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MHCTPYKLUUSA MO NPUMEHEHMUIO

Ha MeAWUMHCKOe u3aenue AN ouarHocTuUKM in vitro

KOHTpo/bHble MaTepyasbl ANs NOATBEPXAEHNS BOCMPOM3BOAMMOCTM U MPaBUIbHOCTH
KO/IMYECTBEHHOIO onpejeneHns o6wero T4 UMMYHOXEMUTFOMUHECLEHTHBIM METOLOM B
CbIBOPOTKE M MN/ia3mMe KPOBY YesioBeka Ha UMMYHOXUMUYECKMX aHanm3aTopax Alinity i T4
O6wwmin KoHTponbHble maTepuansl (Alinity | Total T4 Controls)",
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I, Nora Fitzgerald, 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, Hopa duTtumkepanbd,  CNeUManUCT  pPerynsTtopHoro  otgena,  9660TT
[narHoctuyeckoe Mogpasaenenve VipnaHaws, JloHrdgopa, VpnaHagma (Nora Fitzgerald,
Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland)’
HaCTOALLYM YOCTOBEPAID, YTO Mpuiaraemble JOKYMEHTbI B HXKENPUBELEHHOM 06beme
CTpaHWL, ABNAKOTCA WMHCTPYKUMAMM MO MPUMEHEHWIO. ITW [OKYMEHTbI MOMHOCTLIO
COOTBETCTBYIOT (PAKTUYECKON JOKYMEHTALMMN NPOU3BOAUTENS.

MHCTPpYKUMA MO NpuMeHeHUt0 Ha MeguumHckoe usgenue (Instruction for Use for
medical devise)

KoHTpoNnbHble MaTepuanbl ANA  NOLTBEPXEHUSA  BOCMPOU3BOAUMOCTM U
NpaBuU/IbHOCTH KO/IMYECTBEHHOTO onpegeneHns obuwero T4
UMMYHOXEMUTIOMWUHECLLEHTHBIM METOAOM B CbIBOPOTKE M MNJa3Me KPOBU 4esloBeKa
Ha MMMYHOXMMMUYECKUX aHanusatopax Alinity i «T4 O6wuin KOHTpPONbHble
maTtepuanbl (Alinity i Total T4 Controls)»

4
Mo TeKCTy WHCTPYKUMWM BCTPEYAlOTCA BapuaHTbl HavMEHOBaHWI MeAWULMHCKUX W3LeNunii,
on npuBefeHHble B Tabnuue HUXe, KOTOpble HABNAKOTCA CNpaBef/IMBbIMW U PaBHO3HAYHLIMM
0 (Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):
HaMMeHOf!aHMG HanumeHoBaHWe MefMLMHCKOro 13genns Ha pycckom CoKpalLeHHoe
Ha aHTJIMNCKOM q3blKe HaVMeHOBaHMe
A3bIKE (no TekcTy
[LLOKYMEHTa)
Alinity i Total HaGop  peareHTOB AN KONMMYECTBEHHOTO T4 O6Lyui
$ T4 Reagent Kit  onpepaenexus obujero T4 Ppearentsl (Alinity
MMMYHOXEMUTIOMUHECLLEHTHbIM MeTo40M B i Total T4 Reagent

CblBOPOTKE M MNjasmMe KPOBM  YenoBeka Ha Kit)
NMMYHOXUMMYECKUX aHanmsatopax Alinity i «T4
O6wwii PeareHTol (Alinity i Total T4 Reasent Kif)»

Alinity i Total Kanu6patopsl 4na o6ecriedeHnst MpaBUNbHOCTU T4 O6Lwuit
T4 Calibrators KOJIMYECTBEHHOrO  OnpefeneHus  obuwero T4  Kanu6paTopbl
MMMYHOXEMU/IIOMUHECLIEHTHBIM  MeToZoM B (Alinity i Total T4

CbIBOPOTKE W Miasve KpOBM  4enoBeka Ha  Calibrators)
UMMYHOXMMMYECKUX aHanusatopax Alinity i «T4

