YTBEPXJAIO

ORI 680
FETWWO%%”FDCWFBUGO
M3y eH M G_I_fbﬁq@ql/BB
. JEOOE BHCTK
81 u Al8r.
MHCTPYKLUWNA

Mo NMPUMEHEHNIO MEANULMHCKOIO nsgenna ond ouarHoCTUKN in vitro

Bo:mellﬁé'.g/l % ICT MOy HB
OVOIVHECK/X Alinityc A

(A C 1T SO Ky AR
Karviapargpb | 4 GoeaeeH/A MEBBATBHOC TV KONVHECTBHHOO FEKIPOUIOB
BN&EW’%WBGM\A cmvoLHoICT- mm
arvearopax Alinity ¢ «ICT W%Iﬂ[ﬂ ND~I/I| zAllrltyc 1CT Unire Gllibrator

Kit),

by s ittt s it oy i
W IVDHE Y2/ 0BG MOTEHLYOVETIVHECK/M IVETQIPM C MOVOLLBHO
aranveargaex Alinity ¢ «ICTvoayms Pasteanrers oopeaLa (Alinity ¢ ICT
Sple Diluent);

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Abbott GmbH & Co. KG Tel. +496122580

Max-Planck-Riog r
65205 Wiesbaden Fax +496122581244
Postfach 1303,65011 Wiesbhaden

KOIMmH

Abbott

I 2awan Kh”, Associate Director Regulatory Affairs EMEA ancl Pakistan. Abbott GmbH & Go. KG., hereby certify that
that keenth?S ! beru(%a& uges indicated below are the Instruction for Use. These documents arein

allufl I'accordance with actual m man ucumems arem
n n 3amectuTtens [upextopa no HopmaTtuBHLIM Bompocam Otgena Esponbl  BrvbkHero

A A EMEA a™d Pakistan,
CTorl ««Lt. ™ YAOCTOBEPSIHO, uTo MpWUaraemble [IOKYMEHTbI s HUXEMNPUBEAEHHOM 06beme
[LOKywMme.;raymmnnpomssog3™ '« " 3T [OKYMEHTBI MO/HOCTLIO COOTBETCTBYHOT (parLL4ecKoi

VIHCTpYKLMA M0 NpyMeHEHUIO Ha MeaunuHeKoe n3genue (Instruction for medical device)

Habop kannbpaTopoB fAns 06GecrneyveHVsi MpaBWMIbHOCTWM  KOIMYECTBEHHOTO OMPEAENEHNst 3MEKIPLUNITOB B
CbIBOPOTKE KPOBW Ye/loBeKA MOTEHLIHOMErpUYeckaM MeTOAoM C mnomolipto ICT- moayns Ha GUOXUMMYECKUX
aHanusaTopax Alinity ¢ "ICT moaynb Kanubpatopsbl ans cbiBopoTku Kposu (Alinity ¢ IC 1 Serum Calibrator HO1)"

Mo TEKCTY UMHCTPYKUWMW BCTPEYAKOTCA BapUaHTbl HaVIMeHOBaHMIA MEANLINHCKNX I/I3,Cl,ef|l/ll7l, NPUBEAEHHbIE B Ta6I'II/ILI.e HIDKE,

KOTOpble ABMAKOTCA CcnpaBef/mMBbIMK 1 paBHO3HauHbIMKM (Instruction for Use includes the followings trae and equivalent
short names of medical devices lirted intable):

HavMeHOBAHVE HA.  HayvieHOBaHYE MEAULIHCKOTO M3ANIS Ha PyCCKOM CoKpaLLieHHoe
BHITVICKOM A3bIKE HaMeHoBaHve (Mo
A3blKe
Alinity e ICT Habop kambparopos /11 0GecrieyeHna NpaBUIbHOCTY  |CT MOZY/Tb
%}trum Calibrator  yonuectBeHHOrO  OMpeseneHWst  ANEKTPOIUTOB B Kanmbpatopsl s
CbIBODOTKE  KPOB/  Ye/loBeKa  MOTEHLIMOMETPUYECKUM  cLigopoTkY  KpOBM
METOZOM C nomoLLpto 1CT- Moayna Ha BUOXUMMYECKUX (Alinity ¢ 1CT
aHanwmsatopax Alinity ¢ "ICT mogynb Kanmbpatopbl 418 Serym Calibrator
CbIBOPOTKY KposM (Alinity ¢ 1CT Serum Calibrator KitV’ kit

Cocras:
# .
Title Number of
I Insert tor Almity ¢ ICT Serum Calibrator KJI with ADDENDUM for Russia. 3
WHCTpyKUms no nprmeHeHunio ICT Moaynb Kannbpatopsbl 47151 CbIBOPOTKM KPOBY 3

JA 1™ty ¢ FOT Serum Calibrator Kit) ¢ MPUOXXEHVEM n”*a Poccun

Signed: .
Zaman Kban Date:_

Associate Director Regulatory
Affairs EMEA and Pakistan

Abbott GmbH & Co. KG a Abbott

Abbott GmbH & Co. KG

Abbott GmbH & Co. KG Max-P'anck-RIng 2
Max-Planck-Ring 2 _ 65205 Wiesbaden
65205 Wiesbaden-Delkenheim
Germany
Sitz der Gesdlschaft; Wiesbaden
AmtsgerichtWiesbaden HRA 4888 .
Personlich haftende Gesellschafterin: Sre iﬁﬂ?&;ﬁ“&;‘;&h
Abbott Management GmbH Greg Ahlberg Page 10f1
i'rth]tgf(r Geﬁte\l/l\th%ﬂaW'eHsggleg%g Vorsitzender des Aufeichtsratcs:
ericnt\iesbaden Jaime . Contreras
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Key to Symbols
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PRODUCED FOR 18BOTT BY 1

‘productOP USA 1

bef|

Rx ONLY 1

Consult instructions for use

Manufacturer
Temperature limitation
Use by/Expiration date

Calibrator Low
Calibrator High
Control Number
Concentration

In Vitro Diagnostic Medical
Device

Lot Number

Produced for Abbott by
Product of USA

List Number

For use by or on the order of a
physician only (applicable

to USA classification only).
Serial Number

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

Abbott GmbH &Co. KG

Max-Pianck*Rirjg 2
65205 Wieshaden
Germany
+49-6122-580

IPRODUCeP FORABBOTT BVj
Fisher Diagnostics,

CE

A Drv. of Rsher Scientific Company, 1L

A Part of Thermo Fisher Scientific, Inc.

8365 Valley Pike Middletown VA 22645 USA

Customw Service; Contact your local representative
or find country-specific contact infOTmation on

www.abbottdiagnostic8.com

Revised November 2016.
©2016 Abbott Laboratories
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r ADDENDUM

= » Uw Instruction for Use Alinity ¢ ICT Serum Calibrator Kit (ftr Russia)

> SHIPPING
Recommended  shlpi“ng conditiorw for devicee 2-8"C. Devico Is stable
urkd ibe expireuon date indicatedon the package. Device isno lor”*r suites foruse
i shippsig temperature limits have been violated. Ship h an enclosed carrier vehicle
of any Kind in accordarwe with shipping roles, appUcabie to the respective carrief.
WARRANTY
Manufacturer guarantees ftat device remains stable until the expiration dale when
stored and handled as directed. The maximum she» life of the medical device is 14
monlhs fromdate of manufacturing, Device most be discarded ifstored with deviations
inmeHifacturer's requirements{GOSTR S1088-2013),
MAINTENANCE
Notrequired.
REPAIRS
Not required.
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Oeslrucl and dispose of a medicaf device In accordance with the requirements of

SanPin 2.1.7.2790-10 dated December 12, 2010 ‘Sanltary-epidamlological
Requirements for the Management of Medical Westo®,

Transmit and dispose of a product and its componenU and packaging in accordance
with local regulations.

LIST OF APPUCABLE STANDARDS

1S09001:2000, 1SO 13485:2003

POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not containany drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-appVied

MATERIALS OF ANIMAL ORIGIN

Materials of animal originare tested and risle of using MOare indicated in SDS. Safety

Data Sheets are available at www.abbotidiagnosb'cs.coffl or contact your local
representative.

CONFIDENCE UMIT
Not~plicable

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KOT Serum
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G76269R02
S8P69R

Alinity c

ICT mogynb KannbpaTtopbl /151 CbiIBOPOTKN KPOBU
(Alinity ¢ FOT Serum Calibrator Kit)

Pemuyst HoOpb2016 1. " '

Heo6X0AMMO TOYHO CnejoBaTb MHCTPYKLUUAM AAHHOW MHCTPYKLWM NO
npumMeHeHUO. MpPN OTKNOHEHUN OT UHCTPYKLUMI AAHHOW WHCTPYKLUMN

no NPUMEHEHNID HafeXHOCTb pe3ynNbTaToB TecTa He rapaHTupyeTca.
HA3BAHVE

ICT moaynb Kannbpatopbl ANns cbiBOpoTkn kpoBu (Alinity ¢ ICT

Serum Calibrator Kit) (CokpaweHHoe Ha3sBaHue: 1CT Serum)
HA3SHAYUEHVE

Ans xann6poskn TectoB Sodium, Potassium, Chloride B cbiBOpOTXE
KpOBY.

[ OoNoNHUTENbHYIO MHGOPMAaLWIO CM. B UHCTPYKLUU NO NPUMEHEHNIO
k 1CT moaynb Pa3basutenio obpasua (Alinity,c 1CT Sample Diluent)
n 8 PykosojcTee no akcnnyatauuun Alinity cl-series.

COOEPXVMOE

ICT mogynbs Kanuépatopsl Ans ceiBopoTku 1dposu (Alinity ¢ tOT

Serum Calibrator Kit) nogrotosneHbl B pacTBope, NPOU3BE€EHHOM Ha
6enkoBoii oCHOBE.

ICONC1

Kanu6patop KonunuecTtBo Sodium Potassium
iCALILI 5X29 mL 120 mmol/L 3.4 mmol/lL 80 mmol/L
SX 2.9 mL 160 mmol/L 8.0 mmol/L 120 mmol/L

HEOBEXOANMBLIE, HO HE NPEOOCTABIAEMBIE
MATEPVA/IbI

» 071001 3ameHseMble KpbllW KU ANsA kanu6paTopa/koHTpons
Alinity ci-series Calibrator/Contrd Replacement Caps

CTAHOAPTU3ALVA

Kaxpablli ypoBeHb kanub6partopa, npon3BeAeHHOro Ha 6enkoBoit
OCHOBE, NPUTOTOBNEH rPaBUMeTPNUYeCks B COOTBETCTBUN CO
cTaHpgapTom ACS (AMepukaHckoe 06U, eCTBO UCCNAE[OBaAHUI

B 06NacTh XMMuUN) ANS XN0opuja HaTpus, xnopupja kanums un

HUTpaTa HaTpus. KOHUEeHTpaLuny HaTpua W Kanus onpejenieHsl C
Mcnonb3oBaHWeM MeToja NnamMeHHOW poTomMeTpun, KaNNGPOBAHHOTO
B COOTBETCTBUM C pecdhepeHCHbIM cTaHaapTom NIST. KoHueHTpauusa
xnopuja onpejeneHa ¢ UCNoONb3oBaHMeM MeToda TMTpauum c
cepe6pomM, KAaNMGPOBAHHOIO B COOTBETCTBUM C pedhepPeHCHbIM
ctaHgapTom NIST.

NIST - National InsUtute of Standards and Technology

(HaunoHanbHbI MHCTUTYT CTAHAAPTOB U TEXHONOTUN)

MEPBI MPEAOCTOPOXHOCTU
e ®

e [nAa gnarHocTuku !n\ﬁtny

¢ lrxonlyl

YTunnsupyiite copepxnumoe/KoHTeiHep B COOTBETCTBUN C
caHuTapHbiMu Hopmamu Pd¢ (CaHMwuH 2.1,7.2790-10

07 09.12.2010). MacnopTta 6e30NacHOCTN AOCTYNHbl Ha caiiTe
www.abbottdiagnostics.com unumy mecTtHoro npeactaBuTens.
Moapo6Hy MHpOpMaLUD O HEOBXOAUMBIX Mepax
npefoOCTOPOXHOCTM Npu paboTe ¢ aHaNU3aTopom

cm. B PykoBopgcTBe no akcnnyatayuu Alinity ci-series, Pasaen 8.

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

MoAroTOBKA K MCIMOJIb30OBAHUIO

* JlaHHbIi NpOAYKT NOCTaBNsAeTCA B XNAKOM BUAe, rOTOB K

MCcnNonNb30oBaHUIO .

« Tepepj KaxXfblM NCNONb30BAaHWEM NepemMel UBaiTe, akkypaTHo
nepesopauynBas paakoHbl.

* B LENAX COXPAHEHWS ONTUManbHON CTAa6UNBHOCTMU 3awuu aite
OT ApKOro ceeTa.

« He ncnonb3yiiTe nocne OKOHYaHWsA cpoka rofHocTH,

*« JlaHHbI NPOAYKT MO0 XpaHUTb Ha GCIOTYy aHanusartopa.

« Tpn xpaHeHWU Ha GOPTy NepemMelWnBaHNE NPU KaAXAOM

MakcumaneHoe [lonoNHUTENbHbIE
Bpems MHCTPyKUNUKU no
XpaHeHus XpaHeHunw

Temnepartypa
XpaHeHns

HeBckpbl Thiii 16 - 30'C Lo oKOH4YaHUA

nakoH cpoka roAHOCTH

Ha 6opTy TemnepaTtypa 6 gHen
(144 vaca)

7 pnaeit nocne

B cucteme

BCKpbl Thl i 2-8'C XpaHnTb BO

tnakoH BCKPbITThbI tnakoHax, NA0OTHO
3aKpbITbIX HOBbIMMU
3aMeHAeMbIMun
Kpbl W KaMu.
MomecTuTb B
XONOAUNbHUK nocne

mcnonb3oBaHUsA.

Cuctema oTcnexunBaeT CT*MAbLHOCTD MPU UCNONb3OBAHUN -
nepuopa BpeMeHW, B TeyeHWe KOTOPOro kanubpatop HaxoauTcs

BHE XON0ANNbHUKA Ha 60pTyaHanm3aTopa. CucTtema WB NO3BONUT
Mcnonb3oBaTb Kannb6paTop, eCNu Nepuoy ctabunbHoOCTH

npu “cnonb3oBaHUn nctek. CM. MakCMManbHoe 3HayeHue
CTabUNbHOCTM NPKU UCNONb30OBAHUKN O OTYeTe "MapameTpbl

TecToB”. lONONHUTENbHYIO UH(MOPMAaLUIO O CTAaGUNBLHOCTN NpU
Mcnonb3oBaHunW kanuépartopa cMm, B PykoBoACTBe No akcnayatayum
Alinity ci-series. Pasgen 5.

AonoNnHWTeNbHY MHMOPMaLUl O BbIBOAE NapamMeTpoB TeCTOB

Ha neyaTb cM. B PykoBoacTee no akcnayatauuu Alinity ci-series.
Paspen 5.

MPOLIEAYPA PABOTbI HA AHAJTIM3ATOPE

*« MapameTpbl cepun kKanub6pan”-moryT BBOANTLCA NPN NOMOLL YN
WTpMUXKOJa Ha ynakoBke kanu6partopa.

« Kann6poBka npoBoAMTCSA MeTof0M TecTuposaHus ICT moayns
N An6paropoB Ansa cbiBOpoTku kposu (Alinity ¢ ICT Serum
Cnibrator Kit),

*« TMMepep cooGueHNeM pe3ynbTaToB nayneHTa y6eantecs,

UTO- 3HAYEHNA KOHTpONeil Haxo4ATCA B npejenax gnanasoHa
[ONYCTUMBIX 3HAYEHUA.

« WHMcrMauuw o HacTpoiike napameTpoB kanu6patopa cMm. 3
PykoBoacTBe no akcnnyaTtauuun Alinity ci-series. Pasaen 2.

*  WHpopmauuio o 3akase W 3arpyske Kanu6paTopoB B CUCTEMY

cm. B PykoBogcTBe no akcnnyaTtauumn Alinity ci-series. Pasgen 5.

a Abbott
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»

MOKASATE/ HECTABU/TIbHOCTW WA TOPYA

Moka3aTenssMm HecTabuNbHOCTWU UK nop4yn cnyxat suagnumMmble cnefbl
npoTeykn, HecooTBeTCTBUE KanVIﬁpC)KKI/I Kputepuam, ykasaHHbIM B
VHCTPYKUWM NO NMPUMEHEeHU n/unu PyKoBOACTBe MO akcnayaTayum
Alinity ci-series, 1M HECOOTBETCTBNE KOHTPONEW YyCTAHOBNEHHbIM

KpUTEPUAM.

OrPAHVYEHVA NMPOLEAYPDI

MonyyeHne TOYHbIX U BOCNPOU3BOAUMBIX Pe3yNbTaToOB 3aBUCUT

OT NpaBUNbHOW paboThl aHaNM3aTopoB W peareHToB, cob6nwgeHnn

np~UN XpaHeHWA NPOX KTa B COOTBETCTBUM C UHCTPYKLUUAMN, &

Takxe co6nioageHns metoank naéopaTopHoit pa6oThl.

cdopmat yucen:

® 8 KauyecTBe pas3fenuTens ThicAY UCNONb3yeTca npoben
(npumep: 10 000 o6pa3yos).

*+ B kauyecTBe pasjenuTens AeCATUYHbIX UCMONb3YyeTCH TOUKaA

(npumep: 3.12%).

|/|CI'IOI'II:3y€MbIe CMMBO/1bl

Cm. MHCTPYKLUI NO M;pPUMEHEHUIO

y N3rotoButens

I TemnepaTypHbIii fuanasoH

Mcnonb3oBaTb A0/CpPOK rOgQHOCTH

2

lcallt | Hunsknii kanubpartrd
I«MH | Bbicokuii kannépatop

KOHTpONbHbLI HOMep
~omc| KoHueHTpaymnsa

MepguumnHckoe nsgenue gns
avarnoctukn In Wtro

Homep cepuun

IPROOUCED FORABBOTTBY | MpounseepeHo Ans Abbott

Mpoaykt CWA

[productofusal
KaTtanoxHblii Homep

(bIOMLYI Ana ncnonb3oBaHUA TONbKO
MeANLUUHCKUM pabCcnxukom
(NPUMEHUMO TOMbLKO K
knaccugunkaymm CLWA)

CepuitHbl it HOMEp

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

Alinfty AaBnAeTcs ToproBoi mapkoit komnaHuun Abbott Laboratories B
pas3NnuHbI X OpUCANKLUMAX. Bce gpyrne Toprosble Mapkum ABNAKTCSA

CO6GCTBEHHOCTbIO cooTBETCTBYWWNX BNagenbyes.

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
**m49-6122-580

CE

PRODUCED FOR ABBOTT BY

Rsher Diagnostics,

A Div. of Rsher Scientific Company, LLC

A Part of Thermo Rsher Scientific. Inc.

