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S CERTIFIED CORRECT INALL GOOD FAITH

Ab bOtt 4 Authorised Official

I, Celine Curran,; Regulatoyy ARfairs Speci@hst, Abbott Ireland Diagnostics

Finisklin Business Park, Sligo, 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, CenuH KiopaH, Cneuvanuct perynstopHoro otgena, 3660TT [umarHoctuyeckoe
Mopgpasgenenve WpnaHaus, ®uHucknnH BusHec Mapk, Cnaitro, Wpnangms (Celine
Curran, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Finisklin
Business Park, Sligo, Ireland), HacToAWwMM yL0CTOBEPSAIO, UTO NpuiaraeMble JOKYMEHTI
B HWKENPWBEAEHHOM 00beMe CTpaHuL, ABNAOTCA MHCTPYKUUAMYU MO NMPUMEHEHWNIO. 3TN
[LOKYMEHTbI MOMTHOCTHIO COOTBETCTBYIOT (DAKTUYECKON JOKYMEHTALMW NPOU3BOAUTENA.

MHCTpyKUnMa no npuMmeHeHUto Ha MeguuunHckoe usgenue (Instruction for Use for
medical devise)

KanubpaTtopbl gna obecrnieyeHWs MNPaBUbHOCTU KOJIMYECTBEHHOrO OMpefeneHns
anba-theTronpoTeMHa MMMYHOXEMUIOMWHECLEHTHbIM METOLOM B CbIBOPOTKE U
nnasMe KpoBW YenoBeKa UM aMHUOTUYECKOW XUAKOCTU HAa MMMYHOXUMUYECKUNX
aHanmnsatopax Alinity i «<A®M Kanubpatopbl (Alinity i AFP Calibrators)»

Mo TeKCTy WHCTPYKUWM BCTPEYaloTCs BapuaHTbl HaVMEHOBaHWA  MeAUMLMHCKUX
n3Lenuid, nNpuBefeHHble B Tab/uue HWXKe, KOTOpble HABMAIOTCA CMNpaBeA/vBbIMUA U
paBHO3HauHbIMK (Instruction for Use includes the followings true and equivalent short
names of medical devices listed in table):

HavmeHoBa  HammeHoBaHMe MeAMLIMHCKOTO M3aenus Ha pycckom  CoKpaleHHo

HVe Ha A3bIKe e
aHrINIACKO HaVMeHOoBaH
M fA3bIKe ve (Mo TekcTy
LOKYMeHTa)
Alinity i Habop peareHTOB 4719 KO/MYECTBEHHOro onpegenenns  A®r]
AFP anbMa-theTonpoTenHa MMMYHOXEMUNIOMUHECLEHTHbIM — PeareHTbl

Reagent Kit MeTOOM B CbIBOPOTKe W Miasme Kposu yenoseka wav  (Alinity i
aMHMOTUYECKON >XMAKOCTM Ha MMMyHOXumuyeckmx AFP Reagent
aHanusartopax Alinity i «A®I PeareHtol (Alinity i Kit)

AFP Reagent Kit)»

Alinity i KOHTpOo/bHbIE MaTepuanbl ANS NOATBEPXAeHNS ADT

AFP BOCNPOU3BOAMMOCTMN W MPaBUNbHOCTH KOHTPO/IbHbI

Controls) KOJIMYECTBEHHOTO onpejeneHns anb(ha-theTonpotenmHa € Marepuans
NMMYHOXEMUMIOMUHECLIEHTHBIM MeTOJ0M B (Alinity i
CbIBOPOTKE 1 M/1a3Me KPOBM YesioBeKa uim AFP
aMHUOTUYECKOI XNAKOCTY Ha UMMYHOXUMUYECKMX Controls)

aHanusatopax Alinity i «<A®IM KOHTpOnbHbIE
matepuanbl (Alinity i AFP Controls)»

