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I, Eamonn Gill, Regulatory Alfairs 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 lull
accordance with actual manuals of manufacturer.

A, moHH [Dxunn, Crneuymannct perynaTtopHoro otgena, 3660TT [uarHocTuyeckoe
MoppasgeneHne WpnaHgusa, Jlonrdopn, WpnaHgnsa (Aoibheann Gill, Regulatory Afiairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacTosWwMMm
yAOCTOBEPSAD, UTO Mpunaraemble AOKYMEHTbl B HUXeNpuBeLeHHOM 06beme CTpaHul,
ABMAKTCA  WMHCTPYKUUAMM MO NPUMEHEHU. ITU  [LOKYMEHTbl  MOJIHOCTbIO
COOTBETCTBYIOT (PAaKTUUECKON AOKYMEHTaLMn MPOn3BOUTENS.

VHCTpYKUMA Mo NpUMMEHEHMIO Ha meauumHckoe umspenve (Instraction for Use for
medical devise)

Kanubpatopbl gna obecneveHUss MnpaBUIbHOCTU KOMIMYECTBEHHOIO onpesesieHns
cB060AHOr0 T3 MMMYHOXeMWUTIIOMUHECLIEHTHbIM METOAOM B CbIBOPOTKE U Ma3ve
KpOBWM 4esioBeka Ha MMMYHOXMMUYECKUX aHanm3zaTtopax Alinity i «T3 CBo60AHbIN
Kanu6patops! (Alinity i Free T3 Calibrators)»

0 TeKCTY WHCTPYKUUM BCTPEYAKTCA BapuaHTbl HaMMEHOBaHUWM MEAMLIMHCKUX W3AENWi,

e[eHHble B TabnMUe HWxe, KOTOpble SBASKOTCA CMPaBeA/IMBbIMA U PaBHO3ZHAYHLIMU

Vimstiruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HavmeHoBaHMe  HaumeHOBaHVe MeAULMHCKOTO M3LENNSA Ha PYCCKOM CokpalleHHoe
Ha aHrINACcKOM A3bIKe HavMeHoBaHue
A3bIKe (no Tekcty
[OKYMeHTa)
Alinity i Free T3 Habop peareHTOB ans KonuuyectBeHHoro T3 CBO6OAHbIN
Reagent Kit onpefeneHus cB06OOAHOrO T3 PeareHTol (Alinity
VMMYHOXeMWU/TIOMUHECLEHTHbBIM MeTOL,0M B i Free T3 Reagent

CbIBOPOTKE U NfasmMe KpoBM uyenoBeka Ha KKk)
UMMYHOXUMUYeCKUX aHanmsaTopax Alinity i «T3
CBobogHbIi PeareHTbl (Alinity i Free T3 Reagent

Kit)»
Alinity i Free T3 Kanubpatopbl gna obecneveHnss npasuibHoctn T3 CBOGOAHbIN
Calibrators KOJIMYECTBEHHOIO onpefdeneHna csobogHoro T3  Kanmbpatopsl
UMMYHOXEMUTIOMUHECLIEHTHbIM MEeTO0M B (Alinity i Free T3

CbIBOPOTKE M MnasmMe Kpoeum 4YenoBeka Ha Calibrators)
UMMYHOXMMMUYECKUX aHanunsatopax Alinity i «T3
CBo6ogHbli  Kanubpatopbl (Alinity i Free T3
Calibrators)»
Alinity i Free T3 KoHTponbHble MaTepuanbl And nogTeepxaeHns T3 CB060AHbI

Controls BOCMPOM3BOANMOCTH " npaBW/ibHOCTU  KOHTPO/bHbIE
KO/IMYECTBEHHOIO OMnpeAeneHus  csobogHoro T3  marepuansi
VIMMYHOXeMWTFOMUHECLIEHTHbIM MEeTOL0M B (Alinity i Free T3

CbIBOPOTKE WM MjasMe KpoBM 4esioBeka Ha Controls)
UMMYHOXMMUYECKUX aHanu3atopax Alinity i «T3
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CBo6oaHbIi  KoHTponbHble Matepuansl  (Alinity i
Free T3 Controls)»

Cocras:
, Title Flurnber
ofpage”
1. Instruction for Use for the Alinity i Free T3 Calibrators with ADDENDUM 3
for Russia.