O6bwwuin  Kanubpatopbl (Alinity i Total T4
Calibrators)»
Alinity i Total KouTponbHble MaTepuanbl s NOATBEPXKAEHUA T4 06w
T4 Controls BOCMPOW3BOAUMOCTM " NPaBuIbHOCTA  KOHTPONbHbIE
KOMYECTBEHHOrO  onpedenenust  obwero T4  mvarepuans!
NMMYHOXEMUMIOMUHECLIEHTHBIM MEeTOf0M B (Alinity i Total T4

CbIBOPOTKE 1 Mnasve KPOBWM  uenoBeka Ha  Controls)
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NMMYHOXMMUYECKUX aHanm3aTopax Alinity i «T4
O6wuin KoHTponbHble Matepuans! (Alinity i Total
T4 Controls)»

Cocras:
# Title Number
of pages
1 Instruction for Use for the Alinity i Total T4 Controls with ADDENDUM 3
for Russia.
2. VIHCTpyKums no npumMeHeHuto «T4 O6wmii KOHTPOsIbHbIE MaTepuansbl 3
(Alinity i Total T4 Controls)» ¢ MPUTOXEHWNEM ans Poccumn.
r :
Signed: Date: OS-OfC-rlPlj
Nora Fitzgerald

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland
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Alinity i
Total T4 Controls

Read Highlighted Changes: Revised February 2018.

NAME

Alinity i Total T4 Controls (also referred to as Total T4 Ctrls)

INTENDED USE

The Alinity i Total T4 Controls are for the verification of the accuracy
and precision of the Alinity 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 konTROLIm prand lcontro |n | cONtain T4 prepared in
human serum. Preservative; sodium azide.

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

Total T4LCONCi RanGe 1l
Control Quantity My  (nmol/L) (ligzdL) (nnol/L)
IcoNTROL 1jJ 1xS.0tnL 4.2 54.1 2.73-5.43 35.14- 69.83
IconTROLp  1xS.0tnL 7.4 95.2 5.44-9.92  70.01 - 127.67

IcoNTROL || 1x8.0mL 14.6 187.9 9.93-19.71  127.80-253.67

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

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

« Calibration e Control lot * Reagent lot

« Calibrator lot ¢ Instrument

PR%AUTI ONS

For in vitro Diagnostic Use
Irx onLy |

Safety Precautions

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

The human-sourced material used in the controls is nonreactive
for HBsAg, HIV-1 RNA or HIV-1 Ag, anti-HCV, and anti-HIV-1/HIV-2.

¢

A
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The following warnings and precautions apply to: [controi]1 |

1CONTROL IM 1 anH 1CONTROL |H|

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 s .

PREPARATION FOR USE

¢ This product is liquid ready-to-use.

¢ This product may be used immediately after removal from 2 to
s '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 s"C Until
expiration
date
Opened 2tos'C Until Store tightly capped.
expiration Return to refrigerated
date storage after use.
INSTRUMENT PROCEDURE

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

« For instructions on ordering and loading controls on the
instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, or if controls do

not meet the appropriate package insert and/or Alinity ci-series
Operations Manual criteria.

r~1 Abbott



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

Microbioiogicai 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). Pmtection
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 Symbots
ISO 15223 Symbols
Caution
Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

o< Z3¥

bl
[y In vitro Diagnostic Medical
Device
Lot Number
List Number
other Symbols
CN I Control Number
CONCi Concentration

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

Control Low, Medium, High
(L,M,H)

Distributed in the USA by

CONTAINS: AZIDE |

IconTrROLIL |

|D\STRIBUTED IN THE USA BY |
Information needed for United
States of America only
Product of Ireland

IIN FORMATION FOR USA ONLY

lPrRODUCT OF IRELAND |
IraNGE | Range

|Rx 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.

I|(I Abbott Ireland

| Diagnostics Division
Lisnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

IDISTBIBUTED 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.abbottdiagnostics.com

Revised February 2018.
©2016, 2018 Abbott Laboratories

Abbott



ADDENDUM
to the Instruction for Use Alinity i Total T4 Controls (for Russia)
SHIPPING
Recommended shipping conditions for deviceis 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 22
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 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
1SO 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, I1SO 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.
PRECISION
Not applicable.
TRACEABILITY / STANDARDIZATION
The calibrators are matched to an Abbott internal reference standard. This internal
- = reference standard is manufactured by gravimetric methods using USP reference L-
I I Thyroxine.
MATERIALS REQUIRED BUT NOT PROVIDED
« Alinity i Total T4 assay file
- «07P9520/ 07P9530 Alinity i Total T4 Reagent Kit
I « 07P9501 Alinity i Total T4 Calibrators
« Alinity Trigger Solution
« Alinity Pre-Trigger Solution

« Alinity i-series Concentrated Wash Buffer

AN(¢
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Alinity

T4 O6wWKnin KOHTPOJIbHbIE MaTepuasibl

(Alinity i Total T4 Controls)

Cm. BblAieNeHHble n3MeHeHna. Pepakuns: dpespans 2018 r.

