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1 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), 3amectutens [upekropa no HopMatmeHbIM Bonpocam OTAena Esponbl,
BavkHero BocToka, Adpukn n MakuctaHa 3660TT F'M6x 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan. Abbott GmbH & Co. KG.), HacTosiWwMM y0CTOBEPA0, YTO Npunaraemble
JOKYMEHTbI B HUXXeNPUBEAEHHOM 06beMe CTpaHuL, ABAAOTCA 3KCNIyaTalMOHHON AOKYMeHTaL ei.
3TV AOKYMEHTbI NOMHOCTbIO COOTBETCTBYIOT akTyalbHOW JOKYMEHTALMUN NPOM3BOANTENS.

KcnnyatayMoHHasa JoOKYyMeHTaunsa ana meguumHckoro nsgenua (Operational documentation
for medical device):

Habop kanubpatopos Ans obecneveHUs NpaBUIbHOCTM KOMMYECTBEHHOMO orpefeneHus bunnpybuHa B
CbIBOPOTKE WM MNna3mMe KPOBU B3POC/bIX J/IOAEA U HOBOPOXAEHHbLIX CMEKTPOPOTOMETPUYECKUM
METOAOM Ha Guoxmmmyeckmx aHanmsatopax Alinin ¢ "bunupybuH Kanmbpartopel (Alinity ¢ Bilirubin
Calibrator Kit)"

Mo TeKCTy 3aKCcnayaTauMOHHbIX AOKYMEHTOB BCTPEYatOTCS BapuiaHTbl HAUMEHOBaHUIA MEAVLMHCKUX W3LenniA,
npuBefeHHb[e B TabnMUe Hke, KOTOpble SBMAIOTCA CNpaBefBbIMA U paBHO3HaYHbIMKM (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavmeroBarie HavMeHOBaHMe MeAMLIMHCKOIO U3AENNS Ha PYCCKOM Si3bIKe CoKpaLLeHHOoe
Ha aHTININCKOM HanmmeHoBaHne(No
A3blKe TEKCTY [JOKYMEHTA)
Alinity ¢ Bilirubin - Ha6op  KanmbpaTopoB 1 OBecredeHMss  MPaBUILHOCTU  BUAMPYGUH
Calibrator Kit KOMMYECTBEHHOIO OMpefeneHns GuaMpy6buHa B CbIBOPOTKE WM KanubpaTopbl

nnasme  KpoBM  B3pOC/bIX — /ItOAEA 1 HOBOPOXAEHHBLIX  (Alinity ¢ Bilirubin
CNEKTPOOTOMETPUUECKMM ~ METOAOM  Ha  Buoxummnuecknx  Calibrator Kit)
aHanmsatopax Alinity ¢ "bunmpyour Kammbpatopsl (Alinity c

Bilirubin Calibrator Kit)"
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Cocras (contents):

# HavmeHoBaHue (Title) Kon-Bo cTpaHuy,
(Number of pages)

1 Instruction for use for Alinity ¢ Bilirubin Calibrator Kit with 4
ADDENDUM for Russia.

2. Value sheet Alinity c Alinity ¢ Bilirubin Calibrator Kit 2

3. VIHCTpyKumMsi no npumeHeHuto bunnpybun Kanmb6partopsl (Alinity ¢ 4
Bilirubin Calibrator Kit) ¢ MPUMTOXEHWNEM ansa Poccun.

4. Tabnuua NPMCBOEHHbIX 3HaYeHWi BunnpyouH Kanmepartopsl (Alinity ¢ 2

Bilirubin Calibrator Kit)
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Alinity ¢
Bilirubin Calibrator Kit

Read Highlighted Changes: Revised March 2018.

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
Alinity ¢ Bilirubin Calibrator Kit (also referred to as Bili Cals)

INTENDED USE

For use in the calibration of the Alinity ¢ Bilirubin assays on the
Alinity ¢ analyzer.

For additional Information, refer to the Alinity ¢ Direct Bilirubin reagent
package insert, the Alinity ¢ Total Bilirubin reagent package insert,
and the Alinity ci-series Operations Manual.

CONTENTS

The are prepared in a bovine serum-based solution. Analyte
levels are adjusted with bilirubin extracts and synthetic derivatives.
Preservatives are also present.

Lot-specific calibrator values are listed in the Alinity ¢ Bilirubin
Calibrator Kit value sheet, packaged with the calibrators. Verify that
the lot number listed on each calibrator carton agrees with the lot
number printed on the value sheet. The last two digits of the lot
numbers can vary.

Calibrator Quantity
|calli 3 X5.0 mL
AT 3 x5.0 mL

STANDARDIZATION

Alinity c Direct Bilirubin

The calibrator, when used with the Alinity ¢ Direct Bilirubin assay,
has been standardized against the Doumas method” and confirmed
by comparison of human samples.

Alinity ¢ Total Bilirubin

The calibrator, when used with the Alinity ¢ Total Bilirubin assay, has
been standardized against the Doumas method/National Institute of
Standards and Technology Standard Reference Material (NIST SRM
916)2.

PRECAUTIONS

» For In Vitro Diagnostic Use

Safety Precautions

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 use, allow this product to come to room temperature.
» Prior to each use, mix several times by gentle inversion.
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STORAGE
* Do not use past expiration date.

Storage Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8'C Until expiration  Protect from light.
date
Opened 2to 8C 7 days after Return to original
opening carton to protect from

light.

Store tightly capped.
Return to refrigerated
storage after use.

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.

Place an appropriate amount of the calibrator into each sample
cup in the assigned position.

Calibration is performed by running a water blank and Alinity ¢
Bilirubin 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
precipitates, visible signs of leakage, turbidity, 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.

BIBLIOGRAPHY

1 Doumas BT, et al. Pitfalls in the American Monitor kit methods
for determination of total and “direct” bilirubin. Clin Chem
1982:28(11):2305-2308.

2. Doumas BT, et al. Candidate reference method for determination
of total bilirubin in serum: development and validation. Clin Chem
1985;31(11):1779-1789.

Note for number formatting:

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

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



ISO 15223 Symimis

Consult instructions for use

Manufacturer

Temperature limitation
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Lot Number De
List Number ter
Other Symbols rulf
1ALTERNATE UM TS| Aiternate Units
W/
1ASSAY NAMEI Assay Name
IASSAY NO. Assay Number Mai
lcat|1l Calibrator 1 Mar
lcaL 1-2 Calibrators 1 and 2 L
Alini
lcat|2] Calibrator 2
Control Number MAII
1DEFAULT UNITS | Default Units
o ) Not 1
IDISTRIBUTED IN THE USA BY | Distributed in the USA by
UNFORMATION FOR USA ONLY | Information needed for United REP>
States of America only
1PRODUCED FOR ABBOTT BY | Produced for Abbott by Not r(
IPRODUCT OF USA| Product of USA
) DESI
IPROTECT FROM LIGHT 1 Protect from light
1RX ONLY 1 For use by or on the order of a Destr
physician only (applicable to USA Decei
classification only). dispo;
Alinity is a trademark of Abbott Laboratories in various jurisdictions. LIST

All other trademarks are property of their respective owners.

98/79

Abbott GmbH & Co. KG

M M Max-Planck-Ring 2 CE 1SO 1i
65205 Wiesbaden 1999//\
Germany
+49-6122-580

POTEI
1IPRODUCED FORABBOTT BY | IDISTRIBUTED IN THE USA BY |

Microgenics Corporation Abbott L">oratories The A)

46500 Kato Road Abbott Park, IL 60064 USA

Fremont, CA 94538 USA without

Customer Service: Contact your local representative world, \

or find country-specific contact information on

www.abbottdiagnostics.com INFORI

Revised March 2018. D

©2016, 2018 Wshott Laboratories 0es X
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ADDENDUM
to the Instruction for Use Alinity ¢ Direct Bilirubin Reagent 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 reusabie
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.
4 Manufacturer set the maximum shelf life of

Alinity ¢ Bilirubin Calibrator Kit - 18 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

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, I1SO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN I1SO 18113-3,150 80000-1,
1999/45/EC

POTENTIAL USER

The Alinity c Bilirubin Calibrator Kit 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 Alinity c 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 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

Alinity c¢ Bilirubin Calibrator 1. pH-value at 20 °C: 7.3
Density at 20 °C: 1.025 g/cm3

Alinity ¢ Bilirubin Calibrator 2: pH-value at 20 °C: 7.3
Density at 20 °C: 1.028 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOUR AND ODOUR L

'CXIli

Alinity ¢ Bilirubin Calibrator 1: Amber and Proteinaceous
Alinity ¢ Bilirubin Calibrator 2: Amber and Proteinaceous

&O
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IDEFAULT UNITS 1 JALTERNATE UNITS |

| ASSAY NAME | 1ASSAY No. |

CAL{11 CALDR 1 [cat]|l CALD
Bill D 07P97 1065 mg/dL mg/dL pmol/L pmol/L
Bill T 07P96 1109 mg/dL mg/dL pmol/L pmol/L
Bill Total 04V51 1094 mg/dL mg/dL pmol/L pmol/L

en
de
fr

es

pt

da

CAUTION; Verify the assay name ([assay vavel) before entering calibrator values,

Calibrator values were generated using the ARCHITECT cSystem.

Note: AH assays may not be available in all countries.

ACHTUNG: Uberprufen Sie den Assaynamen (|assayranig]) vor dem Eingeben der Kalibratorwerte.
Die Kalibratorwerte wurden mit dem ARCHITECT cSystem generiert.

Hinweis: Mbglicherweise sind nicht aile Assays in alien Landern erhaitlich.

ATTENTION : Verifier le nom du dosage ([assavname]) avant de saisir les valeurs du calibrateur,
Les vaieurs du calibrateur ont ete generees a i'aide de i'ARCHITECT cSystem.

Remarque : Certains dosages ne sent pas disponibies dans tous ies pays.

PRECAUCION: compruebe el nombre del ensayo (jassaymams)) antes de introducir los valores del calibrador.
Los valores del calibrador se generaron con ARCHITECT cSystem.

Note: no todos los ensayos estan disponibies en todos los paises.

ATTENZIONE; verificare il nome del dosaggio (Jassaymarel) prima di introdurre i valor! del calibratore.
I valori del calibratore sono stati generati utilizzando I'ARCHITECT cSystem.

Nota: alcuni dosaggi potrebbero non essere disponibili in tutti i Paesi.

ATENQAO: Verificar o nome do ensaio ([assaynameD antes de introduzir os valores do calibrador.
Os valores do calibrador foram gerados com o ARCHITECT cSystem.

Nota: alguns ensaios poderao nao estar dispom'veis em todos os paises.

VIGTIGT: Kontroller analysens navn ([assavname]) fOr indtastning af kalibratorvaerdier.
Kalibratorvaerdierne blev genereret med ARCHITECT cSystem.

Bemaerk: Nogle analyser flis ikke i alle lande.

UPOZORNENI: Pfed zadanfm hodnot kalibratoru ovefte nazev metody (fassay name]

CS Hodnoty kalibratoru byly vygenerovany pfi pouziti systemu ARCHITECT cSystem.
Poznamka; V nekterych zemich nemusi b” k dispozici vsechny metody.
VIKTIGT: Kontrollera analysnamnet ([msaymamei) innan kalibratorvardena anges.

SV Kalibratorvarden genererades med anvandning av ARCHITECT cSystem.
Observera: Vissa analyser finns inte i alia lander.

Abbott GmbH & Co. K& IPRODUCED POR ABBOTT BY j

Max-Planck-Riog 2

65205 Wiesbaden Microgenics Corporation

Qe 46500 Kato Road C€ Revised December 2016.
©2017, 2018 Abbott Laboratories

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU * U*

G72641R02

lAbbott



MPATAYH- FnipppnuiinTR TO 6volin Tr)c BEcTaanc (iasmynamei) NPV ano uiv Bloaywyn tojv Tifjojv paBpoyopnTn.
e| Oi Tipeqg paOMOvo[jiiT" npockndoy xpri<**MorlOltovtag tov avoAuTf) ARCHITECT cSystem.

Znueiuon: EvSeYeiai va unv Eivai 5ia0eaiMEQ OAsc; oi e”\siaaeic; ae 0Aeq xic; X"peq.

UWAGA: Przed wprowadzeniem wartosci kalibratorow nalezy sprawdzic nazw” oznaczenia (iamaynamei.

Wartosci kalibratorow zostaly wygenerowane przy u”ciu analizatora ARCHITECT cSystem.
pl Uwaaa: Nie wszvstkie oznaczenia moga bye dostppne we wszystkich krajach.

FIGYELEM: A kaiibratorertekek beirasa elott ellenorizze, egyeztesse a teszt nevet (Jassayname
hU A kaiibratorertekek az ARCHITECT cSystem hasznalataval keriiltek meghatarozasra,

Fiavelem: Nem feltetlenul kaphato az osszes teszt minden orszagban.

kfliihrator flfioorlfirini nirmeden once tetkik adim (lassayname dogrulaym.

tr Kalibrator degerleri, ARCHITECT cSystem’i kullanilarak elde edilmiltir.

Not: Turn tetkikler her iilkede meveut olmayabilir.

BHVUMAHWE: Mepepg Tem, Kak BBECTU 3HaYeHUs kasimbpaTtopa, NpoBepbTe HasBaHue TecTa ([assaymamel).
ru 3HauyeHnss kannobpaTopa 6bln nonyyeHbl Ha cucteme ARCHITECT cSystem.

MonmeyaHue: HekoTopble TECTbl MOTYT ObITb HEAOCTYMHbLI B BallEM PErvoHe.

VIKTIG: Kontroller analysenavnet (assaynamer fpr kalibratorverdiene legges inn.
no Kalibratorverdiene ble generert med ARCHITECT cSystem.
Merk: Noen analyser er ikke tilgjengelige i alle land.
iipn7nRWFENIF- PrRfl 7aflanim hodnot kalibratorov overte nazov metody (iassaymamel).
Sk Hodnoty kalibratorov boll vygenerovane pri pouziti systemu ARCHITECT cSystem.
Poznamka: V niektorych krajinach nemusia byt’ k dispozicii vsetky metody.
nPRF7- prijp iinnsa vrijftdno.stl kalibratora. orovierite naziv testa (iassaymamel).
hr Vrijednosti kalibratora dobivene su na analizatoru ARCHITECT cSystem.
Naoomena: Nisu svi testovi dostupni u svim zemliama.
OPREZ: Ime testa ([assayra™") verifikuite pre unosenja vrednosti kalibratora.
Sr Vrednosti kalibratora dobijene su pomocu ARCHITECT cSystem analizatora.
Naoomena: Neki testovi nisu dostupni u svim zemljama.
ATFENTIF; Veriflcatl numele testului ([assaynain ) Tnainte de introducerea valorilor calibratorului.
ro Valorile calibratorului au fost generate utilizand ARCHITECT cSystem.
Nota: Nu toate testele sunt disponibile In toate tarile.
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Alinity
BununpybunH Kannbépartopsbl
(Alinity c Bilirubin Calibrator Kit)

CMm. BblAeneHHble nameHeHus. Pegakuusa: mapt 2018 r.

Heo6X0AMMO TOUHO CleAoBaTb AaHHON UHCTPYKLWK MO
npUMeHeHno. TPy OTKAOHEHWM OT AAaHHOR MHCTPYKUMK MO
NPUMEHEHMNIO HAZEXHOCTb PE3y/IbTATOB TECTa He rapaHTUpyeTcs.

HAUMEHOBAHMUE (CokpalyeHHOe)

BunnpybuH Kanmbpatopel {Alinity ¢ Bilirubin Calibrator Kit)
(Takxe BcTpeuaeTca no Tekcty: Bill Cals)

HA3HAYEHWE

Mcnonb3yeTcs ana kanubposku Tecta Alinity ¢ Bilirubin Ha
aHanmsatope Alinity c.

[lonosHMTENBbHYI0 MHOPMAaUMIO CM. B UHCTPYKLWN MO NPUMEHEHMNIO
K Bunmpy6uH npamvoii PeareHtam (Alinity ¢ Direct Bilirubin Reagent
Kit), BunupybuH obwunii Pearentam (Alinity ¢ Total Bilirubin Reagent
Kit) n PykosogcTee no akcnsyataumm Alinity ci-series.

COOEPXWMOE

NOAroTOB/EHbI B PACTBOPE CbIBOPOTKN OblUbell KPOBY.
YpoBHW aHasuTa CKOPPEKTUPOBaHbI NPV MOMOLLM 3KCTPaKTa
6UMpy6rHa 1 CUHTETUYECKUX NPOW3BOAHbLIX. B cocTase
NPUCYTCTBYIOT KOHCEPBAHTbI.
3HaueHuss kanmbpartopa [/1s1 onpefeneHHoNn cepun nNpruBefeHb! B
Tabnuue 3HaveHuii bunmpybur Kanmépartopos (Alinity ¢ Bilirubin
Calibrator Kit), koTopasi noctaBnseTcs B OAHOI ynakoBke ¢
kanmbpatopamu. Y6eauTech, YTO HOMEp Cepuu, ykasaHHbIA Ha
Kopobke KasmbpaTopa, COOTBETCTBYET HOMEpY Cepum, ykasaHHOMY
BTabnmue 3HaueHwii. MocnegHne ABe LUMdpbl HOMEpa cepun MoryT
pasnunyarhCes.

Kannbpatop Konunyectso
CAL11L 3 X5.0 mL
lcal|2] 3 X5.0 mL
CTAHOAPTU3ALNA

Alinity ¢ Direct Bilirubin

M ncnonb3oBaHUM coBmecTHO ¢ TecTom Alinity ¢ Direct Bilirubin
Kasmbpartop CTaH4apTU3MpoBaH B COOTBETCTBUM C METOAOM
[lymaca’ u noATBepXAeH MeTo[0M CpaBHeHUs 06pasLos,
No/y4eHHbIX OT YesioBeka.

Alinity ¢ Total Bilirubin

Mo ncnonb3osaHum coBMecTHO ¢ Tectom Alinity ¢ Total Bilirubin
Kasmépartop cTaHAapTU3MpOBaH B COOTBETCTBMM C METOAOM
[lymaca / cOOTHeCeH co cTaHAapTHbIM ped)epeHCHbIM MaTepuasiom
HauuoHanbHOro MHCTUTYTa cTaHgapToB v TexHonoruii (NIST SRM
316).2

MEPbI MPEJOCTOPOXHOCTU

e [ns gnarHoctukm In Vitro

Mepbl NpefoCTOPOXHOCTU

MacnopTa 6e30NacHOCTU AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com nnv y MecTHoro npeactasutens.
YTnnusunpyiite cofepxumoe/KoHTeliHep B COOTBETCTBUN C
caHuTapHbIM1 Hopmamn Pdp (CanlMluH 2.1.7.2790-10 ot 09.12.2010).
MoapobHyo MHhOPMAaLIMI0 O HEOBXOAMMbIX Mepax
npefoCTOPOXHOCTA NpK paboTe ¢ aHa/IM3aToOpoM CM. B
PykoBogcTtBe no akcnnyartauuu Alinity ci-series. Pasgen 8.
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NMnoAroToBKA K NCMOJ/Ib3OBAHMUWIO

[aHHbli NPOAYKT NOCTaBNSIETCA B XUAKOM BUAE, TOTOB K
CMO/b30BAHNMIO.

Mepea “cnosb3oBaHNeM JaiiTe KanmbpaTopy OTCTOSATLCS Npu
KOMHATHOI Temnepartype.

Mepea KaxabiM UCNO/b30BaHUEM TLATENBHO NEpeMeLLVBaiiTe,
aKKypaTHO nepeBopaunBas iakoHbl.

XPAHEHWE

HeBckpbITbii 2 - 8'C
dhakoH

BcKpbIThIi 2-8"C
dhakoH

He VICI'IOI'Ib3yVITe nocne nctevyeHma cpoka rogHocTu.

[ononHutesnbHble
WHCTPYKUUK MO
XpaHeHunto

[0 OKOHUaHUss  XpaHuTb B

CpOKa rofIHOCTV 3aLLMLLEHHOM OT
cBeTa MecTe.
XpaHuTb B yrnakoBke
npovseoauTens ons
3alLuThbl OT CBETA.

Temnepatypa Makc, Bpems
XpaHeHus XpaHeHus

7 pHeil nocne
BCKPbITYSI

XpaHuTb B NIOTHO
3aKpbITbIX KpbILLKamMmn
dhakoHax.
MNomecTuTb B
X0M0AWNbHUK noce
MCMO/Ib30BaHWS.

NMPOLUEAOYPA PABOTbI HA AHANTN3ATOPE

3HaueHus KkasmbpaTopa MOryT HacTpaneaTbCs npu

MOMOLLY 3MEKTPOHHbIX (DaiiNoB, NOMYYEHHBIX C caiiTa
www.abbottdiagnostics.com nnu yepes onuuto Abbott Mail.
Y6eanutech, 4To B (haiin kannbpoBKM BBeAEHbl NpaBu/bHbIe
3HaYeHUs KanmMbpaTopos.

Llo6aBbTe COOTBETCTBYIOLLEE KO/IMYECTBO KanmbpaTtopa B
Kabkayto valleuky s obpasiia B COOTBETCTBYIOLL e/ NO3uLuN.
Kann6poska BbINO/HAETCA MyTeM TECTUPOBaHWS BOAHOMO 61aHka
n BununpybuH Kanubpatopos (Alinity ¢ Bilirubin Calibrator Kit).
Boga ans 6naHka f06aBisieTcs aHaM3aTopoM.

Mepep coobLleHeM pe3ynbTaToB nauueHTa ybegurecs,

UTO 3HAYEeHUs KOHTPONel HaxogaTcs B npefenax AuanasoHa
[0NyCTUMbIX 3HAYEHWIA.

WHchopmaumio 0 HacTpoiike napamMeTpoB KannbpaTtopa CM. B
PykoBoacTBe no akcnayatauum Alinity ci-series, Pasgen 2.
WHdhopmauyio o 3akase 1 3arpyske kaimbpatopos B CUCTeMy
cMm. B PykoBoacTBe no akcnnyatauun Alinity ci-series, Pasgen 5.

