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WHCTPYKUMSAMU NO NPUMEHEHNIO. 3TN JOKYMEHTbI MO/HOCTBH COOTBETCTBYHOT (haKTUYECKOM
* [OOKYMEHTALMN NMPOU3BOAUTENS.
MHCTpyKLMA 1Mo NpuMeHeHUIO Ha MeanumHekoe mnsgenue (Insert for medical devise)

Kannbpatopbl Ans o6ecrneyeHMs MpaBWIbHOCTU KOIMYECTBEHHOIO OMpefe/ieHnss  KopTusosna
NMMYHOXEMWU/TIOMUHECLIEHTHBIM METOZOM B CbIBOPOTKe M Ma3Me KPOBW WM MO4Ye YesloBeKa Ha
UMMyHOXUMMYEeCKMX aHanmsatopax Alinity i «Koptuson Kanubpatopbl (Alinity i Cortisol
Calibrators)»

Mo TEKCTY MHCTPYKLMM BCTPEYAOTCH BapuaHTbl HAMMEHOBAHUIA MeAULUHCKUX U3AeNIA, NPUBELEHHbIE B
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Calibrators onpeaeneHns KopTW30/a VMMYHOXEMUIFOMMHECLIEHTHBIM ~ (Alinity i Cortisol
METOZOM B CbIBOPOTKE W /1a3Me KpoBY Wi Mo4e 4enoseka Ha  Calibrators)
VIMMYHOXMMMYECKMX  aHanm3atopax — Alinity 1 «Koptuson
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Alinity i Cortisol Ha6op peareHTOB 19 KOMMYECTBEHHOTO ONpeaenieHns KopTusona — Koptuison PeareHTbl
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Alinity i
Cortisol Calibrators

iRead Highlighted Changes: Revised March 2018.

NAME

Alinity i Cortisol Calibrators (also referred to as Cortisol Cals)

INTENDED USE

The Alinity | Cortisol Calibrators are for the calibration of the Alinity
i analyzer when used for the quantitative determination of cortisol in
human serum, plasma or urine.

For additional information, refer to the Alinity i Cortisol reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

The contain human serum. The
contain purified cortisol. Preservatives: sodium azide and ProClin
950.

The calibrators are at the following concentrations:

Cortisol ONG

Calibrator Quantity (pg/dL) (nmol/L)
|cal|a| 1X3.0mL 0.0 0.0
|callb] 1X3.0mL 3.0 82.8
|CAL|C| 1X3.0mL 5.4 149.0

1X3.0mL 10.7 295.2
|CALIE]| 1X3.0mL 25.2 695.3
|cal|f| 1X3.0mL 59.8 1649.9

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

STANDARDIZATION

The Alinity i Cortisol Calibrators are matched to internal reference
standards, which are manufactured gravimetrically using cortisol
(USP Reference Standard). The concentration values for

these internal reference standards are assigned using Liquid
Chromatography Mass Spectrometry/Mass Spectrometry (LC-MS/
MS). The LC-MS/MS calibration is verified by BCR 192 and BCR 193
certified reference materials.

PRECAUTIONS
®

¢ For In Vitro Diagnostic Use

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 transmit 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
Standarj”IflJleafl&atqe Pathogens. Biosafety Level 2 or other

should be used for materials that
cq containing infectious agents."”
t-sourced materials that is N
or-HIV-1 RNAanti-HIV-t/HIV-2

-t

%
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The following warnings and precautions apply to:

WARNING Contains methylisothiazolones and sodium
azide.

H317 May cause an allergic skin reaction.

EUH032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302-rP352 IF ON SKIN: Wash with plenty of water.

P333-FP313 If skin irritation or rash occurs: Get
medical advice / attention.

P362-N'P364 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

¢ Thaw completely at room temperature (15-30'C) for 45-60
minutes.

Prior to each use, mix thoroughly by gentle inversion (5-10
times).

STORAGE

e This product is shipped on dry ice.

Storage Maximum Additional Storage
Temperature ~ Storage Time Instructions
Unopened -10'C or Until expiration
colder date
Opened 2to 8C 90 days after ~ After each use,

thawing immediately return the
thawed calibrators to
refrigerated storage (2
to 8-C).

Store tightly capped
with new replacement
cap.

