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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, WBoH Twunn, Cneumanuct perynsTopHoro oTgena, 3660TT [duarHocTuyeckoe
MoppasgeneHue Wpnaugus, NNonrdopa, NMpnanausa (Aocibheann Gill, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacToAwum
YAOCTOBEPAI, YTO MNpunaraemMble AOKYMEHTbl B HUMXeNpuBeAeHHOM 06beme cTpaHul,
ABNAIOTCA  MHCTPYKUMAMM N0  MNPUMEHEHUI0. OTWM  AOKYMEHTbl  MOJHOCTHIO
COOTBETCTBYHT (haKTUYECKOM LOKYMEHTALMUW NMPOU3BOAUTENS.

MHCTpyKLMA No NpuMeHeHUIO Ha MepuumHckoe usgenue (Instruction for Use for
medical devise)

Kannbpatopbl And o6ecrnevyeHUs NpaBUAbHOCTU KOJIMYECTBEHHOIO OMNpejeneHuns
(heppuTMHA UMMYHOXEMU/TIOMUHECLLEHTHBIM MeTO4OM B CbIBOPOTKE W MJasme
KPOBM 4efioBeKa Ha MMMYHOXMMWYECKMX aHanmsatopax Alinity i «®epputuH
Kanun6partopsl (Alinity i Ferritin Calibrators)»

Mo TeKCTy WHCTPYKLMM BCTPeYaloTCs BapuaHTbl HaMMEHOBAHWIA MESULMHCKUX W3Aenwni,
npvBeAeHHble B Tabnuue HWXKe, KOTOpble ABNAAIOTCA CrpaBei/MBbIMU U PaBHO3HAYHLIMU
(Instruction for Use includes the followings true and equivalent short names of medical devices
m”~ed intable);

AKnmeHoBaHue HanmeHoBaHMe MeAMLMHCKOrO U3L4eNnsa Ha pyCCKOM CokpavieHHoe
AlllaHrnuitickom A3bIKe HavMeHOBaHMe
A3bIKE (no Tekcty
[LOKYMeHTa)
Alinity i Ferritin - Ha6op peareHTOB /18 KONMYECTBEHHOrO onpefeneHus  ®epputuH
Reagent Kit theppuTUHA UMMYHOXEMUNOMUHECLIEHTHLIM METOIOM B PeareHThl
CbIBOPOTKE M Maa3me  KpoBW . 4yenoseka  Ha (Alinity i
NMMYHOXUMUYECKNX aHanusaropax Alinity i Ferritin
«@epputuH PeareHTsl (Alinity i Ferritin Reagent Kit)»  Reagent Kit)
0) Alinity i Ferritin - Kanubpatopbl ~ gns  o6ecneyeHns  NpaBUNbHOCT  DeppuUTUH
Calibrators KONNYECTBEHHOr 0 onpefeneHns theppuTHa  KanubpaTopsl

MMMYHOXEeMUTIIOMUHECLIEHTHLIM MeToJoM B CbiBOPOTKe  (Alinity i
M nnasme KPOBM YenoBeka Ha WMMYHOXMMMYECKUX  Ferritin
aHanmsatopax Alinity i «®epputd Kanubpatopbl Calibrators)
(Alinity i Ferritin Calibrators)»

Alinity i Ferritin - KoHTponbHble ~ MaTepuanbl 41 MOATBEPXAEHUA  DepputuH

Controls BOCMPOU3BOAVMOCTH " NPaBWUILHOCTU  KOHTPO/bHbIE
KOMIMYeCTBEHHOI 0 onpegeneHuns (heppuTHA  MaTepuansbl
NMMYHOXeMUIIOMUHECLLEHTHbIM MEeTOO0M B CbiBOPOTKe  (Alinity i
M niasmMe KpPOBM YeNOBEKa Ha WMMYHOXWMUYECKMX  Ferritin
aHanusatopax Alinity i «®epputnH KoHTponbHble Controls)
matepuansl (Alinity i Ferritin Controls)»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



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

Division,
Lisnamuck,
Longford
Co. Longford
Ireland
Cocras:
# Title Number
of pages
1 Instruction for Use for the Alinity i Ferritin Calibrators with ADDENDUM 3
for Russia.
2. VHCTPYKLMS NO NpuMeHeHno «PepputuH Kanu6patopsl (Alinity i Ferritin 4
Calibrators)» ¢ MPUNOXEHWEM nns Poccun.
Signed: Date: //*X Seph

Aoibheann Gill

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

SLIGO CHAMBER OF COMMERCE (INC)
ERTIFIED T IN ALL GOOD FAITH

" M . .Authorised Official
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Alinity i
Ferritin Calibrators

Read Highlighted Changes: Revised February 2018.

