Abbott Ireland Diagnostics Tel. +353 43 3331000
Division, Fax +353 43 3331001
Lisnamuck,

Longford

Co. Longford

ireland

Abbott

1, 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, WBoH Twvnn, CneumanucT pPerynatopHoro otaena, 3660TT [umarHOCTM4YecKoe
MoppasgeneHne VpnaHams, JloHrdopa, MpnaHamsa (Aoibheann Gill, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacToAwmm
YAOCTOBEPSAD, YTO Mpunaraemble AOKYMEHTbl B HUXXENpPUBELEHHOM 00beme CTpaHuu,
ABNAOTCA  WMHCTPYKUMAMM MO MPUMEHEHUID. OTU  JOKYMEHTbl  MOJIHOCTbIO
COOTBETCTBYIOT (PAKTUYECKOW LOKYMEHTaLUN NpPon3BoAMTENS.

MHCTpYKLUMA No NpuMeHeHUI0 Ha mepuumHckoe msgenuve (Instruction for Use for
medical devise)

KOHTpoNbHbIe  MaTepuanbl  ANA  MNOATBEPXAEHUSA  BOCMPOU3BOAMMOCTU U
npaBW/IbHOCTU KOJINYECTBEHHOI0 onpegeneHns heppuTUHa
UMMYHOXEMUTIOMUHECLEHTHLIM METOAOM B CbIBOPOTKE W Mia3me KPOBWU YenoBeKa
Ha MWMMYyHOXMMUYecKux aHanmnsatopax Alinity i «®PepputnH KOHTPOJIbHbIE
maTepuansl (Alinity i Ferritin Controls)»

Mo TEKCTY WHCTPYKUMM BCTPEYaloTCA BapuaHTbl HaWMEHOBaHWA MeAMLMHCKUX U3AeNui,
npuBefeHHble B Tab/uLe HWXe, KOTOpble SBASIOTCA CNPaBef/IMBbIMA WM PaBHO3HAYHbLIMM
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HavmeHoBaHUe HavMeHOBaHVe MeJULIMHCKOrO U3JeNns Ha PYCCKOM CokpalLieHHoe
Ha aHr/INACKOM A3bIKE HaumeHoBaHve
A3bIKe (no Tekcty
[IOKYMEHTa)
Alinity i Ferritin  Habop peareHTOB A/ KOMMYECTBEHHOrO onpegeneHns  PeppuTuH
Reagent Kit heppuTMHA UMMYHOXEMUIOMUHECLEHTHbIM METO4OM B PeareHTbl
CbIBOPOTKE M MnasMe  KpoBM  4yenoseka  Ha (Alinity i
NMMYHOXUMUYECKUX aHanmzatopax  Alinity i Ferritin
«®PeppuTuH PearenTbl (Alinity i Ferritin Reagent Kit)»  Reagent Kit)
Alinity 1Ferritin  Kanubpatopbl  ana  obecrnieyeHns  npaBWbHOCTU  PeppuTuH
Calibrators KO/IMYECTBEHHOI0 orpegeneHus theppuTuHa  KanmbpaTopsl
NMMYHOXEeMUTIIOMUHECLIEHTHBIM METOAOM B cbiBOpoTKe  (Alinity i
M MfasMe KpOBM 4YesioBeKa Ha WMMYHOXMMU4YecKux  Ferritin

aHanmzatopax Alinity i «®epputnH Kannbpatopsl
(Alinity i Ferritin Calibrators)»

Calibrators)

Alinity i Ferritin  KoHTponbHble — MaTepuanbl s MOATBePXKAeHUs  PepputuH
Controls BOCMPOU3BOANMOCTHU n npasunbHOCTY  KOHTPO/bHbIE
KO/INYECTBEHHOIO onpegeneHuns theppuTMHa  MaTepuabl
MMMYHOXEMWUTIOMUHECLIEHTHLIM METOAOM B CbiBOpOTKe  (Alinity i
M niasMe KpOBM YenoBeKa Ha WMMYHOXMMUYECKUX  Ferritin
aHanmsatopax Alinity i «®epputiH  KoHTponbHble  Controls)