8365 Valley Pike Middletown VA 22645 USA

CepBucHasa noggepTtkka: O6pawaiiTecb K CBOEMY MECTHOMY
npeacTaBUTEN0 UNW CMOTPUTE KOHTAKTHYIO MH(OpMaL Ko XyTs
Baweli cTpaHbl Ha caliTe www.abbottdiagnostics.com

Pepakuns; Hoa6pb 2016 r.
€>2016 /U)bott Laboratories

ABTOpPU30BaHHbI NpejcTaBUTENb U3TOTOBUTENS HA TEPpPUTOPUM
Poccuun n gpyrux ctpan CHI:

OO0 “2660TT 1abopaTopus”, 125171, Poccus, r. Mocksa,
NeHunHrpagckoe wocce, 16A, cTpoeHue 1.

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

a Abbott



MPUNNOXEHUE

KVHCTRSiuym 1o npymeHeHnto 1CT mogyb KrionbpsTopb! 4/153 ChbIBOPOTKY KPOBU ANst
Poccumn

TPAHCIMOPTUPOBKA

V3genvie peKOMeHAyeTcs TPBWCMCPTVPOBATL Npy Temn/aTtype 2-8*C- Vizgenve
0Craercsi CrrabuinbKbIM 0 OKOHUaHIS! CPTaB FOAHOCTM, YKa3aHHOro Ha yriakoBke. [Mov
TPaHCMOPTUPOBaHNV C HapyLLIEHVIEM TEMMEPaTYPHOTO PeXX Ma U3aenive He Mog/IeuT
MPVMEHeHNIO, TPAHCTOPTUPOBKA OCYLLIECTB/ISIETCS BCEMU BWAAMM TpaHCropTe a
«PBITbX TPAHCTHOPIMbIX CPEACTBAX B COOTBETCTBUM C MPaBIaM1 NepeBo3KM rpy3oB,
[eVCTBYIOLLMMM Ha K2XKIOM BUZe TPaHCropTa.

FAPAHTUMHBIE OBASATENBCTBA

Mpou3BoAnTeNb FrapaHTUPYeT, YTO MMMPaBWILHCAV3(aHEH 1 06paLieHN n3aenve
0CTaeTCACTabWILHBIM0 UCTEUEHMS CPOKa FoAHOCTU. MaKCTaslbLL il CPOK FoAHOCTU
vegnil/iHckoro n3genma vB 6onee 14 MecsiLeB C AaTbl Mpov3BoAcTBa. W3genve,
XPaHMBLLIEECS C HIY3!IBHVEM Per/IBMEHTVPOBLUHHOMO MPOV3BOAMTENIEM PeXUvMa,
NPVIMEHEHWO He Nog/exuT (B cooTBeTcTBMe MOCT P 61088*2013).

TEXHUYECKOE OBCNYXVUBAHUE a
VB TpebyeTcsi. atiound
. Abbott GmbH & Co. KG
:EKyﬁu‘MM PEMOHT Max-Planck-Ring 2
° TPESYETER: 65205 Wiesbaden
» OAHHBIE A0S YTWIMBAUMWM U YHUUYTOXEHNA

MEOVLUMHCKOIO U3OENNA

MeVLMHCKOe U3fe/ve YTWIVBVPYIOT 1 YLLMTOXAIOT B COCTEETCTBUM C MpaBiiamu
o6pallieHs ¢ MEAULIMHCKVMMU  OTXOJaMV,  per/iameHTupytolmmmest  CaHl vk
2,1.7.2790-10 ot 12.12.2010 «CaHWTapHO-3MUEMMONIOrNYeCX e TpeboBaHMA K
o6paLLiekmo ¢ MEAMLIMHCKMM aTXOABMI.

Heo6x0AMMO Criefi0BaTh HaLoHa/bHBIM CTaHAapTaM Mpu nepefave 1 yTuwmsaim
U3[)e/I1S, er0 XOM/IOVIEHTOB 1 YTaKOBKIA.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEAVILMHCKOE W3AEMNE
1SO9001:2000. 1SO 13485:2003

I'IOTEHLI,I/IAﬂbeII7I MNMOTPEBUNTE/b
NPOtECCHOoHasTbHBIN MO/b30BaTESTb

NH®OPMALMA O HAIMYMM B MEOVILIMHCKOM U3AETMA
NEKAPCTBEHHOI'O CPEACTBA

He coaepxvrr

CTEPU/IbHOCTb

MocTaBnsieTcA B HeCTepu/ibHOM Bude. CTepuimsaLys nepes MPUMEHEHVEM He
TpebyeTcs.

NHO®OPMALIMA O  BO3MOXHOCTW  NMOBTOPHOIO
MPUMEHEHWVA

He NOANeXT NOBTOPHOMY MPVIMEHEHVHO.
MATEPWABI XXBOTHOIO NMPONCXOXAEHNA

MaTepuasibl »VaoTVoro MPOVCXOXIEHUS! MPOBEPEHbl U PUKKA MPUMeHeHNs MA ZX - Od>*
yes3aubl 8 lMacricusTe Ge3onacHoCTU. MacropTe 6e30MacHOCTV MOXHO HaifT Ha caiiTe '
www.abbon6iaEnostlcs.conv unmn o6paTTec KMeCTHOMY NPEACTABUTESHO.

LI,OBEPI/ITEI'IbeII7I NHTEPBA/
He npumeH1mo

Kt vit:’ Srivki r- -7

Nr X

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



«32660TT MV6X & Ko. KI™» Ten:+4961 22580

Makc-TnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbaaeH
n/a 1303,65011 BucbaaeH

Moanuck: <nognucano> [aTa: 22 Hos6ps 2018 r.

3amaH KxaH

3amecTuTe b AMPEKTOpa No HOPMaTUBHO-MPaBOBOMY PErynpoBaHuto
PernoH EBEBA v MNMaknctaH
«2660TT 'M6X & Ko. KIM'»

«9660TT 'M6X & Ko.2Kr»
65205 BucbageH-[enbkeHxam
MepmaHusa

<MeyaTb: «3660TT»
«3660TT IM6X & Ko. KI»
Makc-MnaHK-PuUHT 2
65205 BucbageH>

FKOpuanyeckwnin agpec: BucbageH

PaitoHHbIN cyf BucbageHa HRA 4888 YnpaBnatoLLuii:

HecyLuuin nepcoHasbHY0 O0TBETCTBEHHOCTb KOMMAHbLOH: LLTechaH Bonnb

«3660TT MeHemKMEHT MMEX» per Anbbepr

tOpuanyecknit agpec: BucbageH MpefceaaTenb Ha6AIOAATeNbHOMO COBETa;
PaiitoHHbIN cyn BucbageHa HRA 12889 Xaiime A. KoHTpepac

OcbuunmnansHoe 3acBUeTeNLCTBOBaHNE

HacTtoawmm oumumanbHO yA0CTOBEPSIETCA, UTO I-H 3aMaH XaH
«3660TT MM6X & Ko. KM» Makc-MnaHk-PuHr 2. 65205
BucbageH, cO6CTBEHHOPYYHO MOCTaBU/ BbILLECTOSILLYHO
NoAMMChL B NPUCYTCTBUM MojnucaBLUerocsi npeacesatens
MECTHOrO0 cyza.

BucbageH, 27.11.2018 r.

Ne B peecTpe 903/18

MownmHa B cOOTBETCTBUM ¢ [MoN0XeHUEM 0 c6opax B pazMmepe
6 eBpO onsiayeHa

<nognucaHo>

MpepcesaTens MECTHOrO cyfa

<[lMeyaTb: MecTHbIiA cya r. BucbageH XI *2>

<nopgnucaHo> 22 Hoabpsa 2018 r.

MepeBOA C aHFAMACKOTO M HEMELLKOTO A3blKOB Ha PYCCKWIA A3blK BbIMOMHEH NEPEBOAYNKOM
Ll aTHeBbIM Vi nbeit AnekceeBnuyem

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



100INHH(

0BaHO
iCT

NNEHHOTI0 JTH

Abbott GmbH & Co. KG Tel. +496122580
Max-Planck-Ring 2 Fax +496122581244
65205 Wieshaden

Postfach 1303, 65011 Wiesbhaden
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1Zaen Khan, Associate Director Regulatory Affairs RMEA and Pakistan, Abbott GmbH & Co. KG., hereby certify that
treattached 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.

A 3aveH XaH (Zaman Khan), 3amecTutens [upekTtopa no HopmatuBHbIM Bonpocam Otgena EBponbl, BavkHEro
Bocroka, Adhpukn 1 MakuctaHa ooAMT Mvbx 1 Ko. KIT (Associate Director Regulatory Affairs EMEA and Pakistan,
Aboatt GmbH & Co. KG.), HacTosium yAOCTOBEPStO, YTO MpuaraeMble [OKYMEHTbI B HUDKENPUBELAEHHOM 06beme
CIPBHL SBMSIOTC MHCTPYKUMAMM MO MPVMEHEHMIO. 3TV [OKYMEHTbI MO/IHOCTbH) COOTBETCTBYHOT (DaKTUHYECKON
[IOKyMeHTaLYM NPOU3BOSUTESIA.

WHCTpyKUMs No NpuMeHeHMO Ha MeguumHekoe usgenme (Instruction for medical device)

Habop kanmbpaTopoB A1 06ecneyeHns MPaBUIbHOCTU KOMNMYECTBEHHOIO OMNpefenieHns 3NeKTPONIMTOB B MOYe
MOTEHLMOMETPUYECKUM METOAOM C MomMoLblo 1CT> mogyns Ha Gumoxumudeckux aHanmsatopax Alinity ¢ "ICT
moaynb Kannépatops! gns moun (Alinity ¢ ICT Urine Calibrator Kit)"

D TEKCTY MHCTPYKLUMM BCTPeYaroTCA BapuaHThbI HaVMMEeHOBaHW MeAULIMHCKUX I/I3,CI|EJ'II/IIZ, MNPUBENEHHLIE B Ta6n|/1u,e HIKe,

KOTOPLE SBNSAIOTCS CMpaBe/mMBbIMU 1 paBHO3HauHbIMK (Instruction for Use includes the followings true and equivalent
shart namts of medical devices listed in table):

HavveHoaHie HA  HauMeHOBaHIe MEAVILMHCKOTO U3MIEMA Ha PYCCKOM CoKpalLEHHoe
aHrACKOM A3blKe Ha1MeHoBaHe(no
3bIKe TEKCTY [IOKYMEHTa)
Alinity ¢ ICT Ha6op kanmbpaTopos gns obecrieveHns npasuibHocTn  1CT MOZy b

Uine  Calibrator  yonyecraenHoro onpegernerns anektponuTos B moue K&Moparopsl  AnA

Kit X moum (Alinity ¢ ICT
MOTEHLIOMETPMYECKAM ~ METOAOM € MoMoLipto 1T e ™~ o

MOZy/a Ha Guoxummndeckiux aHarmsaropax Alinity ¢ "ICT Kit)

moaynb Kanmépatopbl ansi moum (Alinity ¢ ICT Urine

Calibrator Kit)"

Cocres:

a Title Number of

pages
1 Insert for Alinity ¢ ICT Urine Calibrator Kit with ADDENDUM for Russia. 3
2 WHcTpyKuus no npumeHeHunto ICT moaynb Kanmepatopbl ans moum (Alinity ¢ ICT 3
Urine Calibrator Kit) ¢ MPUTOXXEHVEM gns Poccun.
Signedt Date; ‘2 "
Zaren Khan
Associate Director Regulatory
Affairs EMEA and Pakistan
Abbatt GmbH & Co. KG B Abbott
Abbott GmbH & Co. KG

Abbott GmbH & Co. KG Max-Planck-RIng 2
Max-Planck-Ring 2 ) 65205 Wiesbaden
65205 Wieshaden-Delkenheim
Germany
SitzderGesellschaft: Wiesbaden
ATtr*encbl Wiesbaden HRA 4888 Geschaftsfiihrer:
Personlich haftende Gesellsch”erin: Dr. Ansgar Resch Page 10f 1
Aot Management GmbH Greg Ahlherg age 1o
SitzderGesellschaft: Wiesbaden Vorsitzender des Aufsiditsrates:
AmtSKericht Wiesbaden HRB 12889 Jaime A Contreras
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Alinity ¢
ICT Urine 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.

NAME

Alinity ¢ ICT Urine Calibrator 01 (also referred to as ICT Urine)
INTENDED USE

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

For additional informab'on, refer to the Alinity ¢ ICT Sample Diluent

package insert and the Alinity oi-series Operations Manual.

CONTENTS

The Alinity ¢ ICT Urine Calibrator is prepared In an aqueous solution.
ieoNcl

Calibrator Quantity Sodium Potassium CMorlde

[UMNICAILI 5 X2.9 m| 50 mmol/L 9.0 mmol/L 50 mmol/L

IUMMCALIHI S X 2.9 mL 180 mmol/L 90.0 mmol/L 180 mmol/L

MATERIALS REQUIRED BUT NOT PROVIDED

* 04R1001 Alinity cl-series Callbrator/Controi 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 nblng a reference method
(flame photometry, titration using silver) calibrated agsunst NIST SRM
9ieand NIST SRM 919.

PRECAUTIONS
For In Vitro biagnostic Use

Safety Data Sheets are available at wv/w.abbottdiagnostics.com or

contact your local representative.

For a detailed discussion of safety precautions during system

operafion, refer to the Alinity ci-series Operations Manual, Section 8.

PREPARATION FOR USE

+ This product is liquid ready-to-use.

* Priorto each use, mix by gentle inversion.

STORAGE

« Protect from strong light for («jtimum stability.
« Do not use past expiration date.
* This product may be stored on the instrument.

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

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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@ 08P7001
G71150R02

S8P700

Maximum
Storage Time

Storage
Temperature

Additiorrai Stwege
Instructions

Unopened 15to 30'C Until
expiration
date
Onboard System 6 days
Temperature (144 hours)
Opened 2 to 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 be
found in the Assay Parameter Report. For additional information on
calibrator In-use Stability, refer to the Alinity ci-serles Operations
ManuEil, Section 5.

For additional information on printing assay parameters, refer to the

Alinity ci-series Operations Manual, Section 5.

INSTRUMENT PROCEDURE

. CalibratcK 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 wHthin acceptable limits before reporting
patient results.

. For information on configuring calibratw data, refer to the Alinity
ci-series Operations Manual. Section 2.

. For instructions on ordering and loading calibrators on the
instrument, refer to the Minity ci-series Operations Manual,
Section 5.

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

LIMITATIONS OF THE PROCEDURE

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

Note tor number formatting;

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

« A period is used to separate the integer part from the fiactional

part of a number vtrritten In decimal form (example; 3.12%).

A Abbott



Key to Symbols

Consult instructions for use

m
d Manufacturer
I Temperature timitation

Use by/ExpiraWon date

Control Number
ICONCi Concentration

InWm Diagnostic Medical
De\nce

Lot Number

Hiooucfo poa ABBOTT by ! Produced for Abbott by
ROQPUCT OP CANADA | Product of Canada
]M) List Number
IR QLY For use by or on the order of a

physician only (applicable to USA
classification only).

Serial Number
JUWHfCALI[L| Urine Calibrator Low

lumwcALIHI Urine Calibrator High

Alinity is a tradwnark of Abbott Laboratories In various jurisdictions. All
other trademarks are property of their respective owners.

...1 Abbott GmbH & Co. KG C€

m 11 Max-Planck-Ring 2
65205 Wiesbaden
Germany
449-6122-580

1PfIODUCBD FOR ABBOTT BY |
Sekisui Diagnostics P.E.I. Irw.

70 Walts Avenue

Charloltetown,
Prince Edward Island
C1E 2B9 Canada

Customer Service; Contactyour local representative
or find country-specific contact infwmatlon on
www.abbottdiagno8tict.com

Revised November 2016.
®2016 Abbott Laboratories

a Abbott
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ADDENDUM

10 Inatruction for Use Alinity ¢ ICT llirhe Calibrator Kit (for Neissia}

SHIPPING

RecommertOeO  shipping conditions  fordevice is ambienl. Device is stable
itil the expiralion date indicated on the package. Ship inan enclosed carrier vehicle
ofeny ks>din accordance with shppng rules. BasHceble to the respective carrier.
WARRANTY

Manufacturer guarantees that device remains stable until the sldilrallon date when
stored tttd handled as directed. The maximum shell life of the medical device is 13
months from date of manufacturing. Device must be discarded if stored with deviations
inmanufacturer's repuirem”ts (GOST R 51068-2013).

MAINTENANCE

NMreqused.

REPAIRS

"ot retiulred.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destrucl and dispose of a medicsl device in accordance with the requirements of

SanPin  2.1.7.2700-10 dated December 12. 2010 ‘Sanitvy-epidemlological
Requiremenis for the Management of Medical Waste'.

Transmit artd dispose of a product «d Its components and packaging Inaccordance
withlocal regulations.

LIST OF APPLICABLE STANDARDS

BNISO9001, 1SO 1348S

POTENTIAL USER

Pra(eesrariall user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERIUZATtON

Medical device n not requiredto be sterile.

INFORMATION ABOUT  POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-applied
MATERIALS OF ANIMAL ORIGIN

Metorials of animal origin are tested and nsks of using MDare indicated in SOS. Safety
Data Sheets ere available el www.abbottdi”“nostics.com or contact your
local repreienistive.

CONFID~NCe LIMT
Hovpplicable
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Alinity c

ICT moaynb Kannbpatopbl A1 Mo4n

(Alinity c ICT Urine Calibrator Kit)

Pegakuyuna: Hoa6pb 20t6 T.

Heo6x0AMMO TOYHO CneAoBaTb AAHHOW MHCTPYKUWUU MO
npuMeHeHUo. MpKU OTKNOHEHUN OT AAHHOW MHCTPYKLUKU NO

NMPUMEHEHNID HafeXHOCTb pe3ynbTaToB TeCcTa He rapaHTupyeTcsa.

HA3BAHVE

iCT mogynb Kanubpatopbl ans mouun (Alinity ¢ ICT Urine Calibrator Kit)

(CokpauieHHoe HaszBaHue: ICT Urine)

HA3HAYEHVE

Ans kann6posBku TectoB Sodium, Potassium, Chloride npwu
nccnenoBruiun Moun.

AononHuTenbHy MHMOPMALNID CM. B UHCTPYKLWUM MO NPUMEHEHNIO
Kk ICT moaynb Pas6asutento o6pasya (Alinity ¢ 1ICT Sample Diluent)

n PykoBoacTBe no akcnnyatauun Alinity ci-series.

COJEP>XXVMOE

1CT mogynb Kanu6patopbl ana mouun (Alinity o ICT Urine Calibrator Krt)
NOATOTOB/IEHbl B BOAHOM pacTBope.

Kann6patop Konuyectso Sodium Potassium Chloride
5X29ml  60mmol/L 9.0 mmollL 50 mmol/L
WKME CALIH 5X29mL 160 mmol/L 90.0 mmoi/L 180 mmol/L

HEOBXOAVMBIE, HO HE NPEAOCTAB/TAEMbIE
MATEPVA/bI

» 04R1001 3ameHsiemMble KpbllW KU ANA KanubpaTopa/koHTpons
Alinity cl-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALNA

Kaxablii ypoBeHb kanunbpaTtopa, NPON3BEAEHHOTO Ha BOAHOIA
OCHOBE, NPUTOT<»NeH rPaBUMeETPUUYECKU B COOTBETCTBUU CO
ctaHpgapTom ACS (AMepunkaHckoe o6uUieCcTBO UccnefoBaHuUii B
o6nacTn XxMMuK) AN XNopuaa HaTpusa, XNopuaa Kanua v HuTpaTta
HaTpus. KOHLeHTpauumn HaTpus, Kanus u xnopujga onpeaeneHs c
ncnonb3oBaHneM pecepeHCcHOro metoaa (NnamMeHHoR poTomeTpum,
TATpauuu ¢ cepe6pom), KaNMGPOBAHHOTO B COOTBETCTBUM C
pedepeHcHbiMM cTaHfapTamu NIST SRM 918 n NIST SRM 919.