NAME
Alinity i Ferritin Calibrators (also referred to as Ferritin Cals)

INTENDED USE

The Alinity i Ferritin Calibrators are tor the calibration 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

and contain ferritin (human spleen) prepared in
phosphate buffer with protein (bovine) stabilizers.

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

Ferritin
Calibrator Quartity (ng/rl)
oot ]i] 1: 3.0 mL 10
L2l 1: 3.0 mL 1000

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

STANDARDIZATION

The Alinity i Ferritin Calibrators are matched to internal Abbott

Ferritin Standards, which were originally traceable to the World
Health Organization (W.H.O) Ferritin First International Standard
80/602.

PRECAUTIONS
- ®

¢ For In Vitro Diagnostic Use
Ra kLY

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 following warnings and precautions apply to: I Manal 1M
Contains sodium azide.

EUH032 Contact with acids liberates very toxic gas.
P501 Dispose of contents / container in

accordance with local regulations.

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

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

@ 07P6501
G71318R02
S7P650

PREPARATION FOR USE

¢ This product is liquid ready-to-use.

¢ This product may be used immediately after remoyal 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 8C Until
expiration
date
Opened 2to 8C Until Store tightly capped with

expiration new replacement cap.
date Return to refrigerated
storage after use.

The analyzer will track In-use Stability, which is the time the
calibrator is outside of refrigerated storage while on the analyzer.
The analyzer will not allow the use of the calibrator if the In-use
Stability has been exceeded. Maximum In-use Stability can be
found in the Assay Parameter Report. For additionai 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, ali 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 controi 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 tor recalibration
frequency.

This assay may require recaiibration 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 Aiinity ci-series Operations Manual.

Abbott



INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visibie signs of ieakage, turbidity, if calibration does

not meet the appropriate package insert and/or Aliinity ci-series
Operations Manuai criteria, or if controls do not meet the appropriate
criteria.

BIBLIOGRAPHY
us Department of Labor, Occupationai Safety and Heaith
Administration, 29 CFR Part 1910.1030, Bioodborne pathogens.

2. US Department of Health and Human Services. Biosafety in
Microbioiogicai 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 Workers From Occupationaliy Acquired infections:
Approved Guideiine—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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[en]
1CONC 1

ICONTAINSi AZIDE 1

IDISTRIBUTED IN THE USA BY |

UNFORMATION FOR USA ONLY {

1PRODUCT OF IRELAND |

1IRx ONLY 1

Caution

Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

in Vitro Diagnostic Medical
Device
Lot Number

List Number

Serial number

0llwr%wM>

Calibrator 1

Calibrator 2

Control Number

Concentration

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

Distributed in the USA by
Information needed for United

States of America oniy
Product of Ireland

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

Aiinity 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

DISTRIBUTED IN THE USA BY |

Abbott Laboratories
Abbott Park, IL 60064 USA

Ce

Customer Service: Contact your local representative
or find country-specific contact information on

www.abbottdiagnostics.com

Revised February 2018.

©2016, 2018 Abbott Laboratories
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ADDENDUM

to the Instruction for Use Alinity i Ferritin Calibrators (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 v/hen
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, ISO 13485
POTENTIAL USER

The Alinity i Ferritin Calibrators 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 atemperature of 2 'C to 8 *C should be carried out in 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 i

bepputnH Kannépartopsbl (Alinity i Ferritin Calibrators)

Cm. BblgeneHHble nameunerlns. Pegakuns: dpespansb 2018 1.

