YTBEPXAOAKO COrnAcCUW AHa.
PykoBoguTenb oTaena no r eHepa 000

PerynmpoBaHnio InarHoCTMYeeKoro «Bbl?
nopo§{ MLWHLLUNENOTT JIa60paTOpU3 B
Buuyc IN.K.
*A. TabuHcKas

2018 r.
2018 r.

M.I.

MHCTPYKLWMHA
Mo NpMMEHEHU0 MeANLMHCKOro N3aenunsa A4ns AMarHocTUKK in vitro

Kanubpatopsbl ans obecnevyeHus npaBUIbHOCTA KOJIMYECTBEHHOTO OMpeesieHns aeKTPonTOB
B CbIBOPOTKe KPOBW YenoBeKa NOTEHLMOMETPUYECKMM MeTOAOM C nomolubio ICT- mogyns Ha
onoxmmunyeckunx aHanmsatopax Alinity ¢ «FOT mogyns Kannbpatopbl 418 CbIBOPOTKN KPOBU
(Alinity ¢ ICT Serum Calibrator Kit)»;

Kannbpatopbl ans o6ecneyeHns nNpaBuUIbHOCTU KOMYECTBEHHOTO ONpeLeneHns 31eKTPOInTOB
B MOYe MOTEHLMOMETPUYECKUM METOLOM € nomouibto ICT- Moayns Ha 6UOXUMUYECKUX
aHanunsatopax Alinity ¢ «KOT mogyns Kanubpartops! gns moun (Alinity ¢ FOT Urine Calibrator
Kit)»;

Pa36aBuTenb obpasiia 415 KOJIMYEETBEHHOI0 ONpese/eHns 3/1eKTPO/INTOB B CbIBOPOTKE, MaasMe
KPOBM MM MOYe YeloBeKa MOTEHLMOMETPUYEEKMM MEeTOAOM e nomolybto KOT-Moaynsa Ha
onoxumMmmnyeekux aHanmnsartopax Alinity ¢ «lOT mogynb Pazb6aButens obpasua (Alinity ¢ FOT
Sample Diluent)»;

MockBa, 2018 .

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM
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Alinity c
ICT Serum Calibrator Kit

Revised November 2016.

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.

NAVE

Alinity ¢ ICT Serum Calibrator Kit (also referred to as ICT Serum)

INTENDED USE

For use in the calibration of the serum Sodium, Potassium, and
Chloride assays.

For additional information, refer to the Alinity ¢ ICT Sample Diluent
package insert and the Alinity oi-series Operations Manual.

CONTENTS

The Alinity ¢ ICT Serum Calibrator is prepared ina protein-based
solution.

1cOHCI
Calibrator ~ Quantity Sodium Potassium Chloride
5X2.9 ml 120 mmol/L 3.4 mmol/lL 80 mmol/L
lomH 5>9ml 160 mmol/L 8.0 mmol/L 120 mmol/L

MATERIALS REQUIRED BUT NOT PROVIDED
* 04R1001 Alinity ci-serles Callbrator/Gontrol Replacement Caps

STANDARDIZATION

Wking gravimetric methods, each level of the protein-based calibrator
is prepared with ACS grade sodium chloride, potassium chloride,

and sodium nitrate. The concentrations ol sodium and potassium are
determined using flame photometry calibrated against NIST Standard
Reference Material. The concentration of chloride is determined
using titration with silver calibrated against NIST Standard Reference
Material.

NIST - National Institute of Standards and Technology

PRECAUTIONS
e ®

¢ Forin wm Diagnostic Use

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.

m Prior to each use. mix by gentle inversion.

STORAGE

« Protect from strong light for optimum stability.

« Donot use past expiration date.

« This product may be stored on the instrument.

« lI'stored onboard, mixing is not required for each additional use.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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ICT Serum
[bl fl 08P6901
G71149R02

S8P690

Storage Maximum Additional Storage
Temperature  Storage Time  Instructions
Unopened 15to 30'C Until expiration
date
Onboard System 6 days
Temperature (144 hours)
Opened 2t08C 7 days after  Store tightly capped with

opening new replacement cap.
Return to refrigerated

storage after use.

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

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

INSTRUMENT PROCEDURE

« Calibrator lots may be configured using the bar code label on the
calibrator carton.

e Calibration Is performed by running the Alinity ¢ ICT Serum
Calibrator set.

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

« For information on configuring calibrator data, refer to the Alinity
ci-serles Operations Manual, Section 2.

« For Instructions on ordering and loading calibrators on the
Instrument, refer to the Alinity ci-serles Operations Manual,
Section 5.

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

LIMITATIONS OF THE PROCEDURE

Accurate and reproducible results are dependent upon properly

functioning instruments and reagents, storage ol product as directed,

and good laboratory technique.

Note for number formatting:

« Aspace is used as thousands separator (example: 10 000
specimens).

« Aperiod is used to separate the integer part from the fractional
part of a number written In decimal form (example: 3.12%).

(~J Abbott



Key to Symbols

m Consult instructions tor use

H | Manufacturer
1 Temperature limitation
Use by/Expiratlon date
2
|cal|1|

Calibrator Low
|caifh|

Calibrator High
Control Number

jmj Concentration

In vitro Diagnostic Modloal

Device
& Lot Number

1PRODUCED FORABBOTT BY | Produced for Abbott by
1PRODUCTOP LBAL Product of USA
S List Number
WhA\LY1 For use by or on the order of a
physician only (applicable
to USA Giassifioation only).
W

Serial Number

Alinity is a trademark of Abbott Laboratories in various |urisdictlons.
Al other trademarks are property of their respective owners.

Abbott GmbH & Co. KG

Max-Planck-Ring 2 %
65205 Wiesbaden

Germany

+49-6122-580

IPRODUCAO FOBABBOTT BY|
Fisher Diagnostics,

A Dlv. of Rsher Scientific Company, LLC
APart of Thermo Rsher Scientific, Inc.
8365 Valley Pike Middletown VA 22645 USA

Customer Service: Contact your local representative

or find country-specific contact information on
wwww.abbottdiagnostics.com

Revised November 2016,
©2016 Abbott Laboratories
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ADDENDUM

to th« Insttuction for Use Alinity ¢ ICT Serun> Calibrator Kit (for Russia)

SHIPPING

Recommended shaping conditions for deviceis 2-‘C. Devico is stable
Aitil the e)Nrati(W™ date indicated on the pacdcage. Device is no longer suitable for use

if flipping temperature limits have been violated. Sh” in an enclosed carrier vehicle
of any kind in accordance with shipping rules, af/icable to the respective carrier.

WARRANTY
Manufacturer guarantees that device remains stable until the expiraliixt dale vHien
stored JKL handled as directed. The maximum shelf life of the medical device is 14

mecmths from date of manufactuiing. Device must be discarded if stored v/ith deviations
in manufacturer's requiremwits (GOST R 510S8-2013).

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Oestruct and dispose of a medical device in accordarrce 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 aid its components and patAaging in accordance
witti local regulations.

LIST OF APPLICABLE STANDARDS
1SO 9001:2000, 1SO 13485:2003

POTENTIAL USER

Prolessional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs
STERILIZATION
Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-ataplied
MATERIALS OF ANIMAL ORIGIN

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

Data Sheets are available at www.”bottdiagnostics.com of contact your local
representative.

CONFIDENCE LIMIT

Not ai/Micable
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Alinity c o7 Serum (1%
iiiFl 08P6901

ICT moaynb KanunbpaTtopbl A1 CbIBOPOTKUN KPOBMU [ rpoTet

L. . . G76269R02 VHCTPY»

(Alinity ¢ ICT Serum Calibrator Kit) S8PEOR  Alinity ¢

KpuTep;

Pepakuyst; HosIGpb 2016 T W OrPA

Monyue

oT npai

npasur

Heo6XoauMo TOUHO CneAoBaTh UHCTPYKUMAM AanHoii ukeTpykuymn o [1OFOTOBKA K /ICMOMb30BAHWIO Takoke

NPUMEHEHMI0. TTpn OTKNOHEHUW OT WHCTPYKLUMIA laHHON MHCTPYKLMK « [IaHHbIil NPOMYKT MOCTABASETCA B MUAKOM BUE, FOTOB K (hopME

Mo NPUMEHEHMIO HA[IeXHOCTb Pe3y/bTaToB TecTa He rapaHTUpyeTcs, NCTONb30BAHMIO. ’ - B)

HA3BAHVE + Mepes KaxabiM UCMO/b30BAHMEM NepeMeLLBaiiTe, akKypaTHO (n

tOT mogynb Kanubpatopbl 4ns cbiBopoTku kposu (Alinity ¢ ICT nepesopaynBas nakoHbl. - B

Serum Calibrator Kit) (CokpalieHHoe Ha3saHue; ICT Serum) XPAHEHWE (n
HA3HAYEHNE ® B LENAX COXpaHeHUsa ONTUMaNbHOM CTabUNbHOCTY 3aluLaiiTe

Ansa kanmbposku TectoB Sodium, Potassium, Chloride B cbiBOpoTKe
KpOBM.

[ononHUTeNbHYI0 NH(OPMaLMIO CM. B MHCTPYKLMW MO NPUMEHEHUIO
K ICT mogynb PasbaButento o6pasua (Alinity ¢ KOT Sample Diluent)
1 B PykoBogcTse no akcnnyaTauuu Alinity ci-series.

COOEPXNMOE

10T Mogynb Kanubpatopbl ans cbiBopoTku Kposu (Alinity ¢ ICT
Serum Calibrator Kit) nogrotoeneHbl B pacTBope, NpovN3BeAEeHHOM Ha
6enKoBOI OCHOBe.

IcCONCi
Kanubpatop  KonmuectBo  Sodium Potassium Chloride
[CALIL| 5X29mL 120 mmol/L 3.4 mmol/L 80 mmol/L
6 X29mL 160 mmol/L 8.0 mmol/L 120 mmol/L

HEOBXOANMBIE, HO HE MPEAOCTAB/IAEMBbIE
MATEPVA/TbI

¢ 04R1001 3ameHseMble KpbIWKN Ans KanubpaTopa/KoHTpons
Alinity ci-series Galibrator/Control Replacement Caps

CTAHOAPTU3ALNA

Kaxablii ypoBeHb Kannbpatopa, Npon3BeieHHOro Ha 6enKoBoii
OCHOBE, MPUrOTOB/IEH TPaBUMETPUYECKN B COOTBETCTBUM CO
cTaHgapTom ACS (AMepuKaHCKoe 06LLecTBO UccnefoBaHuii

B 06N1aCTW XMMWUW) 4711 XI0pPUAA HATPUs, X0puaa Kanus u
HuTpaTta HaTpusa. KOHLeHTpaLuy HaTpus 1 Kanus onpefeneHsl ¢
MCNOMb30BaHMEM MeTOoAa NAaMeHHONR (hoTOMeTpUM, KanmbpoBaHHOro
B COOTBETCTBUM C pedhepeHCHbIM cTaHgapToM NIST. KoHueHTpaums
Xnopuga onpefeneHa ¢ UCNOMb30BaHNEM MeTOfa TUTpaLuuu ¢
cepe6pom, KannmbpoBaHHOrO B COOTBETCTBUM C pediepeHCHbLIM
cTaHgaptom NIST.

NIST - National Institute ol Standards and Technology
(HaumoHanbHbIi UHCTUTYT CTaHAAPTOB U TEXHOOMN)

MEPbI MNMPEAOCTOPOXXHOCTI

Mo
e [ins [UarHocTuKM /n vin>
o |IbOHM

YTunusnpyiite coaepXXMmMoe/KOHTeHBP B COOTBETCTBUN C
caHuTapHbIMKU HopMamu P® (CanlMuH 2.1.7.2790-10

ot 09.12.2010). MacnopTa 6€30MacHOCTW JOCTYNHbI Ha caiiTe
www.abbottdiagnostics.com unu y MecTHOro npegcrasuTens.
MofpobHy0 MH(OPMaL M0 0 HEO6XOAUMBIX Mepax
NpeAOCTOPOXHOCTM Npu paboTe 0 aHaNM3aTopom

cM. B PykoBogcTee no akcnnyatauuu Alinity ci-series, Pasgen 8.

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

OT AIPKOro cBeTa.

* He ncnonb3yitTe Nocne OKOHYaHUs CPOKA FOAHOCTH.

»  [laHHbIA NPOAYKT MOXHO XPaHWUTb Ha BOPTY aHanusaTopa.

+  Tpu xpaHeHUU Ha GOPTY MepemMeLnBaHne Npy KaKLOM
[OMOJHUTENILHOM WCMONbL30BaHUN He TpebyeTcs.

MakcumanbHoe [onofHuTeNbHble

TemnepaTtypa Bpems MHCTPYKLMK Mo
XpaHeHus XpaHeHus XpaHeHunto
HeBckpbiThidi 15 - 30O [0 okoHYaHuA
thnakoH CpoKa rofHocTn
Ha 6opty Temnepatypa 6 fHei
B cuUCTEME (144 yaca)
BekpbiThlli 2 - 8HO 7 [Heil nocne  XpaHuTb BO
thnakoH BCKPbITUA (hnakoHax, Na0THO

3aKpPbITbIX HOBbIMMW
3aMeHsAeMbIMU
KpbILLKaMK.
MNomecTuth B
X0N04UNbHUK Mocne
MCMOJb30BaHMS.

Cuctema oTCnexmBaeT cTabUIbHOCTb NP UCMONBL30BAHUN -
nepuoj BpeMeHW, B TeYeHMe KOTOPOro Kannbpatop HaxoauTcs
BHE XO/N0AWNbHIKA Ha 60pTy aHanu3atopa. Cuctema He No3BoUT
1Cnonb3oBaTh Kannbpatop, ecin nepuog ctabuibHoOCTH

npy MCNOMb30BaHUK UCTeK. CM. MakCMMasbHOe 3HauYeHne
CTabunbHOCTW NpY UCNONb30BaHWM B OTYeTe "lMapameTpbl
TecToB”. [lONONHUTENbHYIO MH(OPMALMIO O CTabUILHOCTY NpK
1cnonb3oBaHNM Kanubparopa oM. B PyKoBOACTBE NO aKCnnyaTaluu
Alinity ci-series, Pasgen 5.

[lononHnTeNnbHy0 MH(OPMaLMIO 0 BbIBOAE NapaMeTpoB TecTOB

Ha nevatb cM. B PykoBogcTBe no akcnnyatauum Alinity ci-series,
Paspgen 5.

I'IPOLI,E,EI,YPA PABOTbI HA AHAJTN3ATOPE

MapameTpbl cepumn KanubpaTopa MOryT BBOAWUTLCS NPU NOMOLLM
LUTPUXKOZA Ha YMaKoBKe Kanuépartopa.

* Kann6poBka npoBoguTCs METOAOM TecTupoBaHus HOT Moaynb
KannbpaTopos ana cbiBopoTkn Kposm (Alinity ¢ FOT Serum
Calibrator Kit).

* TMepep cooblieHneM pe3ynbTaTOB NalueHTa y6eauTech,

UTO 3HAYeHUs KOHTPONel HaxofAaTcs B npefenax AuvanasoHa
[0NYCTUMbIX 3HAYEHWIA.

¢ VHdopmMauuio 0 HacTpoiike napameTpoB KanubpaTopa CM. B
PykoBogcTee no akcnnyatayumu Alinity oi-series. Pasgen 2.

e WHdopmaumio 0 3aKase U 3arpyske kanubpatopos B CUCTEMY
cM. B PykoBogcTBe no akcnnyatayum Alinity ci-series, Pasgen 5.
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MOKASATE/TN HECTABUTBHOCTU WA NMOPYA

MokasaTensMy HecTabunbHOCTW UK MOPYM CAYXaT BUAUMbIE Clefbl
NPOTEYKW, HECOOTBETCTBUE Ka/IMBPOBKU KPUTEPUAM, YKa3aHHbIM B
VHCTPYKLMW MO NPUMEHEHWIO U/unn PyKOBOACTBE MO 3KCMyaTauum
Alinity ci-series, nn1 HeCOOTBETCTBME KOHTPO/EH YCTAHOB/EHHbIM

KPUTEPUSIM.

OrPAHVNYEHA NPOLIEAYPbI

lMony4eHne TOUHbIX 1 BOCMPOU3BOANMbBIX Pe3y/bTaToB 3aBUCUT
OT NpaBWNbHOI PaboTbl aHaNN3aTOPOB W peareHToB, co6AeHNS
npaBWA XpaHeHWs NPoAyKTa B COOTBETCTBUM C MHCTPYKLMAMMU, &
TaKke cob6MI0AEHNA METOAMK NabopaToOpHOW paboTbl.

dopmart uucen:

* B KauecTBe pasgenuTens ThiCAY UCMOMb3yeTcs Npoben
(npumep: 10 000 06pasLLoB).
* B KauecTBe pasfenurtens feCATUYHbIX UCMOMb3YETCA TOUKa

(npumep: 3.12%).

|/|CI'IOJ'Ib3yeMbIe CMBO/J1bl

I
y

2
[cALlb|
AL
w
ICONG

1PRODUCEDPORABBOTT BY|
IPRCOUCTOF LBAL

[RONLY|

Cm. MHCTPYKLMIO NO NPUMEHEHMIO

N3roToButenb

TemnepaTypHblii 4nanasoH

Wcnonb3oBaTb 40/CpOK FOAHOCTH

Huskuii kannbpaTop
Bbicokuit kanubpaTop
KOHTpOnbHbIA Homep
KoHueHTpaumua

MegaununHckoe usgenune ans
[OMarHOCTUKM In Vitro
Homep cepuu

Mpown3sseseHo ans Abbott
MpoaykT CLLUA
KaTanoxHblii Homep

[ns ncnonb3oBaHMA TOMbKO
MeAMNLIMHCKUM paboTHUKOM
(NpUMeHNMO TONMbKO K
Kknaccugpukaummn CLUA)
CepuiiHblii Homep
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Alinity sBnsieTca ToproBoit Mapkoii komnaHun Abbott Laboratories B
pas/IMYHbIX IOPUCAUKLMAX. BCe Apyrvie TOprosble Mapku ABASIOTCA
COGCTBEHHOCTbIO COOTBETCTBYIOLLNX BafeNbLeB.

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

PRODUCED POR ABSOTT BY

Fisher Diagnostics,

A Div. of Fisher Scientific Company, LLC

A Part of Thermo Fisher Scientific, inc.

B365 Valley Pike Middletown VA 22645 USA

CepBucHas noagep)kka: O6paliaiiTecb K CBoeMy MeCTHOMY
npeACTaBUTENO NN CMOTPUTE KOHTaKTHYI0 MH(OpMaLuio Ans
Balleil cTpaHbl Ha caliTe virww.abbottdiagnostics.com

Pepakums: Hos6pb 2016 r.
©2016 Abbott Laboratories

ABTOpPW30BaHHbI/ NpefCcTaBUTENb M3FOTOBUTENA HA TEPPUTOPUN
Poccuun un gpyrux ctpad CHI:

00O "3660TT J1abopaTopus", 125171, Poccus, . Mocksa,
JleHuHrpagckoe wocce, 16A, cTpoeHue 1,

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

a Abbott



MPUNOXXEHNE

KuHcTpykumm MO npumeHeHnto FOT Mogy b KanubpaTopb! A1 CbIBOPOTKN KPOBY A/1st
Poccun

TPAHCIMOPTPOBKA

N3genue pekomeHayeTcsi TpaHCnc/NTpasaTtb Mpu Temnepatrype 2-6*C. U3genve
0CTaeT<» CTabW/bHbIM [0 OKOHYaHUS CPOKA FOAHOCTM, YKa3aHHOTO Ha yrnakoske. [1pn
TP»HONOPTUPOBaHNM C HapyLLEHVEM TeMN/ aTypHOr0 PexviMa U3Aenne He NogIexuT
npyMeHeHnto. TpaHCNOPTMPOLLA OCYLLECTB/SIETC BCEMU BUAaMK TpaHcnopTa a
KPbITbIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBUM C MpaBiiamMi NepeBo3ky rpy3oB,
[leMrTaytoLLVMM Ha KaXK0M BUZe TpaHcmnopTa.

