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I, Mary Caren Murawski, Associate Director, Abbott Diagnostics Division Regulatory Affairs,
Abbott Laboratories, hereby certify that the attached documents that keep the number of pages
indicated below are the Insert. These documents are in a full accordance with actual manuals of
manufacturer.

A, Mapun KapeH MypaBcku, 3aMecTUTeNb 4UPEKTOpPa PerynaTopHoro otaena 36601t
[wnarHoctnueckoe MoagpasgeneHne, 3660TT J1abopatopms (Mary Caren Murawski, Associate
Director, Abbott Diagnostics Division Regulatory Affairs, Abbott Laboratories), HacToAwMUm
YLO0CTOBEPA0, YTO NpuiaraemMblie JOKYMEHTbl B HUXeNpUBeLeHHOM 06beme CTpaHuL, ABNATCA
WHCTPYKLMSAMMN NO MPUMEHEHWIO. 3TN AOKYMEHTbI MOSHOCTHI0 COOTBETCTBYHOT (haKTUYECKO
JOKYMeHTauuu npousBOANTENS.

MHCTpyKuma no npumMeHeHuo Ha MeauumnHekoe musgenue (Insert for medical device)

KannbpaTop MHOrOKOMMOHEHTHbIN 15 06ecreyeHnss MPaBUILHOCTM OMNPeAeneHns BUOXUMUYECKIX
napameTpoB KPoBM YenoBeka Ha aHanmsaTopax ARCHITECT c¢ (Multiconstituent calibrator)

# Title Number
ofpages
1 Insert for the ARCHITECT Multiconstituent calibrator with ADDENDUM 3
for Russia.
2 MHcTpyKuma no npumeHeHnto ARCHITECT «Kannbpatop 4

MHOTOKOMMOHEHTHBIN A5t 0GECTEUeHMs NPaBILHOCTW OMPELENeHIs
BUOXMMUYECKMX NapaMeTPOB KPOBM Ye/OBEKA Ha aHaM3aTopax
ARCHITECT c» cNMPUNOXXEHWEM pnsa Poccum.
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Mary Caren MuravJ™ki

Associate Director-Regulatory Affairs
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100 Abbott Park Road
Abbott Park, Illinois, 60064, USA
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United States of America
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By, Mary Caren Murawski, Associate Diri Abbott Diagnostics Division.
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- . Multiconstituent Calibrator
Multiconstituent FOR USE WITH Troe

Calibrator ARCHITECT 307292/R09
S1ET50

Read Highlighted Changes: Revised August 2017.

This package insert contains friformation for the use of Multiconsfituent

Calibrator on the ARCHITECT cSystems. PRECAUTIONS
Package insert instructions must be carefully followed. Reliability of Precautions for Users
assay results cannot be guaranteed If there are any deviations from the L Lin

instructions In this package insert = For In Vitro Diagnostic Use

INTENDED USE « Do not use components beyond the expiration date.

. R . . . = Do not mix components from different kit lot numbers.
For use in the calibration of the Albumin, Calcium, Cholesterol, P
Creatinine, Glucose, Iron. Lactic Acid, Magnesium, Phosphorus. Total

m /K CAUTION: This pitKjuct contains human sourced and/or potentially
Protein, Triglyceride, Urea Nitrogen, and Uric Acid assays.

infectious components. Refer to the CONTENTS/MATERIALS
PROVIDED section of this package insert. No known test method

contents7 materials provided can offer complete assurance that products derived from human

|nep] 1E65-05 Multiconstituent C/ibrator sources or inactivated microorganisms will i>ot transmit infection.
|CALJi-tt] 3X5mL Therefore, all human sourced materials should be considered
|CALWALUE MCOIAI 1 potentially Infectious. It is recommended that this calibrator 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.

Multiconstituent Calibrator is prepared from a human-based matrix
containing the following analyhes: albumin, caltium, cholesterol,
creatinine, glucose, iroa lactic acid, magnesium, phosphorus, total
protein (made from human sourced albumin materia), triglyceride, urea

nitrogen (urea), and uric acid. Sodium a’de is present as a preservative. The human serum albumin used In the calibrators has been

Lot-specific calibrator vdues are listed in the Multiconstituent Calibrator test_ed and found “? _be nonreactive for HBsAg, anti-HIV-l /HIv-2,

Value Sheet, packaged with the cdibrator. Users can imp”t Nee v~ues antl»H(_:V, and _syphllls. i .

electronically (refer to the INSTRUCTIONS FOR USE section of this = The following warning and precaution apply to IcALh-aj:

package insert). The last two digits of the lot numbers can vary. Contains sodium azide.

When converting the units for an assay, the following items must be EUHO32  Contact with acids liberates very to»c gas.

edited, if applicable, using the appropriate conversion factor. P501 Dispose of contents/container in accordance with local

«Calibraror Concentralicm = Reference Range regulations.

«Quitative/Interprelation Range = Panic/Extreme Range NOTE: Refer to Sec”on 8 of the ARCHITECT System Operations

~Linear Range «Expected QC Velues Mai®ual for proper handling and disposal of products contaning
sodium azide.

m Retest rules ranges

~ConstlturTt assEy ranges for ralculated a*y s Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

STANDARDIZATION

Mutticonstituent Calibrator is prepared and standardized as described in STORAGE AND STABILITY
the table below. Store unopened Multiconstituent Calibrator upright at 2 to 8'C.
Analyte Reference Material Reference Method ::gptin;g calibrator is stable until the expiration date when stored
Albumln 7D53, 7D54 ERM-DA470 Vmb:g slzti:tl\l;logwetry Opened calibrator is stable for 7 days at 2 to 8'C or for 24 hours
Calcium 3L79 NIST SRM 958 el at 15 to 30*C if kept tightly capped.
Cholesterol 7D62 SPRL Total Cholesterol Abell-Kendalf
Verification Set procedure (COC PREPARATION OF CALIBRATOR

reference method] Multiconstituent Calibrator requires no preparation prior to use
Creatinine SL81 NIST SRM 9B7 ID-LC/MS* q prep p! -
ISerum/Plasma]
Creatinine 3L81 NIST SRM 914 Gravimetric INSTRUCTIONS FOR USE
1UrIne) Configure Calibrator Values
Glucose 3L82 NIST SRM 985 ID-GC/MS Required User Access Level: System Administrate»
Iron 6K9S NIST SRM 3126 Gravimetric Calibrator values may be configufed manually or configured
Lactic Add 9D89, 9P18 Reagent Grade Lactic Trtration electronically using the Icalvauie mepu |packaged with the calibrator or