MEPbI NMPEAOCTOPOXHOCTU
. ®
« Ons guarnoctukn INnWro

YTunnsnpyiite coaepXxnmMoB/KOHTBIiHEDP B COOTBETCTBUN C
caHuTapHbiMun HopMamu Pd¢d (CaHMuH 2.1.7.2790-10 o1 09.12.2010).
MacnopTa 6e3o0nacHOCTK JOCTYNHb Ha caiiTe
www.abbottdiagnostiC5.com unm y mecTHoro npegcrasutens.
Moapo6HY MHMOPMALUIO O HEOGXOANMbBIX Mepax
npejoCTOPOXHOCTW Npu paboTe ¢ aHanusaTopom

cm. B PykoBoacTBe no akcnayatauuun Alinity ci-series, Pasgen 8.

MOArOTOBKA K MCMNOJIb3OBAHIO
« LW HHbIA NPOAYKT NOCTABNSIETCSH B XWUAKOM BUAE, FOTOB K
MCNONb30BAHNIO.

*« TMepep KaXAblM UCNONb30BaHMEM NepemellnBaiiTe, akkypaTHo

nepeopaunBas nakoHbl.

XPAHEHVE

® Buenax coxpaHeHWs ONTUManbHO cTa6UNbHOCTM 3awmnw aiiTe

OT APKOro ceeTa.

. He VICI'IOI]b3yl7|Te nocne OoKOHYaHUA CpoKa rogHocTwn.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[laHHbIA NPOAYKT MOXHO XpaHUTb Ha 60pTy aHanusaTopa.
Mpu xpaHeHMn Ha 6OpTy NepemMelluBaHme Npu Kaxazom
AOMNONHUTENbHOM UCNONb30BaHUU He TphyeTcH.
MakcumanbHoe [O<MT(»HUTENbHbIE
Temnepatype Bpems VHCTPYKLUKN NO
XpaHeHus XpaHeHuns XpaHeHuto
HeBCKpbITLI 15« 30'C
hnakoH

[0 oKOH4YaHUA

cpoka rogHocTu
Ha 6opTy TemnepaTypa 6 fgHeii
B cucteme (144 yaca)
B cKp bl Thl it

dnakoH

2 -8C 7 AHeit nocne XpaHUTb BO

BCKpbNNnA dpnaKOHax, nNAoOTHO
3aKpbITblX HOBbIMU
3amMeHAeMbIMn
Kpblwkamu.
MomecTuTb B
XonoAnnbl<ukK nocne

mcnonb3oBaHUA.

Cuctema oTcnexupBaeT cTabuNbHOCTL NPN MCNONb30OBAHUN -
nepuoj BpeMEeHW, B TeYeHMEe KOTOPOro KanmGpaTtop Haxoautcs
BHE XO0N0AUNbHUKA Ha 6GOpTy aHannsatopa. Cucrtema He NoO3BONMNT
mcnonb3oBaTh kanubpaTtop, ecnu nepnoja ctabunbHoOCTH

npu Mcnonb3oBaHUNM UcTek, CM. MakCUManbHoe 3Ha4yeHue
CTa6WNbHOCTM MPU UCNONb3OBAHWKM B OT4YeTe TlapameTpbl
TecToB*. [lONONHUTENbHYIO MH(OPMAaLND O CTAGUNBHOCTU Npu
MCcnonbL3oBUW MU KanubpaTtopa cM. B PyKoBOACTBO NO aKcnayatauumn
Alinity cl-series. Pasgen 5.

AonoNHUTEeNbHYO WH(MOPMaLN0 O BbIBOAE NMapamMeTpoB TECTOB
Ha neyaTb CM. B PykoBopjcTBe no akcnnyatauuu Alinity ci-series,

Paspgen 5,

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

MapameTpbl cepun kanu™atopa MOryT BBOAWTLCA MPU NOMOLW K
WwTpUxkoaa Ha ynaklw ke kanu6paTtopa.

« Kanubposka nposoanTCA MeToaoM TecTuposaHusa ICT moayne
Kanu6patopos lWla moun (Alinity o ICT Urine C*ibrador Kit)

e« TMN~™ep coobueHnem pesynbTatoB nayuneHta ybegurtecs,
4YTO 3HAUYeHUA KOHTpPONeil HaxoAATCA B npejenax guanasoHa
[ONYCTUMbIX 3HAYEHUA.

* UWupopmauuw o HacTpoiike napameTpos kanub6paTtopa cm. B
PykoBopgcTtBe no akcnnyatauuun Alinity ci-series. P>asusn 2.

* WHdopmayuio o 3aka3e u 3arpyske kanm6paTopoB B cuctemy

cm. B PykoBogcTtBe no akcnayatauum Alinity ci-series, Pasgen 5.

MOKASATE/IM HECTABU/TIBHOCTW LA TTOPYA

MokasaTensiMu HeCTaGuUNbHOCTN UNU MOPYN CAyXaT BUAUMbIE Cnepbl
NpoTeyYkn, HecoOOTBETCTBNE KANNMGPOBKN KPUTEPUAM, yKa3auyHblM B
MHCTPYKUMN NO NPUMEHEHUI n/unn PykoBOACTBe No akcnnyartauumn
Alinity ci-series, unn HecooTBeTCTBNE KOHTPONEH yCTAHOBNAEHHbIM

KPUTEPUSAM.

OIrPAHVYEHNA MPOLUENYPBI

I'IonyHeHme TOYHbBIX U BOCI'IPOVI3BOAI/IM1-IX pe3ynbTaTtoB 3aBUCUT
OT NPaBWUNbHOI paboThl aHanNM3aTOPOB W peareHToB, CO60AeHNS
npagun XpaHeHWs NPOAYKTA B COOTBETCTBUM C WHCTPYKLUSAMY,

a Takxe cobnwogeHus metoank nabopaTtopHoil paboThl.

I"~| Abbott
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| maT yucen:

*+ B kayecTBe pasjenuTens TeiCAY UCNONb3yeTcs npoben
(npumep: 10 000 o6pasyos.).

« B kauyecTBe pasfeNnTens AeCATUYHbIX UCMONb3YyeTCsA TouKa
(npumep; 3.12%).

|/|CI'IO}'Ib3yeMbIe CNMBO/J1bl

Cm. MHCTPYKLNIO NO NPUMEHEHWN IO
T

I N3rotoButens

TemnepaTypHblii AnanasoH
Ncnonb3oBaTb A0/CPOK rogHOCTH

[«] KOHTpONbHbIN HOMEp
|couc| KoHueHTpauyns

MeguyuHckoe msgenue ans
avatoctuku In Vitro

Homep cepun

FBOOUCID POV ABBOTT BY | MpounsseperHo Ans Abbott
PiioBuct OF CANADA | MpoaykT KaHapgbl

M KaTanoxHblii Homep

Rx OMLYI Ana ncnonb3oBaHWA TONbKO

MeAULUNHCKUM paboOTHUKOM
(NMPUMEHNMO TONbKO K
knaccudukauumn CLWA)

CepunitHblii HOMep
Huskunit kannépaTtop 4Ns mouu

[tMMCAL[H] Bbicokunii kann6patop NS Mouun

Allrety sBnaeTcs ToproBoit mapkoit komnaHun Abbott Laboratories B
pas/nyHLIX K pUCANKLNAX. BCce apyrne Toprosbie Mapku SBNA0TCS
COGCTBEHHOCTLI COOTBETCTBYW W UX BNajenbles.

Abbott GmbH & Co. KG C€
Max-Planck-Ring 2
65205 Vtteshader®

Germany
*49-6122-580

PMKONCEO FOn ABBOTT BY

Seklsui Diagnostics P.E.l. Inc.
70 Watts Avenue
Charlottetown,

Prirwe Edward Island

CI1E 2B9 Canada

CepsucHas noaaep3skka: O6paliaiiTecb K CBOEMY MECTHOMY
Npe/ACTaBUTENIO UM CMOTPUTE KOHTaKTHYI MHopMaLlmio ans
Ballleli cTpaHbl Ha calite www.abbottdlagnostics.coni

Pepakuyua: Hos6pb 2016 T,
®201€ Abbott Laboratories

ABTOPM30BaHHbIi NpeACTaBUTEIb U3TOTOBUTENSA HA TEPPUTOPUM
Poccun n gpyrux ctpaH CHI:

000 «3"oTT /labopaTopus», 125171, Poccus, r. Mocksa,
NeunHrpagckoe wocce, 16A, cTpoeHune 1,

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

a Abbott
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MPUNTOXXEHWNE
KEHCTPYR;m no npuvisnsumio ICT Mogy/H> Kanu/aTopb! ans Mcvn ans Poccun
TPAHCIOPTUPOBKA

Vispenve peKomMeHyeTcs TpaHcropTMpoBaTh 6e3 remnBepalypMbIx
OFpBLLMEHMA. M3genvie ocTeeTcst CTaGWIbHbIM [0 OKOHYaHUS! CPOKE TOAHOCTH,
YKa3aHHOTO Ha  yrakoBKe. TPaHCMOpTVPOBKa  OCYLLIECTB/ISIETC  BCEMU  BUaMn
TpaHCropTa B KPbMbX TPAHCMOPTHbIX CPEACTBAX B COOTBETCTBUM C JIPBBUIAMM
epeBo3KYI IPy30B, AeVICTBYIOLLIMM Ha KaxkaoM aivie TpaHcropTa.
FAPAHTUMHBIE OBSA3ATE/IbCTBA

[poV3BOANTE b FAPAHTUPYET, HIO NPV MPEBUTTHHOM XPaHEHIV 1 0GpaLLieHN 13aenie
0CTaeTCsA CTaGWIbHBLIM 40 MCTEUTbIS CPOKA FoAHOCTY. MaKeMArsHbIA CPOK FOAHOCTY
MeAULIMHCKOTO u3genus He 6onee 13 MmecsueB C AaTbl NpowssoacTBa. W3genve,
XPaHVIBLLIEECA C HapyLLEHVEM perniaMeHTUpCaavyHoOro MPCT3BOAWTENEM PeXVIMA,
TOMMEHEHIO He NoanexuT (a cootseTcTum ¢ FOCT P 510B8-2013).
TEXHNYECKOE OBC/TYXXNBAHVE

He TpebyeTcs.

TEKYLLMI PEMOHT a Abbott

He TpebyeTcs.

JAHHBIE AR YTWIMBAUMMA U YHUUTOXEHUS /I?/IbbogleET?& Cg- KG
MEAVLMHCKOrO W3AENA ax-Planck-Ring
NEAVILI,VIHCKOG nsfenvie yTwamsvpyrotr 1 YHUHTOXaroT B COOTBETCTBUM C rpaBuv/iamMu 65205 WIeSbaden

OOPELLETbIA € MEAULMHCKVMM  OTXOZaMK, — pernBMKITbayrolymmcs  CaHMvH
2.1.7.2790-10 ot 12.12.2010 KCaHWT4)HO-3MWABMMOMOrNYBCKVB Tpe6oBaHMs K
06PALLIEHVIIO C MEMKPBICHVIMM OTXOZAMI.

HeoBXogvMo CrieaoLUrTs HaUMTrasbHbIM CTaHAapTaM Mpy nepedade 1 yTuivsaLmmn
V3[ENNSI, er0 KOMIMOHEHTOB U1 YTIAKOBKA.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEAVUNHCKOE N3OENVIE

ENISOSOOI,I1SO 13485

I'IOTEHLI,I/IA]'IbeII7I MOTPEBUNTE/Ib

[MpocheccroHanbHbI Nonb3oBaTtesls V>

MH®OPMALMA O HA/INYMM B MEOAVLIMHCKOM U3AEANW
NEKAPCTBEHHOIO CPEACTBA

He copepxut o
CTEPU/IbHOCTb

MocTaB/seTca B HecTepunibHOM Buge. CTepunmsauyis nepe NPYIMEHeHVEM He
TpebyeTcs.

NHPOPMALUA o BO3MOXXHOCTW MOBTOPHOIO
MNMPMEHEHWA

Hanognexxut nA\cAToMy MpUMEHeeb .

MATEPUAJIbI XKUBOTHOIO MPOUNCXOXAOEHWA

MaTepuasibl XXVUBOTHOTO MPOMCXOX/EHUA MPOBBPEIO>1 1 pUCKU MpuMeHeHnss MA
yKasaHbI B [MacropTe 6esonacHocTy. MacropTa 6e30nacHoOCTY mnkha HATY Ha

ca”e www.abboltdlagnoatics.conT wn 06paTUTeCh KMECTHOMY Mpe/cTaBuTenNto.

[IOBEPVITE/TbHB I/ VHTEPBA/T
He npviveHnmo
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«2660TT MM6X & Ko. KIM» Ten-+4961 22580

Makc-TnaHr-PuHr 2, dakc; +49 61 22 58 1244
65205 BucbageH
n/a 1303, 65011 BuicbaaeH

Moannce: <nognucaHo> Jarta: 22 Hos6ps 2018 T.

3amaH KxaH

3amMecTUTeNb AUPEKTOPA MO0 HOPMATUBHO-NPABOBOMY PErynMpoBaHuIo
PernoH EBEBA un lNakucTtaH
«3660TT T'M6X & Ko. KIM»

«3660TT 'M6X & Ko. KI'»

IVBKCT TeHPVH 2 .
6626 Bty raeram
[ epvBH/AH

<MeyaTb: «3660TT»
«3660TTIM6X & Ko. KI'»
Makc-MnaHK-PuHr 2
65205 BucbapgeH>

FOpuanyeckuin agpec: BrcbageH

PaiioHHbIl cyp BucbageHa HRA 4888 YNpaBnsitoLLMiA:

HecyLwmnii nepcoHanbHyt OTBETCTBEHHOCTb KOMMAHbLOH: LWtedaH Bonnb

«9660TT MeHeHKMeHT MMEX» "perAnvbepr

KOpunanyeckunin agpec: BucbaaeH Mpeacenatens HabntogaTeNbLHOrO COBETA:
PaitoHHbI cyg BucbageHa HRA 12889 Xaiime A. KoHTpepac

OduymansHoe 3acBUAETeNIbCTBOBAHME

HacToawummM ounuymnanbHO yL0CTOBEPSIETCA, YTO r-H 3amaH Xau
«3660TT M'M6X & Ko. KI» Makc-IMnaHk-Punr 2, 65205
BucbageH, co6CTBEHHOPYYHO MOCTaBUI BbILLECTOALLYIO
NnoAMMCbL B NPUCYTCTBUM MOANMCaBLUErocs npejcepatens
MEeCTHOro cyja.

BucbageH, 27.11.2018 r.

Ne B peecTpe 903/78

MownnHa B cO0TBETCTBMM € [10oN10XeHUeM 0 cbopax B pa3mepe
6 eBpO onsayeHa

<nognucaHo>

MpepacesaTens MecTHOrO cyfaa

<MeyaTb: MeCTHbIN cyg . BucbageH X1 *2>

<nognucaHo> 22 HoAb6psa 2018 .

MepeBod C aHTAMNCKOTO U HEMELKOTO 3blKOB HA PYCCKUM S3blK BbIMONHEH NEPEBOAYNKOM
Ll aTHeBbIM Mnbeil AnekceeBuuem
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Abbott GmbH &Co. KG Tel. 4496122580

Max-Planck-Ring 2
65205 Wiesbaden Fax +496122581244

Postfach 1303,65011 Wieshaden K O I_I I/l ﬂ

Abbott

I Zaman 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 Le in
attill accordance with actual manuals of mmiufecturer.

AT JvpekTopa no HopmatsaBHbIM Borpocam Otaena EBponbl, Bavknero
36601T 'MO6K 1 Ko. KI' (Associate Director Regulatory Af&irs EMEA and Pakistan,
Abbott GmbH & Co. KG.), HacToAWMM YA0CTOBEPSAH, UTO npuiaraemMble 4OKYMETbl B HWKENPUBELEHHOM OObeme

CTPaHL, SIB/SOTCS WMHCTPYKLUMAMM MO MPUMEHEHWO. 3TV [OKYMEHTbI TMOMHOCTBIO COOTBETCTBYIOT (JaKTUECKON
[JIOKYMEHTALN NMPOV3BOANTENS. *

VIHCTpyKUMS No NpuMeHeHWIO Ha MeamumHekoe nzgenue (Instruction for medical device)

YesloBeKa MOTEHLMOMETPUYECKUM METOAOM C nomMoLbto 1CT-Moayns Ha Gruoxmmmyecknx aHanmsatopax Alinity c
"ICT mopynb Pa3baBuTens obpasua (Alinity ¢ ICT Sample Diluent)”

Pa3baBuTenb 06paslia 415 KOMUYECTBEHHOrO OMNpPeAeneHns 3M1eKTPOAUTOB B CbIBOPOTKE, Nna3me W KA mode

rbTeKCTy MHCTPYKLUM BCTPEYAKOTCA BapUaHTbl HaMeHOBaHWI MEOQVNUMHCKNX I/ISAEI'IVIIZ, NPUBELAEHHbLIE B Ta6n|/|u,e HDKE

KOTOpble SIBASIOTCS CripaBe/mMBbIMM M paBHO3HauHbIMK (Instruction for Use includes the followings true and equivalent
short names of medical devices listed in table):

HavmeHoBaHWe Ha  HayiveHoBaHVie MeaVILMHCKOO M3/ENns Ha pyCCKOM CoKpaLLieHHoe
aHITIANCKOM A3bIKE HanMMeHOBaHWe (1o
~ si3blke

élam% Di(I:uen':CT Pa3basuTeb 06pasLia Na KONMUECTBEHHOIO onpegeneHna  Alinity ¢ "ICT

: 3NeKTPO/INTOB B CbIBOPOTKE, M/1a3Me KPOBU WM mode MOy b
YeNoBEKaA MOTEHLMOMETPYECKMM METOZOM C MoMOLpto Pa30aBuTenb
. obpasua (Alinity ¢
1CT-mogyns Ha GUoXMMMYecKMX aHanmsatopax Alinity ¢ ICT Sample
"ICT moaynk PasbasuTen 06pasia (Alinity ¢ 1CT Sample  pijyent)
Diluent)"
Cocres,
# Title Number of
1 Insert for Ahnity ¢ ICT Sample Diluent with ADDENDUM for Russia. 3
2 WHcTpyKums no npumMeHeHmto TCT mogysb Pas6asutens obpasua (Alinity ¢ ICT 3

Sample Diluent) ¢ MPUTOXXEHWEM gns Poccun

Sgredt .
ZamenKiian Date:
Associate Director Regulatory

Alffairs EMEA and Pakistan

Aot GmbH & Co. KG

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

Mex-Planck-Ring 2 ) 65205 Wiesbaden
66206 Wiesbaden-Delkenheim
Gamay

Sitzder Gesellschaft: Wiesbaden

Arat"encht Wiesbaden HRA 4888 Geschaftsfiinrer:
Persamiich laftende Gesellschafterin: Dr. Ansgar Resch
Abbott. Management GmbH Greg Ahlberg Pageiofi

Sieder Gesellschaft: Wiesbaden

\ ctWiesbaden HRB12889 Voraitzender des Aufsichtsrates:

Jaime A. Contreras
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I ™ ™ X T

Alinity ¢

ICT Sample Diluent

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).
| INTENDED USE

The Alinity ¢ ICT (Integrated Chip Technology) Is used lor the
qusmtitation 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 ol 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 hfeh levels of salt
intake without an adequate supply of water.