ITAPAHTUINHBIE OBA3ATE/IbCTBA

MpousBoAUTeNb rapaHTUPYeT, YTO MpU NPaBUILHOM XPaHeHU 1 06paLLeHnn usfenve
0CTaeTCA CTabUbHBIM 10 UCTEUEHMS CPOKA FOAHOCTU. MakcManbIs>1 CPOK FoAHOCTI
MeULMHCKOro n3genuns He 6onee 14 mecaueB C AaTtbl npoussBogcTea. Visgenve,
XpaHB/NHeecs C HaylleHMeM pernamM/~NTrupoBaHHOrO MPOV3BOAUTENEM PeXiMa,
NPUMEHEHUIO He nogiexuT (B cootBeTcTBuM ¢ TOCT P 51088-2013).

TEXHWNYECKOE OBCJ/TY>KNBAHVE A b b Ott

He TpeGyercs. Abbott GmbH &Co. KG
TEKYLUA PEMOHT Max-Planck-Ring 2

He Tpegyercs. 65205 Wiesbaden
JAHHBIE 1S YTWIBALMA U YHUUTOXEHUS

MEANLIHCKOrO M3OE/ S

Mep,I/ILI,VIHCKOe nigenvie yTmnnsvpyroT U ylyToXarT B COOTBETCTBUKX C Mpasuiamu
obpaljeHns € MeAuUMHCKUMM  OTXOfamu, pernameHTupytowmmmcs  CaHMuH
2.1.7.2790-10 ot 12.12.2010 «CaHWTapHO-3nugemmonoruyeckme Tpe6oBaHMA K
06paLLE>«S0 C MCANLL IMOK/MA OTXOAAMMY.

Heobxogumo cnepoBaTh HaumMOHaslbHBIM CTaHAapTaM Npu nepegavde v ytuansaumm
n3enuns, ero KOMNOHEHTOB 1 ynaKoeiw.

MNEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEOVLIMHCKOE U3AE/VIE
1SO 9001 2000. I1SO LU85:2003

MOTEHUMA/TbHBIV MOTPEBUTE/b

MpodeccroHanbHbIi Nob3oBaTeNb

VHPOPMALIMA O HATNYMA B MEOLIIHCKOM U3OE/ TN
JIEKAPCTBEHHOI'O CPEACTBA

He cogepxut

CTEPWJ/IbHOCTb

MocTaBnsieTcss B HecTepunbHoM Buge. CTef>nnH3ad4HH nepeg npumeHeHwem He
Tpebyetcs.

NH®POPMALIMA O  BO3MOXXHOCTWM  MOBTOPHOIO
MNMPUMEHEHNA

He nognexuT noBTOPHOMY MPUMEHEHMIHO.

MATEPUVAJIbI XKMBOTHOIO MPOVCXOXXOEHNA

MaTepuanbl XUBOTHOrO MPCLICXOXKAEHUA MPOBEPEHbl U PUCKM TtoMMeHeHus MU Z"L K V*>
ykasaHbl B [acnopTe 6e3onacHocTu. MacsitopTa 6e30MnacHOCTY MOXHO HBUTY Ha caiiTe

wWv.ak”ettdiagnostic$.corn nnm o6paTuTecs K MECTHOMY NpeacTaBuTesto

[LOBEPUTESIbHbIN VHTEPBA

He npumeHumo

biquUP:’
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«9660TT M'M6X & Ko. KIM» Ten;+4961 22580

Makc-TnaHr-PuHr 2, dakc; + 49 61 22 58 1244
65205 BucbageH

n/a 1303, 65011 BucbaaeH

Mognuck: <noanucaHo> [Jarta: 22 Hos6pa 2018 .

3amaH KxaH

3amecTuTenb AUPeKTopa no HopMaTMBHO-NPaBOBOMY PeryMpoBaHuIo
PervoH EBBA v NakucTtaH

«3660TT M'M6X & Ko. KIM»

«2660TT NM6X & Ko. KIM»
Makc-MnaHk-PuHr 2

65205 BucbageH-LenbkeHxanm
MepmaHus

<MeyaTb: «I600TT»
«2660TT TMOX & Ko. KIM»
Makc-InaHk-PuHr 2

65205 BucbageH>
KO pugunueckuin agpec: BucbaaeH
PailoHHbIN cyn BucbageHa HRA 4888 YnpaBnsoLwmii:
HecyLwuin nepcoHanbHy O0TBETCTBEHHOCTb KOMMaHbOH: LW tethaH bonnb

«9660TT MeHegXMeHT TM6X» per Anbbepr

KOpuaunuecknii agpec: BucbageH Mpescepatens HabnoaaTenbHOro coBeTa:
PalioHHbIN cyn BucbageHa HRA 12889 Xaiime A. KoHTpepac

OdhmumansHoe 3acBuaeTebCTBOBaHUe

HacToawumM oguumanbHO Ya0CTOBEPSIETCS, YTO I-H 3amaH XaH
«3660TT 'M6X & Ko. KM» Makc-INMnaHk-PuHr 2, 65205
BucbaneH, co6CTBEHHOPYYHO MOCTaBW/ BbILIECTOSILLYHO

noanvchL B NPUCYTCTBUM MOAMNMCAaBLUEroca npegceaarens
MECTHOTO cyfa.

. BucbageH. 27.11.2018 .
! Ne B peecTpe 903/18
MownuHa B cooTBETCTBUM C [oN10XKEHNEM O cbopax B pasmepe
6 eBpoO onnaveHa
<nofnucaHo>
Mpepacepartenb MeCTHOro cyaa

<MeuaTtb: MecTHbIl cya . BucbageH X1 *2>

<nopnucaHo> 22 Hosbps 2018 .

MepeBoA, C aHrMMIACKOr0 M HEMELIKOTO 513bIKOB Ha PYCCKUIA 13bIK BbIMNOMHEH NEPEBOAYNKOM
LLaTHeBbIM Unbein AnekceeBnyem
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Poccuitickas ®egepauus. fopoa Mocksa.

TpeTbero Aekabps ABe ThbICA4YM BOCEMHAALATOrOo roga.

9, baxTaase 3nbmupa tOpbeBHa, HOTapuyc r. MOCKBbLI, CBUAETENbCTBYIO MOL/MHK
nognucu nepesogunka LllaTHeBa Vinbn Anekceesunya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN. N1
JINyHOCTb NogNUCaBLLErO AOKYMEHT yCTaHOB/EHA.

3apeructpmpoBaHo B peectpe: No77/52-H/77-2018- N o'~
B3bickaHO no Tapudyy 100 py6.

YnnayeHo 3a 0Ka3aHWe yc/nyr npaBoBOro M TeXHUYeCKOro xapakrepa: --

3.10. baxTapnse
Mognuck

[MeuaTb

Bcero npowHypoBaHo, np”*ymMmeposaH”

N ckpenneHo neanbro....‘:r::.y.‘rF\r:...nM

HOTapUYC.ceuiieeeiieeeeiieeeee e )
Moanwucek

MeuaTb

Poccuiickasa ®epepauus. Fropos Mockea
TpeTbero fgekabpsa ABe TbiCAYM BOCEMHAALATOrO roja.
A, baxTagse dnbmupa tOpbeBHa, HoTapuyc r. MOCKBbI, CBUETE/bCTBYIO BEPHOCTb KONUKU C NPEeACTaBNEHHOIo Me

[OKyMeHTa.
3apeructpupoBaHo B peectpe: Ne77/52-1/77-2018- Y 'O " ~
B3bickaHO no Tapudy: ~

YnnayeHo 3a oKasaHue yciyr npaBoBOro M TEXHUYECKOro xapakrepa: -
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Abbott GmbH & Co. KG Tel. +496122580
Max-Planck-Ring 2 Fax +496122581244
65205 Wiesbaden

Postfadi 1303, 6501 Wiesbaden

Abbott KONNWA

1, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.j hereby certify that
the attached documents that keep the number of pages indicated below are the Instruction for Use. These documents are in
a full accordance with actual manuals of manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutens [upektopa no HopMaTuBHbIM Borpocam Otaena Esponbl, Bavmiiero
Boctoka, Athpukn 1 MakuctaHa 366on: Mm6x n Ko. KIM (Associate Director Regulatory Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG.), HacToAWwMM YLOCTOBEPS0, UTO MpunaraeMble LOKYMEHTbl B HWKENPUBEAEHHOM 06beme

CTPaHWL, SBASIOTCA WHCTPYKUMSAMW MO MPUMEHEHWIO. AT [OKYMEHTbl MOJIHOCTbIO COOTBETCTBYIOT (haKTUUECKOM
[OKYMEHTALIM NPOM3BOAUTENS.

VIHCTpYKLUMSA MO NnpUMeHeHN0 Ha MeguumHckoe nsgenue (Instruction for medical device)

Ha6op kanubpaTopoB fns o6ecreyeHWs MPaBUILHOCTU KOAUYECTBEHHOro OnpefeneHns 3MEKTPOIMTOB B MOYE

NOTEHUMOMETPUYECKMM MeTOAoM ¢ nomouwbto ICT- mogyns Ha Guoxmmmyeckmx aHanusatopax AHnity ¢ "ICT
mogynb Kanuépatopbl ang moun (AHnity ¢ ICT Urine Calibrator Kit)"

M0 TEKCTY MHCTPYKLMMW BCTPEYatoTCA BapuaHTbI HaVMeHOBaHW MeaANLUNHCKNX VI3,CI|e}'II/II7I, npmeeneHHbIE B Tabnuue HUXe,

KOTOpble ABNAOTCA CrpaBefmBbIMU U paBHO3HauHbIMKU (Instruction for Use includes the followings true and equivalent
short names of medical devices listed in table);

HaumeHoBaHWe Ha HaumeHoBaHMe MeAMLMHCKOTO U3LENNS Ha PYCCKOM CokpalLieHHoe
aHINACKOM f3bIKe HaMMeHOBaHue (Mo
A3bIKe TEKCTY [JOKYMEHTA)

Alinity ¢ ICT Ha6op kann6patopos anis obecrievenns npasunbHoctn ICT

Mofy b
Urine  Calibrator

KONMUECTBEHHOTO OMpEAENeHns 3NeKTPOAMTOB B Moue KaIMbpaTopel And

Kit moun (AHnity CICT
NOTEHLNOMETPUYECKUM  METOAOM € nomouwbio  ICT- Urine Calibrator
MOAyNa Ha buoxmmundecknx aHanmsatopax Alinity ¢ "ICT ity
mogyns Kanm6patopbl gns mouu (Alinity ¢ ICT Urine
Calibrator Kit)"
Cocras:
# Title Number of
pages
1. Insert for Alinity ¢ ICT'Urme Calibrator Kit with ADDENDUM for Russia. 3
2. WHctpateuma no npumeHeHunto ICT Mogyns Kanubpatopsbl gna moum (Alinity ¢ ICT 3
Urine Calibrator Kit) ¢ MTPUNOXXEHNEM gns Poccuu.
Signed: Date;
Zaman Khan

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

p q Abbott

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

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

65205 Wiesbaden-Delkenheim
Germany

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRA 4888
Personlich haftende Gesellsehafterin:
Abbott Management GmbH

Geschaftsfuhrer;
Dr. Ansgar Reseh

Greg Ahlberg Page1of1

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRB12889

Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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Alinity c
ICT Urine Calibrator Kit

Revised November 2016. WK

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 ¢ ICT Urine Calibrator Kit (also referred to as ICT Urine)
INTENDED USE

For use in the calibration of the urine Sodium, Potassium, and
Chloride assays.

For additional information, refer to the Alinity o ICT Sample Diluent
package insert and the Alinity oi-series Operations Manual.

CONTENTS

The Alinity ¢ ICT Urine Calibrator Is prepared Inan aqueous solution.

|CONC|

Calibrator Quantity Sodium Potassium Chloride
WRINECALITT 5x 29 ml 50 mmol/L 9.0 mmol/L 50 mmol/L
|URINECAKIH| 5x 2.9 m1 180 mmol/L  90.0 mmol/L 180 mmol/L

MATERIALS REQUIRED BUT NOT PROVIDED

¢ 04R1001 Alinity cl-series Calibrator/Control Replacement Caps
STANDARDIZATION

Using gravimetric methods, each level of the aqueous-based
calibrator is prepared with ACS grade sodium chloride, potassium
chloride, and sodium nitrate. The concentration of sodium,
potassium, and chloride is determined using a reference method
(flame photometry, titration using silver) calibrated against NIST SRM
918 and NIST SRM 919.

PRECAUTIONS

For in vitro Diagnostic Use

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

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.

PREPARATION FOR USE

« This product is liquid ready-to-use,

* Prior to each use, mix by gentle inversion.

STORAGE

« Protect from strong light lor optimum stability.

« Do not use past expiration date,

¢ This product may be stored on the instrument.

« Ifstored onboard, mixing is not required for each additional use.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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rCT Urine
[iiF] 08P7001
G71150R02
S8P700

Storage Maximum Additional Storage
Tempaature Storage Time Instructions
Unopened 15to 30°C Until
expiration
date
Onboard  System 6 days
Temperature (144 hours)
Opened 2to 8°C 7 days after  Store tightly capped with
opening new replacement cap.

Return to refrigerated
storage after use.

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

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

INSTRUMENT PROCEDURE

« Calibrator lots may be configured using the bar code label on the
calibrator carton.

« Calibration is performed by running the Alinity ¢ ICT Urine
Calibrator set

«  Verify control results are within acceptable limits before reporting
patient resuKsi

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

LIMITATIONS OF THE PROCEDURE

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

Note for number formatting:

« Aspace is used as thousands separator (example: 10 000
specimens).

« Anperiod is used to separate the integer part from the fractional
part of a number written in decimal form (example; 3.12%).

P 1 Abbott



Key to Symbols

Consultinstructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

N><k<8

Control Number

1 1 ConcerttratiGn

@ In vitro Diagnostic Medical
Device

1A Lot Number

1PRODUCED FOR ABBOTT BY | Produced for Abbott by

CT OF CANADA | Product of Canada

List Number

Ir<oniy] For use by or on the order of a

physician only (applicable to USA
classification only).

53 Serial Number
lurihecat i | Urine Calibrator Low
Jurinecat|n | Urine Calibrator High

Alinity is a trademark of Abbott Laboratories in various |urisdictions. All
other trademarks are property of their respective owners.

Abbott GmbH &Co. KG C€
Max-Planok-Ring 2

65205 Wiesbaden

Germany

+49-6122-580

PRODUCED FORABBOTT BY
Sekisui Diagnostics P.E.I. Inc.
70 Walts Avenue
Charlottetown,

Prince Edward Island
C1E 2S9 Canada

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

Revised November 2016.
©2016 Abbott Laboratories

a Abbott
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ADDENDUM

to the Instruction for Use Alinily ¢ ICT Urine Calibrator Kit (for Russia)

SHIPPING

Recommended shipping conditions fordeviceis ambi”t. Device is Stable

until the expiration date indicated on the package. Ship in an enclosed carrier vehicle
of any kir=d In accordance vnlh shipfwng rules, applicable to the respective carrfer.
WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
stored and handled as directed, the maximum shelf life of the medical device is 13
m<mths from date of manufacturing. Device must be discarded if stored with deviations
In manufacturer's requirements (GOST R 51088-2013).

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device In accordance with the requirements of
SanRin  2.1.7.2790-10 dated December 12, 2010 “Sanitary-epidemiological

y Requirements for the Management of Medical Waste*.

Transmit arkl dispose of a produrt and its comportents and packaging in accordance
1 with local regulations.

LIST OF APPLICABLE STANDARDS
ENISO 9001. ISO 13485

POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs
STERILIZATION
Medical device s not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-applied
MATERIALS OF ANIMAL ORIGIN

Motcriais of animal origin are tested and risks of ushg MD are indicated in SOS. Safety
Data Sheets are available at wvrw.abbottdiagnostics.com or contact ycwr
local representative.

CONFIDENCE LIMIT
Not applicable
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Alinity ¢

ICT Mmogynb Kanubpatopbl 4N1d MOo4u

(Alinity ¢ ICT Urine Calibrator Kit)

Heo6X0AMMO TOYHO CNefoBaTh AaHHOW WHCTPYKLMM MO
npuMeHeHno. Mpn OTKNOHEHUU OT AaHHOW MHCTPYKUMMU Mo
NPUMEHEHUIO HAJEXHOCTb Pe3ynbTaToB TeCTa He rapaHTupyercs,

HA3BAHWE
ICT mogynb Kanubpatopbl gns moun (Alinity ¢ ICT Urine Calibrator Kit)
(CokpaleHHoe Ha3BaHue: ICT Urine)

HA3HAYEHWE

[na kannbposku TecToB Sodium, Potassium, Chloride npu
1conefoBalL I MouK.

[oNoNHNTENbHYIO MHOPMALIMIO OM, B MHCTPYKLMMU MO NPUMEHEHUIO
k 1CT mopynb Pasbasutento o6pasua (Alinity c ICT Sample Diluent)
1 PykoBogcTee no akcnnyatauum Alinity ci-series.

COAEPXVMMOE

ICT mogynb Kann6patopsl gna moun (Alinity ¢ FOT Urine Calibrator Kit)
NOAroTOB/EHbI B BOAHOM pacTBOpe.

IcoNcl

Kanu6patop KonnuectBo  Sodium Potassium Chloride
Lrinecarls 5x2.9 mL 50 mmol/L 9.0 mmol/L 50 mmol/L
lurinecarlnl Sx29ml 180 mmol/L 90.0 mmol/L 180 mmpl/L

HEOBXOAVMBIE, HO HE MNMPEAOCTAB/IAEMBbIE
MATEPVAJIbI

e 04R1001 3ameHsemble KpbIWKM 41 KanmbpaTopa/KoHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALINA

Kaxfbll ypoBeHb Kannbparopa, Npon3BefeHHOro Ha BOAHO
OCHOBE, MPUIOTOB/IEH FPaBUMETPUYECKMN B COOTBETCTBUM CO
ctaHgapTom ACS (AMepuKaHCKoe 06LLeCTBO MCCNef0BaHuii B
061acT XMMUK) ANA XNOpuda HaTpus, X1opuia Kanus u HATpaTa
HaTpus. KOHLEeHTpaunn HaTpus, Kaama 1 Xnopuia onpejeneHbl ¢
MCMnonb3oBaHWEM pedepeHCHOro MeToga (nnamMeHHol hoTomeTpuu,
TUTpaLum ¢ cepebpom), KambpoBaHHOTO B COOTBETCTBUM C
pethepeHcHbIMK cTaHgapTamu NIST SRM 918 n NIST SRM 919.

MEPbI NMPEAOCTOPOXHOCTIU
« IYP
e 9 gnarHoctuku in Wiro

YTunusupyiite cofepXXnmoe/KoHTeliHep B COOTBETCTBUM C
caHuTapHbiMu Hopmamu P (CaHMuH 2.1.7J2790-10 ot 09.12.2010).
MacnopTa 6e30MacHOCTU LOCTYMHbI Ha caiiTe
www.abbottdlagnostics.com unun y MecTHOro npeacTaBuUTeNs.
MoapobHY0 NH(OPMaLMIO O HEOBXOAMMBIX Mepax
NPeAOCTOPOXHOCTM NpW paGoTe C aHaIM3aTopoM

cM. B PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 8.

NnoAdroToBKA K NCMOJIB3OBAHNIO

" [laHHblii NPOAYKT NOCTAaBNAETCH B XUAKOM BUAE, FOTOB K
CMO/MbL30BAHNIO.

« [epes KaXAbIM MCMOMb30BAHNEM NEpPeMeLLNBaiTe, akKYpPaTHO
nepesopaunBas (nakoHbl.

XPAHEHWE

* B uensx coxpaHeHus ONTUMaNbHOW CTabUNLHOCTU 3aw L aiTe
OT ApPKOro ceeTta.

e He I/ICI'IOI'Ib3yI7ITe nocse OKOH4YaHMA CPOKa rogHoCcTu.
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[JaHHbIiA NPOAYKT MOXHO XpaHUTb Ha GOPTY aHanMsaTopa.
Mpu XpaHeHUW Ha 6OPTY NepeMellnBaHUe NpU Ka” oM
[OMOMHUTENEHOM UCMONb30BaHUN He TpeGyeTcs.

