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Finisklin Business Park,
Sligo, Ireland

SLIGO CHAMBER OF COMMERCE (INC)
A b b 0 tt CERTIFIED CORRECT IN ALL GOOD FAITH

I, Celine Curran, Re|ulatoi> ALY ypttialidl, .Uft«»pewaiQifid Pgnostics Division ,
Finisklin Business Park, Sligo, Ireland, hereby certify that the attached documents that
keep the number of pages indicated below are the Instruction for Use. These documents
are in a full accordance with actual manuals of manufacturer.

A, CenuH KiopaH, Cneunanuct perynsTopHoro otgena, 3660TT [uarHocTuyeckoe
MoppasseneHne WpnaHana, ®uHucknumH busHec Mapk, Cnaiiro, Wpnangua (Celine
Curran, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Finisklin
Business Park, Sligo, Ireland), HacToAWMM YyAOCTOBEPSAD, UTO Mpuiaraemble
[OOKYMEHTbl B HWKENPUBELEHHOM 06beMe CTpaHul, SABMAKOTCA WHCTPYKLUUAMKU MO
NPUMeHeHW0.  3TW  [OKYMEHTbl  MOJIHOCTbIO ~ COOTBETCTBYHOT  (DaKTUYeCKOM

AOKYMEHTaLMW Npoun3BOAUTENS.

MHCTPYKUMSA N0 NpUMMeHeHU0 Ha meauumHckoe msgenve (Instruction for Use for
medical devise)

KOHTpO/bHble  MaTepuanbl AN NOATBEPXKAEHUA  BOCMPOM3BOAUMOCTA U
NpaBuIbHOCTU KO/IMYECTBEHHOIO onpegeneHns asbha-theTonpoTenHa
NMMYHOXEMUTFOMUHECLIEHTHLIM METOA0M B CbIBOPOTKE UM M/1a3Me KPOBM YesioBeka
NI aMHUOTUYECKOWN XXMAKOCTM Ha MMMYHOXMMWUYECKUX aHanmsatopax Alinity i
«A®PI KoHTponbHble maTtepuans! (Alinity i AFP Controls)»

Mo TEeKCTYy WHCTPYKUMW BCTPEYalTCAa BapuaHTbl HAUMEHOBaHWA MeAULUHCKUX
n3genuii, npviBefeHHble B Tabnuue HWKe, KOTOpble ABNAOTCS CMpPaBefUBbIMU U
paBHo3Ha4YHbIMK (Instruction for Use includes the followings true and equivalent short
names of medical devices listed in table);

HaumeHoBa ~ HaummeHOBaHve MeAMLMHCKOro U3LeNua Ha PyCCKOM CokpalLeHHo

HWe Ha A3bIKe e
aHIINACKO HanMeHOoBaH
M f3blKe ne (No TekcTy
[IOKYMEHTA)
Alinity i Habop peareHTOB A5 KONMMYECTBEHHOrO onpedeneHus A®I
AFP anba-eTonpoTenHa MMMYHOXEMUTIOMUHECLLEHTHLIM  PeareHTbl

Reagent Kit meTofOM B CbIBOPOTKE M nna3me Kposu yenoseka unn  (Alinity i
aMHUOTMYECKOW XUAKOCTU Ha MMMYHOXuMmun4veckmx AFP Reagent
aHanusatopax Alinity i «A®I Pearentol (Alinity i Kit)

AFP Reagent Kit)»

Alinity I KOHTpoO/ibHble MaTepuanbl AN NOLTBEPXKAEHUS ADTI]

AFP BOCMPOM3BOAMMOCTM U NPaBUIbHOCTY KOHTpONbHbI

Controls) KONNYECTBEHHOrO ONpejeneHus anbda-heTonpoTenHa € Matepuansl
NMMYHOXEMUTIOMUHECLLEHTHBIM METOAO0M B (Alinity i
CbIBOPOTKE 1 Ma3Me KPOBYW YenoBeKa um AFP

aMHUOTUYECKON KUAKOCTU Ha UMMYHOXUMUYECKNX Controls)

aHanusatopax Alinity i «<A®I KoHTponbHbIe

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Abbott Ireland Diagnostics Division,
Finisklin Business Park,
Siigo, Ireland

Abbott

matepuans! (Alinity i AFP Controls)»