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA

matepuans! (Alinity i Ferritin Controls)»



Abbott Ireland Diagnostics Tel.  +353 43 3331000
Fax +353 43 3331001

Division,
Lisnamuck,
Longford
Co, Longford
ireland
Abbott
Cocras:
# Title Number
of pages
1 Instruction for Use for the Alinity i Ferritin Controls with ADDENDUM for 3
Russia.
2. WHcTpykumsa no npumeHeHuto «®@eppuTH KOHTPO/bHbIE MaTepUaibl 3
(Alinity i Ferritin Controls)» ¢ MPUNOXEHWEM ans Poccun.
Signed: Date: H(L Srfh left.

Aoibheann Gill

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

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

I|_|_|01 icl-f .Authorised Official
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Alinity i
Ferritin Controls

Read Highlighted Changes: Revised February 2018.

NAME
Alinity i Ferritin Controls (also referred to as Ferritin Ctris)

INTENDED USE

The Alinity i Ferritin Controls are assayed for the verification of the
accuracy and precision of the Alinity i analyzer when used for the
quantitative determination of ferritin in human serum and plasma.
For additional information, refer to the Alinity i Ferritin reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS_____

[controll® [controll™ apjj |control|h| contain ferritin (human
spleen) prepared in phosphate buffer with protein (bovine) stabilizers.
Preservative: sodium azide.

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

Ferritin | | [ranoel
Control Quantity (ng/mL) (ng/mL)
IOONTROL i 1X8.0 mL 20 13.6 - 26.4
TOONTROL g 1X8.0 mL 150 102 - 198
JOONTROL 1X8.0mL 400 272 - 528

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

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

¢ Calibration « Control lot « Reagent lot

« Calibrator lot ¢ Instrument

PRECAUTIONS
Lin

¢ For In Vitro Diagnostic Use
IRX ONLY |

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 following warnings and precautions apply tn- |control|l |
JOONTROLIM1 9nrl J0ONTROLjH|

Contains sodium azide.

EUHO032 Contact with acids liberates very toxic gas.

P501 Dispose of contents / container in
accordance with local regulations.
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Ferritin

@ 07P6510
G71319R03
C7P650

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

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

PREPARATION FOR USE

¢ This product is liquid ready-to-use.

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

« Prior to each use, mix by gentle inversion.

STORAGE

« Do not use past expiration date.

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

expiration Return to refrigerated
date storage after use.

INSTRUMENT PROCEDURE

¢ To obtain the recommended volume requirements tor the
controls, hold the bottle vertically, and dispense 3 drops of the
low control, 3 drops of the medium control, and 3 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, 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
US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Sendees. 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 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%).

E J Abbott



Key to Symbols Al

ISO 15223 Symbols toll

Caution
X
Consuit instructions for use
O a
Manufacturer
Temperature limitation
1
Use by/Expiration date
2
M In Vitro Diagnostic Medical
Device
Lot Number
5E] List Number
Other Symbols
] Control Number
cwl
1CONC1 Concentration
ICONTAINS: AZIDE | Contains Sodium Azide. Contact
with acids liberates very toxic
gas.
1CONTROL 1L 1 Control Low, Medium, High
(L,M,H)
IDISTRIBUTED IN THE USA BY | Distributed in the USA by
1INFORMATION FOR USA ONLY | Information needed Iw United
States of America only
1PRODUCT OF IRELAND | Product of Ireland
1RANGE 1 Range
IRx ONLYI 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.
Ali other trademarks are property of their respective owners.