MakcvumanbHoe [ononHuUTeNbHbIe
TemnepaTypa Bpems WHCTPYKLUM Mo

XpaHeHus XpaHeHus XPaHeHuto
HeBckpbIThid 15 - 30'C [l0 OKOH4aHuA
(hnakoH Cpoka rogHoctu
Ha 6opTy Temnepatypa 6 AHelt

B CMCTEME (144 vaca)
BekpbiThil - 2 - 8'C 7 pHeih nocne  XpaHWTb BO
(hnakoH BCKpbITUSA (hnakoHax, NNoTHO

3aKpPbITbIX HOBbIMW
3aMeHsAeMbIMMN
KpbILWKaMK.
MomecTuTb B
XONOANNBHUK nocre
MNCNONb30BaHUSA.

CuncTema oTcneXxuBaeT CTabUAbHOCTb NPW UCNONb30BaHNUN -
nepuos BpemMeHu, B TEUEHUe KOTOPOro Kanmbparop HaxogmuTcs
BHE X0N0AMNbHUKA Ha 6opTy aHann3atopa. CucTema He NO3BONUT
MCNONb30BaTh KanubpaTop, ecnu nepuog cTabunbHOCTM

npn UCNoNb3oBaHNN ncTek. CM. MaKCMMaNnbHOe 3HauYeHune
CTabuNbHOCTU NpW MCNOMb30BaHUM B OT4YeTe “lMapameTpsbl
TecToB". [LONONHUTENbHYIO MHGOPMALMIO O CTabUNbHOCTM MpK
MCNONb30BaHWM KanubpaTtopa cM. B PYKOBOACTBe MO 3KCnayaTauum
Alinity ci-series, Pasgen 5.

[lononHuTeNbHYO MHOPMaLMIO O BbIBOAE NapameTpoB TeCTOB
Ha neuyaTtb CM. B PykoBoacTBe mo akcnnyatauuu Alinity ci-series.
Paspgen 5.

I'IPOLI,E,EI,YPA PABOTbI HA AHAJTM3ATOPE

MapameTpbl cepuu KanubpaTopa MOryT BBOAUTLCA MPU MOMOLLM
LITPUXKOAA Ha yrakoBKe Kanubparopa.

» Kanu6poBka NpoBOAUTCA METOAOM TecTupoBaHus 1CT Mogy/b
Kawwmbpartopos ans moum (Alinity o 1CT Urine Calibrator Kit)

« Tlepep coobuieHmem pe3ynbTaToB nauueHTa ybeanTech,
4TO 3HaYeHMs KOHTPONe HaxoAaTca B Npefenax fuanasoHa
[0MNYCTUMBIX 3HAYEHWNIA.

*  WHdopmaumio 0 HacTpoiike mapameTpoB Kannbparopa cM, B
PykosogcTee no akcnnyatauum Alinity ci-series, Pasgen 2.

*  VHbopmaumio 0 3aKase W 3arpyske kanm6paTopos B CUCTEMY
cM. B PykoBogcTBe no akcnnyartauum Alinity ci-series. Pasgen 5.

MOKASATENN HECTABUIBHOCT W MOPYA

MokasaTensiMu HecTabUALHOCTU UM NOPUU CNYXKAT BUAUMbIE Cefbl
NpOTEYKU, HECOOTBETCTBME KaNNGPOBKN KPUTEPUSIM, YKa3aHHbIM B
VHCTPYKLMW MO NPUMEHEHUIO W/unn PyKOBOACTBE MO 3KCMyaTaLmu
Alinity ci-series, a1 HeCcOOTBETCTBME KOHTPOAEl YCTaHOBNEHHbIM
KpUTEpUAM.

OrPAHVNYEHWA MPOLIEAYPHI

MonyyeHne TOYHbIX 1 BOCMPOU3BOANMBIX Pe3ynbTaToB 3aBUCKUT
0T NpaBUNbHON paboTb] aHaNM3aTOPOB W peareHToB, CO6MOAEHUS
npaBua XpaHeHWsi NPOAYKTa B COOTBETCTBUM C MHCTPYKLMSMY,

a TaKxe cobniogeHns MeToAuk nabopaTtopHoi paboTbl.

a Abbott
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thopmart uucen:

* B kauecTBe pasfiennTens TbiCAY UCMONb3yeTca r|p06e/1

(npumep: 10 000 06pas3LioB).

¢ B KkayecTBe pasgenutens AeCATUYHbIX UCMOMb3YeTCA TOUKa

(npumep: 3.12%).
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1PRODUCED rOR ABBOTT BY |
IPRODUCT OP CANADA [
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Rx ONLY 1

7
lurirecatlll

[URINECAL |n |

Cm. MHCTPYKLMIO NO NPUMEHEHMIO

M3roTosuTesnb

TemnepaTypHblii AnanasoH
Mcnonb3osaTb A0/CPOK roAHOCTM

KoKTponsHb/ Homep
KoHueHTpaums

MeanunHckoe nsgenue ana
[MarHoCTUKK In YMio
Homep cepuun

Mpowu3ssegeHo ans Abbott
MpogykT KaHagbl
KaTanoxHslii Homep

Lns ncnonb3oBaHWs TONbKO
MeAULMHCKUM PaBoTHUKOM
(NpYMeHUMO TOMBKO K
knaccuukauum CLLUA)
CepuiiHblii HOMep

Hw3kwiA kanubpaTop Ans Moun

Bbicokuii kanubpaTop Ans Moumn

Alinity sBnseTcs TOprosoii Mapkoii komnaHum Abbott Laboratories B
pasnnYHbIX IOPUCANKLMAX. BCe Apyrvie TOProBble Mapky SBNAIOTCA
COGCTBEHHOCTbLIO COOTBETCTBYIOLLVX BNIafe/bLiEB.

Abbott GmbH & Co. KG

Max-Planok-BIng 2
65205 Wieshaden
Germany
+49-6122-580

IPRODUCED FOBABBOTTBY |

Sekisui Diagnostics P.E.I. Inc.

70 Watts Avenue
Charlottetown,
Prince Edward Island
C1E 2B9 Canada

CE

CepBucHasa nogaeprkka; ObpaliainTecb K CBOeMy MECTHOMY
npeAcTaBUTENIO UM CMOTPUTE KOHTaKTHYHO MHopMaLuio ans
Ballell cTpaHbl Ha calite www.abbottdlagnostics.com

Pepakups; Hos6pb 2016 r.
©2016 Abbott Laboratories

ABTOpPN30BaHHbI NpefCcTaBUTeNb U3TOTOBUTENS HA TeppUTOPUN
Poccun n gpyrux ctpaH CHI:

000 «32660TT /1abopaTopus», 12517T, Poccus, 1, MocKga,
JleHUHrpagckoe wocce, 16A, ctpoeHue 1,
Ten: +7 (495) 258 42 80; dakc: +7 (495) 258 42 81
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MPUTOXEHVE

KuHetp)na.” v no npumeHeHwto FOT mogynb Kanubparc/ sl 4na moun gns Poccumn
TPAHCIMOPTUPOBKA

Vzpenne peKkomeHyeTcs TPaHC/I0PTNPOBaTL 6e3 TemnepaTtypHbIX
orpaHuyeHuii. M3gene octaeTcsl CTaGWbHbIM [0 OKOHYaHUsS CPOKe [OAHOCTW,
YKa3aHHOTO Ha YMakoBke. TPaHCTOPTUPOBKa CK/LLECTANIeTCl BCEMU  BUAAMU
TpaHcnopTa B KPbITbK TPAHCMOPTHbIX, CPEACTBAX B COOTBETCTBMM C. NpaBuUiamm
nepeBO3KM rpy30B, AelCTBYIOLMMI Ha kdkacmn BUAE TPaHCropTa.
FAPAHTUVHBIE OBA3ATE/IbCTBA

Npou3BOANTENb FAapaHTUPYET, YTO NPV NPaBU/bHOM XPaHEHWN 1 06paLLeHn nsgenne
ocTaeTcst CTabusbHBLIM ;0 UCTEYEHNS CPOKa FOAHOCTU. MaKcMabHbIA CPOK FOAHOCTH
MeAMLMHCKOTO n3fenmst Ho Gonee 13 MecsileB C AaTbl NMPOW3BOACTBA. V3genve,
XpaHuBLUEECst C HapyLleHVWeM persaMeHTMpPOBaHHOIO MPOV3BOAUTENEM PEXUMA,
NPUMeHEHWIO He nognexuT (B cootseTcTBumM ¢ FOCT P 51("*2013).

TEXHNYECKOE OBCJ1Y>XKVIBAHVE

He TpebyeTtcs.

TEKYLLWA PEMOHT Abbott

He TpebyeTcs.

OAHHBIE  gns  YTWIMBALUMU U YHWUUTOXXEHWUA ﬁ/lbbogleEﬁiQ& Cg- KG
MEANLUHCKOTO U3AENNSA ax-rFlanck-ring
MeauumMHCKoe M3fenue yTUAM3VPYIOT U YHUUTOXAOT B COOTBETCTBUM C Npasunamu 65205 VVieSbaden

obpalieHns ¢ MeAVLMHCKUMKM  OTXOAamu, pornameHTupytowmmmcs  CaHMuH
2.1.7,2790-10 ot 12.12.2010 «CaHuTapHO-3anuaemmonornyeckne TpeboBaHus K
obpalLleHunio ¢ MeANLMHCKUMU OTXOAAM,

Heobxoanmo cnefoBaTh HaUMOHaNbHBEM CTaHfgapTam npu nepegade v yTunvsaumm
n3aennsi, ero KOMMNOHEHTOB W YNaKoBKN.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAMLIMHCKOE U3OE/VE

EN ISO 9001, 1SO 13485
I'IOTEHLI,VIAI'IbeII7I MNOTPEBUTE/1b
MpodheccroHasnbHbI NoNb3oBaTesNb

NH®OPMALIA O HATMYM M B MEAVLIMIHCKOM U3OE/1MA
JIEKAPCTBEHHOIO CPEACTBA

HB'cogepxut
CTEPUJIbHOCTb

JlocTaBnisieTc B HeCTepuibHOM Buge. CTepunusauysi nepef, NpUMEHEHWEM He
TpebyeTcs.

MH®OPMALMA O  BO3MOXHOCTU  TNOBTOPHOIO
MPVMEHEHUA

He NOANEXUT NOBTOPHOMY MPUMEHEHUIO.
MATEPUNANDBI XKNBOTHOIO NMPONCXOXAOEHNA

MaTepunasnbl >KMBOTHOTO MPOUCX/NKAEHWSI MPOBEPEHbl W PUCKW MpuUMeHeHnss MU
ykasaHbl B MacnopTe 6e3onacHocTu. MacnopTta 6e30nacHbCTy MOXKHO HaliTh Ha
caiiTe www.abboMdiagnostic3.com nm 06paTUTECh K MECTHOMY MPEACTaBUTENHO.

,EI,OBEPI/ITEI'IbeII7I WN1TIEPBAMN
He npumeHunmo

Soh (Ni
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«3660TT I'M6X & Ko. KM» Ten:+ 4961 22580

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

n/s 1303,65011 BucbapeH

Mognuck: <nognucaHo> Jarta: 22 Hosi6pa 2018 r.

3amMaH KxaH

3amecTuTeNb AMPEKTOpa Mo HOPMATUBHO-MPABOBOMY PErynmpoBaHuIo
Pervnon EBBA u MaknctaH
«2660TT MTM6X & Ko. KIM»

«3660TT 'M6X & Ko. KI™»
Makc-IMnaHk-PuHr 2

65205 BucbageH-LenbkeHxanm
MepmaHus

<[leyaTb: «9660TT»
«3660TT N'MOX & Ko. KIM»
Makc-I"naHk-PuHr 2
65205 BucbaneH>

KO pugunueckuin agpec: BucbageH
PaiioHHbIl cyn BucbageHa HRA 4888 YnpaBnaroLnii:

Hecywunit nepcoHanbHyH OTBETCTBEHHOCTb KOMMAHbOH: L TethaH Bonnb
«2660TT MeHeaKMeHT MTMOX»

KO pugnuecknii agpec: BucbageH
PalioHHbI cyn BucbageHa HKJT 12889

Fper Anbbepr
Mpescepatens HabnOAaTENbHOTO COBETA:
Xalime A. KoHTpepac

OdhmumansHoe 3acBuaeTeNLCTBOBaHNe

HacToswwmm ouumanbHO yA0CTOBEPSETCS, UTO I-H 3amaH XaH
«3660TT TM6X & Ko. KIM» Makc-MnaHk-PuHr 2, 65205

Buc6ageH, CO6CTBEHHOPYYHO NOCTABWU/ BbILLECTOSILLYHO

noAnuchL B MPUCYTCTBMM MOAMUCABLLErocs npeacesarens
MECTHOrO CyAa.

BucbageH, 27.11.2018 .

N9 B peecTpe 903/18

MownuHa B cooTBeTCTBUM C MMoN10XKeHMeM 0 cbopax B pasmepe
6 eBpO onnaveHa

<nognucaHo>

Mpepcepnarens MecTHOro cyaa

<MeyaTtb: MecTHbIl cya . BucbageH X1 *2>

<nopnucaHo> 22 Hosi6psa 2018 r.

MepeBof C aHIMIACKOTO N HEMELLKOT O S13bIKOB Ha PYCCKUIA A3bIK BbIMONHEH NEPEBOAUNKOM
LLaTHeBbIM Unbeit AnekceeBnyem
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Poccuiickast Pegepaums. Ffopog Mocksa.

TpeTbero Aekabps f4se TbicA4YM BOCEMHAALATOro roga.

7, baxTaase Onbmupa KOpbeBHa, HOTapuyc . MOCKBbI, CBMAETENLCTBYHO MNOLMHHA
noanucy nepesogyunka LatHesa Mnbn Anekceesunya.

Mognuce caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTL NoAnmncaBLLero AJOKYMEHT YyCTaHOB/EHa.

3apeructpmpoBaHo B peectpe: Ne77/52-H/77-2018- N3
B3bickaHo no Tapudy 100 pyo6.

YnnaueHo 3a okasaHue ycayr NpaBoBOro M TeXHUYECKOr0 XapakTepa: —

3.10. baxTapase
Mognucb
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Abbott GmbH & Co. KG Tel. +496122580
Max-Planck-Ring 2 Fax +49 61 22 58 1244

KOTIMnN4HA

Postfach 1303,65011 Wiesbaden

Abbott

I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG., hereby certify that
the attached documents that keep the number of pages indicated below are the Instruction for Use. These documents are in
afull accordance with actual manuals of manufacturer.

7, 3amaH XaH (Zaman Khan), 3amecTuTens [dupektopa no HopmaTuBHbIM Bonpocam OTtgena EBponsl, BawkHero
BocTtoka, Adpukn un MakuctaHa 3660TT M'm6X 1 Ko. KIT (Associate Director Regulatory Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG.), HacToAWMM YAOCTOBEPAID, YTO MNpuiaraemble AOKYMEHTbI B HUXKenpuBeAeHHOM 06beMe
CTPaHWL, SBAAIOTCA WHCTPYKUMAMW MO MPUMEHEHU0. OTW AOKYMEHTbl MO/IHOCTbIO COOTBETCTBYHOT (DaKTUUeCKOi
[JOKYMeHTaLMn Npou3BoLMTENS.

MHCTpYKUMS No NprMeHeHUIo Ha MeagnumnHckoe usgenue (Instruction for medical device)

PasbaBuTenb obpasua tvia KoNnM4ecTBEHHOIO OMpefesieHNs 3NeKTPOIMTOB B CbIBOPOTKE, NiasmMe KPOBW WAW MoYe
YenioBeKa MOTEHLMOMETPUYECKMM MeTOA0M C nomowbio 1CT-Moayns Ha 6uoxmmmyeckmx aHanmsatopax Alinity ¢
y "1CT mopynb PaszbaButenb obpasua (Alinity ¢ ICT Sample Diluent)™

Mo TEKCTY MHCTPYKLMM BCTPEYAlOTCA BapuaHTbl HAUMEHOBaHWIA MeAULMHCKMNX W3LeNuil, NpuBefeHHbIEe B Tabnuue Huxe,
KOTOpble ABNAKOTCA crpaBef/iMBbIMKM U paBHO3HauHbIMK (Instruction for Use includes the followings true and equivalent
short names of medical devices listed in table):

HaumeHoBaHVe Ha HavmeHoBaHWe MeMLMHCKOTO U3AeNNs Ha PyCCKOM CokpallieHHoe
aHTINiicKom A3blKe HaMMeHoBaHMe (HO
A3blKe TEKCTY [JOKYMEHTa)

Alinity ¢ ICT  pas6asutens o6pasua Ana KonuuecTseHHoro onpegenerus Alinity ¢ TCT
Sample Diluent 3M1EKTPONINTOB B CbIBOPOTKE, M/asMe KpoBu wan moue MOAY/b
Pa36asuTenb
Yenoseka NOTEHLMOMETPUYECKM METOAOM C MOMOLLbHO

o obpasua (Alinity ¢
1CT-mogynst Ha 6uoxumuyeckux aHanusatopax Alinity ¢ o1

Sample
"1CT moaynb Pasbasutenb o6pasua (Alinity ¢ ICT Sample Diluent)
Diluent)"
Cocras:
# Title Number of
pages
1 Insert for Alinity ¢ ICT Sample Diluent with ADDENDUM for Russia. 3
2. WHcTpykums no npumeHeHuto ICT moaynb Pasbasutens obpasua (Alinity ¢ ICT 3

Sample Diluent) ¢ MPUNOXEHWMEM anga Poccun.

Signed: Date;
Zaman Khan

Associate Director Regulatory

Affairs EMEA and Pakistan

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

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

MaX_P|anck_Ring 2 65205 Wiesbaden

65205 Wiesbaden-Delkenheim

Germany

Sitz der Gesellschaft: Wiesbaden

Aratsgericht Wiesbaden HRA 4888 Gesohaft.sfiihrer:

Persiinlidi haftende Gesellschafterin; Dr. Ansgar Rcsch P f
Ablioll Management GmbH Greg Ahlberg age 1 of1
Site der Gesellschaft: Wiesbaden Vorsitzender des Aufsichtsrates:

Amtsgericht Wiesbaden HRB12889 Jaime A. Contreras
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(t

Alinity c
ICT Sample Diluent

Created September 201G.

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

| NAME
Alinity ¢ ICT Sample Diluent (also referred to as ICT Diluent).

Untended use

The Alinity ¢ ICT (Integrated Chip Technology) Is used for the
quantitation of sodium, potassium, and chloride In human serum,
plasma, or urine on the Alinity ¢ analyzer.

| SUMMARY AND EXPLANATION OF THE TEST

Sodium is the major cation of extracellular fluid; it plays an essential
role in the normal distribution of water and in the maintenance of
osmotic pressure in extracellular fluid compartments. Decreased
levels of sodium may be caused by an excessive use of diuretics,
prolonged vomiting, a decrease in the intake of sodium In the diet,
and metabolic acidosis. Increased levels of sodium may be found
InCushing's syndrome, severe dehydration, or In high levels of salt
intake without an adequate supply of water.T »

Potassium Is the major Intracellular cation. The concentration

of potassium Inthe erythrocytes is approximately 23 times the
concentration in plasma. For this reason, only unhemolyzed samples
must be used. Decreased levels of extracellular potassium are
characterized by weakness in the muscles, irritability, paralysis,
accelerated heartbeat, and eventually cardiac arrest, and may be
caused by a poor intake of potassium in the diet, by a redistribution
of extracellular potassium, and by an Increased loss of body fluids
rich in potassium. Abnormally elevated levels of extracellular
potassium produce mental confusion, general weakness, numbness,
flaccid paralysis In the extremities, a slowed heart rate, and
eventually collapse of the peripheral vascular system and cardiac
arrest. Causes of increased potassium levels may be linked to
inappropriate intravenous therapy, dehydration, shock, diabetic
ketoacidosis, and severe burns.T”

Chloride is the major extracellular anion. The majority of ingested
chloride Is absorbed, and the excess is excreted along with other
lons into the urine. Low levels of chloride are observed inthe case
blprolonged vomiting accompanied by the loss of hydrochloric

acid (HCI), in metabolic alkalosis, in critical cases of Addison’s
disease, and In kidney disease resulting in loss of salt. Elevated
levels of chloride are observed in metabolic acidosis associated with
prolonged diarrhea and with loss of sodium bicarbonate (NaHCOg),
and in the case of renal tubular diseases in which there is a
decreased excretion of hydrogen ion (H*), which causes inturn a
decrease In the reabsorption of bicarbonate ion (HCOa').”' ®

| PRINCIPLES OF THE PROCEDURE

lon-selective electrodes (ISE) for sodium, potassium, and chloride
utilize membranes selective to each of these lons. An electrical
potential (voltage) Is developed across the membranes between
the reference and measuring electrodes In accordance with the
Nernst equation. The voltage Is compared to previously determined
calibrator voltages and converted into lon concentration.
Methodology: lon-selective electrode diluted (Indirect)

For additional information on system and assay technology, refer to
the Alinity cl-series Operations Manual, Section 3.
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ICT Diluent
07P53
G71456R01
B7P530
[1?207P5320
1 REAGENTS
Kit Contents

Alinity ¢ ICT Sample Diluent 07P53

Volumes (mL) listed in the table below indicate the volume per
cartridge.

