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65205 Wiesbaden
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I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott 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), 3amecTutenb JupeKTopa no HopMaTuBHbIM Bornpocam OTgena EBponsl,
BnuvxHero Boctoka, Agpuku n MaknctaHa 3660TT Mm6Xx 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTosILuM yA0CTOBEPSIHO, YTO NMpuiaraemble
[JOKYMEHTbI B HUXXenpuBeAeHHOM 00beMe CTpaHWLL, SABASAIOTCA 3KCMAyaTauMoHHOW JOKYMEHTaLMeN.
OTW AOKYMEHTbI MOMHOCTbIO COOTBETCTBYIOT aKTyas/lbHOM AOKYMeEHTaLWM NPOVU3BOANTENS.

JKcnayaTaunoHHasa JOKyMeHTaumsa agna megmumHekoro nsgenma (Operational documentation
for medical device):

Habop kannbpaTopoB An1s 06ecrneveHns NpaBUIbLHOCTU KOIMHYECTBEHHOMO OMpefesieHns MoKeuaa
yrnepoja B CbIBOPOTKE WM N1a3Me KPOBU CNEKTPOOTOMETPUYECKUM METOL0M Ha GUOXMMUYECKMX
aHanmsaTtopax Alinity ¢ ""Anokeng yrnepoga Kanuépatopsbl (Alinity ¢ Carbon Dioxide Calibrator Kit)"

Mo TekCTy 3KCnJyaTauMoOHHbIX JOKYMEHTOB BCTPEYatOTCS BapuaHTbl HaAMMEHOBaHWI MEAWLIMHCKUX W3LeNniA,
npuBefeHHbIE B Tabnuue HKe, KOTOpble SABNAIOTCA CnpaBefMBbIMA U paBHO3Ha4dHbIMK (Operational
documentation contains the followings true and equivalent short names of medical devices listed in table):

HavmeHoBaHve  HammeHoBaHMe MeAMLMHCKOrO U3LE/NA Ha PYCCKOM SA3bIKe CokpavleHHoe
Ha aHrNINACcKoM HanMeHoBaHue(no
A3bIKEe TEKCTY JOKYMEHTa)
Alinity ¢ Carbon Habop kanubpatopoB Ansi 06ecnevyeHUs npaBUALHOCTU  [MOKCuA yrnepoga
Dioxide KO/IMYECTBEHHOIO OMpefeneHns amokcuga yrnepoga B Kanmbpatopbl (Alinity ¢
Calibrator Kit CbIBOPOTKE WM Mf1a3Me KPoBW cnekTpodoTomeTpudeckum  Carbon Dioxide
M MeTOAOM Ha 6uoxmmuyeckmx adHanusatopax Alinity c¢ Calibrator Kit)

"Ouokeng, yrnepoga Kanuépatopbl (Alinity ¢ Carbon
Dioxide Calibrator Kit)"

Alinity ¢ Carbon Hab6op peareHToB A1 KOMMYECTBEHHOro oripefeneHus  [uokcug yrnepoga
Dioxide Reagent pguokcuga yrniepoga B CbIBOPOTKE uAM Miasme Kpoeu PeareHtbl  (Alinity ¢
Kit CNEKTPO(OTOMETPUYECKUM MeETOAOM Ha 6uoxmmmnyecknx Carbon Dioxide Reagent

aHanusatopax Alinity ¢ "Auokeung yrnepoga PeareHTbl  Kit)
(Alinity ¢ Carbon Dioxide Reagent Kit)"

CocTas (contents):

# Title Number of
pages
1 Instruction for use for Alinity ¢ Carbon Dioxide Calibrator Kit with 4

ADDENDUM for Russia.
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2. Value sheet Alinity ¢ Carbon Dioxide Calibrator Kit 2

3. MHcTpyKuma no npumMeHeHnio Aunokeung yriepoga Kanunépatopbl (Alinity ¢ 4
Carbon Dioxide Calibrator Kit) ¢ MPUNOXEHWEM ans Poccun.

4, Tabnmua NpMUCBOEHHbIX 3HaUYeHWIA Anokeung yrnepoga Kannopatopbl 2

(Alinity ¢ Carbon Dioxide Calibrator Kit)

Signed: |, Date:
Zaman Khan,

Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG. Abbott

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

65205 Wiesbaden
Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden-Delkenheim
Germany

Q ffentfiche Begiaubigung
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Alinity c
Carbon Dioxide Calibrator Kit

Read Highlighted Changes: Revised February 2018.

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

NAME
Alinity ¢ Carbon Dioxide Calibrator Kit (also referred to as C02 Cals)

INTENDED USE

For use in the calibration of the Alinity ¢ Carbon Dioxide assay on
the Alinity ¢ analyzer.

For additional information, refer to the Alinity ¢ Carbon Dioxide
reagent assay package insert and the Alinity ci-series Operations
Manual.

CONTENTS

The are prepared in an aqueous solution.

Preservative: sodium azide (0.10%).

Lot-specific calibrator values are listed in the Alinity ¢ Carbon Dioxide
Calibrator Kit value sheet, packaged with the calibrator. Verify that
the lot number listed on each calibrator carton agrees with the

lot number printed on the value sheet. The last 2 digits of the lot
numbers can vary.

Calibrator Quantity
1CAL|1| 3x3.0mL
|C™|2| 3x3.0mL

MATERIALS REQUIRED BUT NOT PROVIDED
¢ 04R1001 Alinity ci-series Calibrator/Control Replacement Caps

STANDARDIZATION

The Alinity ¢ Carbon Dioxide Calibrator uses sodium bicarbonate/
sodium carbonate (A.C.S. > 99% pure) and has been standardized
against an internal standard which is traceable to a National Institute
of Standards and Technology Standard Reference Material (NIST
SRM 351).

PRECAUTIONS

« For In Vitro Diagnostic Use

Safety Precautions

The following warnings and precautions apply to: |cAi-|i-a|
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 Alinity ci-series Operations Manual, Section 8.

