGCTBEHHOCTbIO

COOTBETCTBYHOLLUX BNaAe/bLes.
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MPUNNOXEHNE
K WHCTPYKUMM NO NpUMeHeHuto MwukpoanbObymuH kanubpaTopbl MULTIGENT Microalbumin Calibrators ans
Poccun

YCNnoBumA TPAHCNOPTUPOBKW n XPAHEHNA

Vi3genne pekoMeHAyeTCsi TPaHCNopTMPOBaTb W XPaHUTb Npu TemnepaType 2-8°C. MeguuuHCKve W3LeNnUs AO/MKHbI
XPaHUTCA B XONIOAUNbHBLIX KaMepax Wan B XONOoAuSbHUKaX, 06ecneymBaiolLMxX pernaMeHTUPOBaHHbI TemnepaTypHblii
pexum ¢ exefHeBHOW perncrpauyuei TemnepaTypbl.

TpaHCnopTMBKA [O/KHA OCYL|eCTBNATLCA B TEPMOKOHTeliHepax OAHOPa3oBOro  nofib3osaHus, cogepxauwmux  J1
XNafo3NeMeHTbl, WAM B TEPMOKOHTENHepax MHOFOKPaTHOIrO MPUMMEHeHWsi € aBTOMAaTUYecKn noaAepXMBaemol
TemnepaTypoii unnm B aBTopedpumxepaTopax ¢ MCNO/b30BaHVEM TEPMOUHANKATOPOB.

V3penune ocTtaetcsi CTabubHbIM 40 OKOHYAHUS CPOKa rOAHOCTU, YKa3aHHOro Ha YnakoBKe.

Mpy TpaHCNOPTMPOBAHMM C HapylWweHMEeM TeMnepaTypHOro pexuma u3genue He NOANEXUT NPUMEHEHUIO.
TpaHCnopTMPOBKa OCYLLECTB/IAETCS BCEMU BMAAMW TPAHCMNOPTa B KPbITbIX TPAHCMOPTHbLIX CPEACTBAaX B COOTBETCTBUM C
npaBunaMy NePeBO3KN FPy30B, AEWCTBYIOWMMM Ha KaXXAOM BUAE TpaHcnopTa

FAPAHTUMHBIE OBA3ATE/IbCTBA

MpounsBoanTenb rapaHTupyeT, 4YTO MpW MNPaBUIbLHOM XpaHeHUu W obpalleHun usgenne octaeTcs CTabubHbIM [0
NCTeYeHUs cpoKa rofHOCTU. MakCMMasbHbI CPOK rOAHOCTHU:

Mwukpoanb6ymuH kanmbpatopbl - MULTIGENT Microalbumin Calibrators - He 6onee 15 mecsueB ¢ gaTbl NPOU3BOACTBA;

TEXHNYECKOE OBCNYXVBAHUNE
He TpebyeTcs.

TEKYLL/A PEMOHT
He TpebyeTtcs.

OAHHbBIE /1A YTVU'IVI3ALI,I/II7I N YHUUYTOXEHNA MEANUMNHCKOIO N3OENNA

MeauumHcKoe nsgenne yTuamsnpyoT U YHUUYTOXAKT B COOTBETCTBMW C NpaBuiamMmu obpaleHns ¢ MeanumMHCKUMn
oTxogamu, pernameHtTupyrwowmmmca CaHlMuH 2.1.7.2790-10 ot 12.12.2010 «CaHuUTapHO-anugemMunosiormyeckmne
TpeboBaHNA K O6paLeHNo C MeANLUHCKUMUN OTXO4aMU».

Heob6xognmo cnegoBaTb HaLWOHaIbHbIM CTaHOapTamMm npu nepegadye n ytunmsaumnm m3genuna, ero KOMNnoHeEeHTOB U
ynakoBKW.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLVHCKOE N3AENNE

EN 15013485:2016; 15013485:2003; EN 15014971:2012; (EC) No 1272/2008; DIN EN 18113-1-5:2011; DIN EN
13612:2002; DIN EN 15193:2009; DIN EN 17511:2003; DIN EN 23640:2015; DIN EN 62366:2008; EN 980:2008;
EN 150 15223-1:2012; 150 13612-1:2014; EN 150 14155:2011

I"IOTEHLI,I/IA}'IbeII7I MOTPEBUTENDb

MeguumnHckoe nsgenne MmnkpoanbbymuH kanmépatopbl - MULTIGENT Microalbumin Calibrators npegHa3sHa4veHo
ANA NCNOMb30BaHUA B Pas/IMUHbIX KAWHUKO-/1abopaTOpHbIX YCNOBUAX, BKAKOYasA, 6e3 orpaHuyeHus, 60nbHULbI,
ANarHocTuyeckne LUeHTpbl, pedepeHTHble nabopaTtopum N yuypexzaeHus nepesiMBaHUs KpoOBM MO BCEMY MUPY,
nepcoHan KoTopbIX Npolles obyyeHne No Ncnosib3oBaHuo aHanmsatopa ARCHITECT c5ystem.

VH®OPMALINA O HAOnY B MEOVMUMHCKOM U3OENVN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPUIBbHOCTb
MocTaBnsieTcs B HecTepu/ibHOM Buge. CTepunusauma nepes npumeHeHnem He TpebyeTcs.

NHPOPMALMA O BOSMOXHOCTW NMOBTOPHOIO NMPMMEHEHNA
He noanexuTt NOBTOPHOMY MPUMEHEHUIO.

MATEPUWA/bI XXKUBOTHOIO NPONCXOXAEHNA

MaTepuanbl >XMBOTHOTO MPOUCXOXAEHWUS TMpPOBEpPeHbl W pPUCKM MNpuMeHeHnss MW  ykasawbl B [lacnopte
6e3onacHocTu. MacnopTta 6€30NacHOCTU MOXHO HaliTU Ha caiTe www.abbottdiagnostics.com wan obpaTtuTtechb K
MeCTHOMY NpeACcTaBUTENIO.

MOKA3AHNA N MPOTUBOMOKA3AHNA K MPUMEHEHWIO
He npumeHumo.
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/TEEXHNYECKVE XAPAKTEPUCTWKA
Kann6patop 1-5:

3HauveHve pH npu 20 °C: 7.4

MnotHocTb Npu 20 °C: 1r/cT3

CBELEHNA OB W3BECTHbIX OFPAHWYEHUAX MO COBMECTHOMY MPUMEHEHWIO MEAUWUMHCKWX W3AENNA MO

HA3HAYEHWIO

OTCyTCTBYIOT.

UBET 1 3ANAX
KannépaTtop 1-5: npo3payHbIi 1 6e3 3anaxa
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Abboitt

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden

6Aénlllcrio Begla»jb»gung
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2660TT TM6X & Ko. KI Ten:+ 4961 22580

Makc-TnaHr-PuHr 2, dPakc: +49 61 22 58 1244
65205 BucbageH
n/a 1303,65011 BucbaneH

Moanuck: /mognucaHo/ [ata:77 viona 2019,

3amaH KxaH (Zaman Khan)

3amecTuTeNb AMpeKTopa

Mo HOPMaTVBHO-MPaBOBOMY PEryNPOBaHUNIO
PervoH EGEBA u MNMakuctaH

3660TT M'M6X & Ko. KI

2660TT 'M6X & Ko. KI
Makc-IMnaHk-PuHr 2

65205 BucbageH-enbkeHxaim
MepmaHus

/MeyaTb: 2660TT
2660TT N'M6X & Ko. KI
Makc-I"naHk-PuHr 2
65205 BucbageH/

HOpuanyecknii agpec: BucbageH

PalioHHbIN cyn BucbageHa HRA 4888 YNpaBnsoLmiA:

HecyLwuin nepcoHanbHy0 0TBETCTBEHHOCTb KOMMAaHbLOH: Kpuctuan Mpanoy (Kristian Grapow)
3660TT MeHefkKMeHT T'M6X Mper Anbbepr (Greg Ahlberg)
HOpuanyecknii agpec: BucbageH Mpeacepatens HabnogaTeNIbHOrO CoOBETA:
PaiioHHbIN cyn BucbageHa HRA 12889 Xalime A. KoHTpepac (Jaime A. Cintreras)

0 (bunma.lbHoc laclwinele'lbclBoBavmve

MacTtosiwmnm  ouumanbik> yaoCTOBepsieTCA, 4To i-ii 3amam Xam
1 )660Tl TM6X & Ko. KI Mak'C-Umalvm<-Pmmr 2. 65205 BHc6a,TcMm,
coocTBCiMiopvMMO mocTasWu.T BbMMCCTOA]MYTO MoalMICL, B MpUCYTCTBMM
MO, TM1caBm1C10cs MpcccnaTe.Ts YeCTHOO cyja.
BHcbaacm, 1\.07.2019 .
Ne B peecTpe 727.'19

LLL.TMMa B COOT BETCTBMM C 1lonoxcmmnem o cbopax B pat.mepe 6 eBpo
onnavema
.nodimctvio’
Mpepaccaarc.’M, MecTHO cyfa

.MeyaTb: MeCTHbIN cvo . BHc6aOCH X | * 2'

/nognucaHo/ N wmona 2019 .

TekCT B [OKYyMeHTe «3JKCnayaTauMoHHas AOKYMeHTauusi» Ha aHrMACKOM U PyCCKOM si3blKax
MOHOCTbIO coBnagaeT.

lMepeBog C aHI/IMIACKOTO M HEMELKKOrO SA3blKOB Ha PYCCKMIA S3bIK BbINO/HEH MEPeBOAYNKOM
LLaTHeBbW Vnbeilt AnekceeBnYomM.
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Poccwuiickasa degepayuns. Nopog Mocksa.

JBajuaTb BTOPOro uionsa Ase ThiCcaum AeBATHaALATOro roga.

A, BopoHuHa EBreHnss BnagumMmupoBHa, BPEMEHHO MCMOJHAKLWLAasA 0693aHHOCTN HOTapuyca
r. MockBbl baxTaa3e 3nbMupbl HOpbeBHbI, CBUAETENLCTBYHDO NOAJIMHHOCTL NoAnucu

nepesofunka LatHeBa Mnbn Anekceesnua.
Moanuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NoANMCaBLIErO AOKYMEHT yCTaHOB/EHa.

3apeructpupoBsaHo B peectpe: Ne77/52-H/77-201 ~ 4 n

B3bickaHO no Tapugy 100 pyé6.
YnnayeHo 3a okasaHue ycnyr npaBoBOro U TeXHNWYECKOro Xxapakrepa: -

E.B. BopoHuHa

Bcero npoluHypoBsaHo,
N CKPENJIEHO Mey,
BPMO Hotapuy
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Abbott GmbH & Co. KG Tel. +49612258 0
Max-Planck-Ring 2 Fax +49 612258 1244

65205 Wiesbaden
Postfach 1303, 65011 Wiesbaden

Abbott

I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, AbtxDtt GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below are the
operational documentation. These documents are in a full accordance with actual manuals of
manufacturer.

A, 3amaH XaH (Zaman Khan), 3amecTtuTens [npektopa no HoOpMaTuBHbIM Bonpocam OTtgena EBponbl,
BanxHero Boctoka, Agprkn 1 MaknctaHa 3660TT M'MOX 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALLMM YA0CTOBEPA0, YTO npuiaraeMble
[LOKYMEHTbI B HMXKENPUBEAEHHOM 06beMe CTpaHULL, ABASAIOTCA 3KCMNJyaTauMoOHHOW AOKYMEHTaLMeEN.
3TN [OKYMEHTbI NO/IHOCTHIO COOTBETCTBYIOT aKTya/IbHOM AOKYMEHTaL MU NPOU3BOANTENS.

OKcnayaTtauMoHHaa LJOKYMeHTauua ana MeagnuymnHckoro nsgenua (Operational documentation
for medical device):

MuKpoanbbymuH KoHTponu - MULTIGENT Microalbumin Controls

Cocras (contents):

# Title

Number of
pages
1 Instruction for usefor- MULTIGENT Microalbumin Controlswith 4
ADDENDUM for Russia
2. WHCTpYKUMs Nno npumMeHeHn0 MuKpoanb0yMUH KOHTPOIN — 4

MULTIGENT Miaoalbumin Controlsc NMPUNTOXEHWEM pana Poccun

Sgned: Date:
Zaman Khan,
Assod ate Director Regul atory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG.
Abbott

d  Abbott GmbH &Co. KG
Abbott GmbH & Co. KG Max-Planck-Ring 2
Max-Ranck-Ring 2 65205 Wiesbaden
65205 Wiesbaden-Delkenheim
Germany

Wil'd Offwitiicii bsniai

BT WS |2 x AN 1] IQA'CA i
Sitz der Gesellschaft: Wiesbaden oERETfeA™ wilax~Mn iJ;19N'C/ tevorsteher si

Amtsgericht Wiesbaden HRA 4888 Geschaftsfiihrer: d,K,

Persdnlich haftende Gesellschafterin: Christian Grapow

Abbott Management GmbH GregAhlberg , =

Sitz der Gesellschaft: Wiesbaden Vorsitzender des Aufsichtsrates: n i GeboO

Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras brch I
nrc s
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Microalbumin Controls

Revised February 2017.

Package insert Instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are any deviations from
the Instructions in this package Insert.

INTENDED USE

For use In the quality control of the Microalbumin assay on the
ARCHITECT cSystems.

CONTENTS / MATERIALS PROVIDED

2K98-11 Microalbumin Controls contain human serum albumin.
Sodium azide (0.09%) Is added as a preservative.

Concentration

Contents (pg/mL or mg/L) Quantity
lcontrotlil 20 to 40 2x2mL
1CONTROL 12 1 75 to 105 2x2 mL

Results for the Microalbumin assay can be reported as pg/mL or
mg/L, which are equivalent.

PRECAUTIONS
®
« For In Vitro Diagnostic Use
« Do not use components beyond the expiration date.
« Do not mix components from different kit lot numbers.

>.I-< CAUTION: This prpduct contains human-sourced and/
or potentially Infectious components. Refer to the CONTENTS

/ MATERIALS PROVIDED section of this package insert. No
known test method can offer complete assurance that products
derived from human sources or inactivated microorganisms will
not transmit infection. Therefore, all human-sourced materials
should be considered potentially infectious. It is recommended
that tfiese controls and human specimens be handled In
accordance with the OSHA Standard on Bloodborne Pathogens.
Biosafety Level 2 or other appropriate biosafety practices should
be used for materials that contain or are suspected of containing
infectious agents.""”

The human albumin used in jcontro1jir f,gs been tested and
found to be nonreactive for HBsAg, anti-HIV-1/HIV-2, and anti-
HCV.

The following warnings and precautions apply to: [controt li-2]

Contains sodium azide.

EUH032

P501 Dispose of contents / container in
accordance with local regulations.

Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the ARCHITECT System Operations Manual,
Section 8.
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Contact with acids liberates very toxic gas.

fr2K98-11

IFOR USE WITH |

ARCHITECT

STORAGE AND STABILITY

* Unopened Microalbumin Controls are stable until the expiration
date printed on the label when stored at 2 to 8'C. Do not use
past the expiration date.

* Opened controls are stable for six months.

« Do not freeze controls. Improper storage of controls can affect
assay performance.

PREPARATION OF CONTROLS

The controls are supplied In liquid form and are ready to use. Invert
bottles several times before use, avoiding the formation of foam.

INSTRUCTIONS FOR USE

1 Verify that the correct control values have been entered into the
control file.

2. Mix bottles several times by gentle inversion.

3. Open the bottles, place an appropriate amount of each control in
a separate sample cup, and place in the assigned positions.

4. Cap bottles tightly and return to refrigerated storage immediately
after use. Always return each cap to its original bottle.

5. Run controls according to the instructions in the ARCHITECT
System Operations Manual, Section 5.

6. Verify control results meet acceptance criteria before reporting
patient results.

INDICATIONS OF INSTABILITY OR DETERIORATION

Microalbumin Controls are clear, colorless, odorless solutions.
Instability or deterioration should be suspected if there are visible
signs of precipitates, leakage, turbidity, microbial growth, or if control
does not meet the appropriate Microalbumin reagent package insert
and/or the ARCHITECT System Operations Manual criteria.