Potassium Is the major Intracellular cation. The concentration

of potassium in tine erythrocytes is approximately 23 times the
concentration in plasma. For this reason, only unhemolyzed samples
mustbe 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 fay a poor 1lnblce of potassium in the diet, by a redistribution
ofextracellular potassium, and by.an increased loss of body fluids
rich in potassium. Abnormally elevated levels of extracellular
potassium produce mental confusion, general weakness, numbness,
teccid 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
inapprririate intravenous therapy, dehydration, shock, diabetic
ketoacidosis, and severe burns.’-*

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

add (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
protonged diarrhea and with loss of sodium bicarbonate (MaHCO3),
andInthe case of renal tubular diseases in which there is a
decreased excretion of hydrogen ion (H*). which causes in turn a

decrease in the reabsorption of bicarbonate ion {HCO&3")." -

| PRINCIPLES OF THE PROCEDURE

lon-selective electrodes (ISE) for sodium, potassium, and chloride
utlize membranes selective to each ofthese ions. An electrical
potential (voltage) is developed across the membranes between
fte reference and measuring electrodes in accordance with the
Kemst equation. The voltage is compared to previously determined
calibrator voltages and converted into ion 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
03
G71456R01
B7P530

S 07P5320

BREAGENTS

Krt Contents
Alinity ¢ ICT Sample Diluent 07P53

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

07P5320
Tests per cartridge 935
Number of cartridges per kit 10
Tests per kit 9350+
n 88.2 mL

IsD Active Ingredient: buffer.

One test per sample can generate one to three results (Na” K",
and CI').

W arnings and Precautions

Ffor Jn VTtro Diagnostic Use
iToxy!

Safety Precautions

CAUTION: This product requires the handling of human specimens.
Itis recommended that all human-sourced materials be considered
potentiafly Infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other

appropriate biosafety pracdces should be used for materials that

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.abbottdlagnostics.com or
contactyour local representative.

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

Reagent Handling

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

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

m  Reagents are susceptible to the formatlon.of foam and bubbles;
Bubbles may interfere with the detection of the reagent level In
the carbidge and cause insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent hzmdling precautions during

system operation, refer to the Alinity ci-series Operations Manual
Section 7.
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Reagent Storage

Storage Maximum Additional Stwage

Temperature Storage Time Ir>$tructions

Unopened 15to 30°‘C until Store in upright positi‘on.
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 repfacement 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 informadon on unloading reagents, refer to the Alinity ci-series
Operations Manual, Section 5.

indlcaUons 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 diiuentis normal.

Fortroubleshooting information, refer to the Alinity ci-series

Operations Manual, Section 10.

BINSTRUMENT 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 Manud, Section 5.

For a detailed description of system procedures, refer to the Alinity
ci-series Operations Manual.

ISPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types

The specimen types listed belovy were verified for use with this assay,
Other specimen types, collection tube types, and anticoagulants
Specimen Type

Collection Vessel Special Conditions

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

Acceptable

anticoagulants “e;
Uthium heparin (with
or vwthout gel barrier)
Sodium heparin (full
draw)

Urine (random; 24-

hour)

W ithout preservatives’
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The instrument does not provide the capability to verify specimen
types. It Is the responsibility of the operatorto verify that fte
coirect specimen types are used in the assay.

Specimen Conditions

For accurate: results, serum and plasma specimens should be
free of fibria red blood c”is, and other particulate matter. Serum
specimens from patients receiving anticoagufent or thrombolytic
therapy may coritain 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 knovm to give low
results on diluted ISE systems due to the high level of proteins/
lipids present in the sample."”** ®

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 fs not sufficient tor specimen
preparation.

Specimens should be free of bubbles. Remove hubbies 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
obsen/ed, mb< by low speed vortw or by Inverting 10 times prior to
recentritugation.

Specimen Storage

Maximum Storage Time

Temperatwe Sodium Potassium Chloride
20 to 25*C 2 weeks 1week 7 days
2to 8'C 2 weeks 1 week 7 days
-20*C 1 year 1 year > 1 year
Urine®-""’
Maximum Storage Time

Temperature Sodium Potassium Chloride
20to25*C 45 days 45 days 7 days
2 to 8'C 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 for no
longer than the time intervals cited above.®

Each laboratory may estaibiish 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 slate,

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

a Abbott
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IPROCEDURE
Materials Provided

07PS3 Winity c IGT Sample Diluent

M aterials Required but iiot Provided

* 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-c ICT Urine Cafibrator Kit

« Commercially available controls containing sodium, potassium,
and chloride

For information on materfals required for operation of the instrument,

refer to the Alinity ci-series Operations Manual, Section 1

For Information on materials required for maintenance procedures,

refer to the Alinity ci-series Operations Manual. Section 9.

Assay Procedure

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

ci-series Operations Manual, Section 5.

« Ifusing primary or aliquot tubes, refer to tine 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 presentprior to running the test.

« Minimum sample volume requirements:

- Sample volume for single test: 15 pL (serum/plasmalurine).
NOTE; This amount does notinclude the dead volume
plus tine additlonait over-aspiration volume. For total sample
volume requirements, refer to the Alinity cl-serles Operations
Manual, Section 4.

+ Referto the Alinity ¢ ICT Serum Calibrator Kit package Insert
Afinity ¢ ICT Urine Calibrator Kit package insert and commercially
available control material package insert for preparation and
usage;

« Forgeneral oper”ng procedures, refer to the Alinity ci-series
Operations Manual, Section 5.

* For optima] performance, it Is importantto perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Calibration

For instructions on performing a csdibration, refer to the Alinity ci-

serias Operations Manual, Section 5.

Calibration is stable for approximately 1 day (24 hours), butis

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 inten/#n is dependent on individual laboratory policy
orpreference. Verify calibration with at least 2 levels of controls
according to the established quality control requirements for

your laboratory. If control results fall outside acceptable ranges,

recsdibration may be necessary.

This assay may require recalibration after maintenance to critical

parts or subsystems or after sennce procedures have been

performed.

Quality Control Procedures

As appropriate, refer to your laboratory standard operating

procedure(s) and/or quality assurance plan for addition” quality

control requirements and potential corrective actions.

« Two levels of controls (normal and abnormal) are to be run every
8 hours and follovring calibration.

« if more frequent control monitoring is required, follow the

established quality control procedures for your laboratory.
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. If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recallbratlon may be necessary. Fortroubleshooting
information, refer to (he Alinity ci-series Operations Manual.
Section 10.

. Review quality control results and acceptance criteria following
a change of ICT Sample Diluent, IGT 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 insertshould be used only for
guidance.

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

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

assay package insert.

Quality Control Guidance

Referto ‘Basic QC Practices' by James O Westgard, Ph.D. for

guidance on laboratory quality control practices.’”

Verification of Assay Claims

For protocols to verify package insert claims, refer to Verification of

Assay Cialms in the Alinity ci-series Operations Manual.
BRESULTS

Calculation

The Alinity ¢ Sodium, Potassium, and Chloride assays utilize the
Potentlomelric 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 tiiis field, refer to the
Alinity ci-series Operations Manual, Section 5.

M easuring 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.

Serum/Plasma

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 mmot/L.

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

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

BUMITATIONS OF THE PROCEDURE

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

The Alinity ¢ Sodium assay serum application Is susceptible

to interference effects from conjugated bilirubin at > 30 mg/dL,
hemoglobin > 500 mg/dL, sodium salic”te at> 35 mg/dL, and
benzalkonlum chloride at> 1 mg/dL.

The Alinity G Potassium assay serum application is susceptible to
Interference effects tram hemoglobin (hemolysis) at > tOOmg/dL and
benzaikonium 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.
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The Alinity ¢ Sodium assay urine application demonstrated greater
than 10% Interference with sodium carbonate at 1.25 g/dL. sodium
iluoride 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.
BEXPECTED VALUES

Itisrecommended thateach laboratory determine its own reference
range based upon its particular locale and population characteristics.
Reference Range

Serum/Plasma”®

Ranae fmmol/U
Sodum Premeture, Cord lietoUD
Nermeture, 48 hours 12810148
Newborn, Cord 12510166
Newbom 133t0 146
Infant 139to 146
Child 138to0 145
Adut 136to0 145
> 90 years 132t0146
Potassium Premeture, Cord 5.0t0 10.2
Premeture, 48 hours 30t0 60
Newbomn, Cord 5.6t012,0
Newbom 371059
Infant 411053
Child 34104.7
Aduit 35t051
Plasme, Mee 35t045
Rasma, Ferrde S4to 44
Chonde Cord 960 104
Premeture 95t0110
07030 days 9810113
Aduit 98to 107
> 0yeas 98to 111
Urine'3
Range fmmnl/davi
Sodum 610-10years  Mde 41to 115
Femie 20to 69
IOtoUyears MHe 63to 177
Ferde 4810168
Aduit Mele 40to0 220
Fendle 2710287
Potassium 6t010years MNHe 17W54
Fende 81037
10foldyears Mde 22t057
Ferdle. 18t058
Adult 25t0125
CHaice Infant 2t010
Chiid < 6 years 15t040
6to10years MHe 36t0110
Ferde 18to 74
10tol4dyears Mde 6410 176
Fende 3610 173
Adult 110to 250
>50 years 95t0 195

For Sodium, Potassium, and Chloride, results expressed in mmoi/L
are equivtent to mEQ/L; results expressed in mmol/day are
equivaient to mEq/day.
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24-Hour Urinary Excretion
Sodium. Potassium, and Chloride

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

24-hour excretion -
Where:

[(V x c)+ 1000J mmoi/day

V - 24-hour urine volume (mL)

c - analyte concentration (mmol/L)

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

All studies were performed on the Alini® ¢ analyzer.
Precision

W Ithin-Labofatorv Precision

Serum

A study was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 2 lots of the Alinity ¢ ICT Sample
Diluent, 2 lots of the Alinfty ¢ ICT Serum Calibrator Kit, 2 lots of
commercially available controls and 2 Insfruments. Three conhols
and 2 human serum panels were assayed in a minimum of 2

replicates at2 separate times,per on 20' different days."™*

Sodium
\MhiQ-Run
{Repeatability)  Wffiiti-Laboratory {Totaly
Control Mean e %cv
Saple Lot N (amof) D %o Rage)  (Rage]
Conbal 1 249 125 05 04 09 07
LeveM (03-1.0)  (0.6-0.8)
2 249 125 05 04 09 07
(0.8:0.9)  [0.6-0.81
Contral 1 252 144 C5 04 09 06
Levd 2
(0.8-1.0)  (0.6-0.7)
2 249 14 05 04 0S 06
‘ (OB-10) (050.7)
Confoil 1 249 161 05 03 10 06
Levels (0,9-1.1)  (0.6:0.7)
2 249 161 06 04 11 07
0912  (060.7)
PadA  NA 4% 112 04 04 08 07
(05-09  (0.6-0.8)
PaelB NA 498 190 08 04 14 0.7
(1.2-1.6)  (0.6-0.9)
Potassium
Within-Run
(Repeatability)  \ifiin-Laboratorv ITobl)’
Control Mean $0 Y%cv
Sanple Lot noo{mmol} N %oy (Rage) (Range’)
vontroi 1 26 28 003 09 0.04 14
Levell p.04-0.04) (1.3-1.5)
2 246 20 601 03 001 04
(0.00-002)  (0.0-0.6)
Cortral 1 26 40 002 06 0.03 08
Level 2
[0.03-0.03)  (0.8-0.9)
2 246 40 001 03 0.02 05
(0.02-0.02) 10,5-0.5)
Control 1 2%G 68 o3 04 005 07
Level 3 (0.04-D.05)  (0.6-0.7)
2 246 68 0B 05 0.05 07
(004-0.0M (0,6-0.7)
PAeA NA 1 16 002 11 0.03 17
(0.00-0.04) (0.0-2,7)
PalB NA 42 94 004 04 Q6 07
(0.050.07) (0.5-0.8)
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Chloride Chloride

IMthin-Run Within-Run
(Repeatability) WfllhlB-Lahoranfy%*
Control Mea.n 0 ! / SD Control Mean 0 SD %
Sanmple Lot (mmoi/L) SQ (Ranse**) (Range*) Sample Lot n (mmol/L) SD W
Conbol 243 85
0,5 0.6 0.7 0.8 Control 240 103 0.5 0.4 0.9 0.9
(0:6-0,8) (0.7-0.9) Level 1 (Cﬁ‘l() (o - 0.9)
2 243 84 0.4 - A
05 0.6 0,7 2 240 103 0.5 05 0.8 0.8
0.5-0,7 -
o . ( ) (0.5-0.9) (0,8-0.8) (0.8 )
Control 4 95 0.4 0.4 0.6 0.7 Control 240 193 0.7 0.4 1.2
I IS 0.6-0.7 - Level 2
2 . Ny ( ) (0.6-08) evel (1..1-1.3) (0,6-0.71
0.4 0,5 0.6 06 2 240 193 0.7 0.4 19 1.0
i (0.5-0,7) 10,5-0.7} (1.3-2,4) (0.7, )
1 Conlfol s '
243 110 0.5 0.5 0.8 0.7 Panel A N/A 479 24 0.3 11 0.4 E
, . . (0.6-0-9) (0.5-09) (0.1-0.5) (0.4-22)
0.5 0.5 0.7 0.7 Panel B N/A 480 273 0.9 0,3 2.2 0.8
' (0.5-0.9) (0,5m0.8) (1.5-2.3) 0.7+ 0.8)
FindA N/A 486 55 0.3 0,5 0.6 1.0
- . * Includes within-run, between-run, and between-day vfo'labitlty.
(0.4-0.6) [0.8-1.2)
i Pifid B N/A 485 132 0.6 0.4 1.0 0.8 A Maximum and minimum SO dr %CV for each reagent lot and
(0.7-1.3) (Q5-0.9) instrument combination.
I ‘ Includes virtthin-run, between-run, and between-day variability. Linearity
“ Maximurn ar*d minimum SD or %CV for each reagent lot and A study was performed based on guidance from CLSI EP06-A.'®
hmiment combination. Serum
. Nane The sodium assay ts linear across the measuring Interval of 100 to
Astudy was pertormed based on guidance from CLSI EP05-A2. 200 mmol/l_
Testmg was conducted using 2 lots of the Alinity ¢ ICT Sample The fTOtassium assay is linear across the measuring inten/ai of 1.0 to
Diluent,.2 tots of the Alinity ¢ ICT Urine Calibrator Kit, 2 lots of 10.0 mmol/L.
wmmerciaily available controls and 2 instruments, Two controls The chloride assay is linear across the measuring interval of 50 to
andup to 3 human urine panels were assayed in a minimum of 2 150 mmol/L.
' replicates at 2 separate times per day for a minimum of 20 days ” Urine
Soflium The sodium assay is linear across the measuring interval of 20 to
tNetliin-Run 400 mmolL.
(Repeatability) ~ Within-laboratory (Total)* The potassium assay is linear across the measuring interval of 1.0 to
Control Mean SD %cv 300.0 mmol/L.
Sanple Lot n 9
R (deP) Sb %ev Neange*) (Range*) The chloride assay is linear across the measuring Interval of 20 to
E.n:;' 240. 92 0.6 0.7 1.0 11 300 mmoilL
SV(
(0.9-1.1) (1.0-1,2) Inte rf
2 240, 92 0.5 0.5 0.7 0.8 nterierence
(0.7-0.8) ©0.7-09) Potentially Interfering Substances
Gorddl 240 161 0.7 0.4 1.0 0.6 A study was performed based on guidance from CLS! EP07-A2.'"
INel2
(©09-11)  (0.6-07)  S€rUm
2 240 161 0.6 0,4 15 0.9 Sodium
{1.0-1.8) (D.7-1.1) For sodium serum a bias of > 2% was considered significant
AwA  NA  4g0 21 0.5 23 0.6 29 irrterference.
(05-0.8) (2.3-.3,7)
Interf I Level i
© Wb WA 480 383 15 0.4 3.9 1.0 . . e Sodum
(25-4.7) 07 '1 ) Potentially Interfering Default Tageltm | Recovery
. (0.7-1.2) Substance Units Alternate Units (mmoU) (% of Target)
Potassium Unconjugated 30mg/dL 513pmol/L 115 100.4.
Within-Run 144 100.7
[Repeatability)  within-Laboratorv (Total)* 60 mg/dL i026pmolA- 115 100,4
Control Mean SD %cv 145 100.0
e 1 ) I
W. u! n (mmoliL) SD %cv (Range*) (Range*) Conjugated Bilirubin 20mg/dL 237 pmoin 112 100.8
-Controi 240 16.6
o 0.06 0.3 0.13 0.8 141 100.7
(0.13-0.T4)  (0.8-0.9) 30 mg/dL 356 [imoU 113 100.9
2 240 165 0.05 03.
) 0,12 0.7 141 101.4
0.11 -ai2 - .
o ( ai2)  (0.7-0.7) 60msi/dL 712 iimolfi. 112 100,6
iiContif 240 58.1 0.17 0.3 0.34 0.6
5M 2 0.29-0.39)  (05-0.7) - 102
29 - 0. Y. Hemoglobin 500 mg/dL 5.0 g/l 128
. 101.6
240 58.2 0.17 0.3 0.49 0;8 ’
{0.29-0.62)  (05-1.1) 1000 ma/dL o7 1010
) m
PrdA WA 4g0 17 002 14 0.04 2.4 ¢ 1009 12 1o
(0.04-0.04) (23-2.6) 151 102.6
NA 480 1277 035 03 0.68 05 2000 mg/dL 20.0 QL 116 103.9
(050 0.83) (0.4-0,6) U1 104.6
Pdc NA 479 2845 0,82 0.3. 191 0.7

(1.65-2.12)  (0.6-0.7)
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ADDENDUM

tothe Inetfuaion tor Use Alinityc ICT Semple Oilueni (for Russia)
COMPOSMON:

TRIS buffer, meenesium acetate. Preservattves; saverProblin Nitrate 150
pH: 6,5

SHPPING

Reccmmentfed  sni™>ing oondHtons fordeviceis ambient. Device is stable
irtil the expiration date indicated on the package. Ship Inan enclosed cerri»- vehicie
ofany kind in accordanco wHh shipping rates, applicable to the respective carrier.
WARRANTY

Manufacturer guarantees mat device remains stable until the expiration dale when
stored and handled as directed. The maximi*h shelf life of the medical device is U

nonths from date of manufecturing. Device must bo discarded if stored withdeviations
bimenufacturer's requirements {GOST R 51066°013).

MAINTENANCE

Notrequired.

REPAIRS

Ratrequired

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Cestruet and dispose of a medical device in accordance with the requirements of

SPin 2.1.7,2790-10 dated December 12, 2010 ‘Senilary-epidefniotogical
Requirements for the Management of Medical Waste'.

Trarsritend d i~ se of a product and its components and padtaging in accoroaice
]r wiNdocal regulations.

