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i, Aoibheann 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, VBoH [Oxunn, Cneymanuct perynatopHoro otgena, 9660TT [AuarHocTu4veckoe
MoppasgeneHue Npnangusa, Nonrgopa, Npnangua (Aoibheann Gill, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacToAWwmMMm
YAOCTOBEPSAI, YTO MpuaaraeMble SOKYMEHTbl B HVKeNpPUBELEHHOM 00bemMe CTpaHul,

‘N ABNAIOTCA  WMHCTPYKUMAMM MO MNPUMEHEeHWo. OTW  [LOKYMEHTbl  MOJIHOCTbIO
COOTBETCTBYHOT (DAKTUYECKOW AOKYMEHTALNN NPON3BOAUTENS.

MHCTPYKLMSA NO NpUMeHeHMWIO Ha MeguuuHckoe usgenune (Instruction for Use for
i“aical devise)

A"MHunb6paTopbl ANsA obecnevyeHWs MPaBU/IbHOCTW KO/MTMYECTBEHHOTo onpefesieHns
A"PAwero T4 MMMYHOXEMWUNKMWUHECLEHTHbBIM MEeTOAOM B CbIBOPOTKe U njiaame
r KPpOBW 4YesnnoBekKka Ha MMMYHOXMMMUYeECKMX aHanmizatopax Alinity i «T4 O6wuni
Kannoépatopbl (Alinity i Total T4 Calibrators)»
Mo TEKCTY MHCTPYKUUWN BCTPeYaloTCs BapuaHTbl HAMMEHOBAHUI MeAULMHCKUX U3AeNni, NpuBefeHHbIE B
Tabnmue HUXe, KOTOPble SABASKOTCA crpaBeanBbIMM 1 paBHO3HauHbIMK (Instruction for Use includes the
followings true and equivalent short names of medical devices ligted in table):

HaumeHoBaHVe Ha HavimeHOBaHVe MeULMHCKOrO M3eNna Ha PYCCKOM CokpalleHHoe
aHrnicKoM A3bIKe HavmeHoBaHMe(rno
A3bIKe TEKCTY [JOKYMeHTa)
Alinity i Total T4 Habop peareHTOB A1 KONMYeCcTBEHHOro onpedeneHus T4 Obuuii
Reagent Kit o6uiero T4 MMMYHOXEMUIIOMUHECLIEHTHBLIM MeTogoM B PeareHTbl (Alinity i

CbIBOPOTKE " niaasme KpPOBU yenoBeka Ha Total T4 Reagent
UMMYHOXMMUYECKMX aHanusaTopax Alinity i «T4 O6wwmii  Kit)
PeareHTbl (Alinity i Total T4 Reagent Kit)»
Alinity i Total T4 KanubpaTopbl  ans obecneyeHns npaeunbHocTn T4 o6Lwuin
Calibrators KO/INYECTBEHHOTO onpegeneHns o6Luero T4 Kanubpatopbl
NMMYHOXEMUTIOMUHECLIEHTHBIM MeTOA0M B cbiBopoTKe 1 (Alinity i Total T4
nnasme KpoBM 4efnoBeKa Ha uMMyHoxummueckux  Calibrators)

aHanu3aTopax Alinity i «T4 O6wwnin KanubpaTtopsbl
(Alinity i Total T4 Calibrators)»
Alinity i Total T4 KOHTponbHble MaTepvabl ans noaTeepxaeHua T4 O6uwunii
Controls BOCNPOU3BOAVMOCTM W MPaBU/IbHOCTM KONMYeCTBEHHOro KOHTPOMbHbIE
onpefeneHus obluero T4 wmatepuanbl (Alinity

MMMYHOXEMUIIOMUHECLIEHTHBIM MeTOA0M B CbiBopoTke M i Total T4 Controls)
nnasMe KpPOBWM  YefloBEKA Ha  MUMMYHOXUMUYECKUX

aHanumsaTopax Alinity i «T4 O6wwnin KOHTpPONbHbIe

matepuansl (Alinity i Total T4 Controls)»

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM
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Alinity i
Total T4 Calibrators

Read Highlighted Changes: Revised February 2018.

NAME
Alinity i Totai T4 Calibrators (also referred to as Total T4 Cals)

INTENDED USE

The Alinity i Totai T4 Caiibrators are for the calibration of the Aiinity
i analyzer when used for the quantitative determination of thyroxine
(Total T4) in human serum and plasma.

For additional information, refer to the Alinity i Total T4 reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS
The - |c*”|F| contain human serum. Preservative: sodium
azide.

The calibrators are at the foliowing concentrations:

Total T4 Lc*"«=l

Calibrator Quantity (irg/dL) (nmol/L)

1x 3.0mL 0.0 0.0
lcatlb| 1x 3.0 mL 3.0 38.6
lcatlc | 1x 3.0 mL 6.0 77.2
Jcatld| 1x 3.0 mL 12.0 154.4
ICAL[E 1x 3.0 mL 18.0 231.7
1CAL 1F 1x 3.0 mL 24.0 308.9

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

STANDARDIZATION

The calibrators are matched to an Abbott internai reference standard.
This internal reference standard is manufactured by gravimetric
methods using USP reference L-Thyroxine.

PRECAUTIONS

(i

« For In Vitro Diagnostic Use

Safety Precautions

l \ CAUTION: This product contains human-sourced and/
or potentiaily infectious components. Refer to the CONTENTS
section of this package insert. No known test method can

offer compiete assurance that products derived from human
sources or inactivated microorganisms wili not transmit infection.
Therefore, ali human-sourced materials should be considered
potentialiy infectious. It is recommended that this product and
human specimens be bandied in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices shouid be used for materials that
contain or are suspected of containing infectious agents.""

The human-souroed 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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[ref] 07P9501

G71329R03
S7P950

The following warnings and precautions apply to: - 1o*-|F|
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.abbottdiagnostics.com or
contact your iocal representative.

For a detailed disoussion 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 immediateiy after removal.from 2 to

8'C storage.
« Prior to each use, mix by gentie 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 8°C n 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,
Section 5.

Abbott



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.

« Dalily 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.

« |t 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
Microbioiogical and Biomedicai Laboratofies. 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—~ourth 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

ISO 15223 Symbols
Caution

Consult instructions for use

Manufacturer
Temperature limitation
Use by/Expiration date

In Vitro Diagnostic Medical
Device
Lot Number

List Number

Serial number

Other Symbols
Calibrator (AB,C,D,E or F)
[ow] Control Number
iconcl Concentration

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

Distributed in the USA by

JCONTAINSI AZIDE |

1DISTRIBUTED IN THE USA BY |
Information needed for United
States of America only
Product of Ireland

INFORMATION FOR USA ONLY |

JPRODUCT OF IRELAND |

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

Imxoney 1

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

Ce

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.abbottdlagnostics.com

Revised February 2018.

©2016, 2018 Abbott Laboratories

3 Abbott



ADDENDUM

to the Instruction for Use Alinity i Total T4 Calibrators (for Russia)
SHIPPING

Recommended shipping conditions for device is ambient. Device is stable
until the expiration date indicated on the package. 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. The manufacturing date of the medical product is
indicated in the certificate of analysis. \Miich is available at wvw.abbottdiagnostics.com
or contact your local representative. Device must be discarded if stored with deviations
in manufacturer’s requirements (GOST R 51088-2013).