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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Alinity i Kanubpartopbl ana  obecneuveHus  npasuibHocTM  A®I]
AFP KO/INYECTBEHHOI0 onpegeneHuns anbha- Kannbpatop
Calibrators  eTonpoTenHa NMMYHOXEMUTIIOMUHECLEHTHBLIM bl (Alinity i

METOAOM B CbIBOPOTKE W Mnasme Kposu yenoseka wnv  AFP
aMHMOTUYECKOA XXMAKOCTM Ha umMMyHoxumumuyeckux —Calibrators)
aHanuszaTopax Alinity i «<A®M Kannbpatopsl (Alinity

i AFP Calibrators)»

Cocras:
# Title Number
of pages
1 Instruction for Use for the Alinity i AFP Calibrators with 3
ADDENDUM for Russia.
2. WHcTpykuma no npumeHeHnto «ADI Kannbpatopsl (Alinity i AFP 4
Calibrators)» ¢ MPUNOXEHWEM pgna Poccun.
Signed, U -L Date: Z4 x-C 7 m

Celine Curran,

Regulatory Affairs Specialist

Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland
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Alinity i
AFP Calibrators

Created August 2016.

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

INTENDED USE

The Alinity | AFP Calibrators are for the calibration of the Alinity

| analyzer when used for the quantitative determination of
alpha-fetoprotein (AFP) in human serum, plasma and amniotic fluid.
For additional information, refer to the Alinity | AFP reagent package
insert and the Alinity ci-series Operations Manual.

CONTENTS

ka1 b |contains phosphate buffer solution with protein (bovine)
stabilizer. ICAi.|B |- [cal |f |contain purified AFP (from human cord
serum) prepared in phosphate buffer solution with protein (bovine)
stabilizer.

Preservatives: ProClin 300 and ProClin 950.

The calibrators are at the following concentrations:

AFp|coMc]
Calibrator Quantity (ng/mL) (lu/mL)
|CALIA] 1X3.0mL 0 0
[HTTil 1X3.0mL 15 12.45
ICALId 1X3.0mL 45 37.35
katld] 1X3.0mL 300 249
ICALIEI 1X3.0mL 1500 1245
[BXLUT] 1X3.0mL 2000 1660

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

STANDARDIZATION

The Alinity i AFP calibrators are manufactured gravimetrically

and are referenced to the World Health Organization (WHO)

First International Standard 72/225 for Alpha-fetoprotein at each
concentration level. The conversion factor is 0.83 International Units
per nanogram of AFP.

PRECAUTIONS
* lvdl]
¢ For In Vitro Diagnostic Use

Safety Precautions

- X 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 these reagents 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 B-F is
nonreactive for HIV-1, HIV-2, HCV, and HBV.
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The followino warnings and precautions applv to: Icatlal- [cal |f |

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective clothihg / eye
protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333-P313 If skin irritation or rash occurs: Get medical advice /
attention.

P362+P364  Take off contaminated clothing and wash it before
reuse.

Disposal

P501 Dispose of contents / container in accordance with

local regulations.

Safety Data Sheets are available at wwwf.abbottdiagnostics.com or
contact your local representative.
For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.
PREPARATION FOR USE
¢ This product is liquid ready-to-use.
¢ This product may be used immediately after removal from

2 to 8'C storage.
« Prior to each use, mix by gentle inversion.

STORAGE
« Do not use past expiration date.

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

Return to refrigerated
storage after use.

The analyzer will track In-use Stability, which is the time the
calibrator is outside of refrigerated storage while on the analyzer.
The analyzer will not allow the use of the calibrator if the In-use
Stability has been exceeded. Maximum In-use Stability can be
found in the Assay Parameter Report. For additional information on
calibrator In-use Stability, refer to the Alinity ci-series Operations
Manual, Section 5,

For additional information on printing assay parameters, refer to the
Alinity ci-series Operations Manual, Section 5.
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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.

« Dalily quality control results are outside of statistically-based
quality control limits used to monitor and control system
performance, as described in the Quality Control Procedures
section of the associated reagent package insert.

