Alinity |
Total T3 Calibrators

Read Highlighted Changes: Revised February 2018.

NAME

Alinity i Total T3 Calibrators (also referred to as Total T3 Cals)

INTENDED USE

The Alinity | Total T3 Calibrators are for the calibration of the Alinity
i analyzer when used for the quantitative determination of total
triiodothyronine (Total T3) in human serum and plasma.

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

CONTENTS

The contain human serum. Preservative: Sodium
azide.
The calibrators are at the following concentrations:

Taad T3 CONG
Calibrator Quantity (ng/ri) (nmol/L)
1 X3.0 mL 0.20 0.31
1X3.0 mL 0.50 0.77
1X3.0 mL 0.75 115
1X3.0 mL 150 2.30
I* AlB| 1X3.0mL 3.50 5.38
1X3.0mL 6.00 9.22

MATERIALS REQUIRED BUT NOT PROVIDED

¢ 04R1001 Alinity ci-series Calibrator/Control Replacement Caps

STANDARDIZATION

The calibrators are manufactured using Certified Reference

Material (CRM), Triiodo-L-Thyronine (T3), and signal matched to
Abbott internal reference standards, which are traceable to the

CRM Triiodo-L-Thyronine (T3) at each concentration level. The
concentration of the CRM Triiodo-L-Thyronine (T3) used to make the
internal reference standards is determined by HPLC.

PRECAUTIONS
H
«  For In Vitro Diagnostic Use
a

Safety Precautions

)i( 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 calibrators is
nonreactive for HBsAg, HV-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: Ig**-1*! to |b*‘-|f|

Contains sodium azide.

EUHO032 Contact with acids liberates very toxic gas.

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

« 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 Additional Storage
Temperature  Storage Time Instructions
Unopened 2 to 8'C Until
expiration
date
Opened 210 8C Until Store tightly capped with
expiration new replacement cap.

date 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.

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,
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I, Aoibhednn Gill, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division,
Longford, 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, Uson T'unn, CneumanHcT peryasropHoro otaena, 366orr JIuarsocrHueckoe
Tonpa3saesenue Hpnanaus, Jlourgopa, Hpnanana (Aoibhednn Gill, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), nHacrosumm
YAOCTOBEPAIO, YTO NPHUAAracMBEIC AOKYMEHTH B HKIKEMPHBEACHHOM ofbeme CTpaHHL,
ABRAIOTCA MHCTPYKUMAMH M0 NPHMCHCHHIO. 3TH JOKYMCHTH  MOJHOCTHIO
COOTBETCTBYIOT GaKTHUECKON JOKYMEHTALMH IPOH3BOMTEA, '

Hucrpyxnsua no npaMesieHNIo Ha Meanmmanckoe maneane (Instruction for Use for
medical devise)

Kann6patopst Ans ofecneuenis NPABRALHOCTH KOJAHISCTBEHHOTO ONpeACIcHuS
ofmero T3 HMMYHOXEMH/IIOMHHECHEHTHLIM METOROM B CMBOPOTKE H ILIAIMe
KPOBH 49€/I0BeKA HR HMMYHOXHMHYECKHX aHanusaTopax Alinity i «T3 O6ummi
Kann6patopst (Alinity i Total T3 Calibrators)»

[To TexcTy HMCTPYKUMH BCTPEMAIOTCA BAPHAHTHI HAHMEHOBAHHI MEAHIHHCKHX HIAENHH,
npuBefcHHbe B TabNHLE HIDKe, KOTOphic ABNAIOTCA CNPABEANHBLIMH M PABHOIHAYHBIME
(Instruction for Use includes the followings true and equivalent short names of medical devices

listed in table):

Haumesiopazne | Haumenosanne MeaHUMHCKOTO H3AenHs Ha pycckoM |  Cokpamentoe
Ha aHrnHH#CKOM A3biKe - | HanMenopaHue
A3bIKE (no Texcty