Alinity i Kanubpatopbl gns  obecneyeHWs  NPaBUSIbHOCTU
AFP KOJINYECTBEHHOTO onpepeneHus anbha-
Calibrators  deTonpoTenHa NMMYHOXEMUTIOMUHECLUEHTHBLIM

MEeTOo40M B CbIBOPOTKE W MJsiasMme KpPOBW 4YesioBeKa WUIN
aMHUOTUYECKOW XNAKOCTN Ha WUMMYHOXUMUYECKNX

aHanmsatopax Alinity i «<A®M Kannbpatopbl (Alinity
i AFP Calibrators)»

Tel  +353 43 3331000
Fax +353 43 3331001

APl
Kanunb6patop
bl (Alinity i
AFP
Calibrators)

Cocras:
# Title Number
of napes
1 Instruction for Use for the Alinity i AFP Controls with ADDENDUM 3
for Russia.
2. WHcTpyKknua no npumeHeHunto «A®PI KoHTpo/ibHble MaTepuanbl 3

(Alinity i AFP Controls)» ¢ MPUJTOXXEHWEM pansa Poccun.

Signed Date:
Celine Curran,

Regulatory Affairs Specialist

Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo, Ireland
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Alinity |
AFP Controls

Created June 2016.

NAME
Alinity i AFP Controls (also referred to as AFP Citrls)

INTENDED USE

The Alinity i AFP Controls are for the estimation of test precision
and the detection of systematic analytical deviations of the

Alinity | analyzer when used for the quantitative determination of
alpha-fetoprotein (AFP) in human serum, plasma, and amniotic fluid.
For additional information, refer to the Alinity i AFP reagent package
insert and the Alinity ci-series Operations Manual.

CONTENTS
ICONTROL It |, Icontrot Im1 and ICONTROL In] contain purified AFP

(from human cord serum) prepared in phosphate buffer with protein
(bovine) stabilizer. Preservatives; ProClin 300 and ProClin 950.

The controls are at the following ranges and target concentrations:

AFP AFP

Iconcl RANGE 1 ICONCI IRANGE |
Control Quantity (ng/mL) (ng/mL) (Iu/mL) (IU/mL)
[control )y 1x80nL 20 13500 2650 166 11.21- 200
IonTROL1 1x80ml 200 13500- 26500 166 11205 219%

IconTROL |n] 1x80nL 1000 67500-13%600 80 560.25 - 1099.75

NOTE: The insert ranges for the controls are not lot specific

and represent the total range of values which may be generated
throughout the life of the product. It is recommended that each
laboratory establish its own means and acceptable ranges which
should fall within the package insert ranges. Sources of variation that
can be expected include:

« Calibration « Control lot .

Instrument

Reagent lot
* Calibrator lot .

PRECAUTIONS
e livd|
¢ For In Vitro Diagnostic Use

Safety Precautions

A,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 these reagents 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 Low, Medium, and High
Controls is nonreactive for HIV-1, HIV-2, HCV, and HBV.
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The following warnings and precautions apply to:

controlll |, lcontroliml, and [control|h|

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

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-t-P352  IF ON SKIN: Wash with plenty of water.

P333-NP313 If skin irritation or rash occurs: Get medical advice /
attention.

P362+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

e This product is liquid ready-to-use.

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

« Prior to each use, mix by gentle inversion.

STORAGE
« Do not use past expiration date.
Storage Maximum Storage Additional Storage
Temperature Time Instructions,
Unopened 2to 8C Until expiration
date
Opened 2to 8C Until expiration Store tightly capped.
date

Store in an upright
position.

Return to refrigerated
storage after use.

INSTRUMENT PROCEDURE

* To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 4 drops of the
low control, 4 drops of the medium control, and 4 drops of the
high control into each sample cup in the assigned position.

* For instructions on ordering and loading controls on the

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

P 1 Abbott



INDICATIONS OF INSTABILITY OR DETERIORATION

Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, or if controls do
not meet the appropriate package insert and/or Alinity ci-series
Operations Manual criteria.

BIBLIOGRAPHY
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
Microbioiogicai and Biomedicai 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 Occupationaily 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%).