2. WHctpykums HO mpmeHeHunto «T3 CBob6oaHbI Kanmnbpatopsl (Alinity i
Free T3 Calibrators)» ¢ MPNNOXXEHWEM pgns Poccun.

Signed: |_ Date: on

Eamonn Gill

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

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

Authorised Official
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Alinity |
Free T3 Calibrators

Read Highlighted Changes: Revised April 2018.

NAME
Alinity | Free T3 Calibrators (also referred to as Free T3 Cals)

INTENDED USE

The Alinity i Free T3 Calibrators are for the calibration of the Alinity
i analyzer when used for the quantitative determination 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 x|
sodium azide.

are prepared in human serum. Preservative:

The calibrators are at the following concentrations:

Free s CONCi

Calibrator Quantity (pg/mL) (pmol/L)
1x3.0mL 0.0 0.00
lcallb| 1x 3.0mL 14 2.15
[coMc]| 1x3.0mL 35 5.38
fcALjol 1x 3.0 mL 7.0 10.75
lcalle| 1x 3.0 mL 17.2 26.42
leatlf] 1x3.0mL 30.0 46.08

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

STANDARDIZATION

The calibrators are matched to an Abbott internal reference
standard. This internal reference standard is manufactured by
gravimetric methods based on the Free Triiodothyronine calculation
(FT3Q using L-Triiodothyronine (sodium salt, not less than 95% pure
by HPLC) and L-Thyroxine (sodium pentahydrate, not less than 95%
pure by HPLC) at each concentration level. The FT3C s a calculation
of the Free Triiodothyronine hormone concentration, which depends
on the amount of Total T3 and Total T4 found in the serum as well as
the serum's thyroid hormone binding capacity.

PRECAUTIONS

[in

¢ For In Vitro Diagnostic Use
IRXx ONLY |
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Safety Precautions

A CAUTION: This product contains human-sourced and/

or potentially infectious components. Refer to the CONTENTS
section of this package insert. No known test method can

offer complete assurance that products derived from human
sources or inactivated microorganisms will not transmit infection.
Therefore, all human-sourced materials should be considered
potentially infectious. It is recommended that 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, HIV-1 RNA or HV-1 Ag, anti-HCV, and
anti-HIV-1/HIV-2.

The following warnings and precautions apply to:
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 avaiiable 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.

Maximum
Storage Time

Until expiration
date

Storage
Temperature

Unopened 2to 8C

Additional Storage
Instructions

Opened 2to 8'C Until expiration  Store tightly capped
date with new replacement
cap.

Return to refrigerated
storage after use.

Abbott



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.

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, Bioodborne 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 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
ISO 15223 Symbols

A Caution

Consult instructions for use

aos
Manufacturer
Temperature limitation
1
Use by/Expiration date
2
In Vitro Diagnostic Medical
Device
Lot Number
List Number
Serial number
other Symbols
lcatla | Calibrator (A,B,C,D,E or F)
lew1 Control Number
|coNC| Concentration

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

Distributed in the USA by

ICONTAINSi AZIDE 1

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

1INFORMATION FOR USA ONLY |

1PRODUCT OF IRELAND |

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

JRX ONLY 1

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

Abbott Ireland
Diagnostios Division C€
Lisnamuok, 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 April 2018.
©2017, 2018 Abbott Laboratories

Abbott
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ADDENDUM

to the Instruction for Use AJinity i Free T3 Calibrators (for Russia)

SHIPPING

Recommended shipping conditions for device is ambient. Device is stable
until ttie expiration date indicated on the package. Ship in an enclosed carrier vehicle
of any kind in accordance witii 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 8
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
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 Managerr>ent 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.abbottdlagnostics.com or contact your local

representative.
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Alinity i
T3 CBOGOAHbLIN KannbpaTtopsl
(Alinity i Free T3 Calibrators)

Cm. BblenieHHble n3MeHeHus. Pegakuua: anpens 2018.