Abbott Ireiand
Diagnostics Division C€
Lisnamuck, Longford
Co. Longford
Ireiand
+353-43-3331000
|DISTR\BUTED 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

39 Abbott
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ADDENDUM

to the Instmction for Use Alinity i Ferritin Controls (for Russia)

SHIPPING

Recommended shipping conditions for device is 2-8*C in single-use thermo containers
containing coolant elements, or in reusable thermo containers with automatically
maintained temperature or in autorefrigerators using thermal indicators. Device is
stable until the expiration date indicated on the package. Device is no longer suitable
for use if shipping temperature limits have been violated. 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 17
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, EN ISO 9001, I1SO 13486
POTENTIAL USER

The Alinity i Ferritin Controls are intended to be used by professional technicians in
various clinical and laboratory settings, including hospitals and laboratories whose
personnel have been trained in the use of the Alinity i analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Not applicable.

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.

INDICATIONS AND CONTRA-INDICATIONS FOR USE

Not applicable.

STORAGE AND USE CONDITION

storage of Medical device at a temperature of 2 "C to 8 "C should be carried outin cold

rooms or in refrigerators providing a regulated temperature regime with a daily
temperature record.

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



Alinity

deppMTUH KOHTpPO/IbHbIE MaTepuasbl

(Alinity i Ferritin Controls)

Cm. BblaeneHHble nameHeHns. Pegakuus; cdespasib 2018 T.

HANMEHOBAHWE (CokpalieHHoe)

eppuTnH KoHTponbHble Matepuansl (Alinity i Ferritin Controls)
(Takke no TekcTy BcTpevaetcs: Ferritin Ctrls)

HA3SHAYEHUVE

teppuTnH KoHTponbHble Matepuansl (Alinity i Ferritin Controls)
npeAHa3HauveHbl 418 OLleHKN TOYHOCTW M BOCNPOU3BOANMOCTU
aHanusatopa Alinity i npyu KONMYeCTBEHHOM onpeaeneHun
cheppnTUHa B CbIBOPOTKE W Nna3Me KPOBW Yenoseka.
[lononHuTenbHylo MHOPMAaLMIo CM. B MHCTPYKLMK NO NPUMEHEHWIO
K COOTBETCTBYIOLLEMY peareHTy 1 PyKoBOACTBE MO aKCnayaTtaumu
Alinity ci-series.

COOEPXNMOE

|comtrol|1| |comtrol|m|” |control|H| cogepxaT dheppuTH
(ceneseHkn yenoBeka), NOArOTOB/EHHbI B chocchaTHoM Bychepe ¢
npoTenHoBbIMK (6blYbMKM) cTabunusaropamu. KoHcepBaHT: asug
HaTpus.

Cnegytowve AnanasoHbl KOHLEHTPaLUWiA MOryT NCMnosb30BaTbCs B
NHAMBUAYaNbHbIX cneuudukaumnax KOHTPonsa Ha aHanusatope Alinity

cheppUTH {range]
Kortpors Konmectso (ngim) (ol
ICONTRCLIL | 1X8.0mL 20 136 - 26.4
ICONTROL M| 1X8.0 mL 150 102 - 198
|control|h| 1X8.0mL 400 272 - 528

NMPUMEYAHWME: [InanasoHbl, ykasaHHble B UHCTPYKLUKU MO
NPUMEHEHNIO, He CneunUYHbI Mo CepusiM 1 NpeacTaBAoT
cob6oii o6Lve AnanasoHbl 3HaYeHUN, reHepypyembIX B TedeHne
cpoka rofHocTu npogykTa. Kaxpaoii nabopatopun pekomeHgyeTtcs
yCcTaHaB/IMBaTb CBOW COBGCTBEHHbIE CpefiHVe 3Ha4YeHus 1
[AnanasoHbl NpUemIeMbIX 3Ha4YeHWiA, KOTopble A0MKHbI ObiTb B
pamMKax Anana3oHoB, YKka3aHHbIX B MHCTPYKLMWU MO NPYMEHEHNIO.
VcTouHVKamu oxvaaemoli BaprabeibHOCTU MOTyT BbiTb:

Kann6poska Cepuisi KOHTpOSA Cepust peareHTa
Cepust AHanmsarop
Kanubpartopa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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G76204R03
C7P65R

MEPbI MPEAOCTOPOXHOCTU
"