Key to Symbols

A Caution

Consult instructions for use

D ®
Manufacturer
X Temperature limitation
2 Use by/Expiration date
lenl Control Number
ICONCI Concentration
Icontrolll | Control (Low, Medium, High)
M In Vitro Diagnostic Medical
Device
@ Lot Number
1PRODUCT OF IRELAND | Product of Ireland
IRANGE 1 Range
List Number

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

Abbott Ireland
= Diagnostics Division C€
m I Finisklin Business Park
Sligo
Ireland
+353-71-9171712

Customer Service: Contact your local representative

or find country-specific contact Information on
www.abbottdiagnostics.com

Created June 2016.

©2016 Abbott Laboratories

Abbott
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ADDENDUM

to the Instruction for Use Alinity i AFP Controls (for Russia)

SHIPPING

Recommended shipping conditions for device is 2-8RC. 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 directed, The maximum shelf life of the medical device is 12
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  2.1.7.2790-10 dated December 12, 2010 “Sanitary-epidemiological
Requirements for the Management of Medical Waste".

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

LIST OF APPLICABLE STANDARDS

98/79/EC, EN ISO 9001, ISO 13485 EN ISO 18113-1, EN ISO 18113-2
POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device Is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of using MD are indicated in SDS. Safety
Data Sheets are available at www.abbottdiagnostics.com or contact your local

representative.
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Alinity |

AN KoHTponbHble maTepuanbl (Alinity i AFP Controls)

Pepakuus; vioHb 2016 T.

HANMEHOBAHWE (CokpalyeHHoe)

AdlM KoHTponbHble matepuans! (Alinity i AFP Controls)
(Takxe BcTpeuyaeTcsa no Tekcty: AFP Citrls)

HA3HAYEHWE

AdNM KoHTponbHble matepuans! (Alinity i AFP Controls)
npegHasHayeHbl A1 OLEHKM BOCMPOU3BOAUMOCTY TecTa u
BbISIBIEHUS CUCTEMATUYECKUX aHASIMTUHECKUX OTKIOHEHWIA

B paboumnx xapaktepuctukax aHanmsaropa Alinity i npu
KOIM4YeCcTBEHHOM onpegeneHun anba-cgetonpotenHa (Adll) B
CbIBOPOTKE U Mja3Me KPOBW YE/IOBEKA, a Takke B aMHUOTUYecKol
XNOKOCTU.

LlononHMTENbHY MHOPMaLMIO CM. B MHCTPYKLMW N0 NPUMEHEHUIO
K COOTBETCTBYIOLLEMY peareHTy 1 PykoBOACTBE MO 3KCMyaTauuu
Alinity ci-series.

COLOEPXNNMOE

ICONTROL |11, lcontrot Im{ N |CONTROL |H] COABPXAT OYMLLEHHBIA AdlT
(M3 CcbIBOPOTKM NYNOBWMHHOW KPOBW YesioBeka), NPUroTOBMEHHbIV

B chocdhaTHOM GychepHOM pacTBOpe C NPOTENHOBbLIM (Bbl4bUM)
cTabunusatopom. KoncepsaHnTbl: ProClin 300 n ProClin 950.
KOHTpO/M MMeIoT creayiolive Avanas3oHbl U LeneBble
KOHL,EHTpaLum:

Adn Adln

ICONCI  RANGE1  10ONC1  RANGEI
KoHTponb  Kon-so (ng/mL) (ng/mL)  (IU/mL) (IU/mU)
ICONTROLILI  1x80ml 20 1350-2650 166 11.21- 2200
|controtim| 1x80ml 200 135.00- 26500 166 112.05- 21995
IGONTROLIHI  1x80 ml 1000 675.00 - 132500 630 560.25 - 109.75

NMPUMEYAHVIE: Inana3oHbl, ykazaHHble B UHCTPYKLUK MO
NPUMEHEHNIO, He crneundUyUHbl N0 Cepusm 1 NpeacTaBNsioT
co60i1 06LLMe ananasoHbl 3HAYEHWN, reHepupyemblxX B TeyeHue
Ccpoka rogHoCcTu npoaykTa. Kaxaol nabopartopum pekomeHayetcs
yCTaHaB/IMBaTb CBOW COOCTBEHHbIE CPefHMe 3HaYeHus 1
AnanasoHbl NPUeMNeMbIX 3HaYEeHWIA, KOTopble AO/MKHbI ObiTb B
pamMkax AManasoHOB, YKa3aHHbIX B MHCTPYKLMN NO MPUMEHEHUIO.
McTouHnkamn oxugaemoli BapnabenbHOCTU MOryT ObiTb:

