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I, Nora Fitzgerald, Regulatory Affairs, Abbott Ireland Diagnostics Division , Longford,
Ireland, hereby certify that the attached documents that keep the number of pages
indicated below are the Insert for Use. These documents are in a full accordance with
actual manuals of manufacturer.

A, Hopa ®umkepanbi, PerynstopHbiid — oTgen, 3660TT  [AuarHoCTUYecKoe
MogpasgeneHne WpnaHaus, JloHrdoopa, WpnaHagma (Nora Fitzgerald, Regulatory
Affairs, Abbott Ireland Diagnostics Division, Longford, Ireland), HacTosLyM
YAOCTOBEPSIO, YTO Mpwiaraemble [OKYMEHTbI B H/KENPVBEAEHHOM 06beMe CTPaHML,
ABIAOTCA  VHCTPYKUMAMM MO MPUMEHEHWIO. 3T [OKYMEHTbl  MO/IHOCTbIO
COOTBETCTBYHOT (DaKTUYECKOMN JOKYMEHTALWIN NPOV3BOAUTESTS.

MHCTPYKUMA MO NPUMEHEHNIO Ha MeauUmMHCKoe n3genve (Insert for medical
device):

Kannbépatopb! g5 obecriedeHns NpaBubHOCT KOMIMYECTBEHHOIO OMNpese/ieHus
25-OH ButamuHa D UMMYHOXEMUTIOMUHECLIEHTHBIM METOA0M B CbIBOPOTKE U
naasmMe KpoBuM YesioBeKa Ha MMMYHOXMMUYECKMX aHanusaTopax Alinity i "*25-OH
Butamunn D Kanmbpatops! (Alinity i 25-OH Vitamin D Calibrators)™

[0 TEKCTY MHCTPYKUMN BCTPEYAIOTCH BapyiaHTbl HAUMEHOBaHWIA MEAVLINHCKIX
V3ENWIA, NPUBEAEHHBIE B TaONMLIE HIDKE, KOTOPbIE SBMAKOTCH CrpaBe/MBbIMA 1
paBHo3HauHbIMK (Inserts include the followings true and equivalent short names
of medical devices listed in table):

HanwveHoBaHVMe  HaviMeHOBaHVe MeAULIMHCKOrO m3germs Ha  CokpalleHHoe

Ha aHI/IMACKOM  PYCCKOM $13bIKe HavMeHoBaHVe
A3bIKe

Habop peareHToB f/151 KONIMYECTBEHHOIO 25-OH ButamuH D
Alinity 1 25-OH  onpepgeneHus 25-OH sutamyHa D PeareHTbI (Alinity i
Vitamin D NMMYHOXEMWTFOMUHECLIEHTHBLIM MeTogoM B 25-OH Vitamin D
Reagent Kit CbIBOPOTKE U M/1a3Me KPOBU YesioBeKa Ha Reagent Kit)

NMMYHOXUMMYECKUX aHasmzaTopax Alinity i
"'25-OH ButammH D PeareHtsl (Alinity i 25-
OH Vitamin D Reagent Kit)"

Alinity 1 25-OH  Kanubpatopb! A9 obecrneyeHms 25-OH BurtamuH D
Vitamin D MPaBWILHOCTU KO/TMYECTBEHHOMO Kanmbparopb!
Calibrators onpeaeneHus 25-OH sutavmHa D (Alinity i 25-OH

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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NMMYHOXEMUTIOMUHECLEHTHBIM MeTogoM B Vitamin D
CbIBOPOTKE X Na3Me KPOBK YenioBeKa Ha Calibrators)
UMMYHOXMMUYECKUX aHanmn3atopax Alinity i

"25-OH Butamun D Kanu6patops! (Alinity i

25-OH Vitamin D Calibrators)"

Alinity i 25-OH  KoHTpo/ibHble maTepuansl 4ns 25-OH ButamuH D

Vitamin D MOATBEPXAeHNSA BOCMPOU3BOLNUMOCTMU U KOHTpO/IbHbIE

Controls NpPaBMNbHOCTW KOMMYECTBEHHOIO maTepuansl (Alinity i
onpegenexnna 25-OH ButamuHa D 25-OH Vitamin D