MOKASATENWN HECTABU/IBHOCTW I NMOPYNA
MokazaTensamMn HecTabuibHOCTW WM NOPYM CAYXaT 0Cafok,
BUAMMbIE Criedbl NPOTEYKW, 3aMyTHEHHOCTb, HECOOTBETCTBME
KanIMGpOoBKN KPUTEPUSIM, YKa3aHHLIM B MHCTPYKLMU MO NPUMEHEHMIO
n/vnn PykoBoacTeBe no akcnayartauum Alinity ci-series, nm
HecooTBETCTBME KOHTPOJIEl YCTaHOB/IEHHbIM KPUTEPUSIM.

OrPAHMYEHNA MPOLUEAYPBI

MonyyeHre TOYHbIX 1 BOCMPOU3BOAUMbIX PE3Y/IbTATOB 3aBUCUT
OT MpaBW/bHOI Pa6oTbl aHAN3ATOPOB Y peareHToB, CO6/IIAEHUS
npaBu/ XpaHeHusl NPOAYyKTa B COOTBETCTBUM C UHCTPYKLMSIMU, a
Takxe co6oaeHnss MeToAMK nabopaTopHO paboThbl.



BVNB/TNMOITPA®UNA

1 Doumas BT, el al. Pitfalls In lhe American Monitor kit methods
for determination of total and “direct” bilirubin. Clin Chem
1982;28(11):2305-2308.

2. Doumas BT, et al. Candidate reference method for determination
of total bilirubin in serum: development and validation. Clin Chem
1985;31(11):1779-1789.

dopmar uncen:

« B kayecTBe pasfenmtens Thbicsiy MCNofb3yeTcsi npoben (npumep:
10 000 o6pasunos).

* B kauecTBe pasgenutens AecATUYHbIX 3HAKOB UCMOJb3yeTcs
Touka (npumep: 3.12%).

Mcnonb3yemMble CUMBO/bI

CumBosibl ISO 15223
CM. MHCTPYKLMIO NO

L] 2 NPUMEHEHUI0

M3rotoBuTtenb

TemnepaTypHbIi AnanasoH
Vcnonb3oBaTb 40/CpoOK rogHOCTH

MeauunHckoe nsgenve ons
puarHoctuku In Vitro

Homep cepun

KaTasioxHblii Homep

Opyrve cvmBosbI

1ALTERNATE UMTS AnbTepHaTUBHbIE eUHULIbI

1ASSAY NAME 1 HassaHuve TecTa

Homep TecTa

ASSAY NO.

IcALin Kanuépatop 1
CAL|1-2 Kannbpatopbl 1 1 2
1CALJ2| Kasmbpatop 2

KOHTPO/bHbIA HOMEp

IDEFAULT UNITS | CTaH,D,apTHbIe eanHnUbI

IDISTRIBUTED IN THE USA BY | AuctpnbbioTop B CLUA

| INFORMATION FOR USA ONLY VHchopmaumst Tonbko gnst CLUA

|PRODUCED FOR ABBOTT BY | MpouseeseHo Ans Abbott

IPRODUCT OF USA | Mpopykt CLUA

|PROTECT PROM UGHT | 3awmuiaTe oT cBeTa

[na ncnonb3oBaHUA TONbKO
MeAVLVHCKAM paboTHNKOM
(NPYMEHNMO TONbKO K
knaccudpmkauum CLUA)

Ri ONLY |
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Alinity sBnseTca ToproBoil Mapkoi komnanun Abbott Laboratories B
pasNyYHbIX IOPUCAMKLMAX. Bce apyrme ToproBble Mapku SBASIOTCA
CCHCTBEMHOCTLIO COOTBETCTBYIOLMX BaAe/bLEB.

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

65205 Wiesbaden

Germany

+49-6122-580

fDISTRIBUTED IN THE USA BY |

Abbott Laboratories
Abbott Park, IL 60064 USA

[PRODUCEO FOR ABBOTT BY

Microgenics Corporation
46500 Kato Road
Fremont, CA 94538 USA
CepBucHasa nogaepxka: Obpalwaiitecb K CBOEMY MECTHOMY
npeacTaBUTes0 WX CMOTPUTE KOHTaKTHYI0 MHopmaumnio ans
Balel cTpaHbl Ha caiTe vvww.abbottdiagnostics.com

Pepakupsa: mapt 2018 r.
©2016, 2018 Abbott Laboratories

ABTOpPV30BaHHbIi NpeAcTaBUTENlb U3rOTOBUTESISI HA TEpPUTOPUN
Poccun n gpyrux ctpaH CHrI:

00O “3660TT JTabopartopus”, 125171, Poccus, r. Mocksa,
JNleHnHrpagackoe wocce, 16A, ctpoeHue 1,

Ten: +7 (495) 258 42 80; chakc: +7 (495) 258 42 8L
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NMPUNOXEHUE
K MHCTPYKLMK NO NpumeHeHuto bunmpybuH Kanmépatopsbl (Alinity ¢ Bilirubin Calibrator Kit) gna Poccumn

YCNOBUA TPAHCIOPTUPOBKA n XPAHEHNA

M3penne pekomeHAyeTCcsa TpaHCMNoOpTMPOBaTb U XpaHUTb nNpu Temnepatype 2-8"C. MeauuuHCKME U3LENUSA LOJSDKHbI
XPaHUTCA B XONIOAUMBbHbIX Kamepax WM B X0nogusbHMKax, obecnevnmBatolinx pernamMeHTUPOBaHHbIA TemnepaTypHbIii
PEeXUM C exeaHEBHON perncTpauymein tTemnepaTypbl.

TpaHCcnopTMBKA [AO/DKHA  OCYLLEeCTBASATLCA B TEPMOKOHTEliHepax O4HOPa30BOro MO/Ib30BaHWUs, CoAepXalinx
XNafo3neMeHTbl, WUNM B TEPMOKOHTEMHEepax MHOrOKpaTHOro MPMMEHEHUS C aBTOMATMYEeCKM NoAAepXMBaAEMON
TemnepaTypoi nam B aBTopedpmxepaTopax ¢ UCNOb30BaHUEM TEPMOUHANKATOPOB.

M3penue octaetcs cTabuibHbIM 40 OKOHYaHWSA CPOKa FOAHOCTW, YKa3aHHOro Ha ynakoBke.

Mpn TpaHCNOPTMPOBaHWM C HapylWeHWeM TemnepaTtypHOro pexuma wusgenve He MNoANeXUT NPUMEHEHUIO.
TpaHCnopTUPOBKa OCYLLECTB/ISETCA BCEMWU BUAAMW TPaHCNOpTa B KPbIThbIX TPAHCNOPTHbLIX CPeAcTBax B COOTBETCTBMMU C
npaesunamuy NepeBo3kn rpy3oB, AeACTBYOLWMMN Ha KaXAOM BUAE TpaHcnopTa

FAPAHTUAHBIE OBA3ATE/IbCTBA

MponsBoanTeNb rapaHTUpyeT, 4TO NPU NPaBWILHOM XPaHeHWW U 06paLLeHMM u3fenvMe ocTaeTcs CTabwuibHbIM [0
NCTeYeHNs cpoka rogHocTn. MakcumasnbHbIi CPOK FOAHOCTHY;

BunupybuH Kannbpatopsl (Alinity ¢ Bilirubin Calibrator Kit) - He 60onee 18 mecsaueB ¢ AaTbl NPOM3BOACTBA,;

TEXHNYECKOE OBCNY>XMNBAHWE
He TpebyeTtcs.

TEKYLWMNIMA PEMOHT
He TpebyeTtcs.

OAHHBIE ONA YTUINSALUUN N YHUYTOXEHNA MEONUMNHCKOIO U3AENNA

MeguunHckoe n3genune yTuamsmpyroT U YHUYTOXalOT B COOTBETCTBUN C npasuiamMn obpalleHns ¢ MeanumHCKUMm
otxogamn no CaHlluH 2.1.7.2790-10 ot 12.12.2010 «CaHnTapHO-anugemuosiornyeckne TpebosaHns K obpalleHuno
C MEAULMHCKMMU OTXO4aMU».

Heo6xoAnMMo criefiloBaTb HaUMOHAILHBIM CTaHAapTaM npu nepegaye v yTUaM3aunumn U3enuns, ero KOMNOHEHTOB U
yNakoBKy.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUMNHCKOE U3AENMVNE

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, ISO 80000-1,
1999/45/EC

MOTEHUWA/NBbHbLIVM NMOTPEBUTE/b

MepguumHckoe wusgenve bunupybuH Kanumbpatopsl (Alinity c¢ Bilirubin Calibrator Kit) npegHasHauyeHo pans
MCMOMb30BaHNA B Pa3fIMUHbIX KAWHWMKO-NabopaTopHbIX YCMOBUSX, BKIOYas, 6e3 orpaHuyeHus, 60/bHULbI,
OVarHoCcTMyeckue LEeHTpbl, pedepeHTHble 1abopaTtopun U yupexaeHus nepenvBaHUs KPOBU MO BCEMY MWUPY,
nepcoHan KoTopbix NpoLlen o6y4yeHne no ncnonb3oBaHuio aHanmsaropa Alinity ¢

MH®OPMALNA O HANINYMWM B MEAVLUWNHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPUNBbHOCTb
MocTaBnseTca B HeCcTepuibHOM Buge. CTepunusaums nepes npuMeHeHnem He TpebyeTcs.

NMH®OPMALMA O BOSMOXHOCTW MOBTOPHOIO NMPMEHEHNA
He nognexuT NOBTOPHOMY NMPUMEHEHWIO.

MATEPUWANBI XXNBOTHOTIO NMPONCXOXAEHNA

MaTepuasnbl XUBOTHOrO TMNPOUCXOXAEHWS TMpPOBEPEHbl W pPUCKM NpuMeHeHuss MW ykasawbl B MacnopTte
6e3onacHocTu. MacnopTa 6e30NacHOCTM MOXHO HailTu Ha cainTe www.abbottdiagnostics.com unn obpaTtutechb K
MEeCTHOMY npeAcTaBuUTesNto.

MOKA3AHVA N MPOTUBOMOKA3AHUA K MPUMEHEHWIO
He npumeHumo.
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TEXHUYECKNE XAPAKTEPUCTUKWN (%
Kann6patop 1 (Alinity ¢ Bilirubin Calibrator 1): ¢

3HaueHne pH npu 20 °C; 7.3

MnoTtHocTb npu 20 °C: 1.025 r/cT3

Kann6patop 2 (Alinity c Bilirubin Calibrator 2)
3HaueHne pH npu 20 °C: 7.3
MnoTtHocTb nNpu 20 "C: 1.028 r/cT3

CBELEHMA OB W3BECTHbIX OFPAHUYEHMAX MO COBMECTHOMY MPUMEHEHWIO MEOVILMHCKNX W3LEAWA MO
HA3HAYEHWIO

OTCyTCTBYHOT.

LIBET M 3AMAX

Kann6patop 1 (Alinity c Bilirubin Calibrator 1): AHTapHbIA 1 6€1KOBbIN
Kann6patop 2 (Alinity ¢ Bilirubin Calibrator 2): AHTapHbI 1 6€NKOBbI

Exo

C3
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cal_Bil_ 2 Exp. l«ef|08P6101

IDEFAULT UNITS IALTERNATE UNITS |
IASSAY NAME | IREP | IASSAY NO. |
[cat]i] 1 1A 1 "1 ICAL 12
Bill D 07P97 1065 mg/dL mg/dL pmol/L pmol/L
Bill T 07P96 1109 mg/dL mg/dL pmol/L pmol/L
Bill Total 04V51 1094 mg/dL mg/dL [imol/L [imol/L

CAUTION: Verify the assay name (lassayhame]) before entering calibrator values.
Op Calibrator values were generated using the ARCHITECT cSystem.
Note: All assays may not be available in all countries.
ACHTUNG: Uberprijffen Sie den Assaynamen (lassayhamei) vor dem Eingeben der Kalibratorwerte.
de Die Kalibratorwerte wurden mit dem ARCHITECT cSystem generiert.
Hinweis: Mbglicherweise sind nicht alle Assays in alien Landern erhaltlich.
ATTENTION : Verifier le nom du dosage (iassaynamei) avant de saisir les valeurs du catibrateur.
ﬂ* Les valeurs du calibrateur ont ete generees a I'aide de I'ARCHITECT cSystem.
Remarque : Certains dosages ne sent pas disponibles dans tous les pays.
PRECAUCION: compruebe el nombre del ensayo {[assavname]) antes de introducir los valores del calibrador.
0S Los valores del calibrador se generaron con ARCHITECT cSystem.
Note: no todos los ensayos estan disponibles en todos los paises.
ATTENZIONE: verificare I nome del dosaggio ([assaynamei) prima di introdurre i valor! del calibrators.
\\ \valori del calibrators sono stati generati utilizzando FARCHITECT cSystem.
Nota: alcuni dosaggi potrebbero non essere disponibili in tutti i Paesi.
atenqgAoT Verificar 0 nome do ensaio ([assaynamety antes de introduzir os valores do calibrador.
pt Os valores do calibrador foram gerados com o ARCHITECT cSystem.
Nota: alguns ensaios poderao nao estar disponiveis em todos os paises.
VIGTIGT: Kontroller analysens navn ([assavname]) fOr indtastning af kalibratorvaerdier.
da Kalibratorveerdierne blev genereret med ARCHITECT cSystem.
BeTtrerk: Nogle analyser flis ikke i alle lands.
UPOZORNENI: Pfed zadanim hodnot kalibratoru ovefte nazev metody ([asswname]).
03 Hodnoty kalibratoru byly vygenerovany pfi pouziti systemu ARCHITECT cSystem.
Poznamka: V nekterych zemi‘ch nemusi b” k dispozici vsechny metody.
VIKTIGT: Kontrollera analysnamnet (jassay name-1y innan kalibratorvardena anges.
3V Kalibratorvarden genererades med anvandning av ARCHITECT cSystem.
Observera: Vissa analyser finns inte | alia lander.

ADDott GmbH & Co. KG |PRODUCED FOR ABBOTT BY | G72641R02
Man.PlancK-Ring 2

6520S Wiesbaden Uicrogenrcs Corporation
German 46500 Kato Road Revised December 2016.
R C€ Abbott
& 000 LUPMM 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU * PsA ©2017, 2018 Abbott Laboratories



el Oi Tipeq paOpovol|jTyn® npoékncay xPHOIiponoitovTaq tov avoAuiri ARCHITECT cSystem.
ZgpcioKJTi: Ev5ex£Tai va pr]v eivai 5iaOeaipeq oAeq oi E”ciaoeig at oktc, iiq x"peq.
UWAGA: Przed wprowadzeniem wartosci kalibratorow nalezy sprawdzic nazw” oznaczenia ([assav nanT
pl Wartosci kalibratorow zostaly wygenerowane przy u”ciu analizatora ARCHITECT cSystem.
Uwaga: Nie wszystkie oznaczenia mog” bye dost*pne we wszystkich krajach.

FIGYELEM: A kalibratorertekek beirasa elott ellenorizze, egyeztesse a teszt nevet ([assav wame)):
MU A kalibratorertekek az ARCHITECT cSystem hasznalataval kerQltek meghatarozasra.
Figyelem: Nem feltetlenul kaphato az osszes teszt minden orszagban.

DIKKAT: Kalibratbr degerlerini girmeden once tetkik adini ([assav name]) dogrulayin.
tr Kalibratbr degerleri, ARCHITECT cSystem’i kullamlarak elde edilmi§tir.
Not: TOm tetkikler her Qlkede meveut olmayabilir.

BHUMAHWE: Mepeps Tem, Kak BBECTU 3HAYeHWA kanubpartopa, npoBepbTe Ha3BaHue TecTa (JassaynameT
ru 3HayeHua kannbpaTopa 6bn nosyyeHbl Ha cucteme ARCHITECT cSystem.
MpumeyaHue: HekoTopble TECTbl MOTYT 6biTb HEAOCTYMHbI B BalleM pervioHe.

VIKTIG: Kontroller analysenavnet {[assavname: for kalibratorverdiene legges inn.
[MTO Kalibratorverdiene ble generert med ARCHITECT cSystem.
Merk: Noen analyser er Ikke tligjengellge | alle land.

UPOZORNENIE: Pred zadanim hodnbt kalibratorov overte nazov metbdy {[assav name]
Sk Hodnoty kalibratorov boll vygenerovane pri pouziti systemu ARCHITECT cSystem.
Poznamka: V niektorych krajinach nemusia byt’ k dispozicii vsetky metbdy.

OPREZ: Prije unosa vrijednosti kalibratora, provjerite naziv testa (|assayhanei).
hr Vrijednosti kalibratora dobivene su na analizatoru ARCHITECT cSystem.

Napomena: Nlsu svi testovi dostupnl u svim zemljama.

OPREZ: Ime testa (assay mawe ) Verifikujte pre unosenja vrednosti kalibratora.

Sr Vrednosti kalibratora dobijene su pomocu ARCHITECT cSystem analizatora.
Napomena: Neki testovi nisu dostupni u svim zemljama.

ATENTIE: Verificati numele testului (jassayname)y inainte de introducerea valorilor calibratorului.
ro Valorile calibratorului au fost generate utilizand ARCHITECT cSystem.
Nota: Nu toate testele sunt disponibile Th toate |arlle.
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Abbott GmbH Co. KG
Max-Planck-Ring 2
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2660TT MM6X & Ko. KIF Ten:+4961 2258 0
Makc-InaHr-PuHr 2. dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303.65011 BucbageH

Mognucs: /nognucaxo/ Da) 9 gekabpa 2019T.

3amaH KxaH (Zaman Khan)

3amecTuTeNb AMPeKTOpa

Mo HOPMaTUBHO-NPaBOBOMY PEry/impoBaHunio
PervoH EBEBA n MNMaknctaH

2660TT 'M6X & Ko. KI

2660TT T'MOX & Ko. KI'
Makc-lNnaHK-PuHr 2

65205 BucbageH-[enbkeHxanm
"epmaHug

/MeyaTb: 3660TT
2660TT T'M6X & Ko. KI™
Makc-InaHk-PuHr 2
65205 BucbageH/

KOpuaunyecknii agpec; BucbageH

PaiioHHbIn cyn BucbageHa HRA 4888 YnpaBnstoLLmii:

Hecywymnit nepcoHanbHy OTBETCTBEHHOCTb KOMMaHbOH; KpucTuaH Mpanoy (Kristian Grapow)
3660TT MeHeHKMeHT TM6X Iper Anbbepr (Greg Ahlberg)
FOpuanyeckunii agpec: BucbageH Mpeacefatens HabnoAaTeNbHOMO COBETA:
PalioHHbIl cyp BucbageHa HRB12889 Xaiime A. KoHTpepac (Jaime A. Cinireras)

OCbVI LinasnibHOe *3acBnacrc-4sCTBoBaHne

Hactosawmm  o4HUHaJdbiio ygoctoBepsieTcs, 4to i-ii 3amam Xam
2660TT TM6X & Ko, KI \lakc-llnawk-Puw' 2. 65205 BucbageH,
COBCICKIOPYHYHO MOCTaBU/ HbILLCCTOATYHO MOMHUCL B TCOMCYTCTBHU
NoAN1CaBLLEICA MPC.TCE/IaTe/IH MECTHOIO Cya.

BucbageH, \0.12.2019 .

Ne B peecrtpe 876/79

MownuHa B cooTBeTCTBMM € 11on0xenvem o cbopax B pasMicpe 6 eBpo
onnayeHa

w'noOnmcaqo”

Upc/lccparc.'ls MmecTHOrO cyga

‘MeyaTb: MecTHbI cyg r. BucbageH X1 *2°

/nognucaHo/9 gekabpa 2019.

3amaH KxaH (Zaman Khan)

TekcT B JNOKYMEHTE <<3KCI'I}'IyaTaLI,I/|0HHaﬂ OOKYMEHT alna» Ha aHINNACKOM 1 PYCCKOM A3blKax
MONMHOCTbIO COBMNAAAET.

MepeBof C aHMWMIACKOrO WM HEMELKOro $3blKOB Ha PYCCKWIA A3blK BbINOMHEH MEPEBOAYNKOM
MMaTHeBbIM nbeih AneKceeBnyeM.
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Poccuiickas degepauus. Mopog Mockea.

CemMHafuaToro gexkabps aBe ThicAYM AeBATHaALATOrO roja.

7, baxTag3e 3nbmupa lOpbeBHa, HOTapuyc r. MOCKBbl, CBUAETENbCTBYHW MOAJ/IMHHOCTbL
nognucu nepesogyuka llaTHeBa Nnbu Anekceesuya.

Moanuckb caenaHa B MOEM MPUCYTCTBUM.
JIMYHOCTb NoANMUCaBLErO JOKYMEHT YCTaHOB/EeHa .

3aperucTtpupoBaHo B peectpe: M77/52-H/77-2019-/" '/0 'IP
B3bickaHo no Tapudy 100 py6.

a OkasaHue ycnyr npaBoBOro M TeXxHM4YeCcKoro xapakrtepa. -

3./0. BaxTapgse

Bcero npowHypoBaHo, Mpo2yinesrmsams
N cKpenseHo neyaTbio.

HoTapwuyc.
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Abbott GmbH & Co. KG Tel. +496122 58 0
Max-Planck-Ring 2 Fax +49 61 22 58 1244
65205 Wiesbaden

Postfach 1303, 65011 Wiesbaden

Abbott

1 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), 3amectuTens Aupektopa no HopmaTuUBHbIM Bonpocam OTgena EBponsl,
BavkHero Boctoka, Agpukun v MaknctaHa 3660TT Tm6x 1 Ko. KIM (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWMM y40CTOBEPAID, YTO Npunaraemble
LOKYMEHTbI B HMXKEMPUBEAEHHOM 06beMe CTpaHuL, ABAAKOTCA 3KCNyaTauMOHHOW AOKYMEHTaLNEN.
3TN LOKYMEHTbI MOSIHOCTbIO COOTBETCTBYHOT aKTyaslbHOW LOKYMEHTaUU Npou3BOAUTENS.

