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I, Eamonn Gill, Regulatory Afiairs Specialist, Abbott Ireland Diagnostics Division |,
Longford, Ireland, hereby certify that the attached documents that keep the number of
pages indicated below are the Instructbn for Use. These documents are in a lull
accordance with actual manuals of manufacturer.

A, Pimonhn Axunn, CHeynanuct peryasTopHOro otgena, 9660TT [uarHocTnyeckoe
MoppasfeneHne Wpnangusa, NoHrdopa, WpnaHgusa (Aoibheann Gill, Regulatory Alfairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacToAWMM
YAOCTOBEPSAID, YTO Npunaraemble JOYMUEHTbl B HUXENPUBeLEHHOM 06beMe CTpaHul,
ABNAITCA  MHCTPYKUMSAMUM MO MPUMEHEHUIO. 3TN  JOKYMEHTbl  MOJIHOCTbIO
COOTBETCTBYIOT PAKTUYECKON fOoYeHTauunun NpovM3BogUTeNs.

MHCTpYKLUMA NO NPUMEHEHUO Ha MefunuuHckoe wusgenue (Instruction for Use for
medical devise)

KOHTponbHble  maTepuasibl  ANA  MNOATBEPXAEHUA  BOCMPOM3BOAUMOCTM U
Nnpasu/IbLHOCTH KO/INYECTBEHHOr0 onpeaeneHns cBo6ofHOro T3
WMMYHOXEMW/TFOMUHECLIEHTHbIM METOLOM B CbIBOPOTKE W MN/a3Me KPOBM 4HesioBekKa
Ha MMMYHOXMMMUYECKMX aHanm3atopax Alinity i «T3 CB060aHbIN KOHTPO/NbHbIE
maTtepuans! (Alinity i Free T3 Controls)»

o1

0 TeKCTY WVHCTPYKUMM BCTPEYaloTCA BapuaHTbl HAMMEHOBAHWA MEAULMHCKMX U3LeNnii,
pvBefeHHble B Tabnuue HWKe, KOTOpble SBAAIOTCA CrpaBe/IMBbIMA M PaBHO3HAYHBIMM
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HavmeHoBaHve — HaumeHoBaHWe MeAULMHCKOrO W3AEeMSA Ha PYCCKOM CokpalLieHHoe
Ha aHr/INACKOM A3bIKE HavMeHoBaHue
A3bIKe (no TekcTy
[IOKYMEHTa)
Alinity i Free T3 Ha6op peareHTOB ans KonuyectBeHHoro T3 ~ CBOOOAHbIN
ReageptiKit'; mpppejeneHus -CBOOOAHPro T3 PeareHTbl (Alinity
UMMYHOXEMWTIFOMUHECLEHTHbLIM MEeTOLOM B i Free T3 Reagent
LI CbiBOPOTKe 1Y nnasme kdoBM denoBeka Ha Kit)

UMMYHOXUMMYECKNX aHanu3atopax Alinity i «T3
CBo60gHbIi PeareHTbl (Alinity i Free T3 Reagent

m<HE)»
Alinity i Free T3 Kanubpatopbl Ansa obecnedeHuss npasuiibHOCTM T3  CBOGOAHbIN
Calibrators KO/IMYECTBEHHOIO onpegeneHnss ceobogHoro T3  Kaimbpatopsl
NMMYHOXEMUTIOMUHECLIEHTHbLIM MEeTOL0M B (Alinity i Free T3

CbIBOPOTKE M nMnasMe KpoBM uyenoBeka Ha Calibrators)
UMMYHOXUMUYECKMX aHanmnsatopax Alinity i «T3

CBobogHblli  Kanmbpatopbl  (Alinity i Free T3
Calibrators)»

Alinity i Free T3 KoHTpo/bHble MaTepuasibl  ANA  NOATBepXAeHMA T3 CBO6OAHbIM

Controls BOCMPOMN3BOAMMOCTH " NPaBubHOCTY  KOHTPO/IbHbIE
KO/IMYECTBEHHOIO OMnpegeneHust ceobogHoro T3  matepuansl
UMMYHOXeMUTIFOMUHECLIEHTHBIM MeTOoLOM B (Alinity i Free T3