« [Onsa guarHocTuku In Vitro

Mepbl NPesoCcTOPO)KHOCTH

BHUMAHWE: [aHHbllii NpoAyKT coaepXuT
nosnyYeHHble OT YyenoBeka /WM NOTEeHLUMasbHO UHMEKLNOHHbIE
KOMMNOHeHTbl. CmoTpuTe pasgen COAEPXXVIMOE paHHol
MHCTPYKLMN MO NPUMEHEeHUI0. HW OAWH 13 U3BECTHbIX
MeTO/0B TECTUPOBAHUA HE MOXeT rapaHTMpoBaTb, YTO
mMaTepuasibl, NOMyYEHHbIE OT YenoBeKka, WM NHAKTUBMPOBAHHbIE
MWKPOOPraHn3Mbl He NepeHOoCsT MHdekumto. MoaTomy Bce
MmaTepuasibl, NoflyyeHHble OT YeNoBeka, creayeT cuutatb
noTeHUManbHO MHMEKLMOHHbIMU. PekoMeHayeTcs obpalatbest
C faHHbIM NPOAYKTOM W o6pasuamMu, Nosly4eHHbIMU OT
yenoseka, B COOTBETCTBMM cO CTaHAapToOM no obpatleHuto ¢
reMOKOHTaKTHbIMW MaToreHamu, paspaboTaHHbIM YnpasBieHnem
CLUA no oxpaHe TpyAa W NPOMbILLAEHHON rUreHe
(OSHA). lMpn pa6boTe ¢ Matepuanamu, cogepxalimmm nam
NpeAnoNIOXNTENbHO COAEPXKALLUMU UH(DEKLMOHHbIE areHTbl,
cnefyet cobnogaTh npasuna 6MonorMyeckoit 6esonacHocTH,
YPOBEHb 2, UNW Apyrne COOTBETCTBYIOLME MpaBuia
6uonoruyeckoii 6esonacHocTu.”

CnepyoLme npefynpexaeHns n Mepbl NpefoCcTOPOXHOCTY

oTHOCATCA K: lcontrol|l |_|control|m*" Icontrol|H|

CofepxXuT asug HaTpus.

EUH032 Mpn KOHTaKTe ¢ kucnotamu obpasyeTcsi

BbICOKOTOKCUYHBII ras.

P501 YTunusupyiite cofepxmmoe/koHTeliHep B
COOTBETCTBUM C CAHUTAPHbIMWA HOpMamMu
P® (CaHlNuH 2.1.7.2790-10 OT 09.12.2010).

MacnopTta 6e3onacHOCTH AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com nnv y MecTHOro npegcraButens.
Moapo6Hyo MHhopMaLmio 0 HEOBXOAUMBIX Mepax
npeAOCTOPOXHOCTV Npn paboTe C aHa/IM3aToOpoM CM. B
PykoBoacTee no akcnnyatauun Alinity ci-series, Pasgen 8.

MoAroTOBKA K MCMNOJIb3OBAHUIO

e [laHHblli NPOAYKT NOCTaBNSETCA B XWUAKOM Buae, roToB K
MCMOb30BAHMIO.

e [aHHblii NPOAYKT MOXET UCNONb30BATLCA HenocpeacTBEHHO
nocnie U3B/IEUEHNSI U3 MecTa XpaHeHus ¢ Temnepartypoii 2 - 8'C.

* Tlepea KaxaplM UCNOMb30BaHWEM NepemellmBaiiTe, akkypaTHO
nepesopaymsas hiakoH.

Abbott
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XPAHEHUVE
e He vcnonb3yiiTe Nocne UCTEYEHWSI CPOKA TOLHOCTY.

Temne-
patypa Makc, Bpemsa  [lONONHUTENbHbIE VH-

XpaHeHns1 XpaHeHus CTPYKUUNAN
HeBCKpbITbIA 2 - 8°C [0 OKOHYaHUsI
chnakoH cpoka rogHocTn
BekpbIThii 2 - 8'C [lo OKOHYaHWs  XpaHuTb B M/IOTHO
dhnakoH CpoKa rofHOCTU 3aKPbITbIX KPbILLIKaAMMn
chnakoHax.