Acid using e-files accessed and imported from www.abbottdiagnostics.com.
Magnesium*** 3P58 NIST SRM 956 ID-ICP-MS or Abbott mal.
Phosohorus 7D71 NIST SRM 2166-1 Gravimetric Ensure the assay numbers on your system match the assay numbers
Total Protein 7D73 NIST SRM 927 Biuret listed in the MCC value sheet, if the system assay number(s) differ from
Trialvceride 7074 ACS Grade Glvcerol Gas Chromatography those listed in the value sheet, a status of “No Assay’ is generated when
Urea Nitrogen*=m  7D75 NIST SRM 912 Differential scanning importing the calibrator file. You must manually configure that assay.
calorimetry MANUAL CONFIGURATION

Uric Acid 9P39 NIST SRM 913 Gravimetric

1 Verify the lot number listed on each calibrator carton agrees with the
lot number printed on the value sheet.

2. Enter the calibrator values provided in the value sheet into the
Configure csibrator set screen.

* Use iDMS-traceable MDRD equation with factor 175 to estimate GFR.

** Available Ex-US only.

*** 7D75 Urea Nitrogen assay reports concentrations of urea nitrogen
(mg/dL) in conventional units and concentrations of urea (mmol/L)
in Sl units.

ACS— American Chemical Society

ERM— European Reference Material

GFR— Glomerular Filtration Rate

ID-GC/MS— Isotope Oikjtion-Gas Chromatography Mass Spectrometry

ID-ICP-MS— Isotope Dilution Inductively Coupled Plasma Mass

Spectrometry

ID-LC/MS— Isotope Dilution-Liquid Chromatography Mass Spectrometry

MDRD— Modification of Diet in Renal Disease

NIST— National Institute of Standards and Technology

SRM-— Standard Reference Material

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



INSTRUCTIONS FOR USE (Continued)

ELECTRONIC CONFIGURATION

The IcALVAuUIiEMtBul contalns the calibrator e-files. Refer to the Import

Calibrator Value* section of this package insert for instructions.

To Download Calibrator Values from www.abbottdlagnostics.com

1 Access www."botldiagnostlcs.com.

2. Select Support > Tbchnlcal Library > Vblue Assignments >
ARCHITECT cSystams > eSyatems Calibrators.

. The calibrator .pdf (Printable) file and XM\ (Downloadable) file options

' are available; select the .xml (Dowrdoadable) file.

4 Right click and select Save Target As to save the calibrator file to a
USB flash drive or a CD-ROM. Refer to the Import Calibrator Values
section of this package insert.

To Access Calibrator Values in Abbott Mail

Availrility of calibrator values from Abbott mail may vary by area and

requires ARCHfTECT System Software v8.00 or higher AND AbbottLink

software v4DO or higher.

NOTE: Calibrator value sheet(s) can be viewed only from the Abbott mail

screen. The calibrator files sent \ria Abbott mail are stored and available

on the hard drive when performing the Import calibrator data (cSystem)
procedure.

w

1 Select the Abbott mail icon on the Snapshot screen. The Abbott mail
screen displays.

2. Select F5 - View or F7 - Review to view the calibrator values .pdf
(Printable) file. Refer to Secbon 2 of the ARCHITECT System
Operations Manual for additional information. Refer to the Import
Calibrate Values section of this package insert.

Import Calibrator Ilues

1. From the menu bar Select System > Cortfiguratlon > QC-Cal
settings.

. Select Calibrator set from the QC-Cal categories list, select MCC
from the Calibrator sets list, then select F6 - Configure.

. Select the Lot number list iHitton and then select Import.

4 if using electronic media, insertthe CD-ROM or USB flash drive and

then select OK. Abbott Mail users select OK or Cancel. Available

calibrator files from Abbott mail or electronic media display on the
Import k)t file selection window.

. Select the calibrator file to be imported; select Done.

Review the Status column in the Assign assays for calibrator set

window. For any assays with a status other than OK or

Assigned mSystem, refer lo Import calibrator data {oSystem) In

Section 2 of the ARCHITECT ~stem Operations Manual.

. Select Done in the Assign assays for calibrator set window.
8. Select Done to save the calibrator values and exit the screen.

. Select OK if the data were imported from a USB flash drive then
remove the drive from the USB port

N

w

o v

~

Calibration

Calibration is performed by running a water blank and Nee

Multiconslituent Calibrator set. Water for the blank is provided by the

instrument.

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

. Allow calibrator to come to room temperature.

3. Mix bottle five times by gentle inversion.

Open bottle, place an appropriate amount of each calibrator in a

separate sample cup, and place in the assigned positions.

. Cap bottle tightly and return to refrigerated storage immediately after
use.

N

»

(&

o

Perform calibration as indicated in the ARCHITECT System
Operations Manual.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are visible signs
of leakage, extreme turbidity, microbial growth, or If calibration does

not meet the criteria in the reagent package insert or the ARCHITECT
System Operations Manual.

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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Key to Symbols
Assay number

Calibrators 1 and 2

Calibrator 1
Calibrator 2

CALVALUE MEOIA Calibrator value media
Contains sodium azide. Contact

CONTAIKSiAZIDE with acids liberates very toxic gas.

ICOWVEMTIOAAL UHITSI Conventional Units

Authorized Representative in the
European Community

Identifies products to be used
together

information needed for United
States of America only

[icjHEPI
jPOR USE WITH
IWFORMATIOW FOB USAOMUY |

In Vitro Diagnostic Medical Device
Batch codefLot number

IMANUPACTURED FOR | Manufactured for

PRODUCTOP USA Product of USA

Reagent

[hep] Catalog number/List number
Sluwrrs Sl Units
Caution

Consult instructions for use

Manufacturer

X
X Temperature limitation

Use by/Expiration date

Waste Electrical %nd Electronic
Equipment

The ARCHfTECr cSystem family of instruments consists of c4000,
C8000, and c16000 instruments.

ARCHfTECT, C4000, c8000, c16000, and cSystem are trademarks of
Abbott Laboratories in various jurisdictions. All other trademarks are
property of their respective owners.

leclrepl Abbott GmbH & Co. KG
Diagnostics Division Max-Planck-Ring 2 C€
Abbott Park. IL 60064 65205 Wiesbaden

USA Germany
-149-6122-580

Abbott Laboratories

IMAHUFACfURH> FOR |

AbOott Laboratories

Customer Service: Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com

August 2017 Z
®2011.2017 Abbott Laboratories
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ADDENDUM
to tt>e Instruction for Use ‘ Multiconstituent calibrator” (for Russia)

SHIPPING

Recommended shipping conditions for device correspond to storage
conditions provided in the Instructions for Use (2-6'C)

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 (GOST R 51068-2013). Ship in an enclosed carrier
vehicle of any kind in accordance with shipping rules, applicable to the
respective carrier.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration
date when stored and handled as directed. Manufacturer set the
warranty shelf life of d e t”» which corresponds to period between the
date of manufacture and expiration date that are indicated on the label
and/or in accompanying documerttatlon. Device must be discarded if
stored with deviations In manufacturer’s requirements (GOST R 51068-
2013).