CbIBOPOTKE W MfasMe KpoBM 4esoBeka Ha  Controls)
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Ovision, Fax +353 43 3331001
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UMMYHOXUMMYeCKMX aHanusatopax Alinity i «T3
CB060aHbIi  KoHTponbHble Matepuanbl  (Alinity i
Free T3 Controls)»

CocTaB:
if Title Number
of pages
1 Instruction for Use for the Alinity i Free T3 Controls with ADDENDUM 3
for Russia.
2. WHCTpyKuusi no npumeHeHnto «T3 CB060AHbIA KOHTPO/bHbIE MaTepuasibi 3
(Alinity i Free T3 Controls)» ¢ MPNNOXXEHVEM gns Poccuu.
Signed: 6 anfvoxws C U i Date: O 'l ~Lo\

Entonn Gill

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford SNIOII L

Ireland

SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT INALL GOOD FAITH

Airthorised Official
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Alinity |
Free T3 Controls

Read Highlighted Changes: Revised February 2018.

NAME
Alinity i Free T3 Controls (also referred to as Free T3 Ctrls)

INTENDED USE

The Alinity | Free T3 Controls are for the estimation of test precision
and the detection of systematic analytical deviations of the Alinity i
analyzer (reagents, calibrators and instrument), when used for the
quantitative measurement of free triiodothyronine (Free T3) in human
serum and plasma.

For additional Information, refer to the Alinity i Free T3 reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

The ICONTROL11-1,kcontrol |m f*gnd lcontrol |h| contain T3 in human
serum. Preservative: Sodium azide.

The following concentration ranges may be used for individual
replicate control specifications on the Alinity i analyzer:

Fee T3 Preel3

conet TRANGEL JCONG RANGEL
Control Quantity  (pg/ml) (pgyiml) (pmolll)  (pmol/L)
JOONTROL1 1 X8.0 mL 31 2.02 - 4.09 4.8 31 - 6.29
lcontroity1 X8.0 mL 6.0 4.20 - 7.80 9.2 6.45 - 11.98
JOONTROL[h] 1 X8.0 mL 105 7.88 - 14.18 161 1210 - 21.77

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 * Reagent lot
« Calibrator lot ¢ Instrument

PRECAUTIONS

e s

¢ For In Vitro Diagnostic Use
+  IRQNLY!

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
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 controls 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 tn- |control|I [*
OONTROLIM1 g {CONTROL|H]|

Contains sodium azide.
EUH032

P501

Contact with acids liberates very toxic gas.
Dispose of contents / container in
accordance with local regulations.

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

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

PREPARATION FOR USE

¢ This product is liquid ready-to-use.

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

« Prior to each use, mix by gentle inversion.

STORAGE

« Do not use past expiration date.

Storage Maximum Additional Storage
Temperature ~ Storage Time Instructions
Unopened 2 to 8'C Until
expiration
date
Opened 2to 8C Until Store tightly capped.
expiration  Return to refrigerated
date

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.

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

1. 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.

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

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Vifyrkers From Occupationally Acquired Infections;
Approved Guideiine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.
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Note for number formatting:

¢ A space is used as thousands separator (exampie: 10 000
specimens).

« A period is used to separate the integer part from the fractionai
part of a number written in decimai form (exampie: 3.12%).

Key to Symbols

I1SO 15223 Symbols
Caution

Consuit instructions for use

B

Manufacturer

Temperature iimitation

A

C

Yy

X
Use by/Expiration date

2

M In Vitro Diagnostic Medical

Device

[~ Lot Number

List Number

other Symbols
Control Number

[em]
|coNC| Concentration

ICONTAINS: AZIDE | Contains Sodium Azide. Contact
with acids iiberates very toxic
gas.

control[l 1 Controi Low, Medium, High
(L,M,H)

IDISTRIBUTED IN THE USA BY |

1IINFORMATION FOR USA ONLY |

1PRODUCT OF IRELAND |

IRANGE 1

Distributed in the USA by

Information needed for United
States of America only
Product of Ireland

Range

I'r x ONLYI For use by or on the order of a
physician only (applicable to USA
classification only).