DOKYMEHTR)
Alinity i Total | Habop peareHToB mns  xouiHdecTseHHoro | T3 O6mni
T3 Reagent Kit | onpeaenenns obiero T3 | Pearenta (Alinity
HMMYHOXCMUNIOMAHECUCATHBIM  MCTONOM B | i Total T3 Reagent
CHIBOPOTKE H NNasMe KpoBH wesiopexka Ha | Kit)
HNMYHOXHMHYECKHX aHammiatopax Alinity i «T3
O6uit Pearentii (Alinity i Total T3 Reagent Kith»
Alinity i Total | Kamfparopy mia ofecnewesns npasmmbHocTH | T3 O6Gmpuii
T3 Calibrators KONWYCCTBCHHOrO  onpeaeneius obmero T3 | Kanubparoput
HMMYHOXCMHNIOMHHECICHTHEIM ~ MeToaoM B | (Alinity i Total T3
CHIBOPOTKe H [uasMe KpoBu uenosexa Ha | Calibrators)
HMMYHOXHMHYECKHX aHanusaropax Alinity i «T3
O6umult KanuGpatopmt (Alinity i Total T3
Calibrators)»
Alinity i Total | Paz6aBuTens mis pyvHOro pazsefenus obpasuos | T3 O6mni
T3 Manual | iz Hecnenopanua obmero T3 ¢ wcnonssosanueM | PasGasurens  an
Diluent HaGopa T3 OG6ui PearenTnl Ha | pyaHoro
HMMYHOXMMHYECKHX aHanusaropax Alinity i «T3 | passeaenun
O6mult PasGaBuTens ans pyunoro paseeachns | (Alinity i Total T3
(Alinity i Total T3 Manual Diluent)»
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Manual Diluent)



Abbott Ireland Diagnostics Tel. +353 43 3331000

Division, Fax +353 43 3331001
Lisnamuck,
Longford
Co. Longford
Ireland
Cocras:
# Title Number
of pages
1 Instruction for Use for the Alinity i Total T3 Calibrators with ADDENDUM 3
for Russia.
2. VHcTpyKumsa no npumeHeHuto T3 O6wwmii Kanmbpatopsl (Alinity i Total T3 4

Calibrators) ¢ MPUNTOXXEHNEM pgns Poccun.

Signed: Date: » /"~ [7] 27319

Aoibheann Gill

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland
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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. siosafety 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

1SO 15223 Symbols

A Caution

Da Consult instructions for use

Manufacturer
Temperature limitation

Use by/Expiration date

N P K

in vitro Diagnostic Medical
Device
Lot Number

N

List Number
HKI Serial number
other Symbols
Calibrator (A,B,C,D,E or F)
Control Number
Concentration

iconcl

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

Distributed In the USA by

ICONTAINSI AZIDE |

IDISTRIBUTED IN THE USA BY |
Information needed for United
States of America only
Product of Ireland

lINFORMATION FOR USA ONLY |

IPRODUCT OF IRELAND |

IRx ONLY | 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.
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

FH Abbott



ADDENDUM

1o the inelruction for Uss Alinity | Total T3 Cafbrators (for Russia)

SHIPPING

Recommandad shipping condiions for devios s 2-8 in single-uee Thamo containers
containing cooknt elements, O In reusable thermo Containgrs with automadcally
malrtelnsd temperakre of I suloreliigerators using theemal indicalors. Devioe is
stable uril the expiration dets indioated on the package. Devios is no longer sultable
for use ¥ shipping temparsire Smits have beer: vicksiad. Ship in an enclosed camier
vahicte of any Kind in sccoriance with shipping nies, applicabie 10 the respecive
camier.

WARRANTY

Manufacturer guaranises that device semaina atable undil the axpiration dale when
$0red and hancied as direcked. The maxiawm shelf e of the medionl devios is 12
months from dets of manutackuing. Devios naust be Eecaried if $tored wilh devielons
0 MANUERCIINSr'S MGUINeTVINS.

MAINTENANCE

Not recuired.

REPAIRS

Nt requirsd.
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
DOastruct and dispose of a medioal devios in accordance wilth the requisements of
SanPin 2.4.7.2790-10 deled December 12, 2010 “Sanitary-spideniologicsl
Recuiraments for the Managament of Medionl Vasls”,

Tranemit and disposs of a prochuct and its components and packaging in A0C0KIANCS
with local reguiaiions.