07P5320
Tests per cartridge 935
Number of cartridges per kit 10
Tests per kit 9350*
[<6 68.2 mL

Isil Active ingredient: buffer.

'‘One test per sample can generate one to three results (Na*, K*
and ClI-).

Warnings and Precautions
e For in vitro Diagnostic Use

Safety Precautions

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

The following warnings and precautions apply to: ICT Sample
Diluent*

H402 Harmful to aquatic life.
Prevention

P273 Avoid release to the environment.
Disposal

P501 Dispose of contents / container in

accordance with local regulations.

* Not applicable where regulation EU 1272/2008 (CLP) has been
implemented.

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.

« Ifa 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 lIrrterfere 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 15to 30'C Until Store In upright position.
expiration
date
Onboard ~ System 30 days
Temperature
Opened 15 to 30°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 15 to 30°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.

Acetic acid odor from the diluent is normal.

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

I INSTRUMENT PROCEDURE
The Alinity ¢ Sodium, Potassium, and Chloride assay files 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.

| SPECIMEN 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 Special Conditions

Serum Serum tubes (with or For Potassium,
without gel barrier) hemolyzed specimens
must not be used.
Plasma Collection tubes

Acceptable
anticoagulants are:
Lithium heparin (with
or without gel barrier)
Sodium heparin (full
draw)

Urine (random; 24- Without preservatives’

hour)

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

» The Instrument does not provide the capability to verify specimen
types. It is the responsibility of the operator to verity that the
correct specimen types are used In the assay.

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.

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

* NOTE: Multiple myeloma and lipid samples are known to give low

results on diluted ISE systems due to the high level of proteins/
lipids present in the sample.r- ®

« 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

recentritugation.

Specimen Storage

Serum/Plasma®'

Maximum Storage Time

Temperature Sodium Ffotasslum Chloride
20 to 25'C 2 weeks 1 week 7 days
2to 8C 2 weeks 1 week 7 days
-20'C 1year 1year > 1 year

Urine®-”

Maximum Storage Time

Temperature Sodium Potassium Chloride
20 to 25'C 45 days 45 days 7 days
2t0 8C 45 days 2 months 7 days
-20°C 1year 1 year 7 days

Avoid multiple freeze/thaw cycles.

Guder et al. suggest storage of frozen specimens at -20'C lor no
longer than the time intervals cited above.®

Each laboratory may establish a range around -20'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.

a Abbott
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| PROCEDURE

Materials Provided
07P53 Alinity ¢ ICT Sample Diluent

Materials Required but not Provided

e Alinity ¢ Sodium, Potassium, and Chloride assay files

« 09D2804 Alinity ICT Module

« 08P7640 Alinity c-series ICT Reference Solution

* 08P6901 Alinity ¢ ICT Serum Calibrator Kit

« 08P7001 Alinity ¢ ICT Urine Calibrator Kit

« Commercially available controls containing sodium, potassium,
and chloride

For information on materials required for operation of the instrument,

refer to the Alinity oi-series Operations Manual, Sectton 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.

¢ [fusing 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: 15 pL (serum/plasma/urine).
NOTE: This amount does not include the dead volume
plus the additional over-aspiration volume. For total sample
volume requirements, refer to the Alinity cl-serles Operations
Manual, Section 4.

« Refer to the Alinity ¢ ICT Serum Calibrator Kit package insert,
Alinity ¢ ICT Urine Calibrator Kit package insert and commercially
available control material package insert for preparation and
usage,

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

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

Calibration

For instructions on performing a calibration, refer to the Alinity cl-
series Operations Manual, Section S.

Calibration is stabie for approximately 1 day (24 hours), but is
required with each change in diluent lot. The laboratory may choose
any calibration interval up to 24 hours. The use of a particular
calibration time interval is dependent on individual laboratory policy
or preference. Verify caiibration 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
8 hours and following calibration.

« If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.
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« [f 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. Recallbration 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 ICT Sample Diluent, ICT Reference Solution, 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 tor
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.

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 verity package insert claims, refer to Verification of

Assay Claims in the Alinity cl-serles Operations Manual.

I RESULTS

Calculation

The Alinity ¢ Sodium, Potassium, and Chloride assays utilize the
Potentiometric data reduction method to generate a calibration and
results.

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 mmol/L which
meets the limits of acceptable performance for linearity. Imprecision,
and bias.

SerumvPlasma

The measuring Interval of the Alinity ¢ Sodium assay Is 100 to

200 mmol/L.

The measuring interval of the Alinity ¢ Potassium assay is 1,0 to
10.0 mmol/L.

The measuring Interval of the Alinity ¢ Chloride assay Is 50 to

150 mmol/L.

Urine

The measuring interval of the Alinity ¢ Sodium assay is 20 to

400 mmol/L.

The measuring Interval of the Alinity ¢ Potassium assay is 1.0 to
300.0 mmol/L.

The measuring interval of the Alinity ¢ Chloride assay is 20 to
300 mmol/L.

I LIMITATIONS OF THE PROCEDURE
Refer to the SPECIMEN COILECTION AND PREPAFIATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHAFIACTERISTICS
sections of this package insert.
The Alinity o Sodium assay serum application is susceptible
to interference effects from conjugated bilirubin at > 30 mg/dL,
hemoglobin at > 500 mg/dL, sodium salicylate at > 36 mg/dL, and
benzalkonlum chloride at > 1 mg/dL.
The Alinity ¢ Potassium assay serum application is susceptible to
interference effects from hemoglobin (hemolysis) at > 100 mg/dL and
benzalkonlum chloride at >5 mg/dL.
The Alinity ¢ Chloride assay serum application is susceptible to
interference effects from hemoglobin (hemolysis) at > 1000 mg/dL,
lithium bromide at > 20 mg/dL, and lithium iodide at > 25.4 mg/dL.

Abbott



The Alinity 0 Sodium assay urine application demonstrated greater
than 10% interference with sodium carbonate at 1,25 g/dL, sodium

fluoride at 400 mg/dL, and sodium oxalate at 60 mg/dL for samples
with sodium concentrations s 74 mmol/L,

The Alinity ¢ Chloride assay urine application demonstrated greater
than 10% interference from 6N hydrochloric acid at 2.5 mL/dL.

I EXPECTED VALUES
It is recommended that each laboratory determine Its own reference
range based upon its particular locale and population characteristics.
Reference Range
Serum/Plasma’®

Range (inmol/l)
Sodium Premeture, Cord 116to 140
Premature. 48 hours 12810148
Newbom, Cord 12610 166
Newbom 13310146
Infant 13910 146
Child 13810145
Adut 13610145
> 90 years 13210 146
Potassium Premature, Cord 5.0t010.2
Premeture, 48 hours 3.0t06.0
Newborn. Cord 5610120
Newbom 37t059
Infant 411053
Child 34t04,7
At 35t051
Plasma, Mble 35t045
Plasma, Ferrele 34t044
Chloride Cord 9% to 104
Premeture 9%5to 110
Qto 30 days 9810 113
Adut 98to 107
> S0years 9%to 111
Urine’®
Range (mnml/day)
Sodium 6to10years Mie 4110115
Ferrele 20to 69
10to 14 years Mie 63t0 177
Ferrele 4810 163
Adult Mile 40t0220
Ferrele 2710237
Potassium 6to 10years  Mule 17to 54
Ferrele 8t0 37
10to 14 years MHle 221057
Ferrele 18t058
Adit 2510 125
Chlorice Infant 2t0 10
Child < 6 years 15t040
6to 10years Mie 36to0 110
Ferrele 18t074
10to 14 years Mile 64 to 176
Ferrele 36t0 173
Adut 110t0 250
> 60 years 95t0 195

For Sodium, Potassium, and Chloride, results expressed in mmol/L
are equivalent to mEg/L; results expressed in mmol/day are
equivalent to mEqg/day.
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24-Hour Urinary Excretion Chloride

Sodium. Potassium, and Chloride

To convert results from mmol/L to mmol/day (24-hour urinary

excretion) -
i Ssinpig

24-hour excretion - [(V x c¢) + 1000] mmol/day Control

Where; Level 1

V - 24-hour urine volume (mL)

¢ - analyte concentration (mmol/L)

I SPECIFIC PERFORMANCE CHARACTERISTICS g’g"z'

Representative performance data are provided In this section. Results
obtained in individual laboratories may vary.

All studies were performed on the Alinity ¢ analyzer.

Control
Precision Lewel 3
Within-Laboratory Precision
Serum
A study was performed based on guidance from CLSI EP05-A2. Panel f
Testing was conducted using 2 lots of the Alinity ¢ ICT Sample
Diluent, 2 lots of the Alinity o ICT Serum Calibrator Kit, 2 lots of Panels
commercially available controls and 2 Instruments. Three controls
and 2 human serum panels were assayed in a minimum of 2
replicates at 2 separate times per day on 20 different days.""*
Sodium
Within-Run
(RepealibllilY)  Wilhin-Uboralory (Towy*
Control Mean 0 Ycv
Sample Lot n (mmolll) SO  %cv (Range*) (Range")
Control 1 249 125 05 04 09 07
Lewl 1 (0B-10) (0,6-0,8)
2 249 125 05 04 09 07
(0.8-09) (06-08
Control 1 252 144 05 04 09 06
Level 2 (0.8-1.0)  (0,6-0.7)
2 249 144 05 04 09 06
(0B10 (05-07)
Control 1 249 161 05 03 10 06 Sanpl
Lewel 3 (0911 (@s-07) oMo
2 249 161 08 04 11 07
(09-12)  (0.6-0.7)
Parel A m 49%6 12 04 04 08 0.7 Cort
(0.B-D9)  (0.6-0.8) Lad
Parel B NA 49 190 08 04 14 07
(12-16)  (0.6-0.9)
Potassium Parel
Within-Run
(Repeatability)  Within-Laboralory (Total)" Parel
Control Mean 0 %ev
Sample lot I (o) SO 9%v  (Range”) (Range”) Pota
Control 1 246 28 003 09 0,04 14
Lewel 1 (004-004) (1,3-15)
2 246 28 001 03 001 04
(0.00-0.02)  (0,0-0.6) Sami
Control 1 246 40 002 06 0.03 08
Level 2 00w (809 o
2 246 40 001 03 0.02 05
(0.02-0.02)  (0.5-0.5)
Control 1 246 68 003 04 0.05 07 .
Levd 3 ©0-008) (0607 %
2 245 68 003 05 0.05 07
(0.04-005) (0.6-0.7)
Parel A NA 401 16 002 11 0,03 17
00-004 (0027) e
Parel B NA 492 94 04 04 0.06 0.7
(0.05-0.07)  (0.5-0,8) Pare
Pane
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1 243 & 04 04 06 07
mod? (06-07)  (06-08)
2 43 9 04 05 06 06

WiiinRn
(Repeatability)  Within-Laboratory (Totaly*
Catitrol Mean 0 %cv

Smple L& a2 (mol) O %v  (ReY)  (RangeY)

:Qrid 1 28 & 05 06 07 08
el 1 (0.6-06)  (0.7-0.9)

2 43 & 04 05 0.6 07
(05-0.7)  (05-09)

(05-0.7)  (05-07)

Grd 1 243 110 05 05 08 07
Lewls (06-09  (05-09
2 43 109 05 05 07 07
(05-09)  (05-098)

REA NA 48 % 03 06 06 10
(04-06) (08-12

REB  m 485 1R 06 04 10 08

(0.7-13)  (0,5-0.9)

« Includes withIn-run, between-run, and between-day variability.
*Maximum and minimum SD or %CV for each reagent lot and
instrument combination.

Urire

Astudy was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 2 lots of the Alinity ¢ ICT Sample
Diluert, 2 lots of the Alinity ¢ ICT Urine Calibrator Kit, 2 lots of
commercially available controls and 2 Instruments. Two controls
and up to 3 human urine panels were assayed in a minimum of 2
replicates at 2 separate times per day for a minimum of 20 days.™
Sodium

Within-Run
(Repealabliity)  Wilhin-Laboralory (Total)*
Control Mean D %cv
Snpe Lot n (mol) D %y Ry (R
Qrid 1 240 @ 06 07 10 11
led 1 (09-1.1)  (1.0-1.2)
2 20 ® 05 05 07 08
(07-08  (07-09
Qi 1 20 161 07 04 10 05
leel 2 (09-11)  (06-0.7)
2 220 1l 06 04 16 09
(1.0-1.8)  (0.7-1.1)
REA  NA 480 2 05 23 06 29
(05-08) (23-37)
REB NA 480 333 16 04 39 10
(25-47)  (0.7-1.2)

Potassium

Within-Run
(Repeatability)  Vthin-Laboraloty (Totaly*
Control Mean 0 Ycv
Sinple Lat n (o) D Y%v (R (Range®)
Qrid 1 240 166 006 03 013 08
leel 1 (0.13-0.14) (08-09)
2 20 165 005 03 012 07
(011-0.12)  (0.7-0.7)
@t 1 240 1 017 03 034 06
led2 (029-039) (05-0.7)
2 20 582 017 03 049 08
(020-062 (0.5-1.1)
REA NA 40 17 002 14 004 24
(004-004) (23-26)
RE8 NA 480 1277 035 03 068 05
(0.50-0.83)  (0,4-0.6)
REC NA 479 2846 08 03 191 07
(1.65-2.12)  (06-0.7)
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Chloride
Within-Run
(Repestability)  \Mthin-Laboratory (Total)
Control Mean ) ey
Sample Lot n  (mol) SO %cv  (Range) (Range™)
Control 1 240 103 05 04 09 09
Lol 1 (08-1,0)  (0.8-0,9)
2 240 103 05 05 08 08
(08-0.8)  (08-08)
Control 1 20 18 07 04 12 06
Level 2 (11-1.3)  (0,5-0.7)
2 240 18 07 04 19 10
(13-24) (0.7-1.2)
Pael A NA 479 24 03 11 04 15
(01-05)  (0.4-2.2)
PelB NA 480 273 09 03 22 08
(19-23)  (0.7-0.8)

®Includes within-run, between-run, and between-day variability.
Maximum and minimum SD or %CV for each reagent lot and

instrument combination.

Linearity

A study was performed based on guidance from CLSI EP06-A.'®

Serum

The sodium assay Is linear across the measuring Interval of 100 to
200 mmol/L.

The potassium assay is linear across the measuring interval of 1.0 to
10.0 mmol/L.

The chloride assay is linear across the measuring interval of 50 to
150 mmol/L.

Urine

The sodium assay Is linear across the measuring interval of 20 to
400 mmol/L.

The potassium assay is linear across the measuring interval of 1.0 to
300.0 mmol/L.

The chloride assay is linear across the measuring Interval of 20 to
300 mmol/L.

Interference

Potentially Interfering Substances

A study was performed based on guidance from CLSI EP07-/\2."®
Serum

Sodium

For sodium serum a bias of > 2% was considered significant
interference.

Inlerlerenl Level Sodium
Potentially Interfering  Deiautt Target Level  Recovery

Substance Units Altamate Units (trolQl) (%ol Target)
Unconjugated 30 ny/dL SIOpmofL. 115 1004
Bilircbin 144 100,7
60 my/dL 1026 prol/L 115 1004
145 100.0
Cmugafed Bilinbin -~ 20 my/dL 237 pmoa 112 1009
4 100.7
30 my/dL 356 pmolT 113 1009
4 1014
60 mg/dL 712pmol/L 112 1006
41 1025
Hemoglobin 500 ma'dL 509L 128 1016
157 101.0
1000 my/dL 100gL 125 101.6
151 1026
2000 ngrdL 20.0 go. 116 1039
41 104.6
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Potenlially Interfering  Default

Substance
Intralipid

Ascorbic Add
Acetaminophen
louprolen
Acetyloysteine
Acayisaliylic Add

Sodium Sdlicylete

Benzalkonlum
Chlorice

Potassium

Inttrlorent Level
Units Alternate Units
1000 mydL 100 gi.
2000 my/dL 20091
6 myldL A1 prollL
20 ngdL 1323pmol/L
50 mydL 2424 pul/L
167 my/dL 10.2 mrol/L
66 nydL 37 moPL
35 myldL 2.2 mollL
70 Nyl 4.4 Pl
1mydl 001 gL (0001%)
Snydl  0.05glL (0005%)
10ngd 01 gi. (001%)

REERBSBRERERBRERBREE

55

116
145
115
143

Sodium
Target Level
(mmol/L)

Recovery
(%ol Target)
100,9
100,0
1009
100.8
100.0
94
100.0
100,0
1000
100.0
1000
1000
1000
100.0
1024
101,3
1035
1033
1009
100.0
1026
m1
1061
106.3

For potassium serum a bias of > 10% was considered significant

interference.

Potentially Intertering ~ Default

Subslance
Unconjugated
Bilirubin

Conjugated Bilintbin

Hemoglobin

Intralipid

Ascorbic Add
Acetaminophen
Iouprafen
Acetylcysteine

Postyisalioyllc Acid
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Interletent Level
Units Altemele Units
30 mydL 513 prollL
60 mydL 1026 prol/L
20 gl 237 prrollL
30 Nyl 356 oVl
60 my/dL 712 pmoU
100 ngdL 100gL
125 myldL 125gL
250 L 250 gL
1000 my/dL 100gL
2000 mydL 200gL
6 mydL 341 pol/L
20 nydL 1323 pol/L
S0ngdl 2424 pnow!
167 mg/dL 10.2 md/L
66 nydL 3.7molA

Polassium
Target Level  Recnvety
(mol/ll) (%ot Target)
30 100,0
49 100.0
29 1034
48 100.0
29 100.0
48 100.0
30 1017
49 9.0
29 100.0
48 1000
33 1091
52 105.8
33 121
52 1077
33 1212
51 1157
29 100.0
47 121
28 100.0
45 1022
32 100.0
51 100.0
32 100.0
61 100.0
32 1000
51 100.0
32 100,0
51 100.0
32 100.0
61 100.0

Interferanl Level

Rilertliblyinterfering  Default

Subslance Units
Sodium Salicylate 70 nyldL
Benzalkonium 1mg/dL
Chloride
5 ny/dL
10 ngldL
Chloride

Alternale Uhits
4.4 mol/L

001 gL (0,001%)
00591 (0005%)

01 gl (001%)

Potassium

For chloride serum a bias of > 10% was considered significant

interference.