HANMEHOBAHWE (CokpalleHHOoEe)

tepputnH Kanubparopsl (Alinity i Ferritin Calibrators)
(Takxe no TekcTy BcTpeyaeTcsa: Ferritin Cals)

HA3SHAYEHUVE

epputnH Kanubparops! (Alinity i Ferritin Calibrators)
npegHasHayeHbl 418 KanubpoBku aHanmsatopa Alinity i npu
KO/IMYECTBEHHOM onpejenieHnn heppuTHa B CbIBOPOTKE U niasve
KPOBU Yenoseka.

JlononHuTenbHyo MHopMaLuuio CM. B UHCTPYKLUK MO NPUMEHEHWIO
K COOTBETCTBYIOLLEMY peareHTy 1 PyKoBOACTBE MO 3aKcnyaraumm
Alinity ci-series.

COLOEPXWVMOE

11 ulull ™ lcopgepxat heppuThH (CeneseHkn YenoBeka),
noAroTOB/IEHHbIN B chocchaTHOM Bychepe ¢ NPOTEUMHOBLIMM
(6blubuMK) cTabunusaTopamu.

KoHcepBaHT: asug Hatpus.
Kannépatopbl XapakTepusyoTcs CRefyoWwmMy 3HauYeHUsIMU:

cheppuTvH
Karvbparop Kormyectso (ng/m)
1x 3.0 mL 10
1«®d1 1x3.0mL 1000

HEOBXOANMbIE, HO HE NMPEAOCTABJIAEMbIE
MATEPHAnNDbI

e 04R1001 3ameHsieMble KpbIWKW 415 KanmbpaTopa/koHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHIOAPTU3ALMA

epputnH Kanubpatops! (Alinity i Ferritin Calibrators) cooTHeceHbl
C BHYTpPeHHVUMU cTaHgapTamu Abbott gns cepputrHa, koTopble
M3HaYasIbHO COrnlacoBaHbl C YCTaHOBEHHbIM BceMupHoii
OpraHusauueli 3apaBooxpaHeHust (BO3) MepBbiM MeXayHapoaHbIM
cTtaHgapTom no cepputuHy 80/602.
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Ferritin
fiiFl 07P6501

G76265R02
S7P65R

MEPbI MPEAOCTOPOXHOCTWU
[
[Ons guarHoctukm In Vitro
IRx ONLY |

Mepbl npegocTtopodA(HocTn

BHUMAHWE: [aHHbIA NpoayKT COAEepXUT
NoJslyYeHHble OT YesioBeka WU/MIN NOTEHUWUaIbHO MHAEKLMOHHbIE
KOMMOHEeHTbI. CMoTpuTe pasgen COLAEPXXMOE paHHol
MHCTPYKUMUM NO NPUMEHEHWIO. HW OAMH 13 U3BECTHbIX
METOZ0B TECTUPOBAHUA HE MOXET rapaHTMposaTtb, 4TO
mMatepuasibl, NoMyYeHHbIe OT YesloBeKa, WM MHaKTUBUMPOBaHHbIE
MWKPOOPraHn3mbl He NepeHocAT nHdekuuo. Mostomy Bce
mMatepuasibl, NosyyYeHHble OT YesioBeka, crefyeT cuutartb
NnoTeHUMasIbHO MHAEKLMOHHbIMK. PekomeHayeTcs obpallarbes
C [laHHbIM MPOAYKTOM ¥ o6pasuamu, NosyvyeHHbIMU OT
yesioBeka, B COOTBETCTBMM €O CTaHAapTOM Mo o6palleHunto ¢
reMOKOHTaKTHbIMW NaToreHamu, paspaboTaHHbIM YnpasieHnem
CLLA no oxpaHe TpyAa W NPOMBbILLIEHHOW TUrneHe
(OSHA). Mpu pabote ¢ MaTepuasiamu, cogepxawumm nam
NpeAnoNoXNTENIbHO COAEPXAaLLUMU NH(PEKLMOHHBbIE areHTbl,
cnepyet cobnoaatb nNpasuia 6uonornyeckoin 6e3onacHoCTy,
YPOBEHb 2, WK ApyrMe COOTBETCTBYIOLLME Mpasuna
6uonoruyeckoii 6esonacHocTun.””

Cnepgyolime npegynpexaeHvs 1 Mepbl nNpeocTopPoXHOCTA
OTHOCATCA K "1n
CofepxuT asug Hatpus.