JKcnnyaTauMoHHasa oKyMeHTauua ans megmunHcekoro nigenma (Operational documentation
for medical device):

Habop peareHTOB A/19 KOMIMYECTBEHHOrO OMpefeneHns nNpsaMoro 6unmpybuHa B CbIBOPOTKE UK Mia3me
KPOBM YenoBeKa CreKkTpoOPOTOMETPUYECKMM METOAOM Ha OGumoxummnyeckmx aHanmsatopax Alinity c
"Bunmpy6buH npamoi PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit)"

Mo TeKCTy 3KCMyaTauMOHHbIX [OKYMEHTOB BCTPEYatOTCS BapuaHTbl HAUMEHOBAHWIA MeSULMHCKUX WU3LenniA,
NpUBEAEHHbIE B TabnMUe HIDKe, KOTOpble SBMAKOTCA ChpaBevBbIMA M paBHO3HauYHbIMK  (Operational
documentation contains the following true and equivalent short names of medical devices listed in table);

HavmeHoBaHue HAa  HavmeHOBaHVie MeAMLMHCKOrO M3LeNns Ha PYCCKOM A3bIKe CokpalLeHHoe
aHrINACKOM HavmeHoBaHwe (Mo
A3bIKe TeKCTV OKYMEHTA)

Alinity ¢ Direct Habop peareHTOB An9  KOMMYECTBEHHOrO  onpeaeneHns BunvpyouH  npsMoi
Bilirubin Reagent npsamoro 6unnpy6uHa B CbIBOPOTKE WM Mnia3mMe KpoBu PearenTbl (Alinity c
Kit yenoseka CMEKTPOOTOMETPUYECKNM MEeTOLOM Ha Direct Bilirubin
oroxmmmnyeckmx aHanmsatopax Alinity ¢ "Bunmpy6uH npsmoli  Reagent Kit)
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Alinity
Direct Bilirubin Reagent Kit

Read Highlighted Changes: Revised March 2018.

Instructions must be carefully followed. Reliability of assay results
cannot be guaranteed if there are any deviations from these
instructions.

Ename
Alinity ¢ Direct Bilirubin Reagent Kit (also referred to as Bill D)

| INTENDED USE

The Alinity ¢ Direct Bilirubin assay is used for the quantitative
analysis of direct bilirubin in human serum or plasma on the Alinity ¢
analyzer.

| SUMMARY AND EXPLANATION OF THE TEST

Red blood cells at the end of their circulating life are broken down
inthe reticuloendothelial system, mainly the spleen. The resulting
heme, once the iron is removed, is then converted to bilirubin.

This process accounts (or about 80% of the 500 pmol (300 mg)

of bilirubin formed daily. Other sources of bilirubin include the
breakdown of myoglobin and cytochromes and the catabolism of
immature red blood cells in the bone marrow.

Once formed, bilirubin is transported to the liver bound to albumin.
This fraction of bilirubin is referred to as indirect or unconjugated
bilirubin. In the liver, bilirubin is conjugated to glucuronic acid (mono-
and diglucuronides) to form conjugated bilirubin by the enzyme uridyl
diphosphate glucuronyl transferase. Conjugated bilirubin or direct
bilirubin is excreted via the biliary system into the intestine, where it
is metabolized by bacteria to a group of products known collectively
as stercobilinogen. Elimination is almost complete and serum levels
are normally negligible.

Direct bilirubin is the sum of the conjugated fractions. Direct bilirubin
is elevated in conditions causing hepatic obstruction, hepatitis,
cirrhosis, several inherited enzyme deficiencies, and inherited
defects in canalicular excretion.

| PRINCIPLES OF THE PROCEDURE

Bilirubin determination is generally based on the reaction of
bilirubin with a diazotized sulfanilic acid, described by Ehrlich.” In
this method, direct (conjugated fractions) bilirubin couples with a
diazonium salt in the presence of sulfamic acid to form the colored
compound azobilirubin. The increase in absorbance at 548 nm due
to azobilirubin is proportional to the direct bilirubin concentration.
Methodology: Diazo Reaction

For additional information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.

| REAGENTS
Kit Contents
Alinity ¢ Direct Bilirubin Reagent Kit 07P97

Volumes (mL) listed in the table below indicate the volume per
cartridge.
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Bill D
07P97
G71326R04

B7P970

m 07P9720

07P9720%
Tests per cartridge 360
Number of cartridges per kit 4
Tests per kit 1440
68.1 mL
21.0 mL

[b i 1Active ingredient: Sulfamic acid (9.7 g/L).

® Active ingredients: 2, 4-dichloroaniline (< 0.1 g/L), Sodium nitrite
(<01 g/L), HCI (3354 g /L ).

Warnings and Precautions
e ®
* For In Vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that ail 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: 1

DANGER
H314

Prevention
P260
P264
P280

Response
P301+P330+P331

P305+P351+P338

P303+P361+P353

P310

Disposal
P501

Contains sulfamic acid.

Causes severe skin burns and eye
damage.

Do not breathe mist/ vapors / spray.
Wash hands thoroughly after handling.
Wear protective gloves / protective
clothing / eye protection.

IF SWALLOWED: Rinse mouth. Do NOT
induce vomiting.

IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with
water / shower.

Immediately call a POISON CENTER or
doctor 1 physician.

Dispose of contents / container in
accordance with local regulations.



The following warnings and precautions apply to: (ED

DANGER
H314

H332
H290
Prevention
P260
P264
pP271
P280
P234
Response

P301+P330+P331

P305+P351+P338

P303+P361+P353

P304+P340

P310

P390

Disposal
P501

Contains hydrochloric acid.
Causes severe skin burns and eye
damage.

Harmful if inhaled.

May be corrosive to metals.

Do not breathe mist / vapors / spray.
Wash hands thoroughly after handling.
Use only outdoors or in a well-ventilated
area.

Wear protective gloves / protective
clothing / eye protection.

Keep only in original container.

IF SWALLOWED: Rinse mouth. Do NOT
induce vomiting.

IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with
water / shower.

IF INHALED: Remove person to fresh air
and keep comfortable for breathing.
Immediately call a POISON CENTER or
doctor 1 physician.

Absorb spillage to prevent material
damage.

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.

Reagent Handling

« Upon receipt, place reagent cartridges in an upright position
for 1 hour before use to allow bubbles that may have formed to

dissipate.

« If a reagent cartridge is dropped, place in an upright position
for 1 hour before use to allow bubbles that may have formed to

dissipate.

* Reagents are susceptible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridge and cause insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity ci-series Operations Manual,

Section 7.
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Reagent Storage

Storage Maximum Additional Storage
Temperature  Storage Time Instructions

Unopened 2to 8°C Until Store in upright position.
expiration
date
Onboard System 28 days
Temperature
Opened 2to 6°C Until Store in upright position.
expiration Do not reuse original

date reagent caps or
replacement caps due to
the risk of contamination
and the potential to
compromise reagent
performance.

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position at 2 to 8'C. For reagents stored off the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity ci-series
Operations Manual. Section 5.

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a calibration
error occurs or a control value is out of the specified range.
Associated test results are invalid, and samples must be retested.
Assay recalibration may be necessary.

For troubleshooting information, refer to the Alinity ci-series
Operations Manual, Section 10.

BINSTRUMENT PROCEDURE
The Alinity ¢ Direct Bilirubin assay file must be installed on the Alinity
¢ analyzer prior to performing the assay.
For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.
For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.
For a detailed description of system procedures, refer to the Alinity
ci-series Operations Manual.

Alternate Result Units

Edit assay parameter "Result Units" to select an alternate unit.
Conversion formula:

(Concentration in Default result unit) x (Conversion factor) =
(Concentration in Alternate result unit)

Default Result Unit Conversion Factor Alternate Result Unit
mg/dL 171 pmol/L
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Bspecimen collection and preparation
FOR ANALYSIS

Specimen Types
The specimen types listed below were verified for use with this
assay.

Other specimen types, collection tube types, and anticoagulants
have not been verified with this assay.
specimen Type Collection Vessel
Serum Serum tubes (with or
without gel barrier)
Collection tubes

Special Conditions

The use of tubes
containing sodium
fluoride/potassium
oxalate is not
recommended due to the
potential of hemolysis
formation with this
anticoagulant.

Plasma
Acceptable
anticoagulants are:
Lithium heparin (with or
without gel barrier)
Sodium heparin
EDTA

* The instrument does not provide the capability to verity specimen
types. It is the responsibility of the operator to verify that the
correct specimen types are used in the assay.

« Abbott Laboratories has not verified the assay performance
characteristics with neonatal specimens.

NOTE: Abbott Laboratories recommends the use of sample
interference indices in the semi-quantitative mode to assist in the
determination of sample integrity for all specimens. Refer to the
Sample Interference Indices (HIL) application sheets.

Specimen Conditions

» For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may contain fibrin due to incomplete clot formation.

e For accurate results, plasma specimens should be free of
platelets and other particulate matter. Ensure centrifugation is
adequate to remove platelets.

« Use serum or plasma specimens without visible hemolysis
or lipemia. Refer to the SPECIFIC PERFORMANCE
CHARACTERISTICS section of this package insert.

« To prevent cross contamination, use of disposable pipettes or
pipette tips is recommended.

Preparation for Analysis

« Follow the tube manufacturer’s processing instructions for
collection tubes. Gravity separation is not sufficient for specimen
preparation.

* Specimens should be free of bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross-contamination.

To ensure consistency in results, recentrifuge specimens prior to

testing if

» they contain fibrin, red blood cells, or other particulate matter.

NOTE: If fibrin, red blood cells, or other particulate matter are

observed, mix by low speed vortex or by inverting 10 times prior to

recentrifugation.
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Specimen Storage
Specimens should be protected from bright light as bilirubin is
photolabile.® Direct bilirubin is stable in serum and plasma as follows:

Specimen Type Temperature Maximum Storage Time
Serum/Plasma 20 to 25'C 2 days”

2t08C 7 days™ ®

-20'C 3 months®

-80'C 3 months®

Avoid multiple freeze/thaw cycles.

Guder et al. suggest storage of frozen specimens at -20"C for no
longer than the time inten/als cited above.”

Each laboratory may establish a range around -20'C and/or -80'C
from either the freezer manufacturer’s specifications or your
laboratory standard operating procedure(s) for specimen storage.
Stored specimens must be inspected for particulates. If present, mix
with a low speed vortex or by inversion and centrifuge the specimen
to remove particulates prior to testing.

Specimen Shipping

Package and label specimens in compliance with applicable state,
federal, and international regulations covering the transport of clinical
specimens and infectious substances.

IPROCEDURE

Materials Provided
07P97 Alinity ¢ Direct Bilirubin Reagent Kit

Materials Required but not Provided

« Alinity c Direct Bilirubin assay file

e 08P6101 Alinity c Bilirubin Calibrator Kit

* Commercially available controls containing direct bilirubin

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

For information on materials required for operation of the instrument,
refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,
refer to the Alinity ci-series Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity

ci-series Operations Manual, Section 5.

e If using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

« To minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the test.

¢ Minimum sample volume requirements:

- Sample volume for single test: 5.0 pL.
NOTE: This amount does not include the dead volume
plus the additional over-aspiration volume. For total sample
volume requirements, refer to the Alinity ci-series Operations
Manual, Section 4.

« Refer to the Alinity ¢ Bilirubin Calibrator Kit package insert and/
or commercially available control material package insert for
preparation and usage.

* For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.

» For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.



Sample Dilution Procedures

Samples with a direct bilirubin value exceeding

15.0 mg/dL (256.5 pmol/L) are flagged with the code "> 15.0 mg/dL"
(> 256.5 pmol/L) and may be diluted with either the Automated
Dilution Protocol or the Manual Dilution Procedure.

Automated Dilution Protocol

If using an automated dilution protocol, the system performs a
dilution of the sample and automatically calculates the concentration
by multiplying the result by the dilution factor. For details on
configuring automated dilutions, refer to the Alinity ci-series
Operations Manual, Section 2.

Manual Dilution Procedure

Dilute the sample with saline (0.85% to 0.90% NaCl).

The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result.

If the operator does not enter the dilution factor, the result must be
manually multiplied by the appropriate dilution factor before reporting
the result. If a diluted sample result is less than the lower value of
the measuring interval of 0.1 mg/dL (1.7 pmol/L), do not report the
result. Rerun using an appropriate dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-
series Operations Manual, Section 5.

Calibration

For instructions on performing a calibration, refer to the Alinity ci-
series 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.

Quality Control Procedures

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 (normal and abnormal) are to be run every
24 hours.

« 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, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recalibration may be necessary. For troubleshooting
information, refer to the Alinity ci-series Operations Manual,
Section 10.

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

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

ranges provided in the control package insert should be used only for

guidance.

For any control material in use, the laboratory should ensure that the

matrix of the control material is suitable for use in the assay per the

assay package insert.
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Quality Control Guidance

Refer to "Basic QC Practices" by James O Westgard, Ph.D. for
guidance on laboratory quality control practices.’®

Verification of Assay Claims

For protocols to verify package insert claims, refer to Verification of
Assay Claims in the Alinity ci-series Operations Manual.

| RESULTS

Calculation

The Alinity ¢ Direct Bilirubin assay utilizes the Linear data reduction
method to generate a calibration and results.

For information on alternate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Units section of this package insert.
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
Alinity ci-series Operations Manual, Section 5.

Measuring Interval

Measuring interval is defined as the range of values in mg/dL
(pmol/L) which meets the limits of acceptable performance for
linearity, imprecision, and bias.

The measuring interval of the Alinity ¢ Direct Bilirubin assay is 0.1 to
15.0 mg/dL (1.7 to 256.5 pmol/L).

| LIMITATIONS OF THE PROCEDURE
Some specimens may give a direct bilirubin result slightly greater
than the total bilirubin result. During internal testing at Abbott
Laboratories, specimens with total bilirubin concentrations of
0.2 mg/dL (3.4 pmol/L) or less occasionally gave a direct bilirubin
result that slightly exceeded their respective total bilirubin result. This
may be observed when nearly all reacting bilirubin is direct bilirubin.
For patients undergoing evaluations involving the administration of
indocyanine green (ICG), it is recommended that samples are drawn
after ICG has been eliminated. See the Interference section for
additional information.” '
Abbott Laboratories has not verified the assay performance
characteristics with neonatal specimens.
Refer to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert.

BEXPECTED VALUES

This study was performed on the ARCHITECT ¢ System.
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.

It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
Serum'®

Range (mg/dL)
0.0t0 0.5

Range (pmol/L)

Adult 0.0t0 86

A study was conducted using 136 serum samples from volunteers
ranging in age from 25 to 66 years. Data were analyzed as described
by NCCLS C28-A.’~ From this study, 95% of all specimens fell within
0.0 to 0.5 mg/dL, with samples ranging from 0.1 to 0.6 mg/dL.
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| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.

Results obtained in individuai laboratories may vary.

The Aiinity ¢ anaiyzer and the ARCHITECT ¢ System and AEROSET
System utiiize the same reagents and sampie/reagent ratios.

Uniess otherwise specified, all studies were performed on the Aiinity
canalyzer.

Precision

Wfthin-laboratorv Precision
Astudy was performed based on guidance from CLSI EP05-A2."®
Testing was conducted using 1 lot of the Aiinity ¢ Direct Bilirubin
Reagent Kit. 1 lot of the Aiinity ¢ Direct Bilirubin Calibrator Kit, and

1 lot of commercially available controls and 1 instrument. Three
controls and 2 human serum panels were assayed in a minimum of 2

WthnRn Withindabaratary

Men  (Repeetatiit) (ol
Snge n (mgd) D Yy D /3%
Contrd Level 1 120 0.4 0.02 39 0.02 39
Conird Level 2 120 12 0.02 14 0.06 4.8
Cortrol Level 3 120 23 0.02 0.8 0.09 4.0
Parel 1 120 35 0.04 13 0.06 17
Pard 2 120 8.6 0.08 0.9 011 13

“Includes within-run, between-run, and between-day variability.
(Repeetztiiity) (Taely

Shpe n @Eo) 9 % D W
Cord Level 1 120 6.8 0.28 4.1 0.28 41
Contol Level 2 120 214 0.29 14 1.03 4.8
Cotrd Level 3 120 39.7 0.32 0.8 158 4.0
Pard 1 120 60.5 0.76 13 1.03 17
Pard 2 120 147.6 137 0.9 1.88 13

~ncludes within-run, between-run, and between-day variability.

Lower Limits of Measurement

AStudy was performed based on guidance from CLSI EP17-A2.'®
Testing was conducted using 3 lots of the Aiinity ¢ Direct Bilirubin
Reagent Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Blank (LoB), Limit of Detection (LoD),

ngd- proL
LoB* 0.0 0.0
LoD 01 17
LoQ 01 17

®The LoB represents the 95th percentile from n a 60 replicates of
zero-analyte samples.

AThe LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n > 60 replicates of
low-analyte level samples.

' The LoQ was determined from n a 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met.

Linearity
A Study was performed based on guidance from CLSI EPO6-A.""

This assay is linear across the measuring interval of 0.1 to
15.0 mg/dL (1.7 to 256.5 pmol/L).
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Interference

Potentially Interfering Substances

Potential interference in the Direct Bilirubin assay from

62 mg/dL (0.62 g/L) hemoglobin, 125 mg/dL (1.25 g/L) Intralipid,
or 0.50 mmol/L Indican (indoxyl sulfate) is s 10% or + 0.1 mg/dL.
whichever is greater, at the medical decision level of the analyte.
This study was performed on the ARCHITECT ¢ System and the
AEROSET System.

Potential interference in the Direct Bilirubin assay from 6.3 mg/L
(8.1 pmol/L) indocyanine green is £ 10% or + 0.1 mg/dL, whichever
is greater, at the medical decision level of the analyte.

This study was performed on the ARCHITECT c System.

These studies were performed based on guidance from NCCLS
EP7-P.’®

Interference effects were assessed by Dose Response and Paired
Difference methods at the medical decision level of the analyte.

Intexierert Led Diredt Bilindain
Interfering ~ Tagtled Diffeecefom
Hemoglobin 31 mg/dL 0.31 g/lL 0.4 -01
62 mg/dL 0.62 g/lL 04 01
125 mg/dL 1,25 g/L 0.4 -0.2
250 mg/dL 250 ¢g/L 0.4 -0.2
500 mg/dL 5.00 glL 0.4 -0.2
Human 519 mg/dL 5.86 mmol/L 0.4 -01
triglyceride 1034 mg/dL  11.68 mmol/L 04 03
Intralipid 125 mg/dL 1.25glL 0.4 01
250 mgfdL 250 glL 04 01
500 mg/dL 5.00 glL 04 04
Indocyanine 63ngL 81 pmald 03 {01
Green 125ngL 16.1]imol/L 03 +0.3
18.8 mg/L 24.2 pmot/L 51 +0.4
20ngL 32.3 pmol/L 51 +0.5

Taki et al. reported indoxyl sulfate concentrations up to 8.62 mg/dL
(0.40 mmol/L), with an average of 3.52 mg/dL (0.17 mmol/L), in

224 hemodialysis (HD) patients.’” Indoxyl sulfate does not cause
significant interference with this direct bilirubin method. Testing

at Abbott Laboratories demonstrated that addition of 12.57 mg/dL
(0.50 mmol/L) 3-indoxyl sulfate potassium salt to specimens
increased the direct bilirubin concentration by a maximum of

0.1 mg/dL.

Indocyanine green solutions at the above concentrations were
prepared by the individual addition of indocyanine green to two pools
of plasma, one with a high concentration of bilirubin and one with a
low concentration of bilirubin.

Interferences from medication or endogenous substances may affect
results."®

Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using
the Passing-Bablok regression method.""

Garddion Cooairaion
Wis n Coefidet Inerogt S Race
Aiinity ¢ Direct ~ Seum  mg/dL 132 1.00 000 100 0,2fo14.7
Bilirubin vs pmoll 132 1.00 000 100 34102506
ARCHITECT
Direct Bilirubin



1

2.

10

11

17

20.

IBIBLIOGRAPHY
Burtis CA, Ashwood ER, editors. Tietz Textbook of Clinical Chemistry,
3rd ed. Philadelphia, PA: WB Saunders; 1999:1136.
US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.
US Department of Health and Human Services. Biosafety in

Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:

US Government Printing Office; December 2009.

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

Clinical and Laboratory Standards institute (CLSI). Protection

of Laboratory Workers From Occupationally Acquired Infections:
Approved Guideline-Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

Burtis CA, Ashwood ER, editors. Tietz Textbook of Clinical Chemistry,
3rd ed. Philadelphia, PA; WB Saunders; 1999:1169.

Guder WG, Narayanan S, Wisser H, et al. List of Analytes—
preanalytical variables. Annex In: Samples: From the Patient to the
Laboratory. Darmstadt: GIT Verlag; 1996:Annex 8-9.

US Pharmacopeial Convention, Inc. General notices. In: US
Pharmacopeia National Formulary. 1995 ed (USP 23/NF18).
Rockville, MD: The US Pharmacopeial Convention, Inc; 1994:11.
Young DS. Effects of Preanalytical Variables on Clinical Laboratory
Tests. 2nd ed. Washington, DC: AACC Press; 1997:3-88.

Westgard JO. Basic QC Practices. 3rd ed. Madison, WI: Westgard
Quality Corporation; 2010.

Donnachie EM, Seccombe DW, Urquharl NL et al. Indocyanine green
interference in the Kodak Ektachem determination of total bilirubin.
Clin Chem 1989;35(5):899-900.

Meijer DKF, Weert B, Vermeer GA. Pharmacokinetics of biliary
excretion in man. V1. Indocyanine green. Eur J Clin Pharmacol
1988;35:295-303.

Data on file at Abbott Laboratories.

National Committee for Clinical Laboratory Standards (NCCLS).
How to Define and Determine Reference Intervals in the Clinical
Laboratory: Approved Guideline. NCCLS Document C28-A. Viflanova,
PA: NCCLS; 1995.

Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Precision Performance of Quantitative Measurement Methods:
Approved Guideline—Second Edition. CLSI Document EP05-A2.
Wayne, PA: CLSI; 2004.

Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Detection Capability for Clinical Laboratory Measurement Procedures:
Approved Guideline-Second Edition. CLSI Document EP17-A2.
Wayne, PA CLSI; 2012.

Clinical and Laboratory Standards Institute (CLSI). Evaluation of

the Linearity of Quantitative Measurement Procedures: A Statistical
Approach: Approved Guideline. CLSI Document EP06-A. Wayne, PA
CLSI; 2003.

. National Committee for Clinical Laboratory Standards (NCCLS).

Interference Testing in Clinical Chemistry: Proposed Guideline.
NCCLS Document EP7-P. Viilanova, PA NCCLS; 1986.