MNomecTntsL B
X0NoAUNbHUK nocne
MNCNOb30BaHUS.

MPOLIEAYPA PABOTblI HA AHATM3ATOPE

e [1nA nonyyeHusi pekoMeHAyemoro o6bemMa KOHTPO/eH aepxuTe
hnakoH BepTUKaibHO U fo6aBbTe 3 Kanan HU3KOro KOHTPOSS,
3 Kannu cpegHero KOHTpons 1 3 Kanau BbICOKOTO KOHTPONs B
Kaxkayto yalleuky Ans obpasia B COOTBETCTBYHOLLE/ MO3nLmMn.

¢ VHcopmauuio o 3akase 1 3arpyske KOHTposeli B cucteMy cm. B
PykoBoacTBe no akcnnyaTtauum Alinity ci-series, Pasgen 5.

MOKA3ATENN HECTABU/IbHOCTU NI NOPYN

MokazaTensamn HecTabuIbHOCTV UM NOpUX CAyXaT ocafok,
BUAWMbIE Ceabl NPOTEYKW, 3aMyTHEHHOCTb, HECOOTBETCTBUE
KanMbpoBKN KPUTEPUSIM, YKa3aHHbIM B MHCTPYKLMK NO NPUMEHEHUIO
n/vnn PykoBoacTee no akcnayaTtaumm Alinity ci-series, nnu
HEeCOOTBETCTBME KOHTPO/ENA YCTAHOBMEHHBIM KPUTEPUSM.

BVNBJTNOITPA® 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

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.

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.

dopmar yucen:

* B kayecTBe pasgenurens TbiCsiY ucnonb3yeTcs npoben (npumep:
10 000 o6pas3uos).

* B kayectBe pasgenutens [ecsTUYHbIX 3HAKOB WCMOMb3yeTcs
Touka (npumep: 3.12%).

b

Vicnonb3yemble CUMBOJIbI

Cumeorbl ISO
A BHumaHve

CM. MHCTPYKLMIO No
NPUMEHEHNIO
M3rotosuTenb

TemnepaTypHblii AranasoH

Mcnonb3oBatb f0/CpoK rofHoCTH

MepguuuHckoe nsgenve gas
aunarHocTuku In Vitro

1ot) Howmep cepum

ref[ KaTanoxHblii Homep
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MiTIoCUMMMNBbI
KOHTpObHbIi HoMep

1CONCI KoHueHTpauus

ICONTAINS: AZIOE ] CofepxuT asug Hatpus.

Mpn KOHTaKTe C Kucrotamu
06pasyeTcsi BbICOKOTOKCUYHbIIA
ras.

KoHTponb Husknii, CpefHuid,
Bbicokuit (L,M,H)

AnctpubbioTop B CLUA

1CONTROL 1L 1

IDISTRIBUTED IN THE USA BY

JINFORMATION FOR USA ONLY VHdbopmaums Tonbko ana CLUA

1PRODUCT OF IRELAND | MpoaykT VipnaHaum

1RANGE | [Avnana3oH

1RX ONLY 1 [na ncnonb3oBaHWA TONMbKO
MeULMHCKUM paboTHUKOM
(MPUMEHNMO TONbBKO K
knaccudpukaumm CLLUA)

Alinity siBNsieTcs TOproBoit Mapkoii komnaHuu Abbott Laboratories B
pasnnuHbIX pUCANKLMSX. Bce apyrne Toprosble Mapku SBASHOTCS
COGCTBEHHOCTbIO COOTBETCTBYHOLMX BNajesbLeB.