PREPARATION FOR USE
« This product is liquid ready-to-use.
« Prior to each use, mix by gentle inversion.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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STORAGE
« Do not use past expiration date.

Storage Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8C Until expiration
date
Opened 2to 8C 30 days after Store tightly capped
opening with new replacement

cap.
Return to refrigerated
storage after use.

The analyzer will track In-use Stability, which is the time the
calibrator Is outside of refrigerated storage while on the analyzer. The
analyzer will not allow the use of the calibrator if the In-use Stability
has been exceeded. Maximum In-use Stability can be found in the
Assay Parameter Report. For additional information on calibrator In-
use Stability, refer to the Alinity ci-series Operations Manual, Section
5.

For additional Information on printing assay parameters, refer to the
Alinity ci-series Operations Manual, Section 5.

INSTRUMENT PROCEDURE
Calibrator values may be configured using e-files accessed and
imported from www.abbottdiagnostics.com, or from Abbott Mail.

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

Calibration is performed by running a water blank and Alinity ¢
Carbon Dioxide Calibrator Kit.
Water for the blank is provided by the instrument.

Verify control results are within acceptable limits before reporting
patient results.

For information on configuring calibrator data, refer to the Alinity
ci-series Operations Manual, Section 2.
For instructions on ordering and loading calibrators on the

instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

INDICATIONS OF INSTABILITY OR DETERIORATION

Instability or deterioration should be suspected if there are visible
signs of leakage, if calibration does not meet the appropriate
package insert and/or Alinity ci-series Operations Manual criteria, or
if controls do not meet the appropriate 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.

Notes

Note for number formatting:

* A space is used as thousands separator (example: 10 000
specimens).

* A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).

3 Abbott



Key to Symbols
1SO 15223
[H Consult instructions for use

Manufacturer

X Temperature limitation

Use by/Expiration date

In Vitro Diagnostic Medical
Device
Lot Number

[ List Number

Serial number

Other Symbols
IALTERNATE UNITS | Alternate Units
IASSAY NAME 1 Assay Name
IASSAY NO. 1 Assay Number
lcatli| Calibrator 1
lcatli-z| Calibrators 1 and 2
Calibrator 2

Control Number

ICONTAINSi AZIDE 1 Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

1DEFAULT UNITS | Default Units

IDISTRIBUTED IN THE USA BY | DistritHJt" in the USA by

1INFORMATION FOR USA ONLY | Information needed tor United
Shates of America OrYy

1PRODUCED FOR ABBOTT BY | Produced tor Abbott by

1PRODUCT OF USa | Product of USA

1R ONLY 1 For use by or on the order of a

physician only (applicable to USA
classification only).

Aiinity is a trademark of Abbott Laboratories in various jurisdictions.
All other trademarks are property of their respective owners.

Abbott GmbH & Co. KG
M fl  Max-Planck-Ring 2 C€
65205 Wiesbaden

Germany
+49-6122-580

1PRODUCED FORABBOTT BY |

Microgenics Corporation
46500 Kato Road

IDISTRIBUTED IN THE USABY |

Laboratottes
Ai*ott Park, fL 80084 USA

Fremont, CA 94538 USA

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

Revised February 2018.
©2016, 2018 Abbott Laboratories
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ADDENDUM
to the Instruction for Use Alinity ¢ Carbon Dioxide Calibrator Kit 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 directed. Manufacturer set the
maximum shelf life of

Alinity ¢ Carbon Dioxide Calibrator Kit- 12 months from date of manufacturing.
Device mustn't be used if stored with deviations from manufacturer’s requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.

LIST OF APPLICABLE STANDARDS
EN ISO 9001

ISO 13485:2003

ISO 14971 (equivalentto EN ISO 14971:2012)
EN I1SO 18113-1

EN I1SO 18113-2

EN ISO 18113-3

EN 13641

EN 980

EN I1SO 15223-1

EN ISO 15223-2

ISO 80000-1

POTENTIAL USER
The Alinity ¢ Carbon Dioxide Calibrator Kit is intended for use in a variety of hospital clinical laboratory environments including, but not
limited to; hospitals and commercial laboratories, whose personnel have been trained to use the Alinity i analyzer.

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

TECHNICAL CHARACTERISTICS
pH-value at 20 °C:

Calibrator 1. Calibrator 2:10
Density at 20 °C:

Calibrator 1:1,018 g/cm’

Calibrator 2:1,016 g/cm

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

MATERIALS OF ANIMAUHUMAN ORIGIN

Materials of animal/lhuman 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.
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INDICATIONS
Not applicable.

CONTRAINDICATIONS
Not applicable.

CALIBRATION

For instructions on performing a calibration, refer to the Alinity ciseries Operations Manual, Section 5.

Calibration is stable for approximately 14 days (336 hours), but is required with each change in reagent lot. Verify calibration with

at least 2 levels of controls according to the established quality control requirements for your laboratory.

If control results fall outside acceptable ranges, recalibration may be necessary. This assay may require recalibration after maintenance
to critical parts or subsystems or after service procedures have been performed.

MATERIALS REQUIRED BUT NOT PROVIDED
* 04R1001 Alinity ci-series Calibrator/Control Replacement Caps

COLOR AND ODOR
Colorless and Odorless
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(Karbondioksit KalibralOr Kiti)

cal_C02C_ n B 08P7201
IDEFAULT UNITS | JALTERNATE UNITS |
1 NAMD 1 |REF| 1ASSAY NO. 1
|cal]|l1 ICALP1 |CALJI |cal|2]
co2 07P72 1267 mEqg/L mEq/L mmol/L mmol/L

CAUTION: Verify the assay name (Ja»saymameD before entering calibrator vaiues.

on Refer to the package insert for information on accessing and importing caiibrator values electronically.
Calibrator values were generated using the ARCHITECT cSystem.
ACHTUNG: OberprOfen Sie den Assaynamen (iassaymamei) vor dem Eingeben der Kalibratorwerte.