Taki K, Tsuruta Y, Niwa T. Indoxyl sulfate and atherosclerotic risk
factors in hemodialysis patients. Am J Nephrol 2007; 27:30-35.
Young DS. Effects of Drugs on Clinical Laboratory Tests, 4th ed.
Washington, DC: AACC Press; 1995:3-105-3-108.

Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimation Using Patient Samples;
Approved Guideline—Third Edition. CLSI Document EP09-A3. Wayne,
PA; CLSI; 2013.

Note for number formatting:
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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%).
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ADDENDUM
tothe Instruction for Use Alinity ¢ Direct Bilirubin Reagent 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 intended.
Manufacturer set the maximum shelf life of

Alinity ¢ Direct Bilirubin Reagent Kit- 14 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

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3,130 80000-1,
1999/45/EC

POTENTIAL USER

The Alinity ¢ Direct Bilirubin Reagent Kit 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 Alinity ¢ 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 is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN

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



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
Nat applicable.
TECHNICAL CHARACTERISTICS
- Alinity ¢ Direct Bilirubin Reagent t: pH-value at 20 °C: 1-1.4
Density at 20 °C: 1,012 g/em3
- Alinity ¢ Divect Bilirubin Reagent 2: pH-value at 20 °C: 0.5
Density at 20 °C: 1.019 g/em3
COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOUR AND ODOUR

Afinity ¢ Direct Bilirubin Reagent 1: Odourless and Colourless
Alinity ¢ Direct Bilirubin Reagent 2: Odourless and Colourless
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Alinity c

BunnpyounH npsamoin PeareHTbl

(Alinity ¢ Direct Biiirubin Reagent Kit)

Gn. BblfeneHHble u3aMeHeHusi. Pegakuusi: MmapT 2018 .

HeoGxoAvMo TOUHO ClefioBaTb WHCTPYKLMAM. My OTKIOHEHUM OT
VHCTPYKUMIA HafeXHOCTb Pe3ynbTaroB TecTa He rapaHTupyeTcsi.

| HAUMEHOBAHVE (CokpauieHHoOe)
BunvpybrH npsimoii PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit)
(Taloke BCTpeuaeTcst no TekcTy: Bill D)

| HASHAUEHVE

Tecr ¢ ncnonb3oBaHnem BunmpybuH npamoit PeareHTsl (Alinity ¢

Direct Bilirubin Reagent Kit) npegHa3sHayeH 4515 KOIMYECTBEHHOTO
onpegenenus NpsMoro 6unnpybuHa B CbIBOPOTKE U Niasme KpoBu
yenoseka Ha aHanmsartope Alinity c.

| KPATKOE OMUCAHWE TECTA

b OKOHYAHUM CpOKa LIMPKYIALMW 3pUTPOLIMTLI paspyLuaoTcs

B PETUKY/I03HAOTENNANLHON cucTeMe, NPenMyLLeCTBEHHO B
ceneseHke. OCBO6OAVBLUNIACA rem Nocne OTAeNeHNs xenesa
npespalLaeTcs B 6unmpy6uH. 3TOT npouecc obycnasnvBaeT OKOJO
80% ot 500 pmol (300 mg) 6unupybuHa, obpasylowerocs 3a CyTku.
OcTanibHON GUNNPYOUH BblAeNseTca nNpy pacnage MuornobuHa u
LIMTOXPOMOB, & Takxe Npu paspyLlleHun He3pesibiX 3pUTPOLMTOB B
KOCTHOM Mo3re.

O6pa3oBaBLUMiCA BUNNPYOUH 3aTem TpaHCMoPTUPYeTCA B NeYeHb
BCBA3aHHOM C anibObyMUHOM Buge. 3Ta thpakuns 6unmpybmHa
Ha3bIBaETCSA HEMPAMbBIM UM HEKOHbIOTMPOBAHHBIM GUIMPYGUHOM.

B neyeHn ¢ nomowblo hepmeHTa ypuannandocdatriiokypoHuaTpa
Hedhepasbl NPOMCXOANT KOHbloraums 6unnpybuHa ¢ raokypoHOBO
KMCNOTOW, B pe3ynbTare Yero obpasyeTcsl KOHbIOIMPOBaHHbI
6UANPYOUH (MOHO- 1 AUTOKYPOHUABI). KOHBIOTMPOBaHHBIA, 1m
MpAMOiA, 6GUAPYBVH MO XeN4YeBbIBOAALMM MyTAM nonajaeT B
KULLEYHUK, e OH MeTabonusupyeTcsa 6aktepusmu 4O rpynmbl
NPOAYKTOB, M3BECTHbIX MOA OOLUMM Ha3BaHWEM CTEPKOOWIMHOTEHbI.
TakuM cnoco6om 6UAMPY6UH BbIBOAWTCA MOYTU NOSTHOCTHIO, U
YpOBEHb €r0 B CbIBOPOTKE KPOBM B HOPME He3HauMTesleH.

MpsMoi 6UNMPYBUH 3TO CyMMa KOHBHOrMPOBaHHbIX dipakLumii.
YpoBeHb NPsAMOro 6uAnMpy6uHa NoBbILWAETCA NpU 06CTPYKLMUN
XKeN4YeBbIBOAALLMX MyTel, renatnTe, LMppo3e, BPOXAEHHOM
HEA0CTaTOYHOCTU HEKOTOPbIX (DEPMEHTOB, a Takke BPOXAEHHbIX
[fedhekTax kaHasbLEeBON AUCKpeLuu.

| MPUHUWMbI MPOUEAYPbI

OnpegfeneHve ypoBHS 6unnpy6uHa obblYHO 6asunpyeTcs Ha
peakuun 6unmpybrHa ¢ AnasoTUpPOBaHHOW CynbhaHNoBoi
KMCNOTO, onucaHHol Ehrlich.” Mpu aTom meToge npsmMoit
6uMpybuH (KOHbIOrMpoBaHHas hpakums) COeaNHSETCA C COJbo
[MasoHMs B MPUCYTCTBUM CyNb(daM1HOBO KUC/IOTbI, 0bpasys
OKpaLLEeHHbIA peareHT a3o06unMpybuH. YBennyeHme ontuyeckoi
NAOTHOCTK NMpu 548 NT B pe3y/bTaTe 06pa3oBaHNs a3obunmpybuHa
NPOMOPLMOHA/IBHO KOHLEHTpaLuy NpsiMOro GunnpyomHa.
MeTogonorusi: [inasopeakuus

Moapo6Hyto MHhOpMaLMio O cMCTEME W TEXHOMOTMW aHann3a CM. B
PykoBoacTBe no akcnnyatauun Alinity ci-series. Pasgen 3.

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

i

Bill D

07P97
G76322R04
B7P97R

@ 07P9720

BPEATEHTBL

Copepskumoe Habopa

BunupybuH npsamoii PearenTbl (Alinity ¢ Direct Bilirubin Reagent Kit)
07P97

0O6bem (ml), ykasaHHbIi B Tabnuue Huxe, 0603HaYaeT 06beM Ha
KapTpUaxX.

07P9720
KonnuyecTtso TeCTOB B KapTpumke 360
KonuuectBo kapTpuaxeii B 4
Habope
KonnyectBo TectoB B Habope 1440
U 68.1 mL
" 21.0 mL

[M] AkTVBHbIE MHIpeaneHTbl: CynbtammHoBas kucnota (9.7 g/L).

AKTUBHbIE UHrpeaueHTsl: 2, 4-auxnopoaHuinH (< 0.1 g/L),
HUTPUT HaTpusa (< 0.1 g/L), HCI (33.54 g/L).

Mpegynpe>kaeHust n Mepbl NPeoCTOPO)KHOCTU
[Ana guarHoctuky In Vitro

Mepbl NpefoCcTOPO>KHOCTN

BHVMAHWE: [aHHblii NpoAyKT npegnonaraeT paboTy ¢
obpasuamu, NonyyeHHbIMM OT YenoBeka. PekomeHayeTcsa cumTaTb
BCe MaTepuasibl, NOJlyYEHHbIE OT YesI0BeKa, NoTeHunanbHO
MHEKLMOHHBIMK 1 06paLlaTbCsi C HAMW B COOTBETCTBUMN

co CtaHAapToM Mo o6palleHnNto C reMOKOHTaKTHbIMU
naroreHamu, paspaboTaHHbiM YnpasneHnem CLUA no oxpaHe
TpyZAa v NpoMbIWIeHHON rurmeHe (OSHA), Mpu paGoTte ¢
martepvianamu, cogepxawiumu uam npeanosiokMTeNbHoO
cofepxalmmmn NHEKLMOHHbIE areHTbl, cnegyeT cobnojarb
npaswna 6uonornyeckoin 6e3onacHoCTW, YPOBEHb 2, UK Apyrue
COOTBETCTBYHLMe npasBuna 6uonoruyeckoli 6esonacHoCT.N®

Cnepaytowmne npegynpexaeHns n mepbl NPegocTOPOXHOCTH
OTHOCATCA K; UMl

OMNACHOCTb CofepxuT cynbaMnHOBYIO KUCIOTY.

H314 BbI3biBaeT cepbesHble 0XOru KoOXun u
noBpexaeHus rnas.

MpepoTBpalieHve

P260 M3beraTb BAbIXaHWs TymaHa/napos/
aspo3oneil.

P264 Mocne paboThbl TWATE/ILHO BbIMbITL PYKU.

P280 Monb3oBaTbcs 3alUUTHLIMK NepyaTkamu/

3aLUTHO ofexpaoi/cpencTBammn 3aLmThbl
rnas.



PearnposaHune
P301+P330+P331

P305+P361+P338

P303+P361+P353

P30

YTunusauus
P501

1PV NPOINTATbIBAHUW: TMpononockatb
aOT. HE BbI3bIBaTb pPBOTY.

fliPY MOMALOAHN B TT1A3A; OCTOpPOXHO
NPOMbITb BOAOWN B TEUEHME HECKONbKMX
NWHYT. CHATb KOHTaKTHbIE NINH3bI, ecnn
3bl UMW NOJIb3YyEeTECh M €C/N 3TO SIErko
caenatb. Mpofo/mkMTb NPOMbIBaHWe rias.
TPV MONALOAHN HA KOXY (nimn
BOJIOCbI): CHATb HEMEZ/IEHHO BCHO
3arpsasHeHHyo ofexay. MpoMbITb KOXY
BOAON/MPUHATL AyLL.

HemepneHnHo obpatutbes B
TOKCUKOMOTNYECKUIA LIEHTP i k
Bpauy-cneyuanucTy/TepanesTy.

YTunusupyiite cogepxumoe/koHTeliHep B
COOTBETCTBUW C CAHUTAPHLIMU HOPMamMu

P® (CanluH 2.1.72790-10 OT 09.12.2010).

Cnegyowe npesynpexaneHus n Mepbl NpefoCTOPOXHOCTH

OTHOCATCA K; m

OMNACHOCTb
H314

H332
M290
MpegoTBpalleHne
P260
P264
pP271

P280

P234

PearnposaHune
P301+P330+P331

P305+P351+P338

P303+P361+P353

P304+P340

P3tO

P390

COAEPXUT CONSHYI0 KMC/OTY.
Bbl3bIBAET CEPLE3HLIE OXOTM KOXM 1
noBpexaeHns rnas.

HaHocuT Bpeg npy BAbIXaHWM.

MOXeT BbI3blBaTb KOPPO3NIO METASI/IOB.

W3beraTb BAbIXaHWS TymaHa/napos/
a3po3oneii.

Mocne pa6oTbl TLWATENbHO BbIMbITL PYKU.
Mcnonb3oBaTb TOMIbKO HA OTKPLITOM
BO3[yXe WU B XOPOLLO BEHTUINPYEMOM
mecTe.

Monb3oBaTbes 3aWUTHLIMU NepyaTkamm/
3almMTHOM oaexaoli/cpecTBaMu 3alluTbl
rnas.

XpaHuUTb TONbKO B KOHTEliHepe 3aBoja-
U3roToBUTENS.

MPW MPOINATbBIBAH/W: Mpononockatb
pot. HE BbI3biBaTL PBOTY.

MNP MOMNAJAHAW B T/1A3A; OCTOPOXHO
NPOMbITb BOAOW B TeUEHUE HECKOMbKUX
MUHYT. CHATb KOHTaKTHbIE NINH3bI, €C/n
Bbl MU MOJIb3yeTECb U €C/IN 3TO JIerko
caenatb. Mpofo/MkUTL NPOMbIBaHWE [1as.
MPU MOMALAHNN HA KOXXY (nnm
BO/OCbI): CHATb HEMEA/IEHHO BCIO
3arpsA3HEHHY0 ofexay. MPoMbITb KOXY
BOAON/MPUHATL gyLU.

MNP BALIXAHNW: BblHecTn
nocTpajasLLIero Ha CBexuii Bo3ayx

1 o6ecneynTb emy MosHbIA MOKOW B
YA06HOM A1A [bIXaHVS NOMOXEHUN.
HewmepneHHo obpatutbca B
TOKCUKONOTNYECKUM LIEHTP nm
Bpauy-cneunanncTy/TepanesTy.
AbcopbupoBaTh MPosIMBLIEECSH BELLECTBO,
YTOObI HE AONYCTUTL NOBPEXeHue
maTepuasnos.
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Ytununsauyma

P501 YTunusumpyiite cogepxumoe/KoHTenHep B
COOTBETCTBUMN C CaHUTapPHLIMW HOpMamu
P® (CaHlMNuH 2.1.72790-10 ot 09.12.2010).

MacnopTta 6e30MacHOCT AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com nam y mecTHoro npegcrasutens.
Moapo6Hyto nHhopMaumio 0 Heo6XoAMMbIX Mepax
NpPeAOoCTOPOXHOCTN NpU paboTe C aHa/M3aTopom CM. B
PykoBogcTBe no akcnnyatauun Alinity ci-series, Pasgen 8.

O6palleHre ¢ peareHTamm

* [locne nonyyeHvsi Habopa OCTaBbTe KapTPWKM peareHToB Ha 1
yac B BEPTUKA/IbHOM MOJIOKEHWUN [0 UCHE3HOBEHWS My3bIPbKOB,
KOTOpble MOr/M 06pa3oBaTLCS.

* Ecnn kapTpuzx peareHTa ONpoKWHY/CS, NpuBeauTe ero
B BepTUKa/lbHOE MOJOXeHUe 1 ocTaBbTe Ha 1 yac go
MNCYE3HOBEHMNS Ny3bIPbKOB, KOTOPblE MOrM 06pa3oBaTbCcs.

* PeareHTbl noaBepxeHbl (HOPMMPOBAHUIO MEHbI U My3bIPLKOB.
My3blpbky B peareHTe MoryT nomellatb onpeaeneHuo
YPOBHSA peareHTa B kapTpuapke v NpUBECTU K HE[OCTaTOYHON
acnupauum peareHTa, KOTopas MOXeT 3HaYMTe/IbHO B/MSATb Ha
NpaBUIbHOCTL Pe3y/bTaToB.

Mopapo6Hyto nHhopmaumio 06 0bpaLleHun ¢ peareHTamy npu

paboTe ¢ aHasM3aTtopoM CM. B PykoBOACTBE MO 3KcnyaTauum

Alinity ci-series, Pasgen 7.

XpaHeHne peareHToB

[ononHutensHble

Temnepatypa Makc, Bpemss  MHCTPYKLWK NO

XpaHeHus XpaHeHus XpaHeHuo
HeBckpbIThili 2 m8'C [lo OKOHYaHMs  XpaHuTe B
KapTpua>K CcpoKa rogHoCT! BepTUKa/IbHOM
MOJIOXKEHUN.
Ha 6opTy Temnepatypa 28 faHeit
B cucTeme

BCKpbITbI 2-8C [0 oKoHuYaHusi  XpaHuTe B
KapTpua>K CpoKa rofHoCTV BepPTUKaIbHOM

NOMOXEHUN.

He ucnonbayiite
MOBTOPHO

KPbILIKU peareHTa
U3roToBUTENSI

Wn 3aMeHsieMble
KPbILIKA BBUAY pUcKa
KOHTaMuHauum

1 BO3MOXHOCTY
HapyLLeHus paboumnx
XapaKTepucTuk
peareHTa.

PeareHTbl MOXHO XpaHUTb Kak Ha 60pTy CUCTEMbI, TaK U BHe

ee. [loc/ne M3BNEYEHNsA PeareHToB U3 CUCTEMbI XpaHuTe UX B
BEPTUKA/IbHOM MOJSIOKEHUN C HAAETLIMUA HOBLIMU 3aMEHSeMbIMM
KpbllWKamMu npu temnepartype 2 - 8'C. PeareHTbl, XpaHsLmecs

BHE CUCTEMbl, PEeKOMEHAYeTCs XpaHUTb B pabpuyHbIX 0TKax 1
ynakoBKax [y 06ecrneyeHnsi BepPTUKa/IbHOTO MOJIOXEHUS.
Moapo6Hyto MHAOPMALMIO O BbIrpy3Ke peareHToB U3 CUCTEMbI CM. B
PykosogcTtse no akcnnyatauuu Alinity ci-series, Pasgen 5.

[lokasatenu nopyn peareHToB

OwnbKa KanMGpOBKN WM BbIXOL 3HAYEHUSI KOHTPONA 3a Npeaenbl
AvanasoHa JoNyCTUMbIX 3HAUYeHUI A MOXET CBUAETEeNIbCTBOBATL O
nopye peareHToB. Pe3y/nbTaTbl COOTBETCTBYIOLLUX TECTOB CredyeT
cunTaTb HeBepHbIMK, 06pasLbl LO/MKHbLI GbiTb MPOTECTUPOBAHbI
NOBTOPHO. MoXeT NoTpe6oBaTbCs NOBTOPHAsA KanMbGpoBka TecTa.
MHdhopmaumio 06 ycTpaHeHnn HeucnpasBHOCTeW CM. B PyKoBOACTBE
no akcnayartauuu Alinity ci-series, Pasgen 10.
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[ NMPOUELYPA PABOTbl HA AHANTM3ATOPE
Heobxoammo ycTaHoBUTL haiin Tecta Alinity ¢ Direct Bilirubin nepeg
nposeAeHvem TecTa Ha aHanusatope Alinity c.

Moapo6Hyto nHhopmMaumio 06 ycTaHOBKe haiina Tecta, NnpocmoTpe
1 peaakTMpoBaHUM napameTpoB aHanmsa cM. B PykoBoacTBe Mo
akcnnyataumm Alinity ci-series, Pasgen 2.

MHdhopMaLmio 0 BbIBOAE Ha neyaTb NapameTpoB aHasvsa cM. B
PykoBoactee no akcnnayataumm Alinity ci-series, Pasgen 5.
Moapo6Hoe onucaHue npouesyp paboTbl C CUCTEMON CM. B
PykoBoactee no akcnnyatauun Alinity ci-series.

AnbTepHaTVBHble e4NHULbI N3MEPEeHUs pesy/bTaTta

[ns Bblbopa anbTepHATUBHON efuHULbI U3MEHUTe napaMmeTp Tecta
'EOVHWLBI n3MepeHns”,

dopMyna nepecueta;

(KoHueHTpauusa B cTaHAapTHbIX eAuHULaxX U3MepeHus pesynbTarta)
X(chakTop nepecyeta) = (KOHUEHTpaLMsa B aflbTepPHATUBHbIX
efIMHVLAX U3MepeHus pesyrbtara)e

CraHfapTHble AnbTepHaTVBHblEe
efVHNLbl N3MepeHnst eVHNLbl 3MEPEHNS
pesynbTata chakTop nepecueta pesynbTara

mg/dL 171 pmol/L

1 CBOP OBPA3UA N NMOATOTOBKA K AHATN3Y

Tunbl 06pa3uoB

lMepeuvicrieHHble HKe TUMbl 06pa3LoB 6blIn BepUMLMPOBaHbI Ha
MPVUrOAHOCTb K MCMO/Ib30BaHNIO B JAHHOM TecTe.

[pyrvne Tvnbl 06pasLoB, NPobupok ansa céopa 06pasLoB U
aHTVKOAarynsiHToB He GbliM BepuUMLIMPOBaHbl Ha NPUroAHOCTL K
1CMO/Mb30BaHWIO B J@HHOM TecTe.

EmkocTun gnsa céopa

Tun o6pasuya  06pasLioB CrieuvasibHble ycrosus

CbIBOpOTKa Mpo6upkn ana

KpoBw CbIBOPOTKM KpoBU (C
pasfenuTenbHbIM reniem
nnn 6e3s)

Mnasva kposu [po6upku ana céopa He pekomeHpgyeTcs
06pasLos ncnosib3oBaHne
JonycTumble NPoGUPOK, cofepxaLumnx
AHTUKOAryNSHTbI: thropua, Hatpus/

OKCanart Kanus,
n3-3a BO3MOXHOro

Jintuin renapuH (c
pasfennTencHbIM refem

nm 6e3) remonusa ¢ aTuMu
i aHTMKoarynsHTamm.

Hatpuii renapuvH y.

EDTA

* [lns aHanusaTopa He npeaycMoTpeHa onumsi Bepuchukalmm
TUMOB MCMO/b3yeMbIx 06pasLoB. B 0683aHHOCTM onepaTopa
CcUCTEMbl BXOAUT NPOBEPKA MPaBUIbHOCTW yKa3aHus TUNoB
06pasLoB, UCMNOMb3YEMbIX B TECTE.

* KomnaHus Abbott Laboratories He Bepuchmumposana paboune
XapakTepuCcTMKL TecTa Npu uccnefoBaHun o6pasLoB
HOBOPOXEHHbIX.

MPUMEYAHVE: KomnaHua Abbott Laboratories pekomeHayeT
1Ccnonb3oBaHe WHAEKCOB MHTepdhepeHumn obpasua B
NOSyKONMYECTBEHHOM PEXUME C LiENbio OnpeaesneHns
npurogHocTn o6pasuos. Cm, TabanLbl MHAEKCOB
nHTepdepeHumn obpasua (HIL).