The analyzer will track In-use Stability, which is the time the
calibrator is outsi® of refrigerated, storage while on the analyzer. The
analyzer will not allow the use of the'calibfator if the In-us6 Stability
has been exceeded. Maximum In-pe Stability can be found jn the

N“"Abbott



Assay Parameter Report. For additional information on calibrator In-

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

For additional information on printing assay parameters, refer to the

Alinity ci-series Operations Manual, Section 5.

INSTRUMENT PROCEDURE

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

« 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, 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 statistically-based
quality control limits used to monitor and control system
performance, as described in the Quality Control Procedures
section of the associated reagent package insert.

« If statistically-based quality control limits are not available, then
the calibration should not exceed a 30-day limit for recalibration
frequency.

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 Occupationally Acquired Infections:
Approved Guideline—Fourth Edition. CLSI 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

I1SO 15223 Symbols
Caution

Consult instructions for use

Manufacturer
Temperature limitation
Upper limit of temperature
Use by/Expiration date

In Vitro Diagnostic Medical
Device
Lot Number

List Number

BH Zro X< a:p

Serial number

OthecSymbbis
After thaw store at

Calibrator (A,B,C,D,E or F)

JIAFTER THAW |

lcat]a |
fow| Control Number
1CONC1 Concentration

Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

Distributed in the USA by

1ICONTAINSI AZIDE |

IDISTRIBUTED IN THE USA BY |
Information needed for United

Nte s of America'ohfy
Produced for Abbott by

1IINFORMATION FOR USA ONLY |

1PRODUCED FOR ABBOTT BY |

1PRODUCT OF USA | Product of USA

For use by or on the order of a
physician only (applicable to USA
classification only).

1Rx ONLY 1

WUNTIL FIRST USE | Until first use store at

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

/\I\l

[ 7

Abbott Ireland
Diagnostics Division
Hnisklin business Hark
Siigo

Ireland
+353-71-9171712

CE

1PRODUCED FOR ABBOTT BY | IDISTRIBUTED IN THE USA BY |

Fisher Diagnostics, Abbott Laboratories

A Div. of Fisher Scientific Company, LLC Abbott Park, IL 60064 USA
A Part of Thermo Fisher Scientific, Inc.

8365 Valley Pike

Middletown VA 22645 USA

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

Revised March 2018.

©2016, 2018 Abbott Laboratories
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ADDENDUM
to the Instruction for Use "Alinity i Cortisol Calibrators® (for Russia)

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device is - 10°C or colder in single-use thermo containers
containing coolant elements, or in reusable thermo containers with automatically maintained temperature
or in autorefrigerators using thermal indicators. Device is stable until the expivation 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. Storage of Medical device at a temperature - 10 °C should be carried out in cold rooms or in
refrigerators providing a regulated temperature regime with a daily temperature record.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as
directed. The maximum shelf life of the medical device is 18 months from date of manufacturing. Device
must be discarded if stored with deviations in manufacturer's requirements.

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 2.1.7.2780-10
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
1SO 9001, ISO 13488, ISO 13485 (including CMDCAS)

POTENTIAL USER

The Product "Alinity i Cortisol Calibrators" is intended to be used in a variety of clinical and laboratory
conditions, including, without Emitation, hospitals, diagnostic centers, reference laboratories and blood
transfusion facilities around the world, whose personnel have been trained in the use of the Alinity i

analyzer.

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

STERILIZATION
Medical device is not required to be sterile

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN
Materials of animal origin are absent

CONTRAINDICATIONS
Not applicable.
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Alinity i

Koptnson Kannépartopsl (Alinity i Cortisol Calibrators)

Cm. BblefieHHble n3MeHeHus. Pegakuns; mapT 2018 r.

HA3BAHWME (cokpalieHHoe)

Koptuson Kanubpatopsb! (Alinity i Cortisol Calibrators)
(Tarke BcTpeyaeTcs no TekcTy: Cortisol Cals)

HA3HAYEHVE

KopTnson Kanubpatopsbl (Alinity i Cortisol Calibrators)
npegHasHaveHbl 41 KanmbpoBkM aHanmnsatopa Aiinity i npu
KOMIMYECTBEHHOM ONpejesieHnn KopTU3o/ia B CbIBOPOTKE U niasme
KPOBU WM MOYe yesioBeka.

[lonoNHUTENIbHYI0 MHCDOPMALIMIO CM. B UHCTPYKLMU MO MPUMEHEHNIO
K COOTBETCTBYIOLLLEMY peareHTy U PykoBOACTBE MO 3Kcnyartauum
Alinity ci-series.