UST OF APPLICABLE STANDARDS

ENISO9001, 18013465

POTENTIAL USER

Prolesslonel usar

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Doesnotcontain any drugs

STERILIZATION

Mdedi device Is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medici device cannot bo ro-appiied
MATERIALS OF ANIMAL ORIGIN
Miteriah»of animal origin are tested and risks of using MD are indicated in SOS. Safety

Dais Sheets ere availabie at wwrtv.abbottdiagrwstics.com or contact your local
representative.
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Alinity ¢

ICT moaynb PazbaButesnb obpasya

(Alinity ¢ ICT Sample Diluent)

Peng(aum; eeH6p62Q1j

Heo6X0AMMO TOUHO CNEA0BATL UHCTPYKLUAM. MPU OTKIOHEHUN OT

MHCprKLll/lﬁ Ha/[eXHOCTb pe3ynbTaTtoB TeCcTa He rapagtmpyeTtcs.

IHA3BAHVE

ICT mogynb Pasz6aButenb o6pasua (Albfty c tCT Sample Diluent)
(CokpaweHHoe HasBaHue: ICT DiluenQ.

IHA3HAYEHVE

Alinity ¢ ICT (TexHOoNnorus uHterpanbHoit cxembl, NC) ncnonbayetcs
ANA KONNYEeCTBEHHOIo onpeaeneHna Hatpua, kKannma m xnopunaga B
CbiBOpPOTKE, Ir1a3Me KPOBW MM MOYe YenoBeka Ha aHanusartope
Alinity c.

BKPATKOE OMUCAHVE TECTA

HaTpuii spnaeTca BaxHelwNmM KAaTUOHOM BHEKNETOYHON XUAKOCTH;
OH UrpaeT BaXHellWyw ponb B HOPMaNbHOM pacnpefefieHnn BOAb
M B NnoAfepXaHnn oCMOTUYECKOTO JaBfieHNs B NpocTpaHCTEbax,
3aHUMAaeMblX BHEKNETOYHON XUAKOOTbIO. MMOHWXEHNE YPOBHSA HaTpusa
MOXET GblTb Bbl3BAHO YPE3MEPHbIM UCNONb30BAHWEM AUYPETUKOB
NPOAONXUTENbHOW PBOTON, yMeHblW EHNEM NOTpe6NeHUs HaTpusa

c nuueil n metabonmyeckum aunjgo3om. MoBbIWEHHbIE YPOBHU
HaTpusa o6HapyxusalTca nNpu cuHEL30Me NiueHKo-KywnHra, cCunbHoii
ferugpaTtaunu unu npu notpe6aeHUn conu B 60NbWINX KONNYECTBAX
6e3 agekBaTHOro noTpe6aeHns Boabl. -~

Kanuit ABNAeTCA OCHOBHLIM BHYTPUKNETOUYHbLIM KATUOHOM.
KoHueHTpauns kanus B apuTpounTax npubnamsantensHo B 23 pasa
npeBbillaeT KOHLEHTPaLW0 B Nnasme KposBu. Mo 3Toi npuunHe
MOTYyT MCNONb30BATbCSA TONbLKO HETEMONN3NPOBaHHbIE 06pasybl.
MoHNXeHNEe YPOBHSA BHEKNETOYHOTO Kannus xapakrepusyetcs
MbllWeYHO cnabocTbio, pa3x paxnTenbHOCTb, Napanuyom,
yckopeHuem cepaluebneHus u, B uTore, ocTaHOBKOW cepjua

YTO MOXeT GblTh BbI3BAHO HEAOCTATOYHbIM NOTpe6aeHMEM 3TOTO
KaTuoHa Cc nuuei, nepepacnpejeneHnemM BHEKNETOYHOTO Kanus

M yBENMYEHUEM NOTEPU XUAKOCTEN Tena, 60ratbiX Kanmem.
AHOMAanbHO MOBbIWEHHbLIE YDOBHWN BHEKNETOYHOTO Kanua

BeAYT K CNyTAHHOCTWN CO3HaHUA, obujeil cnabocTu, OHeMeHUK,
nepudgepnmyeckomMy napannyy KOHE4YHOCTU, CHUXEHUID puUTMa
cepjua u, B pesynbTaTte, konnancy nepuc epuyeckoil cocyancToii
cucTeMbl U OCTaHOBKe cepjua. [IPUUYNHbLI NOBbLIWEHNA YPOBHA Kanua
MOTYT 6bITb CBA3aHbl C HENPABW/IbHON BHYTPWBEHHON Tepanuei,
Aerndgataumneii, WokoM, AnabeTmnyecknm Ketoaunao3om u
CUNbHbLIMWU OXOramu.n-2

Xnopup AbnseTw) OCHOBHbIM BHEK/E€TOYHbIM aHWOHOM. Bonbwasn
yacTb noTpe6nsemMoro BHYTpb xnopuga abcopbupyertcsa, a M?nui BK
BMECTE C APYIMMMU MOHAMU BbIBOAWUTCH W3 OpraHM3amMa C MOYOIi.
Hunskne ypoBHU cogepxaHus xnopupa HabnwpawTca B cayyae
NPOAONXKUTENbHOW PBOTbHI, COMPOBOXAAEMON NOTepeil cCoONsHON
kncnotbl (HC1l), B HeKOTOpPbIX CAyyasx meTabonuyeckoro ankanosa,
npu KOTOPbIX HaGnwAaeTcad akkyMynsLynusa opraHMYeckux aHUMOHOB
Ha KpUTUYeCcKUx ctaanax 6onesHn AagucoHa, a Takxe npu
3ab60neBaHMAX Noyek, BEAYUW NX K NOTEpPU CONN. MNOBbW EHHbIE
AOBHU cojepxaHns xnopuga Ha6nwpawTCa Npn MeTabonn4yeckom
wAuao3e. CONPOBOX/AaeMOM NPOAOMXNTENbHOW Auapeeil n

notepeit 6ukapb6oHata Hatpus (NaHGOa), a Takxe B cayvyae.
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r'u
ICT Diluent
07P53

G/76268R01
B7P53R

fniF] 07P5320

nayeyHokaHanbleBbl X 3a601eBaHNi, NP KOTOPbIX MOHUXaeTCs
BbIBOJ MOHa Bogopoaa (H™), uTo BeAeT, B CBOI o4yepefb, K

CHUXeHUt peabcopbuynm noHa 6ukcp6oHata (HCO3').""

InPUHLMNLI NPOLEAYPLI

MoHOCeneKkrmBHbl e ANeKTpoabl ANA HaTpua, Kanuna n xnopuaga
NCNONb3YKWT ANA KaXA0ro M3 aTUX MOHOB |/|36MpaTeanb|e
MeM6paHbl. Mexay pedepeHCHbIMU U U3MEPUTENIbHbLIMU
aNekTpojamu, pa3jeneHHbiMn mem6paHamu, o6pasyeTcs
3neKTpMUYecknii noteHynan (HanpsxeHue) B COOTBETCTBUMN

Cc ypaBHeHnem HepHcTa. HanpsXeHune cpaBHUBAETCs C
npefBapuTenbHO ONpeAeNieHHbIMM HaNpsXeHUsMN kanubpatopa n
nepeBOANTCA B KOHLUEHTpaLuio MoHa.

MeTofonornsa: NoHOCENeKTUBHbLIW 31eKTPOA C pa3BejeHnem npobsl
(HenpaAmoii)

MofpoGHYl0 WHGOpPMAaLUI0 O CUCTEME W TeXHOIOTUN aHannsa

cM. B PykoBogcTBe no akcnnyaTtauuu Alinity ci-series, Pasgen 3.
BPEArEHTL

COAep>KMMO€ Ha6opa
1CT moaynb Pas6aButenb o6pasua
(Alinity ¢ ICT Sample Diluent) 07P53

O6beM (ML). yka3aHHblii B Tabnuuye Huxe, o6o3HavyaeT 06beM Ha

KapTpuax.

07T»5320
KonunuecTBo TecTOoB B KapTpuaxe 935
KonunuyecTtBo kapTpupxei B 10
Hab6ope
KonunuyecTtBo TecTtoB B Habope 9350*
" 68.2 mL

n AKTWBHbI nHrpeaneHT: 6ydep.

'Mpu TecTUpoBaHNKM KaX/j0ro 06pasa MOXHO MONYYUTb OT OAHOTO
Ao Tpex pe3ynbtatoB (Na*. K* n CrI),

Mpeaynpe>kaeHnst 1 Mepbl NpefocTopO)KHOCTH
. EE

«  Ans anarnoctukn In VIitm

Mepbl NPefOCTOPOXKHOCTHN

BHUMAHWE: [aHHbIi NpoAYyKT npegnonaraet pa6boTy c
oGpasyamMu, NONYHeHHbLIMN OT YenoBeka. PeKkoMeHAyeTCca cunTaThb
BCe MaTepuanbl, NONyYeHHble OT Yenoseka, NOTEHLUNANbHO

MHO eKLMOHHBIMKU N 06pal,aTbCa C HUMU B COOTBETCTBUN

co CTaHjapTom no o6paleHnto ¢ TEMOKOHTAKTHbIMMU
natoreHamun, paspa6otaHHblM YnpasneHuem CL A no oxpaHe
TpyAa v NnpoMblWNeHHOW rurmene (OSHA), Mpu pa6oTe ¢

mMaTtepunanamun, cogepxawumMmun Uavm NnpeanoncxXmnTenbHo
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cogepxawumu nHMeKLMOHHbIEe areHThbl, cnejyeT co6nwgaTb

npasuna 6Monornyeckoil 6e3onacHocTu, ypoBeHb 2, NN Apyrue

Cnep’nowne npefynpexaeHns n Mepbl NPeAoCTOPOXHOCTHN

oTHocsaTca K. 1CT Sample Diluent*

H402 BpefHO AN BOAHbLIX 0OraHM3Moa.

MpepgoTBpaueHne

P273 He gonyckaTb monajaHus B OKpyXaio uy
cpeay.

Ytunusauusa

P501 YTunusupyiite cogepxumoé/koHTeliHep B

COOTBETCTBUN C CAHUTAPHBLIMU HOpMaMm

P® (ClaHMiiH 2.17.2790-10 oT 09.12.20101

* He npumeHUMO Ha Tepputopuu ageiicteus Pernamenta EC
1272/2008 (CLP).
Nacn("fa 6e3onacHOCTU JOCTYNHb Ha calite
I WWW,abbottdiagnostics.com unm y mecTHoro npegcraButens.
Moapob6Hy0 MHopMaLunio 0 HeoBX0ANMbIX Mepax
| npepocTopoXHOCTM Npu pa6oTe ¢ aHann3aTopom cM. B PykoBojcTBe
no akcnnyatauyuu Alinity ci-series, Pasaen 8.

> O6palueHne c peareHTamu

j ¢+ TMocnenonyvyeHns Habopa ocTaBbTe KAPTPUAXKU peareHToB
Ha 1 4yac B BEpPTUKANbHOM MOMOXEHUN A0 UCYE3HOBEHUSA
ny3blpbKOB, KOTOpble MOTnun Dﬁpa3OBaTbCﬂA

> . Ecnn KapTpuax peareHrta ONpoOKUHYyncsa, npuseantTe ero

[ B BEPTUKIWbHOE NOJTIOXEeHNEe N oOCTaBbTe Ha 1 yac.no
MCYE3HOBEHWUA Ny3bIPbKOB, KOTOPbIe MOMIN 06pa3oBaThCs.

» + PeareHTbl NOABEpPXeHbl (hOPMUPOBAHUIO MEHbI U MYy3bIPLKOB.

) My3bipbkn B peareHTe MOTyT nomMewaTb ONpefesieHunto

YPOBHS peareHTa B KapTpuUAXe U NPUBECTU K HEAOCTATOUYHOW

f acnupauyunn peareHtTa, Kotopas MOXeT 3HAaYNTENbHO B/IUATbL Ha

| NpaBUAbLHOCTb Pe3ynbTaToB.

i MNoppo6Hyw MHpopmauuio o6 obpaweHnn ¢ peareHTamMu npu

pa6oTe ¢ aHanM3aTopom cM. B PykoBoAcTBe no akcnayaTauuu

i Alinity ci-series, Pasgen 7.

XpaHeHue peareHToB

“ MakcumanbHoe [OMNO/IHUTE NbHbIE

i TemnepaTtypa Bpems UHCTPN UMM no
1 XpaHeHWs_____ XpaHeHus XpaHeHuo
i HeBCKpbITHIE 15 . 30'C [0 OKOHYaHNUs XpaHuTe B
f KkapTpnask CpoKa roAHOCTU BEPTUKANLHOM
t nonoxeHuu.
f | Ha 6opty TemnepaTtypa 30 aHeii
B cucteme
BCKpbIThIif 15 - 30°C [lo oKOHYaHUA XpaHute B
KkapTpuNek cpoKa roAHOCTM BEPTUKANLHOM

NONOXEHNN.
He ncnonbsyiite
NoOBTOPHO

Kpbl WKW peareHTa
npoussoauTens

UNu 3amMeHsieMble

KP bl W KK

BBUAY pucka
KOHTaMuHaLuum

M BO3MOXHOCTM
HapyweHns paboyunx
XxapakTepnucTuk
peareHTa.

!PeareHTa MOXHO XpaHWUTb Kak Ha 6OpPTy cuCTeTAbl, TaK U BHE
"B€. Mocne U3BneyeHUs peareHTOB U3 CUCTI bl XpPaHUTE UX B
(«pTUKANbHOM MNONOXEHWU C HAfeTbIMU HOBbLIMWN 3aMeHAEeMbIMN
[kpbiwkamu npu Temnepatype 15 - 30°C, PeareHTbl, XxpaHslwunecs
|sHe cucTembl, pekomeHayeTca )paHnTb B habpuyHbIX N0TKax u

ynakoBkax agnsa obecneveHus BEepPTUKANbHOTO NMOMOXEHUA.
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MoApo6HY MHMOPMALUIO O BbITPY3KE PEAreHTOB U3 CUCTEMbI

cm. B PykoBoacTBe no akcnnyatauuu Alinity ci-series, Pasgen 5.

[MokasaTenn nopym peareHToB

Owunbka KAaNNGPOBKN MNU BbIXOJ 3HAYEHUS KOHTPONA 3a Npejens
AvanasoHa JONYCTUMbIX 3HAUYEHWN MOXeT CBUAeTeNbCTBOBATb O
nopuye peareHtoa Pe3ynbTaThl COOTBETCTBYO LW NX TECTOB cneayeT
CUYMTaTb HEBepPHbIMU, 06pasLbl JONXOHbl GbiTb MPOTECTUPOBAHbI
NOBTOPHO. MoXeT noTpe6oBaTbCsA NOBTOPHAA KanuGpoBKa TecTa.
3anax yKCycHOW KMCNOTbl He ABNSeTCA nokasaTesem Nopuun
AVNOEeHTa

MHthopmaynio, 06 ycTpaHeHUn HencnpaBHocTel cM. B PykoBojcTBe

no akcnnaukauum Alinity ci-series, Pasagen 10.

INPOLIEAYPA PABOTblI HA AHAJIN3ATOPE

Heo6xo4WMO ycTaHOBUTL (haiinbl TectoB Alinity ¢ Sodium.

Alinity ¢ Potassium u Alinity c Chloride nepeg npoBegeHnem TecTa
Ha aHanusaTtope Alinity c.

NMopapo6Hy MHopmauut o6 ycTtaHoBke paiina tecta, npocmoTpe
M pepakTUpoBaHWM napameTpoB aHanusa cM. B PyKkoBOACTBe No
akcnnyetauun Alinity ci-series, Pasgen 2.

WHdopmalymnio o BbiBOAE Ha NeyaTb NapamMeTpoB aHanusa

cMm. B PykoBojcTBe no akcnnyatauuu Alinity ci-series, Pa3gen 5.
MoapoGHoe onucaHune npouefyp pa6oTel ¢ cucTemoii

cm. 8 PykosopacTtee MO skcnnyaTtaunm Alinity ci-series.

IcsopP OBPA3LA N TIOATOTOBKA K AHANN3Y
Tunbl 06pa3LoB

MepeuyncneHHble HUXe TuNbl 06pa3yoB 6blKN BepuULuMpoBaHbl Ha
NMPUTOAHOCTbL K MCNONb30BaHNK B l@aHHOM TecTe.

Apyrne Tunsl o6pa3uos, Nnpo6upok gns c6opa ob6pa3uos un
aHTUKOArynsiHTOB He 6biNN BepUMULMPOBAHLI HAa NPUTOAHOCTL K

mcnonb3oBaHWK B JlaHHOM TecTe.

EmkocTu ans c6opa  CneynanbHblie

Tun o6pasua o6pasyos ycnosus
CbeiBOpOTKA KPOBM Mpo6upkn ans B TecTe Ha Kanuii
CblBOPOTKN KpOBM He ncnonb3yiite

(c pasgenntenbHbiM remonuanpoBaHHble
renem unn 6e3 Hero) o6pasysl.
Mnasma kposwu Mpo6upkn gna céopa
obpasyos
fonycTumbl e
aHTUKOarynauTa;
NIuTunii renapuH (c
pasfenuTenbHbiM
renem unun 6e3 Hero)
HaTpwuit renapuH
(nonHoe B3ATHE)
Moua (o6pasubl, Be3 KOHCepBaHTOB'
B3ATble MPON3BONbLHO;
CYTOYHBbIN c6op
(24 vaca)}

« [ins aHanusaTtopa He NpejycMoOTpeHa onuus Bepudukauum
TWNOB UCNoNb3yeMbix 06pa3L0B.-B o653aHHOCTM onepaTopa
CUCTeMbl BXOAMT NpoBepka NpaBWbHOCTN TUMOB 06pa3yos,
MCMnoNb3yeMblX B TeCTe.

CocTosiHMe 06pasL,oB

*  YT06bl MNONY4YUTb NPABU/IbHbIE PE3y/bTaTbl, 06pasLbl
CbIBOPOTKM W NMna3mMbl KPOBU CnefyeT OTAENUTb OT pUGPUHA,
9pUTPOLNTOB N APYTUX TBEPAbIX YacTul,. O6pasLbl CbIBOPOTKM
KPOBU IMALMEHTOB, MOMYYAK W NUX aHTUKOATYIALUOHHYIO UK
Tpom6onuTuyeckylo Tepanuly moryT cog€uyakate puGpuH B
pe3ynbTaTe HE3aKOHYEHHOTo 06pa3oBaHUs CryCcTKOB.
ANs NONyyeHNs TOUYHBLIX.pe3yNbTaToOB 06pas3lbl NasMbl KpOBU He
[OMXKHBI COAEepXaTb TPOMBOLMUTLI, U ApYyrue, TBEpAble YacTulbl.

Y6eputech, 4To TpomMbounTa yaaneHsl uel-npudyruposaHnem.
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. NMPUMEYAHWE: N3BecTHO, 4TO o6pa3ybl, CO6paHHblie OT
NauMeHTOB C MHOXECTBEHHOW MUeNOMON U NUNUAHBIMU
HapyweHUAMN JEeMOHCTPUPYIOT HU3KNE pe3ynbTaTbl Ha
pasBeAeHHbIX cuctemax ISE 10-3a BbICOKOTO YPOBHA
6enka/nununpos B o6pasye/' ®

« PekomeHayeTCs UCNONb30BaHME O[HOPA30BbLIX NUNETOK
M HaKOHEYHUKOB AN MUNETOK ANA NpeAoTBpal,eHns

nepekpecTHOW KOHTaMUHaLNUK.