HANMEHOBAHWE (CokpalieHHoe)
T+ 06w Nt KoHTponbHble maTepuansl (Alinity i Totai T4 Controis)
(Takxe BcTpeyaeTca no TekcTy: Total T4 Ctrls)

HA3HAYEHUWE

T4 O6wmnit KoHTponbHble maTepuansl (Alinity i Totai T4 Controls)
npejHasHaueHbl /1 NPOBEPKN TOYHOCTU W BOCMPOU3BOANMOCTU
aHanusatopa Alinity i npy konuyecTBeHHOM onpegeneHun
TUpokcuHa (o6wero T4) B CbIBOPOTKE W NaasMe KPOBU YenoBeka.
[loNONHUTENbHYIO MH(OPMALMIO CM. B MHCTPYKLUU NO NPUMEHEHMIO
K T4 O6wunini PeareHtam (Alinity i Total T4 Reagent Kit) u
PykoBogcTBe no akcnnyartauyuun Alinity ci-series.

COLEPXWMNMOE

ICONTROLII|. ICONTROLIM] W |CONTROL [H] copepxart T4,
NoATrOTOBNEHHbI B CbIBOPOTKE KPOBW YesioBeka. KOHcepBaHT:

asng HaTpus.

Cnepytolne AnanasoHbl KOHLEHTPaLU MOTyT MCMO/b30BaTLCA B
MHAMBUAYANbHBIX cneyndukalmax KOHTPons Ha aHanusatope Alinity i:

Konu-  Total TalCONC range]
KoHTponk 4eCTBO  (pg/dL) (nmol/L)  (pg/dL) (nmoliL)
IOONTROLIL1 1x 8.0 mL 4.2 541 2.73- 543 35.14- 69.88

OONTROLIM: t xs.0 mL 7.4 95.2 5.44- 992 70.01 - 127.67

IOONTROL|H1 1 x 8.0 mL  14.6 1879 9.93 - 1971 127.80 - 253.67

NMPUMEYAHUE: ilnana3oHbl, yKa3aHHble B MHCTPYKLUKN MO
NpYMeHeHNIo, He cneuuuyHbl N0 cepusaM W npeacTaBasioT
co6oil 06wWme ananasoHbl 3HAYEHUI, rTeHEPUPYEMbIX B TeYeHne
cpoka rogHoctu npogykra. Kaxgoii nabopaTopun pekomeHgyeTcs
ycTaHaBnuBaTb CBOW COGCTBEHHbIe CPeAHMe 3HAYeHUs n
[manasoHbl NpUemMaemMblX 3HaYEHN, KOTOPbIe JO/KHbI ObliTb B
pamkax [uManasoHoB, yKasaHHblX B MHCTPYKLUM MO NPUMEHEHWUIO.
VcTouHukamn oxungaemoin BapmabenbHOCTU MOTYT ObiTb:

¢ Kanubposka * Cepusa koHTpona <+ Cepua peareHTa
« Cepus ¢ AHanusartop
Kanuépartopa