€ Die Packungsbeilage enthalt Informationen zum elektronischen Zugriff und Import von Kalibratorwerten.

Die Kalibratorwerte wurden mit dem ARCHITECT cSystem generiert.
ATTENTION : Verifier le nom du dosage (iassaymavei) avant de saisir les valeurs du calibrateur.

ff Se ref~rer a la notice pour de plus amples informations sur la disponibilite et I'importation des valeurs du calibrateur par voie electronique.
Les valeurs du calibrateur ont ete generees avec 'ARCHITECT cSystem.
PRECAUCION: compruebe el nombre del ensayo (lassayremeDantes de introducir los valores del calibrador.

0S Consulte las instrucciones de uso para informacion sobre coto acceder a los valores del calibrador y su importacion electronica.
Los valores del calibrador se generaron con ARCHITECT cSystem.

. ATTENZIONE: verificare il nome del dosaggio ([assaymave) prima di introdurre i valori del calibratore.

|t Per informazioni relative all’accesso e aHimportazione elettronica dei valori del calibratore, fare riferimento al foglietto illustrative.
I valori del calibratore sono stati generati utilizzando 'ARCHITECT cSystem.
ATENQAO: Verificar o nome do ensaio ([assaymavel) antes de introduzir os valores do calibrador.

pt Consultar as instrugoes de utilizagao para obter informagoes sobre coTo aceder e importar os valores do calibrador por via eletronica.
Os valores do calibrador foram gerados com o ARCHITECT cSystem.
VIGTIGT: Kontroller analysens navn ([assaymame]) fer indtastning af kalibratorvaerdier.

a se brugsanvisningen for opiysninger om elektronisk adgang til og import af kalibratorvaerdier.
Kalibratorvaerdierne blev genereret med ARCHITECT cSystem.
UPOZORNENI: Pfed zad”m'm hodnot kalibr~toru ovefte n“zev metody ([assaymave]).

CS vV pfbalovém letAku jsou uvedeny informace, jak ziskat a importovat hodnoty kalibrtoru elektronicky.
Hodnoty kalibrdtoru byly vygenerovAny pfi pouziti 3y5(étn ARCHITECT cSystem.
VIKTIGT: Kontrollera analysnamnet ([assaymane]) innan kalibratorvardena anges.

3V Ytterligare information om elektronisk dtkomst till och import av kalibratorvarden finns i bruksanvisningen.
Kalibratorvarden genererades med anvandning av ARCHITECT cSystem.
nPOZOXH: ErapepakiioTe To ovopa Tr)p e"STaariq ([assayvamve]) Npiv ano triv etoaywyn tcov Tipcov paGpovopriTq.

(0]] Avatpe”Ts oTo auvo5euTiK6 dm/TIAo6to Toin avTiSpaoTTip(ou yta nAr)pochop(e” oxeHk6 pe ir)v npoopaori OTiq Tipeq paGpovoprini koi ttiv riAsKTpoviKg etoaycoyn Toug.
Oi Tipsq paGpovopgiti npoékndgoy xpgpiponoicjvTaqg tov avoAuTti ARCHITECT cSystem.

I Abbott GmbH & Co. KG
Max-Planck<RIng 2
' 65205 Wiesbaden Microgenics Corporation
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UWAGA,; Przed wprowadzeniem wartosci kalibratorow nale;” sprawdzic nazw§ oznaczenia (Ja»saywame]).
pi Informacje dotycz”ce elektronicznego dost*pu do wartosci kalibratorow oraz ich importu, patrz instrukcja uzywania.
Wartosci kalibratorow zostaty wygenerowane przy uzyciu analizatora ARCHITECT cSystem.

FIGYELEM: A kalibratorertekek beirasa elott ellenorizze, egyeztesse a teszt nevet (lassaymemell
hu A kalibratorertekekhez valo elektronikus hozzaferesre es a kalibratorertekek elektronikus importalasara vonatkozo informaciokat lasd a termekismerteto nyornrabranyban!
A kalibratorertekek az ARCHITECT cSystem hasznalataval keriiltek meghatarozasra.

dlkkaT: Kalibrator degerlerini girmeden once tetkik adini ([ASSAYWAWi) d09rul3yin.
tl’ Kalibrator degerlerine elektronik oiarak eriS8mek ve degerleri eiektronik olarak girmek igin prospektQsteki bilgilere bakiniz.
Kalibrator degerleri, ARCHITECT cSystem’i kullanilarak elde edilmigtir.

BHWMAHWE; Mepep Tem, Kak BBECTW 3HaYeHus kanubpartopa, npoBepbTe HasBaHue TecTa (lassayhamel).
I'U VHdopmaumio 0 gocTyne v MMNopTe 3Ha4YeHui kannbpatopa CM. B UHCTPYKUUWM NO NPUMEHEHMUIO.
3HaueHnsa kannbpaTopa 6blanM nonydeHbl Ha cucteme ABCHITECT cSystem.

VIKTIG: Kontroller analysenavnet (iassayreue|) fOr kalibratorverdiene legges inn.

PO Informasjon om elektronisk tilgang til og import av kalibraton/erdier finnes i pakningsvedlegget.
Kalibratorverdiene ble generert med ABCHITECT cSystem.
UPOZORNENIE: Pred zadanfm hodnot kalibratorov overte ndzov metody (iassaynvenel).

S V prfbalovom letaku su uvedene informacie, ako ziskat’ a importovaf hodnoty kalibratorov eiektronicky.
Hodnoty kalibratorov boli vygenerovane pri pouziti systemu ARCHITECT cSystem.
OPREZ: Prije unosa vrijednosti kalibratora, provjerite naziv testa ([assayname).

hr Informacije o preuzimanju i ucitavanju vrijednosti kaiibratora elektronskim putem potrazite u uputi za uporabu.
Vrijednosti kalibratora dobivene su na analizatoru ARCHITECT cSystem.
OPREZ: Ime testa ([assaymamel) verifikujte pre unosenja vrednosti kalibratora.