« If statistically-based quality control limits are not available then
the calibratioh should hot 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 sighs of leakage, turbidity, if calibratioh does

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

BIBLIOGRAPHY

1 us Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Services. Biosafety in
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 ihteger part from the fractional
part of a number written in decimal form (example; 3.12%).
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Key to Symbols

A

Caution

Consult instructions for use

Manufacturer
Temperature limitation
Use by/Expiration date

Calibrator (A, B, C, D, E, F)
=) Control Number

|coNC| Concentration

In Vitro Diagnostic Medical
Device
Lot Number

1PRODUCT OP IRELAND 1 Product of Ireland
List Number

Serial Number

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

= Abbott Ireland
M Diagnostics Division C€
I Finisklin Business Park
Sligo
Ireland
+353-71-9171712

Customer Service: Contact your local representative

or find country-specific contact Information on
www.abbottdiagnostics.com

Created August 2016.

©2016 Abbott Laboratories
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ADDENDUM

to the Instruction for Use Alinity i AFP Calibrators (for Russia)

SHIPPING

Recommended shipping conditions for device is 2-8°C. 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 12
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements.

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 EN ISO 18113-1, EN ISO 18113-2
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.
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Alinity 1

AN Kanmnbpatopbl (Alinity i AFP Calibrators)

Pepakuns: aBryct 2018 r.

HAVMMEHOBAHWE (CokpallieHHoe)

AdlN Kanubparops! (Alinity i AFP Calibrators)
(Take BcTpeyaeTca no TekcTy: AFP Cals)

HA3SHAYEHUNE

Al Kanubpatops! (Alinity i AFP Calibrators) npegHasHaueHbl

Ons Kanumbposky aHanusatopa Alinity i npy KonM4yecTBeHHOM
onpegenexnun anbha-getonpotenHa (AdIll) B CbIBOPOTKE ¥ nnasme
KPOBU YemnoBeka, a Takke B aMHWOTUYECKON XUAKOCTU.
JlononHNTeNbHY0 MHhopMaLUmIo CM. B MHCTPYKLMK NO NPUMEHEHWIO
K COOTBETCTBYIOLLEMY peareHTy 1 PykOBOACTBE MO 3KcnayaTauuu
Alinity ci-series.

COAEPXWNMOE

|cat|a| comepxunT chocaTHblii GydhepHbIli pacTBOp ¢ NPOTEMHOBLIM
(6bl4bMM) CTAbUNM3ATOPOM. ka |B]- (cas |f | cOEPXAT OUULLEHHBIi
Al (M3 CbIBOPOTKM MYNOBMHHOWM KPOBW Yenoseka), MpUroToBEHHbINA
B hocchatHOM BychepHOM pacTBope C NPOTEMHOBBLIM (OblYbMM)
cTabunn3aTopom.

KoHcepBaHTbl: ProClin 300 n ProClin 950.

Kanubpatopbl nMetT cnegytoLye KoHLeHTpauuu:

Adpn|comc]|

Kanunépatop Konunuectso (ng/mL) (IU/mL)
ICALIAI 1X3.0ml "' 0 0

1X3.0 mb 15 12.45
lcatlc| 1X3.0mL 45 37.35
Icalldl 1X3.0mL 300 249
[CALIi] 1X30mL 1500 1245

1X3.0mL 2000 1660

HEOBXOAWMbIE, HO HE NMPEAOCTABNAEMbIE

MATEPWANDbI

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

CTAHIOAPTN3ALIMA

AdlN Kanubparopbl (Alinity i AFP Calibrators) npovssegeHbi
rpaBUMETPUYECKN N COOTHECEHBI C MepBbIM MeXayHapoaHbIM
cTaHAapToM BceMmupHoii opraHusauuy 3paBooxpaHeHms
(BO3) 72/225 pna anbtha-heTonpoTenHa Ha KaxaoM ypoBHe
KOHUeHTpauun. ®akTop nepecyerta cocrasnsaet 0,83
MeXAYHapoHbIX eMHUL, Ha HaHorpamm A®rl.