MEPbI MPEAOCTOPOXHOCTU
M e

e [N AMArHOCTUKM In Vitro

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

nu

Total T4
f~A07P9510

G76223R03
C7P95R

Mepbl NpegoCcTOPOXHOCTH

)‘K y BHUMAHWE: [aHHblli NpoAYKT COAEPXUT NONyYeHHble
OT YesioBeka W/MAN NOTEHLUUANbHO UHMEKLUOHHbIE KOMMOHEHTbI.
CmoTpute pasgen COAEPXVMOE faHHOW MHCTPYKUUKU No
NpYMeHeHno. HN OANH M3 U3BECTHbIX METOL0B TECTUPOBAHNS
He MOXeT rapaHTMpoBaTb, YTO MaTepuassbl, NoayYeHHble OT
uenoBeka, WM WHAKTUBNPOBAHHbIE MUKPOOPraHU3Mbl He
nepeHoCAT NHdekuno. MoaToMy Bce Matepuasbl, NonyyYeHHble
OT YesioBeka, cfiefyeT cunTaTb NOTEHLUMANBHO NHAEKLMOHHBIMU.
PekomeHayeTcs o6paliatbcsi ¢ 3TUM NPOAYKTOM M o6pasuamu,
nosly4eHHbIMU OT YefioBeka, B COOTBETCTBMM co CTaHAapToM no
o6palleHnto ¢ reMOKOHTaKTHbIMU naTtoreHamu, paspaboTaHHbIM
Ynpasnexnvem CLUA no oxpaHe TpyAa W NPOMbILLIEHHON
rurneHe (OSHA). MNpu paboTe ¢ maTtepuanamu, cogepxalinmm
UM NPefnonoXnTenbHO cofepxXalyuMm UHEKLNOHHbIE areHTbl,
cnepyeT cobnogate npaeuna 6Monornyeckoil 6esonacHocTy,
YypOBeHb 2, UAW Apyrue coOTBEeTCTBYlLME npasuia
6uonoruyeckoit 6esonacHocTn. A"
Matepunan, nony4eHHblii 0T YesoBeKka, UCMNONb30BaHHbI B
KOHTpPONAX, He peakTuBeH Ha HBsAg, HIV-1 RNA unn HIV-1 Ag,
aHTN-HCV 1 aHTn-H1Y-1/H1Y-2.
Cnepgywolwme npeAynpexaeHns v Mepbl NpeaoCTOPOXHOCTH
oTHOCATCA K
COONTROL |T1, ICONTROL [M] W |CONTROLAl]
CofepxuT asug HaTpus.
EUHO032 Mpy KOHTaKTe c kucnotamm obpasyercs
BbICOKOTOKOWYHbIIA ras.
P501 YTunusupyiite cogepxumoe/koHTeliHep B
COOTBETCTBUM C CaHUTApHbIMU HOpMamu P®
(CanMuH 2.1.7.2790-10 oT 09.12.2010).

MacnopTta 6e30nacHOCTM AOCTYMNHbI Ha caiTe
www.abbottdiagnostics.com unu y mecTtHoro npegcrasuTens.
Moppo6Hy MHpopMaL Mo 0 HEO6XOANMBIX Mepax
npefoCcTOPOXHOCTK Npu paboTe ¢ aHanM3aToOpoM

cM. B PykoBogctee no akcnnyatauuu Alinity ci-series. Pasgen 8.

MOAIN0OTOBKA K NCIMOJIb3OBAHUIO

e [laHHblii NPOAYKT NOCTaBNAETCS B XWAKOM BUAe, rOTOB K
1CMO/Ib30BaHNIO.

e [laHHbli NPOAYKT MOXeT UCNob30BaTbCA HENOCPEACTBEHHO
nocne nW3BNeYEHNs N3 MecTa XpaHeHus ¢ TemnepaTypoii 2 - 8'C.

« [lepea kaxAbiM MCMONb30BaHNEM NepeMelunBaiiTe, akkypaTHO
nepesopaynBas hiakoHsbl.

Abbott
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XPAHEHWE
¢ He ncnonb3yiiTe nocne OKOHYaHWA CpOKa rOLHOCTH.
JononHutesnibHble

TemnepaTypa MakcumanbHoe MHCTPYKLMK NO
XpaHeHus BPEMS XPaHEHUSA  XPaHEHUto

HeBckpbITbiit 2 - 8'C [0 okoHYaHuA

tnakoH cpoka rogHoctu

BCKpPbIThIN 2-8C [lo okoH4aHusa XpaHuTb BO

hnakoH cpoka rogHocTn chnakoHax,
NNOTHO 3aKPbITbIX
KpblLKaMM.

MomecTuTb B
X0M04NNBbHUK
nocne
MCNONb30BaHUS.