LIST OF APPLICABLE STANDARDS

SGITOEC, 12722008/EC (CLP) as smended, 1907/2000/EC (REACH) as amended,
B0HIIEEC, 200000EC, Reguision (EC) 1006/2000, Reguistion (EC) 14272011,
CLASS 2013 (a3 amended), GHS (as amended), WHSR Part 7.1 (as amanded), EN
1S0 9004, IS0 13486, ENISO $4971, EN 13841, EN 13612, EN ISO 13228-1, EN 980,
EN ISO 18113-1, EN 180 18113-2, EN 180 18113-9, EN 180 23640, EN 180 20778~
1, EN 13078, EN 18O 17511, 150 80000-1, EN 18D 15193, EN IS0 15194
POTENTIAL USER

The Alinkly | Total TS Cafibralors is infanded 10 be usad in a variety of cliniosl and
faboratory oONGONS, INCKIAING, Wilhowt Imitation, hospitale and Iebortories, whose
Porsonnel have been Wnained in e uee of e Alinity | snalyer,
INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Ooes not contain any dnugs

STERILIZATION

Medical device ls not required 1o be slerile.

INFORMATION ABOUT POSSIBLITY OF MULTIPLE
APPLICATION

Medical device cannot be re-applied

MATERIALS OF ANINAL ORIGIN

Materiais of animal osigin aretesied and risks of using MD are indicated in SD3. Safety
Dsta Shests are avelable st www.sbbolkGagnostics.com or contact your loosl
repraseniative.
INDICATIONS AND CONTRA-INDICATIONS FOR USE

Not applosble.

STORAGE AND USE CONDITION

Skrage of Medical device at a temparaiure of 2 °C 10 8 °C should be carried ot in cold
f00MS OF in refigaralons groviding & reguisted WMPEaNe regivee with & dalty
forvperakre recond.
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Alinity i
T3 OGumit KannGparopos
{Alinlty | Total T3 Calibrators)

Cit. SOSReNNng ngaapieninen. Posnupan: oapans 2016 1.

HAMMEHOBAHME (Coxpawetitos)

Ty Obuyvi Kanubpatopi: (Alinity | Total Ty Callbrators)

(vaoxe BCTPeURETCH 10 TeKcTy: Total Ty Cals)

HASHAYEHUE

Ts OBwwit Knnnbpatope (Alinity | Totad Ts Calibrators)
MPONHASHAVEHN ANA KANKEPOBKK aHanmaaTopa Alnty § npw
KOMAMOCTBOHHOM ONPENSINHN 06LIOF0 TPWAOAOTHPOHWHA (o6iuero
Ta) © CLIBOPOTRS M ANIRIME KPOBH YEN0BEKA,
CONONHATENLHYI0 MHGOPMALLIND CIA, B MHCTPYKLINM N0 NPHMSHEHNG
X COOTRTCTRYIOULSMY DOArSHTY M 8 PYosoncTes no IKCIVIYATALM
Alinity cl-series,

CONEPXKMOE

{ei]a] . [CATF] oonepwat copOpaTRY KPOBK HENOBEKE. KOHOSPEANT:
2300 HATPHA,

KAnWEpaTophl XapaKTOPHSYIOTCA CNBAYIOLLINN HEHOHHAMIY

Ofupal T, [S00¢]
Kuaniperep Kampuecae (ap/ml} fmell)
1% 30 mL 020 0.8
1x30m 0.50 Y
1%30mL 078 115
1x30mt 180 280
350 L
.00 922
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TOMOKOHTAKTHLIMN NATOrSHAMN, PEIPASOTINHLM YNPASISHIeM
CLUA NO CXPANE TPYOR W NPOMLILLNGHHON FIrneHe
{OSHA). Mpn patioTe ¢ MATEPHANAMK, CORSHKALLIMA MW

o MATRPHANDI, NOMYHOHHLIS OT VENDBOKE, HCNONLIEEHHLIA B
KanuBpaTOpaX, He POAKTHEHL! HA HBSAQ, HIV-1 RNA uan HIV-1
Ag,m-l'lc\lummm