HANMEHOBAHWE (CokpauieHHoe)
T3 CBoGOAHbIN Kanubpatops! (Alinity i Free T3 Calibrators)
(Takke BcTpevaeTcs no TekcTy: Free T3 Cals)

HA3SHAYEHUE

T3 CB0OGOAHLIN Kanu6patops! (Alinity i Free T3 Calibrators)
npegHasHaveHbl 4ns kannbposku aHanusatopa Alinity i npu
KOSINYECTBEHHOM onpeaeneHnn cBOGOAHOIO TPUAOATUPOHNHA
(cBOGOAHbI T3) B CbIBOPOTKE W Nyia3Me KPOBW YesioBeka.
JlononHutensbHyo MHpopMaLmMio CM. B UHCTPYKLWM NO
NPYMEHEHUI0 K COOTBETCTBYIOLLLEMY peareHTy 1 PykoBoacTse no
akcnnyataumm Alinity ci-series.

COAEPXNMOE

-1 IrlnoarotoBneHsl B CbIBOPOTKE KPOBY YesioBeka.
KoHcepBaHT: a3ung Hatpus.

Kannépatopbl XapakTepusyTcs CrefyowuMy 3HaYeHAMN:

CBOGOAHbIN T3 Iconcl

Kanu6patop Konnuectso (Pg/mL) (pmol/L)
catla | 1X3.0 mL 0.0 0.00
CALIB1 1X3.0mL 14 2.15
catlc | 1X3.0mL 35 5.38
catld | 1X3.0 mL 70 10.75
catle| 1X3.0mL 172 26.42
1X3.0mL 30.0 46.08

HEOBXOAWMbIE, HO HE NMPEAOCTABNIAEMbBIE
MATEPUANDbI

¢ 04R1001 3ameHsieMble KpbIWKM An8 KannbpaTopa/KoHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTUN3ALNA

Kanmbpatopbl COOTHeCeHbl C BHYTPEHHUM pedhepeHCHbIM
cTaHgapTom Abbott. [laHHbIVi BHYTPeHHUI pedhepeHcHbIi cTaHaapT
npou3BefieH rpaBUMETPUYEecKUM cnocoboM Ha OCHOBE pacyeTa
cBoGoaHOro TpuitoaTMpoHuHa (FT3C) ¢ ncnonb3oBaHMeM
L-TpuitoaTMpOHUHA (HaTpueBas Ccosb, YMCcToTa He MeHee 95% no
XXXB[) n L-TupokcuHa (neHTaruapar HaTpus, YncToTa He MeHee
95% no XXXB[) Ha KaxLioMm ypoBHe KoHUeHTpauuu. FT3C- pacueT
KOHLLeHTpaLuy ropmMmoHa CBOGOAHOTo TPUNOLATUPOHMHA, koTopast
3aBUCUT OT KonnyecTBa obLero T3 u o6uero T4, o6HapyXeHHbIX
B CbIBOPOTKE KPOBW, & TakkKe CMOCOGHOCTU CbIBOPOTKU CBSI3bIBaTb
TUpeouaHble rOPMOHbI.