LIMITATIONS OF THE PROCEDURE

Accurate and reproducible results are dependent upon properly
functioning instruments and reagents, storage of product as directed,
and good laboratory technique.

BIBLIOGRAPHY

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Pmtection
of Laboratory Workers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.
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CONTAINS: AZIDE |

CONTROL 11

CONTROL 11-21

CONTROL 121

DISTRIBUTED IN THE USA BY |
DO NOT FREEZE |

eclrepl

FOR USE WTTH 1

INFORMATION FOR USA ONLY |

M

lot|
MANUFACTURED FOR |
PRODUCT OF JAPAN 1

ref|

Caution

Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiratlon date

Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

Control 1

Control 1-2

Control 2

Distributed in the USA by
Do not freeze

Authorized Representative in the
European Community

Identifies products to be used
together

Information needed for United
States of America only

In Vitro Diagnostic Medical
Device

Lot Number

Manufactured for
Product of Japan

List Number

The ARCHITECT cSystem family of instruments consists of c4000,

¢8000, and ¢16000 instruments.

ARCHITECT, C4000, c8000, cl 6000, and cSystem are trademarks of
Abbott Laboratories in various jurisdictions. All other trademarks are

property of their respective owners.

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
+49-6122-580

IDISTRIBUTED IM THE USA BY |

Abbott Laboratories
Abbott Park, IL 60064 USA

CE

IMANUFACTURED FOR~|

Abbott Laboratories

Customer Service: Contact your local representative
or find country-specific contact information on

www.abbottdiagnostics.com

Revised February 2017.
©2016, 2017 Abbott Laboratories

Abbott
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ADDENDUM #T7'
to the Instruction for Use MULTIGENT Microalbumin Controls for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8°C. Medical devices must be stored in
refrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
thermo containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.
Manufacturer set the maximum shelf life of

MULTIGENT Microalbumin Controls - 15 months from date of manufacturing.
MAINTENANCE

Not required.

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanftary-epidemiological Requirements for the Management of Medical Waste”.Transmit and
dispose of a product and its components and packaging in accordance with local regulations

LIST OF APPLICABLE STANDARDS

EN 13013485:2016; 13013485:2003; EN 13014971:2012; (EC) No 1272/2008; DIN EN 18113-1-5:2011; DIN EN
13612:2002; DIN EN 15193:2009; DIN EN 17511:2003; DIN EN 23640:2015; DIN EN 62366:2008; EN 980:2008;
EN 130 15223-1:2012; 130 13612-1:2014; EN 130 14155:2011

POTENTIAL USER

MULTIGENT Microalbumin Controls is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the ARCHITECT cSystem.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION

Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN
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|«aferials of animal origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available
~atwww.abbottdiagnostics.com or contact your local representative.

INDICATIONS AND CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS

Control 1-2:
o pH-value at 20 °C: 7
o Density at 20 °C: 1g/cm3
COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

COLOR AND ODOR

Control 1-2: Colorless and odorless
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MukpoanbbymMmuH
KOHTponu - MULTIGENT
Microalbumin Controls

Pepakuua: despanb 2017 1.

Heo6xo4MMO TOYHO cnefoBaTb JAHHOW MHCTPYKUUM NO
NpUMeHeHW0. Mpyu OTKNOHEHUM OT JAHHON UHCTPYKUUW MO
NPUMEHEHNI0 HafEeXHOCTb pPe3ynbTaToB TecTa He rapaHTupyeTcs.

HA3HAUYEHWE
MCnonb3ylTecs A KOHTPONS KayecTBa TecTa C MCMosb3oBaHuem

Mwukpoansbymud - MULTIGENT Microalbumin Ha cucteme
ARCHITECT cSystem.

COAEPXWMOE / NPEAOCTAB/TAEMbIE
MATEPWAJIbI

2K98-11 Mukpoanb6ymuH koHTponu - MULTIGENT
Microalbumin Controls cogepxaTt anb6yMuH CbIBOPOTKM KPOBYU
yenoseka. B kayecTBe koHcepBaHTa AobasneH asug Hatpusa (0,09%).

KoHueHTpaums
Copepxunmoe (MKr/mn vnn mr/n) KonuuyectBo
1CONTROL 11 1 20 - 40 2x 2wmn
1CONTROL 121 75 105 2x 2wmn

Pe3ynbTathl TeCcTa ¢ UCNONb30BaHMEM MUKPOanbOGyMuH -
MULTIGENT Microalbumin moryt coobwartbca B MKr/MA uau mr/n,
UTO SBNAETCH IKBUBANEHTHbIM.

MEPBI MPEAOCTOPOXHOCTN
®

* [ins gnarHocTtukn In Vitro

e He ncnonb3syiiTe KOMNOHEHTLI NOC/E NCTEYEHNS CpOKa
roOAHOCTN.

* He cnepyeT cMelunBaTb Matepuasibl U3 cepuit pasnnyHbIx
HOMEpOB.

BHUMAHWE: [aHHbIi NPOAYKT COAEPXUT NOMYHEHHbIE
OT YesioBeka M/MAN NOTeHLMaNbHO UHMEKLMOHHbIE KOMMOHEHTbI.
CmoTpute pasgen COAEPXXUMOE/MPELOCTABJ/ISEMbIE
MATEPWA/bI faHHOl WHCTPYKLMW NO NpUMEHeHuto. Hu oauH
13 N3BECTHbIX METOJ0B TECTUPOBAHUS HE MOXeT rapaHTMpoBaTh,
uTo 6UOMaTepuanbl YesoBeKa UM MHAKTUBMPOBAHHbIE
MWUKPOOPraHnM3Mbl He NepPeHoCsT MHekumio. MoaTomy Bce
6uomaTepuansl YesoBeka crefyeTt cuMtatb NoTeHuManbHO
MH(EKLMOHHBIMW. PekomMeHayeTcst 06pallaTbCs ¢ KOHTPONSIMM
1 o6pasuyamu, NosyyeHHbIMU OT YesloBeka, B COOTBETCTBUM CO
CTaHAapToM no o6palleHnto ¢ reMOKOHTaKTHbIMK naToreHamm,
paspaboTaHHbIM YnpaBneHnem CLLIA no oxpaHe Tpyaa n
npombllneHHol rurneHe (OSHA). Mpu pa6oTte ¢ matepuanamu,
KOTOpble cofepxaT UK MOryT cofepxaTb UH(eKLMOHHbIe
3NeMeHTbl, cnepyeT cobnpate npasuna 6uMonornyeckoi
6e30MacHOCTH, ypOBeHb 2, AN UCNOMb30BaThb ApYyre MeTofbl
obecneueHna Guonornyeckoit 6€30NacHOCTH.
AnbGYMUH YenoBeka, UCNOMb3YyeMbIl B [controt 5AN
npoTecTUpoBaH W onpefeneH Kak He peakTUBHbIA Ha HBsAg,
aHTU-HIV-I/HIV-2 n aHTn-HCV.
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FOR USE WITH

ARCHITECT

A

# /11,
#h "
/\/1(//16’>

Microalbumin ConAtru"" n
2 K 9f.71/i
G6-9778/R04

C2K9RR

fii?]2K98-11

Cnepgywoume npefynpexaeHus 1 Mmepbl NpefoCTOPOXHOCTH
OTHOCATCA K: [controt]i-2|

CopepxuTt asug HaTpus.

EUHO032 Mpy KOHTaKTe ¢ kucnotamu obpasyercs
BbICOKOTOKCUUHBIA ras.
P501 YTnnusnpyiite cogepxumoe/koHTeliHep B

COOTBETCTBUM C CAHUTAPHbLIMU HOPMamMm
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nacHOCTU JOCTYNHbI Ha caiTe
www.abbottdiagnostics.com unu y mecTHOro npeacrasuTens.
Moapo6Hyo MHGopMaLMio 0 He06X0AUMBIX Mepax
npejoCcTOPOXHOCTU Npu paboTe aHannsaTopa cM. B PykoBojCcTBe Mo
akcnnyatauun cuctembl ARCHITECT, Pa3sgen 8.

XPAHEHNE N CTABU/IbHOCTb

¢ Mukpoanbb6ymuH koHTponu mMULTIGENT Microalbumin
Controls B HEBCKPbITbIX (h1akoHax OCTalTCA CTabUNbHbIMU
npu temnepatype 2 - 8'C 0 NUCTeYEHUs Cpoka roJHoCTH,
yKasaHHOro Ha aTukeTke. He ncnonb3yiite nocne ncreyeHus
cpoka rofHoCTH.

*  KOHTpO/IM BO BCKPbITbIX (prlakoHax ocTaloTCsA CTabubHbIMU B
TeyeHue WecCTN MecsLes.

¢ He 3amopaxuBaTb KOHTpPO/W. HenpaBunbHoe XpaHeHue
KOHTpO/ieil MoxeT NoBNUATL Ha paboune xapakTepucTUKM TecTa.

MOArOTOBKA KOHTPOJIEN

KOHTpO/IM NOCTaBASATCS B XUAKOM BUAE, TOTOBbI K UCMONb30BAHMIO.
Mepep ncnonb3oBaHneM nepeBepHUTE (PNAKOHbI HECKO/BLKO pas,
nsberasn o6pa3oBaHNs NeHbI.

MHCTPXUWMWN no NCMNOJ/Ib30OBAHNIO

1 Y6eauTechb, 4TO B (haiin KOHTPONA BBEAEHbI NpaBUbHbIE
3Ha4YeHNs1 KOHTPONSA.

2. MMepemewaiiTe cogepxnmoe (piakoHa, akKypaTHO NepeBepHyB
ero Heckonbko pas.

3. OTkpoiiTe hnakoHbl, f06aBbTe HEO6XOANMOE KONMYEeCTBO
KaxLoro KOHTPO/ISt B COOTBETCTBYIOLLYIO Yalleuky A/ o6pasua,
3aTeM NMOMecTUTe Yalleyku B COOTBETCTBYIOLLME NO3ULUN.
Mocne ncnonb3oBaHWA NOTHO 3aKPOTe hNakoHbl U cpasy
nomecTuTe UX B XONOAWbHUK. Bcerpa sakpbiaiite hnakoH ero
CO6CTBEHHOI KPbILIKOIA.

5. TecTupyiiTe KOHTPO/NIM B COOTBETCTBUAMMN C WHCTPYKLUSAMU,
npvBefieHHbIMU B PyKOBOACTBE MO 3KCMayaTauum cucTeMbl
ARCHITECT, Pasgen 5.

6 Mepep Tem kak coobuwaTb pesynbTaTbl nNaymeHTa, ybegmTecs,
UTO pe3y/bTaTbl KOHTPO/IS COOTBETCTBYIOT KPUTEPUAM
npreMnemMocTy.

MOKA3ATENMN HECTABWU/IbHOCTW W/ NMOPYMA

Mwukpoanb6yMnH KoHTponu - MULTIGENT Microalbumin Controls
npeacTaBnsAT cob60il Npo3payHble pacTBopbl 6e3 LBeTa U 3anaxa.
MokasatensiMm HecTabUMLHOCT UAU NOPYW CAyXaT BUAKUMbIE
cnepbl ocafka, npoTteyka, 3aMyTHEHHOCTb, MUKPOGHbLI/ pocT, a
Takxe HecooTBETCTBME pe3y/bTaToB KOHTPONSA XapakTepucTukam,
3asB/EHHbIM B WHCTPYKLUM NO NMPUMEHEHUIO K peareHty
Microalbumin, n/wnn kputepmam, ykasaHHbiM B PykoBoacTBe no
akcnayatauuun cuctembl ARCHITECT.
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MHUYEHUA NPOLIEQYPbI

p ro ¢ JuydveHne TOMHLIX U BOCNPOM3BOAWMbIX Pe3yNbTaTtoB 3aBUCUT

of NPABMNBHOW PABOTH aHANN3ATOPOB M peareHTos, cobnioaeHns
nPaBUN XpaHeHWA NPOAYKTA B COOTBETCTBAN C UHCTPYKLIUAMM, &
raxe cobnionerun nabopaTopHbix npasun pabotui.
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Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory Workers From Occupationally Acquired Infections;
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Mcnonbayemue CAMBONbI

BHumanue

CM. VHCTPYXUMIO NO NPUMEBHEHUIO

Warotosutens

TemneparypHbii gMana3oH

WUcnonb3osarb 0/Cpok roaHoCcTV

Copepxut a3un Hatpus. Mpwn
KOHTaKTe C kucnoramu obpasyercs
BbICOKOTOKCUUHDBIW Tas3.

KonTponb 1

KoHtponu 1 - 2
KoHTpons 2
AOuctpubbioTop 8 CLUA
He 3amopaxwears

ABTOPK30BAHHLIW NpeacTasuTent B
Esponencxom Coobiecrae

Onpepenser npoayKTdl,
ACNONb3yemMbie BMECTe

Wndopmauus Tonsxo ana CLUA

MeauuvHckoe ninenwe ans
[uarHocTuku In Vitro
Homep cepun

Mpou3sseneHo ana
NpoayxT AnoHwuu
Karanoxusin Homep

Mapkamu komnanuu Abbott Laboratories 8 pasnuuHeix IOPNCANKLINAX.
Bce npyrve Toprossie mapku ABNAIOTCA COBCTBEHHOCTHIO
COOTBETCTBYIOWMX BNAAeNbLes.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Abbott GmbH & Co. KG
Max-Planck-Ring 2

65205 Wiesbaden

Germany

+49.6122-580
[oisTRIBUTED 10 THE UBA BY | MANUFACTURED FOR
Abbott Laboratories Abbott Laboratories

Abbott Park, IL 60064 USA

Cepencran nopaepikka: OGpawaiTech K CBOEMY MECTHOMY
NPEACTABNTENIO W CMOTPUTE KOHTAKTHYIO MHGOPMALMIO ANA
BawWen CTPAHD Ha cailte www.abbottdiagnostics.com

Pepakuus: despans 2017 r.
©2016, 2017 Abbott Laboratories a Abbott

ABTOPHIOBAHHDIA NPEACTABATEND NIrOTOBHTENA HA TEPPHTOPUN
Poccun n apyrnx cTpan CHI™:

000 «3660TT Naboparopus», 125171, Poccus, r. Mocksa,
ennurpanckoe wocce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 80; Qaxc: +7 (495) 258 42 81



MPUNOXEHWNE A?
K MHCTPYKLUN NO NPUMEHEHNI0 MUKpoanb6yMnH KoHTponu - MULTIGENT Microalbumin Controls gna Poccun

YCNoBNA TPAHCIOPTUPOBKWN 1 XPAHEHWA

3penue pekomeHAyeTcs TPaHCNOPTUPOBATb W XPaHWUTbL Npyu Temnepatype 2-8°C. MeAuuUHCKWe W3AeNns LO/DKHbI
XPaHWUTCS B XOMOAMW/IbHBIX KaMepax Wan B XONIOAUIbHMKAX, 06EeCrneymBaloLMX pernaMeHTUPOBaHHbIA TemnepaTypHblii
pexuMm C exefHEBHOW perncrpauueit Temneparypbi.

TpaHCnopTUBKa [OJ/IXHA OCYWecCTBAATbLCS B TEepPMOKOHTeliHepax OAHOPA30BOr0  MOJIb30BaHWsA, COAepXaliunx
XNaf03NeMeHTbl, WM B TEPMOKOHTeliHepax MHOIOKPaTHOTO MNPYMEHeHUs C aBTOMAaTUUYecku noAfepXuBaemoi
TemnepaTypoii unu B aBTopedpuxepaTopax ¢ UCNO/b30BaHNEM TePMOUHANKATOPOB.

M3genue octaeTcss CTabUbHLIM ,O OKOHYAHWS CPOKA FOAHOCTU, YKA3aHHOrO Ha YnakoBKe.