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device in accordance with the requirements of
SanPin 2.1.7.2790-10 dated December 12, 2010 “Sanitary-epidemiological
Requirements for the Management of Medici 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 drugs

STERILIZATION

Medical de\nce is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-appiied

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.

STORAGE

Unopened and opened cartridges / bottles are recommended to be stored at a
temperature of 2*C to 8*C in refrigerated chambers or in refrigerators providing a
regulated temperature regime.

COLOUR AND ODOUR

Odourless yellow liquid.
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Alinity |

T4 O6wmnin Kannépartopbl (Alinity i Total T4 Calibrators)

Cm. BblaeneHHble n3MeHeHus. Pegakums: doeBpanb 2018 r.

HAVMMEHOBAHWE (CokpauweHHoe)

T4 06wKit Kannbpatopsl (Alinity i Totai T4 Calibrators)
(Takke BCTpeyaeTcs No TekcTy; Total T4 Cals)

HA3HAYEHWE

T4 06wt Kanubpatopsl (Alinity i Total T4 Calibrators)
npegHasHayeHbl 418 KanubpoBku aHanmnsatopa Alinity i npu
KONNYeCTBEHHOM OMnpeAeneHun TUpoKcuHa (obuiero T4) B
CbIBOPOTKE ¥ Miia3me KPOBU YesioBeka.

JlononHnTeNbHy MHPOPMAaLMIO CM. B MHCTPYKLUW NO NPUMEHEHWIO
K Ta O6Wwmii PeareHtam (Alinity i Total T4 Reagent Kit) un
PykoBogacTtee no akcnnyatauum Alinity ci-series.

COOEPXVMOE

|catla|- |callf|COAEPXAT CbIBOPOTKY KPOBW Ye/iOBeKa. KOHCepBaHT:

asug Hatpus.
KanuépaTtopbl UMeT CreayroLe KOHLEHTpaLMK:

Total TalN A

Kann6patop  Konuuectso (pg/dL) (nmol/L)
ICAL|A| 1x3.0mL 0.0 0.0
|ICAL|BI 1x3.0mL 3.0 38.6
lcat|c| 1x3.0mL 6.0 772
lcat|d| 1x3.0mL 12.0 154.4

1x3.0mL 18.0 2317
ICALIFI 1x3.0mL 24.0 308.9

HEOBXOANMbIE, HO HE MPEAOCTABJ/TAEMbIE
MATEPUNANDbI

e 04R1001 3ameHsieMble KPbILLKV A5 KasimbpaTopa/KoHTposs
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALNA

Kanmbpatopbl COOTHeCEHb! C BHYTPEHHUM pechepeHCHbIM
cTaHaapToM Abbott. aHHbIi BHYTPEHHWIA pechepeHCHbIi cTaHaapT
npou3BefeH rpaBUMETPUYECKN N COOTHECEH C pechepeHCHbIM
craHgapToM USP gns L-TupokcuHa.

MEPbI MPEAOCTOPOXHOCTN

> lypl
e [Ona guardoctuku In Vitro
KONLY I
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S7P95R

Mepbl NpesoCcTOPO>KHOCTU

A’BHI/IMAHI/IE: [aHHbIA NPOAYKT COAEPXUT MOJyYeHHble
OT YyenioBeka U/MNn NoTeHUManbHO NHMEKLVOHHbIE KOMMOHEHTBI.
CmotpuTe pasgen COLAEPXXVMOE faHHOW MHCTPYKLMK NO
NpUMEHeHN0. H1 OMH 13 N3BECTHbIX METOL0B TECTUPOBAHUA
He MOXeT rapaHTMpoBaTb, YTO Marepuasibl, NosyYeHHble OT
yesioBeka, WM MHaKTVBMPOBAHHbIE MUKPOOPraHU3Mbl He
nepeHocAT nHdekumo. MoaToMy BCe MaTepuasibl, NOSyYEeHHbIe
OT YesioBeKa, criefyeT CunTarb MOTEHLUMASIbHO UH(EKLMOHHBIMU.
PekomeHayeTcsi obpaliatbCcsi ¢ 3TUM NPOAYKTOM 1 obpasuamu,
NoJly4YeHHbIMW OT Ye/loBeKa, B COOTBETCTBUM cO CTaHfapToM Mo
obpalleHnto ¢ reMOKOHTaKTHbIMK naToreHamu, paspaboTaHHbIM
YnpasneHnem CLUA no oxpaHe TpyAa U NPOMbILLIEHHO
rurneHe (OSHA). Mpu paboTe ¢ maTepuanamu, cogepxalinmu
NN NPeSnoNoXUTENbHO COAEPXaLLMMN NHAEKLMOHHbIE areHTbl,
cnefyet cobnoaatb npasuna 6ruonormyeckoii 6e3onacHocTy,
YPOBEHb 2, N ApyrMe COOTBETCTBYKOLLME npasuna
6uonoruyeckoii 6esonacHocTu.’"™*
Marepuasibl, NosyyYeHHble OT YeoBeKa, UCMOIb30BaHHbIe B
Kanmbpatopax, He peakTuBHbl Ha HBsAg, HIV-1 RNA wnu
HIV-1 An, aHTn-HCV n aHTn-H1V-1/H|Y-2.

Cnepytouwve npefynpexaeHus 1 Mepbl NPeAoCcTOPOXHOCTH

OTHOCATCA K: [calla|- |cal|f]

CoaepxuT asug HaTpus.

EUHO032 Mpu KOHTaKTe C KUCMOTamn o6pasyercst

BbICOKOTOKCUYHBIN ras.

P501 YTUnuaunpyiite cogepxumoe/koHTeliHep B
COOTBETCTBUW C CAHUTapHLIMU HopMamu P®

(CanlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nacHOCTV AOCTYMHbI Ha caiite
www.abbottdiagnostics.com wan y MecTHOro npeacrasutens.

Moapo6Hyo MHhopMaLumio 0 HeO6XoAMMbIX Mepax
npefoCTOPOXHOCTU NpK paboTe C aHa/M3aTopPoM
cm. B PykoBogacTBe no akcnayatauuum Alinity ci-series, Pasgen 8.

MoAroToBKA K MCIMOJIb3OBAHNIO

»  [laHHbI NPOAYKT NOCTABNSAETCA B XWAKOM BUAE, FOTOB K
CMO/b30BaHNIO.

e [laHHbI NPOAYKT MOXET UCNONb30BATLCA HENOCPefCTBEHHO
nocne U3BfieYeHUst U3 MeCTa XpPaHEHUsI C TemnepaTypoii 2 - 8'C.

* Tlepef KaxAbIM UCMOMb30BaHWEM MepemMeLLnBaiiTe, akkypaTHoO
nepesopaymBasi onakoHbl.

IAbbott



XPAHEHVE
e He ncnonb3yiiTe Nocne OKOHYaHWsi CPOKa FOAHOCTU.