MEPbI MPEAOCTOPOXHOCTHU
an

« [na guarHoctuku In Vitro

Mepbl NPegoCTOPOXHOCTH

BH/MAHWE: [aHHbIi NpOAYKT COAEPXUT
NoJlyYeHHble OT YenoBeka U/MAN NOTEHUWNAIbHO UHMPEKLMOHHbIE
KOMMOHeHTbl. CmoTpute pasgen COOEPXVMOE paHHoi
MHCTPYKUMK NO NPUMEHEHUI0. H1 OAuH 13 U3BECTHbIX
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MEeTO/A0B TECTUPOBAHWSI HE MOXET rapaHTUpoBaThb, YTO
maTepuasbl, NoslydeHHble OT YesloBeKa, WM UHAKTVBUPOBAHHbIE
MVKPOOPraHn3Mbl He NepeHocsT MHpekumto. MoaTomy Bce
MmaTepuasbl, NoslydeHHble OT YesoBeka, CnefyeT cunTatb
noTeHUMasbHO MHMEKUMOHHBIMI. PekomeHayeTcst obpatarses
C AaHHbIM NPOAYKTOM 1 o6pasuamu, nosyYeHHbIMU OT
yenoBeka, B COOTBETCTBMM co CTaHAapTOM Mo o6paLleHuto ¢
reMOKOHTaKTHbIMU naToreHamu, paspaboTaHHbIM YnpasfieHnem
CLUA no oxpaHe Tpyfa 1 NPOMbILLIEHHOW TUrneHe

(OSHA). Mpu paboTe ¢ MaTepuanamu, cogepxawiumm uam
NpeAnosIoXNTENbHO COAEPXALLMMN NHAEKLMOHHbIE areHTbl,
cnepyeT cobnogatb nNpasuna Guonornyeckoit 6esonacHocTu,
YpOBeHb 2, UK Apyrvie COOTBETCTBYIOLWME Npasuna
6ronornyeckoin 6esonacHocTun.'~*

Martepuan, nosyyeHHblli 0T YenoBeka, MCNOMb30BaHHbIV B
KannépaTopax, He peaktmBeH Ha HBsAg, HIV-1 RNA nan HIV-1
Ag , aHTU-HCV 1 aHTn-HIV-1/HIV-2.

Cnegytolve NpeaynpexaeHns 1 Mepsl NpegocTopoXHOCTY

OTHOCATCA K:

la 1. |cal 1 ¥

CopepXuT asung Hatpus.

EUHO032 Mpn KOHTaKTe € Kucnotamm obpasyeTcs
BbICOKOTOKCWYHbINA ras.
P501 YTnusupyite cofepXxumoe/KoHTeliHep B

COOTBETCTBUN C CaHUTaApPHbIMW HOpMamMn
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e30nacHOCTW AOCTYMHbI Ha caiite
www.abbottdiagnostics.com nnn y MecTHoro npeacraButens.
Moapo6Hyo MHGOPMaLMo 0 HEOBXOAMMbIX Mepax
npefoCTOPOXHOCTU Npu paboTe C aHaN3aTopoM CM. B
PykoBoacTtse no akcnnyatauum Alinity ci-series. Pasgen 8.

MoAroToBKA K MCIMOJ/Ib3OBAHNIO

[JaHHbI NPOAYKT NOCTaBNSETCS B XUAKOM BuAe, roToB K
MCNOMb30BaHMNIO.

JlaHHbIA NPOAYKT MOXET UCNO/b30BATLCA HEMOCPECTBEHHO
nocsie U3BfieYeHUs1 U3 MecTa XpaHeHusi ¢ TemnepaTypoit 2 - 8'C.
Mepep, kaxxAblM MCMNOMb30BaHMEM NepemelunBaiiTe, akkypaTHo
nepesopaunBas 1akoH.

XPAHEHVE

He vicnonbayiiTe Nocne NCTeYeHust Cpoka rogHOCTW.

JononHutenbHble

Temnepatypa Makc, Bpems MNHCTPYKLUN NO

XpaHeHna XpaHeHua XpaHeHuto
HeBckpbIThIl 2 - 8'C [lo oKoHuYaHusi
chnakoH cpoka rogHocTu
BecKkpbITbIi 2 - 8*C [0 OoKoH4YaHus  XpaHuTb BO
dnakoH Cpoka rogHocTu dhnakoHax, NIoTHO

3aKpbITbIX HOBbIMMW
3amMeHsieMbIMN
KpbILLKaMK.
MNomecTutsL B
XO0NOoAUNbHUK nocne
MCMNOb30BaHUS.