* Kanmbposka ¢ Cepus KoHTponss * Cepusi peareHTa
e Cepus ¢ AHanmsarop
KannépaTopa

MEPbI MPEAOCTOPOXHOCTU
. [in
e [na gnarHocTtukm In Vitro

Mepbl NPefOCTOPOXHOCTH

/ \,BHI/IMAHI/IE: [aHHbIN NPOAYKT COAEPXUT MOMyYEeHHble

OT YenoBeka WM/Mnu noTeHunanbLHo VIH(heKLI,I/IOHHbIe KOMMOHEHTHI.

CwmotpuTe pasgen COLEPXXVMOE aaHHOW MHCTPYKLMK MO
npUMeHeHnt0. Hn oanH 13 M3BECTHbIX METOAOB TECTUPOBaHUA
He MOXET rapaHTMpoBaTh, YTO MaTepuasbl, NoslyyYeHHble oT
yenoseka, UM UHaKTUBMPOBAaHHbIE MUKPOOPraHN3Mbl He
nepeHocAT nHdekumto. MNMoaTomy Bce mMatepuasibl, NOyYeHHble
OT YesnoBeka, crnefyeT cuMTaTb NOTEHUMNATBHO UHIEKLVOHHBIMU.
PekomeHgyeTcs obpallatbca ¢ peareHTamMu 1M obpasuamu,
noslyYyeHHbIMM OT YesoBeka, B COOTBETCTBUM co CTaHaapTom Mo
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06paLleHNo ¢ reMOKOHTaKTHbIMW NnaToreHamu, paspaboTaHHbIM
Ynpasnennem CLUA no oxpaHe Tpyfa WU NPOMbILLIEHHOI
rurneHe (OSHA). Mpu paboTe ¢ MaTepuanamu, cogepxatiumm
UM NPeAnooXMTENbHO COAEPXaLUMM NHIDEKLMOHHBbIE areHTbl,
cnegyet cobnogatb npasuna 6uonornyeckoli 6esonacHocTy,
YPOBEHb 2, WK Apyrve COOTBETCTBYIOLME MpaBuna
6uonoruyeckori 6esonacHoCTy.

Martepuansbl, NoMyYeHHblE OT YesloBeka, MCMOo/b30BaHHble B
HWU3KOM, CpefHEM WU BbICOKOM KOHTPONSAX, He peakTWBHbI Ha
HIV-1, HIV-2, HCV n HBV.

Cnepyolve npeaynpexaenus 1 Mepbl NpesocTOpPOXHOCTY
OTHOCSATCA «: |control|l |, [control|m| v |control|h]|

()

MNPEAYNPEXAEHNE CopepXut MeTUIM30TUa3oNoHbI.

H317 MoXeT BbI3blBaTb a/1/IEPIUYECKYI0 KOXHYIO

peakumio.

MpepoTepallyeHne

P261 M3beratb BAbIXaHUA TymaHa/napos/
asposonei.

pP272 He BbIHOCWTb 3arpsi3HEHHYI0 Ofexay C
pabouero mecTa.

P280 Monb3oBaTbCs 3alMTHBIMU NepyaTkamm/
3alMTHON oaexaoi/cpeacTBamn 3aLnTbl
rnas.

PearnposaHue

P302+P352 MNPY MOMALAHUN HA KOXXY: MpombITh
60/1bLLMM KOIMYECTBOM BOAbI.

P333+P313 Mpn pasgpaxeHnn KOXn nnv nosiBnieHn
cbinu: O6paTUTLCA K Bpauy.

P362+P364 CHATb 3arpsi3HEHHYI0 ofexay v
BbICTUPATb €e nepes nocneayoLwmm
MCMO/b30BaHNEM.

YTunusaums

P501 YTnnusumpyiite cogepXxumoe/KoHTeliHep B

COOTBETCTBUMN C CaHWUTapHbIMWU HOpMamu
P® (CanluH 2.1.7,2790-10 ot 09.12.2010).

MacnopTta 6e3onacHoCT AOCTYMHbI Ha caiiTe
www.abbottdiagnostics.com unn y MecTHoro npeacrasutens.
MoapobHy0 MHOPMaLMIO 0 HEOBXOAMMBIX Mepax
npefoCTOPOXHOCTM NpK paboTe C aHa/IM3aTopoM CM, B
PykosoacTtee no akcnnyartauum Alinity ci-series. Pasgen 8.