MakcvmarnibHoe [ononHuTe NbHble
Temniepatypa Bpems MHCTPYKLMM NO

XpaHeHus XpaHeHus XpaHeHWo
HeBckpbITbIli 2 - 8'C [lo okoHu4aHus
thnakoH cpoka
rofiHOCTU
BCKpbITbIN 2-8C [0 okoHuaHua XpaHWUTb BO
dhnakoH cpoka dhnakoHax, naoTHO
rofiHOCTU 3aKPbITbIX HOBbIMY

3aMeHseMbIMU
KpbILLKaMun.
NomecTutsL B
X0N0A4uNbHUK nocne
MCNOJIb30BaHUA.

Cucrema oTcnexvBaeT CTabu1bHOCTb NPU UCMOJIb30BaHNUN -
nepuoyj, BpeMeHu, B TeYeHne KOTOpOro KasmopaTtop HaxoauTcs
BHe XO0/I0//IbHMKa Ha 6opTy aHanmsaTopa. Cuctema He Mo3BoUT
MCNoNb30BaTh KaMbparop, ecnu nepuog cTabuibHoCTH

npy UCMo/b30BaHUN UCTeK. CM. MakCMMasibHoe 3HayeHue
CcTabunbHOCTM NpW UCNONb30BaHUK B oTyeTe "lMapameTpbl
TecToB". JononHUTENbHY MHAOPMaUWo 0 CTabuibHOCTU Npy
MCMo/b30BaHUN Kanubparopa cM. B PykOBOACTBE MO aKcnayaTauuu
Alinity ci-series, Pa3gen 5.

[JlononHuTenbHy HopMaLMIo O BbIBOAE NapaMeTpoB TeCTOB

Ha nedyartb cM. B PykoBoAacTBe no akcnnyatauum Alinity ci-series.
Pa3gen 5.

NMPOLUEAYPA PABOTblI HA AHATIM3ATOPE

* TapameTpbl cepuu kanmbparopa MOryT BBOAWUTLCA MPU MOMOLLW
LUTPUXKOAA Ha ynakoBke kanubparopa.

e VIH(popMauyio 0 HacTpolike napameTpoB kambpatopa cM. B
PykoBoACTBE MO 3KcnayaTaumm
Alinity ci-series, Pasgen 2.

*  VHdopmaumio o 3akase 1 3arpyske kanmépaTtopos B cucTeMy
cMm. B PykoBoacTtee no akcnnyatauum Alinity ci-series, Pasgen 5.

MPOUEAYPbl KOHTPONA KAUYECTBA

[N oueHkn kannbpoBsKM TecTa He06XOAVMMO NpoTecTUposaTb Nno

O/IHOMY KOHTPOJIHO KaXXJ0ro YpoBHS. Y6eanTechb, 4To 3Ha4YeHus

KOHTPO/IEH HaxoAAaTCA B npefenax guanasoHa [onyCcTUMbIX

3HAYEHWi, yKa3aHHbIX B COOTBETCTBYIOLLEN UHCTPYKLUK NO

NPUMEHEHMIO.

VIHchopmaumio 0 3akase kKoHTponeii cMm. B PykoBoactse no

akcnnyaTaumm Alinity ci-series, Pasgen 5.

Mocne NPUHATUS 1 COXPaHEHWs1 pe3y/bTaToB Ka/lMbpoBKK TecTa Bece

nocnepyotLlve o6pasiibl MOXHO TecTupoBaTb 6e3 npeasapuTesibHol

KannbpoBKM, KpOMe Tex cryyaeB, Korga;

¢ Vicnonb3yeTca Habop peareHToB C HOBbIM HOMEPOM CepU.

*  PesynbTaTbl eXefHEeBHOW npoLeaypbl KOHTPONA kayecTBa
HaxofATCS BHe CTATUCTMYECKUM 06OCHOBAHHOIO AuanasoHa
KOHTPO/IAA KauecTBa, MCNO/b3yemMoro /it MOHUTOPUHra 1
KOHTPO/ISi pabounx xapakTepucTUK CUCTEMbI, KaK yka3aHo B
pasgene "MNpoueaypbl KOHTPOMA KayecTsa" MHCTPYKLMK Mo
NPUMEHEHMNIO K COOTBETCTBYIOLLEMY peareHTy.

* Ec/m cTtatucTnyeckn o60CHOBaHHbIN AnanasoH 3HayeHuit
KOHTPOSIAA HelOCTYMeEH, TO NepUos Mexzy Kalmbposkamu He
[omkeH npesbiwats 30 AHel.

MoxeT noTpe6oBaTbCsi NOBTOPHAs KannbpoBka TecTa nocne

npoLesypbl TEXHUYECKOro 06CMY)XMBAHUA OCHOBHbIX YacTel

CUCTEMbI UK ee KOMMOHEHTOB WU NOC/e NPOBefEeHNsi CEPBUCHBIX

npoueayp.

[JloNONHUTENBbHYI0 MHAOPMALMIO CM. B UCHTPYKLUM NO MPYMEHEHMNIO

K COOTBETCTBYIOLLEMY peareHTy 1 PykoBoAcCTBe Mo aKcnayaTauuu

Alinity ci-series.
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MOKA3ATENVN HECTABW/IBHOCTW UK NMOPYN
MokazaTenamu HecTabUIBLHOCTU MM NOPUU CYXKaT ocafok,
BUAMMbIE Cnefbl NPOTEYKN, CUSbHasi 3aMyTHEHHOCTb,
HEeCoOTBETCTBME KaSIMOPOBKN KPUTEPUSIM, YKa3aHHbIM B MHCTPYKLMK
no NpuMeHeHn0 n/mnu PykoBoacTee no akcnayatauun Alinity
ci-series, WM HECOOTBETCTBME KOHTPOJIEW YCTAHOB/IEHHbIM
KpUTEPUAM.

BUBJIMOTPAD®UNA

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 Wforkers From Occupationally Acquired Infections;
Approved Guideline-Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.

dopmar uumcen:

* B KayecTBe pasgenutens TbiCAY UCMonb3yeTcs npoben
(npvmep: 10 000 06pasLoB).

* B kayecTBe pasgenutens fecATUYHbIX UCMOMb3yeTCs Touka
(npumep: 3.12%).

Mcnonb3yemble CUMBONbI

CumBorbl ISO 15223
BHuMaHne

CM. MHCTPYKLUMIO No
NPUMEHEHMIO
WM3roTosutens

L&

- / TemnepaTypHbIii AnanasoH

I »

2 Mcnonb3osaTb A0/CPoK rogHOCTH

H MeguunHckoe nsgenve ons
[MarHocTuky In Vitro
Howmep cepuun

%53 KaTanoxHsili Homep

n CepuiiHblii Homep

Apyrvie cMmBosbl
Kanu6patop (A, B, C, D, E, F)

lcatla|
few] KOHTpO/bHbIi HOMeEp
koncl KoHueHTpauma

CopepXuT asung, Hatpus.

MNpyn KOHTaKTe € KucioTamu
o6pasyeTcs BbICOKOTOKCUYHBbII
ras.