MogrotoBka K aHanunsy

« CnepyiiTe MHCTPYKLWSAM Npou3BoAuTens npobupok ana c6opa
o6pasyos. Mpu nogrotoske o6pa3LoB K TECTUPOBAHUIO
TPaBUTaALMOHHOTO pa3fefleHns Hej0cTaTouHO.

« B o6pa3suax He JONXKHO GbiTb NY3bIPbKOB. Y AaNuTe Ny3blpbku
annnuMkaTopoMm A0 Hayana TecTUpoBaHuA. Mcnonb3yiite
HOBbIA annaukaTop ANA Kaxaoro o6pmua, 4Tobbl n3bexaTb
nepekpecTHOW KOHTaMUHaALWN.

Ans non,"eHna cornacoBaHHbIX pe3yNbLTaToB pekoMeHayeTcs

npoBO/AUTHL NOBTOPHOE LileHTpUyruposaHme o6pas3yoB nepep

TecTupoBaHuem, ecnu

* OHW copepxaT PUGPUH, IPUTPOLMUTH AN ApYyrue TBepable
yacTuubl.

MPUMEYAHWE: Ecnu o6pa3ubl cogepxat puU6puH, apuTpoLnThbl

UNW Apyrne TBepfAble 4acTulbl, NepeMewaiiTe nx Ha BepTekce

Ha HW3KOW CKOpPOCTW MNM nepeBepHyB 10 pa3 nepej NOBTOPHbIM

LeHTpudyruposaHuem.
XpaHeHune o6pa3u,03
CoiBOpoOTKa/nnasma Kposu®'

MakcumanbHoe Bpems XxpaHeHus

Temnepatypa HaTtpwnii Kanwnii Xnopupg
20 - 25*C 2 Hepenu 1 Hepens 7 nHei
2-8'C 2 Hepenu 1 Hepens 7 pHeit
-20'C 1 roa 1lrog > 1 roga
Moya®""’

MakcumanbHoe BpeMsa XxpaHeHus

TemnepaTtypa HaTtpuii Kanwii Xnopupa
20 - 2510 45 pueit 45 pHeit 7 pHelt
2 -8C 45 pHeit 2 mecaya 7 pHell
-20'C 1ropn 1 roa 7 pHei

MN36eraiTe MHOTOKpaTHbIX LLMK/IOB 3aMOPO3KM/pa3sMOpPO3KM.

Guder N.WT. PEKOMEHAYIOT XpaHUTb 3aMOpPOXeHHble 06pasLbl Npu
-20*C He npeBbllWan yka3aHHbIi Bbllle BPEMEHHOW AnanasoH.®
Kaxpoit na6opaTopuu pekoMeHAyeTCA yCTaHOBUTL TeMNepaTypHblii
pexum npu6am3nTenbHo -20°C B COOTBETCTBUN C UHCTPYKLNAMM
npou3BOAUTENA XONOAWNbHNKA NN CTAHAAPTHOW (bIMN)
onepauuoHHOl(bIMKU} Npoueaypoii(amMmn) xpaHeHns o6pasl 0B Balwei
na6opatopuu.

XpaHnBwMneca o6pasubl JONMKHbL GbiTb NPOBEPEHbl HA Hanuyune
TBEpAbiXx YacTuy. Ecnu B o6pasyax NnpucyTcTBy T TBEpAble
yacTuubl, Nepej TecTUpoBaHMeM nepemewaite o6pasybl Ha
BOPTEKCE HA HU3KOW CKOPOCTM WNW NepeBopaynBas Nnpo6upku, a

3aTeM LeHTPUdyrupyiiTe o6pasubl, 4To6bl yAanuTb 3TU YaCTULbI.

TpchnopmpOBKa 06paSHOB

YnakoBbiBaliTe u Mapkupyiite o6pasibl B COOTBETCTBUU C
rocyfjapcTBeHHbIMU, (hefepanbHbIMN U MEeXAYHAPOAHbIMN
Tpe60BaHUAMU NO TPATCNOPTUPOBKE KAUHUYECKUX 06Pa3L 0B K
MHM EKLNOHHbIX BELW ECTB.
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INPOLEAQYPA

MpegocTaBnsieMmble MaTepuansl
07P531CT mopynb Pas6aButenb o6pasua (Alinity ¢ ICT Sample
Diluent)

Heo6xoanMmMble, HO He NpejoCTaBNAeMbl e MaTepunanbl

* Alinity ¢ Sodium,. Alini® ¢ Potassium un Alinity ¢ Chloride daiins
TecToB

. 09D2804 1CT Mogaynb (Alinity ICT Module)

. 08P 7640 ICT moaynb PactBop petepeHcHblii (Alinity c-series
ICT Reference Solution)

. 08P6901 iCT moaynb Kanu6patopbl AN CbIBOPOTKU KPOBU
(Alinity ¢ ICT Seaim Calibrator Kit)

« 08P7001 iCT mopgynb Kanubpatopbl agns moun (Alinity ¢ ICT
Urine C*ibrator Kit)

« Kommepueckue KMAponu, cogepxaujue HaTpuii, kanuii un
xnopug

WHdpopmaunio o matepuanax, Heo6Xo4UMbIX A5 paboThl

aHanusaTtopa, cM. B PykoBoAcTBe no akcnayatauyuu Alinity ci-series,

Paspen 1

WHdhopmauuio o maTepunanax, Heo6xoA4uMbIX ANa npoueayp

TEXHMYEeCKOro o6CnyxunBaHua, cM. B PykoBoAcCTBe No akcnnayaTtayumn

/~inlty ci-serles. Pasgen 9.

Mpouegypa aHanunsa

Moapo6Hoe onucaHue npouegypbl NpOBeJeHNA TecTa

cM. B PykoBoacTBe no akcnnyatauum Alini® ci-series. Pasgen 5.

. MHipopmaymnio 06 obecnevyeHnn goctatoyHoro o6bema o6pasya
nayumeHTa NpuW UCNONb30BAHUN NEPBUYHbLIX UIN aNUKBOTHbIX
npo6upok cm. B PykoBoacTBe noakcnnyaTayum Alinity ci-series.
Paspgen 4.

*  YTOo6Gbl MUHMMU3NPOBATL 3P (PEeKTbl UCNapeHns, nepeq
nposejeHnem TecTa y6eanTech, 4TOo B Yalweuke Ana o6pasios
npucyTcTByeT floCTaTOUYHbIi 06bem o6pasua.

. MuHNUManbHbIA 06beM o”aala:

- O6bem ob6pasua Ha Kaxpablil TecT; 15 pL
(cbiBOpOTKa/nna3ma kposu/moua).
NMPAMEYAHWE: B ykasaHHOe KONMYECTBO He BXOAUT
MepTBbli 06bEM W AONONHUTENbHbLI 06BbeM ANs acnupayuu.
MonHyto nHdpopmaumnio o Tpeb6oBaHUAX K 06bemy obpasua
cm. B PykoBopacTBe no akcnnysnauuu Alinity ci-series,
Paspen 4.

* WHdopmauuw o noarotoske 06pa3uoB U UCNONb30OBAHUN
peareHToB CM. B MHCTPYyKUUN NO npuMmeHeHunto Kk ICT moaynb
Kann6patopam Ans cblBOpoTKkW KpoBU (Aiinity ¢ ICT Serum
Calibrator Kit), B MHCTpyKUyuUn no npumeHeHunto Kk tOT moaynb
Kanuépatopam ana mouu (Alinity ¢ ICT Urine Calibrator Kit) n B
UHCTPYKLUNU NO NPUMEHEHUIO K KOMMEPYECKUM KOHTPONSM.

. WHdopmaymuio 06 06w nx onepayuoHHbCcc npouegypax
cm. B PykoBoacTBe no akcnnyaTauuu Alinity ci-series. Pasaen 5.

e [ANnA fJOCTUXEHUA ONTUManbHbIX paGoynx xapakTepucTuk
BaXHO CnejoBaTh CTaHAAPTHBLIM NpoleaypamM TeXHWYecKoro
06CNyXNBaHNA B COOTBETCTBUM C PyKkoBOACTBOM No
akcnnyatayumn Alinity ci-series; Pasgen 9. Ecnu npasuna pa6oTbl
B Baweil na6opatopuit Tp "yt T 60/M1ee 4acToOro TEXHUYECKOTOo

ob6cnyxuBaHna, cneayiite NPpUHATONW NpakTuke.

Kanunbposka

WHCTPpYyKUNN O NpoBeAeHNn-kannb6poBku cM. B PykoBoacTBe rio
akcnnyaTtauuun Alinity ci-series. Pasgen 5

Kanu6poBka ocTaeTcs cTabunbiioii B TeueHne NpuGNnN3nTenbLHO
1 AHA (24 yacoB), HO ee HEO6GXOA4MMO NPOBOAUTL C BBEAEHUEM
KaX/0ro HOBOro HoMepa cepuu gunioeHta. ;labopatopuu
MOTYT yCTAHOBWUTb WHTEpBan KanuM6poBkM A0 24 yacoB. BeiGop
BpPEeMEeHHOro nHTepBasia nposegeHuns Ka]'ll/lﬁpOBKI/l 3aBuCKUT OT
noNWTUKN U Tpe6oBaHuil oTAenbHOI nabopaTopuun. MpoBepbTe
KannMbpoBOUYHY >(hUBYIO C NOMOLULbIO HE MeHee 2 ypoBHeil

KOHTDOﬂeﬁ B COOTBETCTBUWN C YyCTAHOBJ/IEHHbBIMN Bawei
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na6opaTopueil Tpe60BaHUAMMU KOHTPONSA KayecTBa. Ecnmn pesynbTathl
KOHTpONeil BbIXOAAT 32 paMKN YCTAHOB/IEHHbIX Mana3oHOB, MOXeT

notpe6oBaTbCs NOBTOPHAsA KanunGpoBKa.

MoxeT I'IOTpEﬁOBaTbCR nosTopHas Kal'IVI6DOBKa TecTa nocne

npouejypbl TEXHUYECKOTO 06CNYXNBAHNSA OCHOBHbIX YacTeil

CUCTeMbl U1 ee KOMMNOHEHTOB UKW NOoCnie NpoBefeHNna CepBUCHbIX
npoueayp.

Mpoueaypbl KOHTPONA KauecTsa

Mpn HEOGXOAUMOCTU MPUMEHEHUA AONONHNUTENbHbIX Tpe6oBaHM

K KOHTPOJ/IIO KayecTBa M MOTEHLMANbHbIX KOPPEKTUPYIO W UX Mep

cnepyiiTe ctaHaapTHOW(bIM) onepaluoHHoli(biM) Nnpoyeaype(am)
Bawei na6bopatopun n/mnun nnaHy obecneyeHns kayecTBa.

S . 8 yacoB W nocne KanNMGpPOBKM [ONXHBLI TeCTUpOBaThLCSH
ABa YPOBHSA KOHTpoNneih (HopManbHbIAi U aHOMaNbHbI),

i « Ecnu npoueaypbl Baweit nabopatopun TpebyoT 60nee yactoro

MOHUTOPUHIA KOHTPONA KayecTBa, cnejyiiTe NPUHATON NpakTuke.

< Ecnu pesynbTaTbl KOHTPONS KayecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUAM, ycTaHOaNeHHbIM Baleii na6opaTtopueit,
3HaYeHNs pe3ynbTaToB TeCTUPOBaHWSA 06pa3ly0B NaLMeHToB
MOTYT 6bITb COMHUTENbHBIMU. CneayiiTe NPUHATLIM Bal e
na6opatopueil npouyegypamM KOHTpoOns kadyectsa. MOXBT
noTpe6oBaTbCcs NOBTOpPHas kanu6poska. MHpopmaumnio
06 ycTpaHeHWn HencnpaBHocCTell cM. B PykoBojCTBe no
skcnnyaTauum Alinity cl-serles. Pasgen 10.
Mocne 3arpysku B.cuctemy ICT moayns Pas6asutens
o6pasya (Alinity ¢ 1CT Sample Diluent), ICT moaynbs PacTtBopa
pecdepeHcHoro (Alinity c-serles lOT Reference Solution) nnn
HOBOW cCepuun kanubpaTtopa NpoBepPbTe pe3ynbTaTbl KOHTPONSA
KayecTBa W KPpUTEPUU NpUEeMNaoCcTu.
Ncnonb3oBaHne KOMMEPYECKNX KOHTpPONell JONXKHO NPOBOAUTLCA B
COOTBETCTBUN O PYKOBOACTBAMU M PeKOMEHAAaLUUAMMN NPOU3BOAUTENS
KOHTpONsA. nanasoHbl 3HaYeHWit KOHLEHTpauuil, ykasaHHble B
MHCTPYKLWM NO NPUMEHEHMUI K KOHTPO/I, HOCAT UCKNKUYNTENBHO
peKkoMeHJaTeNbHbIl XapakTep.
ATlpu UCNOTHL30BAHUN N GOTO KOHTPONbLHOTO MaTepnana na6opaTtopus
ArponxHa y6eAuTbcsA, YTO MAaTPUKC KOHTPONbHOTO MaTepuana
NpuUrojeH Ans UCNoNbL30BaHWA B TeCTe B COOTBETCTBUN C
VMHCTPYKUMEed No NnpuMeHeHNo K TecTy.
PekomMeHAaLWu No npouyeaype KOHTPONA KayecTBa
PekcBueHaauunm no npouegypam KOHTPONs kayecTsa nabopatopuu
cMm. B “Basic OC Practices", James O Westgard, Ph.a’'2
mfloaTBEpAAeHNe 3aABNEHHbIX XapakTepucTuk TecTta
MpoTOKONbLI ANS NOATBEPXK/AEHUSA 3aABNEHHbIX B MUHCTPYKL UK
No NPpUMEHEeHW0 XapakTepucTuk Tecta oM. B PykoBogcTee
no akcnnyatauun Alinity ci-series, Pasgan "MoaTeBepxjeHue

3afiBNIEHHbIX XapakTepuctuk TecTta".

m PE3Y/IbTAThI
Pacuer

TecTbl Alinity ¢ Sodium. Alinity ¢ Potassium u Alinity ¢ Chloride
MCNONb3yOT NOTEHUNOMETPUYECKNI MeTo/ aHanunsa faHHbiXx Ans
nonyyeHns KaNMGPOBOYHON KPUBOI M pe3ynbTaToB.

|Pnarn

|PB3ynbTaThl HEKOTOPbLIX TECTOB MOTYT CONPOBOX/AaTbCA
AMHpopmauuneit B none "narn”. OnucaHne naros, KoTopble MOTyT
roAMATbLCSH B 3TOM none, cM. B PykoBOACTBe NO akcnayatauumn
Alinity CHsenes, Pasgen 5.

;MWHTBpBAn M3mepeHnsa

[NkTep” usMepeHus onpeAenseTcsa kak AuanasoH 3HaYeHUN
»mmol/L. KOTOpbIii COOTBETCTBYET rpaHnL,aMm nNpuUemMaemMbl X

win »==MP.0M3B»,M001U 1

1CbiBOpPOTKa/Nnasma KpoBu
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WHTepBan usmepeHusa tecta Alinity ¢ Sodium cocTtaBnser
100 - 200 mmol/L

MHTepBan namepeHns Tecta Alinity ¢ Potassium cocTaBnset
1.0 -10.0 mmol/L.

WHTepBan nsmepeHusa tecta Alinity ¢ Chloride coctaBnseT
50 - 150 mmol/L.

Moua

MHTepBan usamepeHusa tecta Alinity ¢ Sodium coctaBnser
20 - 400 mmol/L

WHuTepsan namepeHun tecta Alinity ¢ Potassium cocTtasnsaer
1.0 - 300.0 mmol/L.

MHTepBan usamepenus tecta Alinity ¢ Chloride cocTtaBnset
20 - 300 mmol/L.

BOrPAHVYEHUA npoueaypsl

Moppo6bHyo MHpopmaymio cm, B pasgenax CEOP OBPA3LA U
MOAMN3TOBKA K AHANN3Y n CNEUN®UNYECKUE PABOYUNE
XAPAKTEPUCTUKN faHHOW WHCTPYKLWM NO NPUMEHEHUIO.

Mpn nccnepoBaHun cbiBOPOTKU kpoBU B TecTe Alinity ¢ Sodium
HabnwgaeTcs MHTEpPMEpPEHLUs CO CTOPOHbLI CMeAYy W UX BElWecTs
Npu yKa3aHHbIX KOHLEHTPaUMAX; KOHbIOTMPOBaAHHbIA 6UNMPY6BUH

> 30 mg/dU-remorno6un > 500 ta/cll canuuynnar Hatpus

> 35 mg/dL uxnopupg 6eHsankoHuna > i mg/dL

Mpu nccnefoBaHMu CbIBOPOTKM KPpoBW, B TecTe Alinity ¢ Potassium
Habnwpgaetca MHTepepeHLUMa CO CTOPOHbLI CAeAyl U UX BElU ecTs
nNpu ykazaHHbIX KOHLEHTpPaLUAX: TeMOrno6uH (remonuaar)

> 100 mg/dL n xnopua 6eHsankoHna >5 mg/dL

Mpun nccnepoBaHun cCbiBOPOTKN KpoBU B TecTe Alinity ¢ Chloride
HabnwpaeTca UHTepd epeHLna CO CTOPOHbLI CAeAylo L UX Belu ecTs
npu yKasaHHbIX KOHLEHTpaLUsax: reMorno6uH (remonmnsar)

> 1000 mg/dL 6pomug nutus > 20 mg/dL n Hoaua NnTnA

> 25.4 mg/dL.

Mpu nccneposaHnm mounm B Tecte Alfnity ¢ Sodium cnepgytouwne
Belw,ecTBa nNpogemMoHcTpupoBann 6onbwe 10% nHTeptepeHuumn npn
yKa3aHHbIX KOHUeHTpauuax; kap6oHaTt HaTpua 1.25 g/dL, dTopug
HaTpua 400 mg/dL, okcanaTt HaTpus 60 mg/dL, - gnsa o6pa3yos co
3HAYEeHMAMMN KOHUEHTpauuit HaTpua s 74 mmol/L.

Mpu nccneposaHn CbIBOPOTKM KpoBu B TecTe Alinity ¢ Chloride
Ha6nw gaeTcs uHTepdepeHuns 6onee 10% co cTopoHbl 6N consiHoM
KACNOTbl NpW.KOHUEeHTpauuun 2.5 mL/dL

m OXKNAAEMbIE 3HAYEHUA

Ka”oi nabopatopun pekomMeHAyeTCA ycTaHaBNMBaTh COGCTBEHHbI
ped epeHCHbI# Anana3oH, OCHOBaHHbIN Ha cneyud ke pernoHa n
xapakTepucTukax nonynsuyun.

PecdepeHCHbI ananas3oH

CblBOpOTKa/nnasma KpoBu'®

[JwnanasoH (TTON.)