PO (Canfivi 2.1.7.2790-10 o 09.12.2010),

wmmmm
WW.abbottcRagnoslios.com M i MOOTHOTO NPOACTABKTEM.
IONPOGHYIO HHHOPMALIND O HOOBXDAMMLIX MEPAX
NPAACOTOPONHOCTY NPH PAGOTE C AHANMIATOPOM CM. &
PyxoeoncTes NG axchmaTauwm Alinity ci-series, Paanen B.
kam
el POAYXT NOCTASAISTCH B MANKOM SWS, FOTOS K
MCNORLIORANING,
o Dasibil NPORYXT MIDNET RCNTHIOBATLCR HENOCPSACTORHHD
NOCNE RISACUSHIN U3 MOCTA XPRHSHMA C TeMnepaTypoii 2 - 8°'C.
*  open KKILM HCTIONLIOEEHIEM NSNOMOLINSIATSE, AXKYPETHO
NOPSROPAYMGAN PRIXOM.




XPAHEHWE
®  Ho MCNONLIYATE NOCAE HCTEUSHIA CPOKA FOAHOCTI,

KPOHOHWA  XDAHOHWS  CTPYRING BO XDRHSHING
Hescxpunut 2 - 8°C oo
Pnaxon OKOHUIHNA
cpoxa
FOLHOCTH
Bcxpummt 2-8C Do Xpanutn 5O GRaxoHax,
Pnaxon OKOWUSHAR  MNOTHO SAKPITRIX
cpoxa HOBUMN JRMEHASMLIMG
fORHOCTW KPbLAL KAMN.
MomecTHTs 8
RONOLMALHIK NOCHS
WCNONLIVBANMA,

CUCTeNA OTCAIRHEAST CTAEUNBHOCTD IPH HCNONLIOBBNIN -
DAENOL BDOMEHMN, 8 TEUSHNE KOTOPOrD KAMMGPATOP HAXOIWTCA
BNG XONOOMNLHIKA HA GOPTY BHAMSATOPA, CHCTEME HO NOIBONKT
HCNONMIDBATL KASWGDATOD, RCHM NBPVIOD CTABUNLHOCTH

NPH NCNONLIOBAHIN HCTOR, CM, MAKCHMANGHOS IHANOHUE
CTRGMABHOCTM NPH HCNGNLIOBAHKK B OTUETE ‘TIADAMETDL!
TocTOS". [ONONHNTENLHYIO WHGOPMBLUWD O CTABUALNOCTM NPH

#2 NeuaTH O, B PyxouoacToe No okCnyaraunn Alinky cl-series,
Paapen 3.

I'I’OI.IERYPAPABO‘I’HHAM‘IOPE
MapameTpit COPHN KANWEPATOPA MOTYT BBOAMTHES NPM NOMOLLW

o MHpOPMALMIO O HACTPOIKS NEPAMETROB KAMEDATODA CM, §

*  ViHgopMaLIWg O 3AK330 M JATPYIKE KANMBPATOPOs & CHOTEMY
cM. B8 PyxoaoncTas no axcrnyaraum Alinily ci-series, Paanen 5.

MPOUERAYPHI KOHTPONA KAYECTBA

Ara ouerxi KaNnGPOBKIe TECTA HBOBXDOMMO NPOTECTPOBATL NO

ORHOMY KOHTROSNO KAXNIOTD YPOBHA. YEEMTECH, UTO JHAUOHIN

KOHTPONH HAXDRATCH 8 MPEOSTEX MMATIEIOHE SONYCTHMLIX

SHAMOHW, YKASEHNGLIX 8 COOTRETCTEYIOLISH MHCTPYXLING PO

NPWNBHEHND,

VIHQOPMALLING O JBKASS KOHTPONSH C\. & PyxosancTee no

s«cnyatauws Alinity ci-series, Paanen 5.

MOCNS NDWHATHA K COXPAHEHM PE3YNLTAETOR KARAWOPOGEM TOCTA BCE

OCNARYIOWNS 06PANL MIKHO TECTHPOSETL 603 NPOABEPUTENLHOR

KR/MGPOBKM, KDOME TEX CRYLAES, KORDA:

*  ACNOMIYETCA HAGOP POANEHTOR ¢ HOBLIM HOMBPOM CEpWL.