CocTtosiHme o6pasLoB

» UT06bl NONYUUTL NpaBW/bHblE pe3ynbTaTbl, 06pasLbl
CbIBOPOTKM W Nia3Mbl KPOBU CriedyeT OTAeNuTb OT cmbpuHa,
3PUTPOLIMTOB U APYrMX TBEPAbIX YacTuL. O6pasLibl CbIBOPOTKM
KPOBU NaLMEHTOB, MOJSTyYatoLMX aHTUKOAryNALMOHHYO UK
TPOMGO/IMTUYECKYIO TEpanuio, MOryT cogepxaTb ropuH B
pesyfbTare He3aKOHYEHHOro 06pa3oBaHusi CryCcTKOB.
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e [lns noslydeHns TOYHbIX Pe3ynbTaToB 06pasiibl Nnas3mbl KPOBU He
[IO/DKHbI coflepaTb TPOMBOLMTLI U ApYrvMe TBEPAble YacTULibl.
Y6eautech, 4To TPOMGOLMTLI yaaNIEHbl LEHTPUDYTMPOBAHUEM.

*  Mcnonb3yiite 06pasLbl CbIBOPOTKM UM NiasmMbl KPOBU
6€e3 BUAMMOTO remonn3a wiv nunemun. Cm. pasgen
CMNEUNDPUNYECKNE PABOYNE XAPAKTEPUCTUKW paHHoi
VHCTPYKUMM MO MPUMEHEHNIO.

»  PekomeHayeTcs UCMo/b30BaH1e 04HOPa30BbIX NUNETOK
1 HAaKOHEYHWKOB A1 NMUNETOK A/ NPesoTBpalleHns
NepeKPeoTHON KOHTaMUHALMN.

MogroToBka K aHanunsy

e Cnepyite MHCTPYKUMAM M3roTOBUTENS NPOGUPOK Ana cbopa
06pasuos. MNpy noarotoBke obpasLoB K TECTUPOBAHUIO
rpaBUTaLMOHHOIO pasfAefieHns HeJoCTaTOuHO.

* B o6pasuax He JO/MKHO BbiTb My3blPbKOB. YAanuTe ny3bipbku
annankaTopom A0 Havana TecTMpoBaHus. Vcnonb3yiite
HOBBIV annavkaTop A1 KaxAoro obpasua, 4Tobbl n3dexarb
NepPeKPecTHOl KOHTaMUHaLMU.

[lns nonyyeHWs cornacoBaHHbIX pe3y/ibTaToB pEKOMeHAyeTcs

NPOBOANTL NOBTOPHOE LieHTpUdhyrpoBaHe o6pasLoB nepes

TecTUpoBaHVEM, ecnn

*  OHMW cofepxaT mMbpyH, IPUTPOLUTLI MM Apyrve TBepaple
yactuupl,

MPUMEYAHWE: Ecnn obpasubl cogepxaT mbprH, 3puTpoLmnTbI

Wn Apyrve TBepAble YacTulbl, Nepemellalite nx Ha BopTekce

Ha HU3KOI cKopocTU unv nepeBepHyB 10 pa3 nepefs NOBTOPHbLIM

LieHTprdpyrmpoBaHnem.

XpaHeHune o6pasLos
3awmualite obpasubl OT APKOro CBeTa, Tak Kak 6unnpyouH

choTonabuneH.® Mpamoin 6unupyorH ctabuneH B CbIBOPOTKE U
nnasme KpoBU Npy CrneayoLyx YCIoBusX;

MakcumanbHoe Bpems

Tun obpasua Temnepartypa XpaHeHus
CbiBOpOTKa/ 20 - 25'C 2 gHah
nnasma Kposu 2.8C 7 pHel™ ®

-20'C 3 mMecsaua®
-80'C 3 mMecsaua®

M3b6eraiiTe MHOrOKpaTHbIX LMKI0B 3aMOPO3K1/PasmMopPO3KHU.
Guder n gp. peKOMeHAYIT XpaHUTb 3aMOPOXeHHble 06pasLbl Npu
-20'C He npeBbIlWas ykasaHHbI Bbille BPeMeHHOl AnanasoH.
Kaxpoi nabopatopum pekomeHayeTcs ycTaHaBnvBaTb
TemMnepaTypHbIA pexmm xpaHeHus obpasuos npu -20'C u/unm
-80'C ucxoga us cneuudpmkauuii NpomM3BoANTENS XONOANIbHMKA
UM 13 ctaHaapTHbIX(o) npoueayp(bl) XpaHeHns o6pasLoB Ballel
na6oparopun.

XpaHusLumecs obpasLibl JO/KHbI OblTb NMPOBEPEHbI Ha Hanmune
TBEPAbIX yacTul. Ecnn B o6pasuax npucyTCTBYIOT TBEPAbIE
yacTulbl, Nepef TecTMpoBaHWeM nepemeluaite obpasLbl Ha
BOPTEKCE Ha HWU3KOW CKOPOCTWU WA nepeBopaumBas NpoodupkuM, a
3aTeM LeHTpudyrmpyiite o6pasubl, YTOObI yaanuTb 3T YacTuubl.

TpaHcnopTupoBka 06pasLioB

YnakoBbiBaliTe U mapkupyiite o6pasLbl B COOTBETCTBUN C
rocyAapcTBeHHbIMU, hefepasibHbIMA 1 MeXAyHapOAHbLIMM
Tpe60oBaHMAMMU NO TPAHCNOPTUPOBKE KAVHUYECKUX 06pasLoB U
MHCEKLUMOHHBIX BELLECTB.

INPOLEOYPA

MNpepocrtasnsgemMblie matepuasbl

07P97 BunupybuH npsmoii PearenTs! (Alinity ¢ Direct Bilirubin

Reagent Kit)

Heobxoanmble, HO He NpeAocTaBnsseMble MmaTepuabl

» Alinity ¢ Direct Bilirubin daiin Tecta

e 08P6101 Bunupy6uH Kanubpatopbl (Alinity ¢ Bilirubin Calibrator
Kit)



¢ KomMmepueckue KOHTpOMK, cogepxalime npsaMoin 6munmpybuH

e dwmsunonornyecknii pacteop (0.85 - 0.90% NaCl) ans
pa3sepgeHus obpasua

VHchopmaumio o MaTtepranax, Heo6xoauMbIX Anst paboTbl

aHanmsatopa, cM. B PykoBogcTBe no akcnnyatauum Alinity ci-series,

Pazpen 1

VHdopmaumio 0 maTepuanax, HeobxoAMMbIX 41 npoueayp

TEXHUYECKOro 06CNyXunBaHus, cM. B PyKOBOACTBE MO 3Kcnayarauum

Alinity ci-series. Pasgen 9.

Mpoueaypa aHanu3sa

Mogpo6Hoe onvcaHne npouenypbl NPOBEAEeHNs TecTa CM. B

PykoBoacTtee no akcnnyatauum Alinity ci-series, Pasgen 5.

*  WHdopmaumio 06 obecneyeHnn goctaTtoyHoro obbema obpasua
nayueHTa npu MUCnosib30BaHUN NePBUYHbLIX UK a/TUKBOTHBIX
npobupok cm, a PykoBoacTee no akcnayatauum Alinity ci-series,
Pasgen 4,

¢ YT10o6bl MMHMMM3UPOBATb 3hdheKTbl ncnapeHus, nepes,
nposeeHeM TecTa ybeauTech, YTO B yalleyke A/ 06pasLoB
NPUCYTCTBYET AOCTATOUHbIN 06beM 06pasLa.

e MuHUManbHbIi 06bEM 06pasua:

- O6bem o6pasua Ha Kaxablin TecT: 5.0 ul.
NMPMEYAHVE: B yka3aHHOe KO/IMYeCTBO He BXOAUT
MepTBbIi 06bEM U [ONOMHNUTENbHBIA 06bEM A1 acnupauum.
Monnyto nHdopmaumio o TpeboBaHuax K 06beMy obpasua
cM. B PykoBogcTee no akcnnyatauum Alinity ci-series.
Pa3gen 4.

e VHdopmaumio 0 NoArotoBke KannbpaTopoB U KOHTposeli cM.

B MHCTPYKLMWX NO NpuMeHeHuno K bunupybuH Kanmwbpartopam
(Alinity ¢ Bilirubin Calibrator Kit) n/vnn B MHCTPyKLMU NO
NPUMEHEHUNIO K KOMMEPYECKMM KOHTPOAM.

e WHdopmaumio 06 06LWmMx onepaLymoHHbIX npouesypax cMm. B
PykosoacTtee no akcnnyatauuu Alinity ci-series. Pasgen 5.

e [Ins JOCTUXEHMSA ONTUMasIbHbIX pabounx XapakTepucTuk
BaXHO CrefosaTb CTaHAAPTHLIM NpoLedypaM TEXHUYECKOTO
06CNyXnBaHNa B COOTBETCTBUN C PyKOBOACTBOM NO
akcnnyataumm Alinity ci-series. Pasgen 9. Ecnu npasuna pa6otbl
B BalLeli nabopaTtopum TpebytoT 6onee 4acToro TEXHUYECKOro
obCcnyxunBaHus, cnegyiite NpUHATON NpakTuke.

Mpoueaypbl passegeHns o6pasuos

O6pa3sLbl CO 3HaYEHMEM KOHLeHTpauum npsMoro 6unnpyobrHa
6onee 15.0 mg/dL (256.5 pmol/L) nomevatoTcs KOAOM

"> 15.0 mg/dL" (> 256.5 pmol/L) n moryT 6bITb pasBefeHbl C
1CNONb30BaHWEM MPOTOKO/IA aBTOMATUUYECKOTrO PasBeeHNst Unm
npoueaypbl Py4HOro passefeHust.

MpPOTOKO/T aBTOMaTUYECKOTO pa3BefeHust

Mpn Mcnonb3oBaHWM NPOTOKONA aBTOMATUYECKOTO pa3BeseHns
cucTeMa pasBoauT o6pasel, U aBTOMaTUYeCKM paccuUMTbiBaeT
3HauYeHWe KOHLEHTpaLumM, YMHOXas pesynbTaT Ha COOTBETCTBYOLL Ui
thakTop passegeHus. MogpobHy MHopMaLMio O KOHUrypauum
aBTOMaTUYeCKnx passefeHuii cM. B PykoBoacTee Mo akcnayaTtauum
Alinity ci-series, Pasgen 2.

Mpoueaypa pyyHoro passefeHus

[ns pa3segeHusa obpasua ncnonb3yiite msnonornyeckuii pactsop
(0.85 - 0.90% NaCl).

Onepatop Ao/KeH BBECTY (hakTop pasBefeHWs B 3KpaHbl 3akasa
naumeHTa nam koHTpons. Cructema 6yaeT MCnosb30BaTh AaHHbIN
chakTop pasBefeHns 419 aBTOMaTMYeCcKoro pacyeta KOHLeHTpaLuum
obpasua 1 coobLeHus pesynbTtara.

Ecnu onepatop He BBen haktop pasBefeHusi, Heo6XxoaUMO
YMHOXWTb pe3y/ibTaT Ha COOTBETCTBYIOLWMI (hakTop pasBefeHus oo
coob6LLeHust pesynbTaTta. Ecnm pesynbTar pasBefeHHoOro obpasua
MeHbLLE HUKHEro 3HaueHus nHTepsana namepenus 0.1 mg/dL

(1.7 pmol/L), He coobLaliTe 3TOT pesynbTart. MoBTopUTE TECT,
NCMosb3ys NpaBW/ibHOE pasBefeHue.

MoapobHyto MHhopMaLumio 0 3aka3e pasBefeHuii cM. B PykoBoacTBe
no akcnnyataumm Alinity ci-series. Pasgen 5.
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Kanuéposka

WHCTpyKUMM 0 npoBeaeHun kanmbpoBku cM. B PykoBoacTBe no

akcnnyataymm Alinity ci-series. Pasgen 5,

Kannbposka ocTaeTcs cTabunbHOW B TeYeHne npuénusnTenbHo

14 pHelt (336 YacoB), HO ee HeO6X0AVMMO NPOBOAUTL C

BBEJIEHVEM Ka)X[0ro HOBOTO HOMepa Cepumn peareHTa.

MpoBepbTe Ka/IMGPOBOYHYIO KPMBYIO C MOMOLLBIO He MeHee 2

YPOBHEli KOHTPO/IE B COOTBETCTBUW C YCTAHOB/IEHHbIMY BaLLeit

na6opatopvieil Tpe6oBaHVSMI KOHTPONSA kauecTBa. Ecim pesynbTarsl

KOHTpOseli BbIXOAAT 38 paMKM YCTAHOB/EHHbIX AMANa3oHOB, MOXET

notpe6oBaThCA MOBTOPHAasH KasMbpoBka.

MoxeT notpe6oBaTtbcsi NOBTOpHAsA KasiMbpoBka TecTa nocrne

npoLeaypbl TEXHUYECKOTO 0GCMYXMBAHWUSA OCHOBHbIX YacTeit

CUCTEMbI WM €e KOMMOHEHTOB WK MNOC/e NPOBEAEHNsI CEPBUCHBIX

npoueayp.

Mpoueaypbl KOHTPONA KayecTBa

Mpn HeO6XOAMMOCTN NPUMEHEHUS [OMNOMHUTENbHBIX Tpe6oBaHNi

K KOHTPOJII0 KauecTBa W NOTEHLMabHbIX KOPPEKTUPYIOLWMX Mep

cneflyitte ctaHAapTHOW(bIM) onepaumoHHoi(bIM) npoueaype(am)

Balleli nabopatopum n/unu nnaHy obecneveHns Kadecrtsa.

e Kaxpgble 24 yaca [0/DKHbI TECTMPOBATLCSA ABa YPOBHA KOHTPOsEi
(HopManbHbIli U aHOMaUTbHBIN).

« Ecnu npouepypbl Balei nabopatopum TpebytoT 6onee
4acToro MOHUTOPUHIA KOHTPO/SA KavecTBa, crepayiite nNpuHSATOM
npakTuke.

* Ecnu pesynbTarbl KOHTPO/SA KayecTBa He COOTBETCTBYHOT
NPVHSATLIM KPUTEPUAM, YCTaHOB/IEHHbIM Balleii nabopaTopueil,
3HAYEHNs1 pe3yNbTaToB TECTUPOBAHUA 06pa3L0B OT NaLMEeHTOB
MOTYT 6bITb COMHUTENbHbIMW. CriegyiiTe NPUHATLIM Ballel
nabopaTopueii npolesypam KOHTPoNs kavectsa. MoxeT
noTpe6oBaTbCA NOBTOPHasA Kannbposka. VHdhopmavumo
06 ycTpaHeHWn HeucnpasHocTeli cM, B PykoBoacTBe no
akcnnyatauun Alinity ci-series. Pasgen 10.

» Tocne 3arpyskv B cMCTEMy HOBOI Cepuu peareHTa wm
Kanmépatopa npoBepbTe Pe3y/bTaTbl KOHTPOSIS KayecTsa n
KpUTEPUU MPUEeMSIEMOCTU.

Mcnonb3oBaHne KOMMeEpPUYEeCKUX KOHTPO/EN [JO/MKHO NPOBOAUTLCS B

COOTBETCTBMM C PYKOBOACTBaMW U peKOMeHAAUMSIMUA U3roTOBUTENS

KOHTpONA. [lnana3oHbl 3HaYeHUii KOHLEHTpaLuuii, yka3aHHble B

MHCTPYKLUUM NO NPUMEHEHUIO K KOHTPOSIIO, HOCSAT UCK/THOUNTENBHO

pekomeHAaTe NbHbIN XapakTep.

Mpy ncnonb3oBaHMM N060r0 KOHTPOILHOTO MaTepuana naboparopus

[O/mKHA y6eAnTbCS, YTO MaTPYKC KOHTPOJIbHOTO MaTepuasia

NpUroAeH Ans UCNoMb30BaHKs B TeCTe B COOTBETCTBUU C

VHCTPYKUVME No NPUMEHEHUIO K TECTY.

PekomeHgauun no npoueAype KOHTPO/A kayecTsa

PekomeHAaumn no npoLiefypam KOHTPOsSA kavecTsa faboparopum

cm. B "Basic QC Practices”, James O Westgard, Ph,D.”°

MoaTBep>kaeHMe 3asB/IEHHbIX XapaKkTepuCTMK Tecta

MpoToKObI 4/ MOATBEPXAEHNS 3asiB/IEHHBIX B MHCTPYKLMM

N0 NPUMEHEHMIO XapakTePUCTUK TecTa CM. B PykoBOACTBE

no akcnnyatauwuu Alinity ci-series. Pasgen "MogTeepxaeHve

3as1B/IEHHbIX XapakTepuUCTUK TecTa".

BPE3YNIBTATHI

Pacuet

TecT Alinity ¢ Direct Bilirubin ucnons3yet metog nuHeiHoro
npeo6pa3oBaHns AaHHbIX A1 NONYyUYeHNUs KasIMO6pPoBKU 1
pesynbTaTos.

Nudhopmaumio 06 anbTepHaTUBHBIX eAnHULEaX U3MEepPeHs
pe3ynbTaros Tecta cm. B pasgene NPOLEAYPA PABOTHI
HA AHAJTIMBATOPE, "AnbTepHaTuBHble eAnHULbI N3MEepeHUS
pe3ynbTarToB” 4aHHON MHCTPYKLMU MO MPUMEHEHHIO.
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Pe3ynbTarbl HEKOTOPbIX TECTOB MOrYT COMPOBOXAATLCA
nHchopmaumeli B none "dpnarn”. OnucaHune chnaros, KoTopble MOryT
NOSIB/IATLCS B 3TOM MO/ie, CM. B PyKOBOACTBE MO 3KCM/lyaTaumn
Alinity ci-series, Pasgen 5.

VHTepBan nsmepeHuns

WHTepBan n3mepeHus onpegensietca kak AnanasoH 3HayeHuit B
mg/dL (Jimol/L}. koTopbIi COOTBETCTBYET rpaHvUamM npuemnaemMbx
pabounx xapakTepucTuk 4is MMHEeRHOCTH, BOCNPOU3BOAUMOCTN U
OTK/TOHEHUS.

MHTepBan nsmepenns Tecta Alinity ¢ Direct Bilirubin coctaBnseTt 0.1
- 15.0 mg/dL (1.7 - 256,5 pmol/L).

| orPAHNYEHNSA MPOUEALYPbI

HekoTopble 06pas3Libl MOTyT faBaTb pe3ynbTarbl M0 NpPSMOMy
6uNMpy6rHY, HEMHOTO MpeBbIlarLwmne pesynbTar no obliemy
6unupybuHy. Bo Bpemsa BHyTpeHHero uccnegosanus Abbott
Laboratories 06pasLibl CO 3HaYEHUSIMN KOHLEHTpaLuii obLiero
6unmpy6uHa 0.2 mg/dL (3,4 pmoi/L) unn Huxe Bpems oT

BpPeMeHW fasasiv pesysibTar no npsiMmomy 6unmpyovHy, HEMHOro
npeBbllaoLWnii COOTBETCTBYHOLWMIA pe3ynbTaT no oobemy
6UNMpyerHy. 3TO MOXeT HabngaTbCs, Korga noytn Bechb
6UNUpPYbUH B peakuuun SBAseTcs NpsaMbIM GUAMPYGUHOM.

O6pasLibl OT NauyeHToB, NPOXOAALLMX AUArHOCTUKY C NPUMEHEHNEM
nHgoumaHuHa 3eneHoro (MLU3), pekomeHayeTca uccnefosatb nocne
BbiBefeHns VL3. [lononHuTenbHyo nHhopmauumio cM. B pasgene
"MiHTepchepupytowne Bewecrtea”.""

KomnaHusa Abbott Laboratories He Bepudmumposana paboune
XapakTepucTuK1 TecTa nNpu uccrnefosaHnm obpasyos oT
HOBOPOXAEHHbIX.

Cwm. pasgensl CBOP OBPA3LIA U MOATOTOBKA K AHA/INZY

n CMEUNDPUNYECKUE PABOYNE XAPAKTEPUCTUKW paHHoOi
WHCTPYKLMM NO NPUMEHEHWIO.

| OXNOAAEMbBIE 3HAYEHUNA
JaHHoe vccnepoBaHne nposoannock Ha cucteme APCHITECT c
System.

B gaHHOM pasfene npeacras/ieHbl JaHHble MO penpe3eHTaTuBHbLIM
pabounm xapaktepuctukam. Pesynbtarbl, NoslyYeHHble B OTAESbHbIX
nabopatopusx, MOTyT OTIMYATLCA OT NPUBEAEHHbIX AaHHbIX.

Kaxgoli nabopatopum pekoMeHAyeTcsi ycTaHaB/IMBaTb COOCTBEHHbIN
pedhepeHcHbIli AnanasoH, OCHOBaHHbIN Ha cnevuudurke pervioHa v
XapakrepucTvkax nonynaumn.
CbiBOpOTKa KpoBu™™
[DvianasoH (my/dL)

0.0m05

[JvanaszoH (pmol/L)

Bspoorbe 0.0m86

VccnepgoBaHne NpoBOAMAOCH C UCNONb3oBaHnem 136 o6pasLos
CbIBOPOTKM KPOBWU OT A06POBO/bLIEB B BOo3pacTe 25 * 66 neT.
[aHHble aHan3nposasv B COOTBETCTBUN C npoTokosioM NCCLS
C28-A."" TMo gaHHbIM 3TOro nccnegosaHmss 95% Bcex 06pasLoB
Haxogunucb B gnanasoHe 0.0 - 0.5 mg/dL, gnana3oH o6pasLoB 6bin
01 - 0,6 mg/dL.

| CNEUNPNYECKNE PABOYME
XAPAKTEPNCTUKN

B flaHHOM pasfenie npeAcTaBfieHbl faHHble MO penpe3eHTaTVBHLIM
pabounm xapaktepuctkam. PesynbTarbl, MOJTyYeHHble B OTAE/bHbIX
nabopatopusix, MOryT OT/INYATLCS OT NPUBEAEHHbIX AaHHbIX.

Ha ananusatopax Alinity ¢, ARCHITECT ¢ System n AEROSET
System UCNONb3YTCA Of4HU U Te Xe peareHTbl U COOTHOLLEHUs!
obpasua/peareHTa.