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 2.1.7.27S0-10 dated December 12, 2010

‘ Sanitary-epidemit™ogical 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

GOST R 51088-2013, GOST R 51352-2013 GOST R ISO 23640-2015,
GOST R 56894-2016 / GHTF /SGI /N063:2011, GOST ISO 1”11-
2011, GOST ISO 18153-2011, GOST R ISO 18113-1-2015, GOST R ISO
18113-2-2015, 1SO 9001:2000, ISO 13485:2003

POTENTIAL USER
Professional user

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 cannot be re-applied
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Multiconstituent
Calibrator

IFOR USEWTH

ARCHITECT

Cm. BblAeNleHHble n3MeHeHunsa. Pegakumnsa; asryct 2017 r.

[laHHas VHCTPYKLMA NO NPUMEHEHWIO COAEPXKUT MH(hopMaLuio 06
ncnonb3oBaHuK kanmépartopa Multiconstituent Calibrator Ha cuctemax
AHCLWTeCT cSyetem.

Heo6x041MmOo TOYHO cnefoBath AaHHOW UHCTPYKLUMM NO NPUMEHEHWIO.
|-|pl/l OTKNIOHEeHUN OT AaHHOﬁ WHCTPYKUMN NO NPpUMEHEHNo Ka,qAKHOCTI:
pe3ynbLTaTtoB TecTa He rapaHTMpyeTcs.

HA3SHAYEHWE

MpegHa3HayeH Ana 1Ucnonb3oBaHua Npu kannbposke TectoB Albumin,
Calcium, Cholesterol, Creatinine, Glucose, Irort, Lactic Acid, Magnesium,
Phosphorus, Total Proteia Triglyceride, Urea Nitrogen n Uric Acid.

COOEPXXWMOE /NPEAOCTABNAEMbBIE MATEPUANDbI
iMfl Kannbpatop 1E65-05 MulUconslituent Calibrator

lcat j-2] 3x5wmn

CM.VALUE mebI* 1

Kanu6patop Multiconstituent Calibrator nsrotosneH Ha ocHoBe
rnaTpukca YenoBeka 1 COAepXXUT cnefytoline 3HaNUTbl: anbOyrumH,
KanbLWii, XonecTepuk, KpeaTuHWH, rioKo3a, xeneso, r/onoyHas
KucnoTa, MarHuii, ocgop, o6wnii 6enok (M3 anbbymuHa yenoseka),
TpuramuepuNe>1, a30T MOYEBUHbI (MOYEBUHA) U MOYeBasi KMcnoTa.
CoaepXXuT a3unj HaTpysi B KauecTBe KOHCepBaHTa.
3HaueHVs kannbpartopa Ana onpejeneHHoli cepun npuBejeHsl B
Tabnuue 3HaveHnin kanmépatopa Mulliconstituenl Csdibiator, koTopas
nocrasnsieTcsl B OfjHOI ynakoBKe C Kanu6paropoMm. lMonb3osatenu
MOryT MMMNOPTUPOBATb 3HAYEHUA B 3NEKTPOHHOI hoprue (cM. pasgen
WHCTPYKLMM MO NCNONb30BAHWIO gaHHOW MHCTPYKUUNU MO
npyMeHeHuto). [lBe nocnefgHne uudpbl HoMepa cepumn roryT
N3MEHATLCS.
Mpu nepeBofe eAnHUL TecTa U3MeHWUTe chegytolme nosvuun (npu
Heo6X0ANMOCTH), UCMONb3Ysi COOTBETCTBYIOLLMIA (haKTOP KOHBEepCuu.
«KoHLeHTpauus kanméparopa m PechepeHcHbIi AuanasoH
mKauecTBeHHbIl Anana3oH/nanasoH * flnanasoH lhVITnieckmx/npesem>Hbix
VHTEpnpeTauwii KOHLieHTpauuii
w/IMHEHbIN Jyana3oH *Oxkngaemble 3HadeHna KK
* [lInana3oHbl 3HAYEHUI NOBTI'YKOTO TECTUPOBaHUS
* AnanasTbl pe3ynbTartoB TECTOB /1 BbIMMCSETMbIX METOANK

CTAHOAPTU3ALMA
Kanu6patop Multiconstituent Calibrator nsrotoenex n

CTaHAapTU3MPOBaH B COOTBETCTBUM C AaHHbIMU, COAEPXKALLMMUCS B
Tabnuue Hmwxe.

PedepeHcHbI PedepeHcHbIii

AHanut

marepvian MeToq,
AnbGYMUH 7053, 7D54 ERM-DA470 CnektpomeTpus B
BUAVMOIA o6nactn
cnekTpa
KanbLuii 3L79 NIST SRM 956 ID-ICP-MS
XonectepuH 7D62 Ha6op ans MeTton A6ens-
Beputmnkaummn SPRL Kenpanna
Total Cholesterol (pethepeHcHbIi
meTog COC)
KpeatvHuH 3L81 NIST SRM 967 ID-LC/MS*
(CbiBOpOTKA/
nnasma KOoOBH)
KpeatnHuH 3L81 NIST SRM 914 paBUMeTPUUECKNIA
(Moua)
nokosa 3L62 NIST SRM 965 ID-QC/MS
Keneso 6K95 NIST SRM 3126 IpaBUMeTPUYECKNUIA
MonouHasn 9D89, 9P18 MonouHas Kucnota, TutpoBaHne
Kucnota ouuLLeHHast Ha ypoBHe
peareHTa
MarHuit** 3P58 NIST SRM 956 ID-ICP-MS
choctop 7D71 NIST SRM 2186 paBUMeETPUYECKUIA
06wmit Genok 7D73 NIST SRM 927 Buypet
Tpurnny™ungbl 7D74 FnuepuH ACS [azoBas
Xxpomarorpagmsi