NMMYHOXEMUNOMUHECLEHTHBIM MeToZOM B Controls)
CbIBOPOTKE W Nia3me KPOBW Ye/loBeKa Ha
NMMYHOXMMUYECKNX aHanmsatopax Alinity i

"25-OH ButamnH D KOHTpO/bHbIE

maTtepuans! (Alinity i 25-OH Vitamin D

Controls)"
Cocras:
# Title Number
of pages
1 Insert for the Alinity i 25-OH Vitamin D Calibrators with 4
ADDENDUM for Russia.
9 WHCTpyKumMsa no npumeHeHunto 25-OH Butamud D Kanubpatopsl 5
' (Alinity i 25-OH Vitamin D Calibrators) ¢ MPUNOXEHWEM ans
Poccum.
Signed: [ Date: /<

Nora Fitzgerald

Regulatory Affairs

Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIEq CORp"CT INALL GOOD FAll

,,YAuthorised OKid
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Alinity
25-OH Vitamin D Calibrators

Read Highlighted Changes; Revised February 2018.

NAME

Alinity i 25-OH Vitamin D Caiibrators (aiso referred to as Vit D 250H
Cais)

INTENDED USE

The Aiinity i 25-OH Vitamin D Caiibrators are for the caiibration of
the Alinity i analyzer when used for the quantitative determination of
25-hydroxyvitamin D (25-OH vitamin D) in human serum and plasma.
For additional information, refer to the Alinity i 25-OH Vitamin D

reagent package insert and the Alinity ci-series Operations Manual.

CONTENTS

The contain PBS buffer and human serum.
The contain different concentrations of 25-OH
vitamin D.

Preservatives: ProClin 950 and sodium azide.

The calibrators are at the following concentrations:

25-OH vitamin D

Calibrator Quantity (ng/mL) (nmol/L)
1x3.0 mL 0.0 0.0

1*=*1g| 1X3.0mL 40 10.0
1xS.0mL 10.0 25.0
1x3.0 mL 30.0 75.0
1x3.0 mL 75.0 1875
1x3.0 mL 160.0 400.0

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

STANDARDIZATION
The Alinity i 25-OH Vitamin D assay is standardized against NIST
SRM 2972 (National Institute of Standards & Technology Standard
Reference Material 2972).

PRE_CAUTIONS
A

. For In Vitro Diagnostic Use
, IRx ONLY |

Safety Precautions

CAUTION: This product contains human-sourced and/
or potentially infectious components. Refer to the CONTENTS
section of this package insert. No known test method can
offer complete assurance that products derived from human
sources or inactivated microorganisms will not transm it infection.
Therefore, all human-sourced materials should be considered
potentially infectious. It is recommended that this product and
human specimens be handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents.

The human-sourced material used in the calibrators is
nonreactive for HBsAg, HIV-1 RNA or HIV-1 Ag, anti-HCV, and
anti-HIV-1/HIV-2.
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The following warnings and precautions apply to: [p*~1*]I -

WARNING Contains methylisothiazolone and sodium
azide.

H317 May cause an allergic skin reaction.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

P272 Contaminated work clothing should not be

allowed out of the workplace.
P280 W ear protective gloves / protective

clothing / eye protection.

Response

P302+P352 IF ON SKIN: W ash with plenty of water.

P333-rP313 If skin irritation or rash occurs: Get
medical advice / attention.

P362-rP364 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

Safety Data Sheets are available at www .abbottdiagnostics.com or
contact your local representative.
For a detailed discussion of safety precautions during system

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

PREPARATION FOR USE

e This product is liquid ready-to-use.

¢ This product may be used immediately after removal from 2 to
8'C storage.

e Prior to each use, mix by gentle inversion.
STORAGE
. Do not use past expiration date.

Storage Maximum
Temperature Storage Time

Additional Storage
Instructions

Unopened 2 to 8'C Until expiration

date
Opened 2 to 8'C Until expiration  Store tightly capped
date with new replacement
cap.

Return to refrigerated

storage after use.

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

For additional information on printing assay parameters, refer to the

Alinity ci-series Operations Manual, Section 5.

P 1 Abbott



INSTRUMENT PROCEDURE

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

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

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

QUALITY CONTROL PROCEDURES

A single sample of each control level must be tested to evaluate the

assay calibration. Ensure that assay control values are within the

ranges specified in the respective control package insert.