COAEPXVMOE

coflepXaT OUMLLEHHbIA KOPTWU30/1. KOHcepBaHTbI: A3ug, HaTpust
n ProClin 950.

KanmépaTopbl XapakTepusytoTcsi CEAYIOWUMM 3HAUYEHNSIMM:

Koptuson QoNa

Kann6pa-

Top Konunyectso (pg/dL) (nmol/L)
|calla]| 1X3.0ml 0.0 0.0
fcALjBI 1X3.0 ml 3.0 82.8
|cal|c| 1X3.0 mL 5.4 149.0
|c*Mp| 1X3.0 ml 10.7 295.2
|cat]e| 1X3.0mL 25.2 695.3
|cal|F| 1X3.0 mL 59.8 1649.9

HEOBXOANMBIE, HO HE MNMPEJOCTABJIAEMbIE
MATEPNAJIbI

¢ 04R1001 3ameHsieMble KpbILWKU A1 KannbpaTopa/KoHTPOos
Alinity ci-series Calibrator/Control Replacement Caps

CTAHAAPTU3ALUMA

Koptuson Kanmbpatops! (Alinity i Cortisoi Calibrators) cooTHeceHb!
C BHYTPEHHUMU pedepeHCHbIMU CTaHaapTamu, U3roToB/IEHHbLIMU
rpaBUMETPUYECKM C UCNO/b30BaHNEM KOpTM3osa (pedepeHCHbIl
cTaHgapT USP). 3HayeHMs KOHLEeHTpauum gna AaHHbIX BHYTPEHHUX
pedepeHCHbIX CTaHAapTOB YCTaHOB/EHbI METOAOM XUAKOCTHOM
xpomarorpacumn - Macc-cnektpomeTpun/macc-cnektpomeTpun (OKX-
MC/MC). Kann6poBka metogom XXX-MC/MC BepucuumpoBaHa ¢
1Ccnosb3oBaHneM CepTUULMPOBAHHbIX PetepeHCHbIX MaTepuasios
BCR 192 n BCR 193.

MEE’I?I MPEAOCCTOPOXHOCTHU

e [ns gnarHocTukm In Vitro

= & 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Mepbl NPefoCTOPOXHOCTHU

BHUMAHVIE; [laHHbli NPOAYKT COAEPXUT
NoJlyYeHHble OT YesioBeka U/MAN NOTEeHLNaNbHO MHMEKLMOHHbIE
KOMMNOHeHTbl. CMoTpuTe pasgen COOAEPXXWMOE paHHol
MHCTPYKLUW NO MPUMEHEHWI0. HW OAWH 13 U3BECTHbIX
MeTOZI0B TECTUPOBAHUSA He MOXET rapaHTMpoBaTtb, 4TO
MaTepuasibl, Nosly4yeHHble OT YesioBeka, UM UHAKTUBMPOBAaHHbIE
MUKPOOPraHn3Mbl He NepeHocaT mHdekuuio. MNoatomy Bce
mMaTtepuasibl, NoslydeHHble OT YesioBeka, creayer cuuTarb
noTeHLUMaIbHO VHMEKLMOHHbIMU. PekomeHayeTcs obpatiarbest
C [jaHHbIM NPOAYKTOM 1 obpasuamu, NonyyeHHbIMU OT
yenoBeka, B COOTBETCTBUM cO CTaHAapTOM Mo obpalleHunto ¢
reMOKOHTaKTHbIMW naToreHamu, pa3paboTaHHbIM YrnpasieHuem
CLUA no oxpaHe TpyAa U NPOMBbILLIEHHON rUrneHe
(OSHA). Mpu paboTe ¢ MaTepuanamu, cogepxalivuMm unm
npeanosioKUTENIbHO CofepXalluMn UHEKLNOHHbIE areHTbl,
cnefyet cobnogatb npasuia 6nonormyeckoin 6esonacHocTy,
YpOBeHb 2, UK Apyrne COOTBETCTBYIOLME npasuna
6uonornyeckoin 6esonacHoctn."

MaTtepunasibl, NonyyYeHHble OT Yesl0BEKA, UCMNO/b30BaHHbIE B
KanmbpaTtopax, He peakTuBHbl Ha HBsAg, HIV-1 Ag nan HIV-1
RNA, aHTK-H1Y-1/H1Y-2 n aHTu-HCV.