Mpu TPaHCNOPTUPOBAaHWM C HapylleHWeM TeMMNepaTypHOro pexuma wusgenve He NOANEXUT  MNPUMEHEHHUIO.
TpaHCnopTMPOBKA OCYLLECTB/ISIETCS BCEMU BUAAMU TPAHCMNOPTA B KPbITbIX TPAHCMOPTHLIX CpPeacTBax B COOTBETCTBUM C
npasuiamMun NepeBo3Kn rpy30B, AeCTBYIOWMMM Ha KaXAOM BuAe TpaHcrnopTa

FAPAHTUMHBIE OBA3ATE/ILCTBA

MpoussoauTenb rapaHTMpyeT, 4TO MNPWM MNPaBWIbHOM XpaHeHUM U obpalleHun usgenve ocTtaeTcs CTabuabHbIM A0
NCTEeYeHUs CpoKa rofHOCTU. MakcuMasnbHbli CPOK roAHOCTU:

MunkpoanbbymuH koHTposm - MULTIGENT Microalbumin Controls - He 6onee 15 mecsueB ¢ gaTbl NPOU3BOACTBA;

TEXHNYECKOE OBCJ/TYXVBAHWE
He TpebyeTcs.

TEKYLLMIA PEMOHT
He TpebyeTcs.

OAHHBIE 1A YTUITN3AUMN N YHUYTOXEHNA MEOVWLUNHCKOIO U3AENNA

MeaunuMHCKOe nsgenune yTuan3upyroT U YHUUTOXalT B COOTBETCTBUN C NpaBuiaMmn obpalleHns ¢ MeanuuHCKumMm
oTxogamu, pernameHTupyowmummnca CanluH 2.1.7.2790-10 ot 12.12.2010 «CaHUTapHO-3aNUAeMNOJIOTNYeCcKme
TpeboBaHMA K 06paLLeHNto ¢ MeAULUHCKUMU OTX04aMmn».

Heob6xoauMo cnefoBaTb HauMOHaNbHLIM CTaHAapTaM Nnpu nepegaye v yTUAm3saunn uUsnesnvs, ero KOMMOHEHTOB U
YNakoBKM.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAMUMHCKOE W3AE/IME

EN 15013485:2016; 15013485:2003; EN 15014971:2012; (EC) No 1272/2008; DIN EN 18113-1-5;2011; DIN EN
13612;2002; DIN EN 15193:2009; DIN EN 17511:2003; DIN EN 23640:2015; DIN EN 62366:2008; EN 980:2008,;
EN 150 15223-1:2012; 150 13612-1:2014; EN 150 14155:2011

MOTEHUWASMBHbIA NOTPEBUTE/b

MeguumHckoe nsgenne MunkpoanbbymMuH KoHTponu - MULTIGENT Microalbumin Controls npegHasHavyeHo ans
MCNOMb30BaHNA B Pas/INYHbIX KINHMKO-/1ab0paTOpPHbIX YC/NOBUAX, BK/O4Yas, 6e3 orpaHuyeHus, 60/bHULbI,
ONarHocTnYyeckne LEHTPbl, pedepeHTHble slabopaTopun 1N yupexaeHus nepesiuBaHuUs KpPoBu MO BCEMY MUPY,
nepcoHasn KoTopbiX npowen obyvyeHne no ncnosnb3oBaHuio aHanmsatopa ARCHITECT c5ystem.

VH®OPMALINA O HANYM B MEOMUVHCKOM U3AENTNW IEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPUIBHOCTb
MocTaBnsieTcss B HeCTepusibHOM Buge. CTepunusauyns nepej npvMeHeHMeM He TpebyeTcs.

NH®OPMALUMA O BOSMOXHOCTW NMOBTOPHOIO NMPMMEHEHNA
He noanexuT NOBTOPHOMY MPUMEHEHMIO.

MATEPWAJIbl XNBOTHOIO MNMPONCXOXAEHNA

MaTtepuanbl XWUBOTHOFO MNPOUCXOXAEHUA TMPOBEPeHbl W PUCKN npumeHeHuas MW  ykasaHbl B [lacnopTte
6e3onacHocTun. MacnopTa 6e30NacHOCTM MOXHO HaiTU Ha canTe www.abbottdiagnostics.com nnn o6patutecb K
MeCTHOMY npeAcTaBuUTenNto.

MOKA3AHNA U NMPOTUBOMOKA3AHUA K MPUMEHEHUIO
He npumeHnmo.
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KHUMECKUE XAPAKTEPUCTUKH
- Kowtpore 1-2:
pHnpr 20°C: 7 .
finotHocTe npw 20 °C: 1 rflcm3
CBEAAEHHA OB MIBECTHLIX OrPAHWMEHMAX NO COBMECTHOMY NMPUMEHEHMO MEAMUMHCKMX WIRENWA NO
HASHAMEHWO
Orcyrcrseyor,

UBET U SANAX
KOHTPOM® 1-2; NPOSpausbLil W 6e3 3anaxa
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O ffentlidie E~lautHgung

wird offapliicj'i bMaubigt,

17 1 f 701/
ly fv x * _ N ~hrdd> 2r<d
ife vor' - - »tenOrk a/x Unterschrift/irti vor
dem iinlerzOwr>fvten Ortsgorichtsvorsteher ei
gefihSncrtg w!lzogen be /Wl ~nur” —
Wieel;.>e<Nin, den
Tcjb.Nr, POy /N
3eb. nacti QebO

Ujl, ™ bezahit
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2660TT TM6X & Ko. KI Ten:+ 49 61 22 58 0

Makc-InaHr-PuHr 2, dPakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303,65011 BucbageH

Hata: 7ywona 2019 .

3amam KxaH (Zaman Khan)

3amecTuTeNb AMpeKTopa

Mo HOPMaTUBHO-NPaBOBOMY PEry/IMPOBaHUIO
PervoH EBEBA v MNakuncTtaH

2660TT M'M6X & Ko. KIT

2660TT 'M6X & Ko. KI
Makc-lnaHk-PuHr 2

65205 BucbageH-[enbKeHxainm
MepmaHua

/MeyaTb: 660TT
2660TT 'MO6X & Ko. KI
Makc-InaHk-PuHr 2
65205 BucbapgeH/

HOpuanyeckunii agpec: BucbageH

PalioHHbIN cyf BucbageHa HRA 4888 Y NpaBnsoLmii:

Hecywwuini nepcoHasibHY0 0TBETCTBEHHOCTb KOMMaHbLOH: KpuctuaH Mpanoy (Kristian Grapow)
3660TT MeHemMKMeHT TM6X per Anbbepr (Greg Ahlberg)
HOpugnyeckuin agpec: BucbageH Mpeacepatens HabnogaTeNbHOMO CoBeTa:
PaioHHbIV cya BucbageHa HRA 12889 Xalime A. KoHTpepac (Jaime A. Cintreras)

O(bunma.1bl1Oc iiicHii.Tcic 1bcTKOBaHMe

Hactosiwum odmumanbHo ya(X.toBepsietcs. yro i-ii 3amam  Xaun
1660Tr TM6.X & Ko. KI' Makc-1lnamk-Pumr 2. 65205 BucbageH,
CO6CTBEHHOPYYHO MOCTaBWU/1 BbILLECTOALLYIO HOAHUCL B HPUCYTCTBUU
nogHucasLleyoca 1lpc.acefare. T mectttoi O CyAa.

BucbageH, W.07.2019r.

.NeB peectpe 727/19

IkTwinHHa B coOTBETCTBUM € 110M10)KEHWEM O c6opa,\ B paumepe 6 eBpo
ornnaveHa

/no<)iwcaiio’

Mpefcenatens YecTHO cyaa

/MevaTb: MecTHBbIl cv() r. Bvcoadcii X1 * 2

/nognucaHo/ N wnona 2019 .

TeKCT B IOKYMeHTe «JKCnayaTauMoHHas JOKYMeHTauus» Ha aHrIMACKOM M PYCCKOM Si3blKax
MO/IHOCTbIO CoBNajaeT.

lMepeBO4 C aHIMUIACKOIO W HEMELKOrO $A3blKOB Ha PYCCKWUI S3bIK BbINO/HEH MePeBOAYNKOM
LLlaTHeBbIM Vbeilt AnekceeBnyom.
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Poccwuiickas degepayums. Nopog Mocksa.

[JBaguaTb BTOPOro Mo/ ABe ThICAYM AeBATHaALaTOro roga.

A, BopoHuHa EBreHnss BnagumMnpoBHa, BPEMEHHO UCMNOJHSAOWasa 0693aHHOCTU HOoTapuyca
r. MockBbl baxTag3e O3Onbmupbl HOpbeBHbI, CBUAETENbCTBYHO MOANMHHOCTL NOAMNUCK
nepesogyunka LWartHesa nbn Anekceesnua,

Moanuch caenaHa B MOEM NPUCYTCTBUU.
JInyHOCTb NognUcaBLIEro 4OKYMEHT yCTaHOB/EHaA.

3apeructpupoBsaHo B peecTpe: Ne77/52-H/77-201 ~ ~ A

B3bicKkaHO no Tapudy 100 py6.
YnnaueHo 3a ok3faiile ycyr npaBoBOro M TEXHUYECKOTO xapakTrepa: -

E.6. BopoHuHa

Bcero npolwwHyposaHo, npryw”c
N CKpenieHo nevarbto.. M. AN, A ne
BPMO Horapuyca
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Abbott GmbH & Co. KG Tel. +49 6122580
Max-Planck-Ring 2 Fax +49 61 22 58 1244
65205 Wiesbaden

Postfach 1303, 65011 Wiesbaden

Abbott

I, Zaman Khan, Associate Director Regulatory Affairs EM EA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below are the
operational documentation. Thesedocumentsarein afull accordance with actual manuals of
manufacturer.

¢, 3amaH XaH (Zaman Khan), 3amecTutene npekTopa no HopMaTuBHbIM Borpocam OTaena EBponsl,
BrvxHero Boctoka, Adprkn 1 MakuctaHa 3660TT M'vbx n Ko. KIM (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALWWM y40CTOBEPSAIO, UTO Npunaraemble
LOKYMEHTbI B HMXXeNpPUBeJeHHOM 06beMe CTpaHuL, ABAAIOTCA IKCNayaTalMOHHOW OKYMeHTaLNel.
3TN JOKYMEHTbI NOTHOCTHK COOTBETCTBYIOT aKTyalbHOW AOKYMeHTaLUn Npon3BOAUTENS.

oKcnsiyatauuoHHaa JOKYMeHTaLMa onga meguumnHckoro nsgenua (Operational documentation
for medical device):

MukpoasibbymuH - MULTI GENT Microalbumin

CocTas (contents);

# Title Number of
pages
1 Instruction for usefor MULTIGENT MiaoalbuminwithADDENDUM 8
for Russia
2. VHCTpYKUMS N0 NpUMeHeHUt0 MukpoanbbymmH - MULTIGENT 9

Microdbumin ¢ MPUTOXEHWMEM ana Poccun.

Sgned Date:
Zaman Kh*”,

Associate Director Regulatory

Affairs EMEA and Pakistan,

Abbott GmbH & Co. KG.

Abbott

Abbott GmbH & Co. KG Abbott GmbH &Co. KG
Max-Ranck-Ring 2 Max-Planck-Ring 2
65205 Wiesbaden-Del kenheim 65205 Wiesbaden
Germany
N wire! offeriaichi da.ss.
dte vor - Me~Kte/w'Unterschrifi./Zefi vor

Sitz der Gesellschaft: Wiesbaden

dent unte,'ztSkH'rtt:i4:on OilageilchtsvOTStehsr ei

Amtsgericht Wiesbaden HRA 4888 Geschaftsfiihrer:
Personlich haftende Gesellschafterin: Christian Grapow wiiteog€!r" béll
Abbott Management GmbH Greg Ahlberg \iViesbeden d@fl
Sitz der Gesellschaft: Wiesbaden Vorsitzender des Aufsichtsrates: ! :
Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras Tgb.N.r.A2»n//-n
Gseb. naoTi QsbO
ba:?ah5t
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IFOB USE WITH |

ARCHITECT

Microalbumin

Revised February 2017.

Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are any deviations from
the instructions in this package insert.

NAME

Microalbumin

INTENDED USE

The Microalbumin assay is used for the quantitative measurement of
albumin in human urine on the ARCHITECT cSystems.

SUMMARY AND EXPLANATION OF THE TEST

Microalbuminuria is a condition characterized by increased urinary
excretion of albumin in the absence of overt nephropathy, and can
be used to predict diabetic nephropathy.*' ~ Diabetic nephropathy is a
major cause of death in individuals with insulin-dependent diabetes;
and because it is accompanied by irreversible kidney damage and
persistent proteinuria, it is @ major factor in the decision to initiate
hemodialysis,™ »

Early detection of glomerular damage, when It is minimal and
reversible, is extremely important. Monitoring urinary microalbumin
is an important component of treatment for both Type | and Type Il
diabetes mellitus.* Methods for monitoring microalbuminuria include
measurement of protein excretion in 24-hour, timed, or overnight
collections, and determination of the albumin:creatinlne ratio in an
untimed “spot” urine specimen. Twenty-four hour and timed urine
collections may be associated with collection errors including
improper timing, missed samples® and incomplete bladder emptying.
The concentration of protein in a spot urine sample provides an
estimate of the protein excretion rate, but is affected by patient
hydration. The ratio of protein or albumin to creatinine in a spot urine
sample corrects for variations in hydration and avoids the sources of
error associated with 24-hour and timed urine collection.®

PRINCIPLES OF THE PROCEDURE

The Microalbumin assay is a turbidimetric inmunoassay that uses
polyclonal antibodies against human albumin. When a specimen is
mixed with the reagents, albumin in the specimen combines with

the anti-human albumin antibody (goat) in the reagent to yield an
insoluble aggregate that causes Increased turbidity in the solution.
The degree of turbidity is proportional to the concentration of albumin
in the specimen, and can be measured optically.

Methodology: Turbidimetric/Immunoturbidimetric

For additional Information on system and assay technology, refer to
the ARCHITECT System Operations Manual, Section 3.

REAGENTS
Kit Contents

Microalbumin 2K98.
Supplied as a liquid, ready-to use two-reagent Kit.

[HEI 2K98-21
V 500*

" 2 x 53 mL
el 2x 12mL

“Calculation is based on the minimum reagent fill volume per Kkit.
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en

Microalbumin
2K98

307202/R03
B2K9RO

[ref] 2K98-21

Reactive Ingredients Concentration

n

Good’s buffer 1.03%
Sodium chloride 1.48%
Sodium hydroxide < 0.14%
TRIS buffer 1.17%
Anti-human albumin antibody 0.17%
(goat)

Sodium chloride 1.14%
Hydrochloric acid < 0.9%

Inactive Ingredients: [SIl and ® contain 0.09% sodium azide.
Warnings and Precautions

1/\
« For In Vitro Diagnostic Use
* ["W Contains nonsterile goat polyclonal antibodies.
Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled In accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing Infectious agents.®®

The following warnings and precautions apply to: [ED and [ED

Contains sodium azide.

EUH032

P501 Dispose of contents / container in
accordance with local regulations.

Contact with acids liberates very toxic gas.

Safety Data Sheets are available at www.abbottdiagnostics.com or

contact your local representative.

For a detailed discussion of safety precautions during system

operation, refer to the ARCHITECT System Operations Manual,

Section 8.

Reagent Handling

« Do not use reagents beyond the expiration date.

« Do not pool reagents within a kit or between kits.

« Do not use components from one lot with components from
another lot.

¢ When either the [H/ or [L}] reagent cartridge becomes empty,
replace both cartridges.

« Before use, invert reagent cartridges several times to mix well
avoiding the formation of bubbles.

« Remove any air bubbles present in the reagents with a new
applicator stick, or allow the reagents to sit at the appropriate
storage temperature to allow the bubbles to dissipate. To
minimize volume depletion, do not use a transfer pipette to
remove bubbles.

CAUTION: Bubbles may interfere with proper detection of reagent
level in the cartridge and cause insufficient reagent aspiration
which could Impact results.

For a detailed discussion of handling precautions during system

operation, refer to the ARCHITECT System Operations Manual,
Section 7.