TonTAHSsIiAZIDE 1

DISTRIBUTED IN THE USA BY | [uncTpubsiotop B CLUA

1INFORMATION FOR USA ONLY | VHdbopmaums Tonbko gnst CLUA

PropUCT OF IRELAND | MpoaykT NpnaHamn

FRxoney 1 [na ncnonb3oBaHWA TOMbKO
MeAULMHCKUM PaboTHUKOM
(NPUMEHUMO TOMbKO K

Kknaccudpukauum CLUA).

Alinity siBnsieTca ToproBoii Mapkoit komnanun Abbott Laboratories B
pasnunuHbIX pUCAuKLMSX. Bce apyrie TOproBble Mapky sIBNSHOTCS
COGCTBEHHOCTbLIO COOTBETCTBYHOLLMX BNaAE/bLEB.
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Lisnamuck, Longford
Co. Longford
Ireland
+353-43-3331000
|DISTRIBUTEP IH THE USA BY |
Abbott Laboratories
Abbott Park, IL 60064 USA
CepBucHas noluep>kka: ObpatlaiiteCb kK CBOEMY MECTHOMY
npeAcTaBUTENIO WM CMOTPUTE KOHTaKTHYIO MHbopMaLmio Ans
Balleil cTpaHbl Ha calite www.abbottdiagnostics.com

Pepakuysi; cheBpanb 2018 r.
©2016, 2018 Abbott Laboratories

ABTOPU30BaHHbI NpefcTaBUTeSlb U3rOTOBUTE/SA HA TePPUTOPUN
Poccuun v gpyrux ctpad CHI:

OG6LLECTBO C OrpaHNUYEHHON OTBETCTBEHHOCTLIO “O660TT
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Ten; +7 (495) 258 42 80; dhakc; +7 (495) 258 42 81
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MPUNOXEHNE

K WHCTPYKUUM No npumeHeHuto «T4 O6wwmii Kanubpatopbl (Alinity i Total T4

Calibrators)» ana Poccun
TPAHCMOPTNPOBKA

Vsgenve pekomeHzyeTcs TpaHcnop-wpoBaTk 6e3 TemnepaTypHbIX
orpaHuueHwii. Misgenne octaetcs CTabUbHLIM [0 OKOHYaHWSi CPOKAa TOAHOCTH,
yKa3aHHOTO Ha ynakoBKe. TPAaHCMOPTUPOBKA OCYLECTB/ISETCA BCEMU BUAAMU
TpaHcnopTa B KPbM-bIX TPAHCMOPTbIbIX CPeACTBaX B COOTBETCTBUM C NpaBunammu

nepeBO3kM rPy30B, AeNCTBYIOWMMU HA KaX/A0M Buje TpaHcnopTa.
FTAPAHTUNHBIE OBA3ATE/IbCTBA

Mpou3BoANTENb FapaHTUPYET, YTO NPU NPABUILHOM XPaHeHUN 1 06paLieHnN usgenue
0CTaeTCsi CTaGUbHbLIM /10 UCTEUEHNS CPOKA FOAHOCTU. MaKCUMasbHBbI CPOK FOAHOCTU
MeAUUMHCKOTO u3aenusi He 6Gonee 12 mecsueB C gaTbl npousBoAcTea. Jlata
Npou3BOACTBA MEAULMHCKOTO W3/eNna ykasaHa B cepTudiMkaTe aHannsa, KoTopbiii
[OCTyneH Ha caiiTe www.abbottdiagnostics.com uamM y MecTHOro npegcraBuTens.
V3genve, XpaHuWBLIEECS C HapyLWeHUEM PpernamMeHTUPOBAHHOTO NPOU3BOAUTENEM
pexvma, NpMMeHeHuto He noanexuT (B cooTBeTcTBMM ¢ FTOCT P 51088-2013).
TEXHUWYECKOE OBCJ/TYXXUBAHUNE

He TpebyeTtcs.

TEKYLNIA PEMOHT

He TpebyeTcs.

AAHHbIE ana YTUIN3ALUNN N YHUUYTOXEHUA
MEOVMUNHCKOIO U3AENNA

MeAnLUMHCKOe U3Aenve yTUIU3MPYIOT U YHUYTOXAIOT B COOTBETCTBUM C NpaBuiammu
o6paueHnss € MeANLMHCKUMU  OTXOAaMmu, pernameHTupylowmummcs  CaHMnu
2.1.7.2790-10 ot 12,12.2010 «CaHuTapHO-3nuAeMuosiowyeckne TpeboBaHUA K
06paLieHnio C MeAULMHCKUMU OTXOAaMU».

Heo6x0ANMO crieaoBaTh HaLUMOHaNbHLIM CTaHAapTaM Npu nepejade u yTunusauun
M3[ieNusi, ero KOMMOHEHTOB 1 YMakKoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEANLUUHCKOE N3LEAVNE

98/79/EC, 1272/2008/EC (CLP) c nonpaekamu, 1907/2006/EC (REACH) c
nonpaskamu, 80/181/EEC, 2009/3/EC, PernameHT (EC) 1069/2009, PernameHT (EC)
142/2011, CLASS 2013 (c nonpaBkamu), GHS (c nonpaBkamu), WHSR YacTb 7.1 (c
nonpaskamu), EN 1SO 9001, ISO 13486. 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 /y « N/ \Y oer>y/r
23640, EN ISO 20776-1, EN 13975, EN ISO 17511, I1SO 80000-1
MOTEHUWA/IbHbIV MOTPEBUTE/b

MpodeccnoHankHelii Nonb3oBaress

NH®OPMALMA O HANNYMN B MEOAVNLUWNHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPW/IBHOCTb

MocTaBnsetca B HecTepuibHOM Buae. CTepunusaums nepej MpUMEHEHNeEM He
TpebyeTca.

NH®OPMALNA O BO3MOXHOCTKN NMOBTOPHOTI O
NMPUMEHEHWA

He NoaNexuT NOBTOPHOMY MPUMEHEHNIO.

MATEPUA/BI XXMBOTHOTO NMPONCXOXAEHUNA

MaTepuasnbl XUBOTHOTO MPOUCXOX/AEHWUS MPOBEPEHbI U PUCKU MpPUMeHeHust MU
ykasaHb! B MacnopTe 6e3onacHocTu. MacnopTta 6€30NacHOCTU MOXHO HaliTh Ha caiite
www.abbottdiagnostics.com unu o6patutecb K MECTHOMY NpeAcTaBUTENIO.

XPAHEHUE

HeBCKpbITbIE U BCKPbITbIE KAPTPUAKM / (hNaKOHbI PEKOMEHAYETCS XPaHUTb npu

Temnepatype 2 *C - 8 *C B XONOAWbHbIX KamMepax WM B XONOAWUIbHUKAX,
o6ecneunBalroLLMX PerlaMeHTVPOBAaHHbIV TEMNePaTypPHbINA PeXnM.

LIBET U 3AMAX

XXunpakocTb xentoro useta 6e3 3anaxa.