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

Abbott Ireiand
Diagnostics Division C€
Lisnamuck, Longford
Co. Longford
Ireiand
+353-43-3331000
IDISTRIBUTED IM 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
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ADDENDUM

to the Instruction for Use Alinity i Free T3 Controls (for Russia)

SHIPPING

Recommended shipping conditions fordevice is ambient. Device is stable
untii the expiration date indicated on the package. Ship in an enclosed carrier vehide
of any kind in accordance with shipping rules, applicable to the respective carrier
WARRANTY

Manufacturer guarantees that device remains stabie until the expiration date when
stored and handled as directed. The maximum shelf life of the medical device is 10
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
Destmct 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, 1272/2008/EC (CLP) as amended. 1907/2006/EC (REACH) as amended,
80/181/EEC, 2009/3/EC, Regulation (EC) 1069/2009, Regulation (EC) 142/2011,
CLASS 2013 (as amended), GHS (as amended), WHSR Part 7.1 (as amended), EN
1ISO 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, ISO 80000-1

POTENTIAL USER
Professional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any datgs
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.
DESCRIPTION OF TRACEABILITY FOR CONTROLS
Not applicable
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Alinity

T3 CBO6OAHbLIN KOHTPONbHbLIE MaTepunansbl

(Alinity i Free T3 Controls)

CM. BblaeneHHble nameHeHns. Pegakums: coeBpasib 2018 T.

HANMEHOBAHWE (CokpalieHHoe)

T3 CB060AHbIN KOHTponbHble MaTepuans! (Alinity i Free T3 Controls)
(Takxe BcTpeyaeTcs no TekcTy: Free T3 Ctrls)

HA3HAYEHWE

T3 CB0GOAHbIN KOHTpObHble MaTepumans! (Alinity i Free T3

Controls) npegHasHayeHbl 419 OLEHKN BOCNPOU3BOAMMOCTY TecTa
1 BbISIBEHUA CUCTEMATUYECKNX aHaNIMTUYECKUX OTKOHEeHUI B
pabounx xapakrtepuctukax aHanusaropa Alinity i (peareHToB,
KanmMbpaTopoB M aHanusaTopa) Npu KOIMYECTBEHHOM OnpeaeneHun
CBOGOHOTO TPUAOATMPOHMHA (CBOGOAHOTO T3) B CHIBOPOTKE U
nnasme KpoBuW YesioBeka.

JlononHUTENbHYI0 MHAOPMALMIO CM. B MHCTPYKLUW NO NPUMEHEHUIO

K COOTBETCTBYHLLEMY peareHty u PykoBoAcTBe Mo aKcnayaTtauum
Alinity ci-series.
COOEPXNMOE
ICONTROL[I *lcohtrol|m|u [controt|n| COAEPXAT T3 B CbIBOPOTKE
KpOBW YenoBeka. KOHCepBaHT: a3unfj HaTpus.
Cnepgytouine ananasoHbl KOHLEHTpaLUWA MOryT MCNO/b30BaTbCA
B MHAMBUAYaNIbHbIX CneungmrKaLmnax KOHTPOS Ha aHanmsatope
Alinity i:

CBoGoaHbI T3 CB0GOHbI T3

Toncl TRANGE1 koncl RANGEL

KoHTporb KormyecTtso (PBIM) (PBIM) (pmol/L) (pmoiA)