Reagent Storage

Maximum
Storage Storage Additional Storage
Temperature Time Instructions
Unopened Until Do not freeze.
2-8'C expiration
date
On board System 28 days (672 After 28 days (672 hours).
temperature hours) the reagent kit must be

discarded.

For information on tracking
onboard time, refer to

the ARCHITECT System
Operations Manuai, Section
5.

Reagents may be stored on or off the ARCHITECT cSystem.

it reagents are removed from the system, store at 2-8'C (with
replacement caps) in their original boxes. When reagent is placed
back on the system, run controls and if appropriate criteria are not
met, recalibration may be required. For information on unloading
reagents, refer to the ARCHITECT System Operations Manual,
Section 5.

Indications of Reagent Deterioration

Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage or contamination, turbidity, or if
calibration or controls do not meet the appropriate package insert
and/or ARCHITECT System Operations Manual criteria.

For troubleshooting information, refer to the ARCHITECT System
Operations Manual, Section 10.

INSTRUMENT PROCEDURE

The Microalbumin assay file must be installed on the ARCHITECT
cSystem prior to performing the assay.

For detailed information on assay file installation and viewing

and editing assay parameters, refer to the ARCHITECT System
Operations Manual, Section 2.

For information on printing assay parameters or for a detailed
description of system procedures, refer to the ARCHITECT System
Operations Manual, Section 5.

Alternate Result Units

Results for the Microalbumin assay can be reported as pg/mL

or mg/L, which are equivalent. In this package insert, results are
expressed as pg/mL.

When converting to units other than those listed, refer to the
ARCHITECT System Operations Manual, Section 2.

SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS

Specimen Types

Verified specimen types to be used with this assay.
Specimen Type Collection Vessel
Urine (Collect urine as a 24
hour, timed, or random midstream

sample (spot collection)

Clean plastic or glass container

Other specimen types and collection tube types/anticoagulants have
not been verified with this assay.

The following are acceptable preservatives: 6N hydrochloric acid,
acetic acid, chloroform, formalin, toluene, and xylene.

A urine creatinine result is required to calculate a spot collection
microalbumin-to-creatinine ratio.

The instrument does not provide the capability to verify specimen
type. It is the responsibility of the operator to verify that the correct
specimen types are used in the assay.
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Preparation for Analysis

Stored specimens must be inspected for particulates. If particulates
are present, mix and centrifuge the specimen to remove particulates
prior to testing.

For total sample volume requirements, refer to the ARCHITECT
System Operations Manual, Section 5.

Specimen Storage

Analyze fresh specimens if possible.

Avoid repeated freeze/thaw cycles.

Storage Maximum Storage
Specimen Type Temperature Time
Urine 4'C 2 weeks
-70°C prior to testing® 5 months
C 6 days®

For timed or 24 hour samples, analyze specimens as soon as
possible following collection.

Specimens may be stored for up to 2 weeks at 4'C or up to 5
months at -70'C prior to testing.®

For spot samples, which require the analysis of both albumin and
creatinine, analyze fresh specimens if possible; if not, specimens
may be stored for up to 6 days at 4'C."

Specimen Shipping
Package and label specimens in compliance with applicable state,

federal, and international regulations covering the transport of clinical
specimens and infectious substances,

PROCEDURE

Materials Provided
2K98 Microalbumin Reagent Kit

Materials Required but not Provided

. 2K98-03 Microalbumin Calibrators

. 2K98-11 Microalbumin Controls

* Saline (0.85% to 0.90% NaCl) for specimen dilution

For information on materials required for operation of the instrument,
refer to the ARCHITECT System Operations Manual, Section 1

For information on materials required for maintenance procedures,
refer to the ARCHITECT System Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the
ARCHITECT System Operations Manual, Section 5.

For sample volume requirements, refer to the ASSAY PARAMETERS
section of this package insert. Minimum sample volume is calculated
by the system and printed on the Orderlist report. Ensure adequate
sample volume Is present prior to running the test.

Specimen Dilution Procedures

The ARCHITECT cSystems have an automatic dilution feature; for
additional information, refer to the ARCHITECT System Operations
Manual, Section 2.

Specimens with albumin concentrations values exceeding the

500 pg/mL are flagged and may be diluted by following the Manual
Dilution Procedure, or the Automatic Dilution Protocol provided in the
assay parameters. If an Automatic Dilution Protocol is not provided,
refer to the ARCHITECT System Operations Manual, Section 2

for configuration information, and verify results according to your
laboratory’s standard operating procedures.

Automated Dilution Protocol

When using the Automated Dilution Protocol, the system performs
a 1:4 dilution of the specimen and automatically corrects the
concentration by multiplying the result by the appropriate dilution
factor.



Manual Dilution Procedure

1 Diiute the specimen with saline (0,85% to 0.90% NacCl).

2. Enter the dilution factor in the Patient or Control order screen.
The system uses this dilution factor to automatically correct the
concentration by multiplying the result by the entered factor. If
the operator does not enter the dilution factor, the result must
be manually multiplied by the appropriate dilution factor before
reporting the result.

(Volume of Specimen + Volume of Dilution Reagent)

Volume of Specimen

Manual Dilution Factor =

If a diluted specimen result is flagged indicating it is less than
the linear low limit, do not report the result. Reruh using an
appropriate dilution.
For detailed information on ordering dilutions, refer to the ARCHITECT
System Operations Manual, Section 5.

Calibration

The Microalbumin assay must be calibrated using the Microalbumin
Calibrators 2K98-03 (supplied separately).

CAUTION: The Microalbumin assay uses polyclonal antibodies
against human albumin that can react with closely related proteins
such as bovine albumin. Therefore, calibrators containing
non-human protein should not be used with this assay. The
Microalbumin Calibrators contain only human albumin.

Calibration is stable for approximately 28 days (672 hours), but is
required with each chahge in reagent lot. Verify calibration curve with
at least two levels of controls according to the established quality
control requirements for your laboratory. If control results fall outside
acceptable ranges, recalibration may be necessary.

For specific calibration instructions and information on calibrator
standardization, refer to the Microalbumin Calibrators package insert.
For detailed information on how to perform an assay calibration, refer
to the ARCHITECT System Operations Manual, Section 6.

Quality Control Procedures

Quality control for the Microalbumin assay must be verified using the

Microalbumin Controls 2K98-11 (supplied separately).

CAUTION: The Microalbumin assay uses polyclonal antibodies

against human albumin that can react with closely related proteins

such as bovine albumin. This cross-reactivity may vary among

reagent lots and cause shifts in control values. Therefore, control

material containing non-human protein should not be used with

this assay. The Microalbumin Controls contain only human albumin

and are not affected by cross-reactivity.

As appropriate, refer to your laboratory standard operating

procedure(s) and/or quality assurance plan for additional quality

control requirements and potential corrective actions.

« Two levels of controls spanning the medical decision range are to
be run once during each day of assay use.

< If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.

< If quality control results do not meet the acceptance criteria
defined by your laboratory, patient values may be suspect. Follow
the established quality control procedures for your laboratory.
Recalibration may be necessary.

* Review quality control results and acceptance criteria following a
change of reagent or calibrator lot.
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RESULTS

Representative performance data are given in the EXPECTED
VALUES and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert. Results obtained in individual
laboratories may be different from the data presented.

Calculation
For additional information on results calculations, refer to the
ARCHITECT System Operations Manual, Appendix C.

Interpretation of Results

As with all analyte determinations, the microalbumin value should be
used in conjunction with information available from clinical evaluation
and other diagnostic procedures.

Flags

Some results may contain information in the Flags field. For a
description of the flags that may appear in this field, refer to the
ARCHITECT System Operations Manual, Section 5.

LIMITATIONS OF THE PROCEDURE

In some instances, falsely high or low results occur due to
non-specific turbidity. Prozone may be observed at albumin
concentrations greater than 10,000 pg/mL. If a result is questionable,
dilute the sample and repeat the analysis.

Refer to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert.

EXPECTED VALUES

According to the American Diabetes Association (ADA) microalbumin
levels can be measured from 24 hour, timed, or random urine
specimens. Normal albumin levels, microalbuminuria, and macro
(clinical) albuminuria levels for each specimen type are listed
below."

Spot collection’ 24 hour Timed
Micit)aibumin:Cteatinlne ratio  collection’ collection’
Units (pg/mg) (mg/mmol) (mg/24 hr) (pg/min)
or (mg/g)
Normal <30 < 2.5 (male) <30 <20
< 3.5 (femele)
Microalbuminuria  30t0299  25t0 29 (male)  30to 299 20to 199
3.5t029
(female)
Macro (clinical) >300 > 30 (male) >300 >200
albuminuria > 30 (femele)
100 mL
a Spot collection = (uAlb pg/mL -e Crea-U mg/dL) x L
or uAlb mg/L -e Crea-U mmol/L
1.000 pg
b. 24 hour collecbon = (uAlb pg/mL x Volume mL) h mg

c. Timed collection = (uAlb pg/mL x Volume mL) -e Time (min)

Due to variability in urinary albumin excretion, at least two of three
test results measured withih a 6-month period should show elevated
levels before a patient Is designated as having microalbuminuria.**
Exercise within 24 hours, infection, fever, congestive heart failure,
marked hyperglycemia, and marked hypertension may elevate
urinary albumin excretion over baseline values."



SPECIFIC PERFORMANCE CHARACTERISTICS

Reportable Range
The reportable range of the Microalbumin assay is 5 to 500 pg/mL (5
to 500 mg/L) based on accuracy by recovery.

Accuracy by Recovery

Based on guidance from the Clinicai and Laboratory Standards
Institute (CLSI) protocoi NCCLS EP6-A,"* samples were assayed
using the Microaibumin reagent. Sampies were prepared by diiution
of pooled urine stock with saiine or by mixing combinations of
calibrators. The reportabie range was based on mean resuits within
10% of the theoretical concentration. Data from this study are
summarized beiow.

Theoretical Mean Recovered
Concentration Concentration Variation
(pg/mL) (pg/mlL) (pg/mL) (%)
5.00 5.30 0.30 6.00
11.67 12.20 0.53 454
18.33 19.05 0.72 393
46.60 45.10 -1.50 -3.22
93.19 90.90 -2.29 -2.46
186.39 195.20 881 4.73
279.58 279.58 0.00 0.00
372.77 397.60 24.83 6.66
465.97 482.50 16.53 355

Mean Recovered Concentration - Theoreticai Concentration
‘ % Variation = - i . xI00
Theoretical Concentration

Limit of Detection (LOD)

The LOD of the Microaibumin assay is 1 pg/mL (1 mg/L). LOD was
determined as the concentration equivalent to the mean absorbance
of 21 replicates of an anaiyte-free sampie + 2 SD, where SD - the
pooled within-run standard deviation.

Interference

A study based on CLSI protocol NCCLS EP7-P'® was performed
using urine specimens containing approximateiy 27 pg/mL
microaibumin suppiemented with the individuai compounds listed
beiow.

Potential interference in the Microaibumin assay is s 10% for the
urine preservatives and interferents listed below when used in the
amounts shown.

Concentration
Preservatives and Interferents Conventional Units S| Units
6N Hydrochloric acid 4ml7dL 40 muL
Acetic acid 1,000 pUdL IOmuUL
Chloroform 1,000 ptydL IOmuUL
Formelin 1,000 pL/dL IOmLVL
Thymol 50 mg/dL 500 mg/L
Toluene 1,000 pivdL IOmiyL
Xylene 1,000 ptvdL IOmUL
Ascorbic acid 400 mg/dL 22,712 pmol/L
Bilirubin 25 mg/dL 427.5 pmol/L
Calcium 400 mg/dL 100 mmol/L
Creatinine 400 mg/dL 35,360 pmol/L
Glucose 4,000 mg/dL 222 mmol/L
Hemoglobin 500 mg/dL 5g/L
Hippuric acid 400 mg/dL 4g/L
Inorganic phosphorus 400 mg/dL 130 mmol/L
Potassium chloride 1,000 mg/dL 10g/L
Sodium chloride 2,000 mg/dL 20 g/L
Urea nitrogen 400 mg/dL 142.8 mmol/L
Uric acid 100 mg/dL 5.9 mmo”L
Urobilinogen 20 mg/dL 33.8 pmol/L

Urine samples ranging in pH levels from 3 to 10 demonstrated s 10%
interference.
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Precision

The Microaibumin assay precision is s 5% CV. Studies were
performed using the Microaibumin assay based on guidance from
CLSi protocol NCCLS EP5-A"® Two levels of microaibumin controis
were used, and each levei of controi was assayed in duplicate
twice a day for 21 days. Representative data from these studies are
summarized beiow.

Controi Leveil Levei 2
N 84 84
Mean (pg/mL) 30.15 90.93
D 0.2219 0.6764
9V 0.74 0.74
sD 0.000 0.000
9V 0.00 0.00
D 1.1429 1.8850
Vv 3.79 2.07

Method Comparison

Correiation studies were performed based on CLSi protocoi NCCLS
EP9-AN

Resuits from the Microaibumin assay on the AEROSET System
were compared with the results from a commercially available
turbidimetric/immunoturbidimetric methodology.

Results from the Microaibumin assay on an ARCHITECT cSystem
were compared with the resuits on the AEROSET System.

AEROSET vs. Comparative

Method ARCHITECT vs. AEROSET
N 53 53
2.89 1.30
Y-Intercept
95% Cl; 0.384 to 5.389 95% C: -0.297 to 2.897
Correlation Coefficient 0.9984 0.9994
1.023 1.019
Slope
95% Cl: 1.007 to 1.039 95% CI: 1.009to 1.029
Range (pg/mL) 5.3t0459.4 7.61t0 458.2
Average Bias 8% 9.5%
Standard Error of the 6.99 441
Estimate (Syx)___

95% A = 95% Confidence Interval
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ASSAY PARAMETERS

Microalbumin—Conventional and S| Units

Configure assay parameters - General

e General 0 Calibration 0 SmartWash 0 Results 0 Interoretatlon 1
Assay. uAb Type:  Photometric Version: |
Number: 2839
Run controls for onboard reagents by. Lot
* Reaction definition 0 Reaoent/ Samole 0 Validitv checks
Reaction mode:  End up
Primery  Secondary Read times
Wavelength: 340 / T3O Main: 31- 3
Last required readt 33
Absorbance range: ___ - ___ Color correction; ___ - ___
Sanple blank type:  Self Blank 14-16
0 Reaction definition * Reaocent/ Samole 0 Validitv checks
RL R
Reagent: UALBO Reagent voume: 180 0
Diluent: Saline Water volume:
Diluent dispense mode: Type 0 Dispense mode:  TypeO  TypeO
Diluted Defavit
Dilution name Sanple  sanple Diluent Water  Dilution factor dilution
STANDARD : 6.0 > 1:1.00 .
DI 1 1 250 6.0 15 1:4.00 0
N 0
0 Reaction definition 0 Reaoent 1Samole  Validitv checks
Reaction check: None
Mexinmum absorbance variation:__

Configure assay parameters — Calibration

1 n Genera ¢ Calibration 0 SmartWdsh 0 Results
Assay.  uAb Calibration method:  Spline

« Calibrators
Calibrator set:
UAIbCal

0 Interoretation

0 Volumes 0 Intervals
Calibrator level:
Blank: Water
Call: uAlbCall
[Range 1- 3| Cad 2 uAlbCal2
Cal3: uAbCal3
Cal 4 uAlbCal4
Ca 5 uAIbCalS

1 . J
0 Calibrators  + Volumes 0 Intervals 0 Validity checks
Cdlibrator:  uAlbCtal Diluted

Calibrator level  Sample sanple
Bark  Weter 60
Cadl uAlbCal 60
Cad2  uAlbCal2 60
Cal3  uAlbcal3 60
Cad4  uAlbCal 60
Cad5  uAbcaS 60

0 Validity checks

Replicates: 3

eeeeeg§
8
S

Diluent Water

1
1 O Calibrators 0 Volumes
Calibration intervals:
Ful interval; 672
Calibration type:
Adiust type:  None

1
* Intervals 0 Validity checks 1

(hours)

0 Calibrators 0 Volumes
Blank absorbance range:
Span. Blank - Blank
Span absorbance range: -
Expected cal factor:  0.00
Expected cal factor tolerance % 0

0 Intervals « Validitv checks

Configure assay parameters — SmartWash

1 0 General 0 Calibration ~* SmartWash 0 Results 0 interoretation 1
{ Assay: uAb |

COMPONENT  REAGENT/ ASSAY  WASH Volure  Replicates

RL AMIK9 Detergent A 345 1

RL VANCO Detergent A 345 1

Rt GENTO Detergent A 345 1

RL DA 10%DetergentB 345 1

RL TOBRA 10%Detergent B 345 1

RL DGIOB 10%DetergentB -~ 345 1

34 AMIK9 Detergent A 345 1

Rz VANCO Detergent A 345 1

R2 GENTO Detergent A 345 1

R2 pless] 10%Detergent B 345 1

R2 TOBRA 10%DetergentB 345 1

R DGICB 10%DetergentB 345 1

R2 CREAC Detergent A 345 1

Rz 32203 Detergent A 345 1

Sample Probe Detergent A

Cuvette THg" 10% Detergent B 345

1**Not required for ARCHITECT Software version 7.00 and above.