NMPOLUEAOYPA PABOTbl HA AHAJTN3ATOPE
e [1ns nosny4yeHus pekoMeHAyemoro o6bema KOHTposeii gepxute
¢hnakoH BepTUKanbHO U f06aBbTe 4 Kanau HW3KOro KOHTPOns,
4 kannu cpejHero KOHTPONsS U 4 Kanau BbICOKOTO KOHTPONS B
Kaxaylo 4alleuky A1t o6pasya B COOTBETCTBYIOLLEA No3nyuu.
¢  VHdopmaunio o 3akase u 3arpy3ke KOHTposei B cuctemy
cMm. B PykoBogcTee no akcnnyatauun Alinity ci-series. Pa3gen 5.

NMOKA3ATE/INN HECTABV/TIbHOCTW U1/ TOPYIN
MokasatensiMm HecTabubHOCTU WAN MOPYM CAYXUT OCafoK,
BUAUMblE CNefbl NPOTEYkN, 3aMyTHEHHOCTb U/ HECOOTBETCTBUE
KOHTpO/ieil KpUTEPUAM, yKkas3aHHbIM B MHCTPYKLUWN MO NPUMEHeHMIo
n/vnn PykoBogcTee no akcnnyatauuu Alinity ci-series.

BUB/TNOTPA® A

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 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 V\forkers From Occupationally Acquired infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

copmar uucen:

* B kauyecTBe pasfenutens TbiCAY WCNOMb3yeTcs npoGen
(npumep: 10 000 o6pa3LoB).

* B kauecTBe pasfenutens AeCATUYHbIX NCNOMb3yeTCcs Touka
(npumep: 3.12%).
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Mcnonb3yemble CUMBO/bI
Cumsonsbl ISO 15223

A BHumaHune
T

CM. MHCTPYKUUIO MO
NpUMEHEeHNI0
N3rotosutensb

I TemnepaTypHblii AnanasoH
2 Wcnonb3oBatb f40/Cpok rogHoCTU
H

MeguunHckoe usgenve ans
AMATHOCTUKU In Vitro
Homep cepun

KaTanoxHblii Homep

[pyrue cumsosbi

len] KOHTpOnbHbIA HOMep

1CONC1 KoHueHTpaymsa
CofepxXuT asug HaTpus.

Mpu KOHTaKTe € Kucnotamu
o6pasyeTcs BbICOKOTOKCUYHbIA

ICONTAINS: AZIDE |

ras.
KOHTpOnb (HWU3KUi, cpepHuii,
BbICOKWI)

AucTtpubbioTop B CLUA

ICONTROL 1L 1

IDISTRIBUTED IN THE USA BY |

1UNFDRMATIDN FOR USA ONLY | WHdopmayma Tonbko gns CLUA

1PRODUCT OF IRELAND | MpoaykT Npnanaunn

Irange] Anana3soH

[N MCnonb30BaHUA TONbKO
MeWNLUHCKMM paBGoTHUKOM
(NPMMEHNMO TONbKO K
knaccudpukaumum CLUA).

1IRIONLY 1

Alinity sBnsieTca ToproBoil mapkoit komnanun Abbott Laboratories B
pasUUHbIX OPUCANKLUAX. Bce apyrie TOproeBble Mapku siBSOTCA
COGCTBEHHOCTbIO COOTBETCTBYIOLLMX BRajeNbLes.

Abbott Ireland

Diagnostics Division

Lisnamuck, Longford

Co. Longford

Ireland

+353-43-3331000
|DISTRIBUTED IN THE USA BY |
Abbott Laboratories
Abbott Park, IL 60064 USA
CepBucHas nogaepsrka; O6pauwaiiTecb K CBOeMY MECTHOMY
npeAcTaBUTENO UM CMOTPUTE KOHTaKTHY MHp opmayunto agnsa
Balei cTpaHbl Ha caiiTe www.abbottdiagnostics.com

Pepakuyus: cdespans 2018 .
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MPUNNOXXEHUE

K MIHCTPYKLMM NO NpUMEHEHNO «T4 O6LmiA KoHTposbHble MaTepuans (Alinity i
Total T4 Controls)» ans Poccun