Harpuid He/lOHOLLIEHHbIe, NyroBUHA 11S-.140
HepoHoLLeHHb e, 48 Yacos 128-148
HoBopoXzeHHbIe, MyrosyHa 126.-166
HoBopoXaeHHbIe 133-146
MrajieHe! 139-146
Hem 138-145
Bspocrible 136-145
>a0nat 132-146

Kanvit He/joHOLLIEHHb e, MYroBYHa 5.0- 10,2
HefjoHOLLEHHbIe. 48 YacoB 3.0- 6.0
HoBOpoXXaeHHbI, NyrnoBuHa 5.6- 12.0
HoBopoxzeHHbIe 3.7 59
MnagerLb! 4.1- 53
Mem 3.4- 47
B3pocnbie 3.5 51
Mna3ma KpoeH, My>KUnHbI 3.5- 45
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[nanasoH (mmol/L)

Mnasma KpoBU, XEHLLHbI 3.4.4,4
Xrnopug MynosuHa 96-104
HepoHoLeHHble 95-110
0-30 pHeit 98-113
Brdhocnbie 98-107
> 90 et 98-111
Moua’3
[Hans3oH (mmol/day)
Harpwii 6-t0O net MypKumHbI 41-115
JKeHLWHbI 20-69
10-14net My>KiUHBI 63-177
JKeHLWWHBI 48-168
B3pocrible My>KUHbI 40-220
JKEHLLWHBI 27-287
Kanwin 6-10neT My>KUMHBI 17-54
JKeHLWWHbI B-37
10-149BT My>XUHbI 22-57
JKeHLWWHbI 18-58
B3pocribie 25-125
Xnopug, MriazieHLb! 2-10
Jetn <6 net 15-40
6-10net My*nHbI 36-110
HKeHVpAHb! 18-74
10- l4net My>KurHbI 64-176
JKeHLWHbI *36-173
Bspocribie 110-250
> 60 et 95-195.

PesynbTaTbl TECTUPOBAHUA Ha HATpWUil, kKanuit n xnopug,

BblpaXeHHble B mmol/L, 3kKBUBaNEHTHbl 3HAYEHUAM, BbipaHaHHbIM

B MEQ/L; pe3ynbTaThl, BblpaxXeHHble B mmol/day, akBuBaneHTHbI
3HauYeHWAM, BblpaxeHHbIM B mEq/day.
CyTOo4YyHOe BbijeneHne ¢ MOo4Yoin (24 yaca)

HaTtpuit, kanuit u xnopup

YTo6bl NnepeBecTn pesynbTaTtbl 3 mmol/L B mmol/day {cyTouyHoe

BbljeneHne ¢ MeHOi, 24 yaca)

CyTouHOe BbigeNneHne ¢ Mo4oit (24 yaca) - [(V " C)**lOOO] mmol/day

Fpe:
V - o6bbem Mouun 3a 24 yaca (mL)

C - KOHUeHTpauwus aHanuta (mmol/L)

1 CNMEUNPUNYECKUE PABOYME
XAPAKTEPUCTUKHU

B faHHOM pasjene npeacTaBneHbl fJaHHbIe NO penpe3eHTaTUBHbIM

paﬁOHVIM XxapakTepuctukam. PesynbTaTthl, NOTyYeHHbI€ B OTAENbHbIX

na6opaTopusaXx, MOTryT OTAUYATLCS OT NPUBEAEHHbIX JaHHbIX.

Bce uccnepoBaHns NpoBOAMNUCHL HA aHanusatope Atinity c.

BocnpounssoaumocTh

BocnponssoanmMocTbe BHYTpu nabopaTtopumn

CblBOpPOTKA KPOBMU

Bbino npoBeAeHo uccneaoBaHne B COOTBETCTBUM C
pekomeHpgaunamun gokymeHta CLSI EP05-A2. Bbino npoBefjeHo
nccnepoBaHne ¢ ncnonb3osaHuem 2 cepuii ICT moaynb
Pas6aButensa o6pasya (Alinity ¢ 1CT Sample Diluent), 2 cepuii
1CIT moaynb Kann6prrropos AN cbiBopoTkW kposu (Alinity ¢ 1CT
Serum Calibrator Kit), 2 cepuit KOMMeEpPUYECKUX KOHTPONIEH Ha

2 aHanusaTtopax. Tpu KOHTPONSA W 2 NMaHENU CbIBOPOTKN KPOBM
yenoseka 6bIN NPOTECTUPOBAHbLI He MeHee YeM B 2 nosTopax 2
pa3a B fjeHb B TeuyeHue 20 gHei.

HaTtpuii

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

-Moua
BHyTpy cepumn 6HYTpW naboparopum
(noBTOPAEMOCTb) (obLLiee)*
Ko Cpentiee ao — nekome
O6pasey TponA Kon-o (mmolll) CKO  %ks  (Ovanason”) ([ganaseHT *'A™*
Kommpors, 1 249 125 05 04 09 Q™ waas
YpoBeHb 1 (0.8-10)  (0.6-0.B)
2 249 125 0.5 04 on 07
(0,8-0.9)  (0.6-0.8)r°A°
KoHTporib, 1 252 144 0.5 0.4 0.9 0.6
ypoBeHs 2 (0,8-10)  LU.6-0.7L.faTp«"
2 249 144 0.5 0.4 0.9 0.6
(OB-10) (0.5-0.7)
KOHTpO/ib, 1 249, 161 0.5 0.3 10 0.6
ypoBeHs 3 (0.9-11)  (0.6-0.75
2 249 161 06 04 11 19 Otpase!
(0.9-12) 10.6-0.71
Maverb A - 496 112 04 04 08 9y poserte
(0.6-0,9)  (0.6-0,B
MaHensB - 498 190 Q8 0.4 14 0.7 —meeeeee-
(1.2-16)  (0.6-0.9)
Kanwii
BHyTpu cepumn
{nosTopsB- BHyTpu nabopatopun  MaHens
Copus MOCTb) (o6Luee)*
KOHTpo- Kuw|. cpegHee (00) Mosars
KOKTP.OMb, 1 246 2.8 0.03 0.9 0.04 14 -
ypoBeHb 1 (0.04-0.04}  (13-15) <anuii
2 246 2.8 0.01 0.3 0.01 0.4 i
(0.00>0.02) (0,0>06) T
KoHTpors, 1 246 4Q 0.02 0,6 0.03 0.8
ypoBeHb 2 (0.03-0.03)  (0,8-0.9)
2 246 40 001 03 0.02 06  Tope
(0.020.02) (0,5-0.5} Kowtpa
KOHTpO/ib, 1 246 6.8 0.03 0.4 0.05 0.7 rosex
YpoBeHb 3 (0.04-0.05)  (0.6-0,7)
2 246 6:8 0.03 0.5 0.05 0,7
(0.04-0.05)  (0.6-0.7) Kumpa
MaHerb A - 491 1.6 0.02 11 0,03 1.7
(0.00-0.04)  (0.0-2.7)-
[MaHens B . 432 94 0.04 04 0,06 0.7
(0,05-0,07)  (0.5-0.8)
Xnopug MBHerb
BHyTpu cepuH
(nosTopsBs- BHyTpn naboparopum
Cepus MOCTb) (obLuee)*
KoHTpo- Kon-  Cpepaee o %<B
O6pasey,  ns Bo (TToM.) OKO  %K8 (/LlManasoH") ([vanasoH")
KOHTpO/ib. 1 243 85 0.5 0.6 0.7 0.8
ypoBeHb 1 (0.6-0,8), (0.7.0.9)
2 243 84 04 0.5 0.6 0,7
(0.5-0.7) (0.5-0.9)
Osmons, 1 243 95 04, 04 06 07 Oope:
ypoBEHb 2 (0.6-0.7) (06-0.8) VOBt
2 243 9 0.4 0.5 0.6 0.6
(0.5-0,7) (0.5-0:1)
KoHTponb, 1 243 110 0.5 0.5 0.8 0,7
ypoBeHb 3 (#6-0.9) (0.5-0.9) Kol
2 243 109 0.5 0.5 0.7 0.7 e
(0.5-0.9)  (0.5-0.8)
MaHerb A - 486 55 0.3 0,6 0.6 10
{0406 (0Bl 'bw
ManensB - 485 132 0.8 0.4 10 0.8
(0.7-13)  (05-0.9) IBer

« BkntoyaeT BapuabeNbHOCTb BHYTPU CEPUN, MEXAY CEPUAMU U

Mexay AHAMN.

» B kj

*MuUHUManbHoe N MakcumanbHoe 3HadyeHus CKO unu %KB ans

Kax 4o KOMGUHALUMM Cepuu peareHTa u aHanmsaropa.

a Abbott



404a
MwunHuManbHOoe M MakcumanbHoe 3HauyeHus CKO unu %KB ansa

|b|n0 nposefneHo uccneposaHne B COOTBeTCcTBUU C .
Kaxpgown KOM6VIHaLU/II/I cepuun peareHta U aHanunsartopa.

-pekomMeHpgaunammn gokymeHta CLSI EP05-A2. bbifno nposejeHo ~
JInHenHoCTb

WccnepoBaHne ¢ ucnonbsoBaHnem 2 cepuit 1CIr mogyns
m—"6aButens o6pasya (Alinity c ICT Sample piluent), 2 cepuii ICT Bbino nposepeHo uccneposalne B COOTBETCTBUM C

logyns Kann6patopos ans mouu (Alinity ¢ ICT Urine Calibrator pekomeHaaumamu gokymexta CLS1 EPOG-A’"

2 cepuit KOMMeEpPUYECKUX KOHTpONel Ha 2 aHanusatopax. f1Ba CbiBOpoTKa KPOBM

NIvHeHOCTL TeCTa Ha HATPWUii coXxpajsieTcs B UKrepBase U3MepeHus

OHTpONA n A0 3 naHeneit Moyn yenoseka 6bin npoTtecTupoBaHbl
100 - 200 mmol/L

B mMeHee yem B 2 noBTOpax 2 pa3a B AeHb B TeyeHune 20 Neeir.”
Hatpuii n o o
MWHEWHOCTb TeCTa Ha Ka/lnm coxpaHsaeTcsa B UHTepBasie namepeHus
- 1.0 - 10.0 mmoi/L

1 BHyTpu cepun
(nosTopsB- BHyTpW nabopeTopHn JIMHEWHOCTb TECTA Ha X/IOPU/A COXPAHAETCA B UHTepBane UaMepeHus
£ Cepust voctb] (06u~)’ 50 " 150 mmolL.
KOHTPO- CpegHee a0 %6 Moua
[06paset,  na  Kalso (MWIOM CKO 9B (uanason”) (OmanasoH") o M
fi"Kiponb, 1 240 92 08 0’7 10 11 JInHeliHOCTbL TECTa Ha HaATPUN coxpaHAeTCcAa B UHTepBane U3MepeHus
-HpOaBHb 1 . . 20 - 400 mmol/L.
(0.9-1.1)  (1.0-1.2) . ,
2 240 92 5 JInHelHOCTb TECTa Ha KaNnih coXpaHAeTCsa B MHTepBane U3MepeHus
1 Q 05 07 08 1.0 - 300.0 mmol/L
T (0.7-0.8) (0.7-0.9)
WTTUMb, 1 240 161 0.7 04 10 06 NIMHeliHOCTb TecTa Ha Xxnopuy cohaHAeTCa B MHTepBane U3MepeHus
-MaBeHb2 © 9_'1 1 (0.6-0.7) 20 - 300 mmoilL.
2 240 181 06 04 15 09 WHTepdepeHLus
1|-|aHE,1,,A (1.0-1.8) (0.7-1.1) MoTeHyManbHO MHTepdepupylUMe BewecTea
I - 480 21 05 23 06 29 Bbino npoeefeHoO nccneposaHne B COOTBETCTBUMU C
[aren 6 (0,5-0,8) (2.3-3.7) pekomeHgauuamu gokymeHta CLSIEPO7-A2."®
N 480 383 15 04 39 10 CbiBOpPOTKA KPOBMU
(2.5-4.7) (0.7-1.2) Hatpuii
Canuit Mpu nccneposaHumn 05‘)33”,08 CbIBOPOTKM KPOBM Ha HanMVI
BHyTpY cepun MHTepM EePEHLNI0 CYNTANN CYW EeCTBEHHONR, eCNn 3HaYeHue
(ﬂCBTOpﬂa— OTKNOHEeHUs cocTaBnsno > 2%;
Cepua MOCTL) (0buuiee)* KOHLEHTpaLINA HTepdepeHTa Harpwii
o6 KorTRO- Cpegree ao %G MoTeHumansHo Cran Llenesoe  Ha6,
pasel,  nd Kom-BO (mmolA) QKO KB n . g abniogas-
( ) (AvanasoH")  ([uanasoH") NHTEPDEPUPYIOLUME  napTHble  AnbTepHaTMBHble — 3HaueHue moe
OHTporD, 240 16,6 006 03 0,13 08 BellecTsa eAMHMLBI P—
yposers 1 AVHUL| (mmol/L) (% ueneawo)
(0.13-0.14)  {03-0,9) HeKoHbrOrmpoBaHHbIi - 30rn(Y0l1 513 pmol/L 115 100.4
240 16.6 0.05 03 0.12 07 6rmpy6uH ’
(011:012)  (0.7-0.7) " 107
o S 60 mg/dl 1026 pmoVL
KoHmpors, 240 58.1 017 03 0.34 e e 1004
YPOBEHb 2 145 100.0
(0.290,39)  (0.5-0.7) Korbioru i
poBaHHbIA  aOmadL r3TuTol.
2 240 58,2 017 033 0.49 0.8 6UMpY6IH 4 112 108.9
(0.29-0.62)  (0.5-1;) 1 1087
MaenA 80 17 002 14 0,04 24 aonvdt 356 poll s 100.9
(0,04-0.04)  (2.3-2.6) 141 101.4
MesB - 460 1277 035 03 0.68 05 60 rng/dL 712-pmolA. 112 100.6
(030-0.831  (0,4-0.6) 141 1025
nwers C o 479 2845 082 03 101 07 Temor/IoGyH w500 mij/dL 5.0ngl 128 1016
{1.65-2.121 r0.6-0.11 157 101.0
1000mgTdL 1Q30/L 125 101.6
151 102.6
BHyTpu cepuH
2000 mp/dL 20.0filL
(nosTopsie- BHyTp1 naGopatopui i 116 1039
Copust MeCTb) {(Nwee)* 41 104.6
KOKTpO- CpegHee ao %KB VikTpannvge. 1000mgrdL 10.0g/L m 100,9
Copel  na KonBo (Tmblil) QKO o4B (AvanasoH")  LLvariason>>) 140 100.0
Ngpos. 1 240 103 05 04 09 09 2000mftTdL 20.Qg(L 106 100.9
(0.8-1.0)  (0.8-0.9) 133 100.8
2 240 103 05 05 038 08 Acko("HogaA 6mgydL 341 nmolil 128 100.0
(08-08)  (08-08) kncnora 154 99.4
fomos 1 240 193 07 04 A '
pBeHb2 ' : 12 0.6 eTammHoteH 20mg/dL 1323 provVL 128 100.0
1.1-1.3 0.6-0.7
2 240 193 0,7 0.4 ( 19 b ) V6 152 100.0
: : . 10 YrpodeH SomgdL. 2424 pmot/L 125 1600
(13-2.4)  (0.7-1.2)
tab A 479 150 100.0
24 83 11 04 )
1 . 16 ALETUILMCTENH 167 mg/dL to3trncit/l 127 100.0
(0105  {04-2.2) '
tab6 . 480 273 09 03 m 03 N 153 100.0
' LeTuncamumnosas 66 mg(dL 3,7 mmoVvL
{1.9-23}  (0.7-0.8) KicnoTa 127 100.0
153 700.0

‘BknoyaeT Bapna6esibHOCTb BHYTPU Cepuu, mesiefy cCepusmmu u
MXAY AHAMM.

a Abbott
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KoHUeHTpaums nHTepdepeHTa

MoTeHupansHO CraH-
VHTEPDEPUPYIOLIME  AAPTHBIE  AnbTepHATUBHbIE
BelllecTBa eAnHULbI eaVHULbI
Canmuunst Hatpust 35 mg/dL 2.2 mmoU
70 mjydL 4.4 mmoVL
Xnopupg 6eHsankoHnin 1 mfi/dl 0.01ai (0.001%)
Smg/dL 0.059” (0.005%)
10 mg/dL 0.1 8/L (U.01%)
Kanwii

Harpwii
Llenesoe Hab6ntogae-
3HayeHwe moe
(mmol/L} (% uenesoro)
127 102.4
151 101.3
128 103.5
152 1033
116 100.9
4G 100.0
116 102,6
145 102.1
115 H0B.1
143 106.3

Mpu nccnepoBaHuu 06pa3LoB CbIBOPOTXM KPOBU Ha Kanui

MHTEpd epeHLynto cUnTanm Cyu ecTBEHHON, €CNN 3HAYEHUe

OTK/MIOHEHMsA cocTaBnano > 10%.

10| LiBropaLLiA MTepcbapeHTa
MoTeHuyansHO CraH-
nHTEpDEPUPYIOLIME  AAPT)BIB  AnbTepHATMBHbIE
BeLLecTBa eAnHULbI efUHNLbI
HeKoHbtOMpoBaHHbIA 30 mg/dl 513yTol/1.
6UMpy6UH
60 mp/dL 1026 ymol/L
KOHBHOTMPOBaHH I 20mg/dL 237 pmol/L.
6upy6uH
30 mo/dl 356 pmol/L
60 mg/dL 712 pmol/L
emornobuH 100mg/dL 1.00 gL
125mgjldL 1.25gL
250m[}/dL 2.50 gL
VHTpanunugp 1000 mg/dL 10.0 o/,
2000 mp/dL 20.0gL
Ackop6rHoBas 6rT)9/dL 341 iimol/L
WenoTd
AuetammHoteH .20 mp/dL 1323 utol.
ViGynpodeH 50mg/dL 2424pTo1N1
ALETUALMCTENH 157mendL 10.2 mmol/L
Auetuncanuumioas 66 mg/ril 3.7 mmbt/L
KicnoTa
Carniiypnar Hatpust 70 mg/dL 4.4 mmol/L
Xnopup GeHsankorna 1 mjydl 0,01 g/L (0.001%)
5mg/dL 005  (0.005%)
10 mg/dL 0.1 af, (0.01%)
Xnopup

Kankii
LleneBoe Ha6ntoaas-
3HaueHne moe
(mmot/L) {9 uenesoro)

3.0 1000
4.9 100.0
29 103.4
4B 100,0
29 100.0
4.8 100.0
3.0 101.7
4.9- 98.0

29 100.0
4.8 100.0
33 109.1
5.2 105.8
33 112.1
5.2 107,7
33 121.2
51 1157
29 100.0
4.7 102,1
2.8 100.0
4.5 102.2
32 100.0
51 100.0
32 100.0
51 100.0
3.2 100.0
51 100.0
32 100.0
51 100.0
32 100.0
51 100.0
32 100.0
51 100.0
3.0 103.3
4.9 102.0
3.0 1106
4.9 108.2
2,9 1275
4.8 118.0

Mpu nccnepoBaHn 06pasy0B CbIBOPOTXN KPOBU Ha XNOPUA

UHTepdh epeHunto cuntanu ("L BCTBEHHOW, €CNU 3HaUYeHNEe

OTKNOHeHus cocTtasnsno > 10%.