For information on ordering controls, refer to the Alinity ci-series

Operations Manual, Section 5,

Once a calibration is accepted and stored, it may be used for 30

days. During this time all subsequent samples may be tested without

further calibration unless:

« A reagent kit with a new lot number is used.

. Daily quality control results are outside of quality control limits
used to monitor and control system performance.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

For additional information, refer to the assay reagent package insert

and the Alinity ci-series Operations Manual.

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

not meet the appropriate package insert and/or Alinity ci-series
Operations Manual criteria, or if controls do not meet the appropriate

criteria.

BIBLIOGRAPHY

1. us Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Services. Biosafety in

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

US Government Printing Office; December 2009.

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

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationaiiy Acquired Infections:
Approved Guideline—Fourth Edition. CL9l Document M29-A4. Wayne,
PA; CLSI; 2014.

Note for number formatting;

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

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

part of a number written in decimal form (example: 3.12%).
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Key to Symbols

XK

1SO 15223 Symbols

Caution

Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

NH

In Vitro Diagnostic Medical
Device

s Lot Number
List Number

Serial number

other Symbols
[c*Ma | Calibrator (A,B,C,D,E or F)
lem] Control Number
|CONC]| Concentration

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

IDISTRIBUTED IN THE USA BY | Distributed in the USA by

1INFORMATION FOR USA ONLY | Information needed for United
States of America only

1PRODUCT OF IRELAND | Product of Ireland

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

physician only (applicable to USA

classification only).

Alinity is a trademark of Abbott Laboratories in various jurisdictions.

€3

All other trademarks are property of their respective owners.

Abbott Ireland
Diagnostics Division
Lisnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

IDISTRIBUTED IH THE USA BY |
Abbott Laboratories
Abbott Park, IL 60064 USA

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

Revised February 2018.

©2016, 2018 Abbott Laboratories

Abbott



ADDENDUM
to the Instruction for Use Alinity i 25-OH Vitamin D Calibrators for Russia

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device are (2-8°C). >

Medical device must be stored in freezers to ensure regulated temperature conditions with a daily temperature record.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping temperature limits
have been violated. Ship in an enclosed carrier vehicle of any kind in accordance with shipping rules, applicable to the respective
carrier.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended. The maximum shelf
life of the medical device is 15 months from date of manufacturing. Device must be discarded if stored with deviations in manufacturer's
requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated December 12, 2010
“Sanitary-epidemiological Requirements for the Management of Medical Waste”.

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

LIST OF APPLICABLE STANDARDS
EN ISO 9001
ISO 13485

EN ISO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN 980

EN ISO 18113-1
EN ISO 18113-2
EN ISO 18113-3
EN ISO 23640
EN ISO 20776-1
EN 13975

EN ISO 17511
1ISO 80000-1

EN ISO 15193
EN ISO 15194

POTENTIAL USER
Professional technicians.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs.

STERILIZATION
Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device is intended for one-off usage.

TECHNICAL CHARACTERISTICS
Calibrator A: pH-value at 20 °C: 7,2

Calibrator B-F: pH-value at 20 °C: 7,2

COMPATABILITY WITH OTHER MEDICAL DEVICES
No available data.

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



MATERIALS OF ANIMAUHUMAN ORIGIN

Materials of animal/human origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available at
www.abbottdiagnostics.com or contact your local representative.
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Alinity
25-OH ButamunH D Kannbpartopbl

(Alinity 1 25-OH Vitamin D Calibrators)

Cm . BblAeneHHble n3ameHeHuns. Pegakumus; cdespansb 2018 T.

HAWMEHOBAHWE (CokpaleHHOe)
25-OH Butamuu D Kanu6patopbl (Alinity i 25-OH Vitamin D

Calibrators) (Takxe BcTpeuaeTcs no TekcTy: Vit D 250H Cals)

HA3SHAYEHWE

25-OH Butamun D Kanu6patopbl (Alinity i 25-OH Vitamin D
Calibrators) npegHasHavalo Tca ANA Kanu6GpoBKKM aHanmusaTopa
Alinity i npu Konu4yecTBeHHOM onpejeneHnn 25-rMApPoOKCMBUTAMUHA
D (25-OH BuTamMuH D) B CbIBOPOTKE U MNa3mMe KPOBM HYenoBeka.