Ecnu He ykasaHo gpyroe, BCe UCCNef0BaHVsi MPOBOAUINCE Ha
aHanmsatope Alinity c.
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Bocnpoun3sBoaMmMocCTb

BocnponssognMmocTb BHYTpU naboparopum

BbIno nposefeHo uccnefosBaHne B COOTBETCTBUM C
pekomeHpauuamn gokymeHta CLSI EPO5-A2."® VccneposaHue
NpoOBOAMIOCH C MCNO/b30BaHMeM 1 cepun BunmpyouH npsamoii
PeareHtoB (Alinity ¢ Direct Bilirubin Reagent Kit), 1 cepun
BunupybuH Kanmwbpatopos (Alinity ¢ Bilirubin Calibrator Kit) n 1
cepun KOMMepYeckux KOHTponeid Ha 1 aHanusaTope. Tpu KOHTpons
1 2 naHenu cbiBOPOTKM KPOBWU YenoBeka Gblv NPOTecTMpOBaHbl He
MEHee Yem B 2 NoBTopax 2 pasa B AeHb B TeueHune 20 gHeli.

BHyTv cepum BryTv riaboparopun
(noBTOPSIEMOCTD) (coLee)*

OtpaseLy BO (mg/dL) a0 %B ao %B
KoHTpOrs, yposere 120 04 0.02 39 0.02 39

1

KOHTpO/®, yposeHs 120 12 002 14 0.06 48

2

KoHTporb, yposere 120 23 002 08 0.09 40
Mes 1 120 35 (o107} 13 0,06 17
Merers 2 120 86 008 09 on 13

®BKtoyaeT BaprabenbHOCTL BHYTPU Cepun, Mexay cepusimmn 1
MEXAY OHAMU.

BryTon cepimn Byt naboparopim
(noBTOPSIEMOCTL) (coLee)*

Oopazeyy B  (limallL) cKo %B ao %KB
KOHTpO/, yposeHs 120 6.8 0.28 41 028 41

1

KoHTpO®, ypoBets 120 214 0.29 14 1083 48
KoHTporb, yposers 120 07 0.32 08 158 40
Mebl 120 605 0.76 13 103 17
Mers2 120 1476 137 09 188 13

®BknovaeT BaprabenbHOCTb BHYTPU CEPUMN, MeXAY Cepusimu u
MeXAay AHAMW.

Hu>KHMe rpaHuLbl n3mepeHus

Bbino nposegeHo uccnepoBaHne B COOTBETCTBUN C
pekomeHpaumamn agokymenta CLSI EP17-A2."® ViccneposaHune
NpOBOAMIOCH C MCNO/b30BaHWeM 3 cepuii BunmpybuH npsmoii
PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit) Ha 2 aHanu3aTopax
B TeyeHne He MeHee 3 agHell. Hanbonee BbICOKME 3HAYEHUS
npenena 6naxka (MB), npeaena o6HapyxeHus (MO) n npegena
KonuyecteseHHoro onpegenenuns (MKO) npuBeaeHbl HUXe.

my/dL prmol/L
(1 =3 00 00
o 01 17
KO 01 17

® [1b onpeaeneH kak 95-i NpoLeHTUNb NO pe3ysibTatam
nccnefoBaHvs 06pasLoB C Hy/NeBOl KOHUEHTpauuein aHauta B n
2 60 nosTOpax.

MO onpepfeneH Kak camas HU3Kas KOHLEHTpauusi, npu
KOTOPOI aHaNUT MOXeT BbITb BbIABEH C 95%-1i BEPOATHOCTbIO
no pesynbTaram uccnefoBaHsa 06pasLoB C HA3KMMU YPOBHAMM
KOHUEeHTpauun aHanuTa B n a 60 nosTopax.
® [MKO onpefeneH Kak camast HU3Kkasi KOHLUEeHTpaumusa ¢
MaKCMMasibHbIM 3HaYeHnem BocnpoussogumocTy 20% KB no
pesynbTataMm uccriefjoBaHns 06pasLoB C HU3KMMU YPOBHSAMU
KOHUEeHTpauun aHanmta B N a 60 nosTopax.

JInHeliHOCTb

Bbino NpoBefeHO uccnefoBaHne B COOTBETCTBUMN C
pekomeHgaumamu gokymenta CLSI EPO6-A.""

JNIHeHOCTb A@aHHOro TecTa CoXpaHseTCs B MHTepBae M3MepeHus
0.1 - 15.0 mg/dL (1.7 - 256.5 pmol/L).



MHTepchbepeHuns

MoTeHuMansHO MHTEpPdepupyowmne BelwecTsa

MoTeHumanbHasa nHTepdepeHums B Tecte Direct Bilirubin B
npucyTcTBumn 62 mg/dL (0.62 g/L) remornobuHa, 125 mg/dL

(1.25 g/L) nHtpanunuga nam 0.50 mmol/L nHamkaHa (MHAOKCUN
cynbhata) Npy KOHLEHTpauunM aHannTta, COOTBETCTBYIOLLEi

TOYKE MPUHATUA MEAMLMHCKOro pellenuns, coctaenseT s 10% wnn
+ 0.1 mg/dL, B 3aBUCMMOCTMK OT TOrO, YTO GONbLUE.

[laHHoe uccnepoBaHve NpPoBoAWIOCL Ha aHanunsaTtopax ARCHITECT
¢ System n AEROSET System.

MoTeHumanbHaa nHTepdepeHumns B TecTe Direct Bilirubin B
npucytcTeum 6.3 mg/L (8.1 pmol/L) nHaoumaHnHa 3eneHoro npu
KOHLEHTpauuy aHanmTa, COOTBETCTBYIOLLE/ TOUKE NPUHATVS
MeAMLMHCKOro pelwenns, coctaenset £ 10% wwm + 0.1 mg/dL, B
3aBMCUMOCTU OT TOro, YTO 6onbLUe.

[aHHoe nccnegosaHve nposoaunock Ha aHanunsatope ARCHITECT
c System.

ViccnefosaHus 6biv NpoBeeHbl B COOTBETCTBUN C
pekoMeHpauuamn gokymeHta EP7-P NCCLS.'®

OdpchekTbl MHTEPEpeHLn onpeaensaMcb ¢ NoOMOLLLI0 METOA0B

peakumn Ha f03y W NapHbIX Pas/iMunii NPy KOHLEHTPaLMAX aHamTa.

COOTBETCTBYIOLLNX TOYKAM MPUHATUA MEANLMNHCKOTO peLLeHus.
KoHueHTpauus nHtephepeHTa Direct Bilirubin

MNoTeHumansHo Pa3Huua ot ue-
UHTepthepupylo- CTaHgapTHele  AnbTepHaTuB-  LleneBoe 3qa-  /1€BOTO YPOBHSI

yne BelecTsa eanNHNLb Hble eauHuLbl  YeHne (mg/dL) (mg/dL)
Temorno6uH 31 mg/dL 0.31 glL 0.4 01
62 mg/dL 0.62 glL 0.4 01
125 mg/dL 1.25 g/L 0.4 -0.2
250 mg/dL 2.50 g/L 0.4 -0.2
500 mg/dL 5.00 g/L 0.4 -0.2
Tpurnuepuap! 519 mg/dL 5.86 mmol/L 0.4 -0.1
Heroeexa 1034 mg/dL  11.68 mmol/L 04 03
VHTparmnuap! 125 mg/dL 1.25g/L 0.4 -01
250 mg/dL 2,50 g/l 0.4 01
500 mg/dL 5.00 g/l 0.4 04
VHpoupaHuH 6.3 mg/L 81 pmol/l 03 -1-:01
3erebi 12.5 mg/L 16.1 pmol/L 03 -1-:03
18.8 mg/L 24.2 pmol/L 51 f0.4
25.0 mg/L 32.3 pmol/l 51 +0.5

Taki n ap. coobLiann o KOHLeHTpauum MHAoKCUN cynbtata ao
8.62 mg/dL (0.40 mmol/L) co cpeaHum 3HaveHmem 3.52 mg/dL
(0.17 mmol/L) y 224 naumeHTOoB Ha remogunanuse (F0)."® MiHgokeun
cynbghaT He BbI3bIBAET CYLLECTBEHHON MHTEPthepeHLyn B faHHOM
MeToZe onpefeneHust NpsMoro GunvpyouHa. ViccnepnosaHue,
npoBegeHHoe Abbott Laboratories, nokasano, 4To gobasneHue
12.57 mg/dL (0.50 mmol/L) 3-uHpokcun cynbhaT Kanneson conu K
obpasuam yBenmunBano KOHLEHTpauuio NpsMoro 6unnpybmHa He
6onee yem Ha 0.1 mg/dL.

PacTBOpbl MHAOLMAHVHA 3€/1€HOM0 CO 3HAYEHUSIMU KOHLEHTpaLuii,
npvBefeHHbIMK B Tabnuvue, 6bUM NOATOTOB/EHBI A06aBEeHEM
WHAOUMAaHWHA 3€/1eHOT0 K ABYM MY/IMPOBaHHbLIM Msia3Mam KpPOBW:
O[IHOW C BbICOKOI KOHLeHTpauuei 6unupybrHa, BTOPOIi - C HU3KON
KOHLeHTpauuein bunnpybuHa.

VHTepdepeHLma NeKkapCTBEHHbIX NPENapaToB WM 3HA0MEHHbIX
BeLLEeCTB MOXET OkasblBaTb B/MSIHWE HA pe3ynbTaTbl TecTa. N’

CpaBHeHVe MeToa0B
Bbino nposefeHo nccnegosaHne B COOTBETCTBUN C

pekomeHgaunamn gokymeHta CLSI EP09-A3 ¢ ncnonb3oBaHnem
meTogda perpeccumn Passing-Bablok.™"

Koaddp. {nanazoH
Eam- Kon- koppe- [lepece- Ha-  KoHUeHTpa-
HUUBl  BO  NAUMM  YeHue  KIoH Ly
Alinity ¢ Direct CbBopotka mg/dL 132 1.00 0.00 100 0.2-14.7
Bilirubin o cpagH.  kpoBy pmolL 132 100 000 100 3.4-250.6
¢ ARCHITECT
Direct Bilirubin
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copmart uucen:

* B KauecTBe pasgenuTens TbiCAY Mcnonb3yetcs npoben (npumep:
10 000 o6pasLoB).

* B KauecTBe pasgenuTenst AeCATUYHbIX 3HAKOB MCMOMb3yeTcs
Touka (npumep: 3.12%).
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Cumsonsbl ISO 15223
CM. MHCTPYKLMIO NO
NPYMEHEHNI0
N3rotosButens

V JocTtaTouHo gsid

TemnepaTypHbIii AvanasoH
Vcnonb3oBaTb f0/CpoK rogHOCTH

MeguuuHckoe nsgenve ans
anarHocTtuky In Vitro
1A Homep cepun

e KaTanoxHblii Homep

CepwuiiHblii HomMep

[Apyrve cumBosbl

IDISTRIBUTED IN THE USA BY | [AncTtpumbbioTop B CLUA
LINFORMA~ON FOR USA ONLY | Mudpopmaums Tonsko gna CLUA
1PRODUCED FOR ABBOTT BY | MpoussegeHo gna Abbott
1PRODUCT OF CANADA | MpoaykT KaHagb!

0 PeareHt 1

W\ PeareHT 2

1Rx ONLY i [N ncnosb3oBaHNs TOMbKO

MeANLMHCKUM PaBoTHUKOM
(MPUMEHNMO TONbKO K
knaccudpmkaumm CLUA)

Alinity, ARCHITECT n AEROSET £BNSl0TCA TOProBbIMM Mapkammu
KkomnaHumn Abbott Laboratories B pa3iiMyHbIX OPUCANKLUSX.
Bce gpyrve ToproBble Mapku SIBAISIOTCA COGCTBEHHOCTbIO
COOTBETCTBYHOLLMX BflagesbLeB.

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

1IPRODUCED FORABBOTT BY IDISTRIBUTED IN THE USA BY |
Sekisui Diagnostics P.EL. Inc. Abbott [“oratories

70 Watts Avenue Abbott Park, IL 60064 USA
Charlottetown

Prince Edward Island

C1E 2B9 Canada

CepBucHasa nogpep>kka: O6paliaiTecb K CBOEMY MECTHOMY
npeAcTaBUTENIO UV CMOTPUTE KOHTaKTHYIO MHpopMaLuio s
Balleil cTpaHbl Ha caiTe www.abbottdiagnostics.com

Pepakunsa: mapt 2018 .
©2016, 2018 Abbott Laboratories

ABTOPM30BaHHbIN NpeacTaBUTENlb 3TOTOBUTENSA Ha TEppPUTOPUn
Poccun v gpyrux ctpaH CHI:

000 “32660TT /labopartopus”, 125171, Poccus, r. Mockea,
NeHunHrpagckoe wocce, 16A, ctpoeHune 1,

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

TEX

K MHCTPYKUMK NO NpuMeHeHnio bunupybuH npamoii PeareHTsl (Alinity ¢ Direct Bilirubin Reagent Kit) gns Poccun
3Ha
yYCNnoBnA TPAHCIMOPTUPOBKW n XPAHEHNA Mnno'

N3penve pekoMeHAyeTCsi TPaHCMOPTWPOBATb W XpaHWTb Mpu Temnepatype 2-8°C. MeguuuHckue u3fgenusi LOJSKHbI
XPaHWUTCSl B XOJIOAWU/bHBIX Kamepax Wan B XO/IOAWIbHMKAX, 06GecneymBaolnx pernaMeHTUPOBaHHbIA TemnepaTypHblii
pexum ¢ exefHEBHON perucTpaunei TemnepaTypbl. S

TpaHcnopTMBKa [AOJ/DKHA OCYWeCTBAATbLCA B TEPMOKOHTelHepax OAHOPAa30BOro MOJSIb30BaHUSA, COAEpPXaLinx Mno
XNaf03/IeMeHTbl, WM B TEPMOKOHTeliHepax MHOIOKPaTHOrO MPUMEHEeHUss € aBToOMaTuyecks noAAepXuBaemMoit
TemnepaTypoi nam B aBTopedpuxeparopax ¢ UCNob30BaHNEM TEPMONNANKATOPOB. CBE
M3penve octaeTca cTabubHbIM A0 OKOHYAHUS CPOKa roAHOCTW, YKa3aHHOro Ha ynakoBKe. HA3
Mpn TpaHCcnopTUpOBaHUM C HapyleHWeM TemnepaTtypHoro pexuma usfenne He MoAMIeXUT  MPUMEHEHUIO. Orcy
TpaHcnopTMpOBKa OCYLLECTBSIETCA BCEMU BuAaMU TpaHCNopTa B KPbITbIX TPAHCMOPTHLIX CPeACTBax B COOTBETCTBUM C
npasunamun nNepeBo3kn rpy3oB, AeACTBYOWMMI Ha KaXX40M BUAE TpaHcnopTa LUBE
Peai
Peai

rapaHTuiiHble o6si3aTenbcTBa

MponssoanTeNnb rapaHTUpyeT, 4TO NpWM MNPaBW/IbHOM XpaHeHWWM u obpalieHnn u3genve octaeTcs CTabubHbIM A0
UcTeYeHns cpoka rogHoCTU. MakcumMarsbHbIi CPOK rOAHOCTY:

BunnpybuH npsmoit PearenTol (Alinity ¢ Direct Bilirubin Reagent Kit) - He 60nee 14 mecsueB ¢ gatbl NPOM3BOACTBA;

TEXHNWYECKOE OBCNYXWUBAHUE
He TpebyeTtcs.

TEKYLIWA PEMOHT
He TpebyeTtcs.

OAHHBIE ANA YTUANSAUNN N YHUYTOXEHUA MEAVMUWNHCKOIO N3AENNA

MeauumHCKoe nsgenve yTUam3npyroT 1 YHUUYTOXAKT B COOTBETCTBMU C NpaBuiaMu obpalleHns ¢ MeguuuHCKUMu
otxogamm no CaHlMluH 2.1.7.2790-10 oT 12.12.2010 «CaHUTapHO-3NnaeMnonornyeckne TpeboBaHns K obpalleHnto
C MeAULMHCKMMY OTXOZammU».

Heo6xoAMMO criefloBaTb HaUMOHA/BHLIM CTaHAapTaM npu nepegade v yTUAusauum n3aenus, ero KOMNOHEHTOB 1
YNaKoBKW.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNLUWNHCKOE N3AENVNE

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3,1SO 80000-1,
1999/45/EC

MOTEHUMANBHbLIA NOTPEBUTE/b

MeanunHckoe nsgenne bunupyoux npamoin PearenTtsl (Alinity ¢ Direct Bilirubin Reagent Kit) npegHasHayeHo gns
Ncnosb3oBaHNA B Pas3/INYHbIX K!‘II/IHI/IKO—ﬂa60paT0prIX ycnosusax, BK/4as, 6e3 orpaHnyeHus, 6OJ'IbHI/ILI|bI,
AvnarHocTuyeckMe UeHTpbl, pediepeHTHble nabopaTopun U yuypexaeHus nepenvBaHus KPOBWM MO BCEMY MUPY,
nepcoHan KoTopbIX NpoLluen obyyeHne No UCnosib3oBaHno aHanmlatopa Alinity ¢

MH®OPMALMA O HAANYNI B MEAVLUWHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPW/BHOCTb
MocTaBnsieTca B HecTepuibHOM Buge. CTepunusauus nepej npuMeHeHnem He TpebyeTcs.

NMH®OPMALIMA O BO3MOXHOCTW NMOBTOPHOTO MNMPMEHEHNA
He nofnexuT noBTOPHOMY NPYMEHEHMIO.

MATEPUAJIbI XXNBOTHOIO NMPONCXOXAEHNA

MaTepuanbl >XUBOTHOFO MPOUCXOXAEHUS NPOBEpPEHbl W pucku npuMeHeHuss MW ykasaHbl B [lacnopte
6e3onacHocTu. NacnopTa 6e30MacHOCTM MOXHO HaliTu Ha canite www.abbottdiagnostics.com nnn obpartuTtech K
MEeCTHOMY npeAcTaBuUTenNto.

MOKA3AHVA N MPOTUBOMOKA3AHNA K MPUMEHEHWIO
He npumeHumo.
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TEXHNWYECKUNE XAPAKTEPUCTUKN

PeareHT 1 (Alinity ¢ Direct Bilirubin Reagent 1);
3HayeHue pH npn 20 °C: 1-1.4
MnoTHocTb nNpu 20 °C: 1.012 r/cT3

,OJDKHbI
ypHbIii PeareHT 2 (Alinity ¢ Direct Bilirubin Reagent 2)
3HauveHue pH npn 20 °C: SO.5
Kanx MnoTtHocTb npu 20 "C; 1.019 r/cT3
Maemoli
CBELEHNA OB W3BECTHbIX OFPAHWYEHUAX MO COBMECTHOMY MPWUMEHEHWIO MEAWULUUHCKUX W3LEANA MO
HA3HAYEHUIO
HEHWIO. OTCcyTCTBYIOT.
:TBUMN C
LBET U 3AMAX
PeareHT 1 (Alinity ¢ Direct Bilirubin Reagent 1) becueTHbIli 1 6€3 3anaxa
PeareHT 2 (Alinity ¢ Direct Bilirubin Reagent 2): BecueTHbIli 1 6e3 3anaxa
bIM [0
a,
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Abbott

Abbott Gmb* S Co. KG
Max-Pianck- 2
65205 Wiesb .aden

Offenliicj>e Begiaubigung
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26601T 'MOX & Ko. KI Ten:+49 61 22580
Makc-MnaHr-PuHr 2, dakc; +49 61 22 58 1244
65205 BucbaaeH

n/a 1303,65011 BucbageH

Mognucs: /nognucaHo/ RHTd: 9 nekabps 201972..

3amaH KxaH (Zaman Khan)

3amecTuTenb AMpeKTopa

Mo HopMaTMBHO-MPaBOBOMY PerynMpoBaHuio
PervoH EEBA v NMakncTaH

3660TT M'M6X & Ko. KIr

3660TT 'M6X & Ko. KI
Makc-INnaHK-PuHr 2

65205 BucbageH-enbkeHxanm
"'epmaHusa

\ /MeyaTb: 3660TT
2660TT T'MOX & Ko. KI
Makc-TnaHk-PuHr 2
65205 BucbageH/

KOpuaunuecknii agpec: BucbaaeH

PalioHHbI cyn BucbaseHa HRA 4888 YnpaBAatoLLmii:

Hecywnii nepcoHanbHyto 0TBETCTBEHHOCTb KOMMNAHbOH: Kpuctuax Mpanoy (Kristian Grapow)
3660TT MeHepKMeHT MTMOEX per Anb6epr (Greg Ahlberg)
tOpupnyeckuii agpec: BucbageH MpefceaTens HabnOAaTENLHOTO COBETA:
PaiioHHbIi cyn Bucbagena HRB12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

O(bubxanbilOe 3ac»wnerc;lscrnoBanme

MacToAwmm  otmumanbHO  yNocloHepseTes, 4to r-H 3amaH  XaH
)660rT JmMoX & Ko. KI' Makc-1l.iaiiK-Punr 2. 6520.S BucbageH,
co6erneHropyyHo 110C1aln:l BbILLECTOSLLYO NOTHUCH B NPUCYTCTBUN
Mo/nMcasLLerocst nNpeaceaaresisi MeCTHOI Cyaa.

BucbageH, \{).12.2019 .

Ne B peectpe 876/7.9

low.Tira B cooTBercTeuu ¢ MonoxeHnem o céopax B patmepe 6 eBpo
ornnayeHa

'nogumcano”

Mpenccnarens MecTHOO cyda

‘MeyaTb: MecTHbIN eror. Buc6ageHn X! * 2"

/noanucaHo/9 aekabps 2019r.

3amaH KxaH (Zaman Khan)

TeKCT B AOKYMeHTe «3JKcnayaTauyoHHas [OKYMEHTaLUWs» Ha aHTIMACKOM M PyCCKOM si3biKax
NONHOCTbIO COBNaJaeT.

MepeBoa C aHrMIACKOrO M HEMELIKOro S3blKOB Ha PYCCKWIM $3blK BbIMONHEH MEPEBOAUNKOM
L aTHeBbIM Vnbelt AnekceeBnyem.
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Poccuiickas degepauus. Fopog MockBa.

CeMHafuaToro gekabps gse ThicAUM LeBATHAALATOrM 0 roa.

A, baxTanse 3nbmupa OpbeBHa, HOoTapuyc r. MOCKBbl, CBUAETENLCTBYI NOAMNHHOCTbL
nognucu nepesoguynka llaTHeBa Vinbu AnekceeBunya.