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

u

Multiconstituent Calibrator
1E65

G69723R09

S1ET5R

Asor 7D7S N1ST SRM 912 OnddepeHupansHas
MOUEBVHbI*** CKaHVpytoLas

Ka/iopumeTpus
Mouesas 3P39 NIST SRM 913 IpaBumeTpuyeckuii
Kucnota

= lcnonb3yiite ypaBHeHne MDRD c¢ aktopom 175, cooTHOCsLEeecs ¢
IDMS, ana onpegeneHus GFR.
== JlocTynHo gnsA Bcex cTpaa Kpome CLUA.
5 Tecte 7D75 Urea Nitrogen KOHUeHTpaLuma a3zoTa MOYEBUHbI
(Mr/pan) coobuwaeTca B YCNOBHbIX €AMHULAX U KOHLEHTpauus
MOYeBUHbI (MMONb/n) =a eguHuyax Sl.
ACS — American Chemical Society (AMepuKaHCKoe Xumuyeckoe
o6LecTBo)
ERM — European Reference Material (EBponeiickunii pethepeHcHbIi
matepuan)
GFR — Glomerular Ritration Rate (CKOpocCTb Kny604KOBOI
punbTpaumn)
ID-GC/MS — Isotope Dilution-Gas Chromatography Mass Spectrometry
(fa3oBas xpomarorpactus/macc-cnekr*oMeTpus, MeTo/ N30TOMHOTo
pas6aBneHus)
iC-ICP-MS — lIsotope Dilution Inductively Coupled Plasma Mass
Spectrometry (Macc-cneKTpoMeTpus C MHAYKTUBHO*CBSi3aHHOMN
nnasmoii, MeTos N30TONHOro pas6asneHuns)
ID-LC/MS — isotope Dilution-Liquid Chromatography Mass Spectrometry
(KugkocTHas xporunatoadusi/rnacc-cneKTpoMeTpusi, MeTo/, U30TOMHOro
pas6aBneHus)
MOTO — Madification of Diet in Renal Disease (Moparcvkauus guetbl
npu noyeyHon 6onesHu)
NIST — National Institute of Standards and Technology (Hauvourwbmbliii
WHCTUTYT CTAHAAPTOB U TEXHONOTUN)
SRM — Standard Reference Material (CTaHAapTHble peepeHCHble
marepuanbl)

MEPbI NPEAOCTOPOXHOCTN

Mepbl NPefoCTOPOXHOCTU AN Nofb30BaTenei
118l

m [ina gnarHocTuku /n Wtra.
* He ucnonb3yite KOMMNOHEHTbI NOCNE UCTEUEHNSA CPOKa rOfHOCTW.

= He cmewwmnBaiiTe KOMNOHEHTLI HA60POB C pas3HbIMW HOMEPaMN Cepuii.

BHUMAHWE: [aHHblii NpoAyKT COABPBKUT NONyYEHHbIe OT
yenoseka U/an NOTEHLUANbHO VHPEKLMOHHbIE KOMMOHEHTbI.
CmoTtpuTe pasgen CO(LWPXUMOE/NPEAOCTABNIABMbIE
MATEPUA/bl gaHHO MHCTPYKLUUM MO NPUMEHEHMIO. HU oauH

13 U3BECTHbIX METOAOB TECTUPOBAHNSA HE MOXET rapaHTupoBaTh,
4yTO GUoMarepuanbl YenoBeka UNN UHAKTUBUPOBAHHbIE
MVKPOOPraHM3Mbl He nepeHoCcsT UH(ekuumto. Moatomy Bce
6romatepuanbl YenoBeka cnefyeT cuutatb NnoTeHynanbHo
VH(BKUMOHHBIrLLW. C AaHHBINM Kannbpatopom v Bcemn obpasuamu,
nofyYeHHbIMK OT YenoBeka, cnefyeT obpallaTtbCs B COOTBETCTBUMN
co CTaHAapToM MO 06paLleHVto C FTEMOKOHTaKTHbIMU NaToreHamu,
pa:*aboTtaHHbIM YnpaBneHnem CLUA no oxpaHe ipyxia n
nporubiwnexHoli rurnede (OSHA).' Mpu pa6oTe ¢ Matepuanamu,
KOTOpble COfepyar UAn MOoryT cofep>kaTb UH(EKLMNOHHbIe
3NeMeHTbI, cnegyeT cobaogare Tpe6oBaHNA npasun
610N10rNYecKoin 6e30NacHOCTU, YPOBEHb 2* MU UCMONb30BaTh
Apyrue mMeTodbl obecneyeHns 61oOnornyeckoibe3onacHocT.*"

Anb6YMWH CbIBOPOTKV KPOBM YenoBEKa, MCnonb3yemblii a
Kanubparopax, 6bil NPOTECTUPOBAH U ONpefjeneH Kak He
peakTuBHbIi Ha HBsAg, aHTW-H1V/-1/HI\r-2, aHTu-HCV u cudmnmc.
= Cnegyloune npefynpexxaeHns 1 Mepbl NpejoCTOPOXHOCTU
oTHocsTes K fCALLN:
Copaep>XXuT asung Hatpus.
EUHO032 T[pu KOHTaKTe ¢ Kucnotamu obpasyetcs
BbICOKOTOKCUYHbII ras.
P501 YTnnnsupyiite cogep>xvmoe/KOHTeliHep B COOTBETCTBUMN C
caHuTapHbIMK Hopmarum P (CanluH 2,1.7.2790-10 ot 09.12.2010).
NMPUMEYAHMWE: Mo(po6Hy0 MHpopMaLmo 0 NpaBuIbHOM
obpalleHnn 1 yTuamsauumn npoayKToB, COAepULLLLNX a3unj HaTpus,
CM. B PyKOBO/CTBE No akcnayatauum cuctemol ARCHITECT,
Pa3pgen 8.
Macnopta 6e3onacHOCTM AOCTYMNHbI Ha caliTe www.abbottdiagnostics.
COm UM Yy MECTHOTO npejcTaBmTens.
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XPAHEHWE N CTABUNBHOCTb

HeBckpbIThIli thnakoH kannépatopa Mufticonstituent Calibrator cnegyet

XpaHUTb B BEPTUKaNbLHOM NONOXEHUW Npu Temnepartype 2 - 8‘C.

Kannépatop B HEBCKPLITOM (hriakKoHe ocTaeTcst cTabunbHbIM [0
VCTeYEeHNs CpoKa rofjHoOCTW, ecan XpaHuncsa npu Temnepatype 2 =8'C.

Kann6paTtop BO BCKPbITOM (hnakoHe ocTaeTcsi CTabuibHbIM B TeYeHne

7 pHeli npy Temnepatype 2 - 8*C unn B TeyeHve 24 yacos npwu
Temnepartype 15 - 30'C.