Interletent Level

Potentially intertering ~ Celaull

Substance Units
Unconjugated 30 my/dl.
Bilinin
60 my/dt
Conjugated Bilirbin -~ 20 myyd.
30mg/dL
60mg/dL
Henoglobin 1000 nyldL
2000 my/dL
Intralipid 1000My/dL.
2000 my/dL
Ascorbic Add 6 m"dL
Acetaminophen 20 mg/dl
Thuprolen 50 ng/dL
Acetylcysteine 16.7 myldL
Acetytsalicflic Add - 66 myldL
Sodium Salicylate 70mg/dL
Benzalkonium 1my/dL
Chloride
5 myldL
10 mg/dL
Lithium Bromide 20mo/dL
40 my/dL
Lithium lodide 254 ny/dL
50,8 myrdL
Sodium Azice 163 mg/d

325 mydL 50 mmoliL (0:325%)

Alternate Units
513 pmol'L

1026 pol/L
237 prol/L
356 prow!
712 proliL

100
200gL
100 gL
200gL
341 pollL
1323 /L.
2424 pollL
1.0 nmol/L
3.7 mol/L
4.4 mol/L

001 glL (0.001%9)

0.05 g/L (0.005%)

0.10 gL (0.010%)
2.3 mmoll
4.6 mmol/L
1,9 mol/L

38 moj/L

25 mmol/l (0.163%)

okrine

Torget Level sjodium
(Umolf) (%ot Tagg) -y sodium
32 1000
51 1000
30 1033 'Poionballytn:
Suhslanca
49 100 i
30 1100 Protein
49 1082 .
29 176 MOE
48 1188
85N Acehe
Chlorice Boric Adid
Tagetleel  Reoery
(Mol 6of Tarced) .
79 1000
114 1000  G\Nifrici
7 1000
113 1009 SodiumC
7 1000
13 1000
79 1000
14 N1 Sodium
7 04
113 1000 Sodium
20 1067
116 1069
8 131
110 1100
78 1013
12 1000 Acetyli
7 1000
107 1009
& 1000 Polar
1 1009 Forp
o 1006 interl
12 1
) 1000 Poiei
106 1000 Subs
% 1000 ProU
113 1009 .
&% 1012 il
113 1000
8% %88 Ao
113 1000 )
& 1000 Hi
112 1000
& 1000 o
112 1000
8 1000
1 1003
8 1wy
m 1068
7 171 1
100 1161
& 1068 s
m 1072
79 127
109 119
80 1050
110 1036
79 1076
109 1055
B Abbott



Irine

Sodium
Target Level  Recovery
[mmol/L) (%ol Target)

k] 1015
204 100.2
k] 100.0
208 99.8

kel 1DQ
208 100.0
3 100.0
1% 1005
k] 1000
208 9.8

k] 100.0
205 100.7
3 1000
1% 100.8
3 127.3
n 1127
154 106.5
206 1036
k] 7985
206 2165
kel 3818
206 146.2
k] 100.0
21 1000
33 1000
207 9.8

39 100,0
210 1000

- {mlium
sodium urine a bias of » 10% was considered significant
- Niterference.
interferenl Level
jPattrlially Interfering  Delaufl
19ubstaree Units Alternate Units
| rtein 50 mg/dL 05¢gL
(Quoce 1000 mg/dl 555 mmvL
[Asoortete 200 tngfdL 11.4 nmol/L
i8ANActic Acid 6.25 mlidL 531 mol/L
RuicAdd 250 myfd 40.4 rrol/L
.A\Hydodhaic Add - 2.5mUdL 160 mmol/L
ENNtric Adid S.OmUdL 300 mmol/l.
SdumOelate 60 mgfdL 4.5 mol/L
r
SodumCarbonate 125 gdL 117.9 mol/L
SdumFuoride 400 mg/dl 95.3 mnol/L
Aosaminogren 20 mg/dL 1323 pnold.
I 50 mg/dL 2424 pmoa
Acyloysteire 167mg/dL 10.2mmol/L
Potassium
For potassium urine a bias of > 10% was considered significant
interference.
interferenl Level
PeMially Interfering ~ Default
Substance Units Alternate Units
Rdein 60 my/dL 05gL
Quoe 1000mg/dL 555 mmoR
200 motdl 114 mmoR
89\ Acetic Acid 6.25 mL/dl 531 mmoR
BreAdd 250 mg/dL 40.4 mmoR
ANHydrochloric Acid 2,5 mi7dL 160 mmoR
ANNitric Acid 5.0 m\viL 300 mmoR
SodiumOxalate 60 my/dL 4.5 mmoR
Sodium Carbonate 1,25 gd 117.9 mmoR
Sodium Huoride 400 my/dL 95.3 mmoR
Acetaminophen 20 ngyldL 1323 pmoR
louprofen 50 my/dL 2424 ptmR

Potassium
Target Level  Recovery
(mol/L) (% of Target)

27 1004
1179 100.2
238 100,0
1185 1000
238 100.0
1187 100.0
25 1009
1122 1001
238 100.0
1184 100.0
237 100.8
1183 100.6
25 1009
1126 100,22
237 100.0
1189 100.0
238 100.0
1192 995

239 99.6

1188 99.9

24.4 100.0
1320 %.1

24.3 100,0
126,7 100.0
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Potentially Interfering
Substance

Acetylcysteine

Chloride

Interferenl level
Default
Units Alternate Units
167mg/dL 10.2 mmoW

243

126,6

Potassium
Targat Level
(mmol/l)

Recovery
(%ol Target)
100.0
1001

For chloride urine a bias of > 10% was considered significant

interference.

PatenHirily Interfering
Substance

Protein

Glucose
Ascorbate

85N Acetic Add
Boric Acid

6N Hydrachloric Acid
6N Nitric Acid
Sodium Oxelate
Sodium Carbonate
Sodium Huoride
Acetarminophen
Thuprofen

Acetylcysteine

Inteiferent Level
Default
Units Altemate Units

50 nydL 05gL
1000 nydL 655 nmoliL
200 my/dL 11.4 mmoR
6.25 mL/dL 531 nmol/L
250 mg/dL 404 mmoR
25l 160 mmoR
5.0 mudL 300 mmoR
60 my/dL 45 mmoR

125 gdL 117.8 mmoR
400 my/dL. 95.3timoR
20 mgfdL 1323 pmoR

50 mg/dL 2424 pmoR
16.7 my/dL 10mmoR

Chloitde
Target Level  Reeovery
(mmol/l) (%ol Target)
102 101.0
234 100.2
103 100,0
237 9.8
103 1010
236 100,0
98 9.0
22 100.0
jloc] 1000
235 100.0
103 2605
236 165,3
98 9.9
223 98.2
103 101,0
236 1000
1 1019
238 101,3
103 %.1
236 1004
114 1000
268 100,0
107 1009
252 100.0
115 1009
261 1008

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-Babiok regression method.'®

Sodium

Alinity ¢ Serum
Sodiumvs e
ARCHTECT

Sodium

Potassium

Alinity ¢ Serum
Potassiumvs  ( yire
ARCHTECT
Potassium

Chloride

Alinityc Serum
Chloricevs i
ARCHTECT

Chloride

Units
mmoR
mmoR

Units
mmoR
mmoR

Units
mmoR
mmoR

il

RB>

Correlation
Coefficient
1.00
100

Correlation
CoefCrient
1.00
100

Correletion
Coefficient
100
100

Intercept Slope
Q%0 100
088 09

Intercept  Slope
000 100
123 105

intercept Slope
000 100
030 100

Concentration
Range
101-197
22-386

Concentration
Range
1.3-9.4

4.3-266.1

Concentration

52-148
25-299
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Note for number formatting:

Aspace 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 Alintty ¢ ICT Sample Diluwil (for Russia)
COMPOSITION:

TRIS buffer, magrwsium acetate. Preservatives: Silver Problin Nib-ate 150

pH: 65

SHIPPING

Recommended shipping conditions for device is ambient. Device is stable
until the expiration date indicated on the package. Shipin  enci(»ed canw vehicle
of any kind in accordance with shipping rules, applicable to the respective carrier.
WARRANTY

Manufacturer (arantees that device remains stable until the expiration date when
stored and handled as directed. The maximum sheif life of the medical device is 14
months from date of manufecturing. Device must be discarded if stored with deviationB
inmenufacturer's requirements (GOST R 51088-2013).

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Qeatruct and dispose of a medicai device m eccordance with the requirements of
SanPm 2.1.7.2790-10 dated December 12, 2010 'Ssnitary-epidemiologicai
Requirements for the Management of Medical Waste'.

Transmit and dispose of a product arrd its components a>d packagiftg in accordance
with local regulations.

LIST OF APPLICABLE STANDARDS

EN 1SO 9001, 1SO 13485

POTENTIAL USER

Professionai user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Modical device cannot be re”epplled

MATERIALS OF ANIMAL ORIGIN

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

Data Sheets are available at www.ebbottdiagnostics.crxn or contact your local
representative.
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Alinity c

ICT moaynb Pa3zbaBuTtesnib obpasua

(Alinity c ICT Sample Diluent)

Pepakuys; ceHTS6pb 2016 T

Heo6x041MO TOYHO CNefoBaTh UHCTPYKUMSM. Tlpu OTKNOHEHUM OT
WHCTPYKLMWIA HAf@XHOCTb Pe3ynbTaToB TeCTa He rapaHTMpyeTcs.

| HA3BAHVE

ICT mogynb PasbaButens o6pasya (Alinity ¢ ICT Sample Diluent)
(CokpaleHHoe Ha3saHue: ICT Diluent).

I HASHAYEHVE

Alinity ¢ ICT (TexHonorus nHTerpanbHoi cxembl, IC) ncnonbsyetcs
[N KONMYECTBEHHOTO ONpeAeNneHns HaTpus, Kaius u xnopuga B
CbIBOPOTKe, M/a3Me KpPOBW WM MOYe YenoBeKa Ha aHanusatope
Alinity c.

I KPATKOE OMUCAHVE TECTA

Hatpuit aBnfeTca BaXXHeWLIMM KaTMOHOM BHEKNETOUYHOMN XMAKOCTU;
OH UrpaeT BaXKHENLY ponb B HOPMaNbHOM pacnpegeneHun BoAbl
1 B NOAAEPXaHUN OCMOTUYECKOrO AaBNeHNs B NPOCTPAHCTBAX,
3aHMMaeMbIX BHEKNETOYHOW XMAKOCTbIO. MOHMKEHNE YPOBHA HaTpUs
MOXET 6bITb BbI3BaHO Ype3MePHbIM MCNO/b30BaHNEM [UYPETUKOB,
NPOAO/MKNTENBHON PBOTOM, YMeHbLUeHWeM NOTpebneHns HaTpus

0 Nuuieli 1 MeTabonnmyecknm aunao3omM. MoBblLLEHHbIE YPOBHM
HaTpMs 06HapyXXMBalOTCA NpU CUHAPOME VueHKo-KyLunHra, CunbHoM
fervaparaumm unm npu NoTpe6bneHnn conu B 60NbLUNX KOMMYeCcTBaxX
6e3 agekBaTHOro notpebneHuns sogpl." A

Kanuii aBnseTcs 0CHOBHbLIM BHYTPUKNETOYHLIM KaTUOHOM.
KoHuUeHTpauua Kkanusa B apuTpouuTax npubansnTensHo B 23 pasa
npeBbilaeT KOHLEHTpauuo B Nna3Me Kposu. Mo aToi npuunHe
MOFYT MCNO/b30BaTbCA TONbKO HEreMON3NPOoBaHHble 06pasLibl.
MMOHWKeHNe YPOBHA BHEKNETOYHOIO Kanns XapakTepusyeTcs
MbILLEYHON €CNaboCcTbio, pa3apaXMTeNbHOCTbLIO, Napannyom,
YCKOpeHWeM cepauebueHns u, B UTore, 0CTaHOBKOW cepaua,

4TO MOXET ObITb BbI3BaHO HELOCTATOYHbIM NOTPe6IEHNEM 3TOro
KaTWOHa C NuLLeld, nepepacnpefeneHnemM BHEKNETOUHOMO Kanums

1 yBenMYeHeM NoTepu XUAKOCTeH Tena, 6oratbiX Kanmem.
AHOMaNbHO MNOBbILIEHHbIE YPOBHY BHEKNETOYHOIO Kanums

BeAyT K CMYTaHHOCTU CO3HaHUs, 06LLeli cnabocTn, OHEMEHWUIO,
nepuepruyeckomy napanuyuy KOHe4YHOCTel, CHUKEHNIO pUTMa
cepaua u, B pesynbTaTe, Konnancy nepugepuyeckoii cocygucToi
CMCTEMbI 1 OCTaHOBKe cepALia. MpuyMHbI NOBbILEHNS YPOBHSA Kanus
MOFyT 6blTb CBA3aHbI C HENPaBUbHOW BHYTPUBEHHON Tepanuei,
nervapataumei, LWOKOM, fuabeTUYeCKUM KeToaumngo3om 1
CU/IbHBIMK 0XKOoramm."»

Xnopua ABNSETCA OCHOBHbIM BHEKNETOUYHbIM aHMOHOM. Bonbluas
4acTb NOTPe61SeMOro BHYTPb xnopuga abcopbupyetcs, a U3nuLek
BMeCTe C JpYrMMy MOHaMW BbIBOAWUTCA M3 OpraHn3Ma ¢ MOYON.
Huskve ypoBHM cofepxxaHns xnopuaa HabnogatoTes B cnyvae
NPOAO/MKUTENbHOW PBOTbI, COMPOBOXAAEMOI MOTepeit ConsHoi
kucnotel (HCI), B HEKOTOPbIX Cayyasx MeTabonnyeckoro ankanosa,
npn KOTOPbIX HabN0JaeTCca akKyMynaLums OpraHn4yecKnx aH1oHoB,
Ha KpUTUYeCKUX cTagmsax 6onesHn AAMCOHa, a Takxe npu
3aboneBaHMAX NoYeK, BeAyLLMX K NOTepu conu. MoBbILLEHHbIE
YPOBHW COAEpXaHMA xnopuia HabnjatTcs Npu MeTabonnyeckom
aluno3e, CONPOBOXAAEMOM MPOAOMKUTENLHON fnapeeit n

noTepeil 6ukapboHata HaTpua (MaHCO3), a Takxe B cnyvae
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ICT Diluent
07P53

G76268R01
B7P53R

[f3, 07P5320

noYeyHOKaHabLieBbIX 3a601eBaHNIA, NPU KOTOPbIX MOHMXAETCS
BbIBOJ, MOHa Bogopoga (H*), uTo BefeT, B CBOIO ouepefb, K
CHMXeHno peabcopbumm noHa 6ukapborata (HCO3Y)." ~

I MPUHLMMBI MPOLIEAYPHI

VloHOCeNeKTUBHbIE 3N1EKTPOAbI AR HATPUSA, Kanus u xnopuaa
MCMONb3YIOT A KAXKAOTO U3 3TUX MOHOB M36MpaTeNbHble
MemM6paHbl. Mexay peepeHCHbIMN 1 U3MepPUTENbHbLIMM
3/1eKTPofjaMu, pasfeneHHbIMU MeMGpaHamu, obpasyeTcs
3NeKTPUYECKUA NoTeHUMan (HanpsXXeHne) B COOTBETCTBUN

C ypaBHeHMeM HepHcTa. HanpskeHue cpaBHMUBaeTcs €
npefBapuTenbHO onpejeneHHbIMU HanpsXXKeHAMW kannépaTopa
nepeBOANTCA B KOHLEHTPALMIO MOHa.

MeTogonoTa: VIOHOCeNeKTUBHbIN 3N1eKTpof ¢ pasBefeHnem npobbl
(Henpsmoit)

Moapo6HYI0 MHGOPMALIMIO O CUCTEME 1 TEXHONOTUU aHanun3a

cM. B PykoBogcTee no akcnnyatauum Alinity ci-series, Pasgen 3.

| PEATEHTHI

Copnep3kmmoe Habopa
1CI" mogynb PasbaButens obpasua
(Alinity ¢ ICT Sample Diluent) 07P53

O6bem (ML), ykasaHHbI1 B Tabnuue HUxe, 0603Ha4aeT 06beM Ha
KapTpUAX.

07P5320
KonunuyecTBo TeCTOB B KapTpuke 935
KonuyecTtBo kapTpugxeii B 10
Habope
KonnuyecTBo TecToB B Habope 9350*
n 68.2 mL

N AKTVBHbI MHIpeaneHT: 6ydep.

‘TIpn TeCTUPOBAHUM KXAOro 06paslia MOXHO NOMYy4UTb OT OAHOTO
no Tpex pesynbtatoB (Na*. K* un Cl).

MpeaynpesA3aeHns 1 Mepbl NPeaoCcTOPO=>KHOCTA
[N ANarHocTMKN In Vitro

Mepb! NpefocTopoArHocTu

BHVMAHWE: [aHHblii NnpogyKT npegnonaraet paboty o
obpasLamm, Nony4eHHLIMM OT Yenoseka. PeKOMeHJYyeTCs cunTath
BCe MaTepuanbl, NOMYyYeHHble OT YesI0BeKa, NOTEeHLMaNbLHO
VH(MEKLMOHHbIMK 1 06pallaThbCsd O HUMU B COOTBETCTBUM

co CTaHAapToM Mo 06palLeHnt0 C FeMOKOHTaKTHbIMM
natoreHamu, paspabotaHHbiM YnpasneHvem CLUA no oxpaHe
TpyAa 1 npombiwneHHoi rurvede (OSHA). Mpu paboTe ¢
maTtepuanamu, CofepxaliuMmmn unu npesnonoxXnTenbHo
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COAEPKALMMU NHDEKLUMOHHBIE areHTbl, CreayeT Co6/0AaTh
npasuna 61MONOrMYECcKoii 6e30MacHOCTM, YPOBEHb 2, UK Apyrie
COOTBETCTBYHOLLME MpaBuna 6UONOrMUecKoii 6e3onacHoCcTU>*

]

tl CnepytoLime npesynpexaeHns 1 Mepbl NPesocTOPoXHOCTY
R oTHocaTea K; ICT Sample Diluent'

H402 BpefjHO Ans BOAHbLIX OPraH13MoB.

MpegoTBpalLeHne

P273 He fonyckaTtb nonagaHns B OKpYXatoLLyto
cpeay.

Ytunusaums

P501 YTunusupyiite cofep>xumoe/KoHTeliHep B

COOTBETCTBUU C CaHUTAPHLIMU HOpMaMu
Pd (CanMuH 2.1.7.2790-10 ot 09.12.2010).

* He npumeHMMO Ha TeppuTopun aeiicteus PernameHTa EC
1272/2008 (CLP).

MacropTa 6€30MacHOCTN AOCTYMHbI Ha caiiTe
www.abbottdiagnostlcs.com nnn y mecTHOro npeactaBuTens.
MoapobHyto MH(OPMaLMI0 0 HEOBXOANMBIX Mepax

npejoCTOPOXHOCTM NP paboTe ¢ aHanM3aTopom CM. B PyKOBOACTBE
no akcnnyatauuu Alinity ci-series, Pasgen 8.

O6pallieHne ¢ peareHTamu

» Tlocrne nonyyeHns Habopa ocTaBbTe KapTPUAXM peareHTOB
Ha 1 yac B BEPTUKaNbHOM MOMOXEHWUN [0 NCYE3HOBEHNS
My3bIpbKOB, KOTOPble MOF/N 06pa3oBaThCs.

» Ecnm kapTpugpk peareHTa ONpoKMHYNCs, NpUBeAUTE ero
B BEPTMKaNbHOE MOMOXEHWe 1 ocTaBbTe Ha 1 vac fjo
MCYE3HOBEHWA My3bIPbKOB, KOTOPblE MOF/IM 06pa3oBaThes,

» PeareHTbl NofBep>KeHbl OPMUPOBAHMIO MEHbI U MYy3bIPbKOB.
My3bipbkn B peareHTe MOryT noMelLaTb ONpefeneHunto
YPOBHSA peareHTa B KapTPUAXXe 1 NPUBECTU K HEAOCTaTOYHOI
acnupauuy peareHTa, KoTopas MOXeT 3HaUMTeNbHO BANATb Ha
NpaBUNbHOCTb Pe3y/nbTaToB.

MozpobHyto MH(opmauuio 06 obpalleHUn ¢ peareHTaMmmn npu

pa6oTe ¢ aHanM3aTopoM CM. B PYKOBOACTBE MO 3KCMyaTauum

Alinity oi-serles, Pasgen 7.

XpaHeHVe peareHToB

MakcumanbHoe [OnonHUTeNbHbIE
Temnepatypa Bpems MHCTPYKLUMK N0
XpaHeHus XpaHeHus XpaHeHuo

HesckpbiThil 15 - 30'C [0 oKoHYaHus  XpaHuTe B

KapTpraoK CpOKa rofiHOCTV BEPTUKabHOM
MOMOXKEHNM.

Ha 6opTy TemnepaTypa 30 gHel

B CUCTeMe

BCKpbITbIiA 15 -30C [0 oKoHYaHus  XpaHuTe B

KapTpUasK CpOKa rofjHOCTW BepPTUKaNbHOM
MONOXEHNN.
He ncnonbayiite
NOBTOPHO
KPbILLKW peareHTa
npon3BoguTens
U 3aMeHsieMble
KPbILLKM
BBMY puUCKa
KOHTaMuHaLum
1 BO3MOXHOCTY
HapyLueHus paboumx
XapaKTepucTuK
peareHTa.