Irontrorl x 8.0 mL 31 2.02 - 4.8 31 -
4.09 6.29

Tontrorl 1l x 8.0 mL 6.0 4.20 - 9.2 6.45 -
7.80 11.98

iconTroL [*1 x 8.0 mL 10.5 7.88 - 16.1 12.10 -
14.18 21.77

NPVMEYAHUE: nanasoHbl, ykasaHHble B UHCTPYKLWK NO
NPUMEHEHUIO, He CMeLMUYHbI N0 CepusM W NpPeacTaBnsoT
co6oli 06lWmMe aranasoHbl 3HAYEHWUIA, TeHepupyeMbIX B TeueHue
cpoka rogHocTW npogykta. Kaxgoii naéopatopuy pekomeHayeTcst
yCTaHaB/MBaTb CBOM COBCTBEHHbIE CpPefHUe 3HAUYEHUs W
[1anasoHbl NPUEMSIEMbIX 3HAYEHUIA, KOTOPbIE [OMKHbI OblTb B
pamkax AuanasoHOB, YKasaHHbIX B MHCTPYKLWW NO MPUMEHEHWIO.
VICTOYHMKaMK OXUAAeMoli BapuabeibHOCTH MOTYT 6bITb:

* Kanubposka e Cepua koHTponsas e+ Cepus peareHTa
« Cepua * Ananusatop
Kanubparopa

MEPbI MPEOOCTOPOXHOCTW
Lin

¢ [Onsa gnarHocTtukm In Vitro
IR> ONLY |

Mepbl NPeAoCTOPO)KHOCTU

t BHVIMAHUE: [aHHblil NPOAYKT COAEPXMT
MoslydeHHble OT YesoBeka MU NOTEHUUAIBHO UHKEKLIMOHHbIe
KOMMNOHEHTbI. CmoTpuTe pasgen COLEPXVIMOE aaHHoi
VHCTPYKLMM MO NPUMEHEHMI0. HW OfiUH N3 U3BECTHbIX
METO/0B TECTVUPOBAHUS HE MOXET rapaHTUpoBaTh, YTO
marepuasbl, MoslyyYeHHbIe OT YeN0BeKa, WM NHAKTUBUPOBAHHbIE
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MWKpPOOPraHn3Mbl He NepeHOCAT MHdekumto. MoaTomy Bce
MmaTepuasibl, NOMy4YeHHbIe OT YesloBeka, crnefyeT cuutaTb
noTeHLUMaIbHO MHPEKLMOHHbIMK. PekomeHayeTca obpatiarbes
C Ai@aHHbIM MPOAYKTOM 1 o6pasuamm, nonyYeHHbIMU OT
yenoseka, B COOTBETCTBUM cO CTaHAapToM Mo obpatleHuto ¢
reMOKOHTaKTHbIMW naToreHamu, paspaboTaHHbIM YnpasieHnem
CLUA no oxpaHe TpyAa W NPOMbILLMIEHHO TUrneHe
(OSHA). lMpn pa6oTte ¢ MaTepuanamu, Coaepxalimumm nm
NpeAnoNoXUTENBHO COAePXaLlMMn UH(DEKLMOHHbIE areHTbl,
cnefyet cobnofaTh npasuna 6uonornyeckoin 6esonacHocTu,
YPOBEHb 2, UNW Apyrue COOTBETCTBYIOLIME npaBuna
6uonornyeckoil 6esonacHoCTy.

Martepuas, nosyyeHHbli OT YenoBeEKa, UCMOMb30BaHHbIV B
KOHTpONISX, He peakTMBeH Ha HBsAg, HIV1 RNA wam HIV-1 Ag ,
aHTN-HCV 1 aHTn-H1Y-1I/H1Y-2.

Cnegytowme npeaynpexgeHns n Mepbl NpeaocTopoXHOCTU

oTHocsTest K-1 "trol|1| |control|M| 1 |control]h|

CopepXuT asug, HaTpus.

EUH032 Mpn KOHTaKTe c Kucnotamu obpasyeTcs

BbICOKOTOKCUYHBIIA ras.