Cnepytowme npegynpexaeHnst n Mepbl NpeocTOPOXHOCTH
oTHocATCa K; Jp*'-1* 1-1PA-1"1

¢

NMPEAYNMPEXAEHVE CofepXnT METUNN30TNA30/10HbI U asung,
HaTpus.

H317 MoXeT BbI3blBaTb asl/ieprnyeckyto
KOXHYIO peakLuio.

EUHO032 Mpy KOHTaKTe C KucnoTamm obpasyercs
BbICOKOTOKCUYHbIN ra3.

MpepoTBpaLleHue

P261 MN3beraTb BAbIXaHWs TymaHa/napos/
asposoneil.

P272 He BbIHOCUTL 3arpA3HEHHYI0 ofexay C
pabouero mecta.

P280 Monb3oBaTbCs 3alMUTHBIMU NepyaTkamu/
3alNUTHON opexaoi/cpeacTBaMuy 3aLnTbl
rnas.

PearvpoBaHune

P302+P352 MNP MOMNALAHUNA HA KOXXY: MpombITb
60/1bLLUMM KO/IMYECTBOM BOAbI.

P333+P313 Mpn pasgpaxeHnn KOXn Wan nosiB/ieHun
cbinu: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpsisHEHHY0 ofexay v
BbICTUPATb €e nepej MCrnosb30BaHUEM.

YTunusauymsa

P501 YTunusupyiite cogepxunmoe/koHTeliHep B

COOTBETCTBUW C CaHWUTapPHLIMKU HOpMaMu
P® (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

3 Abbott



Nacnopra Ge30MNACHOCTH QOCTYMHMLI Ha caATe

WWW.abbottdiagnostios.com W ¥ MOCTHONO NPeACTABNTENA.

Nlogpobeyio nipopmaLwo © HEoGXOMMLIX Mepax

NPEROCTOPIKHOCTH NPM PRCOTE C ARAMMIATOPOM CM. B PykoeoacTes

no axcnnyaTaunn Alinity ci-series, Pazaen 8.

NOAroCTOBKA K UCNONb30BAHUIO

*  PasmMopodbTe NONHOCTHIO NPM KOMHATHOR TemnepaTtype (15 -
30°C) & Teuete 45 - B0 My,

¢ [Mopen xAMOLM UCNIONLICBAHWEM TULATOGALHO NOPEMSLLIMEIATS,
BAKYPATHO NEPEBOPAMERA dnaxonni (5-10 pas).

XPAHEHME

¢ Dasbiil APOIYKT TPAHCTIOPTUPYSTCA HA CYXOM NbIY.

. mwmmmumcmw
Temneparypa Maxc. spemn  [onontsmenins W
XPOHOHMA  XPANENNA  CTRYNUMN NG XPAHSHIND

Hescxpureih -10°Cuwwm o

Gnaxon XD OKDHUBHMA
cpoxa
rOfHOCTY
Boxpeitet  2-8C 90 nped HesamennuTenuHo
dnaxon nocne NOCMNE KAOKQOro
PAMOPOIKH  HENIONHLIOBAHWA
nomsiyaiTe
PAIMOPOKSHHLE
xanmbparopu ofparHo &
xononetnk (2 - 8'C).
XpaHuT B0 GnaxoHax,
NAOTHO JAKPLITEX
HOBLIMM SAMOHROMbIMH
KDORUKAMK.

Cucrema oTCNEXNBAST CTABHAGHOCTL NPH HCHIONLIOBAHNM -

NEPHOD BPOMBHM, B TOUSHUE KOTOPOTD KRNWMOPATOP HEXORWICR

BHO XONORHMLHIKE HR GOpTY SHANMIRTOPE. CHCTeMA HE NOIRONHT

WCRONLIONATL KANKGPATOP, SCIW NEPMON CTASUNLHOCTH

NP NCNONLIOBAHNI HETOK. CM. MAKCHMANLHOS JHEMOHIG

CTAEUNLHOCTH NPH KCNONLI0EBHWN B OTHETE TIapaMeTPL!