[ ONONHUTENbHYK WH(GOPMALWI CM. B MHCTPYKLUN MO MPUMEHEHU IO
K 25-OH Butamuu D PeareHtam (Alinity i 25-OH Vitamin D Reagent

Kit) u PykosoacTBe no akcnayatayuu Alinity ci-series.

COOEPXWMOE

Icalla|-|cal|f|cogepxaT PBS-6ydep n cbiBOPOTKY KpoBU
uyenoseka.

|cal|b|-|cal|f|coaepxaT pasnuuHble KOHLEHTpPaLUM

25-OH ButamuHa D. KoHcepBaHTbl: ProClin 950 u a3upg HaTtpua.

Kanu6patopbl MMEKT Cnefylolne KOHLEHTpPALUN:

25-OH vitamin D ICONCL

Kanu6partop Konuuyectso (ng/mL) (nmol/L)
|CALIA| 1 X3.0 mL 0.0 0.0
|CAL|B| 1 X3.0 mL 4.0 10.0
[callc] 1 X3.0 mL 10.0 25.0
[CAAPR| 1 X3.0 mL 30.0 75.0
ICABIE]| 1 X3.0 mL 75.0 187.5
lcat|f]| 1 X3.0 mL 160.0 400.0

HEOBXOAWMBIE, HO HE MPEAOCTABNAEMBIE
MATEPWANDI

. 04R1001 3ameHseMble KpbllWKKN ANA KanubGpaTopa/KOHTpons
Alinity ci-series Calibrator/Control Replacement Caps
CTAHOAPTU3ALNA

TecTt Alinity i 25-OH Vitamin D cTaHgapTuM30oBaH B COOTBETCTBUU C
SRM 2972 NIST (PedepeHCHbli cTaHgapT 2972 HaunoHanbHoOro

MHCTUTYTa CTAaHAApPTOB U TEXHONOTNIA).

MEPbl NMPEAOCTOPOXHOCTWN
L[]

e [ns fuarHocTUKU In Vitro

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

,BHI/IMAHI/IE; LaHHbI W NPOAYKT COAEPXMUT MONYUEHHbIE
OT Yenoseka W/MAW MOTEHUMANbHO WH(MEKLNOHHbIE KOMMOHEHTHI.
CwmoTtpute pasgen COAEPXWVMMOE pfaHHO! MHCTPYKUMKU Mo
npuMeHeHU0. HM OANH N3 M3BECTHbLIX METO[0B TECTUPOBAHUSA
He MOXET rapaHTMpoBaTb, YTO MaTepuanbl, NONYy4YeHHblEe OT
yenoseka, UMM WHAKTUBUPOBAHHbIE MUKPOOPTaHN3Mbl He
NepeHOCAT WH(eKkUunio. Mo3TOMY BCe MaTepuanbl, MONYyUYeHHbIE
OT Yyenoseka, CnejyeT CYNTaTb MOTEHLUNANbHO WHHEKLNOHHBIMN.
PekomeHayeTcs o6pawaTbCa ¢ 3TUM NPOAYKTOM U obGpasyamu,
NONYyYeHHbLIMU OT YenoBeka, B COOTBETCTBUN co CTaHAapToM no
06palu,eHnto ¢ TeMOKOHTAKTHbIMW naToreHamu, paspaboTaHHbIM
YnpasneHnem CLIA”MNO oxpaHe TPyAa U NMPOMbI W NEHHO
rurnedHe (OSHA). MNpu pa6oTe ¢ MmatepnanamMu, cogepxal,umm
MU NPEefNONOXUTENbHO COAEPXAUWNMU NWHPEKLUUOHHbBIE areHThl,
cneayet cob6ntofaTe npaBuna 6Monornyeckoil 6esonacHocTm,
YpPOBEeHb 2, UNU ApPYyrue COOTBETCTBYlO W Me NMpaBuna
6nonornyeckoin 6esonacHocTm.
MaTepuan, NonNy4YyeHHbl# OT YenoBeka, UCMONb3OBAHHbLIA B
kanmbpaTopax, He peakTuseH Ha HBsAg, HIV-1 RNA unu
HIV-1 Ap, aHTU-HCV u aHTu-HIV-I/HIV-2.