Sr Dodatne informacije o pristupu i eiektronskom unosu vrednosti kalibratora pogledajte u uputstvu prilozenom uz proizvod.
Vrednosti kalibratora dobijene su pomocu ARCHITECT cSystem analizatora.
ATENTIE: Verifica®i numele testului ([assayvave]) Thainte de introducerea vaioriior calibratorului.

foO Consulta®i prospectui pentru informalii privind accesarea 8i importarea electronica a vaioriior calibratorului.
Valorile calibratorului au fost generate utilizand ARCHITECT cSystem.
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Alinity c

Onokcunpg yrnepoga Kannépatopsbl
(Alinity ¢ Carbon Dioxide Calibrator Kit)

Cm. BblaeneHHble n3meHeHns. Pepakums: despans 2018 1.

Heo6xo41Mo TOUHO CleoBaTh AAHHON UHCTPYKLUUM MO
NPUMEHeHMI0. TPy OTKNOHEHUU OT AAHHON MHCTPYKUMK MO
NPUMEHEHWNI0 HAAEXHOCTL Pe3y/ibTaToB TECTA He rapaHTUpyeTcs.

HANMEHOBAHWE (CokpalyeHHoe)
[nokeng yrnepoga Kanmbpatopbl

(Alinity ¢ Carbon Dioxide Calibrator Kit)
(Tawke BCcTpeuyaeTca no TekcTy: CO2 Cals)

HA3HAYEHVE

Wcnonb3yetca ana krwmbposky Tecta Alinity ¢ Carbon Dioxide Ha
aHanusatope Alinity c.

[lonoNHUTENIbHYI0 MHCPOPMALIMIO CM. B MHCTPYKLMK N0 NPUMEHEHUI0
K COOTBETCTBYIOLLLEMY peareHTy 1 PyKoBOACTBe MO 3Kcnayatauum
Alinity ci-series.

COLOEPXNMOE

NoAroToB/EHbI B BOAHOM pacTBOpE.
KoHcepBaHT: asung HaTtpus (0.10%).
3HaueHus kanmbpaTopa A1 onpefesieHHol cepun NpuBeseHsl
B Tabnuue 3HaueHuii Auokcug yrnepoga Kanvépartopos (Alinity
¢ Carbon Dioxide Calibrator Kit), koTopas noctaBnsieTcs B O4HOW
ynakoBke C KaimbpaTtopoM. Y6eauTech, 4TO HOMep cepuu,
yKasaHHbIli Ha Kopobke kanmbpartopa, COOTBETCTBYET HOMEPY Cepum,
ykasaHHOMy B Tabnuue 3HayeHwuit. MNocnegHue ase umcpbl Homepa
Cepun MOoryT pas/imyaThbCes.
Kanubpatop Konnuectso
3x3.0mL

3x 3.0mL

HEOBXOAMMbIE, HO HE NMPEOOCTABJ/IAEMbIE
MATEPUVA/bI

¢ 04R1001 3ameHsieMble KpbIWKW A8 kanmbpaTopa/koHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALNA

[Awnokeng yrnepoga Kanmbpatops! (Alinity ¢ Carbon Dioxide
Calibrator Kit) cogepxat rugpokapboHaT HaTpus/kapboHaT HaTpus
(unctota no A.C.S. > 99%) n cTaHfapTM30BaHbl B COOTBETCTBUM

C BHYTPEHHUM CTaHAapTOM, COOTHECEHHbIM CO CTaHAAPTHbLIM
pebepeHcHbIM MaTepranom HaumoHanbHOro MHCTUTYTa CTaHAapToB
n TexHonorunii (NIST SRM 351).

MEPBI MPEAOCTOPOXHOCTN
n

e [nsa guarHoctukm In Vitm

Mepbl NpegocTopo>KHOCTU

Cnepyoliye npeayn PexaeHns 1 Mepbl NpefoCcTOPOXHOCTY
ATHNNATCA K- [CAL|l-2
CofepXuT asug HaTpus.
EUHO032 Mpy KOHTaKTe ¢ kMcnoTamu obpasyercs
BbICOKOTOKCUYHBII ras.

YTunusupyiite cofepxumoe/koHTeliHep B
COOTBETCTBUM C CAHUTAPHLIMU HOpMamu
P® (CaHlnH 2.1.7.2790-10 ot 09.12.2010).

P501
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MacnopTta 6e3onacHoCT AOCTYMHbI Ha caiite
www.abbottdiagnostics.com nan y mectHoro npeactasuTens.
Moapo6Hy0 MHAOPMaLMIO 0 HEOBXOANMbBIX Mepax
npefoCTOPOXHOCTK NpW paboTe C aHa/IM3aToOpPoM CM. B
PykoBogcTtee no akcnnyartauumn Alinity ci-series. Pasgen 8.
NnoAroToBKA K NCIMNOJIb3OBAHUIO

e [aHHbIiA NPOAYKT NOCTaB/IAETCA B XUAKOM BUAE, TOTOB K
NCNosIb30BaHUIO.

» Tlepea KaxabiM UCMOMb30BAHMEM NepemMelumBaiiTe, akkypaTHO
nepeBopaunBas 1akoH.

XPAHEHUNE
* He ucnonb3yiite nocne ncTe4YeHNs cpoka rogHoOCTH.
Temnepatypa Makc, Bpems [JONOSHATE/bHbIE WUH-

XpaHeHus XpaHeHus CTPYKLUM NO XPaHEeHUo
HeBckpbITbii 2 - 8'C [lo okoHuYaHuA
chnakoH cpoka
rofHocTU
BCKpbITbI 2-8'C 30 gHeit XpaHuTb BO (hnakoHax,
hnakoH nocne N0THO 3aKPbITbIX
BCKPbITNS HOBbIMY 3aMeHSieMbIMU

KpbILLKaMK.
Momectuth B
XO0/104WNbHUK nocne
MCMNO/b30BaHNS.