NOoATOTOBKA KA/IMBPATOPA

Kanu6partop Multiconstituent Calibrator He Tpe6yeT npegBapuTenbHO
NnoAroToOBKU K UCMO/Ib30BaHNIO.

NHCTPYKUMWN no NCMOJIb3OBAHUIO

3HauyeHus KoHpUrypaymm kanméparopa

Heo6x0AMMbIi ypOBEHb NONb30BATENLCKOTO fOCTYNa: CUCTEMHBINA

agMuHucTpaTop

KoHthurypaumio 3HaueHwii kanmbparopa MOXXHO MPOBOAUTL EPYYHYO
WM 3NeKTPOHHBbIM CNOCO60M € MCnoNb3oBaHMeM le*i-valub medial,

KOTOpbIi NOCTaANAeTCcs B OAHON YyNakoBKe C KaimbpaTopom, uim

ANEeKTPOHHbK (haino., AOCTYNHbLIX Ha calite www/bbottdlagnostics.com,

aTakxra yepes onuuto Abbott mall.

Y6EAVITECI:, 4YTO HOMepa TeCToB B Balleii cucteme OOOTBETCTBYHOT

HOMepaMm TeCTOB, YKa3aHHbIM B Tab/vue 3HauyeHuii kanmépaTtopa MCC.
Ecnn Homep(-a) TecTa(-0B) He COOTBETCTBYHOT yKa3aHHbIM B Tabnuue

3HaYeHuin, Npu MNopTe KannbpoBOYHOTO (haiina nossnseTca craryc

'Het Tecta™ (“No Assay’). Bbl JOMKHbI KOHPUIypMpoBaTh TECT BPYUHYHO.

PYUYHAR KOHOUMPALNA

1 Y6eanTecb, YTO HOMEpP CEPUN, YKasaHHbIN Ha Kaxkaoli Kopobke
Kanmépatopa, COOTBETCTBYET HOMepYy Cepuu, yKazaHHOMY B Tabnuue
3HAYEHUIA.
. BBeAI/ITe 3Ha4deHunsa Kanm6paTopa, YKa3aHHble B Ta6nmue 3Hal-IeHI/II7I, B
OKHO HacTpoek *1ii>HimrypupoBars Ha6op kanuépatopos’ {‘Configure
calibrator set’).

3NEKTPOHHAA KOHOUTYPALINA
ICALVALUEM S B cOABP>XXUT 3NEKTPOHHBIB (haiinbl KannépeTtopa.

VIHCTPYKLMM CM. B pasgene MMnopT 3HaueHuii knimbpaTtopa gaHHo
VHCTPYKLUMW NO NPUMEHEHUIO.

3arpyska 3HauyeHuii kanmbépartopa c caiita www.abbottdiagnostics.

com

1 3aiigute Ha www.abbottdiagnoBtics.com.

2. Bbibepute cnegytowme pasgensl: Support > Technical Library
> tteiue Assignments > ARCHITECT cSystems > cSystems

Calibrates (MogaepTkka > TexHnyeckas 6ubnnorteka >

MpucBoeHne 3HaveHun > Cuctembl "CHITECT c System >

KanuépaTopbl cuctemsbl ¢ System).

JocTynHbl onuun 3arpyskn aiina kanmbpartopa B thopmete .pdf

(neuatHblii) 1 .xml (okaunBaemblit); BbibepuTe thaiin B popmete .xml

(ckaunBaemblif).

4. Haxkmute npasyto KHOMKY MbIW W 1 Bbibepute Save Target As
(CoxpaHuTb Kak...), 4Tobbl coXpaHuTb (haiin KkanmbparTopa Ha
USB-HakonuTenb unn Ha KomnakT-guck. Cm. pasgen Mimnopt
3HaueHwnlt kanubpatopa flaHHOW MHCTPYKLMU MO NPUMEHEHUIO.

JocTyn K 3HaueHusim Kanvbpatopa ¢ nomolybto onwyu Abbott Mail

Hannuune 3HaueHuii kanmbpaTtopa B onuumn Abbott mail 3aBucut ot

CTpaHbl, B KOTOPOI1 Ucnonb3yeTcsi aHanusarop. [lna goctyna tpebyertca

nporpammHoe obecnevyenne ARCHITECT Bepcumn 8.Q0 nnu Bbile,

A TAKXE nporpammHoe o6ecneyeHue AbbottUnk Bepcumn 4.00 nnmn
BblLLIE.

w

NPUMEYAHWE: Tabnunua(-bl) 3HaYeHnii kanmépaTtopa AoCTyNnHbl Ans

npocmcrga B okHe Abbott mall, alinbl kannépatopa, nepegaHHble

B OKHe Abbott mail, coxpaHsoTCA Ha )XecTKoM JucKe npu uMnopTte

faHHbIX rann6patopa Import calibrator daxa (c System) (MMnoprTaaHHbIx

Kanmbpatopa (o System)).

1 Bbl6epuTe 3Ha4ok Abbott mail Ha akpwe Snapshot (McxoaHblit
aKpaH). Mossnsietcs okHO Abbott mail.

2. BbibepuTe knaBuwu F5 - View (MpocmoTp) unn F7 «Review
(MpoBepka) Ansi npocMoTpa aina 3HavaHuii kKanmépaTopa B
topmare .pdf (neuatHblit). [lONONHNTENbHYIO UHGOPMALUIO
CM. B pyKOBO/CTBE Mo akcnayataummn cuctembl ARCHITECT,
Pasgen 2. Cm. pasgen imMnopT 3HayeHunit kannbparopa gaHHol
VNHCTPYKLMK MO NPYMEHEHUIO.

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

VIMnopT 3HaueHwnii kambparopa

1 W3 nonockl MeHio BbiGepuTe cnegytouine pasfensl; System >
Configuration > QC-Cal settings (Cuctema > KoHturypauymusa >
Hactpoiikn KK- Kan}.

2. Bbibepute Calibrator set (Ha6op kanmbépatopoB) u3 cnucka
QC-Cal categories (Kateropun KK>Kan.), 3at«un Bblibepute MCC
13 cnucka Habopos KanubpaTopa, 3arem F6 - Configure (F6 -
KoHthurypnposartsb).