Abbott Ireland

Diagnostics Division C€

Lisnamuck, Longford

Co. Longford

Ireland

+353-43-3331000
|DISTWIBUTED IM TUB USA BY |
Abbott Laboratories
Abbott Park, IL 60064 USA
CepBucHas nogaepAka: Obpatyaiitecb K CBOEMY MECTHOMY
npeACTaBUTE/TIO UM CMOTPUTE KOHTAKTHYIO MHOpMaLuto As
Balleil cTpaHbl Ha caiite www.abbottdiagnostics.com

Pepakumsi: deBpanb 2018 T.
©2016, 2018 Abbott Laboratories

ABTOPU30BaHHbI NpeAcTaBUTE/lb N3rOTOBUTENSI HA TEPPUTOPUA
Poccuun n gpyrux ctpad CHI:

OG6LLECTBO C OrPpaHNYEHHON OTBETCTBEHHOCTHLIO

“2660TT /labopaTtopus”, 125171, Poccus, r. MockBa,
JleHuHrpapackoe wocce, 16A, cTpoeHuve 1,

Ten: +7 (495) 258 42 80; dhakc: +7 (495) 258 42 81

™1 Abbott



MPUNOXEHWE

K VHCTPYKUAW NO NpUMEHeHUo KOHTPOnbHble MaTepuanbl ANS NOATBEpPXAeHUS
BOCMPOU3BOAMMOCTI U NPaBULHOCTU KONMUECTBEHHOTO OnpefeneHus (epputuHa
MIMMYHOXEMU/IOMUHECLLEHTHLIM METO/IOM B CbIBOPOTKE U NasMe KPOBU YenoBeka Ha
VMMYHOXUMUYecknx aHanusaTtopax Alinity i «®eppuTuH KOHTpO/bHble MaTepuasbl
(Alinity i Ferritin Controls)» ana Poccun

TPAHCIMOPTMPOBKA

M3penve pekomeHgyeTcs  TpaHcrnopTuposaTb npu  TemnepaType 2-8'C B
TepMOKOHTeliHepax ojHOPa3oBOro Mob30BaHWSA, COAepPXaLYUX X1aA031EMEHTbI, W
B TepMOKOHTe/iHepax  MHOrOKpaTHOTO  MPUMEHEHWs  C  aBTOMaTWU4ecKn
noaaepxvBaemoii TeMnepaTypoii unu B asTopedpuxepatopax C UCNONb30BaHNEM
TEPMOVHAMKATOPOB. TPaHCMOPTMPOBKa OCYLLECTB/ISIETCA BCEMU BUAAMM TpaHCmopTa
B KPbITbIX TPAHCMOPTHbIX CPE/ACTBAX B COOTBETCTBUM C NpaBuiamMi NepeBo3ku rpy3os,
[efiCTBYIOLIMMYU Ha KaX/OM BuAe TpaHcnopTa. W3genve octaetcsi cTabunbHbIM A0
OKOHYaHWSi CPOKa TOAHOCTM, YKa3aHHOTO Ha ynakoBke. [Mpu TPaHCMOpTMPOBaHUU C
HapylleHMeM TemnepaTypHOrO pexuMa U3fenue He NOANEXUT NpUMEHEeHNHo

FTAPAHTUAHBLIE OBA3ATE/IbCTBA

Mpon3BoaMTENb rapaHTUPyeT, YTO NPU NPaBUILHOM XpaHEeHUU 1 obpalLeHnn nsaenve
oCTaeTcsi CTaGUNbHbIM 0 UCTEYEHUS CPOKA FTOAHOCTU. MaKCUMaslbHbI CPOK rOAHOCTU
MeJNUMNHCKOTO M3Jenns He Gonee 17 MecsueB C jaTbl NPou3BOACTBA. W3genve,
XPaHUBLUEECA C HapyLIEHMEM periaMeHTUPOBaHHOTO MPOU3BOAUTENEM peXnMa,
nprMeHeHuo He nognexut (B cooTseTcTBun ¢ FOCT P 51088-2013).

TEXHUWYECKOE OBCNYXNBAHWE

He TpebyeTcs.

TEKYLWNIA PEMOHT

He TpebyeTtcs.