EUH032 Mpn KOHTaKTe C Kucnotamu obpasyetcs
BbICOKOTOKCUYHBIN Ta3.
P501 YTunusupyiite copepxumoe/koHTeliHep B

COOTBETCTBUM C CAHUTApPHbLIMKU HOpMaMu
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nacHOCTV AOCTYMHbI Ha caiite
www.abbottdiagnostics.com v y MecTtHoro npeacraBuTens.
Moapo6Hyto MHGOPMAaLMI0 0 HEOBXOANMbIX Mepax
npefoCTOPOXHOCTU Npu paboTe C aHaN3aTopoM CM. B
PykoBogacTtee no akcnnyatauum Alinity ci-series, Pasgen 8.

NMOoAroToOBKA K NCIMOJ/Ib3OBAHNIO

e [laHHblii MPOAYKT NOCTABMSETCS B XWAKOM BUAE, FOTOB K
1ICMO/b30BaHNIO.

»  [laHHblii NPOAYKT MOXeT UCMO/b30BaTLCS HENOCPEeACTBEHHO
nocne M3B/eYeHUs U3 MecTa XpaHeHusi ¢ Temnepartypoit 2 - 8'C.

» Tepep Ka)kablM UCMOMbL30BAHUEM NEPEMELLMBAliTE, akKkypaTHO
nepesopauvsas ¢uiakoH.

2 Abbott
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XPAHEHNE

« He vcnonb3yiiTe Nocne UCTeYeHUst cpoka roAHOCTY.

JononHuTesnbHble
Temneparypa Makc, Bpems VHCTPYKLMKX MO
XpaHeHVsA XpaHeHnsa XpaHeHuo
HeBckpbIThbIli 2 - 8°C [lo okoH4aHus
hnakoH CpoKa rofjHoctu
BCKpbITbI 2-8C [0 okoH4YaHus XpaHuTb BO
chnakoH Cpoka rogHocT donakoHax, nioTHO

3aKpbITbIX HOBbIMU
3aMeHseMbIMn
KpbILLKaMun.
MNomectuts B
X0N04unbHUK nocne
MCNOosib30BaHUA.

Cuncrema oTcexmBaeT CTabuIbHOCTb NPU UCNOMb30BaHNUN -
nepuoj, BpeMeH!, B TeYeHNe KOTOPOro kasimbpaTop HaxoauTcs
BHe XONoAu/bHUKa Ha 6opTy aHannsatopa. Cuctema He No3sBonuUT
ncnonb3oBaTb kanmbparop, ecnv nepuog ctabunbHOCTU

npy UCMosib30BaHNN ncTek. CM. MakCUMaslbHOe 3HaueHune
CTabWIbHOCTW NPU UCMOJb30BaHUKN B oTHeTe “MapameTpbl
TecToB". [JONONHUTESbHYIO MHDOPMALWIO O CTabUILHOCTU Npu
MCMosib30BaHUN kannbpartopa cM. B PykoBOACTBE MO 3KCryatauumn
Alinity ci-series, Pasgen 5.

[JlononHuTenbHyo HOPMaLWio O BbiBOAE NapameTpoB TECTOB

Ha neyatb cM. B PykoBoacTBe no akcnnyatauuu Alinity ci-series.
Pasgen 5.

NMPOUEAYPA PABOTbI HA AHA/TN3ATOPE

« TMapameTpbl KOHGMrypauumn cepun kanmbparopa MoryT
BBOAMTLCSA MPK MOMOLLM LUTPUXKOAA Ha yrnakoBKe kasiméparopa.

*  VHcdopmaumio o HacTpoiike napameTpoB kanmbpaTtopa cM. B
PykoBogacTtee no akcnnyatauum Alinity ci-series, Pa3gen 2.

*  VHcdopmaumio 0 3akase W 3arpyske KannbpaTopoB B cUCTEMY
cM. B PykoBogacTee no akcnnyatauum Alinity ci-series, Pasgen 5.

MPOLUEAYPbI KOHTPOJIA KAUECTBA

[ins oueHkn KanmbpoBku TecTa HEO6XOAMMO MPOTECTUPOBaTb MO

O[IHOMY KOHTPOJIIO K&XXAO0ro YPOBHS. Y6eauTechb, YTO 3HaYeHust

KOHTPO/ei HaxofsaTca B npefenax AnanasoHa AonycTUMbIX

3HAYEHWi, yKkasaHHbIX B COOTBETCTBYIOLEN VHCTPYKLMMU Mo

NPUMEHEHMIO.