CucTema OTC/IexXnBaeT CTaBGUIbLHOCTb MPU UCTONb30BaHUM -
nepuos BpeMeHU, B TedeHWe KOTOPOro KainbpaTop HaxoauTes
BHE X0N0AUbHMKA Ha 6OpTy aHanmzaTtopa. Cuctema He No3sosuT
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ncnonb3oBaTb kanmbparop, ecnu nepuog cTabunbHOCTU

npy UCMosib30BaHMN UCTeK. CM. MakCUMasibHOe 3HayeHue
CcTabunbHOCTM NpU UCNONb30BaHUK B oT4yeTe "MapameTpbl

TecToB". [JONOMHUTENbHYIO MHhopMaLMio O CTabUIbLHOCTU MpU
MCNo/b30BaHNN kanmbparopa cMm. B PyKoBoACTBE MO aKcnyatauum
Alinity ci-series, Pasgen 5.

[JlononHuTenbHy0 HopMaLmio 0 BbIBOJE NapamMeTpoB TECTOB

Ha neyatb cM. B PykoBoAcTBe no akcnnayatauum Alinity ci-series,
Pa3gen 5.

NMPOLEAYPA PABOTbI HA AHANIM3ATOPE

* TMapaveTpbl cepuu kanmbparopa MOryT BBOAWUTLCS MPW MOMOLLM
LUTPUXKOAA Ha ynakoske kanubpartopa.

e VIHchopmaumio 0 HacTpoiike napameTpoB KanuGparopa cM. B
PykoBoacTtee no akcnnyatauum Alinity ci-series. Pasgen 2.

¢ VIHdopmaumio 0 3akase 1 3arpy3ke KaimbpaTtopoB B CUCTEMY
cM. B PykosogcTee no akcnnyatauum Alinity ci-series, Pasgen 5.

MPOUEAYPblI KOHTPOMA KAYECTBA

[na oueHKn KanmbpoBKM TecTa HeobXo4MMO NPOTECTUPOBaTL MO

O/JHOMY KOHTPOJIO KaXK[0ro YpOBHs. Y6eanTecb, YTO 3HaYeHus

KOHTPOJIEH HaxofATCs B npefesnax AvanasoHa JonyCTUMbIX

3HaYeHUA, yKka3aHHbIX B COOTBETCTBYIOLLLE/ UHCTPYKLMM MO

NPUMEHEHWIO.

VIHhopMaLymio 0 3aka3e KOHTponeli cM. B PykoBoAcTBe Mo

akcnnyatauum Alinity ci-series. Pasgen 5.

Mocne NpUHATASA 1 COXpaHeHUs pe3y/nbTaToB KaJIMOPOBKM TecTa BCe

nocnegytouime o6pasLbl MOXHO TeCTMpoBaThb 6e3 npeABapuTesIbHOM

KanInbpoBKK, KpOMe Tex clyyaeB, Korga:

* Vicnonb3yeTca Habop peareHToB C HOBbIM HOMEPOM Cepui.

*  PesynbTaThl eXeAHEBHOI npoLeaypbl KOHTPO/S kayecTBa
HaxofsATCA BHe CTaTUCTUYeCKM 060CHOBAHHOIO AvanasoHa
KOHTPO/IAA KauecTBa, MCNo/b3yemMoro /11 MOHUTOPUHIa 1
KOHTPO/IAA pabounx xapakTePUCTUK CUCTEMBI, KaK yKa3aHo B
pasgene "lMpoueaypbl KOHTPOMIA KayecTsa" UHCTPYKLUUKU Mo
NPUMEHEHMNIO K COOTBETCTBYIOLLEMY peareHTy.

e Ecnm ctatuctuyeckn o60CHOBaHHbIV gnanasoH 3Ha4eHui
KOHTPONA HEAOCTYNEH, TO NEPUOS MexXzy KasimbpoBkamun He
[O/MKeH npesblwaTb 30 AHeld.