3. Bblbepute Lot number (Homep cepuu), 3atem Import
(MmnopTupoBarth).

4. Ecnun Bbl UCNONb3yeTe 3NeKTPOHHbIN HOCUTENb, BCTaBbTe KOMMAaKT-
Anck nan USB-Hakonutenbs n Haxxmute O K Monb3osatenu
Abbott Mail gomkHbl BbiGpate OK nan Cancel (OTMeHUTb).
daiinbl kanubpartopa, JOCTyNHble Yepe3 onuuto Abbott mail nnn
Ha aNeKTPOHHOM HocuTene, oTobparkatoTca B OkHe Import lot file
selection (Bbi6op noTa thaiina gna umnopra).

. BbibepuTe chaiin kanmbpartopa Ans umnopTa: Bbibepute Done
(ToToBO).

6. MNpoeepbTe pa3gen 'Status’ ("CtaTyc”) B okHe Assign assays for
calibrator set (HasHaunTtb TecTbl Ansi Habopa kanuépaTtopos). Ana
TecToB CO cTaTycamu, oTamyHbiMu oT OK nnmn Assigned «S”~em
(HasHayeHo-cuctema), CM. MHCTPYKLUMK B nogpa3aene Import
calibrator data {cSyslem) (Mmr)opTgaHHbIX Kanmbparopa (cSj*tam))
PykoBogacTBa no akcnayatauum cuctemol ARCHITECT, Pasgen 2.
. Bbibepute Done (foToBO) B OKkHe Assign assays for calibrator set
(Ha3HauuTb TecTbl 4na Habopa KanubpaTopos).
8. Bbibepute Done (F0TOBO), YTOGbLI COXPaHUTL 3HAYEHUA Kanubpatopa
1 3aKpPbITb OKHO.
. Beibepute OK, ecnu nHthopmaums 6bina uMnNopTUposaHa ¢
USB-Hakonutens, 3arem otcoegmHute USB-Hakorutenb oT nopra
USB.

(&
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Kannbposka

Kannbposka NnpoBoanTCS METOAOM TECTMPOBAHWA COBMECTHO XO/OCTOW

npo6bl Bogbl U Habopa kannbpatopos MuWconstituent Calibrator. Boga

Ans XxonocToii npobbl fo6aBnseTcs aHanM3aTopoMm.

1 Y6epnTecb, 4To B (haiin KanMbpoOBKM BBeAEHbl NpaBU/bHbIe 3HAYEHUS
Kanmbparopa.

2. [laiite KanmbpaTtopy OTCTOATLCS MPU KOMHATHOI Temnepartype.

3. MNepemeluaiite cogep>xmmoe (hnakoHa, akkypaTHo nepeBepHyB ero
nATb pas.

4. BckpoiiTe (hnakoH, MomMecTUTe HEOGXOANMbIA 06bEM KaXaoro
Kanubpartopa B OTAeNbHYI0 YallKy Ans 06pas3LoB, Yallku ycTaHoBUTE
B Ha3Ha4YeHHble No3nLun.

5. Cpasy nocne 1cnonb30BaHWs NNOTHO 3aKpoiiTe (PNakoH KPbILLKOW U
nomecTtute ero o6paTtHoO e M3N10ANIbHUK.

6. BbINONHUTE KaNMGPOBKY B COOTBETCTBUM C UHCTPALUSMMU
PykoBogcTBa no akcnnyartaummn cucteMmbl ARCHITECT.

NMOKA3ATENN HECTABUNBbHOCTW U NOPYN
MokasatensiMn HecTabuUnbLHOCT WU NOPYK CAyXaT BUAUMbIE
cnefbl NPOTEYKMN, CUbHAA 3aMYTHEHHOCTb, MUKPOGHbI POCT mamn
HEeCOOTBETCTBUE KaNMGPOBKW KPUTEPUSIM, YKa3aHHLIM B WHCTPYKLMK

Nno NPUMEHEHUIO K peareHTy unm PyKOBOACTBE NO 3KcnayaTtaunun
cuctembl ARCHITECT.

OFPAHUYEHWNA NPOLEAYPBI
I'lonyquvle TOYHBIX N BOCNPOU3BOAUMBIX pe3y/ibTaToB 3aBUCUT OT
npaBunbHOV Pa6oTbl aHANM3ATOPOB W PEareHToB, CO6MIOAEHNS NPaBun

XpaHeHusi NPOAYKTa B COOTBETCTBUMN C MHCTPYKLUMSMU U METOANKaMMU
na6opaTtopHoli paboTbl.

BUBNNOTPA®UNA

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

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

3. World Health Organization. Laboratory Biosafety Manual, 3rd ed.
Ger™eva: World Health Organization, 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Pwtection
of Laboratory Whrkers From Ogcupadonally Acquired Infections:
Approved Guideline - Fourth Edition. CLSI Document M29-A4.
Wayrte, PA: CLSI; 2014.



Mcnonb3yemMmble CUMBONbI
[assay HO.) Homeq Tecta
Kanmébpatopbl 1 1 2
Kannépartop 1

Kann6patop 2

9NeCTPOHHBIV HocKTeNb
CALVALUEMEDU1 MHopMauun ¢ gaHHbIMU O
3Ha4YeHusAx Kkanmbpatopa

Cogep>xut asng Hatpus. Mpu
CONTAINSi AZIDE KOHTaKTe C Kucnotamu o6pasyercs
BbICOKOTOKCUYHbI Tas.

ICOHVEHTIONAL UNITS YCnoBHbIEe eAnHuLbl

|ECIREP ABTOpPU30BaHHbI NpejcTaBUTENb
ARET B EBponeiickom CoobLiectBa
OnpepgenseT NpogyKrbl,

PORuUseVHTH ucnonb3yemble Tecte
IUVOMUNON MR USAOH1Y Nudopmayusa tonbko gna CLUA
MeguunHckoe nsgenve ans
AnardHocTtukm In Vitilo
1A Homep cepuu
IMANUFACTUREO FORI N3rotosneHo ans
PRODUCT OF USA Mpoaykt CLLWA
PeareHT
|BE KatanoxHsblii Homep
M UNITS EauHnubl CU
).I.( BHumanune
as CM. MHCTPYKLMIO NO NPUMEHEHNIO
N3rotoButens
X TemnepatypHblii Ananas3oH
Q Mcnonb3oBatb f0/CpoK rogHOCTN
)K OTXOAbl 3NeKTPUYECKOro 1

3N1eKTPOHHOTO 060pPYAOBaHUSA

CewmeiictBo cuctem AACHITHCT cSystem BkntovaeT B cebs

aHasmsatopbl c4000, ¢8000 n C16000.

ARCHITECT, C4000, c8000, 016000 1 cS~tem ABNAIOTCSA TOProBbIMU
1 Mapkamu komnaHum Abbott Laboratories a pa3nuMyHbIX OPUCANKLUSX.