MEPbI NMPEAOCTOPOXHOCTW
- "
e [Ona guardoctukm In Vitro

Mepbl NpefoCTOPO>KHOCTU

A y- BHUIMAHME: [iaHHbili NPOAYKT COAEPXMUT NOMyUYeHHbIE
OT YesioBeka W/Wan NoTeHUMaNbHO MHMEKLMOHHbIE KOMMOHEHTbI.
CwmoTtpute pasgen COAEPXXVMOE faHHON MHCTpYKLuUK no
npyMeHeHnto. Hn 0anH 13 M3BECTHbIX METOAOB TECTUPOBAHUSA
He MOXeT rapaHTMpoBaTh, Y4TO Marepuasibl, NoyYeHHble oT
yenoseka, WIN MHaKTUBMPOBAHHbIE MUKPOOPraHU3Mbl He
nepeHocAT nHdekumo. MoaToMy BCe Marepuasibl, NosyYeHHble
OT YesioBeka, cnegyer cumtarb NOTEHLUNASIbHO MHEKLMOHHBIMU.
PekomeHyeTcsi obpaliaTbcs ¢ peareHTaMu 1 obpasuamu.
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NOJTyYEHHbIMM OT YesloBeKa, B COOTBETCTBUM CO CTaHAapToM Mo
o6paLleHnio 0 reMOKOHTaKTHbIMK natoreHamu, paspaboTaHHbIM
YnpasneHvem CLUA no oxpaHe TpyAa W NPOMbILLIEHHOM
rurneHe (OSHA), Mpu paboTe ¢ MaTepvanamu, cogepxalivmm
WU NPEeSNoNIOKUTENIbHO COAEepXaLUMN NHIDEKLIMOHHbIE areHThl,
cnepyeT cobnogate npasuna Guonornueckoli GesonacHocTy,
YPOBEHb 2, WK ApyrMe COOTBETCTBYIOLME MNpasuna
6vonornyeckoii 6e3onacHocTu.
Martepuasibl, NOMHEHHbIE OT YesloBeka, WUCMoJb30BaHHbIE B
KannépaTtopax B-F, He peakTuBHbl Ha HIV-1, HIV-2, HCV n HBV.
Cnepytowe npeaynpexaeHus 1 Mepbl NpegocTopoXHOCTM
OoTHOCATCA K: Icallal- Icallfl

()

MPEAYTIPEXXOEHNE CogepXuT METUIM30TUA30/10HbI.

H317 MoXeT BbI3blBaTb as/I/IePrnyecKyto KOXHYH
peakumio.

MNpepoTepalleHne

P261 M36eraTb BAbIxaHWst TymaHa/napos/
aspo3onei.

P272 He BbIHOCUTL 3arpsisHeHHyH oaexay C
paboyero mecra.

P280 Monb3oBartbCs 3alMTHBIMY NepyaTkamu/
3alMTHOI ofexgoi/cpeicTBamMmn 3aLuThI
rnas.

PearuposaHve

P302+P352 MNP MOMNAOAH/N HA KOXXY: TMpombITb
60/bLUVM KO/IMYECTBOM BOfbI.

P333+P313 Mpy pasgpakeHnn KOXu Win nossieHun
cbinu: O6paTuTbCA K Bpady.

P362+P364 CHATb 3arpsA3HeHHYI0 ofexay 1 BbICTUpaTb
ee nepeq nocneayoLWwmM UCnoib30BaHNEM.

Ytunusaumsa

P501 YTnusupyite cofepxmmoe/KoHTeliHep B

COOTBETCTBUM C CaHUTapPHbIMXU HOpMamu
P® (CanmuH 2,1.7.2790-10 ot 09.12,2010).