AAHHbBIE ANndA YTUAN3AUNN 7 YHWUTOXEHNA
MEOVUNHCKOIO N3JAENNA

MEAVILWIHCKOE usgenne yTuan3npyrT U yHUUTOXalT B COOTBETCTBUX C npasunamun

06palieHnsi C MEeAUUMHCKUMW  OTXOAAMW,  pernameHTupylowmmncs  Cauluu X
2.1.7.2790-10 ot 12.12.2010 «CanuTapHo-anugemuonoruyeckue Tpe6oBaHus K

06paLLEHMIO C MEAULMHCKIMM OTXOAAMM. O t
Heo6X0AMMO CneaoBaTh HaUMOHA/bHBIM CTaHAapTam Mpu nepejade v yTuamsauumn l |f

usgenuvs, ero KOMNOHEHTOB U yNnakoBKW.

MEPEYEHb CTAHJAPTOB, KOTOPbIM COOTBETCTBYET
MEANLWNHCKOE U3AENVE

98/79/EC, EN ISO 9001, ISO 13485

MOTEHUMANBHBIN MOTPEBUTE/b

MeguuuHckoe usgenve ®epputH KoHTponbHble Matepuanbl (Alinity i Ferritin
Controls) npeAHasHa4Y€eHO A1 UCNOMb30BAHNA B PA3/IMUHbIX K/IMHUKO-11260paTOPHbIX
YCNoBUSIX, BK/OYas, 6€3 orpaH1yeHus, 60bHULbI 1 1a60paTopun, NepcoHan KoTopbIX
npowien obyyeHne No ucnosb3oBaHuio aHanusartopa Alinity i.

VMH®OPMALIMA O HANNY B MEQULUWHCKOM WU3AENNN
NEKAPCTBEHHOIO CPEACTBA

He cogepxunt

CTEPUNN3ALNA

He npumeHnmo.

VMH®OPMALNA (0] BO3MOXXHOCTU NMOBTOPHOTO
NMPUMEHEHNA

He noanexuT noBTOPHOMY NMPUMEHEHNIO.

MATEPUA/bI xnBoTHoro NPONCXOXAEHNA

Martepuanbl XWBOTHOTO MPOUCXOXAEHUS NPOBEPEHbI U PUCKN NpUMeHeHns MU
ykasaHbl B MacnopTe 6e3onacHocTu. MacnopTta 6€30MacHOCT MOXHO HaliTh Ha caiite
www.abbottdiagnostics.com unu o6patnTech k MECTHOMY NpejCcTaBuUTesNio

MOKA3AHUNA N NPOTUBOMOKA3AHNA

He npumexumo.
YCNnoBnA XPAHEHNA N MPUMEHEHWA

XpaHeHne MeauuMHCKOro wusgenus npu Temnepartype ot 2'C go 8‘C fonxHo
OCYLLECTBNIATLCA B XONIOAN/bHBIX KAMEPAX UK B XON0AUbHIMKaX, 06ECMNeUnBaoLnX
pernameHTNPOBaHHbI  TEMNEpaTypHbIi pPexuM C  eXeAHeBHOW perncTpauueit
Temneparypsl.
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<MeyaTb: TOPFTOBAA MANATA CNANTO (MHK)
3ABEPEHHbI CEPTU®UKAT O UIPOUCXOXAEHUWN>

<WeuaTb: TOPTOBASA MAJIATA C/IAATO (MHK)
NOANNHHOCTb 3ACBUAETE/ILCTBOBAHA JOEPOCOBECTHO
MapuXapTu, 11.09.2018 r. ¥nosHOMOYEHHOe NNL0>

<MevaTb: JATHOCTNYECKOE NOAPA3AENEHVNE KOMIMAHWWN «36B0TT» (ADD)'

MoanuncaHo KomnaHuen «3660TT» 10 ceHTAGPA 2018 T.