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED, CORRECT IN ALL GOOD FAITH

Authorised Official
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<MeyaTb: JMATHOCTUUYECKOE MOAPA3LENEHUE KOMMAHWUW «3660TT» (ADD) >

<MeyaTb: TOPFTOBASA MANATA CNANTO (MHK)
3ABEPEHHbBI CEPTHOUKAT O HPOUCXOXAEHUN>

<MeuyaTb: TOPFOBAA MANATA CNANTO (UHK)
nognMHHOCTBE SACBUAETE/ILCTBOBAHA JOBEPOCOBECTHO
MapuXapTwu, 30.08.2018 r. YNONHOMOYEHHOE N, 0>

MepeBod C aHFNUIACKOTO A3bIKA HAa PYCCKUI A3bIK BbIMOMHEH MepeBogYNKOM AnieKceeBoit VpuHoii

BUKTOpPOBHOIA.
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Poccuiickas degepauns. Fopog Mocksa.

CefbMOro ceHTA6pPA ABe ThiCAYM BOCEMHAALATOrO roja.

A baxTapase dnbMmupa HOpbeBHa, HOTapuyc r. MOCKBbI, cenpeTenbcTBy0 NOANMHHOCTD
nognucu nepesoguuka ArnekceeBoi VpyHbl BUKTOPOBHBLI.

Mognucs caenaHa B MOEM MPUCYTCTBUMN.
NINYHOCTbL NOANMCABLWIEro JOKYMEHT YyCTaHOBNEHA.

3apernctpupoBaHo B peectpe: N°77/52-n/77-2018-
BsbickaHo no Tapudgy 100 pyo.

ynnaueHii,3n4sKasaHune ycnyr npaBoBoro v TeXHUYECKOro xapakrepa: -

9.10. baxTapgse

Bcero npowHypoBaHoO, NppHy/nepoBaHo
M CKpenAeHo nevyaTblo.../KAC; ... INCT. NMNAN

HoTtapuycy
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MpunoxeHue 3

YTBEP)KIAHO

MHCTPYKUMA N0 NPUMEHEHUIO

Ha MeANUWHCKOe n3genne oNa gMarHoCcTUKK in vitro
KannbpaTtopbl gna obecneveHns npaBuIbHOCTU KOJIMYECTBEHHOIO onpegeneHns obuiero T4
UMMYHOXEMUTIOMUHECLLEHTHLIM METOAOM B CbIBOPOTKE M Ma3Me KPOBW YesloBeKa Ha
MMMYHOXUMUYECKMX aHanu3aTopax Alinity i "T4 O6wunin Kanuopatopbl (Alinity i Total T4

Calibrators)",
nponsBogcTea 3660TT NpnaHamsa, lnarHocTu4yeckoe nogpasgeneHune, MpnaHans

Ne MHOKW 292/2018
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Abbott Ireland Diagnostics Tel.
Division, Fax
Lisnamuck,

Longford

Co. Longford

Ireland
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1. Instruction for Use for the Alinity i Total T4 Calibrators with ADDENDUM
for Russia.

2. WHcTpyKumsa no npumeHeHno « T4 O6wumin Kannopatopsbl (Alinity i Total
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Alinity 1|
Total T4 Calibrators

Read Highlighted Changes: Revised February 2018.

NAME
Alinity i Total T4 Calibrators (also referred to as Total T4 Cals)

INTENDED USE

The Alinity i Total T4 Calibrators are for the calibration of the Aiinity
i analyzer when used for the quantitative determination of thyroxine
(Total T4) in human serum and plasma.

For additional information, refer to the Alinity | Total T4 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:

Total T4 LCONCi
Calibrator Quantity (lig/dL) (nmol/L)
katla | 1x3.0mL 0.0 0.0
|c*Ib] 1x3.0mL 30 38.6
lcatlc| 1x3.0mL 6.0 772
fCALjA 1x3.0mL 12.0 154.4
|CAL|E| 1x3.0mL 18.0 2317
[call £I 1x3.0mL 24.0 308.9

MATERIALS REQUIRED BUT NOT PROVIDED
« 04R1001 Aiinity ci-series Calibrator/Controi Replacement Caps

STANDARDIZATION

The calibrators are matched to an Abbott internal reference standard.
This internai reference standard is manufactured by gravimetric
methods using USP reference L-Thyroxine.

PRECAUTIONS

H
¢ For In Vitro Diagnostic Use
e IRxonLY]

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 calibrators is
nonreactive for HBsAg, HV-1 RNA or HV-1 Ag, anti-HCV, and
anti-HIV-1/HIV-2.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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S7P950

The following warnings and precautions apply to: [****-1*] -
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.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 2to 8"C Until
expiration
date
Opened 2to 8'C Until Store tightly capped with
.-expiration new replacement cap.
® gate 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,
Section 5.

Abbott



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.

« Dalily 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 reoalibration
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 Series. Biosafetyin

Microbioiogicai and Biomedicai Laboratocies. 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 Whrkers 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
ISO 15223 Symbols
Caution
Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

N> 3X

In Vitro Diagnostic Medical
Device

Lot Number
List Number
Serial number

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

lcatla |

[c"1 Control Number
1COoNC1 Concentration

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

Distributed in the USA by

ICONTAINS: AZIDE |

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

UINFORMATION FOR USA ONLY

'PRODUCT OF IRELAND |

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

1Rx ONLY 1

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

CE

|DISTRIBUTED IN THE USA BY |

Abbott Laboratories

Abbott Park, IL 60064 USA

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

Revised February 2018.

©2016, 2018 Abbott Laboratories
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ADDENDUM

to the Instruction for Use Alinity i Total T4 Calibrators (for Russia)
SHIPPING

Recommended shipping conditions fordevice is ambient. Device is stable
until the expiration date indicated on the package. Ship in an enclosed carrier vehicle

of any Wnd 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. The manufacturing date of the medical product is
indicated in the certificate of analysis, which is available at www.abbottdiagnostics.com
or contact your local representative. 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
Destnjct 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 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.

STORAGE

Unopened and opened cartridges / bottles are recommended to be stored at a
temperature of 2*C to 8“C in refrigerated chambers or in refrigerators providing a
regulated temperature regime.

COLOUR AND ODOUR

Odourless yellow liquid.
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Alinity |

T4 O6wmin Kannbpatopsbl (Alinity i Total T4 Calibrators)

Cm. BblaeNeHHble n3MeHeHUs. Pegakums: cdeBpanb 2018 r.

HAVMMEHOBAHWE (CokpaleHHOe)

Tn O6wwmii Kanmubpatopsl (Alinity | Total T4 Calibrators)
(Taioke BCTpeyaeTcsa no TekcTy: Total T4 Cals)

HA3HAYEHVE

T4 06wWKIA KanmbpaTops! (Alinity | Total T4 Calibrators)
npefHasHayeHbl Ans kKanubpoBku aHanmsatopa Alinity | npu
KONMYECTBEHHOM onpefenieHnn TMpokcuHa (obLuero T4) B
CbIBOPOTKE W NNa3Me KPOBW YesioBeka.

[lononHuTenbHyo MHopmMaumio CM. B MHCTPYKLUK MO MPUMEHEHUI0
K T4 O6wuii PeareHtam (Alinity | Total T4 Reagent Kit) un
PykoBogacTBe no akcnnayatauuu Alinity ci-series.