Microalbumin—Conventional Units

Configure assay parameters — Resuits

0 General 0 Calibration 0 SmartWash ¢ Results 0 Interoretation
Assay. Assay nuber; 2839
Dilution defavit range: Result units:  pg/mL
LowLinearily: 5
Hgh-Linearity: 500
Gender and age specific ranges:

GENDER AGE(UNTS)  NORVAL-

Configure result units
Assay. UAb
Version:  t
Result units:  pg/mL
Decimal places: 0
Correlation factor:
Intercept:

[Range 0-4]

0.0000

Microalbumin—SI Units

Configure assay parameters ~ Results

0 General 0 Calibration 0 SmartWash * Results 0 Interraetation
Assay.  uAlb Assay number: 2839
Dilution defavilt range: Result units:  mg/L
LowLinearity: 5
HightLinearity: 500
Gender and age specific ranges:
GENDER AGE (UNITS) NORMAL EXTREME
Configure result units
Assay, UAb

Version, ¢
Resuit units:  mg/L
Decimel places: 0
Correlation factor:
Intercept:

[Renge 0-4]
1.0000
0.0000

t Due to differences in instrument systems and unit configurations, version numbers may vary.
tfDispiays the number of decimai piaces defined in the decimal places parameter field.
¢ Refer to the concentration specified on calibrator label or package insert. In ARCHITECT Software version 5.00 and above, these values are

defined on the Configure calibrator set screen.
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ADDENDUM
to the Instruction for Use MULTIGENT Microalbumin for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8°C. Medical devices must be stored in
refrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
thermo containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping

rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.
Manufacturer set the maximum shelf life of

MULTIGENT Microalbumin - 24 months from date of manufacturing.
MAINTENANCE

Not required.

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanitary-epidemiological Requirements for the Management of Medical Waste”.Transmit and
dispose of a product and its components and packaging in accordance with local regulations

LIST OF APPLICABLE STANDARDS

EN 1S013485:2016; 1S013485:2003; EN 1S014971:2012; (EC) No 1272/2008; DIN EN 18113-1-5:2011; DIN EN
13612:2002; DIN EN 15193:2009; DIN EN 17511:2003; DIN EN 23640:2015; DIN EN 62366:2008; EN 980:2008;
EN ISO 15223-1:2012; ISO 13612-1:2014; EN ISO 14155:2011

POTENTIAL USER

MULTIGENT Microalbumin is intended to be used in a variety of clinical and laboratory conditions, including,
without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities around the
world, whose personnel have been trained in the use of the ARCHITECT cSystem.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION

Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN
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Materials of animal origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available
at www.abbottdiagnostics.com or contact your local representative.

INDICATIONS AND CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS

Reagent 1 (R1): pH-value at 20 °C: 7.4
Reagent 2 (R2): pH-value at 20 °C: 7.4

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOR AND ODOR

Reagent 1 (R1): Colorless and odorless
Reagent 2 (R2): Colorless and odorless
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Mukpoanb6yMunH
- MULTIGENT
Microalbumin

Pepakuna: doespanb 2017 r.

Heo6xo0aMMO TOYHO CnefoBaTh AaHHON WHCTPYKLMUU MO
npuMeHeHunto. Mpu OTKNOHEHUU OT AAHHOW WHCTPYKLUKU No
NPUMEHEHNI0 HAAEXHOCTb Pe3yNbTaToB TecTa He rapaHTupyeTcs.

HANMEHOBAHWE (CokpalleHHOoEe)
MwukpoansbymunH - MULTIGENT Microalbumin

HA3SHAYEHVE

TecT ¢ ncnonb3oBaHnem Mukpoans6ymuH - MULTIGENT
Microalbumin npumMmeHseTca Ans KONMYECTBEHHOTO onpefeneHus
anbbymuHa B Mouye yenoseka Ha cuctemax ARCHITECT cSystem.

KPATKOE OINMMCAHWME TECTA

MuKpoanb6yMrHypus - 3To COCTOSIHME, XapakTepusyloleecs
NoBbIWEHHON 3KCcKkpeumnein anbbymmnHa ¢ MOYOA Npu OTCYTCTBUM
NPU3HaKoB BbIPaXEHHOW HedhponaTuu; 3ToO COCTOAHNE MOXeT
npegwecTsoBaTtb gnabeTnyeckoir Hedpponatmun."2 finabetnyeckas
HedhponaTna ABNAETCA OCHOBHOW NPUUYNHOK CMepPTU 60NbHbIX
caxapHbIM MHCY/IMHO3aBUCUMbIM J1a6eToM, NOCKOMbKY OHa
COMpoBOXAAaeTCs Heo6paTUMbIM NOBPEXAEHUEM MNoYek U
NoCTOSAHHOW nNpoTeuHypueii.funabeTnyeckan HedponaTua
SIB/IAETCA OCHOBHbIM (DAKTOPOM MPU NPUHATUM PELUEHUs O Hauyane
remogmnanunsa.®"

KpaiiHe BaXXHO BbISIBIEHWE NMOBPEXAEHWNA KNy6OYKOB Ha paHHen
cTajumn, Korga OHO MUHUMaNbHO U HOCUT 0GpaTUMBbIN XapakTep.
MOHUTOPVHT YPOBHS MUKPOanbOyMUHA B MOYE SIB/IIETCS BaXHbIM
KOMMOHEHTOM NevyeHus caxapHoro avabeTta kak Tuna |, Tak u
Tna I.® MeTogamMun MOHUTOPUHIA YPOBHA MUKpoanb6ymuHa
ABNAOTCA U3MEPEeHUe YPOBHA 3KCKpeuun 6enka ¢ CyTOYHON MOYOMA,
C MO4oii, CO6paHHOI B onpejesieHHoe BPeMs WKW 3a HOYb, U
onpefeneHne COOTHOWEHNA anbbyMuHa 1 KpeaTuHUHa a obpasue
MOuMn, cobpaHHOI B cepefjMHe MOYeuUCnyckaHus B NPOU3BOJIbHOE
Bpems. MNpu cyToyHoM c6ope Moun M c6ope MOuM B onpepeneHHoe
BPEMSI MOTYT C/ly4aTbCA OLIMGKM, BKIOYas HenpasuibHOe

BpemMsa c6opa, NoTepsaHHble 06pasLbl W HEMNOMIHOE ONOPOXHEHWEe
MOYeBOro nysbips. YpoBeHb KOHUeHTpauun 6enka B obpasue
MOYMn, cO6paHHON B cepefMHe MOYEUCNyCKaHUs, faeT OLEeHKy
YPOBHA 3KCKpeLunn 6enka, HO Ha Hero BanseT OLDK naymeHTa.
CooTHowWweHne 6enka unn anbbymunHa K KpeaTUHWHY B o6pasue
MOuM, cO6paHHOl B cepefuHe MOYEeUCnyCKaHus, KoppekTupyeT
pasnnuma B OLPK v nomoraeT nsbexatb OWMNGOK, CBA3AHHbIX C
CYTOYHbIM C60POM MOYM M COOPOM MOUM B ONpefesieHHoe Bpems.®

NPUHLMMNbI NMPOLEEAYPbI

TecT ¢ ucnonb3osaHnem Mukpoanb6ymuH - MULTIGENT
Microalbumin sBnsetca Typ6uaMmMeTpuyeckum MMMYHOQHaN30M,
MCNONb3YOLWNM NONNKIOHA/NbHbIE aHTUTeNa K anbByMuHy
uenoBeka. Korga o6pasubl CMeLNBAKTCA C peareHTaMmu, anb6ymMuH
B o6pasuax coeAnHAETCA C aHTUTEeNOM (KO3bWUM) K anbObyMUHy
yenoBeka B peareHTe u obpasyeT HepacTBOPUMbI/ arperaT, KOTOpbIl
NPUBOAUT K NOBbILLIEHHOW MYTHOCTM pacTBopa. CTeneHb MyTHOCTU
nponopumoHanbHa KoHLeHTpauumn ansbymmHa B o6pasLe u MoxeT
6bITb M3MEPEHa ONTUYECKM.

MeTogonorus; Typ6uanumetpuueckas/VIMMyHOTYpGuaumeTpuyeckas
Mogpo6Hyto MHbopMaLmMio 0 cucTeme M TEXHONOTMW aHanunsa

cM. B PykoBogcTBe no akcnnayatauum cuctemol ABCHIMECT, Pasgen 3.
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IFOR USE WITH |

ARCHITECT

ru

@ 2K98-21 Microalbumin
2K98
G6-9771/R03
B2K9RR
PEATEHTDbI

Copepxnmoe Habopa
Mwukpoanb6ymnH - MULTIGENT Microalbumin 2K98.

MocTaBnsoTCA Kak Habop M3 BYX peareHToB B XWUAKOM BUAE,
rOTOBbIX K MCMO/Ib30BAHMIO.

2K98-21
\M 500*
n 2 x 53 mn
M 2x 12 mn

'PacyeT OCHOBbIBAETCS Ha MUHMMaNbHOM 06beme pa3baBuTesns B
ofHoM Hab6ope.

AKTUBHbIE UHTPEANEHTDI KoHueHTpayuus
n

Bydep MNyaca 1,03%
Xnopug Hatpus 1,48%
Fmapokeung Hatpus < 0,14%
M

TRIS-6ychep 1,17%
AHTUTEena (ko3bm) Kk anbbymuHy  0,17%
yenoseka

Xnopug Hatpus 1,14%
ConsiHaa kucnorta < 0,9%

HeakTuBHblE WHIPEAUEHTbI:
HaTpus.

n@ copepxat 0,09% asunga

MpeaynpexaeHnst 1 Mepbl NPesoCTOPOXHOCTU
[in

e [Ons gnarHocTtuku In Vitro
. CO/lePXUT HECTepPUsbHble KO3bW MOJIMK/IOHA/IbHbIE aHTUTeNa.
Mepbl NpefoCTOPOXHOCTHN

BHVMAHWE: [laHHblii npoAyKT nogpasymesaeT paboTy c
o6pasLamu, nosnyyeHHbIMU OT YenoBeka. PekomeHayeTtcs
cuuTatb BCce GromMaTtepuassbl, NOyUYeHHbIE OT YesloBekKa,
NOTEHLMANbHO WH(EKLUWOHHBbIMI 1 06pallaTbCsl C HUIMU B
cooTBeTCTBMM cO CTaHAapTOM Mo 06palLeHnio C FeMOKOHTaKTHbIMU
natoreHamu, paspa6otaHHbiM Ynpasnenvem CLUA no oxpaHe
TpyAa v NpombiwNeHHoi rurmneHe (OSHA). Mpu pa6oTe ¢
mMaTepuanamu, cogepxaliumMn U NpegnonoxuTenbHo
cofiepxallumMn NHAEKLMOHHbIe areHTbl, cregyeT cobnoatbh
npasuna 6MoN0rMyeckoin 6e3onacHoOCTn, ypoBeHb 2, AN gpyrue
COOTBETCTBYIOLME NpasBuna 6uonornyeckoin 6esonacHocTn.® ®

Cregywoune npegynpexaeHns n Mmepbl 6€30NacHOCT OTHOCATCA K:
N n®

CofepxuT asung Hatpus.

EUH032 Mpu KoHTakTe ¢ kncnotamu obpasyetcs
BbICOKOTOKCUYHBIN ras.
P501 YTunusupyiite cogepxumoe/koHTeliHep B

COOTBETCTBUW C CaHMUTapHbIMU HOpMamu Pd
(CaHlMunH 2.1.7.2790-10 ot 09.12.2010).



MacnopTta 6€30NacHOCTN [OCTYMHbI Ha caiite
www.abbottdiagnostics.com nnu y mecTHoro npegcraButens.
Moppo6Hyo MHpopMaLMio 0 HEOBXOANMBIX Mepax
npejoCcTOPOXHOCTY Npu paboTe aHanusaTopa cM. B PyKoBOACTBE MO
akcnnyatauun cuctembl ARCHITECT, Pasgen 8.

O6palyeHune ¢ peareHTaMu

e He ncnonb3yiiTe peareHTbl Nocne UCTEYEHWUS CPOKa rOAHOCTY.

¢ He cmewwuBaliTe peareHTbl OAHOW WIN pasHbIX yNaKoBOK.

¢ He ucnonb3yiiTe KOMMNOHEHTbI OfHOI CEPUN C KOMMNOHEHTaMun
Apyroit cepun.

* Korpa kapTpumx peareHta nnu
3aMeHnTe 06a KapTpuaxa.

nspacxogyercs,

+ [epep ucnonb3oBaHMeM MNepeBepHUTE KapTPUAXK peareHTa
HecKo/IbKO pa3 A/1a Tl aTeNbHOro NnepemMeLlMBaHns, cTapasch He
fonyckaTb 06pa3oBaHNs Ny3blPbKOB.

+ Ecnu B peareHTe NpUCYTCTBYIOT My3bIPbKW, yaanuTe ux,
1Cnosb3yst HOBbIA annanMkaTop, UAK NOMEecTUTe peareHT B
COOTBECTBYIOL NI TeMNepaTypHbIii pexum Jo UCHe3HOBEHNS
ny3bIpbkoB. YTOGbI MUHUMU3MPOBATL NOTEPI0 06bema peareHTa,
He NCMoMb3yiiTe TpaHCpepHble NMNeTkN AN yaaneHus
Mny3bIPbKOB.

BHUMAHWE: My3blpbkn B peareHTe MOryT nomelarb
npaBUNbHOMY ONPeAeNeHNI0 YPOBHA peareHTa B KapTpuaxe
1 NPUBECTU K HEAOCTATOYHOI acnupayuu peareHTta, kotopas
B/INSET HAa NPaBU/IbHOCTbL Pe3y/bTaToB.

Moppo6Hyto MHopMaLMIo 0 Mepax NPeAoCTOPOXHOCTU Npu paboTe

Ha aHanusaTtope cM. B PykoBoACTBe Mo aKcnayaTauuyn CUCTEMbI

ARCHITECT, Paspgen 7.