WHbopmaumio o 3akase koHTponeli cMm. B PyKkoBoACTBE MO

akcnnyaTaumm Alinity ci-series. Pasgen 5.

Mocne NPUHATWA 1 COXpaHeHWs pesynbTaToB Ka/IMGPOBKM TecTa Bce

nocnepyLive obpasLbl MOXHO TecTupoBaTb 6e3 npeasapuTesbHoOM

KanmbpoBKKM, KpoOMe Tex crydaeB, Korpa:

*  cnonb3yeTcs HAGOp peareHToB C HOBbIM HOMEPOM CEpun.

*  PesynbTaTbl eXeAHEBHOV npoLueaypbl KOHTPONA KayecTBa
HaxoAATCs BHe CTATUCTMYECKW 0GOCHOBAHHOIO AuanasoHa
KOHTPONA Ka4yecTBa, WCMOMb3yeMoro Al MOHUTOPUHTA 1
KOHTPONA pabounx xapakTepucTUK CUCTEMbI, KaK ykasaHo B
pasgene "TpoLeaypbl KOHTPONA KayecTBa" MHCTPYKLMM Mo
NPUMEHEHNIO K COOTBETCTBYIOLLIEMY peareHTy.

e Ecnu cTaTUCTUYeckn 060CHOBaHHbIN AnanasoH 3HadyeHui
KOHTPONIA HEAOCTYNEH, TO Nepuos Mexay kanmbpoBkamu He
LO/KeH npesbiwats 30 AHei.

MoxeT noTpe6oBaTbCa NOBTOPHas KaMbpoBka TecTa nocne

npoLesypbl TEXHUYECKOrO 06CYXMNBaHWNS OCHOBHbIX YacTel

CUCTEMbI UM ee KOMMOHEHTOB UMW MOC/e NPOBEAEHNS CePBUCHbIX

npoueayp.

JlononHnTeNbHy0 MHPOPMAaLWIO CM. B MHCTPYKLMK MO MPUMEHEHUI0

K COOTBETCTBYIOLLEMY peareHTy n PykOBOACTBE MO 3KcnayaTaumu

Alinity ci-series.
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MOKA3ATENN HECTABUJIBHOCTU WU MOPYA
MokasaTensiMm HecTabWILHOCTU WM MOPYW CNYXaT 0cafok,
BUAMMbIE Cnefbl NPOTEYKN, 3aMyTHEHHOCTb, HECOOTBETCTBME
KanMGpoBKN KPUTEPUAM, YKasaHHbIM B MHCTPYKLMW NO NPUMEHEHUI0
nivnn PykoBogcTtse no akcnayatauun Alinity ci-series, nm
HEeCOOTBETCTBME KOHTPO/EN YCTaHOB/EHHbIM KPUTEPUSAM.

BVB/IMOIrPA®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 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.

dopmar yucen:

* B KauecTBe pasgenurens TbiCAY MUCMOMb3yeTcs npoben (npumep:
10 000 o6pasLoB).

* B KauecTBe pasgenurens AecsATUYHbIX 3HAKOB MCMOJ/Ib3yeTcs
Touka (npumep: 3.12%).

V|CI'I0}'Ib3yeMbIe CNMBO/J1bI

Cumsornsl 1ISO 15223
BHumaHue

A
07

CM. MHCTPYKLMIO No
NPUMEHEHNIO
M3roTtosutens

TemnepatypHblii Auanas3oH

2 Vcnonb3osatb [0/Cpok rogHoCTH
H MepguuuHckoe nsgenve s
AvarHocTukm In Vitro

Homep cepuun

SH1 KaTtanoxHblii Homep

[sh] Cepuiiblii Homep

[pyrve cumsonbl
Kanu6patop 1

leatli|

Kanu6patop 2

Jcobr|

leit] KOHTpO/bHbIA HOMEP

1CONC1 KoHueHTpaums

CofepxuT asng Hatpus.
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MPUNOXEHNE