Cneaywuwmve NpeAynpex/AeHns U Mepbl NPefoCTOPOXHOCTH
otHocates k: lcallal-Ilcallfl

()

MNPEAYNPEXAOEHWE CopepxnT MeTUNM30TNA30/10H U a3ug

HaTpus.

H317 MoXeT Bbl3blBaTb aNepPrmMyYecKyio KOXHYI
peakuuio.

EUHO032 Mpu KOHTakTe ¢ KMcnotamu obpasyercs

BbICOKOTOKCUYHBIN ras.

MpepnoTepatyeHne

P261 N3beraTb BAbIXaHUA TymaHa/napos/
asposonei.

P272 He BbIHOCUTbL 3arpA3HeHHY OAexXxAay C
pabouero mecTa.

P280 Monb3oBaThCA 3alUTHLIMKM NepyaTKamu/
3allMTHOIW ofexaoil/cpegcTBamMu 3aW iTbl
rnas.

PearnposaHune

P302+P352 MNP NOMNALAHUWN HA KOXY: MpoMbiTh
60NbW UM KONNYECTBOM BOAbI.

P333+P313 Mpu pasgapaxeHnn KOXU WAU NOABNEHUN
cbinu: O6paTUThCA K Bpauy.

P362+P364 CHATb 3arpA3HEHHY0 OfEXAY W BbiCTMpPaATb
ee nmepefj NOCNeAy LW NM UCNONb30OBAHUEM.

YTtunusauymsa

P501 YTunusnpyiite cogepxumoe/KoHTeliHep B

COOTBETCTBI C caHiTapHbIMI HOpMamMmu
P® (CanMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6€30NacHOCTU AOCTYNHbI Ha caiite

www.abbottdiagnostics.com nnu y MecTHOro npegcTaBuTens.

39 Abbott



Moppo6HY MHDOPMALMIO O HEOBGXOAUMBIX Mepax
NpejoCTOPOXHOCTN MpKU paboTe C aHAaNU3aTOpPOM cCM. B PyKoBOACTBeE
no skcnnyatayuun Alinity ci-series, Pasgen 8.

NOATOTOBKA K NCMONb30OBAHWIO

e JaHHbI NMPOAYKT MOCTaBNAETCA B XMAKOM BUAe, TOTOB K

MCNONb30BAHWNIO .

e JaHHbIi NPOAYKT MOXET MCNONb30BATLCA HENOCPEACTBEHHO
nocne M3BNeYEHUA U3 MecTa XpaHeHWAa ¢ TemnepaTtypoit 2 - 8"C.

e MMepej KaXAblM WCNONb30BAHWEM MepeMel nBaiiTe, akKypaTHO
nepesopayuBan GNakoHbI.

XPAHEHWE

* He ncnonb3yiiTe Nocne OKOHYAHUA CPOKa FOAHOCTHU.

MakcnmansbHoe [onosiHuTeNbHble
Temnepatypa Bpemsi MHCTPYKUMK Mo

XpaHeHust XpaHeHusi XpaHeHuo
HeBCKpbITbIA 2 - 8‘C [0 oKOHYaHUA
dnakoH cpoka
rofHoCTH

BCKpPbIThI 2-8C [ o okOHYaHMa XpaHWUTb BO

dnakoH cpoka thnakoHax, NNOTHO

roAHOCTU 3aKpbIThIX HOBbIMY
3aMeHAeMbl MU
Kpbl W KaML.
MomecTuth B
XONOAUNbHUK mocne

Mcnonb3oBaHUA.

Cuctema oTcnexmnBaeT cTabUNbHOCTb NPU UCNONbL3OBAHUMN -
nepuoj BpemMeHW, B TeueHne KOTOPOro KannGpaTtop HaxoAuTcs
BHE XONOAUNbHUKA Ha GOpTy aHanusaTopa. CucTemMa He MO3BONUT
Mcnonb3oBaTb Kanu6patop, ecnv nepuoj ctabunbHocTu

npu MCNONb30BaHWM NCTeK. CM. MaKCUManbHoOe 3Ha4YeHue
CTa6UNbLHOCTM NPU UCMONb30OBAHMM B oTuYeTe "MapameTpbl
TecToB". LlONONHUTENbHYIO UHDOPMaLMI O CTa6UNBLHOCTN Mpwn
Mcnonb3oBaHMKM kKanubpatopa CM. B PyKoBOACTBE MO 3KcnmayaTauum
Alinity ci-series. Pasgen 5.