¢ PeaynbTares EXSONOBHON NPOUBYPH KOHTPONA KaveCTsa
HANORATCA BHE CTATUCTIMECKH OGOCHOSAHOND LNSNA30HA
KONTDONA KANBCTEA, UCNONLIYOMOIO ANA MOHWTORWHIA W
KOHTRONA PABOML XADAKTODHCTIK CUCTOMb), KAK YKA3AHO 8
paigene TiPoUERYPL! KOHTPONA KAYSCTEAR" UHCTDYKLIMM NO
NPHMSHEHND K COOTRETCTRYIOUISMY PEATSHTY.

®  ECOW CTATMCTIMECKN DGOCHOSAHHLI DMETTAIOH IHEMBHI
KOHTPOM HOROCTYTION, TO NEPHOL MONRY KR/MBPOSKEMK 1o
ROMKEN NPOSHLETL 30 9w,

MOEaT NOTPSGOBATLCA NOTOPHAN KRNWGPOBKS TECTA NOCHE

NPOLUSOYPLI TEXHUUSCKOTD OGCNIMBAHIA OCHOBHBIX HALTER

CHCTOMb) UH 88 KOMNOHBHTOS MM NOCNE NPOSBABHKA COPBACHLIX

NPOUSHYP.

DONonHUTEALHNC PHOODMALIMID O, B WHCTERYXLIM NO NPHMOHOHING

X COOTBETCTRYICIISMY PSATEHTY U PYXDBOOCTES NO IKCNNYATALHN

Alinity ci-secies.
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NOKASATENU HECTABWTBHOCTU WM NOPUN
MORAIATENAMN HOCTABMNLHOCTI WK NOPMA CIYNAT DCARON,
BUDMMLI CIIOR NPOTEUKM, IBMYTHEHHOOTL, HOCOOTRSTCTING
KRNWGPOBKN KPHTEPHAM, YKRIAHHLIM & WHCTPYKLNH N0 NDWMEHEHMD
Hfwwm PyxosoacTee no sxcnnyatanne Alinity cl-series, wan
HECOOTRETCTRAG KONTPONGH YCTAHDBNEHHLIN KPUTEDIIM,

sasnuorm
US Depariment of Labor, Occupational Salety and Hoalth
Administrmion, 29 CFR Part 1910.1030, Bicodborne pathogens.

2. US Depanmant of Heslth and Human Services. Siosalety in
and Biomedical Laboratories. S4h ed. Washington, DC:
US Government Printing Otfice; Decomber 2000.

; 2004.
4 ammwmm(m Protection
of Laboratory Workers From Qocupationally Acquired infections;
WPAMWM Edition. CLSI Documem M28-A4. Wayne,

TemnepaTypHowd GUanason

Vconb3osams NofCpok roaHoCTH

MEDMLUHCKO® MSOeNUE LN
AMArHOCTIMM i Vitro

Homep copum
KaranomHowh Homep
Copminniit HOMSD

EINORM
KanwGparop (AB.COE wn F}
KDHTPONLHLING HOMED
KonueHTpaLwa

Canepunt as HATPMA.
MM KOHTAKTS & KMCROTIMN

06pAIYSTCA BLICOKOTOKCHUHLIA
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Dmorpeiisiorop » ClUA
MnGopanLinn ToRwco o CLUA
fiponyxt Vipnansnmum

NA MCADNLIOBRMIA TONLKD

MEMUIWICKINM PREOTHIKOM
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Alinity sIBnsieTca Toproeoit Mapkoii komnaHun Abbott Laboratories B
pasIMYHbIX PUCAUKLMAX. Bce Apyrme TOproBble Mapku SIBNSOTCA
CO6CTBEHHOCTbIO COOTBETCTBYIOLMX BNAfENbLEB.