MoAroToBKA K NCIMOJ/Ib3OBAHUIO

* [aHHbI NPOAYKT NOCTaBNSAETCA Bixiiakom BUAE, FOTOB K
1CNO/Ib30BaHNIO.

*  [laHHbI NPOAYKT MOXET MCMO/b30BaTbCA HENOCPeACTBEHHO
nocne n3BfeyYeHns M3 MecTa XpaHeHus ¢ Temnepatypoi 2 - 8'C.

e llepes KaxabiM NCNONb30BaHWEM NepeMeLyBaiiTe, akkypaTHO
nepesBopaynBas 1akoHbI.

a. Abbott



XPAHEHUE
* He ucnonb3yiite nocne OKOHYaHUA CPOKa rofHOCTY,

[ononHutenbHble

Temnepatypa Makc, BpeMsi  MHCTPYKLMW Mo

XpaHeHus XpaHeHus XpaHeHuto
HeBckpbIThIli 2 - 8'C [lo okoHuaHus
hnakoH cpoka
rofHoOCTU
BcKpbIThIi 2-8C [lo OKOHYaHWA XpaHuTb BO (hnakoHax,
chnakoH cpoka N0THO 3aKPbITbIX
rofHoOCTU KpbILLKaMU.
XpaHuTb B
BEPTUKA/IbHOM
MOJSIOXKEHNN.

MNomectTuTb B
XOMOAUNbHYK nocne
MNCMNONb30BaHMS.

MPOUELYPA PABOTblI HA AHAJTIM3ATOPE

e [na nonyyeHusi pekOMeHAYeMOro o6bema KoBLPONBIA fepxute
chnakoH BepTvKasbHO M fobaBbTe 4 Kanaum HU3KOTO KOHTPOJSS,
4 Kannu cpefHero KOHTPO/s M 4 Kanin BbICOKOrebICOHTPONS B
Kabkayto uyalleuky Ana obpasia B COOTBETCTBYIO.LeR' no3numm,

e WHchopmaumio o 3akase U 3arpyske KOHTposeli B cMCTEMy CM, B
PykoBoacTBe no akcnnyatauuu Alinity ci-series, Pasgen 5,

MOKA3ATENN HECTABUNBHOCTU WIN NMOPYN

MokasaTensiMm HecTabUIbHOCTU WK MOPYU CNYXUT OCAAOK,
BUAMMblE cnedbl NPOTEeYKU, 3aMYTHEHHOCTb WM/ HECOOTBETCTBUE
KOHTpONeli KpUTepUsIM, ykasaHHbIM B MHCTPYKL UM MO NPUMEHEHWIO
n/vnn PykoBoacTBe no akcnayatauum Alinity ci-series,

BUBTNOIPA®INA

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,

dopmar uucen;

* B KauecTBe pasgenuTens TbiCAY MCMONb3yeTcs npoben
(npumep: 10 000 o6pasLoB),

* B KauecTBe pasgenutens LecATUYHbIX 3HAKOB WCMOMb3yeTcs
Touka (npumep: 3,12%),
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Vicnosib3yemMmble CUMBO/bI

BHumaHue
CM. VHCTPYKUMIO NO MPUMEHEHUIO
N3roToButens

TemnepaTypHblii guanasoH

Mcnonb3oBaTh A0/CpoK rogHoOCTH

KOHTPO/bHbIVi HOMep

ggsx QZD

KoHueHTpauus
KoHTponb (HU3KuiA, cpegHui,
BbICOKMIA)

MegunuuHckoe w3genve ans
auarHoctuky In Vitro

lcontroi|1 1

Homep cepun

lproduct of IRELAND | Mpoaykt VpnaHgun

RANGE [unanasoH

KatanoxHblii Homep

Alinity aBnsieTca ToprosBoil mapkoii komnaHun Abbott Laboratories B
pasnnyHbIX pUCAMKUMAX. Bce apyrie ToproBble Mapku SBSIOTCA
COGCTBEHHOCTbIO COOTBETCTBYIOLLMX Bfafe/bLEB.