MacnopTa 6e30nacHOCTU AOCTYMHbI Ha caiiTe
www.abbottdiagnostics.com v y MecTHoro npeacraBuTens.
MoapobHyo MHGOPMALMIO 0 HEOBXOAUMbIX Mepax
npefoCTOPOXHOCTY Npu paboTe O aHaM3aTopoM CM. B
PykoBogcTtBe no akcnnyatauuu Alinity ci-series, Pasgen 8.

MoAroToOBKA K NCNOJIb3OBAHNIO

e [laHHbI NPOAYKT MOCTaBNSETCS B XWAKOM Bufe, roToB K
MCNOMb30BaHNIO.

e [laHHbI NPOAYKT MOXET MCNO/b30BaTbCA HenocpeacTBEHHO
nocne U3B/ieYeHUsi U3 MecTa XpaHeHusl ¢ Temneparypoit 2 - 8'C,

* Tlepep KaxAblM UCMONb30BaHWEM NepemelunBalite, akkypaTHO
nepesopauvBas ¢1akoHbl.
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XPAHEHVE
e He ucnonbayiite Nocne OKOHYaHWsi CPOKa FoOAHOCTY.

JononHntenbHble
Temnepatypa Makc, apemMsi WMHCTPyKUMX MO

XpaHeHus XpaHeHns XPaHeHUIo,
HeBckpbIThIli 2 - 8'C Jile]
dnakoH OKOHYaHUsA
cpoka
rogHocTn
BCKpbIThbI 2-8BC [o XpaHuTb BO (hi1iakoHax,
chnakoH OKOHYaHUA M/10THO 3aKPbITbIX
cpoka HOBbIMW 3aMeHsieMbIMM
rofiHoCTH KpbllKamu. Momectutb

B X0No4ubHUK nocne
MCNoMb30BaHUA.

CucTema oTcnexvBaeT CTabubHOCTb MPU UCMO/b30BaHWUA -
nepuof, BPEMEH!, B TEYEHNE KOTOPOro Kasmbpatop HaxoauTcs
BHE XONOAWNbHUKA Ha GOpTy aHanu3aTopa. Cuctema He NO3BOAUT
1Cnonb3oBaTh Kanmbparop, ecnv nepuog ctabuibHoOCTH

npu MCNonb3oBaHUM UCTeK. CM. MakcUMasibHoe 3HauveHue
CTabuNbHOCTY MPU UCMO/b30BaHWUK B OT4YeTe “MapameTpbl
TecToB". [JONO/THUTENbHYIO MHDOPMaLWMio O CTabUIbHOCTH

npu Mcnosb3oBaHUM kannbpatopa cM. B PykoBogcTse Mo
akcnnyatauun Alinity ci-series. Pasgen 5.

[lononHnTenbHylo MHopMaLyio 0 BbiBode NapameTpoB TECTOB
Ha neyatb cM. B PykoBoacTBe no akcnnayataumum Alinity ci-series.
Paspgen 5.

NMPOLUEAYPA PABOTbI HA AHAJTIN3ATOPE

« [lapameTpbl KOHMrypauum cepuun kannbpartopa MoryT
BBOAMTLCSA MPK MOMOLLM LUTPUXKOAA Ha ynakoBKe Kasmbparopa.

e VHchopmaumio 0 HacTpoiike nNapamMeTpoB Kann6paropa cM. B
PykoBoacTtee no akcnnyaTtauuu Alinity ci-series. Pasgen 2.

*  VHchopmaumio 0 3aka3e U1 3arpyske kanmopaTtopos B cuCTEMY
cM. B PykoBoacTee no akcnnyatauuu Alinity ci-series. Pasgen 5.

MPOLUEAYPbI KOHTPOJIA KAYECTBA

[na oueHkn KanuépoBkM TecTa HeO6XOAMMO MPOTECTMPOBATL MO
OfJHOMY KOHTPOJII0 KaXXA0ro YpOBHS. Y6eauTechb, YTO 3HaYeHus
KOHTPO/IEH HaXoAATCA B Mpefenax AnanasoHa AonycTUMbIX
3HAYEHWI, yKka3aHHbIX B COOTBETCTBYIOLLEV UHCTPYKLUM MO
NPUMEHEHMIO.