TCT0R", [IONONHHTSNLHYIO WHOOPMALIINO O CTASHALHOCTI NPH

wononbaosaHm xanwbparopa cm. B PyxoBoacTes NO SKCANYRTALIWA

Alinity ci-series, Paagen S,

DloNOARMTENLHYID WHAOPMALIMIO O BLIBORE NEPAMSTIOB TBCTOS

HA NGUETR CM, B PYXORORCTES NO IXCINYRTAMUNK Alinity Ci-series,

Paspen b,

I‘IPOLI.WPAPABOTHHAAHMMSA‘I‘OP&
NapaseTPtl COPIN KAMGPATOPA MOTYT BEOOMTLCS NPH MOMOLY
WTPIMXKOAA HA ynaxoaxe xaswGparopa.

*  MHbopMaLee O HACTPOAKS NABAMITPOS KAaMWGPaTOPa CM. B
PyKoBoACTes NO Ixcrinyarauwn Alinky ch-series, Pasnen 2,

*  VinbOPMALIWO O ZAKAJS X SMPY3Ke KANUGPATOPOS B CHCTEMY
M, B PyxoRoncTes No axcnayaTauny Alinity ci-sefies, Pazaen §.

NPOLIEAYPHI KOHTPONIA KAMECTBA

na ous xammbpoexu TecTa HB05EXDRUMO NPOTBCTHPOBATL NO

OAHOMY KOHTPOSNO KEKAOND YPOBHA, YBBAKTECH, UTO SHAYSHNA

KONTPQNGH HAXODATCS & NPARGAAX AMAMAIONE DOTYOTHMbLIX

HAVOHMA, YKASRHHDIX B COOTBETCTBYIOUION KHCTPYKLINK NO

PPUNSHEHINO,

VndopMaunio 0 3axa3e KONTRONEH cm, 8 Pyxosonctes no

axcnnyaraum Alinity ci-series, Pasnen 5,

Mocne NPHASTIE W COXPANEHIA PESYILTATOS KANWGPOBKH TeCTa BCe

NOCASZYOLIHS OGPASLILI MOXKHO TOCTHPORSTL 683 NPEABAPUTENLHOR

KanWGpoBKH, KPOM® TeX CYMass, KOrHA:

*  Mcnons3yercs HAGOP POATEHTOB & HOBLIM HOMEDOM COPWM,

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

¢ PesynbTaTH OXBAHEBHOR NPOLGRYPH KOHTPOM KRMNOCTER
HAXOQATCA BHO CTATWOTHMSOKI OSOCHOBAHNOTO AMANAIOHA
KOHTPONA KRMSCTEA, HCNONLIYEMOrD ANA MOHHTOPHHIR #
KOHTPORA PABOMIX XRPAKTOPUCTIK CHOTOMUI, KBX YKA3OHO B
pa3nene "Mpouanypb! KOHTPORA KAMOCTEA" MHOTPYXIIMM NO
MIPHMEHSHIIO K COOTBETOTRYIOLIONY PBArSHTY.

¢ Ecnu cratucTiNeckn 050CHOBANHLIN ANANASON SHAMOHNEA
KOHTPONR HBZLOGTYTIGH, TO NOPHOZ MEKTTY KANWEPOBXAMY Ho
ROmken npessiwar 30 oo,

MK NOTPOGOBATLCA NOBTOPHAR KANKGPORKA TECTA NOCHNS

NPOLIEAYDH TEXHIMBCKOTO OBCIMOKNBAHKA OCHOBHMX HACTeR

CHCTOMB! WIH 68 KOMOOHSHTOS MM NOGNS NPOBORSHNA COPBHEHLIX

ApoUNYP.

FLONonHNTENb0 WHOOPMALINO CM. B HHCTPYKLIM N0 NPINMSHEHWIO

K COOTBOTCTBYIOUIOMY PRArSHTY W PYKOBOACTES MO JKCNNYATAUMM

AMintty ci-serles.