Abbott Ireland
M M Diagnostics Division

Lisnamuck, Longford

Co. Longford

Ireland

+353-43-3331000
IDISTRIBUTED IN THE USA BY |
Abbott Laboratories
Abbott Park, IL 60064 USA
CepsucHasa nogaeps(ka: Obpalwaintecb K CBOEMY MECTHOMY
npejcTaBUTENtO AN CMOTPUTE KOHTAKTHYO MHopMauuio 4ns
Ballel cTpaHbl Ha cailite www.abbottdiagnostjcs.com
Pepakuus: tespasib 2018 T.
©2016, 2018 Abbott Laboratories

ABTOpPV30BaHHbI NpejcTaBuTENb U3TOTOBUTENA HA TepPUTOPUN
Poccun n gpyrux ctpaH CHr:

OG6LLEeCTBO C OrpaHUYEHHOl OTBETCTBEHHOCTLIO “D660TT
NabopaTopns”, 125171, Poccus, r. Mocksa,

JleHnHrpajackoe wocce, 16A, cTpoeHuve 1,
Ten: +7 (495) 258 42 80; dpakc: +7 (495) 258 42 81

Abbott

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



K MHCTRYYLIN 110 NpHMISHEINNG T-3 OGupa KameSparopt {Aicily | Total T3 Calibrators)
Arm PoconM

® KPRITHX TPRHCNOPTHA CPBRCTENK B COCTROTCTINN C IPRBINENN NAPSSOIKN (P08,
AOROTOROUINM 1 KEKAON BIS TPEHOROPTS. VIaRSINES OCTENTCR CRAtNbHLIMN A0
OROHUSIOW CPOKR FORNOCTH, YRBMISITD HA YaKoses. TIpH TREHCNOPTHPORIIGN ¢
HEDYLLSHINEM TOMMADATYPHOM PENBAME HARATM HE IOASNAT NEMARSHIN.
FAPAHTUAHLIE OBR3ATENLCTBA

MPOKAPCATENnt FAPAHTICYET, YTO NP NPRRNNLHGM JPSHIIEN 1 00DMILININ KIRAS
OCTRSTON STAGHISHUIN AD HCTEUSHIN CPOK FOROCTIL MAKTIAMAMEIA CPOK FORHOCTH
MOLAPTKIOID HARMA O GO 12 MOCRNE C SATM MPOHIROROTRA. MeARnNe,
APEMBLIGOCR C HEDYLSHMOM DOTMMMIUPOSISIO APOMIBOANTANNM PORINIS,
TIPMMEHSINND MO NOAIIMT.

TEXHUYECKOE OECNYXWBAHUE

He Tpelyerca.

TEXYILMH PEMONT

Ho Ipetyerca,

AAHHBIE AR YTHAMIALMN W YHMUTOXEHMA
MERMUMHCKOrO U3AENMA

NIOSMUMHCHOR HSARSIE YTUNMMDNOT 0 YHIMTONMNOT B COOTROTCTING C NPEBNNENN
OSPAINAEY ¢ MNNRJSICONN  OTXORMM,  POTIMITIIOLMSMCR  Caldbm
21.7.2700-10 or 12122010 «COMMTEPHO-IRROMUONONMCKS TPESOMIMA K
OOPBLINIAD C MARMLINHOLMN STIONMNLS,

HOOGNDAMMO CAOROBETY HELMOHINLHLIN CTRHREDTEM NPN NEPSREYS U YTINKIALYS:
MERAGAMA, S5O HOMNOMBHTOR ¥ YINKONIN,

NEPEVEHD CTAHAAPTOR, KOTOPRIM COOTBETCTRBYET
MEQMUNHCKOE HINEMVE

/TWEC, 12722000EC (CLP} ¢ nonpessawst, 19072000EC (REACM) ¢
aONpasEM, BONSTEEC, 20000%EC, Perntssnr (EC) 10892000, Pernamasr (EC)
14212014, CLASS 2013 (¢ nonpescasas), GHS (¢ nonpascaang), WHER Yects 7.1 (¢
nonpansass, EN IS0 9001, 190 13408, EN IS0 14974, EN 13641, EN 13612, EN
180 15223-1, EN 960, EN 180 18113-1, EN IS0 18113-2, EN 180 181133, EN IS0
23840, EN IS0 20778-1, EN 13975, EN IS0 17511, IS0 80000-1, EN {80 18193, EN
180 15194