Moanuck caenaHa B MOEM NMPUCYTCTBUM.
JIMYHOCTb MoANMCaBWErO AOKYMEHT YCTaHOB/EHA. -

3aperucTpupoBaHo B peecTtpe: M77/52-H/77-2019-/=/0 '/6
B3bickaHo no Tapudy 100 py6.

Ynn*«r3«POl!*a3aHue ycnyr npaBoBOro M TeXHUYECKOro xapakrepa,; --

3./0. baxTagse

Bcero npowHypoBaHo, NMPOHYMEpPOBaHO
N CKpensieHo neyaTbio -
HoTapuyc.

1

rarrnrTrr
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npunoxexue 3

«COIFNMACOBAHO» «YTBEPXOAHK»

[VpeKTop perynsaTopHoro otgena [vpekTop HanpaBneHus
JdnarHoctunyeckoro nogpasgeneHus «KfnHnyeckme nuccnegosaHuna», Poccmua/CHI

O6LecTBa C OrpaHNUYeHHON 0TBeTCTBEHHOCTbIO OO0 «HesaBucumas nabopatopmus MHBUTPO»

ropus» B Poccuun 1 cTpaHax

A.9. HoBMkKoBa
2019 r.

T.A. NabuHckKas
20109r.

MHCTPYKLIWNA
Mo NPpUMEHEHUID MeAULMWNHCKOTO U3fenns

Ha6op kannbpaTtopoB s obecnevyeHUs NPaBUNbHOCTU KOIMYECTBEHHOTO
onpegeneHns 6unupybnHa B CbiIBOPOTKE UMW Ma3me KPOBU B3POCAbIX NOAEN ©
HOBOPOXAEHHbIX CNEKTPOPOTOMETPUYECKMM METOAOM Ha OBMOXUMUYECKUX
aHanusatopax Alinity c «<bunupy6un Kanubépatopsl (Alinity ¢ Bilirubin Calibrator
Kit)»,nponssoactea 3660TT FmM6X & Ko. KI', Abbott GmbH & Co. KG, Max-
Planck-Ring 2, 65205 Wiesbaden, Germany

Ne MHOKW 443/2019
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Abbott GmbH & Co. KG Tel. +496122580
Max-Planck-Ring 2 Fax +49 6122 58 1244
65205 Wiesbaden

Postfacb 1303,65011 Wiesbaden

Abbott

1, 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), 3amectutens [upekTopa no HopmatveHbiM Borpocam OTtgena Esponel,
BnvmxHero Boctoka, Appurkn 1 MakuctaHa 366011 MM6X 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTosLWMM yA0CTOBEPSAO, YTO Npuiaraemble
[OOKYMEHTbI B HUXKENPUBELEHHOM 06beMe CTpaHULL, ABAKTCA 3KCMNyaTauMoHHON LOKYMeHTaLuel.
3TV [OKYMEHTbI NOIHOCTHI0 COOTBETCTBYIOT aKTya/lbHOM AOKYMEHTaLUmM Npou3BoAUTENS.

KcnnyatauMoHHas JoKY.MeH rauma ansa meguumHckoro nsgenma (Operational documentation
for medical device):

Habop kanvmbpaTopos s 06ecrneyeHns NpaBWUIbHOCTM KOMMYECTBEHHOMO OnpejesneHns bunupybrHa B
CbIBOPOTKE WM Na3Me KPOBWM B3POC/NbIX /HOAEA U HOBOPOXAEHHbIX CMEKTPOOTOMETPUYECKUM
METOAOM Ha 6uoxmmmnyeckmx aHanusatopax Alinit>' ¢ "bunmpybun Kanmnbpatopsl (Alinity ¢ Bilirubin
Calibrator Kit)"

Mo TeKCTy 3KCMyaTauMOHHbIX JOKYMEHTOB BCTPEYatOTCA BapuaHTbl HaVIMEHOBAHWIA MEeLULWHCKUX V3LENNNA,
npvBeAeHHble B Tabnuue HbKe, KOTOpble SBAAKOTCA CrnpaBef/MBbIMM M paBHO3HaYHbIMKM  (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HanmeHoBaHve HavimeHoBaHm1e MeanLIMHCKOIO U3AeNnA Ha PYCCKOM A3blke CokpalLieHHoe
Ha aHrIMACKOM HaviMeHoBaHWe(no
A3bIKe TEKCTY [OKYMEHTa)
Alinity ¢ Bilirubin Habop  Kanubpatopos [ O6GecreyveHVss  NPaBWIbHOCTV  Bunmpy6uH
Calibrator Kit KONMYECTBEHHOIO onpeaenieHns 6unnpyouHa B CbiBOPOTKe win  Kannbpatopbl

nnasmMe  KpoBM  B3POC/bIX — tofeid 1 HoBopoxaeHHbIX  (Alinity ¢ Bilirubin
CMEKTPOhOTOMETPUYECKUM ~ MeTOZOM  Ha  Buoxumuueckmx  Calibrator Kit)
aHanmsatopax Alinity ¢ "Bunupy6uH Kanmbpartopsl (Alinity c

Bilirubin Calibrator KitV

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Geschaftsfiihrer:

Personlich haftende Gesellschafterin: Christian Grapow Page 10f 2
Abbott Management GmbH Greg Ahlberg

Sitz der Gesellschaft: Wiesbaden Vorsitzender des Aufsichtsrates:

Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras
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CocrTaB (contents):

# HaumeHoBaHme (Title) Kon-Bo cTpaHuLy
(Number of pages)

1 Instruction for use for Alinity ¢ Bilirubin Calibrator Kit with 4
ADDENDUM for Russia.

2. Value sheet Alinity ¢ Alinity ¢ Bilirubin Calibrator Kit 2

3. WHcTpykumsa no npuMeHeHuio bunnpybud Kanubpatops! (Alinity ¢ 4
Bilirubin Calibrator Kit) ¢ MPUJTOXEHWEM pans Poccuu.

4. Tabnmua NpMCBOEHHbLIX 3HaYeHNn bunupybuH Kanunbpatopsl (Alinity ¢ 2

Bilirubin Calibrator Kit)

Signed: Date: 7
Zaman Khan,

Associate Director Regulatory

Affairs EMEA and Pakistan. Abbott

Abbott GmbH & Co. KG. Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden

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

65205 Wiesbaden-Delkenheim
Germany
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Alinity c
Bilirubin Calibrator Kit

Read Highlighted Changes: Revised March 2018.

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
Alinity c Bilirubin Calibrator Kit (also referred to as Bill Cals)

INTENDED USE

For use in the calibration of the Alinity ¢ Bilirubin assays on the
Alinity ¢ analyzer.

For additional information, refer to the Alinity ¢ Direct Bilirubin reagent
package insert, the Alinity ¢ Total Bilirubin reagent package insert,
and the Alinity ci-series Operations Manual.

CONTENTS

The are prepared in a bovine serum-based solution. Analyte
levels are adjusted with bilirubin extracts and synthetic derivatives.
Preservatives are also present.

Lot-specific calibrator values are listed in the Alinity ¢ Bilirubin
Calibrator Kit value sheet, packaged with the calibrators. Verify that
the lot number listed on each calibrator carton agrees with the lot
number printed on the value sheet. The last two digits of the lot
numbers can vary.

Calibrator Quantity
{calli 3 x 5.0 mL
1cAL b1 3x5.0mL

STANDARDIZATION

Alinity ¢ Direct Bilirubin

The calibrator, when used with the Alinity ¢ Direct Bilirubin assay,
has been standardized against the Doumas method" and confirmed
by comparison of human samples.

Alinity ¢ Total Bilirubin

The calibrator, when used with the Alinity ¢ Total Bilirubin assay has
been standardized against the Doumas method/National Institute of
Standards and Technology Standard Reference Material (NIST SRM
916)2.

PRECAUTIONS
#

« For In Vitro Diagnostic Use

Safety Precautions

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 use, allow this product to come to room temperature.
« Prior to each use, mix several times 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 2 to 8'C Until expiration Protect from light.
date
Opened 210 8C 7 days after Return to original
opening carton to protect from

light.

Store tightly capped.
Return to refrigerated
storage after use.

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.
Place an appropriate amount of the oalibrator into each sample
cup in the assigned position.
Calibration is performed by running a water blank and Alinity c
Bilirubin 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
precipitates, visible signs of leakage, turbidity, 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.

BIBLIOGRAPHY

1 Doumas BT, et al. Pitfalls in the American Monitor kit methods
for determination of total and “direct" bilirubin, C//n Chem
1982;28(11):2305-2308.

2. Doumas BT, et al. Candidate reference method for determination
of total bilirubin in serum; development and validation. Clin Chem
1985:31(11):1779-1789.

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%).
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Consult instructions for use
to the
Manufacturer
Wi SHIP
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Use by/Expiration date
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M In Vitro Diagnostic Medical them
Device
Lot Number Devi
[ref List Number temp
rules
Other Symbols
| ALTERNATE UNITS | Alternate Units WAF
| ASSAY NAME | Assay Name
JASSAY NO.1 Assay Number Man
. Man
Calibrator 1
leatli-2| Calibrators 1 and 2 Alini
lcat|2] Calibrator 2
Control Number MAI
. DEFAULT UNITS | Default Units Not
|DISTRIBUTED IN THE USA BY | Distributed in the USA by
INFORMA/ION FOR USA ONLY | Information needed for United REF
States of America only
| PRODUCED FOR ABBOTT BY | Produced for Abbott by Not
PRODUCT OF US Product of USA
PRODUCT OF USA DES
|PROTECT FROM LIGHT | Protect from light
IRx ONLYI For use by or on the order of a Des
physician only {applicable to USA Dec
classification only). diSD
Alinity is a trademark of Abbott Laboratories in various jurisdictions. us'
All other trademarks are property of their respective owners.
Abbott GmbH & Co. KG 98/7
Max-Planck-Ring 2 C € ISO
65205 Wiesbaden > 199
Germany
+49-6122-580
POI
PRODUCED FOR ABBOTT BY IDISTRIBUTED IN THE USA BY
Microgenics Corporation Abbott Laboratories The
46500 Kato Road Abbott Park. IL 60064 USA .
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or find country-specific contact information on
www.abbottdiagnostics.com INF
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©2016, 2018 Abbott Laboratories
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ibott

ADDENDUM
to the Instruction for Use Alinity c Direct Bilirubin Reagent Kit for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8X. 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

Alinity ¢ Bilirubin Calibrator Kit - 18 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

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN I1SO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3,130 80000-1,
1999/45/EC

POTENTIAL USER

The Alinity c Bilirubin Calibrator Kit 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 Alinity ¢ 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 is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN

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



Materials of animal origin are tested and risks of using MD are indicated in SDS.

at www.abbottdiagnostics.com or contact your local representative.
INDICATIONS AND CONTRAINDICATIONS FOR USE

Not applicable.

TECHNICAL CHARACTERISTICS

Alinity ¢ Bilirubin Calibrator 1. pH-value at 20 °C: 7.3
Density at 20 °C: 1.025 g/cm3

Alinity ¢ Bilirubin Calibrator 2: pH-value at 20 “C; 7.3
Density at 20 °C: 1.028 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOUR AND ODOUR

Alinity c Bilirubin Calibratorl; Amber and Proteinaceous
Alinity c Bilirubin Calibrator 2; Amber and Proteinaceous

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CBlllrubin K3If

cal Bil ~ Exp. m»EFl 08P 6101
IDEFAULT UNITS { IALTERNATE UNITS |
IASSAY NAME | IREF | Iassay NO. 1
|ICALI| | A caLlil caLlk 1
Bill D 07P97 1065 mg/dL mg/dL pmol/L pmol/L
Bill T 07P96 1109 mg/dL mg/dL pmol/L pmol/L
Bill Total 04V51 1094 mg/dL mg/dL [imol/L pmol/L

CAUTION: Verify the assay name (lassayhai;) before entering calibrator values.
on Calibrator values were generated using the ARCHITECT cSystem.
Note: All assays may not be available in all countries.
ACHTUNG: Uberprijfen Sie den Assaynamen (jas»aywamen VOr dem Eingeben der Kalibratorwerte.
de Die Kalibratorwerte wurden mit dem ARCHITECT cSystem generiert.
Hinweis: Mbglicherweise sind nicht alle Assays in alien Landern erhaltlich.
ATTENTION : Verifier le nom du dosage (ssavnamey avant de saisir les valeurs du calibrateur.
ff Les valeurs du calibrateur ont ete generees a l'aide de I'ARCHITECT cSystem.
Remarque : Certains dosages ne sont pas disponibles dans tous les pays.
PRECAUCION; compruebe el nombre del ensayo (assaynamei) antes de introducir los valores del calibrador.
03 Los valores del calibrador se generaron con ARCHITECT cSystem.
Note: no todos los ensayos estan disponibles en todos los paises.
ATTENZIONE: verificare Il nome del dosaggio (i*wN”g) prima di introdurre i valor! del calibratore.
It I valor! del calibratore sono stati generati utilizzando 'ARCHITECT cSystem.
Nota: alcuni dosaggi potrebbero non essere disponibili in tutti | Paesi.
ATENQAO: Verificar 0 nome do ensaio (assavnaney antes de introduzir os valores do calibrador.
Os valores do calibrador foram gerados com o ARCHITECT cSystem.
Nota: alguns ensaios poderao nao estar disponiveis em todos os pai'ses.
VIGTIGT: Kontroller analysens navn (iassaywaue ) fOr indtastning af kalibratorvaerdier.
da Kalibratorvaerdierne blev genereret med ARCHITECT cSystem.
Bemserk: Nogle analyser fis ikke | alle lande.
UPOZORNENI: Pfed zadanim hodnot kalibratoru ovefte nazev metody (jassaynamei.
03 Hodnoty kalibratoru byly vygenerovany pfi pouziti systemu ARCHITECT cSystem.
Poznamka: V nekterych zemich nemusi b k dispozici vsechny metody.
VIKTIGT: Kontrollera analysnamnet (jassayname) innan kalibratorvardena anges.
3Y Kalibratorvarden genererades med anvandning av ARCHITECT cSystem.
Observera; Vissa analyser finns inte i alia lander.

Abbon GmbH S Co. KG PROOUCEO FOB ABBOTT BY | G72641R02
Max-Planck-Rir>g 2

65205 Wiesbaden Uli'f?en'cs Eorploralion v
@ 000 LIMPMi (&7 INFO@CIRMLRU & WWW.GOSZDRAVNADZORRU , s, C€ o e 200 3 Abbott
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MPA7NYH- FniprpnuiinTp TO 6volio Tr|c BEETACTNC (iasmynamen NPV ano TTiv Bioaytoyn Ttov Tipcov paeMovoMriTT].

Oi Tipeq paB"JovoMTi'ni npoékndpay xprii*iMonoitovTaq lov avoAuTii ARCHITECT cSystem.

Znucicocm: EvSeyeiai va unv eivai SiaGeoipec; oAeq oi E”ciaoeic; ae 0Asq Tig

UWAGA: Przed wprowadzeniem wartosci kalibratorow nalezy sprawdzic nazw$ oznaczenia (lassay named).
Wartosci kalibratorow zostaly wygenerowane przy uzyciu analizatora ARCHITECT cSystem.

Uwaaa: Nie wszvstkie oznaczenia moqga bye dosl*pne we wszystkich krajach.

FIGYELEM: A kalibratorertekek beirasa elott ellenorizze, egyeztesse a teszt nevet (lassaymawey
A kalibratorertekek az ARCHITECT cSystem hasznalataval kerOltek meghatarozasra.
Fiavelem: Nem feltetlenCil kaphato az osszes teszt minden orszagban.

rilkkAT- Jnaiihrator rlpporlfirini olrmeden once tetkik adini (assaynamen dogrulaym.
Kalibrator degerleri, ARCHITECT cSystem’i kullanilarak elde edilmistir.
Not: TOm tetklkler her ulkede meveut olmayabilir.

BHVUMAHWE- Mepepg Tem, kak BBECTU 3HaYeHuA kanmbpartopa, npoBepbTe Ha3BaHue TecTa (|assaymaw~ .
3HaveHusa kanmbpartopa 6blv nony4veHbl Ha cucteme ARCHITECT cSystem.
MnumeyaHune: HekoTopble TECTbl MOTYT GbiTb HEAOCTYMHbI B BalleM pervoHe.

VIKTIG: Kontroller analysenavnet (assaynamel fpr kalibratorverdiene legges inn.
Kalibratorverdiene ble generert med ARCHITECT cSystem.

Merk: Noen analyser er ikke tilgiengelige i alle land.

iipn7nRNFNIiF- Prfiti 7adanim hodnot kalibratorov overte nazov metody (lassavmames.
Hodnoty kalibratorov boli vygenerovane pri pouziti systemu ARCHITECT cSystem.
Poznamka: V niektorych krajinach nemusia byt’ k dispozicii vsetky metody.

NnPRF7- Prijp iinr*sa vrijodnostl kalihratora. oroviente naziv testa (iassaynm*e|).
Vrijednosti kalibratora dobivene su na analizatoru ARCHITECT cSystem.

Naoomena: Nisu svi testovi dostupni u svim zemljama.

OPREZ: Ime testa (assaynamen verlflkuite pre unosetija viediiusti kalibiatora.
Vrednosti kalibratora dobijene su pomocu ARCHITECT cSystem analizatora.
NaDomena: Neki testovi nisu dostupni u svim zemljama.

ATFENTIE: Verificati numele testului ((assaywait]) inainte de introducerea valohlor calibratorului.

Valorile calibratorului au fost generate utilizand ARCHITECT cSystem.
Nota: Nu toate testele sunt disponibile in toate tarile.
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Alinity
BunnpyouH Kanmnbépartopbl
(Alinity c Bilirubin Caiibrator Kit)

CM. BblgesieHHble n3meHeHus. Pegakuus: mapT 2018 T.

Heo6X04MMO TOYHO C/eAoBaTh 4AHHON UHCTPYKLMW MO
npuMeHeHnto. Mpy OTKMOHEHWUN OT AAHHOW UHCTPYKLMUM MO
NPUMEHEHMIO HAZIEXHOCTb Pe3y/bTaToB TecTa He rapaHTupyeTcs.

HAVMMEHOBAHUWE (CokpaweHHoe)
Bunupy6uH Kanuépatops! (Alinity ¢ Bilirubin Calibrator Kit)
(Take BCTpeuyaeTcsa no TekcTy: Bill Cals)

HA3HAYEHUE

Vicnonb3yetca ansa kannbposku Tecta Alinity ¢ Bilirubin Ha
aHanmsarope Alinity c.

[ononHNTENbHYI0 MHOPMALMIO CM. B MHCTPYKLMW NO NPUMEHEHMNI0
K Bunmpy6uH npsimoii PeareHtam (Alinity ¢ Direct Bilirubin Reagent
Kit), Bunupy6uH o6wmii PeareHtam (Alinity ¢ Total Bilirubin Reagent
Kit) n PykoBogcTtBe no akcnayatauum Alinity ci-series.

COOEPXWNMOE

1/+17*1 NoAroTOBNEHbI B PACTBOPE CbIBOPOTKM Bblubeli KPOBU.
YpoBHM aHanuTa CKOpPeKTUpPOBaHbl NPW NOMOLLY 3KCTpakTa
6unupybmHa 1 CUHTETUYECKMX NPOM3BOAHbLIX. B cocTase
NPUCYTCTBYIOT KOHCEPBAaHTbI-

3HaueHusa kanubpaTopa A1 onpefeneHHo cepun npuBeaeHbl B
Tabnuue 3HayveHnii bunmpybud Kanmépartopos (Alinity ¢ Bilirubin
Callibrator Kit), koTopasi noctaBnsieTcs B O4HOI ynakoBke C
KanmépaTopamu. Y6eauTech, 4To HOMEP CEepUK, YkasaHHbI Ha
Kopobke KanubpaTopa, COOTBETCTBYET HOMEPY Cepuun, ykasaHHOMY
B Tabnuue 3HayeHuii. MocnegHue ase uMdpbl HOMepa cepun MoryT
pasnuyartbes.

Kanunépatop Konunuectso
lcoani 3 x 5.0 mL
ICAL121 3x50mL
CTAHOAPTN3ALUWA

Alinity c Direct Bilirubin

Mpu ncnonb3oBaHny coBMecTHO ¢ Tectom Alinity ¢ Direct Bilirubin
Kanméparop cTaHA4apTU3MpPOBaH B COOTBETCTBUMMN C METOAOM
Oymaca’ v noatsepxieH MeTofoM CpaBHeHWs 06pas3LioB,
NoSlyYeHHbIX OT YenoBeka.

Alinity c Total Bilirubin

Mpn ncnonb3oBaHNy coBMeCTHO ¢ TecTtoM Alinity ¢ Total Bilirubin
Kanmépartop cTaHA4apTU3MpPOBaH B COOTBETCTBMM C METOAOM
[ymaca / cOOTHeceH cO CTaHAapTHbIM pecthepeHCHbIM MaTepruasioMm
HaLmoHanbHOTO MHCTUTYTa CTaHZapToB 1 TexHonoruii (NIST SRM
916).2

MEPbI MPEAOCTOPOXHOCTHN

[Ana gnarHocTukun In Wira

Mepbl NpefocTopo>KHOCTU

MacnopTta 6e30MacHOCTM JOCTYMHbI Ha calite
www.abbottdiagnostics.com nnm y mecTtHoro npegcrasuTens.
YTunusupyiite cofepxumoe/koHTeliHep B COOTBETCTBUM C
caHuTapHbiM1 Hopmamun P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).
MoapobHyto MHhopMaLMI0 0 HEOBXOANMBIX Mepax
npefoCTOPOXHOCTU NpU paboTe C aHaM3aTOPoOM CM. B
PykoBogcTtee no akcnayatauun Alinity ci-series, Pasgen 8.
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NMoArOTOBKA K NCMNO/Ib3OBAHKWIO

+  [laHHbIii NPOAYKT NOCTaBMSETCA B XWAKOM BUAE, rOTOB K
1CMOMb30BaHNIO,

+ Tlepes vcnofnb3oBaHWeM faiiTe KanuGpaTopy OTCTOSTbCS Npu
KOMHaTHOI# TemnepaType.