P501 YTunusnpyite copepxnmoe/koHTeliHep B

COOTBETCTBUM C CAHWTAPHbLIMW HOpPMamm
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e3onacHOCTU AOCTYMHbI Ha caiite
www.abbottcliagnostics.com wan y MecTHOro npegcrasutens.
Moapo6Hyto MHhopMaLmio 0 HEO6XOAMMbIX Mepax
NpPeAoCTOPOXHOCTU Npu paboTe ¢ aHaIM3aTOPOM CM. B
PykoBoacTBe no akcnayaTauum Alinity ci-series. Pasgen 8.

MnoAroToBKA K MCIOJ/Ib3OBAHUIO

e [laHHbI NPOJYKT MOCTABNAETCA B XUAKOM BUAE, rOTOB K
1ICMO/b30BaHUIO.

e [laHHbIi NPoAYKT MOXET MCNOMb30BaTbCsi HEMOCPEACTBEHHO
nocne M3B/IEYEHUsI U3 MecTa XpaHeHust ¢ Temnepatypoit 2 - 8'C.

* TlepeA KaxabiM MCNOMb30BaHWEM MepeMeLLmBaiiTe, akkypaTHO
nepesopaymBas iakoH.

XPAHEHVE
He ncnonb3yiitTe nocne nctevyeHns cpoka rofHoCTU.

JononHuTensHole

Temnepatypa Makc, Bpems VHCTPYKLUUW Nno

XpaHeHus XpaHeHus XpaHeHo
HeBckpbIThlii 2 - 8C [0 oKoH4aHuA
dnakoH cpoka
rofHocTn
BcKpbITbIi 2-8C [lo oKoHYaHMs  XpaHuTb BO
hnakoH Cpoka chnakoHax,
rofHocTn NOTHO 3aKPbITbIX
KpbILLKaMK.
Mocne
MCNO/b30BaHWs
XpaHuTe B

OXNAXKAEHHOM BUe.

FH Abbott
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NMPOLEAYPA PABOTbI HA AHANIM3ATOPE

e [nA nonyyeHus pekomeHAyeMoro o6bema KOHTPOSIEH AepxuTe
chnakoH BepTUKasibHO ¥ fob6aBbTe 4 Kanau HU3KOrO0 KOHTPOIS,
4 kannu cpefHero KOHTPONSA U 4 Kannu BbICOKOTO KOHTPO/S B
Kaxkayto Yalleuyky Ans obpasua B COOTBETCTBYOLWEN NO3nLuK.

e VHcbopmaumio o 3akase 1 3arpyske KOHTPOMIEH B CUCTEMY CM. B
PykoBogcTtee no akcnnyaTauum Alinity ci-series, Pasgen 5.

MOKA3ATENN HECTABUNBHOCTW W NMOPYNA
MokasaTensiMm HecTaGUILHOCTU WU MOPYUN CIYXUT 0Cafok,
BUAMMbIE Criefibl MPOTEYKM, 3aMyTHEHHOCTb WM HECOOTBETCTBUE
KOHTPO/EA KPUTEPUAM, YKasaHHbIM B MHCTPYKLMW NO NPUMEHEHUIO
n/vnn PykoBoacTee no akcnnyaTauum Alinity ci-series.

BNBNTNOIrPA®UA

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

2. US Department of Heaith and Human Services. Biosafety in
Microbioiogicai and Biomedical Laboratories. 5th ed. Washington, DC;
US Government Printing Office; December 2009.

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

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Viforkers From Occupationaily Acquired infections:
Approved Guideiine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.

dopmar yucen:

* B kayecTBe pasfenutens TbiCAY UCNOMb3yeTcA npoben (npumep:
10 000 o6pasuos).

* B kayecTBe pasfgenurens [ecATUYHbIX 3HAKOB WMCMO/b3yeTcs
Touka (npumep: 3.12%).

Vicnonb3yemble CUMBO/IbI
CumBonebl ISO 15223
BHuMmaHne

A
cu

CM. MHCTPYKUUIO no
NPUMEHEHNIO
M3rotosuTens

TemnepaTypHblii AnanasoH
Vcnonb3oBatb A0/CpoK rogHOCTH

MeguunHckoe unsgenve ans
AnarHocTukm In Vitro
Howmep cepun

KaTtanoxHblii Homep

[pyrve cumBosbI
M KOHTPO/bHbIA HOMEp

CONCj KoHueHTpauusa

CopepXuT asug, HaTpus.