PeareHTbl MOXXHO XpPaHWUTb Kak Ha 60pTy CMCTEMbIl, TaK 1 BHe
.ee. MNocne n3BneyeHMs peareHTOB U3 CUCTEMbl XPaHWUTE WX B
BEPTUKAIbHOM MOJIOXEHUN C HAaJEeTbIMW HOBbIMU 3aMeHSIEMbIMU
KpbilWkamy npu Temnepatype 15 - 30'C. PeareHTbl, XpaHsLinecs
BHE CUCTEMbl, PEKOMEHAYETCH XpPaHUTb B PabpuUHbIX NOTKaX U
ynaKoBKax Ans obecrnevyeHns BepTUKaNbHOTO MONOXKEHNA.
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Moapo6HY0 MHGOPMaLMIO O BbIrPy3Ke peareHToB U3 OUCTBMbI

cM. B PykoBoacTse no akcnnyatauum Alinity ci-series, Pasgen 5.
Mokasatenn nopun peareHToB

OwmnbKa KannGpoBKN UNN BbIXOZ 3HAUEHWS KOHTPONA 3a npefjesnbl
AvnanasoHa fonyCTUMbIX 3HAaYeHWI i MOXeET CBUAeTeNbCTBOBATL O
nopye peareHToB. Pe3ynbTaTbl COOTBETCTBYIOLMX TECTOB CledyeT
CUNTaTb HeBEPHbIMW, 06pa3Libl AOMKHbI 6bITb NPOTECTNPOBAHDI
NoBTOPHO. MOXeT nNoTpe6oBaTLCA NOBTOPHas Kanubposka TecTa.
3anax YKCYCHOIi KUCNOTbl He SBNAETCS MoKasaTeneM Mopyu
AVNtoeHTa.

WHdopmaumio 06 ycTpaHeHUU HeucnpaBHOCTel cM. B PykoBofcTee
no akcnnyatauun Alinity ci-series, Pasgen 10.

I NPOLIEAYPA PABOThI HA AHAJI3ATOPE
Heobxoanmo ycTaHoBUTb (haiinbl TecToB Alinity ¢ Sodium,
Alinity ¢ Potassium u Alinity ¢ Chloride nepes npoBegeHuem TecTa
Ha aHanusaTope Alinity c.
Moapo6Hyto MHGopmaLmio 06 ycTaHOBKe (haiina TecTa, MPocMoTpe
1 pefjakTUPOBaHWM NapamMeTpoOB aHanu3a cM. B PykoBOACTBe MO
akcnnyataumm Alinity ci-series, Pasgen 2.
WHthopmaLmio 0 BbIBOJe Ha MeyaTb NapameTpoB aHanu3a
cM. B PykoBoacTtse no akcnnyatauum Alinity ci-series. Pasgen 5.
Mogpo6Hoe onucaHune npoueayp paboTbl C CUCTEMON
cM, B PykoBoacTBe no akcnnyatauum Alinity ci-series.

| CEOP OBPA3LIA 1 MOArOTOBKA K AHANN3Y

Tunbl 06pa3LoB

MepeyncneHHble HKe TUMbI 06pa3LoB GbiN BEPUPULMPOBaHbI HA
NPUroAHOCTb K UCMONb30BaHMIO B @aHHOM TecTe.

[pyrue Tunbl 06pa3yoB, Npobupok ans cbopa o6pasLoB u
aHTMKOArynHToB He Gblny BePUGNLMPOBaHbI HA MPUrOAHOCTb K
1CMOMb30BaHUIO B JaHHOM TecTe.

EmkocTu gns c6opa  CneymanbHble

Tun obpasua o6pasLoB ycnosus
CbIBOPOTKa KpPOBU Mpobupkn ans B TecTe Ha Kanuii
CbIBOPOTKM KPOBU He Ucnonb3ynTe

(c pasgennTeNbHbIM  FEMONU3NPOBAHKbIE
renem unu 6e3 Hero) o6pasLbl.
Mnasma Kposu Mpo6upkn ans cbopa
06pasLoB
Jonyctumble
aHTUKOAryNsiHTbI:
JnTuii renapuH (c
pasfennTenbHbIM
renem unu 6e3 Hero)
HaTtpwuii renapuH
(nonHoe B3ATME)
Moua (06pasupbl, be3 KoHcepBaHTOB"
B3ATble MPOWU3BO/LHO;
CYTOUHbIA cb6op
(24 vaca))

» [lns aHanusartopa He npefycMoTpeHa Onuus BepuduKaLmum
TUNOB MCNONb3yeMblX 06pa3sLoB. B 06s3aHHOCTM onepaTopa
CUCTEMbI BXOAMT NPOBEPKa NpaBUbHOCTY TUMOB 06Pa3LioB,
1CMoNb3yeMbIX B TecTe.

CocTosiHMe obpa3sLos
YTo6bl NONY4UTb NPaBU/bHbIE Pesy/bTaTbl, 06pasLibl
CbIBOPOTKW W MnasmMbl KPOBU CrefyeT OTAENUTL OT (ubpuHa,
3PUTPOLMTOB U ApYruX TBEpAbIX YacTuy,. O6pasLbl CbIBOPOTKM
KPOBU NaLMeHTOB, MOMYHAIOLWNX aHTUKOArYASLMOHHYIO Unn
TPOMGONUTUYECKYIO Tepanuio, MOryT cofepxaTb uopuH B
pe3ynbTaTe He3aKOHYEHHOro 06pa3oBaHMA CrycTKOB.

» [1n7 nonyyeHus TOYHbIX Pe3yNbTaToB 06pasLbl NnasmMbl KPOBU He
[O/KHBI COflepPXKaTb TPOMGOLUTBI U pyrue TBepfble YacTuLibl.
Y6eanTech, YTO TPOMGOLMUTBI yAaneHbl LeHTPUGYTrMpoBaHneMm.

B3 abbott



¢ TMPUMEYAHVE: N3BecTHO, YTO 06pasLibl, cobpaHHble OT
nayMeHToB C MHOXECTBEHHOVW MWUENOMOW 1 NMMUAHBIMU
HapyLeHNAMN AeMOHCTPUPYIOT HU3KME pe3ynbTaTbl Ha
pasBefieHHbIX cucTemax ISE n3-3a BbICOKOrO YpOBHA
6enka/nunnaos B o6pasue.nN' *

e PekomeHAyeTca MCMONb30BaHWe OfHOPA30BbIX NUMETOK
1 HaKOHEYHWKOB AN NUNETOK ANS NpefoTBpalleHns
NepeKkpecTHON KoHTaMuHauum.

MoaroToBka K aHan3y

e CnepyiiTe MHCTPYKLMAM NPOU3BOAMTENS NPOGUPOK Ans c6opa
o6pasLios. Mpn NOAroToBKe 06pasLLOB K TECTUPOBAHUIO
rpaBuUTaLMOHHOIO pasfeNeHuns HefoCcTaTouHO.

e B o6pasyax He AOMKHO BbITb My3bIPbKOB. Y AaiuTe Ny3bipbKu
annankaTopoM A0 Havana TecTMpoBaHus. Mcnonb3yiite
HOBbIV annanKaTop ANA KaKAoro obpasua, 4tobbl n3bexartb
NepeKpecTHOW KOHTaMWHaLuK.

Lns nonyyeHns cornacoBaHHbIX Pe3ynbTaToB PeKOMeHAyeTcs

NpoBOAWTL MOBTOPHOE LEHTPUYrMpoBaHue 06pasLLoB nepes

TECTUPOBaHMEM, eC/in

e OHW cOAepXaT (MOPUH, 3PUTPOLUTLI UNK APYTUe TBEpAble
yacTuLbl.

MPUMEYAHWE: Ecnn o6pasubl coaepxart (uopuH, a3puTpoLuTbl

Unu gpyrue TBepAble YacTuLibl, NepeMeLLaiiTe ux Ha BopTeKce

Ha HWU3KOW CKOpPOCTW unu nepesepHyB 10 pa3 nepez MOBTOPHbLIM

LIeHTPUYTPOBaHKEM.

XpaHeHue 06pasLoB
CblBOpOTKa/nnasma Kposu™'

MakcunmanbHoe BpemMs XpaHeHus

TemnepaTtypa Hartpuii Kanwii Xnopug
20 - 2510 2 Hepenu 1 Hefiens 7 pHel
2-8-C 2 Hefenu 1 Hepens 7 poHeit
-20"C 1rog 1rop > 1 roga
Moua®"”
MakcumanbHoe BpeMs XpaHeHus

Temneparypa Hatpnii Kanuii Xnopwug,
20 - 25'C 45 pHeit 45 pHeit 7 pHeld
2-8-C 45 pHeit 2 mecqua 7 LHeit
-20-C 1rog 1rog 7 pHeit

M36eraiiTe MHOrOKpaTHbIX LMKIOB 3aMOPO3KW/PasMOpO3KHK.

Guder 1 ap. PeKOMEHAYIOT XPaHUTb 3aMOPOXEeHHble 06pasLbl npu
-20'C He npeBblWas yKa3aHHbIA Bbille BPEMEHHON AnanasoH.®
Kaxgoii nabopaTopun pekoMeHAyeTCs YCTaHOBUTb TeMMepaTypHbilii
pexumMm npubannTenbHo -20'C B COOTBETCTBUM C MHCTPYKLMUAMU
NpoOM3BOANTENS XONOAWNbHUKA UW CTaHAAPTHOM(bIMK)
onepawmoHHOW(bIMK) NpoLiefypoii(amn) xpaHeHWs 06pasLoB Balleit
naéopatopum.

XpaHuBLLMECH 06pa3Libl JOMKHbI ObITb NPOBEPEHbI HA Hanuune
TBepAblX yacTul. Ecnu B o6pasuax npucyTCcTBYIOT TBep/ble
yacTuLbl, Nepej TeCTUPOBaHWEM MepemeluaiiTe 0b6pasubl Ha
BOPTEKCE Ha HM3KOM CKOPOCTW WM nepeBopaynBas npobupku, a
3aTeM LeHTpudyrupyiite o6pasybl, YTO6bl YAanuTb 3TV YacTULbI.

TpaHcnopTMpoBka obpasLioB

YnakoBbIBaiiTe U MapkupyiiTe 06pasLbl B COOTBETCTBUM C
rocyfiapcTBeHHbIMY, (hefiepanbHbIMU 1 MesieflyHapoaHbIMM
TPeBGoBaHWAMM MO TPAHCMOPTUPOBKE KJMHWUYECKUX 06pasLoB 1
MH(EKLMOHHbIX BELLECTB.
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I MPOLIEAYPA

MpepocTasnisieMble MaTepuasibl
07P53 ICT mogynb Pasbasutens obpasua (Alinity ¢ 1CT Sample
Diluent)

Heobxoanmble, HO He npefocTaBnseMble Marepuasibl

¢ Alinity o Sodium, Alinity ¢ Potassium u Alinity ¢ Chloride chaiinbi
TecToB

¢ 09D2804 ICT Mogynb (Alinity ICT Module)

* 08P7640 ICT mogynb PactBop pedepeHcHbIin (Alinity c-series
ICT Reference Solution)

* 08P6901 ICT mogynb KanubpaTopbl A1 CbIBOPOTKM KPOBU
(Alioity ¢ ICT Senjm Calibrator Kit)

e 08P7001 ICT mogynb Kanubpatopbl gns moun (Alinity o ICT
Urine Calibrator Kit)

*  KoMMepueckue KOHTPOIW, codepiKallme HaTpuid, kanui n
xnopug,

WHpopmMauuo o matepuanax, Heo6XxoaMMbIX Ans paboTsl

aHanmsatopa, CM. B PykoBoAacTBa Mo akcnnyatayum Alinity ci-series,

Pasgen 1

VHpopmaumio 0 MaTepuanax, HeobXoAuMbIX Ans npoLesyp

TEXHUYECKOr0 06CNYXMBaHWA, CM. B PyKOBOACTBE MO 3KCMayaTayum

Alinity cl-serles. Pasgen 9.

Mpouepnypa aHasmsa

Moapo6Hoe onucaHne npoLefypbl NPoBeAeHNA TecTa

cm. B PykoBogcTee no akcnnyatauum Alinity ci-series. Pasgen 5.

¢ WHtopmauumio 06 obecneyeHMn goctatoyHoro obbema obpasua
naLueHTa npyu NCnonb30BaHNM NEPBUYHBIX UMW aNNKBOTHBIX
npobupok cMm. B PykoBogcTee no akcnnyatauum Alinity ci-series.
Pasgen 4.

e YT06bl MUHUMU3NPOBATb 3(MEKTbI UCMapeHuns, nepeq
nposefeHnem TecTa ybeauTech, 4To B Yalleyke Ans 06pasLoB
NpUCYTCTBYET [OCTATOUHbI 06bem obpasua.

¢ MuHUManbHbI 06beM obpasLa:

- O6bem ob6pasua Ha Kaxaplii TecT: 15 pL
(cbiBOpOTKa/NNasma Kposu/Moya).
MPUMEYAHVIE: B ykazaHHOe KO/MYECTBO He BXOAUT
MepTBbIli 06BbEM U LONOAHUTENbHLIA 06bEM Ans acnupauumu.
MonHyto MHdopmaumio o TpeboBaHMAX K 06beMy obpasuia
cM. B PykoBogacTee no akcnnyaTauuu Alinity ci-series.
Paspgen 4.

*  VHopmauuio 0 NoAroToske 06pasLoB U UCMONb30BAHNM
peareHToB CM. B UHCTPYKLMWW MO npumeHeHuto K ICT mogynb
Kann6patopam ans cbiBopoTku kposu (Alinity ¢ ICT Serum
Calibrator Kit), B MHCTPYKLMM NO npumeHeHuto K KOT Mogynb
Kann6partopam ans moun (Alinity ¢ KOT Urine Calibrator Kit) n B
VHCTPYKLWWM NO MPUMEHEHUIO K KOMMEPYECKUM KOHTPONAM.

¢ VIHthopmauumto 06 06Wwmux onepaumMoHHbIX NpoLeaypax
oM. B PykoBoacTBe no akcnnyataumm Alinity ci-series. Pasgen 5.

e [Ing JOCTUXEHUS ONTUMaNbHBLIX Pabounx XapaKTepucTuk
BA&XHO C/lefjoBaTb CTaHAapPTHbIM MpoLefypam TeXHUYeCKOro
06C/yXMBaHMA B COOTBETCTBMMU C PYKOBOACTBOM MO
akcnnyaTauum Alinity ci-series. Pasgen 9. Ecnu npaevna pa6oTbl
B Balleil nabopaTopun TpebytoT 60Mee 4acToro TeEXHNYECKOro
06CcnyXuBaHNs, cnepyiite NPUHATON NPaKTUKe.

Kannbposka

WVHCTPYKLMM O NpOBefieHNN KanubpoBKM CM. B PyKOBOACTBE Mo
akcnnyaTaymm Alinity ci-series. Pasgen 5.

Kannbposka ocTaetcs cTabunbHON B TeYeHne NpubAN3NTENbHO
1 oHAa (24 yacoB), HO ee HEO6XOAMMO NMPOBOAUTHL O BBEAEHUEM
KaX0ro HOBOr0 HOMepa cepuu guntoeHTa. Jlabopatopuu
MOTYT YCTaHOBWUTb WHTEPBaN KaMGPOBKM L0 24 YacoB. BbiGop
BPEMEHHOr0 MHTepBana NpoBefeHUs KaiMBpOBKM 3aBUCUT OT
nonnTWKN 1 TpeboBaHWii oTAeNbHON nabopatopuun. MposepbTe
KanM6POBOYHYIO KPUBYIO C MOMOLLLIO He MeHee 2 YPOBHei
KOHTpOnell B COOTBETCTBUM C YCTaHOB/EHHbIMU Balueid
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naGopaTopueii Tpe6oBaHUSMI KOHTPONS KauecTBa. Ecnu pesynbTarbl

KOHTPO/ell BbIXOAAT 33 PaMKU YCTaHOB/IEHHbIX AMana3oHoB, MOXET

noTpeGoBaTbCs MOBTOPHAs KanubpoBKa.

MoxeT noTpe6oBaThCs MOBTOPHAasA KannGpoBKa TecTa nocne

npoLeaypbl TEXHUYECKOTO 06CNY)XXMBaHUA OCHOBHbIX YacTelt

CUCTEMbI UN €€ KOMMOHEHTOB WA NOCNe NPOBeAEHNUS CEPBUCHbLIX

npoueayp.

Mpoueaypbl KOHTPOSIA KavecTsa

Mpyt HEOBXOAMMOCTU NPUMEHEHUS AOMOHUTENbHLIX TPe6OBaHUIA

K KOHTPO/IO KayecTBa W NOTEHLMANbHbIX KOPPEKTUPYIOLUX Mep

cnepyiite ctaHaapTHOW(bIM) onepayMoHHON(bIM) Npoueayps(am)

Balleli nabopatopum u/mnu nnaHy obecnevyeHns KayecTsa.

e Kaxpgble 8 yacoB 1 nocne KannmbpoBKW AOMKHbLI TECTUPOBATLCS
[1Ba YPOBHS KOHTPONEH (HOPMaNbHbIA Y aHOMaNbHbIA).

« Ecnu npougeaypbl Ballein nabopatopuu TpebytoT 6onee yacToro

MOHMTOPUHIA KOHTPO/S KauecTsa, CNefyiiTe NPUHATON NpakTuKe.

* Ecnu pe3ynbTaTbl KOHTPONSA KauyecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUSAM, YCTaHOB/EHHbIM Ballieil nabopaTopueit,
3HaueHns pe3ynbTaToB TeCTUPOBaHMSA 06pasLL0B NaLMeEHTOB
MOTYT 6bITb COMHUTENbHLIMW. CnefyiiTe NPUHATLIM BalLlei
nabopatopueil npoueaypaM KOHTpoNs kadyectsa. MoxeT
noTpe6oBaTbCs NOBTOPHas KanimbpoBKa. VHhopmayuio
06 ycTpaHeHU! HemcnpasHOCTE CM. B PYKOBOACTBE MO

- akcnnyatauun Alinity ci-series. Pasgen 10.

Mocne 3arpy3ku B cuctemy ICT mogynb Pasbasutens

Zig o6pasua (Altnity ¢ ICT Sample Diluent), ICT mogynb PacTsopa

i-i pedepeHcHoro (Alinity c-serles ICT Reterence Solution) unu
HOBOVi cepum KanubpaTopa NpoBepbTe pe3ynbTaTbl KOHTPONS

" Ka4yecTBa M KpUTEPUM MPUEMNEMOCTU.

§1 Vicnonb3oBaHMe KOMMEPUECKUX KOHTPOMeN [OMKHO NPOBOANTLCA B

COOTBETCTBMM C PYKOBOACTBaAMU U peEKOMeHAaUnAMN NpousBoanTensa

LUl KoHTpONs. [lnanasoHbl 3HaUeHU KOHLEHTPaLWH, YKa3aHHble B

W, MHCTPYKUMM MO MPUMEHEHMIO K KOHTPOSIIO, HOCAT UCKIOUNTENBHO
peKoMeHaTe bHbIN XapaKTep.

LU Mpy Mcnonb3oBaHWM Nt06Or0 KOHTPOMLHOMO MaTepuana naboparopus

ALOMXKHA Y6eanTLCA, YTO MATPUKC KOHTPO/LHOrO MaTepuana

1 npurogeH Ana MCNoONb30BaHWs B TECTE B COOTBETCTBUM C

LLI MHCTPYKLMEl N0 NPUMEHEHMIO K TecTy.

. 1 PekomeHgaumu no npolefype KOHTPONA KayecTsa

g PekomeHfauun no npoLeaypam KOHTpoOns KadecTsa nabopatopum
I cm. B “Basic OC Practices", James O Westgard, Ph.D."?

| MopTeep>1(aeHue 3afBNEHHbIX XapakTepucTuK TecTa

i MpoTokonbl AN NOATBEPXKAEHNS 3asBNEHHbLIX B UHCTPYKLMN

! N0 NpMMEHeHNIo XapaKTepucTUK Tecta cM. B PyKoBoACTBe

" no akcnnyaTtauum Alinity ci-series. Pasgen "MNogTeepxaeHve
«3aAB/fIeHHbIX XapaKTepucTuK Tecta'.

| m PESY/IbTATbI

I Pacuet

I Tectbl Alinity ¢ Sodium, Alinity o Potassium n Alinity ¢ Chloride
i NICMONb3YIOT NOTEHLMOMETPUYECKUI METOS aHann3a AaHHbIX AN
nosny4eHns KannbpoBOYHOW KPUBOI U pe3ynbTaTos.

chnarn

‘Pe3ynbTaTbl HEKOTOPbIX TECTOB MOTYT COMPOBOX/ATbCA

nHdopmauveii B none "tnarn”, OnucaHue naros, KOTOpble MOryT
NosBNATLCA B 3TOM Mofe, CM. B PyKOBOACTBE MO 3KCMayaTalum
Alinity ci-series, Pasgen 5,

VHTepBan namepeHus

WHTepBan n3MepeHus onpefenseTcs Kak AvnanasoH 3HaueHuit

B mmol/L, KoTopblii COOTBETCTBYET rpaHMLaM npuemaeMblx
.paboumx XapakTepucTuK AN NNHEHOCTM, BOCMPON3BOANMOCTM 1
OTK/MOHEHUS.