[ ONONHUTENbHYK WH(GOpPMaLMK O BbIBOAE MapamMeTpoB TeCcTOB

Ha neyaTb CM. B PykoBojcTBe no akcnnyatauum Alinity ci-series.
Paspen 5.

NMPOUEAYPA PABOTbl HA AHANTM3ATOPE

e MapameTpbl cepuu kKanu6patopa BBOAATCA NMpU NMOMOL YN
WTPUXKOAA Ha ynakoBKe kanuGpartopa.

* WHdopmayu o HacTpoiike napameTpoB kanubpatopa c™m. B
PykoBopgcTBe no akcnnyatauum Alinity ci-series. Pasgen 2.

* WHdopmayuio o 3akase M 3arpyske Kanun6patopos B CUCTEMY

cm. B PykoBoacTBe no akcnayatayuu Alinity ci-series. Pasgen 5.

NMPOLUEAYPbl KOHTPONA KAYECTBA

Ans oueHKU Kanu6poBKM TecTa HEOGXOAMMO NMPOTECTUPOBATL MO

OAHOMY KOHTPONI0 KaX/[oro ypoBHA. Y 6efuTech, YTO 3HaAYeHUs

KOHTpONel HaxoAaTcA B Mpejenax gnanasoHa AONYCTUMbIX

3HaYeHU, yKasaHHbIX B COOTBETCTBYlO W el MHCTPYKLMMU NO

NPUMEHEHUIO .

MHdopmayuo o 3akase KOHTponeit cM. B PyKkoBOACTBe NoO

skcnnyaTayuu Alinity ci-series. Pazgen 5.

Mocne NPUHATNA W COXpPaHEHWR pe3ynbTaToB, KaNnMGpPOBKY TecTa

MOXHO MCNONb30BaTh B TeyeHue 30 fHeil. B TeyeHue 3Toro

BpeMeHU BCe nocnepytoujne o6paslbl MOXHO TecTupoBaTb Ge3

npeABapuTenbHO KanuGpoBKW, KpOMe Tex Cnyvaes, Korga:

e Wcnonb3yeTcs HaGop peareHTOB C HOBbLIM HOMEPOM Cepuiu.

e PesynbTaThl eXeAHEBHOW npouefypbl KOHTPONA KauyecTsa
HaXxoAATCA BHe fMana3oHa KOHTPONS Ka4yecTBa, UCMNONb3YyeMOro
ANA MOHWTOPUHIa U KOHTPONA pa6o4ymx XapakTepucTUK CUCTEMbI.

MoxeT noTpe6oBaThCA NMOBTOPHAA kanubpoBka TecTa nocne

npoueaypbl TEXHUYECKOTO 06CNYXMBAHUA OCHOBHbIX YacTeil

CUCTEMbl UM ee KOMMNOHEHTOB WU MoOCNe NPoOBeAeHUA CEePBUCHBIX

npouyeayp.
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[ONONHUTENbHY WH(GOPMaLMK OM. B MHCTPYKLWM NO MPUMEHEHU IO
K COOTBETCTBYH UL eMy peareHTy U PyKOoBOACTBe MO 3KCANyaTauuu

Alinity ci-series.

MOKA3ATENN HECTABWNBbHOCTW NN MOPYMN
MokasaTeNnaMu HeCTaGUNbLHOCTW WAW MOPYM CAyXaT 0CAfOK,
BUAMMbBIE CNefbl MPOTEYKN, 3aMYTHEHHOCTb, HECOOTBETCTBUE
Kanun6poBKU KPUTEPWAM, YKA3aHHbIM B MHCTPYKLWM NO NPUMEHEHU IO
ninnn PykoBopcTBe no akcnnayatauum Alinity ci-series, unn

HEeCoOOTBETCTBUE KOHTPONEH YCTAHOB/NIEHHbIM KpUTeEpuam.