« Tepes KaxapiM MCMONb30BAHMEM TLLATENLHO NepeMeLLvBaiiTe,
aKKypaTHO nepesopaunBas (akoHbl.

XPAHEHUNE

. He VICFIOI'Ib3yVITe nocne UctevyeHnsa cpoka rogHocTu.

[ononHutenbHble

Temneparypa Makc, BpeMs  UHCTPYKLuUU no

XpaHeHus XpaHeHus XpaHeHuo

HeBcKkpbIThI 2 - 8°C [0 OKOHYaHVWA  XpaHuTb B

dhnakoH CpoKa roAHOCTM 3alWLLEHHOM OT
cBeTa MecrTe.

BCKpbITbIl 2-8C 7 pHelt nocne  XpaHuUTb B ynakoBke

chnakoH BCKPbITUS npoussoauTens ans

3aluThbl OT cBeTa.
XpaHuTb B NJIOTHO
3aKPbITbIX KpbILLKaMK
donakoHax.
Momectutb B
XONOoAUNbHUK nocne
MNCMO/Ib30BaHUS.

NMPOLUEAYPA PABOTbl HA AHAJTN3ATOPE

e 3HaueHus kanuépartopa MOryT HacTpauBaTbCsi Npu
MOMOLLIM 3/1EKTPOHHBIX (haiifioB, MoyYeHHbIX C cainTa
www.abbottdiagnostics.com nnn yepes onunto Abbott Mail.

*  Y6eguTechb, 4TO B haiin kKannbpOBKY BBELEHbI NMPaBUbHbIE
3HaYEeHUs1 KaIMbPaTOPOB.

* [lo6aBbTe COOTBETCTBYIOLLEE KONNYECTBO kasimbpaTopa B
KavkZylo yalleyky s obpasua B COOTBETCTBYIOLLEH NO3NLMUN.

e KanmbpoBka BbINOMHSAETCA NMyTem TeCTMPOBaHWs BOAHOrO 61aHka
n bunnpy6buH Kannbpatopos (Alinity ¢ Bilirubin Calibrator Kit),

* Bopa ansa 6naHka fo6aBnseTcs aHaI3aToOpPoM.

« [lepep cooblueHneM pe3ynbTaToB naumeHTa y6eauTecs,
4TO 3HAYEHVSA KOHTPOel HaxofsaTca B nNpedenax AvanasoHa
[ONYCTUMbIX 3HAYEHWIA.

*  Hdopmaumio 0 HacTpolike napameTpoB kainbparopa cM. B
PykoBoacTeBe no akcnayatauum Alinity ci-series. Pasgen 2.

*  VHdopmaumio 0 3aka3e U 3arpy3ke kasmbpaTopoB B cMCTEMY
cMm. B PykoBoacTee no akcnayatauun Alinity ci-series. Pasgen 5.

MOKA3ATE/IN HECTABW/IBHOCTW W/ MOPYN
MokasaTensmy HeCTabu/ILHOCTU WN MOPYM CyXaT ocafok,
BUAMMbBIE Crefibl NPOTEYKN, 3aMyTHEHHOCTb, HECOOTBETCTBME
Ka/IMOPOBKN KPUTEPUAM, YKa3aHHbIM B MHCTPYKLMUW NO NPUMEHEHUIO
nivnn PykosoacTee no akcnayatauun Alinity ci-series, namn
HECOOTBETCTBME KOHTPOJIE/ YCTaHOBMEHHbIM KPUTEPUAM.

OrPAHVYEHWVA NPOLUELYPbI

MonyyeHne TOUHbIX U BOCMPOU3BOAUMbIX Pe3y/bTaToB 3aBUCUT
OT MpaBW/bHONM PaboTbl aHaIN3aTOPOB U peareHToB, COGMOAEHNS
npaBw/ XpaHeHUsi NPoAyKTa B COOTBETCTBUU C MHCTPYKUMAMU, a
TaKkke cobsoaeHns MeToank nabopaTopHoi paboThbl.



BUBNTMOTPA®UA

1, Doumas BT, et al. Pitfalls in the American Monitor kit methods
for determination of total and "direct” bilirubin. Clin Chem
1982;28(11):2305-2308.

2> Doumas BT, et al. Candidate reference method for determination
of total bilirubin in serum: development and validation. Clin Chem
1985:31(11):1779-1789.

chopmart umcen:

e B KayecTBe pasgenutens Tbicsd Ucnosib3yeTcs npoben (npumep:
10 000 o6pas3uoB).

e B kauecTBe pasgenutens feCATUYHbIX 3HAKOB MCMOMb3yeTcs
Touka (npumep: 3.12%).

Mcnonb3yemMble CUMBOJIbI

Cumsonbl ISO 15223
CM. MHCTPYKLMIO MO

O a NPVYIMEHeHNIo
. M3rotosuTenb
X TemnepaTypHbI AvanasoH

Vcnonb3oBaTb 40/CpOK rogHOCTH

bl
MeaunumHckoe usaenve ans

anarHocTtuky In Vitro
Howmep cepun

KatanoxHblii Homep

[Opyrae csamBobI

| ALTERNATE UHrra] AnbTepHaTUBHbIE efUHULbI

| ASSAY NAME HasBaHve TecTa

|ASSAY HoT] Homep TecTa

ICAL 1 Kannépatop 1

ICAL 1-2 Kanunépatopbl 1 1 2
cAL 2 Kanubpatop 2

[ch KOHTPOsIbHBIA HOMEp

(OEFAULT UNITS CTaHAapTHbIE eANHULbI

| DISTRIBUTED IN THE USA BY | ZncTpubbiotop B CLUIA

iINFORMAT{OH FOR USA OHLY]| Vikchopmaums Tonbko ans CLUA

MpowusseneHo ana Abbott

[produced for ABBOTTeyj

Mpoaykt CLUA

fpRODUCT OF USA

|PROTECT FROM LIGHT 3awpware ot ceeta

[na “cnosib3oBaHNs TOSILKO
MeNLMHCKUM PaboTHUKOM
(NPUMEHNMO TOMbKO K
knaccudpmkauum CLUA)

Rx ONLY
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MNPUNOXEHWE
K UHCTPYKLUMW Mo npumeHeHuto bunupybun Kannbpatopsl (Alinity ¢ Bilirubin Calibrator Kit) gna Poccumn

yYCnoBnA TPAHCHNOPTUPOBKWN N XPAHEHUNA

M3penne pekomeHAyeTCs TpaHCNoOpTMpPOBaTb U XpaHUTb Npu Temnepatype 2-8*C. MepguuuHCKUe W3LENUA LOJSDKHbI
XpPaHUTCA B XONOAM/bHBIX Kamepax unvM B XonogunbHukax, obecneynmBarllnx periameHTUPOBaHHbI TemMnepaTypHbIi
pexunm ¢ exeLHEBHOW peructpauuner TemnepaTypbl.

TpaHcnopTMBKa AO/MDKHA OCYLWeCTBAATbLCA B TEPMOKOHTeliHepax OAHOpPa30BOr0 MOMb30BaHWSA, CoAepXalynx
XNafoaneMeHTbl, WIMW B TEePMOKOHTEWHepax MHOroKpatHOro npUMEHeHMs C aBTOMaTU4Yecku noAaepXmBaemoi
TemnepaTypoi unu B aBTopedpmxeparopax ¢ UCNO/Ib30BaAHNEM TEPMOUHANKATOPOB.

M3genve octaeTtca cTabu/ibHbIM 0 OKOHYAHUA CPOKa ro4HOCTU, YyKa3aHHOro Ha yrnakoBKe.

Mpyv TpaHCnopTMPOBaHWM C HapyweHWeM TeMnepaTypHOro pexuma wusgenve He nogJ/exuT  NpPUMEHEHUI0.
TpaHCcnopTMPOBKa OCYLLECTBNSAETCHA BCEMW BUAAMU TPaHCMNOPTa B KPbITbIX TPAHCMNOPTHLIX CPeAcTBax B COOTBETCTBUM C
npasunamm nepeBo3kn rpy3os, AENCTBYIOLWMMMN HA KaXA0M BuAae TpaHcnopta

FTAPAHTUNHBLIE OBA3ATE/IbCTBA

Mpov3BognTenb rapaHTUpyeT, 4TO NpU NPaBWILHOM XPaHeHuWn u obpallieHun usgenne ocTtaeTcs CTabunbHbIM A0
MCTeYeHUss cpoka rogHocT, MakcmMmanbHbIli CPOK FOAHOCTY;

BunupybuH Kanubpatopsbl (Alinity ¢ Bilirubin Calibrator Kit) - He 6onee 18 mecsiueB ¢ gatbl NPOM3BOACTBA,;

TEXHWYECKOE OBCNY>XWBAHWNE
He TpebyeTcs.

TEKYW WA PEMOHT
He TpebyeTtcs.

OAHHBIE ANnAa YTUANSAUNN N YHUNUYTOXEHUA MEOANUNHCKOIO U3AENNA

MeguunHckoe nsgenve yTuan3upyrT 1 YHUUYTOXalT B COOTBETCTBUM C Npasuaamum obpalieHns ¢ MeAULUHCKUMN
oTxogamu no CaHluH 2.1.7.2790-10 o1 12.12.2010 «CaHuTapHo-anuaemumonornyeckme TpebosaHmnsa K obpaleHuto
C MeAULNHCKAMW OTXO4amMm».

HeO6XO,CI,I/IMO cnepgosatb HauunoHa/lbHbIM CTaHAapTaM npu nepepadvye u ytunmsaunn m3genmna, ero KOMNoOHEeHTOB U
ynakoBKW.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUMNHCKOE U3AENMNE

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, ISO 80000-1,
1999/45/EC

MOTEHUMWANBHbBIA MOTPEBUTE/b

MeguunHckoe wunsgenue bBunupybuH Kanubpatopbl (Alinity ¢ Bilirubin Calibrator Kit) npegHasHavyeHo ans
NCnosb3oBaHNAa B pPas/InyHbIX KJ'IVIHI/IKO—J'IaﬁopaTOprIX ycnosuax, BKK4Yad, 6e3 orpaHunyeHus, 601'IbHI/ILI|bI,
AnarHocTnyeckne LeHTpbl, pedepeHTHble nabopaTtopum K yupexaeHus nepenvBaHus KPoBU MO BCEMY MUpY,
nepcoHasna KOTopbIX nNpoles o6yvyeHne nNo ucnonb3oBaHuo aHanusaTtopa Alinity ¢

MH®OPMALNA O HANNYMM B MEAVWLUWVMHCKOM U3JAENN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPW/IBbHOCTb
MocTaBnseTcs B HeCTEPUIbHOM Buge. CTepunmsauus nepes npuMeHeHneM He TpebyeTcs.

NMHO®POPMALNA O BO3MOXHOCTW MOBTOPHOIO MPUMEHEHUA
He nognexut NoBTOPHOMY MPUMEHEHWIO.

MATEPWAJblI XNBOTHOIO NMPONCXOXAEHWA

MaTtepuasibl XMBOTHOTO MPOUCXOXAEHUA TNPOBEPEHbl U pUCKM npumeHeHnsa MW  ykasaHbl B [lacnoprte
6e3onacHocTu. Macnopta 6e30NacHOCTM MOXHO HaWTM Ha caiTe www.abbottdiagnostics.com unn obpatutech K
MECTHOMY MNpefCcTaBUTesio.

MOKA3AHVA N NMPOTUBOMOKA3AHNA K MPUMEHEHNIO
He npumeHumo.

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



TEXHWYECKWME XAPAKTEPUCTUKIN

Kannépartop 1 (Alinity ¢ Bilirubin Calibrator 1):
3HaueHne pH npu 20 °C; 7.3
MnoTtHocTb npu 20 ®C, 1.025 r/cT3

Kann6patop 2 (Alinity ¢ Bilirubin Calibrator 2)
3HayveHne pH npu 20 *C: 7.3
MnoTtHocTb npu 20 *C: 1.028 r/cT3

CBEAEHWA OB W3BECTHbIX OFPAHWYEHWAX MO COBMECTHOMY MPUMEHEHWIO MEAUUWMHCKUX W3AEAUA MO
HA3HAYEHWIO

OTCyTCTBYIOT.

LUBET M 3AMAX
Kannbpatop 1 (Alinity c Bilirubin Calibrator 1): AHTapHbIN 1 6€NKOBbIN
Kanu6patop 2 (Alinity ¢ Bilirubin Calibrator 2): AHTapHbIli 1 6€1KOBbI

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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cal_Bil_ L Exp. L?E~08P6101

IDEFAULT UNITS | JALTERNATE UNITS |
IASSAY NAME | [rep| 1ASSAY NO. 1
jCAL| 1 [car|2] CAL 11 caLk 1
Bill D 07P97 1065 mg/dL mg/dL pmol/L pmol/L
Bill T 07P96 1109 mg/dL mg/dL pmol/L pmol/L
Blli Total 04Vv51 1094 mg/dL mg/dL [imol/L pmol/L

CAUTION: Verify the assay name (fassayname)) before entering calibrator values.
on Calibrator values were generated using the ARCHITECT cSystem.

Note: All assays may not be available in all countries.

ACHTUNG: Uberpriifen Sie den Assaynamen ([assaynamen VOr dem Eingeben der Kalibratorwerte.
de Die Kalibratorwerte wurden mit dem ARCHITECT cSystem generiert.

Hinweis; Moglicherweise sind nicht alle Assays in alien Landern erhaltlich.

ATTENTION : Verifier le nom du dosage ([assayname]) avan! de salsir les valeurs du calibrateur.
fr Les valeurs du calibrateur ont ete generees a I'aide de '’'ARCHITECT cSystem.

Remarque ; Certains dosages ne sont pas disponibles dans tous les pays.

PRECAUCION: compruebe el nombre del ensayo ([assaynamei) @antes de introducir los valores del calibrador.
€S  Los valores del calibrador se generaron con ARCHITECT cSystem.

Note: no todos los ensayos estan disponibles en todos los paises.

ATTENZIONE: verificare il nome del dosaggio (assaynamei) prima di introdurre i valor! del calibratore.
H I valori del oalibratore sono stati generati utilizzando I'ARCHITECT cSystem.

Nota: alcuni dosaggi potrebbero non essere disponibill in tutti | Paesi.

ATENPAO; Verificar o nome do ensaio ([m8aywmanve]) antes de introduzir os valores do calibrador.
pt Os valores do calibrador foram gerados com o ARCHITECT cSystem.

Nota; alguns ensaios poderao nao estar disponiveis em todos 0s paises.

VIGTIGT: Kontroller analysens navn ([assavname]) fOr indtastning af kalibratorvaerdier.
da Kalibratorvaerdierne blev genereret med ARCHITECT cSystem.

Bemaerk: Nogle analyser fds Ikke i alle lande.

UPOZORNENI; Pfed zadanim hodnot kalibratoru overte nazev metody ([assaynamel).
Q3 Hodnoty kalibratoru byly vygenerovany pfi pouziti systemu ARCHITECT cSystem.

Poznamka: V nekterych zemich nemusi byt k dispozici vsechny metody.

VIKTIGT: Kontrollera analysnamnet (jassaynamery innan kalibratorvardena anges.
SV  Kalibratorvarden genererades med anvandning av ARCHITECT cSystem.

Observera: Vissa analyser finns inte i alia lander.

ABbon GmbH « Co. KG |PRODUCED FOR ABBOTT BY | G72641R02

Uax-Planck-Rir>g 2 i X X
65205 Wiesbaden Micragenics Corporation

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU | s, a Revised December 2015 Abbott

©2017. 2018 Abbott Laboratories



ppnynyH- FnipppnifnfTTF. TN 6volin TT\c eE€TacTnc (lassayhameDnpiv and inv ewayuwyn tojv Tipwv paGpovopTyni.
el Oi Tipec; pa0|JOvo[JiTni npoékudpay xpricnponoicOvTac; tov avaAuTfi ARCHITECT cSystem.
T ifti-fiym: FVirYETQIi va unv eivQi 5ia9eaipeq 6/lep oi ereTaoeiq Ct 6Aeq l.p
UWAGA' Przed wprowadzeniem wartosci kalibratordw nalezy sprawdzic nazw§ oznaczenia (assaynambJ).
. Wartosci kalibratordw zostaly wygenerowane przy u”ciu analizatora ARCHITECT cSystem.
pl iJwaaa: Nie wszvstkie oznaczenia moqg bye dost*pne we wszystkich krajach.

FIGYELEM- A kalibratorertekek befrasa elott ellenorizze, egyeztesse a teszt nevet (assaynamelj!
hU A kalibratorertekek az ARCHITECT eSystern hasznalataval kerultek meghatarozasra.
Flavelem: Nem feltetlenul kaphatd az osszes teszt minden orszagban.

pik-K'AT- kfliihratnr HflQprlfirini girmeden once tetkiK aoini aassaymame )dogrulayin.
tr Kalibrator degerleri, ARCHITECT cSystem’i kullanilarak elde edilrni]tir.
Not: TGm tetkikler her Qlkede meveut olmayabilir.

BHVUMAHWE' MNepepn TemM, kKak BBECTM 3HAYEHUS kannmbpaTopa, NpoBepbTE Ha3BaHWe TecTa ([assaymameD
ru 3HauyeHns kannbpatopa 6bian nony4veHbl Ha cucteme ARCHITECT cSystem,
MnumeyaHne: HekoTopble TECTbl MOTYT ObiTb HEAOCTYMHbI B BalleM PervoHe.

VIKTIG' Kontroller analysenavnet (lassayhame D fer kalibratorverdiene legges inn.
no Kalibratorverdiene ble generert med ARCHITECT cSystem.
Merk: Noen analyser er ikke tilgjengeiige i alle land.

UPOZORNENIE: Pred zadanim hodnot kalibratorov overte nazov metody (assaywawe)).
Sk Hodnoty kalibratorov boli vygenerovane pri pouziti systemu ARCHITECT cSystem.
Poznamka: V niektorveh kraiinach nemusia byt’ k dispozicii vsetky metddy.
NDRP7- Prijp 1LIMHA urijeHnnsti kalihratora. orovierite naziv testa (assaymane].
hr Vrijednosti kalibratora dobivene su na analizatoru ARCHITECT cSystem.
NaDomena; Nisu svi testovi dostupni u svim zemljama.

OPREZ: Ime testa (mssaymanJi) verifikuite pre unosenja vrednosti kalibratora.
Sr Vrednosti kalibratora dobijene su pomocu ARCHITECT cSystem analizatora.
Naoomena: Neki testovi nisu dostupni u svim zemljama.

ATFNTIF- Vfirifioafi numeie testului (lassayhame D) Tnainte de introducerea valorilor calibratorului.
ro Valorile calibratorului au fost generate utilizand ARCHITECT cSystem.
Nota: Nu toate testele sunt disponibile m toate (arile.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3660TT MM6X & Ko. KIr Ten:+4961 22580

Makc-IMnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH
n/a 1303,65011 BwucbageH

Moanwcsk: /nognucaHo/ 9 fekabpa 2019r.

3amaH KxaH (Zaman Khan)

3amecTuTenb AMpeKTopa

Mo HOPMaTMBHO-MPaBOBOMY PerynMpoBaHuIo
PervoH EEBA ¥ NMakncTaH

3660TT M'M6X & Ko. KI

3660TT 'M6X & Ko. KI
Makc-lMnaHk-PuHr 2

65205 BucbaaeH-[enbKeHxanm
CepmaHua

/MeyaTb: 9660TT
2660TT F'M6X & Ko. KI
Makc-InaHk-PuHr 2
65205 BucbageH/

KOpuanyeckunii agpec: BucbageH

PaiioHHbIli cyg BucbageHa HRA 4888 YNpaBAstoLmii;

Hecywwnii nepcoHasibHy0 0TBETCTBEHHOCTb KOMMaHbOH; Kpuctunan panoy (Kristian Grapow)
3660TT MeHepKMeHT MTM6X "per Anbbepr (Greg Ahlberg)
KOpugunueckunin agpec: BucbageH Mpepcepatens HabnofaTeIbHOrO COBETA;
PaiioHHbIli cyn BucbageHa HRB12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

0(bnDxa.lbHoe yacH|]geTe.UbclHaBaHvie

MacroAwnm oduumManbHO  YAOCKOBCPAETCA, 4To r-H 3amaH Xau
3660TT 'M6X & Ko. KI' Makc-MnaHk-PniHr 2. 65205 Bucbaneu.
CQOOCLBEHHOPYYHO HACTaBW/1 BbILLECTOALLYHO MONHUCL H NPUCYTCTBUN
110n 1mcasLiclOcs Hpe.lccnartc.i MecTHOro CcyAa.

BucbageH, 10,/2.20/9.".

Ne B peecTpe 876-7.9

1loiii.Tima B cooTBeTCTBUM C lioJloxeHuev! o cbopax B pasmepe 6 eBpo
onnayeHa

'inxiiiucano’

11pencenatens McCLIOIO cyna

MeyaTb: MecTHbI cyOT. UrkanaeH X1 * 2-

/nognucaHo/9 pekabpa 2019r.

3amaii KxaH (Zaman Khan)

TeKCT B AOKYMeHTe «3JKcnayaTauyoHHas [OKYMEHTauus» Ha aHTMACKOM U PYCCKOM si3blKax
MONHOCTbIO COBNajaeT.

MepeBOoA C AHIMMACKOTO UM HEMELKOrO $3bIKOB Ha PYCCKWUN $A3bIK BbIMOAHEH MEPEBOAUYNKOM
LLlaTHeBbIM Unbeih AneKceeBnyeM. 111
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Poccuiickasn degepauus. Mopog Mockea.

CemMHapguaToOro gekabps gse ToiCAUYN AeBATHAALATOroO roja.

f, baxTan3se 3nbmupa 0pbeBHa, HoTapuyc r. MOCKBbl, CBUAETENLCTBYW MOA/NMHHOCTbL
noanucu nepesofyuka WaTtHeBa Wnbn AnekceeBunya.

MoAnuchb caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTbL NoANMCaBLIEro JOKYMEHT YCTAaHOB/EHA.

3aperucTtpupoBaHo B peectpe: M77/52-H/77-2019-/-

Bcero npolHypoBaHo, npoHymeposaHo”
N CKPEN/IEHO Nevatbio...." ;... JINCT.<<A’
Hotapnyc
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