COOEPXMMOE

Icallal- |cal|f| cogepxart CbIBOPOTKY KPOBU YenioBeka. KOHCepBaHT:

asug, Hatpus.
KannépaTopbl UMEKT Crefytolime KoHLeHTpauum:

Total T4
Kanubpatop  Konuuectso (pg/dL) (nmol/L)
lcallal 1x3.0mL 0.0 0.0
[c*1]b1 1x3.0mL 3.0 38.6
|CAL|C] 1x3.0 mL 6.0 772
[cat|d| 1x3.0mL 12.0 1544
lcaMel 1x3.0mL 18.0 2317
ICALIFI 1x3.0mL 24.0 308.9

HEOBXOANMbIE, HO HE NMPEOOCTABNAEMbBIE
MATEPUAJbI

¢ 04R1001 3ameHsieMble KPbILLKX 419 KanmbpaTopa/koHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALMNS

Kannbpartopbl COOTHECEHbI C BHYTPEHHUM pediepeHCHbIM
cTaHgapTom Abbott. [laHHbIA BHYTPEHHWI pedhepeHCHbI cTaHaapT
npousBefieH rpaByMMeTpUYecKn 1 COOTHECEH C petiepeHCHbIM
craHgapTom USP ana L-TtupokcuHa.

MEPbI NPEAOCTOPOXHOCTU

iyl
e [ina guarHocTuku In Vitro

A4 | onlyl
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Mepbl NPesoCTOPO>KHOCTM

A’BHI/IMAHI/IE: [aHHbIA NPOAYKT COAEPXUT NOyYeEHHbIE
OT YesioBeka M/MAN NOTEHUNASIbHO UH(EKLMOHHbIE KOMMOHEHTbI.
CmoTpute pasgen CCAEPXXVUMCE faHHON MHCTpYKLuM no
NPUMEHEHWI0. HY OAMH M3 M3BECTHbIX METOAO0B TeCTUPOBaHUA
He MOXeT rapaHTMpoBaTb, YTO Marepuasibl, NoslyyYeHHble OT
yesioBeka, WM MHaKTUBMPOBaHHbIE MUKPOOPraHW3Mbl He
nepeHocAT nHdekumo. MoaTomMy BCce MaTepuasibl, NoslyveHHble
OT YesioBeKa, creflyeT cuuTaTb NOTEHLUNASIbHO MHAEKLIMOHHBIMM.
PekomeHayeTcss obpalwarbcsa ¢ 3TUM NPOAYKTOM W obpasuamu,
noslyYeHHbIMI OT YesioBeka, B COOTBETCTBUM cOo CTaHAapTom no
o6paLleHnio C reMOKOHTaKTHbIMU natoreHamu, paspaboTaHHbIM
YnpasneHnem CLUA no oxpaHe TpyAa U NPOMbILLIEHHON
rurneHe (CSHA). Mpu pa6oTe ¢ maTepuanamun, cCogepxalimmm
WM NPeAnoNoXnUTENbHO CoAepXallMMy NHAEKLMOHHbIE areHTbl,
cnefyeT cobnofaTte npasuna 6uonoruyeckoin 6esonacHocTu,
YPOBEHb 2, UKW Apyrie COOTBETCTBYIOLLME npasuia
6uonornyeckoli 6esonacHoCTy.
Martepunasibl, Nosly4eHHbIe OT YesloBeKa, MCNo/b30BaHHbIE B
KanmbpaTopax, He peakTumsHbl Ha HBsAg, HV-1 RNA wn
HIV-1 An, aHTn-HCV 1 aHTn-H1Y-1/H1V-2.

Cnepyolwe npegynpexaeHns 1 Mepbl NpesoCcTOPOXHOCTU

OTHOCATCH K |[catla|- |cal]|f|

CopaepxuT asng HatTpus.

EUHO032 Mpu KOHTaKTe € KMcnoTamu obpasyetcs

BbICOKOTOKCUYHBIA ras.

P501 YTuUnusupyiite cofepxumoe/KoHTeliHep B
COOTBETCTBUW C caHWUTapHbIMU HOopmamn P®

(CanlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e30nacHOCTU AOCTYMHbI Ha caiite
www.abbottdiagnostics.com nnun y MecTHOro npegcrasutens.
Moapo6Hyto MHhopmaLmio 0 HeobXoANMbIX Mepax
NpeAoCTOPOXHOCTM MpW paboTe ¢ aHaN3aTopoM

cMm. B PykoBoacTee no akcnnyatauuu Alinity ci-series. Pa3gen 8.

noaAroToOBKA K NCMOJIb3OBAHNIO

« [JlaHHbIii NPOAYKT NOCTaBASIETCs B XWAKOM BUAE, FOTOB K
CMO/Mb30BaHUIO.

e [laHHblii NPOAYKT MOXET MCMOMb30BaTLCA HENOCPEACTBEHHO
nocne W3BMEYEHUsI N3 MeCTa XpaHeHusi ¢ Temneparypoii 2 - 8'C.

« lepes KaxabiM UCMONb30BAHMEM MNEpemelLnBaiiTe, akkypaTHo
nepesopaunsas 1akoH.l.

3 Abbott




XPAHEHVE
e He ucnonb3yiiTe Nocne OKOHYaHUs Cpoka rofgHOCTY.

MakcumansHoe [onosiHNTENbHbIE
Temnepatypa Bpems MHCTPYKLMW NO

XpaHeHus XpaHeHus XpaHeHwuo
HeBckpbITbIA 2 - 8'C [lo okoH4aHus
dnakoH cpoka
roHoCTN
BCKpbITbIN 2-8C [l0 OKOHYaHuss XpaHuUTb BO
dnakoH cpoka nakoHax, MaoTHO
ro4HOCTH 3aKPbITbIX HOBbIMU

3amMeHAeMbIMn
KpbILWKaMWK.
NomecTnTL B
XonogunbHWK nocne
MNCNONb30BaHUA.

Cucrema oTCnexunsaeT CTabubHOCTb NPU UCNO/b30BaHUN -
nepuoj, BpeMeH!, B TEUEHNE KOTOPOro Kalnbpatop Haxogurces
BHE XONoAu/IbHMKa Ha 6opTy aHanusaTopa. Cucrema He No3BONUT
MCNoNb30BaTh KaMbpartop, ecnyv nepuos ctabunbHOCTH

npy UCMosib30BaHNN UCTeK. CM. MakCUMasibHOe 3HaueHune
CTabWUIbLHOCTM NPU UCMOMb30BaHUN B oTyeTe “MapameTpbl
TecToB". [IoNOSHATENbHYO MHOPMALMIO O CTabUILHOCTU MpU
MCMosib30BaHUN kanimbpatopa cM. B PyKoBoACTBe Mo skcniyatauum
Alinity ci-series, Pa3gen 5.

[lonoNHUTENBbHYI0 MHCGOPMALMIO O BbIBOAE NapaMeTpoB TECTOB

Ha neyatb cM. B PykoBoacTBe no akcnnayatauum Alinity ci-series.
Paspen 5.