EVNBENNOTPA® A

US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

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

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

Clinical and Laboratory Standards Institute (CLSI). Protection

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

dhopmar yuncen;
* B KauyecTBe pa3fennTens ThiCAY UCNONb3yeTcs nmpoben
(npumep: 10 000 o6pasyos).
« B KauecTBe pa3fenuTens AeCATWYHbIX 3HAKOB WCNONb3yeTcs
Touyka (npumep: 3.12%).
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(H/O Alinity apnaetca ToproBoil mapkoih komnaHuu Abbott Laboratories B
n pPasnNUYHbBIX 0 PUCANKLMAX. BCe Apyrue TOproBble MapKu ABNAO TCA

COGCTBEHHOCTbIO COOTBETCTBYHO WUX BNnajenbues.

Abbott Ireland
Diagnostics Division
Lisnamuck, Longford
Co. Longford
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+353-43-3331000
IDISTRIBUTED IN THE USA BY |
Abbott Laboratories
Abbott Park, IL 60064 USA
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©2016, 2018 Abbott Laboratories
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Ten: +7 (495) 258 42 80; dakc: +7 (495) 258 42 81
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CBEAEHMA OB W3BECTHbIX OrPAHUMYEHUAX MO COBMECTHOMY MPUMEHEHWIO MEAVUWMHCKUX W3OEAUWN TIO
HA3HAYEHNIO

OTCYTCTBYIOT.

MATEPUVA/bI XXBOTHOIO/ME/TOBEYECKOIO NPONCXOXAEHWNA

MaTepuasibl XWBOTHOTO MPOUCXOXAEHWA NPOBEPeHbl M pucku npumeHeHus MU ykasaHbl B MacnopTe 6esonacHocTu. [Macnopta
eHnem 6e30nMacHOCTU MOXHO HaiiTn Ha caiite www.abbottdiagnostics.com nu obpatutech kK MECTHOMY NPeACTaBUTESIO.
|pTa B

cpoka
3HVeM
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SLIGO CHAMBER OF COMMERCE (1"JC)
CERTIFIED CORRECT INALL GOOD FAITH

Authorised Official
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Moanumeb: <nogrnvcaHo> [Jara: 23 Hosbps 2018 .

Hopa Puumprepanb

CneupanncT perynaTopHoro otaena

[JunarHoctnyeckoe nogpaszesneHrie KomnaHum «3660TT», VpnaHaus
JlveHamyk, JToHrchopa

I"padpcTso JToHrdhopa,
VipnaHapa

<MeyaTs: TOPFOBAAMAJNIATA CNIAIO (MHK)
3ABEPEHHbI CEPTU®VIKAT O MPOUCXOXIAEHUN>

<MeyvaTb: AJNATHOCTUNYECKOE NMOAPA3AENEHNE KOMMAHNN «9B6B0TT» (ADD),
NNOHI®OPA>

<nopnucaHo> 27 Hosbps 2018 .

<MeuvaTs: TOPFOBAAMAJIATA C/NAATO (MHK)
NMOANNHHOCTL 3ACBNAETE/IBECTBOBAHA IOBPOCOBECTHO
<nognucaHo> 27/11.2018 r. ¥YNonHOMOYEHHOe /L 0>

MepeBOA, C aHINMIACKOrO SA3blKa Ha PYyCCKUIM A3bIK BbIMOMHEH NEPEBOAYNKOM YNCTHKOBOM
BukTOpUEn MU T PUEBHON.
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Poccuiickaa depepayunsn. N'opog MockBa.
YUeTBepToOro gekabps gBe ThbiCA4M BOCeEMHaALaTOro roga.

A, BaxTapgse dnbmupa KOpbeBHa, HoOTapuyc r. MOCKBbI, CBNAETENbCTBYO MOA/IMHHOCTb
nognucy nepeBofunka YnctakoBon Buktopmun OMUTPUEBHBI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTbL NoAMNMCaBLUEr0 JOKYMEHT YCTaHOBJIEHA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2018-
B3bickaHo no Tapugy 100 pyo6.

YnnayeHo 3a okasaHue ycnyr npaBoBOro U TeEXHUYECKOro xapakrepa: -

3.10. baxTapgse

Bcero npoLUHypoBaHo, NPOHYMepoBaHo

N CKPensIeHo neyaTblo. /A28 nnceT..CMo
HoTapuyc

MpoLMTO B KOMYECTBe nmcta
« roga
leHepanbHbIA AMPEKTOP

000 «He3zasncumas nab(™

AHRO. OCcTpoBCKWiA
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