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo

Ireland
+353-71-9171712

m |

CepBucHan nogaep>kka: O6patlaiiTecb kK CBOeMy MECTHOMY
npeacTaBUTESIO UM CMOTPUTE KOHTaKTHYIO MHChopMaLmio ans
Balleil cTpaHbl Ha caiTe www.abbottdiagnostics.com

Pepakums: mioHb 2016 .

©2016 Abbott Laboratories

ABTOpM30BaHHbI NpeacTaBuUTeNlb N3rOTOBUTENSA Ha TeppuTOpUn
Poccumn u gpyrux ctpad CHI™:

OO0 “2660TT /labopaTtopus”, 125171, Poccus, r. Mockea,
NeHuHrpapckoe wocce, 16A, cTpoeHue 1,

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

g J Abbott



NMPUNOXEHWE

K VHCTPYKUAW NO NPUMEHEHUIO KOHTPOSbHblE MaTepuasbl A1t NOATBEPKAEHUS

BOCNpPOM3BOANMOCTM W NPaBUNbHOCTN KO/INYECTBEHHOro onpeaeneHus aan)a-

(*)eTOI'IpOTeVIHa NMMYyHOXEMUNHOMUHECLEHTHBIM METOAOM B CbIBOPOTKE U MNiasme

KpoBu yenoseka mn amMHMoTUYEeCKOM XNOKOCTK

NMMYHOXUMUYECKNX

aHanusatopax Alinity i «<A®IM KoHTponbHble matepuans! (Alinity i AFP Controls)» ans

Poccumn

TPAHCMNOPTUPOBKA

M3genne pekomeHAyeTcsa TpaHCnopTvpoBaTh npu Temneparype 2-8*C. Wspenve

OCTaeTCA CTabW/bHBIM [0 OKOHYaHWSI CPOKA FOAHOCTY, YKa3aHHOTO Ha ynakoske. IMpu

TPaAHCMOPTUPOBAHNN C HApYLLEHVEM TEMMNEPATYPHOTO PEXMA U3AEMNE HE NOLANEXUT

npuMeHeHno. TPaHCMOPTUPOBKA OCYLLECTBASIETCS BCEMW BuAAaMM TpaHcnopTa B

KPbITbIX TPAHCMOPTHBLIX CPEACTBAaX B COOTBETCTBUW C NpaBuIamu NepeBo3KA rpy3os,

[ENCTBYIOLLMMM Ha KXA0M BUAe TpaHcnopTa.

FTAPAHTUAHBIE OBA3ATE/NLCTBA

Mpou3BoANTENb rapaHTUPYET, YTO MPY NPaBU/ILHOM XPaHEHUU 1 0GpPaLLEHNN U3Lenne

0CTaeTCsl CTabUNbHLIM [0 UCTEUEHUS CPOKA FOAHOCTY. MakcuManbHbI CPOK FOAHOCTH

MeauuMHCKOro msgenua He 6onee 12 mecsues c AaTbl npoussoAacTsa. Vsgenve, I—IHMCMI-I BUS“’IGM P"rk

XPaHWBLLEECS C HapyLIEHVEM PerfaMeHTUPOBAHHOTO MNPOW3BOAUTENEM PEXUMA,

NPUMEHEHWIO HE NOA/IEXUT.
TEXHNWYECKOE OBCNYXWBAHWE
He TpebyeTtcs.

TEKYUW,MA PEMOHT

He TpebyeTcs.

OAHHBIE  gns YTUWIU3ALMK 1
MEAWLMHCKOro N34ENNSA

S49D
Con3/1pgo

Iretm td

YHUUTOXEHUA

MeaunUMHCKOe U3AeNUe YTUIM3MPYIOT U YHUUYTOXAIOT B COOTBETCTBUM C Npasuiamu

obpalleHnsi € MEAULMHCKUMU  OTXOfamu,  PernameHTUpYHLUMUCS

CanluH

2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-anuaemMunosnornyeckme TpeboBaHNA K

06palLEeHNio C MEAULIMHCKUMU OTXOZAMM>.