Cuctema oTcnexmBaeT CTabUIbHOCTb NPY MCMOMbL30BaHUN -
nepvof BpeMeHu, B TEUEHME KOTOPOro KanmbpaTtop HaxoauTcs
BHe X0/104WNbHMKa Ha 6opTy aHanmnsatopa. Cuctema He NO3BOMUT
ncnonb3oBaTtb Kanmbpartop, ecnn nepuog ctabunbHoCTH

npy “cnonb3oBaHUM nctek. CM. MakCMMasibHOe 3HayeHue
CcTabunbHOCTM NpY MCNONb30BaHWM B oTyeTe “MapameTpsbl
TecToB". [l0NONHUTENBHYIO MHGOPMALMIO O CTabUILHOCTU NpU
Mcnonb3oBaHun kanubpaTtopa cM. B PyKoBOACTBE MO aKCnayartaumm
Alinity ci-series, Pasgen 5.

[lononHUTeNbHY MHGOPMaLWio O BbiBOAE NapamMeTpoB TECTOB
Ha neyatb cM. B PykoBoacTBe no akcnnyatauum Alinity ci-series.
Pasgen 5.

MPOLUEAOYPA PABOTblI HA AHA/TIM3ATOPE

e 3HaueHus kanubpatopa MOryT HacTpavmBaTbCsa npu
NMOMOLLM 3MEeKTPOHHbIX (halinos, NOMYYEHHbIX C caiita
www.abbottdiagnostics.com unun yepes onuuio Abbott Mail.

e Yb6eauTecb, 4TO B haiin KannmbpoBKN BBEAEHbI NpaBW/bHbIE
3HaYeHUs KanmMbpaTopoB.

e KanubpoBka BbINOMHAETCS MyTEM TECTUPOBAHUA BOAHOIO GraHka
n Anokeng yrnepoga Kanvépartopos (Alinity ¢ Carbon Dioxide
Calibrator Kit).

* Bopa ona 6naHka [06aBNSIeTC aHaIM3aToOPOM.

* Tepepn cooblueHneM pe3ynbTaToB nauueHTa ybeauTtech,

UTO 3HAYEHWSI KOHTPO/E HaxomsaTcA B Npefenax AuanasoHa
[OMYCTUMbIX 3HAYEHWIA.

e WHdopmaumio o HacTpolike napameTpoB kannépaTopa CM. B
PykoBoacTBe no akcnayatauuu Alinity ci-series. Pasgen 2.

e WHchopmaumio o 3akase U 3arpyske kaambpaTopoB B cUCTEMY
cMm. B PykoBogcTBe no akcnayatauun Alinity ci-series, 5.

Abbott



MOKASATENN HECTABU/IBHOCTWU NI MOPYIA
MokasaTensimMm HeCcTabUNbHOCTY WK MOPYN CAYXAaT BUAUMbIE Crefbl
NpoTEeYKM, HECOOTBETCTBMNE KAIMBPOBKM KPUTEPUSIM, YKa3aHHbIM B
MHCTPYKLMK NO NPUMEHEHWI0 n/vnu PyKOBOACTBE MO aKcnyartauum
Alinity ci-series, M HeCOOTBETCTBME KOHTPONEW YCTaHOBNEHHbIM
KpUTEPUSAM.

OrPAHVMYEHNA NMPOLEAYPLI

MonyyeHre TOYHbIX M BOCNPOM3BOAMMbIX Pe3y/bTaToB 3aBUCUT
OT NMpaBuW/IbHONM PaboTbl aHrLIM3aTOPOB W peareHToB, CO6MIAEHNS
npaBui XpaHeHUs NpoAykTa B COOTBETCTBUM C UHCTPYKUMAMMU, a
Takxe cobnoaeHns MeToauk naboparopHol paboTbl.
MpumeyaHna

chopmart uncen:

* B kauecTBe pasfenuTens TbiCAY UCMOMb3yeTca npoben (npumep:
10 000 06pa3LoB).

* B kauecTBe pasfenMTensi AeCATUYHbIX 3HAKOB WCMO/Mb3yeTcs
Touka (npumep: 3.12%).

Vicrnosib3yemMmble CUMBO/IbI

CE

[s§&

IALTERNATE UNITS |
IASSAY NAME 1
JASSAY NO. 1
[ICALI

lcat]i-2|

[enl

ICONTAINSI AZIDE |

IDEFAULT UNITS |

isoism

CM. MHCTpYKLMIO No
NPUMEHeHNIo
M3rotoBuTenb

TeMmnepaTypHblii gnanasoH

Mcnonb3oBaTb A0/CpoK rogHOCTH

MegaununHckoe usgenve ans
[unarHocTukm In Vitm
Howmep cepuun

KaTanoxHblii Homep

CepuiiHblii Homep

[ApyLio oHmMBONM

AnbTepHaTVBHbIE efyHULbI
Assay Name

Howmep TecTa

Kanuépatop 1
Kanunépatopbl 1 n 2
Kanuépatop 2
KOHTPO/bHbIi HOMEp

CofepxuT asug, HaTpus.

Mpn KOHTaKTe ¢ KMcnoTamm
06pasyeTcs BbICOKOTOKCUYHbIN
ras.

CraHfapTHble eAnHULbI

Alinity siBnsieTcst ToproBoli Mapkoii komnaHun Abbott Laboratories B
pasnuUHbIX PUCAUKUMSX. Bce apyrve TOproBble Mapkv sSIBMSIOTCS
COGCTBEHHOCTHIO COOTBETCTBYIOLLNX BNafe/bLEB.