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

KoHUeHTpauus nHTepdepeHTa Xnopug
MoTeHumanbHO Cran- Lienes(» Habntogas-  MoTeH
MHTep(epupyloLMe  papTHble AnbTepHaTVBHblE  3HaYeHue Moe VHTEP
BellecTsa eMHULbI eauHULbI (mmol/L) (% uenesoro)
HeKoHbIOrMpoBaHHbIiiL 30 mg/dL 513iimol/L 79 100.0 Ackop
Gunvpy6uh 114 1000
60 mg/dL 1026 iiMOW. 79 100.0 85Ny
113 1009
KOHBIOrMPOBaHHbIi 20 mg'dL 237 prrailll 79 100.0 6opHa;
61ApY6IH 13 1G0.0
3Qmg/dL 355jimol/L 79 100.0 6HCOn
114 9.1
Omg/dL 712limoH 79 994  6Na30
113 100.0
Tunorno6uH 1000 mg/dL 10.0 g 2 106.7  Ocana
116 106.9
2000 mg/dL. 20.0(11 84 1131
110 110.0
VIHTpannnap! 1000 mg/dL 10,0gl 78 101.3
112 1000 ~
2000 mg«L 20.0 gL 75 100.0  ®ropuy
107 1009 .
AcKopb1HOBas 6 mo/dL 341 pmoR 85 100.0  Augetabl
kucrota 112 100.9
AueTamnHoteH 20mg/dL 1323 ymol/L 84 100.6 146y
112 9.1
W6ynpodeH SOmg/dL 2424pmol/L 78 100.0  Auewn!
106 100.0
AueTmCTENH 16.7mg/dL 1.0 mmol/L 86 _Kanwii
13 100-S
Auetuicamupniosas  66mg/dL 3.7ramol/L 84
Kucnota canTu
113
Camupnat Harpus 70 mydL. 4.4 mmol/L 85 CT: X J—
113 100.0 .
Xnopup GeHsankoHms  1mg/dL  0.01 g/L (0.001%) 8l S
112 100.0  BewecT
5 mg/dL 0,05eM0.005%) 8l 100.0  Benok
112 100.0 .
I0Omg/dL. 0.10g1 (0.010%) 8L 100.0  Llkokosa
111 1003 T
Bpomug nutus 20mg/dL 2.3 mmoR 80 10S9  Ackopba
111 106.8. ¢
40mg/dL 4.6 mmol/L 79 1171 8.5Myu
109 116.1  raverra
Vogwa rorrva 25.4 mydL 1.9 mmol/L 8l 106.8  6opHas
m 107.2
50.6 mg/dL 3.8 mmot/L 79 112.7  3Mcons
109 111.9
A3ng Hrpust 163mg/dL 25 mmol/L (0.163%) 80 10S.0
110 103.6
,325mg/dL. 50 mmoR (0,325%) 79 107.6
109 105.5
Moua
Hatpwii

Mpu nccnepoBaHuM o6pas3lLoB MOYM HA HATPUR UHTepdhepeHLnto

CYMTaNM CyW eCcTBEHHOW, eCNN 3HAYeHWEe OTKIOHEHUS COCTaBNfNO
> 10%.

KOHLeHTpaLys nHTepdepeHTa Hatpuii
MoteHumanbHoO CraH- Llenesoe  Ha6nopae-
VHTEPQEPVDYIOUIME  fapTHbIE  AnbTepHaTMBHble — 3HaueHve Moe
BelecTBa eiVHULbI eAVNHNLbI (mmol/L)  {suenesoro)
Barok 50 mg/dL 0.5¢gL 33 101.5
204 100.2
nrokosa 1000 mg/dL 55.5 mmoR 33 100.0
208 99.8
a Abbott



KOHUEHTpaLs MHTLL)(hEepBHTA Hatpwii KoHueHTpauysmHTepdepekTa Kanwii

MoTeHVanbHo CraH- LleneBoe  Habniogae- ToTeHLManbHo CTaH- Llenesoe  Habnopnae-
VHTepGepupyloLMe  AapTHble  AslbTepHaTuBHble — 3HadeHMe moe WHTep(epUpytowme  apTHble  AJbTepHaTMBHble — 3Hau€Hne moe
BeLLiecTBa eAnHULbI €ANHULbI Immol/L) (% Leenesoro) BellecTBa eiNHNLbI €ANHNLbI (mmoJ/L) (% uenesoro)
Ackoptar 200mydl 114 mmol/L 33 100 GNasotHan kvcnota 50mUdL 300 mmoliL 2uU 1003

208 100 1126 102
8.5N yKcycHas 6.25 mL/dL 531 mmol/L 3l 1Q0.0 Oxcanar Hatpus 60 mg/dL. 4,5rrmol/L 23.7 100
Kicrora 195 1005 1189 100
6opHast Kucrota 250 mg/dL 40,4 mmol/L 33 1m0 KapGoHart Hatpust 1.25 g/dL 117.9mraol/L 238 ]_(DO
206 99.8 119.2 99.5
GNconsHasivenora 2.5 rT1/OL 150 mmol/L 3a 1000 ®TOpUA HATPUS 400 mg/dL 95.3 menol/l 23.9 99,6
205 100.7 118.8 99.9
BNasotHas kicnora S.0mUdI 300 mmol/L 3 100 AugTamuHoteH Dmg/dL 1323 praoViL 244 100
195 108 132.0 9.1
H Okcanar Harpust 60 mg/dL 45TTObI 33 127.3 M6y npoceH 50 mg/dl 2424ymoVL 243 1003
7 112.7 126.7 1100
154 106.5 AUETULCTENH 167 mg/dL 10.2 mmoi/L 243 100.0
206 103.6 126.6 11
Kap6oHar Hatpus 1.258/dL 117.9mmol/L 33 798.5
Xnopwupg
206 216.5
3818 Mpu nccnepoBaHnm o6pa3yoB MOYN Ha XACHUA MHTepd epeHLmnio
¢T0pVIﬂ,HanVIH 400WdL 35.3 mmol/L % ! cyuTtanm CyLIJ,ECTEeHHOl\;I, €eCcnun 3HayeHne OTKNOHEeHNsa cocTaBnAano
i 205 146,2
20 ftig/d I/ 39 1000 > 10%.
ig/dL 1323 pmol/L .
AgTamiHoteH ig/ P o 1000 KOHLIEHTpaLyst nHTepepenT3 Xnopug
li :
! MoTeHUManHo 17raH Llenesoe  Habniopae-
1000
Wynpolpet 50 mg/dL. 2424 oM. % 0 nHTepdepupyowme  A3PTKble  AnbTepHaTuBHble — SHA4YEHME. moe
<4 207 9938 BeLiecTsa BAVHML eVHMLBI (mmol/l) (% uenesoro)
ALETWIAVCTEVH leTmg'dL 10.2rmmoi/L 39 1000 B(Lirok 50 mg/bl 05qL 102 101.0
210 1000 234 1002
10 Kanwit Inokosa 1000mg/dL 55.5TrTHOL1. 103 100.0
Mpu uccneposa 6 i i) 231 9.8
H - HUuM obpas3uoB MO4YU Ha Kanun NHTep@PepeHyno
i2 cynTann CyLIJ,ECTEEHHOﬁ. eCcnun 3HayeHne OTKNOHEeHns coctasnano ACKOpﬁaT onmg/dL 11.4 mmow. 103 1010
. 236 100.0
. i> 10%. .
ij KouuHrTpawys MHTepdepeHTa Kanwii 8.5N yKcycHast 6,25 ffitydL 531 mmol/L 98 99.0 .
00 Kucnota 222 100.0
' TTOTaHLSBMLHO CraH- Llenesoe  Habniogas-
G0 A uTepd’Spylowns  AApITAble  ATbTepHaTUBHsie  3HAUeHe moe BopHast k1cnoTa 250mg/dL 40.4Trmol/1 103 1000
BO  * BellecTBa eMHNLbI eanHNLbI (mmoi/L) (% uenescro) 235 100.0
Benok SOma™dL 0.584, 237 100.4 6N constast 1loura 2.5 mL/dL 150 mmol/L. 103 250.5
117.9 100.2 236 165.3
Onokosa 1000 my/flL 55,5 mmol/L. 23.8 100.0 BN asotHast kucnota 5.0 mi/dl 300 mmol/L 9. 96.9
118,5 100.0 223 98.2
Ackopbar 2D0m8/dL. 11,4 mmowW- 23,8 100,0 Okcanar HaTpus eOmgAJL 4.5 mmel/L 103 101.0
118.7 1000 236. 100.0
85N yKcycHast 6.25TfiiydL 53ImmoR. 225 100.9 Kap6oHar HaTpus 1,25g/dL 117.9mmol/L 104 101,9
-kvcnora 112.2 100.1 238 101,3
6OpHast KicroTa 250 mQ/dL 40.4 mmol/L 238 100.0 (hTOpPUA HaTPUS 400ms/dL 95.3mmol/L 103 96.1
118.4 100.0 236 100,4
O corsmves kncrota 2,5mL/dL 150 mmol/L. 23,7 1008 ALeTaM1HODEH 20mg/dL 1323pmol/l 114 100,0
118.3 100.6 258 100,0
W6ynpodeH 50 mg/dL 2424 unol/1 107 100.9
252 100:0
AueTunmmcTenH 16.7mg/dL 1.OmmoVL 115 100.9
261 100.8

WHTepd epeHUNa NekapCTBEHHbIX NpenapaTtoB WAN 3HAOTEHHbIX

BelW ecTB MOXeT oKa3blBaTb B/INAHME Ha pe3ynbTaTthel TecTa."”
CpaBHeHue MeTof0B

Bbino npoBegeHo uccneaosaHue B COOTBETCTBUN C
pekomeHgaumamu gokymeHta CLSi EP09-A3 ¢ ucnonb3oBaHuem

meTofa perpeccun Passing-Bablok. ®

QOttl FH Abbott
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HaTtpuii

Koadpcpuun- [H3na’oH
EAvHN- Kon-  eHT koppe- Mepece- Ha-  koHueHTpa-
Lbl BO nayum 4YeHue  KNOH UHU
Alinity ¢ CbiBOpoTka mmot™L 141 1no0 -0.50; 1.00 101-197
SodiumB  kpoBU
Moua mmol/L 101 1.00 -
ARCHITECT 0.88 099 22-385
Sodium
Kanwuii
Koadpcpuum- [Anana3oH
EanHu- - Kon-  ent koppe- Mepece- Ha- KOHLeHTpa-
ubl BO nayum YeHne  K/OoH uuu
Alinlly ¢ CbiBOpOTKE mmoU 122 1.00 0.00 1.00 13-9.4
Potassium  )p08M
Movua Trno 107 1.00 - -
ARCHITECT 1.23 1.05 4,3-266.1
Potassium
Xnopunpg
Koadhcpuuu- [lnanasoH
EAnHu- - Kon-  enT koppe- Mepece- Ha-  koHueHTpa-
bl BO nayum YeHne  KIoH uum
Alinity ¢ CbiBOpoTka  mmolri. 120 100 0.00 1.00 52-148
Chloride B kposwn
(X)aH. © oua
mmoW. 112 ! . -
ARCHITECT 1.00 =0.30 1.00 25-299
Chloride
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MPNNOXXEHWE
KVHCTPYLLMM No nprMeHeHunio Aiinky ¢ *'ICT Mogynb Pe363BuTens o6pasua (Alinity ¢

ICT Sample Diluent) gnsa Poccumn

COCTAB;
TRIS 6ychep, aprrarravarHus.- KoHcepsaHTbl; Humpar cepe6pa6 ProCin 150

pH: e5

TPAHCMOPTUPOBKA

N3penve peKoMeHzyeTcs TpaHCropTUpoBaThL 6e3 TeMnep3TypHb*
OrpamMuHeHid. 13genve ocTaeTca CTabWibHbIM [0 OKOHUBHWA CpOKa FOAHOCTY,
YKa3aHHOr0 Ha yraKoBKe. TpaHCTOpTVPOBKa OCYLLIECTB/IIETCA BCEMU  BiJaMK
TpaHCropTa B KPbITbIX TPAHCMOPTHBIX CPeACTBaxX B COOTBETCTBUM C MpaBWiamui
NepeBO3KY IPY30B, AeMCTBYIOLLIMM Ha KXKIOM BUAE TPaHCTopTa.
FTAPAHTUAHBIE OBA3ATE/NIbCTBA

Tpov3BoAMTENb FapaHny)yBT,|To MPM MPaBIbHOM XpaHeH!n 1 06paLLieHN 3fenie
0CTaeTCsl CTabUbHBLIM 0 UCTEUB»* 1A CPOKa.FoAMOCTY. MakcyMarbHb CPOK FOHOCTU
MEAVILIMHCIO3rO 13aenus He 6onee 14 MecsiLeB C faTbl MPOM3BOACTBA. W3genve,
XpaHVBLLEECA C HapyLLIEHVEM PersiaMeHTMPOBAaHHOTO MPOV3BOAUTE/IEM  PeXKMMa,
NPUMEHEHMIO He NOANeXUT (B cooTeeTcTBMM ¢ FOCT P 51088-2013).
TEXHWYECKOE OBC/TYXUBAHWNE

He TpebyeTcs.

TEKYWWNA PEMOHT

He TpebyeTcs.

OAHHbIE ansa YTUNNIALUN N YHWUYTOXEHWNA
MEAWLUWHCKOTO U3AENNA

Mep,VILl,VIHCKOe wnsgenve ytwnmsvpyrot U YHUHTOXaKOT B COOTBETCTBUW C fipBBUNamMn
ofbpalleHns  «  MegULWHCKUMM  OTX0Aamu, — pernaMeHTupytolymmest  CaHlMuH
2.1.7.2790-10 ot 12.12,2010 «CaHUTapHOK/IMAEMMOMOrMYBCKYE TpeGoBaHNA K
06paLLEH0 CMeAVILIMMCKIMM OTXOfaMM».

Heo6xoaMMo ciefloBaTb HaLMOHa/IbHBIM CT»«apTamnpu nepejade v yTuwmsalmm
n3aenns, ero KOMNoHEHTOB U YTIEKOBKU.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAULUWHCKOE W3AENUNE

EN 1SO 9001, 1SO 13485
MOTEHUWANBbHbLIN NOTPEBUTENb

MpotheccroHanbHbIN Nonb3osateb

MH®OPMALMA O HAANYNUN B MEAVLUWHCKOM U3AENUN
NEKAPCTBEHHOTO CPEACTBA

He cogepxut

CTEPUNBbHOCTbD

MocTaBnseTcsi a HecTepwibHOM Bude. CTepwmsaLyist nepej MPUMeHeHVEM He
TpebyeTcs.

MH®OPMAL KA [¢] BO3MOXHOCTMU NOBTOPHOTO
NMPUMEHEHUSA

Henognexur noBTopHOMY NMpyMeHeHMS,

MATEPWANbI XNBOTHOTO MPONCXOXAEHWA

Martepuasibl XVBOTHOrO MPOVCXOXEHNSI NPOBEPEHbI U PUCKA NpUMeHeHVst M
yKasaHbl B lNacriopTe 6e3onacHocTL. MacriopTa 6e30MacHOCTM (J0XHO HaliTV Ha caiiTe
www,abbo(tdiegnostios.com wwo6paTuTec K MeCTHOMY NpagCTaBUTETo.

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



Abbott
G

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

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



«3660TT F'M6X & Ko. KIM» Ten:+49 61 22580

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

n/a 1303,65011 BucbageH

Moanucek: <noanucano> [ata: 22 Hoabps 2018 .

3amaH KxaH

3amecTuTe b AMPEKTOpa No HOPMaTMBHO-MPAaBOBOMY PerysinpoBaHuio
PernoH EBEBA wu lNakuctaH
«3660TT 'M6X & Ko. KIM'»

«3660TT TM6X & Ko. KIM»
Vac-T P 2 5
66206 Bt Erueram
[ epveH

<MeyaTb: «I660TT»
«9660TT IIMO6X & Ko. KI'»

Makc-MnaHK-PuHr 2
65205 BucbapgeH>

HOpuanyeckuii agpec: BucbaaeH

PailoHHbIN cyp BucbageHa HRA 4888 YrpaBnAOLLMIA:

HecyLumid nepcoHasbHy0 OTBETCTBEHHOCTb KOMMAaHbLOH: LLiTedbaH Bonb

«3660TT MeHeMKMEHT MMEX» MperAnb6epr

fOBV'.U.WleUCKVW' afpec: BucoaseH Mpencenarens HabnogaTeNbHOro COBETA;
PaitoHHbI cyg BucbapeHa HRA 12889 Xalive A. KoHTpepac

OduymansHoOe 3acBUAeTeNIbCTBOBAHME

HacTosiwum otmumanbHO yAocToBepseTCa, YTo r-H 3amaH XaH
«3660TT MMO6X & Ko. KM» Makc-MnaHk-PuHr 2, 65205
BucbageH, co6CTBEHHOPYYHO NOCTaBW/ BbILLECTOSLLYO
noAnucb B MPUCYTCTBMM MOAMNMCABLUEroca npeacefaTens
MeCTHOTO CyAa.
Buc6ageH, 27.11.2018r.

qtl Ne B peectpe 903/18
MowsnuHa B cooTBeTCTBUM C MONOXeHNeM o c6opax B pasmepe
6 eBpO onnayeHa
<nognucaHo>
MpeacegaTens MeCTHOro cyfa

<MeuaTb: MeCTHbIN cya r. BucbageH X1 *2>

<noagnucaHo> 22 HoA6psa 2018 .

MepeBod C aHFAMACKOTO M HEMELKOTO A3blKOB HAPYCCKU A3blK BbIMONHEH MEPEBOAYNKOM
LW aTHeBbIM Vnbeiht AnekceeBnyem
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Poccuiickaa ®egepauns. Fopog Mocksa.
TpeTbero fgekabpsa ABe TbhbICAYM BOCEMHAALATOrO roja.

A, baxTapse Onbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, CBWAETENLCTBYH MO4/IMHHOCTL
nognucun nepesogyuka LaTtHeBa Vinbn Anekceesuya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTbL NoANMCcaBLIEro A0KYMEHT YCTaHOB/IEHA.

3apernctpmpoBaHo B peectpe: Ne77/52-H/77-2018-
B3bickaHO no Tapudpy 100 py6.

YnnauyeHo 3a oka3aHue ycnyr npasoBOro m TexXHM4Y4eCcKoOro xapakrtepa: --

2.10. baxTapgse
Moanuck

MNevarb

Bcero npolwuHypoBaHo, np<*<”posaHo "
W CKpensieHo neyarsto... Tr; A . AncT. AMAA
HOTapUYC...oovvveeeeeeeecciiie, )

Mognuck

[Meyatb

Poccuiickaa ®epepauns. Mopos Mocksa
TpeTbero fekabps 4Be ThicA4YM BOCEMHAALATOrO roga.

A, baxTaase dnbmupa KOpbeBHa, HoTapuyc r. MOCKBbI, CBUAETENIbCTBYO BEPHOCTL KOMWUU C NPeACcTaBNeHHOro MHe F
[LOKyMeHTa.

3apernctpupoBaHo B peectpe: Ne77/52-H/77-2018-
B3bicKaHO Mo Tapudy: /10

YnnayeHo 3a okaszaHue ycnyr npaBoBOro n TexHM4YeCKOro xapakrepa: --

310, Baxtaze

Bcero npoluHypoBaHo, npeay”*posa
W CKpensieHo neyvyarbio.»CMA . nnct

Hotapuyc.. 0

.-nOI

A.O-
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