K VHCTPYKLUMW MO MpUMeHeHnio Kanubpartopbl Ans 0GEecneyeHus npaBubHOCTY
KONMYeCTBEHHOTO onpefieneHns  heppuTHA  UMMYHOXEMUIIOMUHECLLEHTHBIM
MeTOAOM B CbIBOPOTKE W Mia3Me KpOBM YesioBeKa Ha UMMYHOXMMUYECKNX
aHanusaropax Alinity i «®epputnd Kanubparopsl (Alinity i Ferritin Calibrators)» ans
Poccun

TPAHCNOPTUPOBKA

M3penve pekomeHayeTcsi  TpaHcnoptuposaTb npu  Temnepatype 2-8°C B
TepPMOKOHTeliHepax 0AHOPa30BOro Mo/Nb30BaHUS, COAEePXKaLUUX XNAA03NEMEHTbI, NN
B TEPMOKOHTE/iHepax  MHOTOKPATHOTO  NPUMEHEHWss C  aBTOMATU4ecKn
noAJepxvBaemoii TemnepaTypoit Unu B aBTopechpuxepaTopax ¢ WUCMosb3oBaHUeM
TepMOVHANKATOPOB. TPaHCNOPTMPOBKA OCYLLECTB/IIETCA BCEMU BUAAMM TpaHcnopTa
B KPbI-bIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBUM C NMPaBUAaMU NepeBo3ku rpy3os,
[e/CTBYIOWMMI Ha K&XXAOM BUAe TpaHcnopTa. M3genve octaeTcsi cTabunbHbIM A0
OKOHYaHUS CpOKa TFOAHOCTH, YKa3aHHOrO Ha ymakoBke. [pu TPaHCMOPTUMPOBaHUM C
HapyLleHreM TeMNepaTypHOro pexuma Usgenne He NoANexuT NpUMEeHeHuto..

TAPAHTUAHBIE OBA3ATE/IbCTBA

NpON3BOANTENb rapaHTUPYET, YTO NPU NPaBU/IbHOM >(haHeHnn 1 obpalleHn naenme
0CTaeTcsi CTabusbHbLIM [0 UCTEYEHNS CPOKa FOAHOCTU. MaKCMMaUibHbIii CPOK FOAHOCTH
MeAULMHCKOTO n3fenus He Gonee 17 mecsueB C AaTbl npousBoAcTea. Vsgenue,
XPaHWBLUEECA C HapylleHeM pernameHTUpPOBaHHOrO Mpou3BOAUTENEM pexuMa,
NPUMEHEHUIO He noanexut (B cootseTcTBUM ¢ TOCT P 51088-2013).

TEXHUYECKOE OBCNY>XWBAHUE

He TpebyeTcs.

TEKYWWN PEMOHT

He TpebyeTcs.

AAHHBIE  ONa  YTUNUSAUNU N YHUUYTOXXEHUA
MEAVLUNHCKOIo N3Aenna

MeaunLMHCKOe M3Aenue yTUAMSNPYIOT W YHNUTOXAKT B COOTBETCTBUW C MpaBunamu
obpalleHuss C  MeAWLUMHCKUMKM  OTXOfamy, — pernameHTupylowmumncs  CanMuH
2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3nuAemMuonornieckne TpeGoBaHua K
06palLeHNo C MEAULIMHCKUMI OTXOAaMU».

Heob6xoaumo cnefjoBaTb Har“oHa/bHbIM CTaHAapTam npu nepejade v yTunusauum
U3/leNnsi, ero KOMMOHEHTOB 1 YNaKoBKU.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAULIVHCKOE U3AENNE

98/79/EC, EN ISO 9001, 1SO 13485

MOTEHLMA/BHBIA NOTPEBUTENb

MepguumHckoe usgenue ®epputuH  Kanubpatopbl (Alinity i Ferritin  Calibrators)
npefHasHaYeHo AN UCMONb30BaHUS B Pa3/INYHBIX  K/IMHUKO-Na6opaTopPHbIX
YCNOBUSAX, BKMouas, 6e3 orpaHnieHnsi, 60/1bHULbI 1 TabopaTopum, NePCOHaN KOTOpbIX
npoien obyyeHne no UCnonb3oBaHuio aHanusatopa Alinity i.