CbIBOpPOTKa/nnasma Kposu

lott
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WNHTepean nsmepeHusa tecta Alinity ¢ Sodium coctaBnset
100 - 200 mmol/L.

WNHTepBan namepenuns tecta Alinity ¢ Potassium cocTtaBnset
1.0 - 10.0 mmol/L.

MHTepBan namepeHms tecta Alinity ¢ Chloride coctaBnsiet
50 - 150 mmol/L.

Moua

WNHTepBan nsmepeHus Tecta Alinity ¢ Sodium coctasnseT
20 - 400 mmol/L.

WNHTepBan nsmepeHus tecta Alinity ¢ Potassium coctaBnseT
1.0 - 300.0 mmol/L.

WNHTepean nsmepenus Tecta Alinity ¢ Chloride coctasnset
20 - 300 rnmol/L.

I OrPAHMYEHMA MPOLIEAYPLI

Moppo6Hyto nHGopmaumio cM. B pasgenax CBOP OBPA3LA U
MOAroTOBKA K AHANZY u CMELUNPUNYECKUE PABOYNE
XAPAKTEPUCTUKW aaHHOR MHCTPYKLMUM NO NPUMEHEHWIO.

Mpn nccneaoBaHMmM cbiBOPOTKM KpoBu B TecTe Alinity ¢ Sodium
HabnofaeTcs NHTepdepeHLINs CO CTOPOHbI CReaytoLnX BeLLecTB
NpN YKa3aHHbIX KOHLEHTPALMAX: KOHbIOrMPOBaHHbIV 6uAnpy6ouH

> 30 mg/dL, remorno6ux > 500 mg/dL, canuuunat HaTpus

> 35 mg/dL n xnopug 6eHzankoHms > 1 mg/dL.

Mpn ncecnefoBaHMM CbIBOPOTKM KpoBu B TecTe Alinity ¢ Potassium
HabntoaeTcs MHTepepeHLMs Co CTOPOHbI CRefytoLnX BeLLecTs
MpU yKa3aHHbIX KOHLIEHTpaLMAX: reMornobuH (remonuaar)

> 100 mg/dL u xnopug 6eH3ankoHus >5 mg/dL.

Mpu ncenepgoBaHnmM CbiBOPOTKM KpoBu B TecTe Alinity ¢ Chloride
HabnofaeTcs MHTephepeHLMs Co CTOPOHbI CNeayoLX BeLLecTs
MpN YKa3aHHbIX KOHLIEHTPaLMAX: reMornobuH (remonusar)

> 1000 mg/dL, 6pomug nutns > 20 mg/dL u iogua nuTus

> 25.4 mg/dL.

Mpu nccnepgosaHnm moum B TecTe Alinity ¢ Sodium cnegytouimne
BellecTBa NPOAEMOHCTpMpoBany 6onblie 10% nHTepthepeHLMU npu
YKasaHHbIX KOHLEHTpauusx: kapboHaT HaTpusa 1.25 g/dL, dTopua
HaTpus 400 mg/dL, okcanat Hatpus 60 mg/dL, - ans o6pa3Los co
3HAYEHNAMW KOHLEHTpauWin HaTpusa s 74 mmol/L.

Mpn ncenepoBaHUmM CcbiBOPOTKM KpoBu B TecTe Alinity ¢ Chloride
Habntogaetcs MHTepdepeHuns 6onee 10% co cTopoHbl 6N conaHow
KUCNOTbI NPU KOHUeHTpauum 2.5 mL/dL.

I OXKNOAEMBIE 3HAYEHWA

Kaxpoii nabopatopun pekomMeHAyeTcs ycTaHaBIMBaTb COGCTBEHHbIN
pedepeHCHbIN AnanasoH, OCHOBaHHbIV Ha cneyuduke pernoHa un
XapakTepucTuKax nonynsyuu.

PethepeHCHbIN AnanasoH
CblBOpOTKa/nnasma Kposu™

[yanasoH (mmol/L)
Hampwid HefoHOLLEHHL B, MyTOBIHA 116-140
HefpHoLLEHHBE. 48 Yacos 128 m148
HOBOPOXKEHHBE, MyTIoBVHA 126-166
HoBopoXKaeHHb e 133-146
MreHLbI 139-146
Lfem 138-145
Bspocrbe 136-145
> 90 et 132-146
Karwii HeoHoLLEHHBE, MyrioB/HA 5.0-10.2
HefpHOLLEHHBE, 48 Yacos 30-6.0
HOBOPOXTIEHHBE, MyTIoB/HA. 5.6-12.0
HOBOPOXEHHBE 3.7-5.9
MreHLbI 4153
Lem 3.4-4,7
Bspocrbe 35-51
[Mnasva Kposy, My>KVHbI 35-45
IAbbott



Moua

[yanasoH (nmnol/L) BHyTm cepum BHyTov1 niaboparopun
a3V KPOBY, HEHLLYHb | 3.4-4.4 (MoBTOpsIEMOCTB) (obupe)*
Xropug Myrnosn-a 96-104 KO+ Cpeppee ao %68
HeloHOLLEHHBE 95-110 Obpazely TpoR Kenso (Mmol/) QGO 9B ([yariason™) (Oyerasoy¥nn «on
0-30 fpei 08-113 Koumos, 1 249 15 05 04 09 07 asoae
Bopome 98-107 yposers 1 (08-10)  (0.6-0.8) "MV
2 49 15 05 04 09 o7 M2c
> S0rer 98111 (08-0.9)  (0.6-0,8) <oUTPO
Moua'® Kompos, 1 252 44 06 04 09 0p ‘idmex
Jvanason (mol/day) YpoBeHb 2 (0.8-1,0)  (0.6-0.7) -1amiiC
Harpuin 6-10 ner Myl 41-115 2 249 144 05 04 o gi 9 o gg 2
HeHLyHbI 20-69 o e
10-147e7  Mprns 63177 Kompow, 1 249 161 05 03 10 06
el 48168 YpoeeHs 3 (09-1.1)  (0.6-0.7)
Byocbe | 10-20 2 249 161 0.6 04 11 0.7
W ”"’I oo (09-12)  (0.6:0,7) KomPEA
K 6-10 et | 17-54 MHebA - 4% 112 04 04 0.8 07
Mpias (06-0.9)  (0.6-0.8)
Aeruprel 8-37 MesB - 48 10 08 04 14 07
10-14net Ml 22-57 (12-16)  (06-0.9) Korpo!
HeHLyHbI 1B-58 .
Bspocrbe 25.125 Kanuin
Xnopug, MBEH bl 2-10 BEMFMOEPWM
roBTOpsie- naBoparopy
Jem <6 rer 15-40 o MeCTF;) B'MTJ'EI mﬁ p M
6-10MeT  Mpitiabl 36-110 v Ko a0 %6 e
e 18-74 Ofpey 00 (mol) GO %e (Jeresow) (Dancaor)
10-14ner Mpiewrbl 64-176 Kompow, 1 246 28 003 09 004 14
HerLpb! 36-173 ypoBeHs 1 (004-004) (1.3-15) <anmil
Bspocnee 110-250 2 246 28 001 03 001 04
> 60rer 95-195 (0.00-0.02)  (0.0-0.6)
Pe3ynbTaTbl TECTUPOBAHWS HA HATPWI, Kanuid n Xnopug, m 12 40 002 06 0 0%?0303) (051809)
BblpaXKeHHble B MMOI/L, 3KBUBANEHTHbI 3HAUEHWUSM, BbIPAXKEHHbIM o T Ot
B MEQ/L; pe3ynbTaThl, BblpaXeHHble B mmol/day, 3KBUBaNEHTHbI 2 26 40 001 03 0.02 05 Korpa
3HAYeHNAM, BblpaXeHHbIM B mEg/day. . (0.02:0.02)  (0.5-05)
CyTouHOe BblgeneHne ¢ Moyoli (24 vaca) Kortpors, i 26 68 003 04 005 07
- : YypoBeHs 3 (0.04-0.06)  (0.6-0.7)
Harpuit, kanvit u xnopup 2 26 68 008 05 005 07
YTo6bl NnepeBecTn pesynbTaTbl 13 mmol/L B mmol/day (cyTouHoe (0.04-0.05)  (0.6-0.7) KoHTpa
BblAeNeHne ¢ MOYolA, 24 yaca) MebA - 491 16 002 1 003 17
CyTO4HOE BblAeneHne ¢ Mo4oit (24 yaca) - [(V x ¢)* 1000] mmol/day (0.00-0.04) (0.0-2.7)
Tre: MHebB - 42 94 00 04 0.06 07
V - 06beM Moun 3a 24 yaca (mL) (0.05-0,07)  (0.5-0.6) Mererb
C - KOHUeHTpauua aHanuta (mmol/L) Xnopua —
1 CNEUNPUNYECKMNE PABOYNE BHyToM cepvmn
XAPAKTEPUCTUKI (nosTopse- BHyTpATEG0DATOPAA )
B faHHOM pasgene npefcTaBfieHbl JaHHbIE MO PErpe3eHTaTUBHLIM Cepivr on Mocte) Go(OﬁLU.ee) e T
pabounM XapaKTepucTKaM. Pe3ynbTaTbl, NOMYUYEHHbIE B OTAE/bHBIX XOHTPO- Cpegree Y
Na6opaTopusx, MOTyT OT/MUATLCS OT NPUBEAEHHbIX AAHHBIX. Opesey “f 264.; (mgl/L) ((‘)}O e (b NOEG: ) (Aparasor) 7EI°E
Bce uccnegosaHua npoBogunuch Ha aHanusatope Alinity c. yposeHbi o 06 (O.GLZ),B) (0.;):?).9)
Bocnpoussognmocte 2 243 84 04 05 0.6 07
Bocnpoun3sofMmMocTb BHYTpW nabopatopuu (0.5-0.7) (05-09 )
CbIBOPOTKA KPOBM Koumpors, 1 243 b 04 04 0.6 o7 ™ O
BbINO MPOBeAEHO UCCNejoBaHMe B COOTBETCTBUN C ypoets 2 (0.6-0.7)  (0,6-0.8) ;‘;g
peKkoMeHzaLMaMM AoKyMeHTa CLSI EP05-A2. Bbino NpoBeeHo 2 % 04 06 06 06
nccnefoBaHune ¢ ncnonb3osaHnem 2 cepuii ICT mogynb 05-07 (0507
Pas6asuTens o6pasya (Alinity o KIT Sample Diluent), 2 cepwuii Koo, 1 243 110 05 05 08 07 o
ICT Mogynb KanuGpaTtopos 4ns CbIBOPOTKM Kposu (Alinity ¢ ICT yposes 3 (0.6-09  (0.5-0.9) ym;l
Serum Calibrator Kit), 2 cepuii koMMepueckux KOHTponeii Ha 2 248 109 05 05 07 07
2 aHanu3aTopax. Tpu KOHTPONA W 2 MaHeNn CbiIBOPOTKM KPOBM (05-09)  (05-0.8)
yenoseka 6bIM NPOTECTMPOBAHBLI He MeHee YeM B 2 MOBTopax 2 MeebA - 46 % 03 06 06 10 FB-;3)
pas3a B fieHb B TeyeHne 20 AHeir." (04-06) (0812
Harpuii Marers B 4 12 06 04 10 08 -

* BK/oYaeT BapuabenbHOCTL BHYTPU CEpUN, MEXZY CEpUsMn 1
MEXaY AHAMM.

MuvHuUManbHOe 1 MakcuManbHoe 3HadyeHus CKO unm %KB gns
KaXAoi KoMOMHaLuW cepun peareHTa v aHanusaropa.

Abbott
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|blN0 NpoBefileHO MCCeloBaHNE B COOTBETCTBUMN C
— |ekomeHpauunamu fokymenTa CLSI EP05-A2. Bbino nposefeHo
|ccnepoBaHuB € MCnonb3oBaHem 2 cepuii ICT Mogynb
* "uEuERmEHR bEpilia (AliRiRY & I sample BWIRRTD, 2 Eepuii 1CT
T73) pogynb Kann6patopos ans moum (Alinity ¢ ICT Urine Caiibrator
lit), 2 cepuii KOMMepYecKknx KOHTponeli Ha 2 aHanu3aTopax. [Ba
iQj) KOHTpONs W 40 3 NaHenel MoyM Yenoseka 6blAM NPOTECTUPOBAHbI
! (te MmeHee yem B 2 noBTOpax 2 pasa B fieHb B TeyeHue 20 gHeAN*

ny  TPuM
1 Brymom cepim
[£) (nosTopsie- BHyT1 nabopatopim
o vocTe) (o6ue)”
KOHTPO- Cpegree go %e
(Obpazery 9 Koreo (ramoll) QGO %<B  ([variasoH”)
, 1 240 R 06 07 10 11
-|ypoBeHb 1 (09-1,1) (1.0-12)
2 240 R 05 05 0.7 08
(07-08 (07-09
“Kotporb, 1 240 161 07 04 10 06
- ypoBeHb 2 (0.9-11)  (0.6-0.7)
2 240 161 06 04 15 09
(10-1.8)  (0.7-11)
MevesbA - 480 2 05 23 06 29
(06-08  (23-37)
[TereB - 480 3 15 04 39 10
(2547  (0.7-12)
ViCanmii
BHymom cepunt
(nosTopse- BHyT1 nabopatopun
MECTb) (obLLge)"
| KOHTPO- CpenHee a0 %8
106pesey;, 19 Kongo (mmolA) QGO %KB  ([uanasoH’)
I'KoHtpob, 1 240 166 006 03 013 08
i ypoeerb 1 (0.13-0.14)  (06-09
2 240 166 005 03 012 07
(011-012) (07-07)
| KHpob 1 240 51 017 03 04 06
i yposerb2 (0.29-0.39)  (05-07)
[ 2 240 582 017 03 049 08
i (0.29-062) (0.5-11)
| ThebA - 430 17 002 14 o4 24
(0.04-0,04) (2,3-2,6)
1MebB - 480 1277 035 03 0.68 05
r 1 (0.50-0.83)  (0,4-0.6)
f MesC - 479 2846 082 03 19 07
(1.65-212)  (0.6-0.7)
Xropug,
BHyTov cepum
(nosTopsB- BHyTv naboparopun
1 Copimt MOCTb) (o6iLie)"
KOHTPO- CpeaHee ao %8
{Obpeey 119 Kotso (tnmollji QGO %e  (OuanasoH)
KoHpos, 1 240 103 05 04 09 09
ypoeers 1 (0.8-10)  (08-09)
2 240 103 05 05 08 08
(08-08)  (0.8-0.8)
KoHpos, 1 240 193 07 04 12 06
yPoBerb 2 (11-13)  (06:0.7)
2 240 193 07 04 19 10
(13-24)  (0,7-12)
MebA 479 24 03 11 04 16
(01-05) (04-2.2)
ebB - 480 213 09 03 22 08
(19-2.3)  (0.7-0.8)

* BK/K0YaeT Bapua6enbHOCTb BHYTPW CEPUM, MeXy Cepuammu 1
MEXaY SHAMU.
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MwuH1MansHoe 1 MakcumanbHoe 3HaveHns CKO unu %KB ans
KaX0o KOMOUHALMKM cepun peareHTa U aHanmsatopa.
JIHEeNHOCTb
Bbino NpoBefeHO nuccnefoBaHe B COOTBETCTBUM C
pekomeHfauuamu gokymeHTa CLSI EP06-A.'®
CbIBOPOTKa KPOBM

JINHeHOCTb TeCTa Ha HaTpWil coXpaHAeTCs B MHTepBane M3MepeHus
100 - 200 mmol/L.

JINHEHOCTb TecTa Ha Kanuil COXpaHseTCs B MHTepBane U3MepeHus
1.0 - 10.0 mmol/L.

JInHeliHOCTb TecTa Ha X/I0pUA COXPaHsAeTca B MHTepBane U3MepeHus
50 - 150 mmol/L.

Moua

JINHEHOCTb TeCcTa Ha HaTpUiA COXpaHseTCs B UHTepBane M3MepeHus
20 - 400 mmol/L.

JINHeHOCTb TecTa Ha Kanuii coxpaHaeTcs B MHTepBane U3MepeHus
1.0 - 300.0 mmol/L.

JInHeHOCTb TecTa Ha X/I0PUJ, COXPaHAeTca a MHTepBane U3MepeHus
20 - 300 mmol/L.

MHTepdepeHums

MoTeHUManbHO MHTepdepupytoLLMe BeLLecTBa

Bblno NpoBeAeHO MccnefoBaHNe B COOTBETCTBUM C
pekomeHgauuamun gokymeHTa CLSI EPO7-A2."®

CbIBOPOTKa KpPOBU

Hatpwii

Mpu nccnegosaHny 06pasLLOB CbIBOPOTKM KPOBU Ha HaTpUii
NHTEP(EPEHLMNIO CUMTANN CYLLECTBEHHON, eCNN 3HaYeHne
OTK/IOHEHUSA COCTaBNAN0 > 2%,

KOHLIeHTpaLwA uHTepdepeHTa Harpuii
lMoTeHuyianibHO Crat+ Lienesoe  Habntogas-
VHTEpepMpYIOLWe  JapTHble  AVbTepHaTVBHble  3HaUeHVe Moe
BejiecTBa eVHNLbI eVHNLbI (mmol/L) (% wuenesoro)
HexoHborvpoBaHHbl — 30mg/dL 513 prrol/L 115 1004
OO 1 100,7

60 mtydL 1026 pmoa 115 1004

145 1000

KobtorvpoaaHHbid - 20m™dL 237 gmoa 112 1009

OVpyOH 141 1007

30 mdL 356 pol/L 13 1009

m 1014

60 mg/dL 712 pow 12 100.6

m 1025

levornoovH 500 my/dL 509gL 128 1016

157 101,0

1000My/dL 100gL 125 101.6

151 1026

2000 ngTe 200gL 16 1039

m 104.6

VHTpavvb| 1000 my/d. 100gL m 1009

140 1000

2000 mg/dL 200gL 106 1009

133 1008

AcKop6iHoBas 6 my/dL 341 prol/L 128 100,0

Knora 154 94

AueTaMHOGEH 20mg/dI 1323 poi/L 128 1000

152 1000

Vibyrpoder 50 mg/dL 2424 poyL 125 1000

150 1000

AUBTWILICTEVH 167 ng/dL 10.2 mol/L 127 100.0

153 1000

Avevincanupriosas 66 noy/dL 3.7 mol/L 127 100.0

ooma 153 1000
3 Abbott



KOHLHTPBYA VHTOTEpRHTR

Hemui

KOHUEHTPRLVA HATEpEpEHTa

Lbee HOWEe  [peuwasDd  Cat

roreyarsn Cra+
HahEpprauwe HoHbe ABEEveHL  3IBEe Me
BALLECTER eypl  eyabl (M) Q4pEro)
Cwyrerrapn B 22mmaA 7 14
st 1013
Ongtl  A4Tmon 18 185
132 1033
XppesnaiA  ngd QAL gl QA% 116 10309
%6 100.0
S59d 0Ggl Q3% 116 102.6
%53 102.1
O/ 0lgl@QA% 15 1061
43 1063
Karwmii
Mpu viccesoBaHM 06Pa3LIOB CHBOPOTKA KPOBY HAL Kayi
VHTEPAIEPEHLHO CHUTEV N CYLLIECTBEHHOM, €C/N 3Ha4eHVe
OTK/IOHEHV/A COCTaB/ Y10 =10 %0
KoH BHIpa R wivdapea Kamin
MoreHyarsD Ca+ Lbeme HOWEB
e Abigranebe  38EHE Me
suiecTia eyHADI eyHAbI (mdAd) EapEsa0)
HrauavpEatbin Doyl S13pdA 30 100.0
GnpaH 49 100.0
Oyl 1Bl 29 1084
48 100.0
KasovpEHbl 0my/de 237 pad L 29 100.0
GnpeH 48 100.0
Dyl Feprod 30 07
49 RO
Byl T2pdA 29 100.0
48 100.0
revoiH oy 10gL 33 |1
52 18
15l 1501 33 112.1
52 1077
2Onyd 259l 33 121.2
51 157
g ez 1%071) IC00w/ 100 0L 29 100.0
47 102.1
2000 N/, 200 2.8 100.0
45 102.2
Aagomren s NU/L 3 pirdd 32 100.0
wooR 51 100,0
ArrawrojeH 20 nyd 3Bl 32 100.0
51 100.0
Ve Pl 224 pdA 32 100.0
51 100.0
Aenrycem 167 nyd 10.2 TTO. 32 100,0
6.1 100.0
Apvanyroen B ngd. 37rmaA 32 100.0
Koo 51 100.0
GuyrerempA Ongfl 44nmaLl 32 100,0
6.1 100.0
XopGesaiA  lngd Qg Q%% 30 133
49 102.0
Suyd.  QGgl QB 30 110.0
49 182
Oyl  0lgl I} 29 1276
48 1188
Xnopu,