TPAHCMNOPTUPOBKA

M3penve  peKkoMeHAyeTcs  TpaHcropTupoBaTb — 6e3  TemmepatypHbIX
orpaHuueHuii. V13fenme octaeTcs CTabusbHbIM j0 OKOHYaHWS Cpoka roAHOCTH,
YKa3aHHOro Ha ynakoske. TPaHCMOpPTUPOBKa OCYLLECTB/ISIETCA BCEMU BUAAMM
TpaHCNopTa B KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBUW C NpaBuiammn

NepeBo3ky rpy30B, AENCTBYIOLLMMM Ha KKAOM BUAE TPaHCNopTa.
FTAPAHTUMNHBLIE OBSA3ATENBLCTBA

NpoV3BOAUTE b TapaHTUPYET, YTO NpY NPaBU/ILHOM XpaHEHWUN W OBpaLLeHn
v3fenMe OCTaeTcs CTabWnbHbIM [0  UCTEUEHUs  CPoKa  FOfHOCTU.
MakcuMasbHbIV CPOK FOJHOCTV MEAULIMHCKOTO 13fenus He 6onee 22 MecsiLeB
C [JaTbl NpOM3BOACTBA.  V3fenve,  XpaHuBlUeecs C  HapylueHuem
pernameHT1pOBaHHOTO MPOU3BOAMTENEM PEXUMA, MPUMEHEHNIO He MOANEXNT
(B cooTBetcTBUM ¢ TOCT P 51088-2013).

TEXHWYECKOE OBCNYXWBAHWE

He TpebyeTcs.

TEKYW UWN PEMOHT

He Tpebyertcs.

AAHHBIE ANA YTUAU3AUNWK N YHUWUTOXEHWNA
MEANLWHCKOIO W3AENUSA

MeguuuHckoe u3genve YTUAMSMPYIOT W YHUUTOXAlOT B COOTBETCTBUM C
npasuiamMu o6palLeHns ¢ MEAULIMHCKMMA OTXOAaMU, PerslaMeHTVPYIoLLMMCA
CaHluH  2.1.7.2790-10 oT 12.12.2010 «CaHuTapHO-3aNMaeM1oornyeckie
TpeboBaHMA K 06paLLEHNIO C MEAULIHCKAMUN OTXOAaMIY.

Heobxogumo crefoBaTb HaUMOHasbHLIM - CTaHAapTam npu nepefade W
YTUN3aLMN N3[E/USI, €70 KOMMOHEHTOB U YNaKoBKU.

MNMEPEYEHDb CTAHAOAPTOB, KOTOPbIM
COOTBETCTBYET MEAVWLUWHCKOE U3AENUNE

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
YacTtb 7.1 (c nonpaskamu), EN 1SO 9001, 1SO 13485, EN ISO 14971, EN 13641,
EN 13612, EN ISO 15223-1, EN 980, EN ISO 18113-1, EN ISO 18113-2, EN
1ISO 18113-3, EN ISO 23640, EN ISO 20776-1, EN 13975, EN ISO 17511, ISO
80000-1

MNMOTEHUWMANBbHbI N NOTPEBWUTENb

MpodheccroHabHbIV Nonb3oBaTesb

NMH®POPMALUA O HAANNYUM B MEAWLUWHCKOM
NW3OAENNN NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPUWNBHOCTDb

MocraensieTcst B HeCcTepubHOM Buge. CTepunusaums nepes npuMeHeHem He
TpebyeTcs.

MH®OPMALKMA O BO3MOXHOCTU MNOBTOPHOTO
NMPUMEHEHWNA

He noAnexuT noBTOPHOMY MPUMEHEHUIO.

MATEPWANBI XNBOTHOTO MPONCXOXAEHUA
MaTtepuaribl JKMBOTHOTO NPOUCXOX/AEHUS NPOBEPEHbI U PUCKV MpUMeHeHust M
ykasaHbl B [acnopte 6e3omnacHocTu. Macnopra 6e30nacHOCTV MOXHO HaiiTh Ha
caiitfe  www.abbottdiagnostics.com  wwm  o6patutecb K MECTHOMY
npeacTaBuUTesto.
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XPAHEHWE
HeBCKpbITbIE 1 BCKPbITbIE KapTpUKV / thnakoHbl PEKOMEHAYETCA XpaHUTb Npu
Temnepatype 2 “C - 8 *C B X0NOAWIbHbIX Kamepax Win B XONOAWIbHUKAX,
o6ecneuvBatoLLYX PeriaMeHTUPOBaHHbI TEMNEPATYPHbIV PEXUM.