MepeBof C aHIMIMIACKOrO fA3blKa Ha PYCCKWIA A3bIK BbIMOMHEH MEPeBOAYMKOM YMCTSKOBOM
BukTopuei AMUTPUEBHOIA.
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Poccwuiickas degepauvs. Mopog Mockea.
[JBaauaToro ceHTAGPSA ABe ThbICAYM BOCEMHaALATOro roga.
A, BaxTaga3e dnbmupa KOpbeBHa, HOTapuyc r. MockBbl, CBUAETE/IbCTBYIO MOA/MHHOCTb

noanucyn nepesoynka YmncrtsakoBoih Buktopmu AMUTPUEBHBI.
Moanwuch caenaHa B MOEM NPUCYTCTBUN.

JInyHOCTb NoAnucaBLIEro JOKYMEHT yCTaHOB/IEHaA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2018-
B3bickaHO no Tapudy 100 py6.

—-m—mm
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MaKeT MapKUPOBKM Ha MeULMHCKOe U3aenne

KOHTpO/bHbIe MaTepuasibl 419 MOATBEPXKAEHNSA BOCNPON3BOANUMOCTU U
NpaBnIbHOCTU KONIMYECTBEHHOIO OMpefesieHNsa (peppuUTnHa
NMMYHOXeMUIIOMWHECLLEHTHBLIM METOA0M B CbIBOPOTKE U MNiasMe KPoBU
YefloBeKa Ha UMMYHOXUMWYECKMX aHanmn3aTopax Alinity i

«®eppuTnH KoHTposbHble MaTepuasibl (Alinity i Ferritin Controls)»
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® IREFI07P65-10 \UI

KOHTpO/IbHbIE MaTepuasbl AN1a NOATBEPXAEHUA BOCMPOU3BOLAMMOCTU Y
NpaBUIbHOCTU KO/IMYECTBEHHOIO onpeneneHns pepputuHa
NMMYHOXEMW/TIOMUHECLEHTHLIM METOAOM B CbIBOPOTKE UM M/1a3mMe KPOoBU
yesiloBeka Ha UMMYyHOXMMMYecknx aHanmsatopax Alinity i

«PepputnH KOHTpOsbHble MmaTtepuans! (Alinity i Ferritin Controls)»
B cOCTaBse:
KoHTponb L (Alinity i Ferritin CONTROL L) - 1 doiakoH x 8,0 mn
KoHTposb M (Alinity i Ferritin CONTROL M) - 1 chiakoH x 8,0 mn
KoHTposib H (Alinity i Ferritin CONTROL H) - 1 dpnakoH x 8,0 mn
VHCTpYKUUA MO NPUMEHEHUIO

MpounssoguTens; Abbott Ireland Diagnostics Divisiqn Lisnamuck, Longford,
Co. Longford, Ireland (MpnaHgus) / PY Ne . oT__ . . /
NHCTPYKUMS MO MPUMEHEHWNIO HA PYCCKOM A3bIKE;
www.abbottdiagnostics.com/IFU/

Cepusa, ncnonb3oBaThb [0, YC/I0BUA XPaHEHNS yKka3aHbl B rpadouyeckmnx
cvmMBonax. PacwmgpoBky rpadouyecknx CUMBOJIOB CM. B MHCTPYKLNN.
ABTOpPM30BaHHbIN NpeacTaBuTeslb N3roTOBUTESIA Ha Tepputopumn Poccuum
n apyrmux ctpaH CHI™:

O6LecTBO C OrpaHMY4eHHOM OTBETCTBEHHOCTbIO «D660TT JIabopaTopus»,
125171, Poccusa, 1. Mockea, JIeHMHrpaackoe Locce, 16A, cTpoeHue 1,

Ten; +7 (495) 258 42 70 (80); dakc; +7 (495) 258 42 71 (81)
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Alinity i Ferritin Controls a Abbott

Ferritin Ctrls

ng/mL ng/mL
cownwNe.lb 1X 80mL 20 13.8 >28.4
Ix 8.0mL 190 102 -« 188 i 131100

Ix 8.0mL 400 272 - 528 C€
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Alinity i
Ferritin
ICONTROL M

2 B

len]

Alinity |
Ferritin
CONTROL H

2 By

07P65M
8.0 m_

150 ng/mL
G70869R01

07P65N
8.0 L

400 ngfmL
G70870R01
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