XpaHeHvie peareHToB

Makcnmanb- fononHuteneHble
Temnepatypa Hoe BpeMms MHCTPYKL MK MO
XpaHeHus XpaHeHus XpaHeHUto
HeBcKpbITbIl fo He 3amopaxusaTtb.
chnakoH OKOHYaHuA
2-8C
cpoka
roAHOCTN
Ha 6opTy Temnepatypa 28 pHeit Yepes 28 gHeii
B cucteme (672 yaca) (672 vaca) Habop

peareHToB Heo6xo04MMO
yTUNU3NpOBaTh.
Moapo6Hyto
MH(opMaLno o
MOHWUTOPUHIE BpEMEHM
HaxoXAeHWsi peareHToB
Ha 6opTy aHanusaTopa
cMm. B PykoBogcTse no
aKcnayaTauun cucTeMsl
ARCHITECT, Paspen 5,

PeareHTbl MOXHO XpaHWUTb Kak Ha GOpTy cUCTEMbI

ARCHITECT cSystem, Tak 1 BHe ee. [locne U3BNeYeHUs peareHToB
13 CUCTEMbI XpaHUTE WX B OPUTUHA/bHBIX ynakoBKax npu
Temnepatype 2 - 8'C (C HageTbIMU CMEHHbIMUK Kpbiwkamu). Mocne
NOBTOPHOI 3arpy3ku peareHTa B CUCTeMY NPOTeCTUpPYATe KOHTPONU;
ecnin HabngaeTca HeCOOTBETCTBIE KPUTEPUAM NpUemMaemMocTy,
MOXeT noTpe6oBaTbCca NOBTOpPHasA kanuéposka. Mogpo6Hyio
MHChOPMaLMI0 O BbITPY3Ke peareHToB U3 CUCTeMbI

cM. B PykoBogcTBe no akcnnyatauun cuctemol ABCHITECT, Pasgen 5.

[Moka3aTenu nopum peareHToB

MokasaTensaMn HecTaGUAbLHOCTY WAWN MOPYM CAyXaT 0Cafok,
BUAMMbIe NMPU3HAKM NPOTEYKM WUAN KOHTAMUHALUU, 3aMyTHEHHOCTb,
a Takke HecoOTBETCTBME pe3y/bTaToB KasiMGPOBKM U KOHTPOSS
KpMTEPUAM, yKazaHHbIM B UHCTPYKLMUN MO NPUMEHEHWUIO N/UNN
PykosoacTtee no akcnnyatauun cuctembl ARCHITECT.
WHdopmauuio 06 ycTpaHeHun ownbok cm. B PykosoacTee no
akcnnyatauun cuctemol ARCHITECT, Pasgen 10.
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MPOLUEANYPA PABEOTblI HA AHA/IM3ATOPE

Mepep nposegeHnem Tecta Ha cucteme ARCHITECT cSystem
Heo6XxoAMMO ycTaHOoBUTL (haiin Tecta Micrbalbumin.

Moppo6Hyto nHopmaumio 06 ycTaHoBKe (haiina Tecta, npocmoTpe
1 pefaKkTUpoBaHWM NapameTpoB aHanusa cM. B PykoBoAcTBe no
akcnnyatauuun cuctemol ARCHITECT, Pasgen 2.

MHpopmaumio o pacneyatke napameTpoB aHanvsa unu nogpo6Hoe
onucaHue npouegyp pa6oTbl ¢ cucTemoin cM. B PykoBoacTse no
akcnnyatauuun cuctembl ARCHITECT, Pa3sgen 5.

AnbTepHaTUBHbIE eAUHNLbI N3MEPEeHNs pesynbtata
PesynbTaThl TeCTa € UCNonb3oBaHneM MuKpoanbOoyMuH -
MULTIGENT MicroalbumIn moryT 6biTb COO6LLEHbI

B MKI/MA UAWM MT/N, YTO ABNSETCA 3KBUBANEHTHbIM. B gaHHOW
MHCTPYKUMM MO MPUMEHEHUIO efuHMLEel coobleHna pesynbTata
ABNAETCH MKI/MA.

Mpu nepecuyeTe B eAWHULbI, OT/INYHbIE OT YKa3aHHbIX,

cMm. PykoBogcTBo no akcnnyatauun cuctembl ARCHITECT, Pasgen 2.

CBOP OBPA3LUA M MNMOArOTOBKA K AHANTN3Y

Tunbl 06pa3LoB

B gaHHOM TecTe HE06X04UMMO MCMO/Ib30BaTb TOJIbKO
BepnuLnpoBaHHbie TUNbl 06pas3LoB..

Tlin o6pa3ya EmkocTn gna c6opa o6pasuos
Moua (cyTouHas moua. YUCTbI NNACTUKOBBIA UK CTEKNAHHbBIN
Mouya, cobpaHHas B KOHTeliHep
onpejeneHHoe Bpems uUnu

B cepefjuHe npouecca

MoyeuncnyckaHma)

[Apyrve Tunbl o6pas3yoB n Nnpobupok ana céopa

06pasuoB/TUNbl @aHTUKOATY/IAHTOB He 6biNn BepUMLMPOBaHbI Ha
NPUrofHOCTb K UCMNONb30BAHNIO B [aHHOM TecTe.

Mpremnemble KOHCepBaHTbI: 6N consiHas KucnoTa, ykcycHas
KncnoTa, x1opodhopmM, hopMasinH, TONYON U KCUMON.

[ns pacyeTa COOTHOLIEHUS MUKPOANbOyMUHA U KpeaTUHUHA

B o6pa3ue Moun, cobpaHHOW B cepefuHe Mo4YeucnyckaHus,
Heo6X0MMO 3HaTb 3HAYEHMe KOHLEeHTpaLun KpeaTUHUHA B MOYe.
B aHanusaTtope He npeAycMoTpeHa onuus Bepudvkaumm Tuna
ncnonb3yemoro o6pasya. B 06s3aHHOCTM onepaTopa cucTeMbl
BXOAWT NpoBepka NpaBU/IbHOCTW TUMOB 06pa3LoB, UCMNONb3yeMbIX B
TecTe.

MoaroTtoBKa K aHann3y
XpaHuBLIMeca o6pasLbl [OMKHbI ObiTb NPOBEPEHbI HA Hanuune
TBepAbIx yactuy. Ecnu B o6pasuyax npucyTcTByiloT TBepAble

yacTuubl, nepea TeCTUpOBaHUEM nepemMellaiTe u LeHTpudyrupyiite
o6pasybl, 4TO6bl yAanuTb 3TW HacTulbl.

WHdopmauunio o TpeboBaHuax kK 06bemMy obpasua cMm. B PykoBogcTee
no akcnnyartauuun cuctembl ARCHITECT, Pasgen 5.

XpaHeHve o6pa3LoB

Mo BO3MOXHOCTW TECTUPYITE TONLKO CBEXMe 06pasLbl.

WN36eraiiTe MHOrOKpaTHOro NPoBeAEeHUs LMKI0B
3aMOpO3K1/pa3Mopo3Ku.

Temnepatypa MakcumanbHoe
Tun obpasua XpaHeHus BpeMs XpaHeHus
Movua 4'C 2 Hepierm
-70°C o Havana 5 mecsues
TecTupoBaHus®
4-C 6 fHei™

TecTupyiite o6pasubl CyTOYHOW MOYM MM MO4YW, COGpPaHHON B
onpejienieHHoe BPeMs, Kak MOXHO ckopee nocsne c6opa.

O6pasLbl 0 TECTUPOBAHUS MOTYT XPaHUTLCA B TeueHue 2 Hefesb
npu temnepatype 4’'C unu B TeyeHne 5 Mecaues npu Temnepartype
-70'C.3



Mpn BO3MOXHOCTU TecTupyiite o6pasLbl, cobpaHHble B cepeauHe
MoyeucnyckaHus 1 TpebGytolyme TecTa Ha anbBGyMUH 1 KpeaTUHUH,
CBEXUMW; €CNN 3TO HEBO3MOXHO, 06paslibl MOTYT XpaHUTbCA B
TeyeHue 6 gHeli npu Temnepatype 4'C."

TpaHcnopTupoBka 06pa3LoB

YnakoBblBaiiTe u MapkupyiTe o6pasibl B COOTBETCTBUU C
MECTHbIMU 1 MeX/AyHapoAHbIMW Tpe6oBaHNAMU N0 TPAHCNOPTUPOBKE
KIMHNYECKUX 06pasLoB U NH(EKLMOHHbIX BELLecTB.

NPOLEAYPA

MpepocTtaBrisieMble maTepuasnsl
2K98 Mukpoanb6ymun - MULTIGENT Microalbumin

Heobxoanmble, HO He NpefoCTaBiieMble MaTtepuanbl
® 2K98-03 MukpoanbbymuH kanubpatopbl - MULTIGENT
Microalbumin Calibrators

. 2K98-11 Mukpoanb6ymMuH KoHTponu - MULTIGENT
Microalbumin Controls

« cpusnonoruyeckuii pactsop (0,85 - 0,90% NaCl) gna passegeHus
o6pasuos

WHdopmauumio o matepunanax, Heo6XxoAnMbIX A1 pa6oTbl

aHanmsaTtopa, cM, B PyKoBoACTBE MO 3aKcnayaTauuu cucTembl

ARCHITECT, Paspgen 1

WHdopmaunio o matepuanax, Heo6xoAuMbIX AN npoueayp
TeXHNYecKoro o6CnyxmnBaHns, cM. B PyKoBOACTBE MO 3KcnayaTaumnm
cuctembl ARCHITECT, Pa3gen 9.

Mpoueaypa aHannsa

Mopapo6GHoe onucaHve npoueaypbl NPOBeAEeHNs aHanusa

cMm. B PykoBogcTee no akcnnyatauun cuctembl ARCHITECT, Pasgen 5.

WHopmanmio o TpeboBaHuax k 06bemy o6pasua cMm. B pasgene
MNAPAMETPbI AHAJIN3A faHHO! MHCTPYKUUM NO NPUMEHEHWIO.
MwuHMManbHbIi 06beM o6pasua paccunTbiBaeTCA CUCTEMON W
pacneyaTbiBaeTcs B OTueTe No CNUCKY 3aka3oB. YbeguTechb B
HannuuyM A0CTaTOYHOro Ko/snyecTBa obpasua nepej nposejeHnem
TecTUpoBaHus.

Mpoueaypa pasBeseHns obpasua
Cuctembl ARCHITECT cSystenr umeloT onuuMu aBTomMaTu4yeckoro
pa3BefleHus; CM. AONONMHUTENbHYI0 NHopMaunio B PykoBoACcTBe Mo
akcnnyatauuun cuctembl ARCHITECT, Pa3sgen 2.
O6pasLbl C ypOBHEM KOHLEHTpauun anb6ymuHa, npesbliljaloLwum
500 MKr/Mn, nomeyeHbl haxkamum u MoryT GbiTb pa3BefeHbl B
COOTBETCTBMM C NPOTOKO/IOM aBTOMATUYECKOro pas3BefeHust uam
npoueaypoit py4yHoro passefeHus. Ecnm npoTokon aBToMaTtuyeckoro
pasBefleHnsi He [OCTyNeH, CM. WH(OpMaLuio 0 KoHdUrypauum B
PykosogcTee no akcnayatauuun cuctembl ARCHITECT, Pa3sgen 2
1 Bepudnumpyiite pesynbTaTbl B COOTBETCTBAM CO CTaHAAPTHbIMU
onepaymoHHbIMK MpoueaypamMu Baleli naboparopuu.
MpoTokoN aBTOMaTUYECKOro passefeHus
Mpu ncnonb3oBaHUM NPOTOKONA aBTOMATUYECKOro pasBefeHus
cuctema pas3soauT obpasubl B nponopuun 1,4 n aBTomatuyeckn
KOppeKTUpyeT 3HaueHne, yMHOXas pe3y/nbTaT Ha COOTBETCTBYIOLW| NI
thakTop passefeHus.
Mpoueaypa py4yHOro passefeHuns
1 [ns pasBefeHus o6pasua ncnonb3yite dusnonornyeckuii
pacteop (0,85 - 0,90% NacCl).
2. BBepguTe hakTop pasBefeHus B 3KpaHbl 3akasa nayueHTa uam
KOHTpONS.
Cuctema ncnonb3yeT haktop passefeHus A1s aBTOMaTU4ecKoi
KOPPEKTUPOBKN 3HAYEeHUS KOHLEHTpauun, yMHOXasa pesynbtar
Ha 3afaHHbIli hakTop. Ecnu onepaTtop He BBen hakTop
pasBefeHuns, YyMHOXbTe pe3y/ibTaT Ha COOTBETCTBYIOW NI hakTop
pasBefeHuna [0 cooblieHns pesynbrara.
(O6Bem obpasua + O6bem peareHTa pasBefeHUs)

(haKTop py4HOro passefeHust =
O6bem obpasLia
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Ecnu pesynbTaTt TeCTUPOBaHUA pas3BefeHHOro o6pasua nomevyeH
hN1aXKKOM, yKa3blBalOLW MM, YTO PE3YNbTaT HUXE HUXHEro
NMHeHoro npegena, He coobuiaiiTe aTOT pesynbTat. MosBTOpPUTE
TecT, UCNOMb3ys NpaBuUIbHOe pasBefeHue.
Moppo6Hyto MHhopMaunio 0 3akase pasBefeHuii cm. B PykoBoacTtse
no akcnnyartauun cuctemol ARCHITECT, Pasgen 5.

Kannéposka
Ons Kann6poBkM TecTa ¢ UCnosb3oBaHneM MUKPOanbGyMuH -
MULTIGENT MicroalbumIn ucnonb3yite Tonbko

2K98-03 Mukpoanbbymun kanuébpatopbl - MULTIGENT
Microalbumin Calibrators (npegoctaBnaTCA OTAENBHO).
BHVMAHWE: B TecTe ¢ ucnonb3oBaHmem Mukpoanb6ymuH
- MULTIGENT MicroalbumIn ncnonb3yTca NonvknoHanbHble
aHTWTena K anb6ymMuHy YenoBeka, KOTOpble MOTyT pearupoBaTb Ha
CXOXWe Nno CTpyKType 6enku, Takne kak 6blunii anbbymuH. Moatomy
kanubpartopbl, cogeprkalmne 6es0K, NONyYeHHbI He OT YenoBeka,
He [,0/MKHbI NCNO/b30BaTbCA B JaHHOM TecTe. Mukpoanb6yMuH
kanuépaTopbl - MULTIGENT Microalbumin Calibrators cogepxart
TONIbKO anb6yMUH YenoBeka.
Kanubposka octaeTcs cTabunbHOW B TeYeHWe npubansuTensHo
28 pHeit (672 vacoB), HO ee HEO6XOAMMO NPOBOAUTL C BBEAEHUEM
Kax ol HOBOW cepun peareHTa. MNpoBepbTe KanMGPOBOUHYIO
KPVBYIO C MOMOLLbIO NO MeHblUeli Mepe ABYX yPOBHE KOHTponei
B COOTBETCTBUW C YCTAHOB/IEHHbIMN Balei nabopaTtopuei
Tpe6oBaHNAMU KOHTPONS KayecTBa. Ecnn pesynbTaTbl KOHTpoNei
BbIXOAAT 3@ pPaMKi YCTAHOBNEHHbIX [Mana3oHoB, MOXeT
notpe6oBaTbCA NOBTOPHAA KannbpoBKa.
VIHCTPYKLMN NO KanmGpoBke 1 MHGOPMALMIO NO cTaHAapTU3aLmm
Kanuépatopa CM. B MHCTPYKLMUM MO NPUMEHeHUo Kk Mukpoanb6yMuH
kanuépatopam - MULTIGENT Microalbumin Calibrators.
Moppo6Hoe onucaHue npoueaypbl Kann6poBku cM. B PykoBogcTee
no akcnnyartauun cuctembl ARCHITECT, Pa3sgen 6.

Mpoueaypbl KOHTPOJIA KavyecTsa

KoHTponb kayecTBa TecTa ¢ UCMOMb30BaHNeM MukpoanbGyMuH

- MULTIGENT Microalbumin Heo6xoAMMO NpOBOAUTL TOMbLKO C

1Cnosb3oBaHnem 2K98-11 MukpoanbbymMnH KOHTpoONu -

MULTIGENT Microalbumin Controls (npefoctaBnaoTca OTAENLHO).

BHVIMAHWE: B TecTe ¢ ucnonb3oBaHnem Mukpoanb6ymuH

- MULTIGENT Microalbumin ncnonb3ytoTcs nonuknoHanbHble

aHTUTena Kk anbbyMuHy YesioBeka, KOTopble MOryT pearnposaTb Ha

CXOXMWe No CTPyKType Genku, Takme kak 6blumnii anbbymuH. Kpocc-

peakTUBHOCTb MOXeT GbMb pas3Hoil Mex/y cepusiMn, 3TO MOXeT

BECTW K U3MEHEHMWIO 3HAYeHUIA KOHTPoseld. MO3TOMY KOHTPO/bHbI

MaTepuan, cogepxalinii 6enok, NonyyYeHHbIl He OT YenoBeka,

He [JO/DKEH UCMO/Mb30BaTbCs B JAHHOM TecTe. Mukpoanb6yMuH

KOHTponu - MULTIGENT MicroalbumIn Controls cogepxat Tonbko

anb6yMnH YenoBeka W He NOABEPXEHbI KPOCC-PEAKTUBHOCTU.