Mpy KOHTaKTe € Kuciotamun
o6pasyeTcsi BbICOKOTOKCUYHBI
ras.

KoHTponb Huskuii, CpeaHwid,
Bbicokuit (L,.MH)_ .
niillpuiiolo(p SNILIAT ' =m

COMTAINS; AZIDE |

CONTROL L

DISTRIBUTeP IN THE USABY '

INFORMATION FOR USA ONLY IMHdpopmauma fabko gns CLUA

PRODUCT OF IRELAND Mpoaykt Vpnaxgum
[vnana3soH

[ns ncnonb3oBaHUsA TONbKO
MeAULMHCKUM PaboTHUKOM
(NPUMEHNMO TONbKO K
Kknaccudukauun CLUA)
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Alinity sIBnsieTca ToproBoil Mapkoii komnaHun Abbott Laboratories B
pasnnuHbIX pUCAnKLMsX. Bce Apyrue TOprosble Mapku SBASKOTCA
CO6CTBEHHOCTbIO COOTBETCTBYHOLMX BNAAENbLEB.
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Ireland
+353-43-3331000
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CepBucHas nogaepsrka: O6paliaiTecb K CBOEMY MECTHOMY
npeAcTaBUTENIO UM CMOTPUTE KOHTaKTHYIO MHAopMaumio ans
Balleli cTpaHbl Ha caiite www.abbottdiagnostics.com
Pepakuus: despanb 2018 .

©2016, 2018 Abbott Laboratories

ABTOpPU30BaHHbIA NpeAcTaBUTE b U3rOTOBUTENSA Ha TeppUTOPUn
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MPUNOXEHNE

K MHCTPYKUUM no npumeHeHunto T3 CBOGOAHbIN KOHTponbHble MaTtepuasnbl (Alinity i

Free T3 Controls) gnsa Poccun
TPAHCIMOPTUPOBKA

Mspenve pekomeHayeTcs TpaHcnopTupoBsaTh 6e3 TemnepaTypHbIX
orpaHuyeHuii. N3genve octaetcs CTaGUAbHBIM [0 OKOHYAHWS CpOKa [OAHOCTH,
yKasaHHOrO Ha ynakoBke. TpaHCMOPTUPOBKA OCYLIECTBMSETCA BCEMU BUfaMn
TpaHcnopTa B KPbITbIX TPAHCMOPTHLIX CPeACTBax B COOTBETCTBUAW C NpaBunamu

nepeBO3KM IPy30B, [efiCTBYIOWMMM Ha KaX/A0M BUAE TpaHcnopTa.
FTAPAHTUNHBLIE OBA3ATE/NIbCTBA

MpounsBoauTENb rapaHTUPYeT, YTO NPU NPaBUILHOM XPaHEeHUN 1 06paLLeHun nsaenve
0CTaeTCA CTabUMbHLIM 0 UCTEUEHNS CPOKa FOAHOCTU. MakKcUMasibHbIi CPOK FOAHOCTH
MeJMLMHCKOTO u3aenus He Gonee 10 MecsueB C faTbl NpousBoACTBa. V3penve,
XpaHMBLUEECS C HapylleHWeM pernaMeHTUPOBAHHOTO MPOU3BOAUTENEM peXnMa,

NPUMEeHEHNI0 He nognexwuT (B cootBeTcTBum ¢ FTOCT P 51088-2013).
TEXHWYECKOE OBCNYXWBAHUE

He TpebyeTca.

TEKYLW NI PEMOHT

He TpebyeTca.