BOCNPOMN3BOAMMOCTb

MexcepuinHas)

(BHYyTpucepuiiHas 7]

He npumeHumo.
NMPOCNEXUWBAEMOCTb /CTAHOAAPTU3ALUNA
KasmGpaTopbl COOTHECEHbI C BHYTPEHHUM pedhepeHcHbIM cTaHaapTom Abbott.

[laHHbIi BHYTPEHHIA pechepeHCHbIi CTaHAapT NPou3BefeH rpaBUMETPUYEcK
1 COOTHECEH C pehepeHcHbIM cTaHaapTom USP ans L-TupokcuHa.

HEOBXOAWNMBbIE, HO HE NMPEAOCTABNAEMbIE
MATEPUANDbI

« Alinity | Total T4 cpaiin Tecta

«07P9520 / 07P9530 T4 O6wuin PeareHTsb! (Alinity | Total T4
Reagent Kit)

« 07P9501 T4 O6wwii Kanuepatops! (Alinity i Total T4 Calibrators)
« PactBop Tpurrepa (/Minity Trigger Solution)

« PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)

« KOHLLEHTPUPOBaHHBI NpombIiBatoLmii Gydiep (Alinity i-series

Concentrated Wash Buffer)



3660TT VpnaHauns, AnarHocTuyeckoe

MoppasgeneHue, Ten:+ 353 43 3331000
JlncHamyk, dakc: +353433331001
JloHrdopg
rpadcTBo J1oHrdhopa,
WpnaHans

Moanmcs: <NoaywmcaHe™ Dara: 03 fexatpa 2018,

Hopa Puumrepaba

CreupanncT perynsaropHoro oTaena

J660TT VpnaHaus, JuarHoctuieckoe noapasaeneHve
JncHamyk, J1oHrdopa

["pachcTBO JToHrChopA
VipnaHgua

<TevaTs: TOPTOBASMAMATA CTIAAIMO (VHK)
3ABEPEHHb IV CEPTUMUIKAT O MPOVCXOMKIEH VS

<TevaT: SBBOTT VPIAHAVS, AVATHOCTUUECKOE MOAPA3IENTEHVE,
JIOHr dOP[>

<nogrmcaHo> 04 aekabps 2018r.

<TevaTsb: TOPFOBAAMA/IATA C/TAVIMO (VHK)
MO4J/IMHHOCTE 3ACBAETE/TbCTBOBAHA JOEPOCOBECTHO
<nognucaHo> 04.12.2018 . YMOMHOMOUEHHOE NLL0>

[epeBo, C aHMIACKOro S3bIKa HAPYCCKMiA S13bIK BbINOMHEH MepeBoaumMkoM THaTHeBb  Anbeld
ATEKCeEBMYEM.
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Poccwuiickas degepayus, Nopog MockBa.

TpuHaguaToro Aekabpsa gBe ThiCA4YM BOCEMHaALATOro roja.

A, bBopoHuHa EBreHns BnagummpoBHa, BPEMEHHO UCMOJHAKOLWASA 0693aHHOCT M HOTapuyca
r. MockBbl baxTag3e 3nbMupbl HOPbEBHbI, cBUAETENBLCTBYO NOA/IUHHOCTL MNOAMNUCK
nepesoauunka LLlaTHeBa nbn AnekceeBuya.

Moanucb cAesiaHa B MOEM MPUCYTCTBUMN.
JInuHOCTbL NOoANUCABIIEro 4OKYMEHT yCTaHOB/EHa.

3apernctpupoBaHo B peectpe: Ne 77/52-H/77-2018- 4~ -n
B3abickaHo no Tapudgy 100 py6.

3a OKasaHue yCcnyr NnpaBoOBOro W TEXHUYECKOTo Xxapakrepa;

E.B. BopoHuHa

Bcero npowHypoBaHo, Nnp9blymepoBaHo
MU cKpenneHo neyar
BPVO Hotapuyca

MpowunTto BA<<3NAN~cTBEe" ™  NNCTOB

PyKOBoO||"4ib OTaeny «kKnuMHUYeckKkume nccriefoBaHusa»
000 «1ANBUTPO»/T'A '
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