WHcbopmauyio o 3akase KOHTponeii cM. B PykoBoactse no

akcnnyaTaumm Alinity ci-series. Pasgen 5.

Mocne NpUHSATUA N COXpaHeHWs pe3y/bTaToB KasIMbpoBkK TecTa Bce

nocnepyoLime obpasLpbl MOXHO TecTupoBaTh 6e3 npeasapuTebHOM

KanmM6poBKU, KpoMe Tex Cry4vaes, Koraa:

* lcnonb3syetcsa Habop peareHTOB C HOBbIM HOMEPOM Cepuu.

e PesynbTatbl exeAHEBHON npoLefypbl KOHTPONA kayecTBa
HaxofsTCA BHe cTaTMcTUyeckn o60CHOBAHHOrO AvanasoHa
KOHTPO/ISI Ka4ecTBa, MCMOsb3yemMoro /11 MOHUTOPUHTa W
KOHTPONA paboynx XapaKTepuCTK CUCTEMbI, KaK ykasaHo B
pasgene "Tpoueaypbl KOHTPONA KayecTBa" WHCTPYKLUM NO
NPUMEHEHWIO K COOTBETCTBYIOLLLEMY peareHTy.

e ECnM cTaTMCTMYecKM 06OCHOBaHHbIM AnanasoH 3HauYeHuii
KOHTPO/ISi HEA,OCTYNeH, TO Nepuos, Mexay kaimbpoBkamu He
[oKeH npesblwaTb 30 AHE.

MoxeT notpe6oBaTbCs NOBTOPHasi KaiMbpoBKka TecTa nocne

npoLeaypbl TEXHNYECKOr0 06CNYXMBaHNS OCHOBHbIX YacTeii

CUCTEMbI WU ee KOMMOHEHTOB WX MOC/e NPOBEAEHUS CEPBUCHBIX

npoueayp.

JlononHUTeNbHYI0 MHGOPMALMIO CM. B MHCTPYKLMU MO NPUMEHEHUI0

K COOTBETCTBYIOLLEMY peareHTy 1 PyKoBOACTBE MO aKcnyarauum

Alinity ci-series.
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MOKA3ATENMN HECTABW/IbHOCTW U NMOPYA

MokazaTenamy HecTabUILHOCTU MM MOPYW CAYXaT 0CafokK,
BUAVMbIE Ceabl NPOTEYKW, CU/bHas 3aMyTHEHHOCTb,
HecoOoTBETCTBME Ka/MOPOBKM KPUTEPUSM, YKa3aHHbIM B MHCTPYKLK
no npuMeHeHnto n/unn PykoBoAcTBe Mo akcnayatauuu Alinity
ci-series, WM HECOOTBETCTBME KOHTPOJIEN yCTaHOB/IEHHbIM
KpUTEPUAM.

BVNB/TNOTIPAD®NA

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens,

2. US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety 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.
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Alinity siBnsieTca ToproBoii Mapkoli komnaHuu Abbott Laboratories B
pas/MyHbIX lopUcanKumMax. Bce apyrne ToproBble Mapku SBASIOTCS
COBCTBEHHOCTbIO COOTBETCTBYIOLMX BNafesbLeB.

Abbott Ireland
Diagnostics Division C€
y Finisklin Business Park

Sligo

Ireland

+353-71-9171712

CepBucHas nogaepfsicka: Ob6paliaiTecb K CBOEMY MECTHOMY
npeAcTaBUTENIO WX CMOTPUTE KOHTaKTHYIO MHOpMaLnio Ass
Ballell cTpaHbl Ha caiiTe www.abbottdlagnostics.com

Pepakuusa: asryct 2016 r,
©2016 Abbott Laboratories

ABTOPM30BaHHbIV NpeAcTaBUTe b U3TOTOBUTENSE Ha TeppuTopUn
Poccun n gpyrnx ctpad CHr:

00O “3660TT Jlabopatopus”, 125171, Poccus, r. Mocksa,
JleHuHrpaackoe wocce, 16A, cTpoeHue 1,
Ten: +7 (495) 258 42 80; chakc: +7 (495) 258 42 81
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MPUNOXEHNE

K wHCTpykumn IO npumeHeHnio KanuGpaTopbl AN 06ecneveHnst npaBusibHOCTN
KONNYECTBEHHOTO onpepaenexus anba-theTonpoTenHa
VIMMYHOXEeMUIIOMUHECLLEHTHBIM METO/JOM B CbIBOPOTKE U N1a3Me KPOBYW YenoBeka uin
aMHMOTUYECKOW XUAKOCTU Ha UMMYyHOXMMUYEeckux aHanmsatopax Alinity i «A®M

Kanu6partops! (Alinity i AFP Calibrators)» ans Poccun
TPAHCMNOPTWUPOBKA

W3penve pekomeHgyeTcsi TpaHcnopTupoBaTb Npu Temnepatype 2-8°C. Uspenve
0CTaeTCA CTaBU/bHbLIM [J0 OKOHYaHWA CPOKa rofHOCTY, ykasaHHOro Ha ynakoeke. Mpu
TPaHCNOPTMPOBAHUM C HapYLUEHUEM TEMNEPATYPHOTO Pexuma U3aenme He NoANexXuT
npUMeHeHWo. TpaHCNOpPTMPOBKA OCYLLECTBNISIETCS BCEMU BMAAMU TpaHcnopTa B
KPbITbIX TPAHCMOPTHbIX CPEACTBAX B COOTBETCTBUM C MpaBUiamMu NepeBo3kM rpy3os,

[efiCTBYIOLLMMMN HA KaX/J0M BUAE TpaHCnopTa.
TAPAHTUAHBLIE OBA3ATE/IbCTBA
Mpou3BoANTeNb rapaHTUpyeT, YTO NPU NPaBUIbHOM XPaHEHWUN U 06GpaLLEeHun nsaene
0CTaeTcsi CTabUbHbIM IO UCTEYEHUS CpOKa FOAHOCTU. MaKCUMaUibHbIi CPOK FoAHOCTM
MeAnUMHCKOTo u3fenus He Gonee 12 mecsueB C AaThl Npou3BoAcTBa, Wspenve,
XpaHuBLLEeCs C HapylleHueM pernameHTu|po%anHoro. n"OH3BOfInteneM pexuma,
npuMeHeHUW| He nognexmr. *

i,
TEXHWYECKOE OBCNYXWBAHUE
He TpebyeTcs.
TEKYLW WA PEMOHT
He TpebyeTcsa
AAHHBIE  ans YTUNAN3AL NN n  YHUYTOXEHNA
MEANLUNHCKOIo N3JENNA

Me,qVILU/IHCKOe usgenve yTuiansvpyrT U yHUUYTOXalT B COOTBETCTBUMM C npasuiaMmu

o6palleHuss C  MEeAMLMHCKAMW  OTXOAaMK,  pernameHTupylowmmucs  CaHluH
2.1,7.2790-10 ot 12.12.2010 «CaHuTapHO-3anugemuonoruyeckue TpeboBaHnA K
06palLeHnio C MeAULMHCKUMU OTX0AaMU.

Heob6xoaumMo cnefjoBaTh HaUMOHaNbHLIM CTaHAApTaMm Mpu nepejave U ytunusauun
U3/1eNnsl, ero0 KOMMOHEHTOB W YNaKoBK.

NMEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET
MEAULWNHCKOE W3AENUE

98/79/EC, EN ISO 9001, ISO 13485 EN ISO 18113-1, EN ISO 18113-2
NMOTEHUMANBHbLIA NOTPEBUTENb

MpocheccnoHanbHblii NoNb3oBaTeNb

NWH®OPMALNA O HANNYAN B MEAVNLUWNHCKOM W3OEANN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPWBHOCTb

MocTaBnsieTcs B HecTepunbHOM Buae. CTepunnsauus nepej NpUMEHEHWEM He
TpebyeTcs,

MH®OPMALNA o] BO3MOXHOCTMU NOBTOPHOTO
NMPUMEHEHWA

He noanexuT noBTOPHOMY MPUMEHEHUIO.