NOKASATENU HECTABWIHHOCTW UM NOPUN
Moxasarensmin HEOTAGHNLHOCTA MM NOPYM CITYKAT OCANOK,
BALIMBIO CNOALI NPOTEUKH, INMYTHENHOCTL, HIOOOTESTCTRMG
KBWBPOSKN KPUTEDHEM, YRASAHHLM B WHCTPYKLINK NO NPUMEHSHING
WK PYxosonctas no KCNnysraimm Alinity ci-series, wm
HECOOTBETCTENG KOHTDPONGN YCTAHORNSHHBM KDITEDIAM.
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SLIGO CHAMBER OF COMMERCE (INC)

MPUNOXEHWE CERTIFIED CORRECT IN ALL GOOD FAITH

K MHCTPYKUMMX NO NPUMeHeHnto Kanmépartopbl AnyHabecneyeHms WNBHOCTW KOSIMYECTBEHHOIO
onpeaeneHns KopTusona UMMYHOX MIOMUHecL,! iBopoTKe 1 Ms1a3me KpoBU W/N
MOYe YenoBeka Ha UMMYHOXUMuMYarill Hanuzar( (Alinity i Cortisol

Calibrators)»

YCNoBUA TPAHCMNOPTUPOBKN n XPAHEHUA

N3genve pekomMeHayeTcsl TpAHCNIOPTMPOBaThL Npy TeMnepatype - 10°C v HUXe B TEPMOKOHTEeHepax
0/IHOPA30BOro MO/b30BAHNSA, COAEPXKALLMX XNaA03/1EMEHTbI, WX B TEPMOKOHTEHEPAX MHOTOKPaTHOro
MPVYMEHEHNST C aBTOMATUUECKN MoAAepXuBaemoit TemnepaTypoii Ui B aBTopedpuxepaTopax ¢
CNO/Mb30BaHNEM TEPMOVHAMKATOPOB. 3aenue octaeTca CTabUbHbLIM A0 OKOHYAHKS CPOKa roAHOCTY,
YKa3aHHOro Ha ynakoBke. [py TpaHCNOPTUPOBAaHMM C HapyLeHWeM TeMNepaTypHOro pexumMa usgenve He
NoANEXUT NMPMMEHEHNI0. TPAHCMOPTUPOBKA OCYLLECTB/ISETCS BCEMU BUAAMMW TPAHCMNOPTa B KPbITbIX
TPaHCMOPTHbIX CPeACcTBax B COOTBETCTBUM C MpaBu/iamMy NEPEBO3KU TPY30B, AENCTBYIOWMMU HA KaX0M
BUZE TpaHcnopTa. XpaHeHne MeAULMHCKOro u3genus npu temnepatype - 10°C A0/MKHO OCYLLeCTBAATLCA
B XO/TOAW/bHBIX KaMepax Wu B XONOAUbHIKAaX, 06ecneunBalolmx pernamMmeHTUpoBaHHbIi
TEMNEePATYPHbLIA PeXuUM C exxefHEBHON perucTpaumveli Temnepartypsbl.

FTAPAHTUMHBIE OBA3ATE/NIbCTBA

MpousBoanTeNb rapaHTUpPyeT, 4YTO MpW NpPaBU/IbHOM XpaHeHWM W obpalleHun u3fenne ocTaeTcs
CTabubHbIM 10 UCTEUEHUS CPOKA FOAHOCTU. MakcuMasibHbIi CPOK FOAHOCTY MEAMLMHCKOTO M3fenusi He
6onee 18 wmecsiueB C gaTthl  NpPOM3BOACTBA.  M3genue,  xpaHuBlUEecsl C  HapyleHuem
pernaMeHTMPOBaHHOIO NPOVU3BOAUTENEM PEXUMA, NPUMEHEHWI0 He NOANEXUT

TEXHWYECKOE OBCNYXVUBAHUE
He TpebyeTcs.

TEKYLWWA PEMOHT
He TpebyeTtcs.

OAHHbIE ANA YTUITN3AUWNA N YHUUTOXEHUA MEANUMHCKOIO U3AENNA

MeguuuHckoe wusgenne yTUAU3UPYIOT M YHUUTOXAKT B COOTBETCTBMM C nNpaBuaamm obpaleHuss c
MeOULUUHCKUMKN oTXogamu, pernamMmeHTupyrowmnmmnca Canlud 2.1.7.2790-10 ot 12.12.2010 «CaHuTtapHo-
anugemMuonornyeckne TpeboBaHns K 06paLleHnio ¢ MeAULUHCKUMUN OTX04aMu».

HeobxoAMmo cnefoBaTb HaUMOHasIbHbIM CTaHAapTam npu nepejade W yTWAU3auuu usgenvsl, ero
KOMMOHEHTOB 1 YNaKOBKU.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLIVMHCKOE U3AENMNE
ISO 9001:2008, 1SO 13485:2003, ISO 13485:2003 (Bkntoyass CMDCAS).