MoxeT noTpe6oBaTbCsi NOBTOPHAs Kanmbposka TecTa nocne

npoLeaypbl TEXHNYECKOro 06CMY)XMBAHWUSI OCHOBHbIX YacTel

CUCTEeMbl UM ee KOMMOHEHTOB WKW MOC/e NPOBEAEHNS CEPBUCHbBIX

npoueayp.

[lononHUTENbHYO MHOPMaLMIO CM. B MHCTPYKLMUM NO NPUMEHEHWIO

K COOTBETCTBYIOLLEMY peareHTy 1 PyKoBOACTBE N0 sKcnyaTtauuu

Alinity ci-series.

MOKA3ATE/IN HECTABU/IBHOCTW U1 MOPYN
MokasaTensiMm HecTaGuUIbHOCTU MU NOPYU CYXAT 0CazokK,
BUAMMbIE Criefibl NPOTEYKN, 3aMyTHEHHOCTb, HECOOTBETCTBUE
KanMGpoBKN KPUTEPUSIM, YKa3aHHbIM B UHCTPYKLMMN MO NPUMEHEHWIO
n/unn PykoBoacTBe no akcnnyatauum Aiinity ci-series, um
HEeCcOOTBETCTBME KOHTPO/IEA YCTAHOBNEHHLIM KPUTEPUSAM.

BVB/NOIrPA®UA

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

Microbiologicai and Biomedicai 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 Vtiirkers From Occupationaliy Acquired infections:
Approved Guideiine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.

dopmar uncern;

* B kauecTBe pasfenurens TbiCY Ucnonb3yeTcs npoben (npumep;
10 000 o6pasLios).

* B KauyecTBe pasgenutens AecATUYHbIX 3HAKOB MCMO/b3yeTCs
Touka (npumep; 3.12%).
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Vicnonb3yemble CUMBO/IbI

Cumsonsl ISO 15223
BHVuMaHne

CM. MHCTPYKLMIO No
MpyvMeHeHno
WM3roTosutens

TemnepartypHblii AranasoH

Vcnonb3oBatb A40/CpPOK rogHOCTH

=|\>|—\k<—|%

MepguumHckoe usgenve ana
AunarHoctukm In Vitro

Homep cepuun

[iiH] KaTanoxHblii Homep
fiw] CepWuiiHblii Homep
Apyrve cumsosbl
lcatla] Kanu6patop (A,B,C,D,E unu F)
[ow] KOHTPO/IbHLIE HOMEp
1CONC1 KoHueHTpaums

CopepXuT asung, HaTpus.

Mpyn KOHTaKTe € Kucnotamm
o6pasyeTcsi BbICOKOTOKCUYHBIV
ras.
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MeAULMHCKUM PaboTHUKOM
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Alinity siBnsieTca Toprosoii Mapkoii komnaHuu Abbott Laboratories B
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MPUNOXEHNE

K WHCTpYKUMW MO npumeHeHuto T3 CBoGoAHblli KanuGpatopbl (Alinity i Free T3

Calibrators) ans Poccuu
TPAHCMOPTMPOBKA

Uspenve pekomeHayeTcs TpaHcnopTupoBsath 6e3 TemnepaTypHbIX
orpaHuueHwii. M3genve octaeTcs CTabuUNbHbIM [0 OKOHYAHWS CpOKa TOfHOCTH,
yKa3aHHOTrO Ha ynakoBke. TpPaHCMOPTMPOBKa OCYLECTBNSETCA BCEMU BUAAMMU
TpaHcnopTa B KPbITbIX TPAHCMOPTHbLIX CPeACTBax B COOTBETCTBMM C NpaBunamu

nepeBO3k rPy30B, AeCTBYION MU Ha KaXOM BUAE TpaHcropTa.
FTAPAHTUNHBLIE OBA3ATE/IbCTBA

MpounsBoauTENb rapaHTUPYeT, YTO NPY NPaBUIbHOM XpaHeHUn 1 obpalleHnn usaenve
ocTaeTcsl CTabUNbHbLIM 0 UCTEYEHUSA CPOKA FOAHOCTU. MaKCUMasbHbI CPOK FOAHOCTM
MeANLMHCKOTO M3jenns He Gonee 8 MecsueB C faTbl NpousBoacTBa. Msgenve,
XpaHUBLUEECS C HapyLIeHWeM PperfaMeHTUPOBAHHOTO NPOM3BOAUTENIEM PEXUMA,
NPUMEHEeHUI0 He NnoanexuT (B cooteeTcTBumn ¢ FOCT P 51088-2013).
TEXHWYECKOE OBCNYXWUBAHUNE

He TpebyeTcs.