AOAHHBIE  ON4A YTUNN3ALUNN N YHUUYTOXEHUA
MEONUWNHCKOIo N3Jgennd

MeguuMHCKoe U3fenue YyTUAMSNPYIOT W YHUYTOXAOT B COOTBETCTBMM C NpasBunamu
obpalleHnss C MEeAWULUMHCKUMKM — OTXOAamK, — pernameHTupylolwmmncs  CaHlMuH
2.1.7.2790-10 oT 12.12.2010 «CaHuTapHo-anugemuonoruyeckne TpeboBaHuA K
06paLLeHNI0 C MeNLMHCKUMU OTXOAaMM.

Heo6xoanMo crefioBaTb HaUMOHA/IbHBIM CTaHAapTam npu nepejaye v yTuansauuu
U3A€enus, ero KOMNOHEHTOB W YNaKoBKU.

NMEPEYEHb CTAHAOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLUMNHCKOE U3AENNE

98/79/EC. 1272/2008/EC (CLP) C nonpaskamu, 1907/2006/EC (REACH) c
nonpaskamu. 80/181/EEC, 2009/3/EC, PernameHT (EC) 1069/2009, PernameHT (EC)
142/2011, CLASS 2013 (c nonpaskamu), GHS (c nonpaskamu). WHSR Yactb 7.1 (c
nonpaskamu). EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641, EN 13612, EN Q
ISO 15223-1. EN 980, EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO
23640, EN I1SO 20776-1, EN 13975, EN ISO 17511, ISO 80000-1
MOTEHUNA/IbHbIV NMOTPEBUTE/b

MpodheccroHanbHbIii Nonb3oBaTenb

NH®OPMALUNA O HATNYN B MEOAVNLUWNHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copgepxut

CTEPU/IBHOCTb r 1
MocTaBnsieTcs B HecTepusbHOM Buge. CTepunusauus nepes NpUMEHEHWEM He ?

TpebyeTcs. a
NH®OPMALNA O BO3MOXHOCTKN NMOBTOPHOIO

NMPUMEHEHWNA

= m

He noAnexurt NOBTOPHOMY NPUMEHEHNI0.
MATEPUNANDBI XXKXBOTHOT O NMPONCXOXAEHNA

Matepuanbl XMBOTHOTO MPOUCXOXAEHWSI NPOBEPEHbl W PUCKM NpUMeHeHus MU
ykasaHbl B MacnopTte 6esonacHocTu. Macnopta 6€30MacHOCTI MOXHO HAaliTK Ha caiiTe
www.abbottdiagnostics.com unn o6patutecb kK MECTHOMY NPeACTaBUTENHO. ssct

OMUCAHUWE METPOJTIOMTMYECKOW MPOCEXUBAEMOCTH
KOHTPOJ/IbHbIX MATEPNAJTIOB

He npumeHumo

SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT INALL GOOD FAITH
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Poccuniickas depepaums. Fopos MockBa.

BocemHaguaToOro dpeBpasis e ThbiCAUM AeBATHaALATOro roja.

A, baxTaase dnbmupa HOpbeBHa, HOTapuyc r. MOCKBbI, cBUAETE/ILCTBYIO MNOA/IMHHOCTD
noanucu nepeBogunka YnMcTsaKoBOW BukTopuum JMUTPUEBHBI.

Moanuch caenaHa B MOEM MPUCYTCTBUMN.
JINYHOCTbL NoAnucaBLUEro AOKYMEHT YyCTaHOB/IEHA.

3aperu oBaHoO B peecTpe: Ne77/52-H/77-2019-J-
dy 100 py6.

npaBOBOro N TEXHUYECKOro Xxapakrtepa: --

2.10. baxTapgse

Bcero npolHypoBaHo, NPOHYMEPOBAHO ,,
M CKpensieHo neyarsho. bt Cl2 2. mcT. )V \®

HoTapuyc....... N )

MpowwnTo B KONMYecTBe ™ NIUCTOB

» NgEINNN2019 roga
[OupekTop HanpasneHua "Knun*te$e nccnegosaHmnsa™ OO0
<NHBUTPO»

4. 3. HoBukoBa
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