MPOLIEEAYPA PABOTbI HA AHAJIM3ATOPE

* TapameTpbl cepun kanmbparopa MOryT BBOAUTLCS MPW MOMOLLM
LUITPMUXKOAA Ha ynakoske kanubpartopa.

e VHchopMauymio 0 HacTpoiike napaMeTpoB KanuGpatopa CM. B
PykoBoACTBE MO aKcnyaTaumm
Alinity ci-series, Pasgen 2.

¢ VHdopmauuio o0 3akase ¥ 3arpyske kanmbpaTopoB B CUCTEMY
cM. B PykoBoacTtee no akcnnyatauuu Alinity ci-series, Pasgen 5.

NMPOUEAYPblI KOHTPOMA KAUECTBA

[N oueHKn kanmbpoBKM TecTa He06X0AMMO MPOTECTUPOBATL MO

O/IHOMY KOHTPOJIIO K&XA0ro YPOBHA. Y6eAnTechb, YTo 3HaYeHus

KOHTPO/ei HaxoAATcs B npefenax AgvanasoHa [onyCTUMbIX

3HAYEHWI, yKa3aHHbIX B COOTBETCTBYIOLLE/ UHCTPYKLMUM NO

NPUMEHEHMIO.

VIHhopMaumio 0 3akase KOHTposel cMm. B PykoBoacTse no

akcnnyatauun Alinity ci-series, Pa3gen 5.

Mocne NPUHATUA 1 COXpaHEHWS pPe3y/bTaToB Ka/MbpoBKKN TecTa Bce

nocnegytoue obpasLbl MOXHO TeCTMpoBaTh 6e3 npeABapuTesbHON

KannMbpoBKM, KpOMe Tex crlyyaeB, Korga:

¢ Vicnonb3yetcs Habop peareHTOB C HOBbIM HOMEPOM Cepun.

*  PesynbTaTthl eXefHEeBHOI npoLeaypbl KOHTPO/S kayecTsa
HaxofATCs BHE CTATUCTMYECKM 060CHOBAHHOIO Juanas3oHa
KOHTPOJIA Ka4ecTBa, MCNo/b3yemMoro /19 MOHUTOPUHIA U
KOHTPOJIA paboumnx xapakTepucTuK CUCTEMbI, KaK ykasaHo B
pasaene "Mpoueaypbl KOHTPOSIA KavyecTBa" MHCTPYKLUK Mo
NPYMEHEHNIO K COOTBETCTBYIOLLEMY peareHTy.

e Ec/nm cTaTUCTUYECKM 0GOCHOBAHHbIM AMana3oH 3HaYeHui
KOHTPO/ISi HelOCTYMEH, TO NepPUOA Mexzy kanmbposBkamu He
LOMKeH npesbiwats 30 AHel.

MoxeT noTpe6oBaTbCsi NOBTOPHAaA kannbposka Tecta nocne

npoLesypbl TEXHUYECKOro 06CNYXMBAHWUSI OCHOBHbIX YacTeii

CUCTEMbBI WM ee KOMMNOHEHTOB WU NOC/e NPoBefeHNss CEPBUCHBIX

npoueayp.

JlononHVTE NbHYI0 MHOPMALMIO CM. B UCHTPYKLMK MO NPUMEHEHMI0

K COOTBETCTBYIOLEMY peareHTy u PykoBoACTBe No aKcnsyaTtauuu

Alinity ci-series.
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MOKA3ATENN HECTABUWIBHOCTW M MNOPYNA
MokazaTenamy HecTabuIbHOCTU MM NOPYM CYXaT 0Cafok,
BUAMMbIE Cnefbl NPOTEeYKn, CUbHAs 3aMyTHEHHOCTb,
HeCcOOTBETCTBME KaNIMBGPOBKM KPUTEPUSAM, yKazaHHbIM B UHCTPYKLAK
no npuMeHeHuto n/unu PykoBoacTee no akcnayatauum Alinity
ci-series, WM HECOOTBETCTBME KOHTPOJIEN YCTaHOBNEHHLIM
KpUTEPUAM.

BVNB/TNOTIPA®NA

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

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

copmar uucen:
* B kauecTBe pasgenutens TbiCs4 UCNOMb3yeTcs npoben
(npvmep: 10 000 06pasuoB).
* B KayecTBe pasfenvrens AecATUYHbIX UCNOMb3yeTCA Touka
(npumep: 3.12%).
|/|CI'I0}'Ib3yeMbIe CMMBO/J1bI
Cumsonbl ISO 15223

)I( BHumaHne

I:i CM. MHCTPYKLUMIO Mo
NPUMEHEHNIO
W3rotosutens

TemnepartypHblii AranasoH

1 /
2 m Vcnonb3oBatb 40/CpoK roAHOCTU
M MeguuuHckoe nsgenve gas
AnarHocTukm In Vitro
Howmep cepun
[5S3 KaTanoxHblii Homep

CepwuiiHbIii Homep

[Apyrvie cumBosbl
Kanu6patop (A, B, C, D, E, F)

lcatla]
M KOHTPO/bHbIi HOMep

jconcl KoHueHTpauusa

CopepXuT asui HaTpus.

Mpy KOHTaKTe € Kucnotamm
o6pasyeTcsi BbICOKOTOKCUYHBIV
ras.

Anctpubbiotop B CLUA
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1PRODUCT OF IRELAND | Mpoaykt NpnaHaun

[ns ncnonb3oBaHUsA TONbKO
MeAULMHCKUM PaBOTHUKOM
(MPUMEHNMO TOMbKO K
Kknaccudukauun CLUA).

IRXx ONLY I

Alinity siBnsieTca TOprosoil Mapkoii komnaHun Abbott Laboratories B
pasnnyUHbIX IOPUCANKLMAX. Bce Apyrme Toprosble Mapku SBASHOTCS
CO6CTBEHHOCTbIO COOTBETCTBYIOLLMX BNafesbLeB.
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MPUNOXEHNE

K WHCTPYKUMW MO npumMeHeHuto «T4 O6wwuii Kanubpartopbl (Alinity i Total T4

Calibrators)» gns Poccumn
TPAHCMNOPTUPOBKA

Vsgenve pekomeHayeTcst TPaHCNopTUpPOBaTh 6e3 TemMnepaTypHbIX
orpaHuyeHunii. U3genve ocTtaeTcs CTabuU/bHLIM [0 OKOHYAHUS Cpoka [O4HOCTH,
yKa3aHHOTO Ha ynakoBke. TPaHCMOPTUPOBKA OCYIWECTB/SETCA BCEMW  Bugamu
TpaHcnopTa B KPbM'bIX TPAHCMOPTHLIX CPeACcTBaX B COOTBETCTBMM C npasBunammu

nepeBO3KY rPy30B, AeCTBYIOWMMI Ha KaxX/J0M Buje TpaHcnopTa.
TAPAHTUNHLIE OBA3ATE/NILCTBA

Mpon3BoanTeNb rapaHTUPYeT, YTO Npy Np oM Xp no6p nspenve

ocTaeTcs CTabu/bHbLIM 0 UCTEYEHNA CPOKa FOAHOCTU. MakcuMasbHbI CPOK FOAHOCTU
MeANLUMHCKOTO un3fenus He Gonee 12 MecsueB C AaTbl npousBoacTea. JlaTta
NpoV3BOACTBA MEAULMHCKOTO M3[eNus ykasaHa B cepTudivkaTte aHannsa, KoTopblii

[OCTyneH Ha calite www.abbottdiagnostics.com wnM y MecTHOro npeacTaBUTEns.