Bce Apyrve TOproBble MapKu sIBASIOTCS COGCTBEHHOCTbLIO

COOTBETCTBYHOLLMX BnafeNbLues.

A6b00 Laboratories leclrep! Abbott GmbH & Co. KG
Diagnostics Division Max-Planck-Ring 2 C€
Abbott Park. IL 60064 65205 Wiesbaden

USA Germany

+49-8122-580
MANUFACTURED FOR
Abbott Laboratories
CepBucHas noaaep>kka: O6paujaitecb K CBOeMy MECTHOMY

npeAcTaBUTENtO UM CMOTPUTE KOHTAKTHYIO MHopMaLuuio Ans
Balleli cTpaHbl Ha caiite www.abbottdiagnostics.com

Asryct 2017 .
®2011,2017 Abbott Laboratories F H A b b Ott

ABTOPU30BaHHbI NpeacTaBUTENb U3FOTOBUTENA HA TEPPUTOPUN
Poccumn n gpyrux ctpad CHI:

000 “9660TT abopatopns”. 125171, Poccus, r. Mocksa.
NeHuHrpagckoe wocce, 16A, ctpoeHue 1,

Ten; +7 (495) 25S 42 80; dakc: +7 (495) 258 42 81
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MPNNOXXEHWE

KUHCTPYKLMK NO NpUMeHeHuto «KanmépaTop MHOrOKOMMOHEHTHbI
[nii obecneveHns NPaBUALHOCTW OnNpejeneHns GUOXMMUYECKNX
napamMeTpoB KpoBu yejsioBeka Ha aHannsartopax ARCHITECT ¢
(Muiticonstituent calibrator)» gnsa Poccun

TPAHCNOPTUPOBKA

M3genve pekoMeHyeTcsi TpaHCNOpPTMPOBaTb B COOTBETCTBUM C
yKasaHHbIMU B UHCTPYKLMSIX' MO NPUMEHeHWIo Tpe6oBaHnAMUN XpaHeHus
npv Temnepatype 2-8‘C. 3genve octaeTcs cTabuibHbIM O OKOHYaHUA
CpOKa rofjHOCTH, YKa3aHHOro Ha yrnaKkoBKe.

Mpn TpaHCMOPTUPOBAHUM C HapyLLUeHreM TeMnepaT HOro pexumma
u3genve He NOANeXUT npuMeHeHunto (B cootsetcTBum ¢ FTOCT P 51066-
2013). TpaHCNOPTUPOBKa OCYLLECTBASIETCA BCEMU BMAaMM TpaHcnopTta
B KpbITbIX TPAHCMOPTHbIX CPeACTBaxX B COOTBETCTBMMN C Npasunamu
NepeBO3KM rPy30B, eiiCTBYIOLWMMI Ha KaXXAO0M Buje TpaHcnopTa.

FTAPAHTUVHBIE OBA3ATE/IbCTBA

M3rotoBuTENb FrapaHTMpyeT, YTO NPV NPaBUbLIFOM XPLUEHUN 1
obpaLlleHun nsgenne octaetcs CT "UAbHbIM O UCTEYEHUA CpOKa
rogHoOCTW. FapaHTUIiHbI CPOK FOAHOCTU M3AeNus ycTaHOBNEH
n3rotosutenem U COOTBETCTBYeT nepuojy MAK,qy ,U'aTOﬁ n3rotoBneHuns
MF[aTOVI ncrtevyeHna cpoka rogHoCTu, KOTOpble yKa3aHbl Ha eTHKeTKe
n/unm B CONpPOBOAMTENBHOW JOKYMeEHTauuu Ha nsgenve. genve,
XpaHUBLLEECA C HrihylleHneM pernaMeHTpPOBaHHOIO U3roToBUTENEM
pexuiMa, NpPYMeHeHuIo He NoaneXxuT (B cootBeTcTBumn ¢ FOCT P 51088-
2013).

TEXHWYECKOE OBCNYXUBAHWE
He TpebyeTtcs.

TEKYW WA PEMOHT
He TpebyeTcs.

OAHHBIE NS YTUAUSAUWUMN U YHUUTOXEHNS
MEAVLWNHCKOrOo N3AENNA

Mepa|umHckoe usgenve yTuamsnpyoT U YHUUTOXKAIOT B COOTBETCTBUM
C npasunammu o6palleHns ¢ MeANLUHCKUMU OTXOAaMM,
pernameHTupyowmmmnca CArfmie 2.1.7.2790-10 ot 12.12.2010
«CaHnTapHo-anuaeMnonornyeckne TpeboBaHmsa K 06(»LyeHnto ¢
MeAVLMHCKMMU OTXOAaMU».

HeobxoAymo cnefoBaTh HaLMOHaNbHLIM CTaHAapTam npu nepegaye u
yTUM3aLnn U3Aenns, ero KOMNOHEHTOB U YNaKoBKW.

NMEPEYEHb CTAHJAPTOB, KOTOPbIM COOTBETCTBYET
MEAVNLUNHCKOE N3AENUE

FOCT P 51086-2013.rap | ££1352-2013, TOCT P MCO 23640-2015,
FOCT P 56694-2016 N063:2011. FOCT ISO 17511-
2011, NOCT ISO 18153-2011, TOCT P NCO 18113-1-2015, TOCT P UCO
16113-2-2015, 1SO 9001:2000, ISO 13465:2003

I'IOTEHLI,VIAI'IbeII7I NOTPEBWUTENDb
MpotheccroHanbHbIN Nonb3oBartenb

WH®OPMAUMNA O HANVWYUNN B MEAUWLULWHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA
He copgepxut

CTEPUNIBHOCTb

MocTaBnseTcsi B HECTEPULHOM BUge. CTepunusauus nepeg
NPUMEHEHNEM He TpeGyeTcsl.