Mpy rcenenoBaH 06pasLIOB CbBOPOTK KPOBM HaL XIopi,
VHTEPEPEHLVIKO CHUTA/M CYLLIECTBEHHOW, €C/IN 3HaYeHVe
OTK/IOHEHVA COCTaB/ 10 =10 %0

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

BELLECTER eyHAbI
HrabavpEHbin - DnpAL
anpaH

@nyL
Kol 20 mdL
GnpaH

Dngytl

enutL
lfevarom [€88;¢:(e B

200y

2000 L

AprawHxieH Dyl
VBroeH Dyl
Apvycem  167nMd
ApUtavitesR s N
Guyeriapa  Ongyd
Xoypteeanacin - 1nghl

s Tig. QG QIB»

IOry/d.
Eownvia Ay
Ay
Voovva Sangd

M8irgeL

Apampn 1B/ d Smoa QI3
Bnyd. DMmdAL Q3B%H

LoHbe  AbEpanvebe  3BEHE
ALl (/)
S13ndA )
14

1P6pnoU )
13

237 pdL n
13

a1 o)
14

712pnoll )
13

1009l D
116

2009l #
110

1009l B
112

2009l B
o7

3 pad t33)
112

138 278
12

224 poa B
16

1L.OmdAL 86
13

37mmaL 8
13

44mmadAL &
13

001 A1 0019 a8
112

a

"2

0.10 AAQAI0YY a
m

23nmaL 13 9]
m

46nmaA P
1®

19mmot a
m

38nmuL P
1»®

t39)

110

P
1»®

Moua

Harpuii

Xnopv,
Lbee  HOwWes [OEH

Me VHID
Lo EK
1000 Ao
100.0
1000 83V
109 KOO
1000 Epg
1000
100.0 6N con
|1
@4 sNem
1000
1,7 Q@Em
1069
131
110,0
0m3 " kgor
1000
1000 (oo
109
1000 ' AperaN
109
1006 VOIE
@1
1000 Ag
100.0
100.0 Karwii
fgl)zg -Mvn
” cuunrar
100.0 > 10%
®B8
100.0
100,0 m
100.0 BaLLEET
1000 BEEeTK
1000
1000 roca
103
1689 /faqia
1068
71 BsHKr
161 WODR
1068 Epen
w2
1127 3Hom
mo
1060
186
1076
165

Mpv Vico Ie[oBaHA 06PA3LIOB MOH HA HATPUIA VHTEPCEPEHLIO
CUUT/I CYLLIECTBEHHOM, €C/M 3HaYeHVie OTKIOHEH/IS COCTaR/I0

> 10%.
KOH pHIPELYVA VHI O EEHTR Hap/it
[breyarso Crar+ Lbee HOWEe
WEEpae  [FoHbe  AbEranebe  3BHE Me
BALLECTEA eyHbl eybl (mud) CapEaog
Bk Dy Q5gL 3 5
o) 1002
Moeca 0w/ SH5mdL B 1000
aB a8
Abbott



- i@mmvnmmmme Hapai KOHLPHIPBLY A HIE T e Karit

@ [beweso uBEEB "W rreyvasa Cra+ (Weee HOWEE
1 wnq:;tmw/m_fe ,EﬁJI'I—be Aveanebse  388EAVB WEEIpHale morbe  AbEpEnabe  3BEHE Me
; AL eyHAbI (maA) @/WBKJD) BELLECTER eyHAbI yHALI (mud) CapEsao
t - A](m 200 ML 114 nmdA 3B 100,0 sNesoreAoDR 50nul 3O mMmaA 25 1009
o a8 100.0 1126 100.2
« Ao aSn/AL 531 nmdA 3l 100.0 QcyerHapA Onwl 45TmaV) A7 100.0
D woa 1% 1005 1189 100.0
L, -~ Bpakooa Ony 04 mmaA 3B 100.0 Kepoer HaIpA 1590 1179 nmuA 238 100.0
N aB a8 1192 D5
o Noraswooa 25nv/d IBrmaL B 100.0 dqupHapA AOnyd.  B3nmud 29 N6
n a5 17 118B N9
sNesoreAko TR S0niAL JOnmadL 3 100.0 ArrawHeH Dy 13BpdL 24 100.0
0 1% 100.8 1320 Bl
Q@wr-aps Onyl A5nmoNV 3B 1273 VB odeH Onyl 22 243 100,0
¥ n 127 187 100.0
" * 164 165 Aenvrycem 167 ng 102 nmal/A_ 243 100.0
0 i a6 1086 1266 100.1
i Kgooerrapm 1596 179 nmulL 3B 85
|(!E | a5 265 Xopaa
A; P dRprans A0nyd.  SE3mmiL ;é ﬁg CHUT/N CYLLECTBEHHOW, EC/IM 3HAYEHVIE OTKIMOHEHA COCTaB/ 10
2
» AsawraeH o 1323 2] 100.0
o 1 e . s mmwmwmranﬂma Xep,
w6 VommeH Dol 2824 pro/ 3B 100,0 ,qapm;e A e m
« i v aB 217378 eyHAbI (TToJD) @/aersx:o)
L : AenmnycaH 167mij/il 102 nmadL <) 100.0 Eﬂ'l]( nytL 059l 102 1010
Wb 1 210 100.0 A 100.2
Wo FW oA 100Nyl HB5mmal 1B 100.0
o II'p/l VIoCenpBaHM 00Pa3LIOB MO HA. Ky VHTEPCIEpEHLIKO = %8
o2 CH/TAI M CYLLECTBEHHON, 0/ 3HAYEHVE OTKIIOHEHVS! COCTAB/IO Aaqier A0nyd. 14nmald 18 1010
«.0 >10% 26 100.0
= o es, e s a5
MO imee romie  AvErEMELe EpenoDa  Z0ngd.  AAndEL 18 100,
1000 BALECTER eI eyHABI (rmwu @/ap'azao) 25 100.0
100.0 Bk Py 05ad 237 sNorewoDa 25nAl 1DnmaL 1B 35
100.0 1179 100,2 LS 163
100.0 ‘ Lidecea. 100Ny H5mmal 238 100.0 sNesomreanwo o 50nidl I0MmdA B xR
3 1185 100.0 223 RB2
e Aaqfer 20noy/d- 14madL 238 100.0 Qcaer HFIpA Onul A5 nmaA 18 101.0
i 18 1187 100.0 6 100,0
71 8wooe 65mML Sl 25 1m9 Keoeraps  15gl 179nmud e’} 109
Koo 112.2 100,1 pé:] 1013
168 Eparooa Zonuid. A4 T 238 100.0 drvnHPA A0nyd B3mmaL 1B *Bl
1072 1184 100.0 2 1004
127 sNoor&AD DR 25miyd. 160nmadA 27 100,8 AleawnaieH Dnyfl 13BpdL 14 100.0
1119 1183 100,6 2B 100.0
wo 1 VByrpoofeH Dnytl 224 pnoa o7 1m9
186 = 100.0
e Ayt 167ngd. 10nmaA 15 1009
1®5 Bl 100.8
VHTEpCREpEHLVS NIEKAPCTBEHHBIX MPEMNAPaTOB WA SHOOMEHHLIX
BELLIECTB MOXET OKa3bBaTb B/IAHVE Ha pesyrbTarbl Tecta.””
INLtO CpaBHeH1e MeTo/10B
(B0 BbI10 MPOBEAEHO VICCNeoBaHVe B COOTBETCTBAN C
pexoveHaaLyIsvm AokyveHTa CLSI EPO9-A3 ¢ verno/ib30BaHeM
meToaa perpeccum Passing-Bablok.'®
Hoigre-
I e
L'EEI0)
115
1002
= 1000
2B
IAbbott 3 Abbott
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Hatpwii

Koy [yereac
Fpr KoV emique MEe e iGLpH

b B JHAM wHe K (177
Airtyc  Gegoonra nmol 141 1.00 QD 100 101197
Sdume I
qeeHC  \pg maA 101 1.00 oss QP 2-FB
ARCHITECT
Solum
Karmii
Kodgmr JyereaH
Emer KOF arigqre Mgee Hr ot
Ul B mAamwm  we B um
Airtyc  Geyonra mmufL 122 1.00 000 100 1394
Riessum
BOEBHC \pg maA 107 100 123 16 432861
Ratassium
Xnopua,
Kedamn JyereaH
Enrr KO+ aerqpes Mgeee Hr ot
bl B /mAam  we HB1 um
Aintyc  Gegoma  TTob 120 1.00 000 100 S2-148
Maices Koo
qEEHC  \pa mmaAl 112 1,00 QD 100 25209
Maice
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thopmart uuncen:

* B KayecTBe pa3fenutens TbiCAY UCMONb3yeTca npoben
(npumep: 10 000 06pa3LoB).

* B KayecTBe pasfenutens AecATUYHbIX UCMONb3YeTCA ToUKa
(npumep: 3.12%).

I Vicnonb3ayemble cumBsosbl

Cm. MHCTPYKLMIO NO
NPUMEHEHUNI0
N3rotosutenb

[ocTtatoyHo ans

TemnepaTypHbIii AnanasoH

2 Mcnonb3oBaTb f0/CpoOK FOAHOCTM
MeguumHcKoe nsgenune ans
[OMarHoCTUKM In Vitm

Homep cepumn

BSI00MCEB for ubott by | MpownssegeHo ans Abbott

MpogykT CLUA

ProbucToFuU>*1
M PeareHT 1
KaTrToXHbIii Homep

Rioncy 1 [Ana ncnonb3oBaHuUsa TOMbKO
MeLULNHCKAM paboTHUKOM
(NPUMEHUMO TOMbKO K
knaccudukauymmn CLUA)

CepuiiHblii HOMep

Alinity 1 ARCHITECT aBnstoTCS TOProBbIMU MapKamy KOMMaHuu
Abbott Laboratories B pasnuyHbIX lOpucankumuax. Bee gpyrue
TOProBble MapKu ABMAIOTCA COGCTBEHHOCTbIO COOTBETCTBYHOLLMNX
BNajenbLies.

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

C€

IPROPUCSO FOB ABBOTT BY |

Fisher Diagnostics,

A Div. of Fisher Scientific Company, LLC

A Part of Thermo Fisher Scientific, Inc.

8365 Valley Pike

Middletown VA 22645 USA

CepBucHas noaaeprkka: OopaLLiTEC K CBOEMY MECTHOMY
MpeACTaBUTESIO WM CMOTPUTE KOHTaKTHYHO MHAopMaLIMKO [/15
BaLLleii cTpaHbl Ha caiite wwwy.abbottdlas nostlcs.com
Pepakumsa: ceHTa6pb 2016 T.

©2016 Abbott Laboratories

ABTOPU30BaHHb I NPEACTABATES b U3IOTOBUTESIA HA TEPPUTOPUA
Poccumn v apyrmx ctpad CHI™:

00O “3660TT /1abopatopuns”, 125171, Poccus, r. MockBa,
JleHuHrpagckoe wocce, 16A, cTpoeHme 1,

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

2 Abbott



MPUNO>XXEHUNE

KuHctpykumm MO Mpuverernto Alinity ¢ “HOT mogynb Pas6asuTens obpasua (Alinity ¢
tOT Sample Diluent) gna Poccum

COCTAB:

TRIS 6ydep, auetata MarHusa. KoHcepsaHTbl: HuTpaT cepebpab ProClin 150
pH: 65

TPAHCIMOPTUPOBKA

V3penve peKomeHayeTcst TpaHcnchTMpoaaTs 6e3 TemneparypHbIX
orpaHuyeHmii. N3genve ocTaeTcsi CTaGWbHBIM [0 OKOHYaHWS CpOKa rOAHOCTY,
YKa3aHHOrO Ha YMakoBKe. TPAHCMOPTMPOBKA OCYLLECTBASETCS BCEMM  LILLAMK
TpaHCNopTa B KPbITbIK TPpa»-)CriOPTHbIX CPEACTBAX s COOTBETCTBMAW C NpasBuiamut
NOPEE03K rPy30B, AENCTBYHOWMMM Ha KKAOM BUAE TpaHCMopTa.

FTAPAHTUVHBIE OBA3ATE/IbCTBA

MpousBoAUTENb FrapaHTUPYeT, YTO NPU NPaBUILHOM XPaHeHU 1 0GpaLLeHn usaenvue
ocTaeTcs CTabusbHLIM 0 UCTEYEHWs CPOKA FOAHOCTW. MaKcUMMaslbHbIii CPOK FOAHOCTH
MEeAULMHOIOTO M3fenust He Gonee 14 MmecsileB C AaTbl NPOM3BOACTBA. W3genve,
XpaHuBLUEECst C HapyLUeHWeM persiaMeHTVPOBAHHOTO MPOV3BOAUTENEM PEXVMA,
npuMeHeHnto He noanexwT (B cootseTcTBumn ¢ TOCT P 51088-2013).
TEXHUNYECKOE OBC/TY>KVIBAHVE

He TpebyeTcs.

TEKYLUWI PEMOHT

He TpebyeTcs.

OAHHBIE 014 YTWIN3ALUMA 1 YHUUTOXXEHUA
MEAVLIMHCKOIrO U3AEMA

MegNMHCKoe u3fenve yTWIMMPYIOT N YHUUYTOXAKOT B COOTBETCTBUM C Npasuiamut
obpaliuMs ¢ MEAUUMHCKUMM  OTXOAaMM, perniameHTupytou”™mmcs  CaHluH
2.1.7.2790-10 ot 12.12.2010 «CauuTapHO-3n1aamMmonornyeckne TpeboBaHWsa K
o6paLLe»”™Mo ¢ MeMLIMHCKIMI OTXOAaM.

Heo6xoavMo cnefoBaTh HaLMOHasIbHLIM CT»”apTam Mpu nepejade v yTuamsaumm
U3/IeNINA, ero KOMMOHEHTOB 1 YMaKoBKY.

MNEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLIHCKOE U3OE/ME

ENISO 9001, 1SO 13485

MOTEHLIMAJIbHBLIY MOTPEBUTES b

MpocheccroHabHbIN Nonb3oBaTe s

NHPOPMALIA O HAIMYAA B MEOVLIMHCKOM U3AE/TMA
JIEKAPCTBEHHOI'O CPEACTBA

Hs cogepxut

CTEPWJIbBHOCTb

MocTaBnsieTcss B HecTepwibHOM Buge. Crepunusaums nepeg npuMeHeHUeM He
Tpebyetcs.

NH®POPMALIMA O  BO3MOXXHOCTW  MNOBTOPHOIO
NMPUMEHEHNA

He nognwKnT NOBTOPHOMY NMPUMEHEHMIO.

MATEPVA/IbI XKUBOTHOIO MPOVICXOXXAEHWA

Martepuasibl >KMBOTHOTO MPOUCXOXAEHUA MNpoeap”™bl U PUCKM MpuMeHeHus MU
yKasaHb! B MacnopTe Ge3onacHocTy. MacnopTa 6e30MacHOCTU MOXHO HaliTh Ha caiite
www.abbottdl8gnostics.com unm 06paTuTech K MECTHOMY MPeaCTaiuTENio.
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«3660TT 'MO6X & Ko. KIM» Ten;+4961 22580

Makc-InaHr-PuHr 2, dakc: +49 61 2258 1244
65205 BucbageH
n/a 1303, 65011 BucbapgeH

Mognuck: <nognucaHo> Jata: 22 Hosbpsa 2018 r.

3amaH KxaH

3aMecTuTenb AMpeKTopa No HOPMaTUBHO-NPABOBOMY PeryMpoBaHuIo
PervoH EBBA wn NakuctaH

«2660TT TM6X & Ko. KI'»

«2600TT 'MOX & Ko. KI"'»
Makc-InaHk-PuHr 2

65205 BucbageH-LenbkeHxanm
lepmaHua

<[MeyaTb: «2660TT»
«2660TT T'MO6X & Ko. KIM»
Makc-InaHk-Puur 2

65205 BucbaneH>
FOpuanyeckmin agpec: BucbageH
PaiioHHbI cyn BucbageHa HRA 4888 YnpaBnsoLwpii;
HecyLmii nepcoHanbHY 0TBETCTBEHHOCTb KOMMAaHbLOH: LiTechaH Bonnb
«3660TT MeHemHKMEHT "MBX» Mper AnbbepT
FOpwuanyecknii agpec: BucbaseH Mpeacenatenb HabMOAATENILHOTO COBETA;
PalioHHbI cya BucbageHa HRA 12889 Xaime A. KoHTpepac

OdhmumansHoe 3acBUAeTeNbCTBOBaHNE

HacToswwmm odmumansHo yaoCTOBEPSETCS, UTO I-H 3amaH XaH
«3660TT MTM6X & Ko. KM» Makc-INnaHk-PuHr 2, 65205

Buc6ageH, CO6CTBEHHOPYYHO MOCTABW/ BbILLIECTOSALLYIO

noAnucb B NPUCYTCTBUM MOANMCaBLUErocs npeaceaarTens
MeCTHOro cyfa.

BucbageH, 27.11.2018 .

Ne B peectpe 903/18

MownuHa B COOTBETCTBUM C MNonoxeHreM o cbopax B pasmepe
6 eBpo onnayeHa

<nognucaHo>

Mpepceparens MecTHoro cyga

<MeuaTtb: MecTHbI cya r. BucbageH X 1" 2>

<nofnucaHo> 22 Hos6ps 2018 .

MepeBof, C aHIMNIACKOrO M HEMELIKOTO S13bIKOB Ha PYCCKMIA A3bIK BbINOMHEH NEPEBOAYNKOM
LLlaTHeBbIM Unbein AnekceeBnyem
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Poccuitickas ®epgepaumsi. Fopog Mocksa.
TpeTbero Aekabps [Be TbicA4YY BOCEMHAALATOro roga.
A, baxTaase dnbmupa HKOpbeBHa, HoTapuyc r. MOCKBbI, CBUAETENLCTBYH MOA/IMHHOCTb

nognucy nepesogyvnka LlaTtHeBa Vnbn Anekceesunya.
MNMognuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTbL nognucasLUero AOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne77/52-1/77-2018- ™
B3bickaHO no Tapudyy 100 pyo®.

YnnayeHo 3a okasaHue yc/nyr npaBoBOro v TEXHUYECKOro xapakrepa: —

3.10. baxTaase
Mognuce

MeuaTb

Bcero npowHypoBaHo, npo epoBaHo
M CKpenaeHo neyarblo... -..AimcecT A
HoTapuyc.....ccoeeeuneennnns
Mognuco
Meuatb

Poccuiickass depepayus. Ffropos Mocksa i
TpeTbero gekabpa gBe TbiCAYM BOCEMHAALATOrO roja.

A1, baxTagse 3nbmupa tOpbeBHa, HOTapuyc r. MOCKBbI, CBUAETELCTBYIO BEPHOCTb KOMWUMW C NPeAcTaBNeHHOro MHe
[OKYyMeHTa.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2018-
B3bickaHO Mo Tapudy;
YrviaqeHo 3a OKaszaHVie YoryT MpaBoBOro TEXHUHECKOTO XapaKTepa: —

3.10. baxTtagse
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