Vsgenve, xp A C Hapy pernameHTMPOBaHHOTO NPOU3BOAUTENEM

pexuma, NpUMeHeHUI0 He NMoAnexuT (B cooTBeTcTBUM ¢ TOCT P 51088-2013).
TEXHUYECKOE OBC/YXXVUBAHUE

He Tpe6yeTca.

TEKYLWMNA PEMOHT

He TpebyeTcs.

OAHHBIE  ONA YTUWAM3ALUMKM N YHUYUTOXEHUNA
MEAVNUNHCKOIO U3AENUNA

MeanINHCKOEe U3fleNnine yTUAN3NPYIOT U YHNUYTOXAIOT B COOTBETCTBUM C MpaBunamu
o6paleHnsi C  MeAUUMHCKUMW  OTXOAaMmu, —pernameHTupylowumucs  CauluH
2.1.7.2790-10 ot 12.12.2010 «CaHUTapHO-3aNUAEMMNONOrNYeckme Tpe6oBaHUA K
06paLLEeHNIO C MeJULIMHCKMMN OTXOAaMU».

Heo6x0AMMO CrefoBaTh HaUMOHA/IbHLIM CTaHAapTaM Mpu nepejavye v yTuausauum
M3[ieNnusi, ero KOMMOHEHTOB U YMaKoBKN.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLIMHCKOE U3AENVE

98/79/EC, 1272/2008/EC (CLP) c nonpaBkamu, 1907/2006/EC (REACH) c
nonpaskamu, 80/181/EEC, 2009/3/EC, PernameHT (EC) 1069/2009, PernameHT (EC)
142/2011, CLASS 2013 (C nonpaBkamu), GHS (c nonpaBkamu), WHSR YacTtb 7.1 (c
nonpaekamu), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641, EN 13612, EN
ISO 15223-1, EN 980, EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO
23640, EN ISO 20776-1, EN 13975, EN ISO 17611, ISO 80000-1
MOTEHUMANBHbBIN NMOTPEBUTE/b

MpodeccrnoHanbHblii Nonb3oBaTeNb

VMH®OPMALUMA o HAANYN B MEAVNLIMHCKOM U3OENNA
NNEKAPCTBEHHOIO CPEACTBA

He copgepxut

CTEPUNBHOCTb

MocTtaBnseTcs B HecTepusibHOM BuUje. CTepVIﬂVICiaLLMﬂ nepeg npumMeHeHMem He
TpebyeTcs.

NH®OPMALVA o BO3MOXHOCTHU NMOBTOPHOIO
NMPUMEHEHWA

He nognexuT NnoBTOPHOMY MPUMEHEHUIO.

MATEPUANBLI XXNBOTHOTO NMPONCXOXAEHNA

MaTepunasnbl XMBOTHOTO MPOWUCXOX/AEHWUSI MPOBEPEHbI W PUCKW MpUMeHeHus MW
ykasaHb! B MacnopTe 6e30nacHocTU. MacnopTta 6e30MacHOCTV MOXHO HaiiTu Ha caiiTe
www.abbottdiagnostics.com nnu o6patutecb k MECTHOMY MpeAcTaBUTesto.
XPAHEHVE

HeBCKpbITbIE M BCKpbrble KapTPUAXW / (hNakoHbl PEKOMEHAYEeTCA XpaHWTb npu
Temnepatype 2 *C - 8 *C B X0N0oAW/bHbIX Kamepax WM B XONOAUNbHUKAX,

o6ecneunBaloLUX PerNamMmeHTUPOBaHHbI TeMNepaTypHbIi PeXnUM.
LBET N 3AMNAX

XXunpakocTb Xentoro useTa 6e3 3anaxa.
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3660TT UpnaHamsa, [AmarHocTnyeckoe

MoppasgeneHue, Ten:+ 353 43 3331000
JlncHamyk, dakc: +353433331001
JloHrcopa
rpadctBo J1oHrdopa,
WpnaHaus

Mopnuck: <nognucaHo> [Jata: 03 gekabys 2018 .

Hopa duumpkepanss

CreunanncT perynsTopHoro oTaena

2660TT VpnaHgmsa, AnarHocTnyeckoe nogpasaeneHme
JlncHamyk, JToHrdopg

MpadhcTBO J1oHrhopy

MpnaHamsa

<MeyaTb: TOPTOBASA MANATA CNANTO (MHK)
3ABEPEHHbIN CEPTU®UKAT O MPOUCXOXAEHWNWN>

<MeyaTh: 3BBEOTT UPAAHAUSA, AMATHOCTUYECKOE NOAPA3AENEHNE,
NOHIr®OPA>

<noagnucaHo> 04 pgekabps 2018 .

<MeyaTb: TOPFTOBASA MANATA CJTANTO (MHK)
NoANMNHHOCTBE SACBUAETE/IBCTBOBAHA JOBPOCOBECTHO
<nopgnucaHo> 04.12.2018 r. ¥YNO/IHOMOYEHHOE NNL0>

MepeBOA C aHFNMIACKOTO i3blKa HA PYCCKUIA S3bIK BbINOMHEH NepeBoAUYNKOM TIaTHeBbIM Vinbelt

ANeKceeBMYEM.
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Poccuiickas degepauns. Ffopog Mocksa.

TpuHaauaToro gekabps Ase TbiCA4YM BOCEMHAALATOrO roga.

A, bopoHvHa EBreHns BnagummpoBHa, BPEMEHHO UCMONHAKLWAA 0653aHHOCTWN HOTapuyca
r. MOCKBbI BaXTa,qse 3}'IbMI/Ipr |'OpbeBHbI, CBUAETENbLCTBY MNOANMHHOCTL nNognucu

nepesogyuka WaTtHeBa Nnbn AnekceeBnya.
Mopnuce caoenaHa B MOEM NPUCYTCTBUN.
TnyHoCTbL NOoANMCABIIEro JOKYMEHT yCTaHOB/IeHa.

3apeructpupoBaHo B peectpe: Ne 77/52-H/77-2018- 2 - -V6'4'3
B3bickaHo no Tapudpy 100 pyo6.

Yrw”eHo 3a okasaHue ycnyr npaBoBOro 1 TeXHUYECKOro Xxapakrepa:

E.B. BopoHuHa

Bcero BAoWHYPOBAHO, MPOHYMEPOBAHO _
n ckpénneHo nevat” ....CAA..M\ICTED
BPWVO HoTapuyc

-C

MpowwnTto B wmnyecTBé ncToB
> 20 [T
PykoBog Tens Otgena «Kn CKue nccnepoBaHmsa»

000 «/NBUTPO»

P. C. TogyHoB
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