NOTEHLMANBHEIR NOTPEEUTEMNL

MagapHouoe aenwe T3 OOupét KanwGpatops (Arily | Totl T3 Calibrators)
NPRRHENINEHD AN ACTIONMIOBEMAA B DEIIHLE  ITH0-NE0OPETOPMR
FENOBWX, SnoMan, Coz OrPaHTm, SoNutans 4 NaBOPETOPIN, NSROOHEN EOTORMK
MPOLINN OBYNEHINE ND HORMRIOSIING SHENMIEIORS Alinty i.
MHOOPMALIMA O HAMMYNM B MEQMLIMHCKOM UIAENMK
JIEKAPCTBEHHOIO CPEACTBA

He ocogepmer

CTEPHUILHOCTL

TIOCTORAMTCR & HICTODIRRIOM SIS, CTODWIOMPN NOPNA NCUIMGHOEM HE
TPy,

WHOOPMALMA © BO3MOXHOCTH NOBTOPHOMO
NPUMEHEHNA

Ho NORSEKNT NOBTCDHOMY (DWIMHSHINO,

MATEPHANL] XXHBOTHOMO NPONCXOXNAEHMKA

METOPHARLI MMBOTHOND NPONCRORASHINY NPODEPENM # PUCIM NPUMEHNINA  MH
YRR 8 NANOpPE Go20AHOCTH. FlacnOpTa GEIDABCHOCTI MONSIO HARTH HB GIlTe

MIOKASAHIA N TPOTHRONOKASAHIA SLIGO CHAMBER OF COMMERCE (INC)
HO NPHMIHIING,
YCTOBUA XPAHEHIR N NPHMEHEHINA CERTIFIED CORRECT N ALL GOOD FAITH

Xpaonme URRRPHCON MARMIA PN TMIPETYDS OF 2°C a0 8'C aomen

GaA. eoIPAA Do ¢ S PO é E,‘ t 4‘( 109 aumorncd ofFeal
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1)

3660TT Vpnangus Ten:+353 43 3331000
[AvnarHocTuyeckoe nogpasfeneHue, dakc: +353 43 3331001
NucHamyk, JToHrdgopa,

rpadcteo JloHrdopa, Npnangus

<nognucaHo> 04.04.2019 .

Mognuck; <nofgnucaHo> Oarta; 04.04.2019 .

AonbxuHH Oxunn (Aoibheann Gill)

Cnewuuannct No HoOpMaTUBHO-NPABOBOMY PerynpoBaHuIo
3660TT NpnaHams

[unarHoctnyeckoe nogpasseneHue,

NucHamyk, JToHrdopga,

rpadgcteo JloHrgopa, NpnaHgmsa

/MevyaTb: AnarHocTNYeCKoe nogpasgeneHme 3660TT, rpadpcTso JToHrdopa/

/MeyaTb: TOPFOBASA MANATA CNANTO (MHK)
MOAJIMHHOCTb 3ACBUAETE/IbCTBOBAHA JOBEPOCOBECTHO

04YeHHoe nuuo /mognucaHo/ 05.04.2019 r./

/MeyaTs: TOPFOBAS MAJIATA CIAMIO (VMHK)

3ABEPEHHbIV CEPTU®UKAT O MPOUNCXOXAEHWNI/

MepeBof C aHIMINCKOrO A3blKa Ha PYCCKUIA A3bIK BbINONHEH NepeBOAYMKOM LLlaTHeBbIM Mnbeld
AnekceeBnyeM
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Poccuiickas ®epepauus. fopog Mocksa.

MNaTHaauaToro anpens Age ThicAYM AeBATHaALaTOro roga.
A, BopoHnHa EBreHns BnagvmMupoBHa, BPEMEHHO WCMOMHAKLWAA 00A3aHHOCTY HOTapuyca ~
r. MockBbl baxTagse 3nbmMupbl HOPbLEBHbI, CBUAETENLCTBYD MOA/MHHOCTL  MOANUCH
nepesoguuka WaTtHeBa Wnbu Anekceesuya.

AN

Mognuncek caenaHa B MOEM NPUCYTCTBUMN.
JInyHOCTbL NoAnucaslIEero 4OKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo B peecTpe: Ne 77/52-H/77-2019 -2 -
B3bickaHo no Tapudy 100 py6.

YnnayeHo 3a oKkasaHue yc/yr npaBoBOro M TEXHNYECKOro Xxapakrepa: —

E.B. BopoHUHa
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