MOTEHUMANBbHbIV NOTPEBUTE/b

MW Koptnson Kanuépatopsl (Alinity i Cortisol Calibrators) npegHa3sHavyeHO 419 UICNO/Ib30BaHUA B
pasNINYHbIX KIMHUKO-1abopaToOpHbIX YCNOBUSIX, BK/OUas, 6e3 orpaHnyeHusi, 60/bHNLbI, AMarHoCTUYecKne
LLeHTpbl, pediepeHTHbIe NabopaTopun 1 yUpeXAeHNss NepesiMBaHUsl KpoBKU NO BCEMY MUPY, MEepPCOHasl
KOTOpbIX NpoLlien obyyeHne no ncnosb3oBaHulo aHannsaTtopa Alinity i

VMH®OPMALUNMA O HATMYN B MEANUNHCKOM W3AEIM TEKAPCTBEHHOIO CPEACTBA
He cogepxur.

CTEPUNBHOCTb

MocTaBnsieTca B HeCcTepunbHOM Buae. CTepunusauua nepes npuMeHeHne”

NH®OPMALINA O BOBMOXHOCTW MOBTOPHOI'O NMPUMEHEHWA
He noanexuT NoBTOPHOMY NMPUMEHEHMIO.

MATEPUWAJbI XXMBOTHOIO MNMPONCXOXAOEHNA
Matepuasnbl XUBOTHOIO MPOUCXOXAEHNA OTCYTCTBYIOT.

MOKA3AHNA N MPOTUBOMOKA3AHUA K TPUMEHEHUNKANNANNY YAN N*N N DlvteJon
He npuMeHnMmO. A Busmees

SHOO

County SBK-
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3660TT NpnaHaua, Ten:+353 43 333 1000
[unarHoctuyeckoe nogpasgeneHue, dakc: +353 43 333 1001
PUHUCKNUH BusHec Mapk,

Cnaliro, NpnaHguns

Moanuck; <nognucaHo> Jara: 29 mapTa 2019.

Mepu XehthepmaHH,

OTBETCTBEHHbIV PyKOBOAWTE/b NPOEKTOB

3660TT NpnaHaus, AnarHocTnyeckoe nogpasfeneHue,
®uHNCKNNH BrsHec MNapk,

OUHUCKNH,

Cnaiiro VipnaHgms

/MeuaTb: TOPFOBAS MANATA C/IAVIO (MHK)
NoANMMHHOCTbL 3ACBNAETE/IbCTBOBAHA JOEPOCOBECTHO

YnonHoMo4ueHHoe nuuo /nognucarHo/ 25.03.2019 r./

L eyaTb: TOPFOBAA MAJMATA CNANTO (MHK)

3ABEPEHHbIN CEPTU®UKAT O MPOUCXOXAEHUN/
/MeyaTb: 3660TT VpnaHans, AmarHocTnyeckoe nogpasgenexue,
®uHucknnH busHec Mapk,
Cnaiiro,

Wpnangunal

/nognucaHo/

25 mapTa 2019 .

MepeBof C aHMUIACKOTO A3blKa Ha PYCCKUIA A3bIK BbINOMHEH NepeBog4YnKoM LLlaTHeBbIM Unbeii
ANEKCEEBUYEM.
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Poccwuiickaa ®epepauns. Mopog Mocksa.

[ABafuaTb BOCbMOro MapTa ABe ThbICAUYM AeBATHaaLuaTOoro roga.

A, bBaxTaase dnbmunpa KOpbeBHa, HOTapuyc r. MOCkBbl, CBMAETENbLCTBYH MNOANIMHHOCTb
nognucu nepesofyuka LllatHeBa Nnbn Anekceesunya.

Moanuch caenaHa B MOEM NMPUCYTCTBUN.

JIM4yHOCTbL NnognucaBWero AOKYMEHT yCTaHOBNEHa.

3apernctpupoBaHo B peectpe: Ne 77/52-H/77-2019-~ - (51"
B3bickaHo no Tapudgy 100 pyo.

KazaHune ycnyr npaBoBOro n TexHM4eckoro xapakrtepa: --

3.10. baxTagse

Bcero npoluHypoBaHo, NpoHy/uepoBaHo®
N CKPENIEHO Me YaThb 10 ... ... MCT<A5

lMpowunTto B KONMYecTBe JINCTOB
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