NH®OPMALUA O BOSMOXHOCTW NMOBTOPHOTO
NMPUMEHEHNA

He NoAn&KMT NOBTOPHOMY NMPUMEHEHMIO.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MepeBog ¢ aHINUACKOTO A3blKa Ha PYCCKNI A3bIK

3660TT J/1abopaTopu3
100 3660TT Mapk Poya
3660TT Mapk, UnnnHolic, 60064, CLUA

2660TT

/TeKcT [OKYMeHTa npofy6nnpoBaH Ha pycCKoM si3bike/

Mognucaxo: /Mognuck/ [Jara: 16 Hos6ps 2017 roga
Mapu KapeH Mypascku

3amMecTuTeNb AMPEKTOpa PerynsTopHOro oTAena
3660TT narHocTnyeckoe MoapasgeneHne

3660TT J1abopaTtopu3
100 3660TT Mapk Poya a
3660TT Mapk, MnnuHoiic, 60064, CLLA 3660T1T

LLTat MinamHoiic, Okpyr Jleik

CoeuHeHHble LLTaTbl AMEpUKN

HacToswmiA JOKYMEHT NOAMNMCaH B MOEM
npucyTcTBMKn 16 HoA6psa 2017 roga (farta)

Mapu KapeH Mypascku,

3amMecTuTeNeM AMPEKTopa PerynsTopHOro otaena
3660TT [narHocTUYeCKoe NoapasgeneHne
(Meuvartb) /Mognwucs/
(Moanuck rocyaapCTBEHHOTO HOTapuyca)

/WTamn/
OdmupmanbHas nevats C.TEMJI

ocyfapcTBeHHbIV HOTapuyc, WTaT MnnamHoic
Mos nuueHsmna nctekaet 24.03.2018 roga

a 2660TT

/Mopnuce/ Mapu Kaped Mypascku

}6 Hos6psa 2017 roga
LUrat MinmmHoiic, Okpyr Jleiik /WTamn/
CoeauHeHHble LLTaTbl AMepukun OdmupansHas nevats C.TEMJI
a» HacToAwmiA JOKYMEHT NOANMCaH B MOEM ["ocyaapcTBeHHbIA HOTapuyc, WTaT MinnnHolc
npucyTcTBuK 16 Hos6pst 2017 roga (data) Mos nuueHsms nctekaet 24.03.2018 roga
C. Temn
(Meuvartb) /Moanwuce/

(Mognuck rocyapcTBEHHOTO HOTapuUyca)

MepeBog AaHHOIO TEKCTa C aHrMIACKOTo sA3blka Ha PYCCKUIA A3blK CAenaH MHOM, NepeBofYMKoM
KysHeLoBbIM AnekceeM [MaBnoBuueM. TpeboBaHUS K TeKcTy nepeBofa (MakcMmanbHas
TOYHOCTb, MEPEeBOJ BCEX PEKBM3UTOB, rPamMOTHOE M3/0XKEHWe, COBMOAEHNE TEPMUHOMOTMNA 1
T.N.) MHe pasbsicHeHbl. [pUHMMa0 Ha cebsi /MYH>YO OTBETCTBEHHOCTb 3a BEPHOCTb
BbIMOMHEHHbLIX MHOK MEPeBOOB AOKYMEHTOB. O6s3ylocb C06M0AaTh TaiiHy COBEPLUEHUS
HOTapuanbHbIX AEACTBUI W CBEAEHWUI, KOTOpble MHE CTanu W3BECTHbl B CBSA3U C MEpPeBOOM
JIOKYMEHTOB.

ITopnuck %/’ e M /4 22 Coe / 76/%‘-4‘&" ?
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FWAY
Pocculickaa degepaumsa
Mopog XuMkn MOCKOBCKOI 06nactu
[Bajuatb BTOPOro HoA6ps ABe ThiCAYM CeMHafLaToro roga

7, PebpoBa KceHusa AnekcaHApOBHa, BPEMEHHO WCMOHAOWMA 0683aHHOCTM  HOTapuyca
MawmegoBoit WHHbI CTaHMCNaBOBHbI XWMKWHCKOrO HOTapuanbHOro OKpyra MOCKOBCKON —o06nactu,
CBUAETeNbCTBYIO MOAAMHHOCTL noanucy nepesogunka KY3HELOBA AJIEKCEA MABJTOBUNYA.

Mognuck chenaHa B MOEM MPUCYTCTBUMN.

JInyHocTb nofnucaBsLLIero JOKYMEHT YCTaHOB/IEHa.

3aperucTtpuposaHo B peecTpe: Ne 6"

CTBEHHOW nowmnHbl (No Tapudy): 100 py6.
yCnyr NpaBoBOro 1 TexHMYeckoro xapakTepa: 300 py6.

K.A. PebpoBa

BCero MpowHypoBaHo,
npovymOposay9 v ckpennero
neyatbio Ky cTOB

Bp.1.0. HOTapuyca:- Yy
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MakeT MapKUPOBKN Ha MeAULNHCKOEe U3[e/Ine Ha PYCCKOM A3blKe

«Kannbpatop  MHOTOKOMMOHEHTHbIA  Ang  obecrnevyeHus  NPaBUIbHOCTM
onpeseneHns 6MOXMMMUYECKMX MapameTpoB KPOBM YeNOBEKAa Ha aHanmsaTopax
ARCHITECT c (Multiconstituent calibrator)»

rocne nosyyeHus permcTpaLMoHHOro y40CTOBEPEHNSA HA MeAULMHCKOe
n3genve Mapknposka OyeT BBefeHa B 06palleHne N HaHeceHa Ha
MeLWHUHCKOE n3aenue
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D w 1E65-05 L KXXXXR”"
XXXXXXRXX
Kannépatop MHOrTOKOMMNOHEHTHbIN A9 o6ecneyvyeHnsa
NnpaBuU/IbLHOCTU onpeenieHNss GMOXNMUNYECKNX NapaMeTpPOB KPOBWU
yenoBeka Ha aHanmsatopax ARCHITECT c (Multiconstituent
calibrator)
Mpoussoautenb: ABBOTT Laboratories, 100 Abbott Park Road,
Abbott Park, Illinois 60064-3500, USA (CLLUA) / CocTaB: 6 thn. x 5 mn
PY No XXXXXXXXXX 0T XXXXXX
AHTuTena k BUY 1,2 n supycy renatuta C n HBs Ag otcytcTeytoT /
WHCTpYKUMA NO NPYMMEHEHUNIO HA PYCCKOM A3blKe:
www.abbottdiagnostics.com/IFU / Ceputo, CpOK rogHOCTH, YCNOBUA
XpaHeHusd, CTpaHy NPOUCXOXAEHUA N rpadduyeckne CUMBOJ/bI CM. Ha
OpuUrMHasabHON yrnakoBke. PaclwmndgpoBKy rpapmyecknx CMMBOJIOB CM. B
NHCTPYKUUU. ABTOPM30BaHHbI NpeacTaBUTe/lb N3rOTOBUTENA Ha
Tepputopumn Poccum u gpyrux ctpaH CHI: OO0 «3660TT
Nabopatopus», 125171, Poccud, 1. MockBa, JIeHMHrpaackoe Locce,
16A, cTpoeHune 1, ten: +7 (495) 258 42 70 (80); dpakc: +7 (495) 258 42
71 (81)
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