Mpn Heo6xo0ANMOCTY NPUMEHEHUS AONONHUTENbHbLIX Tpe60oBaHNi

K KOHTPOJII0 KayecTBa U MOTEHLMaNbHbIX KOPPEKTUPYIOLUX Mep

cnepyiTe ctaHAapTHOW(bIM) onepayloHHOi(bIM) npoueaype(am)

Balleli nabopaTopun n/mnu nnaHy obecneyeHns kayecrtsa.

¢ Kaxpgble 24 yaca [0/DKHbl TECTUPOBATLCA [iBa YPOBHSA
KOHTpOsield, oxBaTblBawLiMe Auana3oH TepaneBTUYecknx
KOHLeHTpauunit.

« Ecnu npouegypbl Bawei naboparopuu TpebyioT 6onee
4acToro MOHUTOPUHIA KOHTPO/ISt KayecTBa, Cnefyite NpuHATOMR
npakTuke.

* Ecnu pesynbTaTtbl KOHTPO/ISt KayecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUSAM, YCTAHOB/IEHHbIM Ballel nabopaTopuei,
3HaYeHUs pe3y/nbTaTOB TECTUPOBaHNSA 06pa3L0oB NaLMeHToB
MOTYT 6bITb COMHUTENbHbIMU. CnegyiiTe NPUHATLIM Ballei
nabopatopueil npouegypam KOHTpoNs kavectsa. MoxeT
notpe6oBaTbCa NOBTOPHaA Kannbposka aHanusa.

« [ocne ycTaHOBKM HOBOI cepun peareHTa wWam kanuépartopa
npoBepbTe pe3ynbTaTbl KOHTPONA KauyecTBa U KpUTepum
npremaemocTu.



PE3Y/NIbTATbI

B pasgenax OXXWAAEMbIE 3HAYEHUA n CNELVNDPUNYECKUE
PABOUYNE XAPAKTEPUCTWKW aaHHOW MHCTPYKUUKU NO
NPUMEHEHNI0 NPMBELEHbl Penpe3eHTaTUBHbIE AaHHble N0 pabounm
xapakTepuctukam. Pe3ynbTaTbl TecTa, Nosy4YeHHble B OTAE/IbHbIX
nabopartopusix, MOryT OT/IM4aTbCA OT NPUBEAEHHbIX AAHHbIX.

Pacuet

WHdopmaymio 0 pacuete pesynbTaToB cM. B PykoBogctee no
akcnnyatauumn cuctemol ARCHITECT, MpunoxeHue C.

VHTepnpeTauus pesysbTaTtosB

Kak 1 npu onpefeneHnn KOHUEeHTpauuu Apyrux aHanuTos,
pesynbTaTbl TECTA HA MUKPOANbOYMUH [0/KHbI UHTEPNPEeTUPOBAaTLCA
B COYEeTaHUN C TeKyleil KAMHUYECKO OLeHKOoW 1 Apyrumun
[MarHocTMyeckumu npoueaypamu.

dnaXXku

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOTMYT CONPOBOXAATbCSA
nHopmauueli B none “naxkn”. CnucaHme hnaxkos,
KOTOpble MOTyT NoOABMATLCA B 3TOM none, CM. B PyKOBO,qCTBe no
akcnnyataumn cuctembl ARCHITECT, Pasgen 5.

OrPAHNYEHWNA NPOLUEAYPbI

B HekoTopbIX cayvasix MOryT 6biTb NOMYYEHbl I0XHO

3aBbIWEHHbIE UM NIOXHO 3aHWKEHHble pesy/nbTaTbl BCNeACTBUE
Hecneunduyeckoin MyTHoCTU. SheKT NPO30HbLI MOXeT HabnogaTsca
npu KOHUeHTpauun anbbymuHa cebiwe 10000 mkr/mn. Ecnun
pe3ynbTaTt Bbi3blBA€T COMHeHMe, pa3eaute obpasel, 1 noBTopute
TecTupoBaHue.

Moppo6Hyto nHopmauno cMm. B pasgenax CBCP CBEPA3LA U
NCArCTCBKA K AHANN3Y n CNEUN®NYECKUE PABCUYMNE
XAPAKTEPUCTUKW aaHHOW MHCTPYKUUM NO MPUMEHEHWUI0.

OXWAAEMbBIE 3HAYEHUNA

CornacHo ykasaHuam AMepuKaHcKoii accouunaumn guabeta
(American Diabetes Association, ADA) ypoBHWN MUKpoanbGyMuHa
MOTYT 6bITb U3MepeHbl B 06pasuax CyToOYHOW MOuM, a Takxe
Mouun, cobpaHHOl B onpeAefieHHoe WU NPOU3BOIbHOE Bpems.
Huxe npuseaeHbl HOpManbHble YPOBHU anbbymuHa, YpOBHU Mpu
MUKpOanb6yMUHypun 1 makpoanb6ymMuHypum (KNuHU4eckoi) ansa
Kaxgoro Tuna obpasua.

B cepeavHe moyeuncnyckaHns”

CyTOUHbI B onpege-
CooTHoLeHne c6op* neHHoe

MUKPOanb6yMUH:KpeaTuHUH Bpems”®
EavHnpsl (mKr/mr) (Mr/MmoOnb) (Mr/24 yaca)  (MKr/MuH)
n3mepeHnst wm (mr/r)
Hopma < 30 < 2,5 (MyXuuHbl) <30 <20

< 3,5 (KeHLMHbI)

Mwukpo- 30 - 299 2.5 - 29 (My>X4mnHbI) 30 - 299 20-199
anb6yMUHYpUs 3.5 - 29 (KeHLyNHbI)
Makpo- >300 > 30 (MyX4uHbI) >300 >200
anbGymMuHypust > 30 (KeHLLWHbI)
(KMHWYeckas)
a. B cepegyHe moyencnyckaHua=(MA1lb mkr/mny-Crea-u mr/gn) - 10;_IMH

wwm uAlb mr/n 4 Crea-n Mmonb/n

1000 mkr

Mmr

b. CyTouHbIii c6op = (UAlb MKr/Mn X O6BEM M/T)Y-

. domkcupoBaHHoe BpeMsa=(0Alb Mkr/mMn x O6bem mn) 4 Bpemsi (MUH.)

W3-3a BapnabenbHOCTU 3KCKpeLun anbbymuHa B Moye no kpaliHei
mMepe ABa M3 Tpex pesynbTaTtoB TecTa, NoJlyYeHHbIX B TeYeHune

6 mecsiLeB, [O/MKHbI NOKa3bliBaTb MOBbILIEHHbIE YPOBHU A1 TOrO,
4yTO6bl NOCTABUTL NALMEHTY AMarHo3 MUKpoanbbyMuHypus.
husnyeckas Harpyska B TedeHune 24 4acos, UH(EKUUS,
noBbILIEHHAs TeMnepaTypa, 3acToiiHas cepAevHas HeA0CTaTOYHOCTb.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

cToiikast rUNepravkeMuns u cToiikas runepTeH3nst MoryT MnoBbilAaTbh
3KCKpeLuo anbOoyMnMHa B MOYe MO CPABHEHUIO CO 3HAYEHUSIMU
6a30B0ro ypoBHs.”

CNEUNDPUNYECKNE PABOUYNE XAPAKTEPUNCTUKN

Coobuwaemblii guanasoH

Coobuwaemblii gnana3oH Tecta ¢ MCNonb3oBaHnem Mukpoanb6yMuH
- MULTIGENT Microalbumin coctasnset 5 - 500 mkr/mn

(5 - 500 mr/n) Ha OCHOBE TOYHOCTU BbIXOAA.

TOYHOCTb OTKPbITUA

O6pasubl 66l UCCNef0BaHbl C UCNONbL30BAHMEM peareHTa
Mwukpoans6ymunH - MULTIGENT Microalbumin B cooTBeTCcTBMM C
npoTokonnoMm NCCLS EP6-A” WHCTUTYTa K/IMHWYECKUX U NabopaTopHbIX
ctaHgaptoB (CLSI). O6pasubl 6611 NPUroTOBNEHbI pasBefeHnemM
NyMPOBaHHOK MOYM NPU NOMOLLM (PU3NOSIOTNYECKOro pacTeopa
UM cMelmBaHneM KoM6uHauunin kannépatopos. Coobliaemblii
[inanasoH OCHOBaH Ha CpejHUX pesynbTatax B npegenax

10% TeopeTUYecKoro 3HauyeHuss KoHueHTpauuun. Pesynbtartbl
nccnefoBaHnA NprUBefEeHbl HUXe.

Cpezp.
TeopeTnyeckas Habnogae
KOHLL KOHLL Bapvauma
(MKr/mn) (mKr/mn) (MKr/mn) (%m
5,00 5,30 0,30 6,00
11,67 12,20 0,53 4,54
18,33 19,05 0,72 3,93
46,60 45,10 -1,50 -3,22
93,19 90,90 -2,29 -2,46
186,39 195,20 8,81 4,73
279,58 279,58 0,00 0,00
372,77 397,60 24,83 6,66
465,97 482,50 16,53 3,55

Cpeay, Habntofaemast KoHL, - TeopeTnieckast KOHL,

TeopeTunyeckas KoHL,.

Mpepen o6HapyxeHus (MO)

MO recta ¢ ucnonbzosannem Mukpoans6ymun - MULTIGENT
MicroalbumlIn coctasnset 1 mkr/mn (1 mr/n).

MO onpepeneH kak KOHUEHTpauusa, aKBUBA/NIEHTHAs cpeaHeil
onTUYeckoi NAoTHOCTK nNpu 21 noBTOpe TecTupoBaHua o6pasua 6e3
aHanuta 4 2 CKO, rge CKO = cTaHfapTHOMY OTK/IOHEHUIO BHYTpY
cepumn nNpu TeCTMPOBaHUU NyNMPOBaHHOTO obpasua.

WHTepdepeHumsa

Bbino npoesefeHo nccneposaHne B COOTBETCTBUMKU C NMPOTOKO/IOM
NCCLS EP7-P'5 CLSI ¢ ncnonb3oBaHuem o6pasLoB mMouu,
cogepxalux npubnnmsnTenbHo 27 MKr/MNA MUKpoanbbymMuHa, K
KOTOPbIM 6bln ,D,06aB]'I€‘HbI oTAenbHblEe BellecTBa, NepevyncrieHHble
HMnxe.

MoTeHymanbHasa uHTepdepeHums TectTa ¢ UCNONb30BaHNEM
Mwukpoans6ymuH - MULTIGENT Microalbumin coctaBnset s 10% ans
KOHCEPBAHTOB MOYM W WHTEP(EPEHTOB, NMEPEUNCNEHHbIX HUXE, Npu
yKa3aHHbIX KOHLEeHTpaLunsx.

KoHcepBaHTb! KoHLeHTpaLmsi

1 nHTEPIEPEHTbI YCcnoBHble eaVHVLBI EanHnuel OA
6N ConsHas kvcnota 4 mn/gn 40 mn/n
YKcycHas kucnota 1000 mkn/gn 10 mnin
Xnopochopm 1000 mkn/gn 10 mnin
PopmanvH 1000 mkn/gn 10 mnin
Tumon 50 mr/gn 500 mr/n
Tonyon 1000 mkn/gn 10 mnin
Kewnon 1000 mkn/pn 10 mn/n
AckopbuHoBas kucnota 400 mr/gn 22712 mkmonb/n
Bunmpy6uH 25 mr/gn 427,5 Mkmonb/n
Kanbupii 400 mr/gn 100 mmonb/n
KpeaTuHuH 400 mr/gn 35360 mMkmonb/n



KoHcepBaHTbI KoHueHTpauvs

1 vHTEPChEpeHTbI YCnoBHble egVHNLbI EavHunusl QA
[nioko3a 4000 mr/gn 222 mmonb/n
FemornobuH 500 mr/gn 5r/n
FvnnypoBas Kucnota 400 mr/gn 4rin
HeopraHuueckuii chocchop 400 mr/gn 130 mmonb/n
Xnopua kanvs 1000 mr/gn 10 r/n
Xnopua Hatpus 2000 mr/gn 20 1/n
A30T MOYEBVHbBI 400 mr/gn 142,8 mmonb/n
MoueBas kucsota 100 mr/gn 5,9 Mmonb/n
)Ipo6unmHoreH 20 mr/gn 33,8 mMkmonb/n

O6pa3subl Moun ¢ ypoBHsiMu pH oT 3 go 10 npoAaeMOHCTpUpoBanu
S 10% nHTepdepeHLun.

Bocnpoun3sogmmocTb

Bocnpon3BogMMoCTb TecTa ¢ UCMoNb3oBaHneM MUKPOanb6yMuH -
MULTIGENT Microalbumin coctaBnseT s 5% KB. Bbinu nposegeHs!
nccnefoBaHua Tecta ¢ Ucnosb3oBaHMeM Mukpoanb6yMUH -
MULTIGENT Microaibumin B cootBeTcTBUM ¢ npoTokonom NCCLS
EP5-A CLSI.”"® Bblnn nccnefoBaHbl ABa YPOBHS KOHTponel
MUKpoanbbymunHa, KaxAablii ypoBeHb KOHTpoONeli TecTupoBasncs

B Ay6ne gBaxbl B fleHb B TeyeHne 21 gHA. PenpeseHTaTuBHbIE
[laHHble uccnefoBaHuii NpuBeAeHbl HUXE.

KoHtporb YposeHb 1 YpoBeHb 2
Kon-so 84 84
Cpepree (Mkr/mn) 30,15 90,93
CKO 0,2219 0,6764
%KB 0,74 0,74
CKO 0,000 0,000
MEXAY AHAMH %KB 0,00 0,00
CKO 1,1429 1,8850
%KB 3,79 2,07

CpaBHeHne mMeTof0B

Bblnn NpoBefeHbl KOPPENALMOHHbIE UCCNEA0BaHNS B COOTBETCTBUM C
npotokonom NCCLS EP9-A CLSL.™*"

PesynbTathl TecTa ¢ ncnonb3osaHnem Mukpoanb6ymMuH

- MULTIGENT Microaibumin, nony4yeHHble Ha cucteme
AEROSET, cpaBHuBanucb C pesysibTaTamn KOMMep4ecKoro
Typ6rmeTprnyeckoro/MMMyHoTypbumMeTpryeckoro Metoaa.
Pe3ynbTathl TecTa ¢ UCnonb3oBaHnem Mukpoanb6ymuH -
MULTIGENT Microaibumin, nonyuyeHHble Ha cucteme ARCHITECT
cSystem, cpaBHUBaNNUChL C pe3ynbTaTtamu,

nonyyeHHbiMn Ha cucteme AEROSET.