NHO®OPMALIA O HANYNWN B MEANLUMNHCKOM U3AENN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPUNN3ALNA

He npumenunmo.

NH®OPMALNA o BO3MO>XHOCTWN NMOBTOPHOIO
NMPUMEHEHWNA

He nognexuT NnoBTOPHOMY MPUMEHEHNIO.

MATEPUATbI XXNBOTHOIO NMPOUCXOXAOEHUA

Martepuasnbl XWBOTHOTO MPOVCXOX/AEHUS NPOBEPEHbl W PUCKA NpUMeHeHus MU
ykasaHbl B MacnopTe 6esonacHocTu. Macnopra 6e30MNacHOCTY MOXHO HaiiTi Ha caiiTe
www.abbottdiagnostics.com nnm o6patuteck k MECTHOMY NpeACTaBUTENIO.

NMOKA3AHNA NTNPOTNBOMNOKA3AHUA
He npumexumo.
YCNnoBuA XPAHEHWA N NPUMEHEHNA

XpaHeHve MeauUMHCKOTO u3fgenus npu Temnepartype oT 2'C pgo 8“C ponxHO
OCYLLECTBNATLCA B XONOAWbHBIX KamMepax Ui B XOMOAUbHUKAX, 06ecneunBatoLLmx
pernamMeHTUpoBaHHbIi  TeMnepaTypHblii  PexuM C  eXeAHeBHOW peructpauyeit
Temneparypbi.

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

Authorised Official

LRS! {7j1-
— R lidev et
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<MeyaTsb: TOPFOBASA MAJIATA C/IAMO (MHK)
3ABEPEHHbII CEPTH®VIKAT O MPOVNCXOXXAEHHH>

<MeuvaTb: TOPFOBASA MAJIATA C/IANTO (HHK)
MOAJ/TMHHOCTbL 3ACBNAETE/IbCTBOBAHA JOEPOCOBECTHO
Mapu XapTn, 11.09.2018 r. YnonHOMOYeHHoe inLo>

<MevaTb: ANATHOCTUYECKOE NOAPA3AENEHNE KOMIMAHUWN «3B6BO0TT» (ADD)>

MoanucaHo komnaHmelt «3660TT» 10 ceHTA6pa 2018 .

MepeBoL C @HIMMIACKOTO f3blka Ha PYCCKWIA S3blK BbINOAHEH MNEPEBOAYMKOM YUWCTAKOBOM
BukTOpuei AMATPUEBHO.
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Poccuiickaa deaepaums. Mopoa MockBa,

JBaguaToro ceHTAGPA ABe ThICAYM BOCEMHAALATOrO roja.

A, BaxTaase Onbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, CBUAETENLCTBYIO MOA/IMHHOCTb
noanucu nepesogyvka Ymctakosoii Buktopun AMUTPUEBHBI.

MNognuck caenaHa B MOEM MPUCYTCTBUN.
JlInyHoCTb NnoanuncasLLero ALOKYMEHT YyCTaHOB/EeHA.

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

OKasaHue ycnyr npaBoBoro M TexHM4YeCcKoro Xapakrepa:

3.10. baxTapgse

Bcero npoluHypoBaHo, npag*epoBaHo
1 CKpensieHo ... JICT.<M
Hotapuyc.
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MaKeT MapKMUPOBKWN Ha MeJULUHCKOE n3genne

Kannbpatopb! Ans obecneyeHnss NpPaBUIbHOCTU KO/IMYECTBEHHOIO
onpegeneHnsa peppUTNHaA MMMYHOXEMUIKOMUHECLLEHTHBIM METOAO0M B
CbIBOPOTKE W NsiasMe KPOBU YesloBeKa Ha UMMYHOXUMUYECKUX
aHanunsaTtopax Alinity i «®epputuH Kannépatops! (Alinity i Ferritin

Calibrators)»
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07P65-01 ..