Heo6Xx0AMMO cneaoBatb HaUMOHaMbHBIM CTaHAapTaMm Npu nepeaade u yTuausauum

n3aennsa, ero KOMNOHEHTOB 1 yNakoBKW.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEAVNLUNHCKOE N3LENNE

98/79/EC, EN ISO 9001, ISO 13486. EN ISO 18113-1, EN

MOTEHUWANBHbLIN MOTPEBUTE/b

MpochbeccroHanbHbIil Nonb3osaTens

ISO 18113-2

NH®OPMALIMA O HANMYNN B MEANUMHCKOM U3AENNN

NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPUNBHOCTb

Moctasnserca B HecTepusibHOM Buge. CTepmnmaaum nepeg npuMeHeHnem He

TpebyeTtcs,

NH®OPMALINA (6] BO3MOXHOCTHN

NMPUMEHEHWA

He noanexuT noBTOPHOMY MPUMEHEHUIO.

MATEPUAJIbIl >)xuBoTHOTO MNMPOUCXOXAEHNA

NMOBTOPHOIO

MaTepuanbl XMBOTHOTO MPOUCXOXKAEHUSI MPOBEPEHbI W PUCKM NpUMeHeHus MU

YyKasaHbl B I'IacnopTe 6e3onacHocTy. I'IacnopTa 6e30MacHOCTV MOXHO HaiTK Ha caiite

www.abbottdiagnostics.com nnn obpaTuTech K MECTHOMY NpPeACTaBUTENIO.
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SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH

Authorised OfFiciai
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[wnarHoctuyeckoe T:+353 43 3331000
noapasgeneHvie dakc; +353 43 3331001
PuHUCKNNH BbusHec Mapk,

Cnaiiro, Vipnangus

MoanucaHo: /nognuncaHo/ Jara: 24 viona 2019 T.

CenuH KroppaH (Celine Curran),

Cneumnanuct no HoOpMaTUBHO-MPABOBOMY PeryampoBaHuto
3660TT NpnaHausa,

[unarHocTnyeckoe noapasaeneHme

®uHUCKNMH busHec lMapk,

Cnaiiro, UpnaHgua

/MeuaTb: TOPFOBAA MANIATA CNANTO (MHK)
NOoANIMHHOCTL 3ACBUAETENBLCTBOBAHA AJOBPOCOBECTHO
YnonHomoueHHoe nuuo /nognucaHo/ 24.07.2019 r./

/MeyaTb: 3660TT UpnaHaus,
[unarHocTunyeckoe nogpasgeneHme
PUHUCKMH BursHec lMapk,

Cnaiiro

MpadcTBO Cnaliro

Wpnangunsa/

/MeyaTb: TOPFOBASA MANATA C/TANTO (MHK)
3ABEPEHHB1M CEPTU®UKAT O MPOUCXOXAEHWW/

/MopnucaHo/ 24.07. 2019 .

CenviH KroppaH (Celine Curran),
CneumanncT Mo HopMaTMBHO-NPaBOBOMY PEryIMPOBaHUI0

TeKCT B JOKYMeHTE «/IHCTPYKUMSA MO NPUMEHEHUIO» Ha aHTIMIACKOM MPYCCKOM
A3blKax MO/IHOCTbI COBNajaeT.

MepeBog ¢ aHIUIACKOrO A3blKa Ha PYCCKUI A3bIK BbINOMHEH MEPeBOAYMKOM
LLlaTHeBbIM Nnbeil Anekceesmnyem
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Poccuiickaa ®epepauyusi. fopos Mocksa.

TpuauaToro uona Ase Thicayn 4eBATHagUuaToro roga.

A, bopoHnHa EBreHmsa BnagumMunpoBHa, BPEMEHHO UCMONHAKOWAsS 06583aHHOCT M HOTapuyca
r. Mocksbl baxTagse 3nbmupbl OpbeBHbI, CBUAETE/NLCTBYHD MOA/MHHOCTL  MOANNCK
nepesogumka LlatHeBa Vnbn Anekceesnya.

Moannck caenaHa B MOEM MPUCYTCTBUM.
JINYHOCTb MoANMCaBLLIETO AOKYMEHT YCTaHOBMEHA.

3apeructpuposaHo B peectpe: N277/52-n/77-2019 - 2.- 2£ |
B3bickaHo no Tapudy 100 py6.

YnnayeHo 3a okasaHue ycsyr npaBoBOro M TEXHNYECKOro xapakrepa: --

E.B. bopoHuHa

Bcero npoLuHypoBaHo, n@oxymeposaH”
N cKpensaeHo nevarbto Q 6 ..../INCT..CP
BPWVO Hotapuyca...
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