AERCSET B cpaBH. ARCHITECT B cpaBH.
C MeTOJ0M CpaBHeH!s C AEROSET
Kon-so 53 53
2,89 1,30
Y-nepeceveHne . .
95%-i4 AN: 0,384 - 5,389  95%-i1 AW: -0,297 - 2,897
KoadhchmumeHt 0,9984 0,9994
KoppesnaLun
1,023 1,019
HaxnoH o o
95%-11 An: 1,007- 1,039 95%-# AW: 1,009- 1,029
[vanasoH (Mkr/mn) 5,3 -459,4 7,6 - 458,2
CpepHee OTK/OHeHVE 8% 9,5%
CraHpapTHas owmnbka 6,99 4,41

oLeHkn (Sy.x)
95%-ii AN = 95%-ii fOBEPUTENbHDIV UHTEpBa
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NMAPAMETPbI AHATM3A

Mukpoanb6ymuH - MULTIGENT Microalbumin — YcnosHble Eg. n Eg. CU

Configure assay parameters — General

1+ General 0 Cdlibration 0 SmartWbsh 0 Results O interoretation 1
Assay: uAlb Type:  Photometric Version: |
Number: 2839
Run controls for onboard reagents by: Lot
# Reaction definition 0 Reaaent/ Samole 0 Validity checks
Reaction mode: End up
Primary Secondary Read times
Wavelength: 340 /700 Main: 31 - 33

Last required read: 33
Absorbance range: __ -

Color correction: ___ -

1 Sample blank type: Self Blank: 14-16
O Reaction deflnition ¢ Reazent f Samole 0 Vallditv checks
RL R2
Reagent: UALBO Reagent volume: 180 0
Diluent:  Saline Water volume:
Diluent dispense mode: Type 0 Dispense mode:  TypeO TypeO
Diluted Default
Dilution name Sample  sample Diluent Water  Dilution factor dilution
STANDARD : 6.0 - 1:1.00 .
ol 1 : 250 6.0 75 - 1:4.00 0
x 0
0 Reaction detnitlon 0 Reaaent/ Samole * Vallditv checks
Reaction check: None
Maximum absorbance variation:___
Configure assay parameters — Calibration
1 0 Gertera e Calibration 0 SmartWash 0 Resuits 0 Interoretation
Assay:  UAb Calibration method: Spline
« Calibrators 0 Volures 0 Intenals 0 Vallditvchecks
Calibrator set: Calibrator level: Concentration:
UAIbCal Blank \\bter ott
Cal 1 uAIbCall *
Replicates: 3 (Range 1- 3 Cal 2 uAlbCal2 T
Cal3 UuAbCal3 t
Cal 4 uAlbCal4 t
Cal 5 UAIbCAS t
0 Calibrators # Volumes 0 Intervals o Validity checks
Calibrator:  UAIbCal Diluted
Calibrator level Sample sample  Diluent Water
Blank  \W\eter 6.0
Call  uAlbCalt 6.0
Ca2 UuAbCal2 6.0
Cal3 UAIbCal3 6.0
Ca 4 uAbCal4 6.0
Ca5 UuAbCas 6.0 _ _ _
1 0 Cdlibrators 0 Volures * Intervals 0 Wliditv cheeks
1 Calibration intervals;
Full interval: 672 (hours)
Calibration type:
Adjust type:  None
0 Cadlibrators 0 \olures 0 Intervals « Vallditv checks
Blank absorbance range: -
Span: Blank - Blank

Span absorbance range: -
Expected cal factor:  0.00
Expected cal factor tolerance % 0

Configure assay parameters — SmartWash

1 0 Gerera O Cdlibration  + SmertWesh 0 Resuits 0 Intermretation 1
1Assay. uAlb |

COMPONENT  REAGENT/ ASSAY  WAH \Volure Replicates |

RL AMIK9 Detergent A 45 1

RL VANCO Detergent A 45 1

RL GENT9 Detergent A 45 1

RL DGO 10%Detergent B~ 345 1

RL TOBRA 10%Detergent B~ 345 1

RL DGICB 10%Detergent B~ 345 1

R2 AMIK9 Detergent A 45 1

R2 VANCO Detergent A 345 1

R2 GENTO Detergent A 345 1

R2 DGO 10%DetergentB 345 1

R2 TOBRA 10%Detergent B~ 345 1

R2 DGTOB 10%Detergent B~ 345 1

Rz CREAC Detergent A 345 1

R2 =203 Detergent A 45 1

Sanyple Probe Detergent A

Cuwvette Trig" 10%Deteraent B~ 345

1**He TpeGyeTCs1 45 MPOrpaMMvHOro obecrievdeH ARCHITECT, Bepevst 7.00 1 BbLLE. |

Mukpoanb6ymnH - MULTIGENT Microalbumin — Yen. Ep,.

Configure assay parameters — Results

0 General M Catbiatlon 0 SmartWash

Assay:  uAlb
Dilution default range:

Results O Interoretation
Assay number: 2639
Result units:  pg/mL
Low-Unearity: 5
High-Linearity: 500
Gender and age specific ranges:

GENDER AGE (UNITS) NORMAL EXTREME
Configure result units
Assay. UAb
Version: ¢
Result units:  pg/mL
Decimal places: 0 [Range 0-4]
Correlation factor;  1.0000
Intercept:  0.0000

Mukpoanb6ymunH - MULTIGENT Microalbumin — Eg. CU

Configure assay parameters — Results

0 General 0 Cdlibration 0 SmartWash ¢

Assay:  UAIb
Dilution default range:

Results O Interoretation
Assay number: 2839
Result units:  mg/L
Low-Linearity: 5
High-Linearky: 500
Gender and age specific ranges:

GENDER AGE (UNITS) NORMAL EXTREME
Configure result units
Assay. UAb
Version: t
Result units; mglL
Decimal places; 0 (Range 0 - 4(
Correlation factor:  1.0000
Intercept;  0.0000

t W3-3a pasnuuuii cuctem v KoHUrypauuii efuHnL, n3MepeHunii Homepa Bepcuii MOryT OT/In4aThbes,

tt OT06pa>KaeT KO/IMYEeCTBO AECATUYHbIX 3HAKOB, OnpefesieHHbIX B nosie Ans AeCATUYHbIX 3HAKOB.

¢ CM. 3HaYeHUs| KOHLLEHTpaLMiA, yKa3aHHble Ha 3TUKETKe Kanubparopa Wan B MHCTPYKLUM NO NMPUMEHeHWo K Habopy kannbpatopos. B
nporpamMMHom o6ecnedeHnn ARCHITECT, Bepcua 5.00 1 Bblle, 3TV 3HAYEHNA ONpeaenaTcs B okHe “KoHdurypuposaTb Habop kanmépatopos”

(“Configure calibrator set”).
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NPUNOXEHWE
K MHCTPYKUMM NO NpUMeHeHnto MukpoanbbymnH - MULTIGENT Microalbumin ans Poccumn

YCNoBuUA TPAHCMNOPTUPOBKWN U XPAHEHUNA
3pnenve pekomMeHAyeTCcs TpaHCNopTUpOoBaTb W XpaHWTb Npu Temnepatype 2-8°C. MeguuMHCKME uU3LeNns AOJIKHbI

XPaHUTCS1 B XONOAMUBbHBLIX Kamepax WAn B XONOAWIbHUKAX, 0GecrneyYnBaloWmnX pernaMeHTVpPOBaHHbIV TeMaepaTypHbIii
pexum c exefHEeBHOI perncrpaumeii Temnepartypbi.

TpaHcnopTUBKA [AO0/IKHA OCYLeCTBNATbCS B TepPMOKOHTeliHepax OAHOPa30BOro MO/b30BaHUs,  COAepXallux
XNaf03/1eMeHTbI, WM B TEPMOKOHTeiHepax MHOrOKpaTHOro MPYMEHEHUS C aBTOMAaTUM4YecKu MoaAepXuBaemoi
TemMnepaTtypoli unu B aBTopedpuxepaTopax ¢ UCNOMNb30BaHWEM TePMOUHANKATOPOB.

N3penve octaeTcs CTabUbHBIM 40 OKOHYAHUS CPOKA FOAHOCTU, YKa3aHHOro Ha YNakoBKe.

Mpy TPaHCMOPTUPOBAHMU C HapyleHWeM TeMMepaTypHOro pexuma u3genve He MoANeXUT  MNPUMEHEHUIO.
TpaHcnopTMpOBKa OCYLLECTBASIETCA BCEMW BUAAMU TPAHCNOPTa B KPbITbIX TPAHCMOPTHbLIX CPEACTBax B COOTBETCTBMU C
npaBunaMy /1IepeBO3KM rPy30B, AeCTBYOWUMN Ha KAXA0M Bue TpaHcnopTa

FTAPAHTUWMHBIE OBA3ATE/IbCTBA

MpousBoanTenb rapaHTUpyeT, 4YTO MNpPU MNpPaBUILHOM XpPaHeHWW U oGpalleHUM usgenve ocTaeTcsi CTabuUbHbIM A0
MNCTeYeHusi cpoka rofgHOCTU. MakcuMarbHbli CPOK rOAHOCTU:

MukpoanbbymnH - MULTIGENT Microalbumin - He 60niee 24 mecsiueB € gaTbl NPOM3BOACTBA;

TEXHWYECKOE OBCNYXWBAHUE
He TpebyeTcs.

TEKYW WA PEMOHT
He TpebyeTcs.

OAHHBIE ANA YTUNU3SALUNNA N YHUUYTOXEHWA MEANUWNHCKOIO N3AENNA

MeguuuHckoe nsgenne yTUamsnpyroT U YHUUTOXAaOT B COOTBETCTBUN C NpaBuiaMn obpalleHns ¢ MeguLnHCKUMM
oTxogamu, pernameHtTupyrowmmmnca CaHluH 2.1.7.2790-10 ot 12.12.2010 «CaHUTapHO-3/IMAEeMNOIOrM4yecKkne
TpeboBaHUA K 06paLleHNio ¢ MegULNHCKUMU OTXO4aMm».

Heobxoanmo cnegoBaTbh HaUWOHaIbHbIM CTaHgapTamMm npun nepepgadye v ytunusauynn m3penma, ero KOMnNoHeHToOB U
ynakoBKW.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUWVWHCKOE U3AENVE

EN 15013485:2016; 15013485:2003; EN 15014971:2012; (EC) No 1272/2008; DIN EN 18113-1-5:2011; DIN EN
13612:2002; DIN EN 15193:2009; DIN EN 17511:2003; DIN EN 23640:2015; DIN EN 62366:2008; EN 980:2008;
EN 150 15223-1:2012; 150 13612-1:2014; EN 150 14155:2011

MOTEHUWA/IbHbLIN MOTPEBUTENDb

MeguumHckoe unsgenne MukpoanbbymumH - MULTIGENT Microalbumin npegHa3HayeHO An8 MCNONb30BaHUA B

< pPas3INYHbIX KIIMHNKO-N1abopaTOpPHbIX YCNIOBUAX, BKAKOYas, 6e3 orpaHu4yeHns, 60/1bHULbI, ANArHOCTUYECKNE LLEeHTPbI,
pedepeHTHblIe nabopaTopum 1 yupexaeHus nepenmBaHuUsa KpPoOBW MO BCeMY MUPY, MepCcOHasl KOTOPbIX npolien
obyyeHne No ncnonb3oBaHnio aHanmsatopa ARCHITECT c5ystem.

NH®OPMALWA O HAANYNN B MEAVWUVNHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He cogepxnt

CTEPNNBHOCTb
MocTaBnsieTca B HecTepunbHOM Buge. CTepunusaumna nepef npuMeHeHmem He TpebyeTca.

NH®POPMALINA O BOSMOXHOCTM NMNOBTOPHOIO NMPUMEHEHUA
He noanexuTt NoOBTOPHOMY MPUMEHEHWNIO.

MATEPUWANBlI XNBOTHOIO NMPONCXOXAEHNA

MaTepuanbl XWBOTHOTO TMPOUCXOXAEHUA MNPOBepeHbl W pPUCKU MNpuMeHeHMss MW  ykasaHbl B [lacnopTe
6e3onacHocTu. Macnopta 6e30MacHOCTU MOXHO HalTu Ha calite www.abbottdiagnostics.com nnn obpaTtutecb K
MeCTHOMY npeAcTaBUTESNIO.

MOKA3AHUA N MPOTUBOMOKA3AHNA K MPUMEHEHWIO
He npumeHumo.
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TEXHWYECKUNE XAPAKTEPUCTUKN
PeareHT 1 (R1):
3HayeHue pH npun 20 °C: 7.4

PeareHT 2 (R2):
3HayeHue pH npu 20 °C: 7,4

CBEAEHNA OB W3BECTHbIX OFMPAHWYEHUAX MO COBMECTHOMY MNPUMEHEHUIO MEAWUWHCKWX W3LAENNA MO
HA3HAYEHWIO

OTCYTCTBYIOT.
UBET N 3AMAX

PeareHT 1 (R1): 6ecuBeTHbIN 1 6e3 3anaxa
PeareHT 2 (R2): 6ecuBeTHbIN 1 6e3 3anaxa

Abbott

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden

Offenttiche Beglaubigung
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2660TT 'M6X & Ko. KI Ten:+ 4961 22580
Makc-InaHr-PuHr 2, dPakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303,65011 BucbaneH

Moanuck: /noanucaHo/ Data:// wons 2019 .

3amam KxaH (Zaman Khan)
3amecTuTens AMpeKTopa

Mo HOPMaTWBHO-MPaBOBOMY PEery/nMpoBaHUI0
Pernon EBEBA wn MakuctaH
2660TT MM6X & Ko. KI

2660Tr 'm6X & Ko. KI
Makc-INMnaHk-PuHr 2

65205 BucbageH-[enbKeHxanm
MepmaHus

/MevaTb: 9660TT
2660TT F'M6X & Ko. KI
Makc-INnaHk-Punr 2
65205 BucbaaeH/

HOpuanyeckunii agpec: BucbageH

PalioHHbIli cyn BucbageHa HRA 4888 YnpaBnsoLwuii:

Hecywwnii nepcoHanbHy0 0TBETCTBEHHOCTb KOMMaHbOH: KpuctmaH Mpanoy (Kristian Grapow)
2660TT MeHeKMeHT MM6X Mper Anbbepr (Greg Ahlberg)
HOpugmnyecknii agpec: BucbageH Mpeacepatens HabnaaTelbHOro coBeTa:
PalioHHbIli cyn BucbageHa HRA 12889 Xalime A. KoHTpepac (Jaime A. Cintreras)

0 (buupa.lbltoc TNCBUALTE. THCTBOHAHUE

HacTosilumm  odmumanbHo ypocioM'psieTcsi, 4uto i-ii 3amam  Xau
T660TT 1IM6X & Ko. KI Makc-Hnamk-Pnut 2. 6.5205 BucbaseH,
COGCTNCUMOPYUMO MOCTaBU HbILLCCTOATYHO MOMHUCL B MPUCYTCTBUM
noAnMcasLLIETOCA Mpe.fCenarc.Th MecTHOIO cyAa.

BucbageH, 1\.07.2019 .

Ne B peectpe 727/19

1(owHHa B COOT BETCTBUM C 1lonoxxeHnem o cbopax B paTmepe 6 eBpo
ornnayeHa

/nognucaHo”

MpcacepatclH> MecTHOro cyaa

/TeyaTb: MecTHbI cya r. BucbageH X1 * 2/

/nognucaHo/11 viona 2019 .

TeKCT B JOKYMEHTe «3JKCMayaTauMoHHas JOKYMEHTauuUs» Ha aHIIMACKOM M PyCCKOM si3blKax
MONHOCTbI0 COBNajaeT.

lMepeBOA C aHIMMIACKOTO M HEMELKOro S3blKOB Ha PYCCKUI A3blK BbINOMHEH MEPEBOAYMKOM
LLlaTHeBbIM Unbeii AnekceeBMYoM.
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Poccwiickas ®egepayums. Nopog Mocksa.
[JBaguaTb BTOPOro A ABe ThiCAYM AeBATHaALAaTOro roga.
A, BopoHnHa EBreHnss BnagummpoBHa, BPEMEHHO UCNOJHSALOWAA 06893aHHOCTM HOTapuyca

r. Mockebl bBbaxTagse 3nbmupbl HpbEBHbLI, CBUAETENLCTBYIO NOAJNNHHOCTL  MOANUCK
nepesogunka LatHeBa nbn Anekceesnya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb NMognuUcaBLIEero AOKYMEHT yCTaHOB/IEHaA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-201 0 " -p-
B3bickaHo no Tapuagy 100 py6.

YnnauyeHo 3a oKasaHue ycnyr npasoBOro M TEXHUYECKOro Xxapakrepa: -

EB. bopoHuHa

Bcero npoLuHypoBaHo, NPOHY"pOBaHO
N CKpPENJIEHO Neyvatblo....
BPVO HoTapuypiiTAC)0NNNAN A
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