Kannbpartopb! ana obecneyeHnss NpaBuU/IbHOCTU KOMTMYECTBEHHOIO
onpeaeneHnsa pepputmHa UMMyHOXEMUTIOMUHECLEHTHLIM METO40M B
CbIBOPOTKE U Mjasme KpOoBUM YenioBeka Ha MMMYHOXMMUYECKUX aHasm3aTopax
Alinity i
«PeppntnH Kannépartopsbl (Alinity i Ferritin Calibrators)»
B COCTaBe:
Kanuobpatop 1 (Alinity | Ferritin CAL 1) - 1 donakoH x 3,0 mn
- Kanu6partop 2 (Alinity i Ferritin CAL 2) - 1 conakoH x 3,0 mn
MHCTPYKUMA MO NPUMEHEHUIO
MpounssoguTesnb; Abbott Ireland Diagnostics Division, Lisnamuck, Longford,
Co. Longford, Ireland (Mpnanaus) / PY Ne ! oT__ . . /
VHCTPYKUMA NO NPUMEHEHUIO HA PYCCKOM A3bIKE;
www.abbottdiagnostics.com/IFU/
Cepus, 1cnosib3oBaThb [0, YC/I0BUA XpaHeHUs yKasaHbl B rpadouyeckmx
cMmBOMax. PaclumdgpoBKy rpadpuyeckmux CUMMBOJIOB CM. B UHCTPYKLMN.
ABTOpPN30BaHHbI NMpeacTaBuUTesib U3roTOBUTENA Ha Tepputopun Poccun
n apyrux ctpaH CHI™:
O6LLecTBO C OrpaHNYeHHOM OTBETCTBEHHOCTbLIO «3Q060TT JIabopaTopus»,
125171, Poccusa, 1. Mocksa, JleHMHrpagckoe Locce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 70 (80): dakc; +7 (495) 258 42 71 (81)

? "
4
5
NKMTO AM]
NI MKuB(TPALjavs|
0001 OC » 7
O TWOS *1 TTlio]
1ui/Bu
W |a«wal
Woqqv (3 SJOIBjqiiBQ unm aj j
Alinity i Ferritin Calibrators r~n Abbott
MoattHaw
Dmeeties Diwian ..
CE Ferritin Cals
S 3zamr
|[>vioeuncTor|»ua>H>| , ec
J
07Pe6-TF4)1Eng POTendd 1 10.0arie 112356 j
e NESSFHAt BRO Faitrw«
itfTiaB CQVicrtnM ntUM iBTpaiidtt
S:r ISSirnix 10SMi DniMQ 4MSU
Ste itMi4) lw rtrrv iitti irt rroitfal
1M . SimtBis.BM
asa

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



MakeT MapKMPOBKN Ka>Kaoro KOMMoHeHTa MeAULMHCKOr0 n3aenmsa

a Alinity I 07P65V

|"B-C Ferritin 3.0 mL
10 ng/mL
27Cn calll G70866R01

A

X

CONTAINSI AZIDE [CNj

ABBOT N
0] 5@

a Alinity i 07P65W

1"e-c Ferritin 3.0 ml
1000 ng/mL
2+Cn CAL 2 G70867ROL
A
SN

A
CONTAINS: AZIDE |CN

ABBOTT N B

CraHgapt HanmeHoBaHue eTaHfapTa

FOCT P MCO MeguunHcKue  mn3genud  ANa AMarHocTUKM  in vitro.

18113-1-2015 WHpopmayms, npegocTaBngemMas N3roTOBUTENEM
(mapkupoBka). Yactb 1. TepMuHbl, onpefeneHns u obume
Tpe6oBaHus.

FOCT P NCO MeouuuHCKUE  m3genusa  Ans  AUarHoetTukum in vitro -

18113-2-2015 VHpopmauus, npegoctaBnsemMas npounsBoauTesiem

(mapkunpoBka) - YacTb 2: PeareHTbl 418 AUArHOCTUKYK in Vvitro
ANA NPOgheCCUOHaNbHOro NPUMEHEHNS.

FOCT P UCO W3penna wmeanmumHckue. CUMBONLI, NPUMEHSEMble  Mpu

15223-1-2014 MapKUpPOBaHUN Ha MeULUHCKUX W3[EeNUAX, 3TUKETKax U B
CONPOBOAMTENbHOW  AOKYyMeHTauumn. Yactb 1 OCHOBHble
TpeboBaHus.

PaclundpoBKa CMBO/IOB NpeACcTaBeHa B UHETPYKLMN.
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