Abbott GmbH & Co. KG

Max-Planck-Ring 2 C€
65205 Wiesbaden

Germany
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MPNNOXEHWNE
K MHCTPYKUMW No npumeHeHuto Auokena yrnepoga Kanuépatopsl (Alinity ¢ Carbon Dioxide Calibrator Kit) gna Poccum

YCNOBUA TPAHCMOPTUPOBKN UXPAHEHUA

N3genve pekomeHayeTCs TPaHCNOPTMPOBATb W XpaHWTb npu Temnepatype 2-8°C. MefWLMHCKME W3Aenus AO/KHbl XpPaHUTCS B
XONOAMUMbHBIX KaMepax WAW B XONOAUSbHUKAX, 06ecnevyuBaloliX pernamMeHTUPOBaHHbIi TemMnepaTypHblii Pexum C exefHeBHOI
perucTpaumein TemnepaTypbl.

TpaHCnopTMBKa [O/MKHA OCYLLECTBAATLCS B TEPMOKOHTEliHepax OAHOPa30BOr0 MOMb30BaHUS, COAepPXaliux XMaf03/IEMEHTbI, U B
TEPMOKOHTEiHEpaX MHOTOKPATHOTO MPUMEHEHUsi C aBTOMaTUYecku NOALEPXKMBAEMON TemnepaTypoii uau B aBTopedpukeparopax ¢
UCMNO/Ib30BaHNEM TEPMOUHANKATOPOB.

MN3genve octaeTtcs cTabuibHbIM O OKOHYAHWSI CPOKA FOAHOCTM, YKA3aHHOTO Ha YNakoBKe.

Mpy TPaHCNOPTMPOBAHWM C HapylleHMeM TEMMEPATypHOro pexuma W3fgenue He MOANEeXWT NpPUMeHEHWo. TpaHCnopTMpPOBKa
oCylecTB/sIeTCA BCEMM BUAAMM TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX CPeACcTBaX B COOTBETCTBUM C MpaBuiaMu NepeBo3Ku rPy3o0B,
[efiCTBYIOLMMMN Ha KaX4OM Buie TpaHcnopTa.

FAPAHTUNHBLIE OBA3ATE/IbCTBA

MpousBoanTenb rapaHTUpyeT, 4TO Npu NPaBWUIbHOM XpPaHeHWU U obpalieHun uspenve octaeTcs cTabuibHbIM A0 WUCTEYEHUs! Cpoka
rofgHocTW. MakcvManbHbIi cpok rogHocTn Auokena yrnepoga Kanubpatopbl (Alinity ¢ Carbon Dioxide Calibrator Kit) - He 6onee 12
MecsLeB € faTbl NPOM3BOACTBA;

N3pgenve, xpaHuBlUEeCH C HapylleHWeM perfaMeHTUPOBAHHOTO MPOM3BOAUTENIEM pexuma, MpUMEHEHU He nognexut (B
cooTtBeTcTBMM ¢ TOCT P 51088-2013).

TEXHWYECKOE OBCNYXVBAHUE
He TpebyeTcs.

TEKYLWU PEMOHT
He TpebyeTcs.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLUWVHCKOE N3AENNE
EN ISO 9001

ISO 13485:2003

ISO 14971 (equivalentto EN ISO 14971:2012)
EN ISO 18113-1

EN I1SO 18113-2

EN ISO 18113-3

EN 13641

EN 980

EN ISO 15223-1

EN ISO 15223-2

ISO 80000-1

MOTEHUWANBHbLIA MOMIb3OBATE/b

MepguuuHckoe n3genve finokeng yrnepoga Kanuépartopsl (Alinity ¢ Carbon Dioxide Calibrator Kit) npegHa3HayeHo gns ncnonb3oBaHus
B pas/IMYHbIX KIMHUKO-1a60paTopHbIX YCNOBUSX, BKOYas, 6€3 orpaHnyeHns, 601bHULbLI 1 1abopaTopumn, NepcoHan KOTopbIX npoLuesn
obyyeHne No ucnonb3oBaHnio aHanusartopa Alinity c.

NH®OPMALIMA O HAINYN B MEANLUMHCKOM U3AEANN NEKAPCTBEHHOIO CPEACTBA
He copepxurt.

CTEPU/IBHOCTb
MocTtaenseTca B HecTepunbHOM Buge. CTepunusauus nepef nprMeHeHnem He Tpebyercs.

NMH®OPMALINA O BO3MOXHOCTW NMOBTOPHOIO NPNMEHEHNA
He noanexuT NnoBTOPHOMY NPUMEHEHNIO.

TEXHUWYECKNE XAPAKTEPUCTUKN
3HaueHune pH npu 20 °C:

Kanuépatop 1,2: 10
MnoTtHocTb npu 20 °C:

Kanun6patop 1: 1,018 r/cT3

Kanun6patop 2: 1,016 r/cT3

CBEJEHUA OB W3BECTHbIX OFPAHUYEHWAX MO COBMECTHOMY MPUMEHEHUIO MEAULUMHCKUX WU3LEAVMA MO
HA3HAYEHWIO

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



OTcyTCTBYHOT.

MATEPWANbI XXNBOTHOIO/ME/TOBEYECKOIO NMPOUCXOXAEHNA

Matepuanbl XWBOTHOTO MPOUCXOXAEHUS NPOBEPEHbI WM PUCKM NpuMeHeHnss MW ykasaHbl B [MacnopTe 6GesonacHocTu. [lacrnopTa
6€e30NacHOCTU MOXHO HaliTu Ha calite www.abbottdiagnostics.com nnu obpaTutecb kK MECTHOMY NpeAcTaBUTENO.

MOKA3AHWNA K NPUMEHUIO
He npumeHunmo.

NMPOTMBOMOKA3AHWA K MPUMEHEHWIO
He npumeHumo.

KATMBPOBKA
WHCTpyKUuN 0 npoBefeHnn KanmbpoBkM cMm. B PykoBogcTee no akcnnyatauum Alinity ci-series, Pasgen 5.