TEKYW WA PEMOHT

He TpebyeTcs.

AAHHBIE ana YTUIN3ALUNN n YHUUYTOXEHUNA
MEAULMNHCKOTrO U3JENNA

MeauumHcKoe usgenue yTUAN3UPYIOT U YHNUTOXAIOT B COOTBETCTBUWN C Npasunamu
obpaljeHnss C  MeAULMHCKAMKU  OTXOAamu, pernameHTupylowmmucs  CanMuH
2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-anuaemuonoruyeckne TpeGoBaHUA K
06paLLeHNio C MeJULIMHCKAMI OTXOfaMu».

Heo6xoAuMo cnefoBaTb HaUWOHANbHLIM CTaHAapTam NMpu nepegade u yTuausauumn
M3A€enusi, ero KOMNOHEHTOB W YNaKOBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLMUHCKOE 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
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
MOTEHUMANBHbLIA NOTPEBUTE/b

npoeccroHanbHbli Nonb3oBaTenb

NH®OPMALUNA O HATNYNA B MEOANLUWHCKOM U3AENTNN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPW/IbHOCTb

MocTtaBnsieTcs B HecTepuibHOM BUAe. CTepVII'IVISaLI,VIﬂ nepen npuMeHeHnem He

Tpebyerca. SLIGO CHAMBER OF COIMNMMPZXx p /im/'/x
MH®OPMALMA O BO3MOXHOCTM  MOBTOPHOIO t
NPUMEHEHUS

He noAnexuT NnoBTOPHOMY NPUMEHEHNIO.

MATEPUANDbI XXNBOTHOIO MPOUCXOXAEHNA

CERTIFIED CORRECT IN ALL GOOD FAjIH

Matepuanbl XWBOTHOTO MPOUCXOXAEHWSI NPOBEPEeHbl W PUCKM MpUMeHeHus MU

ykasaHbl B Macnopte 6e3onacHocTy. MacnopTa 6e30MacHOCT MOXHO HAalTK Ha caiite CJ2 | IAuthoriSed Offlcjal
www.abbottdiagnostics.com unu o6patutecb kK MECTHOMY NpeACTaBUTENIO.
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Poccuiickaa degepauyns. Nopog MockBa.
BocemHaguaToro dpeBpana iBe ThiCAYN AeBATHAALATOrNO roja.

A, BaxTapgse dnbmupa HOpbLeBHa, HOTapuyc r. MoOCKBbl, cBUAeTeNbCTBYO MOAMMHHOCTb
noanucu nepeBogumka UnctakoBoii Buktopum JMUTPUEBHDI.

Mopnuck caenaHa B MOEM MPUCYTCTBUMN.
JIMyHOCTb NoAnNucaBLIEro AOKYMEHT yCTaHOBJ/IEHA.
)encTtpupoBr”™ B peecTtpe; Ne 77/52-H/77-2019- NO AN

rB8&>"cxaiio ‘iin‘acpmn” 100 py6.

NpaBoOBOro M TEXHUYECKOTo XapakTepa: -

3.10. baxTaasze

Bcero npowHypoBaHO, NPOHYMepoBaHOo
M CKpensieHo nevarblo.</M?rEIN.?...nucT<rr:”
HoTapwuyc..

MpownTo B KONMYEeCTBE a  JINCTOB
« N » 2019 roga
AnpekTop HanpasieHusa "KnnHunveckme uccnegosaHna™ OO0
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