MATEPWANDbI )xneoTHoro NMPOUCXOXAEHNA

Martepuasnbl XUBOTHOTO MPOUCXOX/AEHUS MPOBEPEHbI W PUCKN NpUMeHeHns MU
ykasaHbl B MacnopTe Ge3onacHocTi. MacrnopTta 6e30nNacHOCT MOXHO HalTU Ha caiite

www.abbottdiagnostics.com unu o6patutecb k MECTHOMY NpeACTaBUTENIO.

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH
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JAnarHoctnyeckoe T: +353 43 3331000
nogpasaeneHuve ®dakc: +353 43 3331001
PUHUCKNUH BusHec lMapk,

Cnaiiro, NpnaHans

MoanwvcaHo: /nognucaHo/ [Oata: 24 wiona 2019 .

CenuH KroppaH (Celine Curran),

Cneynanuct no HOpMaTUBHO-NPaBOBOMY PeryampoBaHuto
3660TT NpnaHaus,

JwnarHoctunyeckoe nogpasgeneHune

®uHUCKNMH busHec Mapk,

Cnaiiro, Wpnanans

/MeyaTb: TOPTOBASAMANATA CNANTO (MHK)
NOoATMHHOCTb 3ACBUAETE/NLCTBOBAHA JOEPOCOBECTHO
YnonHomoueHHoe nuuo /nognucano/24.07.2019 r./

/MeyaTb: 3660TT NpnaHaus,
[unarHocTunyeckoe nogpaszeneHve
PUHUCKNMH BusHec lMapk,

Cnaiiro

padcTBO Chaiiro

Wpnangnsa/

/MeyaTb: TOPTOBASAMAJIATA C/TAUIO (VHK)
3ABEPEHHbIVI CEPTU®UKAT O MPOUCXOXAEHU/

/MopnucaHo/ 24.01. 2019 .

Cenun KioppaH (Celine Curran),
CneunanucT no HoOpMaTUBHO-NPABOBOMY PETYNNPOBAHMIO

TeKCT B fOKYMeHTe «HCTPYKLMA N0 NPUMEHEHWIO» Ha aHTIMIACKOM 1 pyCCKOM
fi3blKax MOMHOCTbIO COBNaJaeT.

MepeBoA C aHMMIACKOTO f3blKa Ha PYCCKNiA S3bIK BbINONHEH NEPEBOAUNKOM
LaTHeBbIM Unbelt AnekceeBnyem
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Poccuiickas ®epepauuns. Mopog Mocksa.
TpuauaToro nwoiga Ase ThiCAYN AeBATHaALAaTOro roga.
A, BopoHMHa EBreHust BnagMmumpoBHa, BPEMEHHO WCMO/IHAKLWAA 0683aHHOCTM HOoTapuyca

r. Mocksebl baxTanse 3nbmupbl HOpbeBHbI, CBUAETENLCTBYIO MOA/MHHOCTL MOAAUCK
nepesogyvka LLlatHeBa nbu Anekceesumya.

MNMognucb caenaHa B MOEM MPUCYTCTBUN.
JIN4HOCTb MoAnucaBLLero A4OKYMEHT yCTaHOB/EHa.

3apeructpupoBaHo B peectpe: N277/52-H/77-2010 ~z-2£Z2.'~
B3bickaHO no Tapudy 100 py6.

YnnayeHo 3a OKasaHue ycnyr npasoBOro 1 TeXHWYECKOro xapakrepa: --

E.B. BopoHuHa

Bcero npowHypoBaHo, NpoHyMepoBa[to
N CKpPen/IeHOo NeyaTbio”™. s = JJINCT.N?
BPVO Hotapuyca..”
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