KannbpoBka octaetca cTabunbHO B TeyeHune npubnuantensHo 14 gHeli (336 4acoB), HO ee Heo6XOAMMO NPOBOAWUTL C BBELEHVEM
Kaxoro HOBOTO HOMepa cepun peareHTa. [poBepbTe KaMGPOBOYHYHD KPMBYIO C MOMOLLbIO He MeHee 2 ypoBHeli KoHTponei B
COOTBETCTBUM C YCTAHOB/IEHHbIMW Balleli nabopaTtopueii Tpe6oBaHUAMK KOHTPO/IS kadyecTBa.

Ecnu pesynbraTtsl KOHTpOI'IeVI BbIXOAAT 3a PpaMKM YCTaHOB/IEHHbIX AnanasoHOB, MOXeT nmpeﬁosaTbcn NnoBTOpPHaA KaanposKa. "
MoxeTt nmpeﬁosaTbcn NOBTOpHaA Kanmﬁposka TecTa nocne npoueaypbl TeXHU4YECKoro 06CNyXMBaHNSi OCHOBHbIX YacTei O
CUCTEMbI UK ee KOMNOHEHTOB UM Nocsie npoBeaeHna CepBUCHbLIX npoueayp.

HEOBXOAWMBbIE, HO HE MPEAOCTABIAEMbIE MATEPUA/DI
. 04R1001 3ameHsieMble KpblWKkW ANS Kanubpartopa/koHTpons cuctem Alinity ci-series (Alinity ci-series Calibrator/Control a

Replacement Caps)

LBET 1 3AMNAX N
BecuBeTHbI 1 6e3 3anaxa.

“ﬂ

OO
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(MAlinlty ¢ 2krDon u”ioxiae %MNalit>riKur ivii;

cal_C02C_ U Bp. 08P7201
.. ADEFAULT UNITS | JALTERNATE UNITS |
IassAY NAME 1 e JASSAY NO. 1
lcal]il icaLk 1 lcat]i 1 lcar|2]
Co02 07P72 1267 mEq/L mEg/L mmol/L mmol/L

CAUTION: Verify the assay name (Jassayname|) before entering calibrator values.

on Refer to the package insert for information on accessing and importing caiibrator values electronically.
Calibrator values were generated using the ARCHITECT cSystem.
ACHTUNG: Uberprijffen Sie den Assaynamen (iassayvavei) vor dem Eingeben der Kalibratorwerte.

de Die Packungsbeilage enthait Informationen zum elektronischen Zugriff und Import von Kalibratorwerten.
Die Kalibratorwerte wurden mit dem ARCHITECT cSystem generiert.
ATTENTION : Verifier ie nom du dosage (iassaymamei) avant de saisir les valeurs du calibrateur.

ff Se referer a la notice pour de plus amples informations sur la disponibilite et I'importation des valeurs du calibrateur par voie electronique.
Les valeurs du calibrateur ont ete generees avec I'ARCHITECT cSystem.
PRECAUCION: compruebe ei nombre del ensayo ([assaynamei) antes de introducir los valores del calibrador.

03 Consulte las instrucciones de uso para informacion sobre coto acceder a los valores del calibrador y su importacion electronica.
Los valores del calibrador se generaron con ARCHITECT cSystem.

ATTENZIONE: verificare il nome del dosaggio ([assaymamvei) prima di introdurre i valori del calibratore.

it Per informazioni relative all’accesso e aHimportazione elettronica dei vaiori del calibratore, fare riferimento al foglietto illustrative.
I valori dei calibratore sono stati generati utilizzando 'ARCHITECT cSystem.
ATENQAO: Verificar o nome do ensaio ([assayvave]) antes de introduzir os valores do calibrador.

pt Consultar as instrugoes de utilizagao para obter informagoes sobre coTo aceder e importar os vaiores do calibrador por via eletronica.
Os valores do calibrador foram gerados com o ARCHITECT cSystem.
VIGTIGT: Kontroller analysens navn ([assayvane]) fer indtastning af kalibratorvaerdier.

ad se brugsanvisningen for opiysninger om elektronisk adgang til og import af kalibratorvaerdier.
Kalibratorvaerdierne blev genereret med ARCHITECT cSystem.
UPOZORNENI: Pfed zad”nim hodnot kalibr*toru ovefte n"zev metody ([assayvave])

Ccs Vv pfbalovém let"ku jsou uvedeny informace, jak zi'skat a importovat hodnoty kalibratoru elektronicky.
Hodnoty kalibratoru byly vygenerovAny pfi pouziti systému ARCHITECT cSystem.
VIKTIGT: Kontrollera analysnamnet ([assaymanve]) innan kalibratorvardena anges.

SV Ytterligare information om elektronisk dtkomst tili och import av kalibratorvarden finns i bruksanvisningen.

Kalibratorvarden genererades med anvandning av ARCHITECT cSystem. e
MPOXOXH: ErapepakooTe To ovopa TTig e”éTaor|g ([assayvamvep Npiv ano ttiv etoaywyn tcjv Tipcov paepovopqTTi.

Ol Avaipe"TE 0T0 ouvo5eutik6 dmAAablo Toin avTiSpaarr|piou yia n/inpodoprEc; oxetiko me ttiv npoopaart) OTiq Tip6q paOMovoMT|Th kqi ttiv gAEKTpoviKri Etoaywyn Toug.

Oi Tipeq PabmoyopTtyrn npoEkncoy xpnodonorcoytag tov oya/inta ARCHITECT cSystem.

I Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden Microgenics Corporation
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UWAGA; Przed wprowadzeniem wartosci kalibratorow nalezy sprawdzic nazwf oznaczenia (iawayvavei).
pi Informacje dotyczqce elektronicznego dostfpu do wartosci kalibratorow oraz ich importu, patrz instrukcja uzywania.
Wartosci kalibratorow zostaty wygenerowane przy uzyciu analizatora ARCHITECT cSystem.
FIGYELEM: A kalibratorertekek beirdsa elott ellenorizze, egyeztesse a teszt nevet ([assayvaveiy
hu A kalibrator8rtekekhez valo elektronikus hozzaferesre es a kalibratorertekek elektronikus importdiasara vonatkozo informaciokat lasd a termekismerteto nyomtatvanyban!
A kalibratorert6kek az ARCHITECT cSystem hasznalataval kerultek meghatarozasra.
dlkkaT: Kalibrator degerlerini girmeden once tetkik adini ([assaymanve]) dogrulayin.
tl‘ Kalibrator degerlerine elektronik olarak eri8§mek ve degerleri elektronik olarak girmek igin prospektiisteki bilgilere bakimz.
Kalibrator degerleri, ARCHITECT cSystem’i kullanilarak elde edilmistir.
BHUMAHWE; Mepeg TeM, Kak BBECTW 3HaYeHUs kanmbpartopa, NpoBepbTe Ha3BaHue TecTa ([assaymvaveQ
run WHbopmaumio o gocTtyne u MMnopTe 3HayeHuii kannbpatopa CM. B MHCTPYKLUW MO MPUMEHEHWUIO.
3HauyeHns kannbpaTopa 6bi1M nonyderbl Ha cucteme APCHITECT cSystem.
VIKTIG: Kontroller analysenavnet ([assayvave]) fer kalibratorverdiene legges inn.
no Informasjon om elektronisk tilgang til og import av kalibratorverdier finnes i pakningsvedlegget.
Kalibratorverdiene ble generert med ARCHITECT cSystem.

UPOZORNENIE: Pred zadanim hodnot kalibratorov overte ndizov metody ([assayvamei).
S V pribalovom letaku su uvedene informacie, ako zfskat' a importovaf hodnoty kalibratorov elektronicky.
Hodnoty kalibratorov boll vygenerovane pri pouziti systemu ARCHITECT cSystem.

OPREZ: Prije unosa vrijednosti kalibratora, provjerite naziv testa ([assayvavel).
r Informacije o preuzimanju i ucitavanju vrijednosti kalibratora elektronskim putem potrazite u uputi za uporabu.
Vrijednosti kalibratora dobivene su na analizatoru ARCHITECT cSystem.

OPREZ: Ime testa ([assaymave) verifikujte pre unosenja vrednosti kalibratora.
r Dodatne informacije O pristupu i elektronskom unosu vrednosti kalibratora pogledajte u uputstvu prilozenom uz proizvod.
Vrednosti kalibratora dobijene su pomodu ARCHITECT cSystem analizatora.
ATENTIE: Verifica®i numele testului ([assayvamve]) Tnainte de introducerea valorilor calibratorului.
fo Consulta®i prospectui pentru informanii privind accesarea 8i importarea electronica a valorilor calibratorului.
Valorile calibratorului au fost generate utilizand ARCHITECT cSystem.
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2660TT 'M6X & Ko. KI Ten:+ 49 61 22 58 0

Makc-IMnaHr-Punr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303, 65011 BucbageH

Moanuck: <nognucaHo> Jata: 06 dpeBpans 2018 .

3amaH KxaH

3amecTuTeNb AMPEKTOpPa No HOPMATUBHO-NPABOBOMY PerynpoBaHuio
PernoH EBBA u NMakuctaH

32660TT N'M6X & Ko. KIM

2660TT M'MOX & Ko. KIF
Makc-InaHK-PuHr 2

65205 BucbageH-enbkeHxamm
repmaHuA

<MeyaTb; 3660TT
2660TT 'M6X & Ko. KIT
Makc-InaHk-PuHr 2
65205 BucbageH>

KOpugmnuecknii agpec: BucbageH

PaiioHHbIN cyp BucbageHa HRA 4888 YnpasnsoLwuii:

Hecywiuii nepcoHabHy0 O0TBETCTBEHHOCTb KOMMAaHbOH: AH3rap Peuy

3660TT MeHempKMeHT TM6X "per Anbbepr

HOpuanueckuii agpec: BucbageH Mpeacesnatens HabnogaTeIbHOrO COBETA!
PaioHHbIl cya BucbageHa HRA 12889 Xalime A. KoHTpepac

O(*)VILI,VIa/'I bHOE 3acBunaeTenbCTBOBaHNe

HacToawmm oduumansHO yA0CTOBEPSAETCS, YTO r-H 3amMaH XaH
2660TT TM6X & Ko. KI Makc-MnaHk-PuHr 2, 65205 BucbageH,
CO6CTBEHHOPYYHO MOCTABW/ BbILLECTOSALLY0 NOANNUCL B
npuCyTCTBUK NOAMUCABLLErocs npeaceaarens MecTHOro cyja.
BucbageH, 12.02.2019 r.

Ne B peectpe 538/19

MownuHa B cooTBEeTCTBUK C [MoNoXeHnem o c6opax B pasmepe
6 eBpo onnaveHa

<nognucaHo>

MNpeaceparens MeCcTHOro cyga

<MeyaTb: MecTHbIN cyg . BucbageH X1 * 2>

<nognucaHo> 06 dhespana 2018 r.

MepeBoA C aHrNIACKOr0 N HEMELLKOTO S3bIKOB Ha PYCCKMIA 3bIK BbIMO/HEH NMEPEBOAYMKOM
UuncTAakoBoi BukTopuen MU TpuesHa.
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Poccwiickasa ®epgepauvsa. Nopog Mocksa.

MaToro mapTa ABe ThICAYM AeBATHaLLATOrO roga.

A, bBaxTaase 9nbmupa KOpbeBHa, HOTapuyc r. MockBbl, CBUAETE/IbCTBYO MOAJ/IMHHOCTb
noanucu nepesoguunka YnctakoBoin Buktopum MUTPUEBHbI.

Mognucb caoenaHa B MOEM NPUCYTCTBUN.
JlnyHoCTb nognucasLlero 4OKYMEHT yCTaHOB/IEHA.

3aperucTtpupoBaHo B peecTpe: Ne77/52-H/77-2019-
B3bickaHo no Tapudyy 100 py6.
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