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Abbott Ireland Diagnostics Division, Tel. +353 43 3331000
Finisklin Business Park, Fax +353 43 3331001

Sligo, Ireland

Abbott

I, Lisa Murphy, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division ,
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, Nlnza Mepdu, CneumanncT perynsaTopHoro otgena, 3660TT [AmarHoCTUYecKoe
MoapasgeneHne WpnaHgus, ®uHUCKMH BusHec [Mapk, Cnaiiro, WpnaHgus (Lisa
Murphy, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Finisklin
Business Park. Sligo, Ireland), HacToslLMM yOOCTOBEPSlO, UTO MpuUnaraeMble
LOKYMEHTbI B HUKENPUBELEHHOM 00beMe CTpaHuL, SBAAKOTCA WHCTPYKLUMAMMK 11O
NPUMEHEHMIO.  3TWU  JOKYMEHTbl  MOSIHOCTbKD ~ COOTBETCTBYHOT  (DaKTUYECKOA
[NOKYMEHTaLMM NPou3BOAUTENS.

WHCTpYKUMA No npuMeHeHU0 Ha meguumHckoe usgenme (Instruction for Use for
medical devise)

KanubpaTopbl A8 o6ecneyeHUss NpaBUIbHOCTU KOJIMYECTBEHHOIO OMnpeeneHus
PaKoBOro amMOpPUOHaIbHOI0 aHTUreHa U.MMYHOXCMWUTIFOMUHECLEHTHBIM METOLOM B
CbIBOPOTKE W MNjla3Me KPOBM 4YesloBEKA Ha MMMYMOXMMWYECKUX aHanmn3aTopax
Alinity i «<P3A Kannbépatops! (Alinity i CEA Calibrators)»

Mo TeKCTY WHCTPYKUMW BCTPEYatoTCAd BapuaHTbl HaUMEHOBaHWA  MeMLMHCKMX
U3LeNuniA, NpuBeAeHHble B Tabnuue HWXKe, KOTOpble SBAAKOTCA CrpaBef/MBbIMK U
paBHo3HauHbIMK (Instruction for Use includes the followings true and equivalent short
names of medical devices listed in table):

HavmeHoBaHM HaviMeHOBaHWe MeMLMHCKOro 13fenus Ha CoKpalLLeHHoe
€ Ha PYCCKOM £3bIKE HaMeHOBaH
aHrINMCKOM Ve (no TekcTy
A3bIKE [OKyMEeHTa)
Alinity i CEA Habop  peareHTOB A1 KO/IMYECTBEHHOTO P3A
Reagent Kit) OnpefeneHns pakoBoro aMOPUOHaIbHOTO aHTUreHa  PeareHTbl
NMMYHOXEMUNFOMUHECLLEHTHbLIM MeToL0M B (Alinity i
CbIBOPOTKE U MNMa3Me KpoBM 4enoBeka Ha CEA Reagent
UMMYHOXMMMNYeCKMX aHanmsatopax Alinity i «P3A  Kit)
PeareHTbl (Alinity i CEA Reagent Kit)»
Alinity i CEA KOHTponbHble MaTepuarnbl A MOATBEPXKAEHUS POA
Controls BOCMPOM3BOAVMOCTM 7 NpaBUIbHOCTM  KOHTPO/bHbI
KO/IMYEeCTBEHHOIO onpeseneHuns PaKoOBOrO e mMatepuanbl
3MOPU1OHaNBHOIO aHTureda (Alinity i
NMMYHOXEMUTFOMUHECLIEHTHBIM MeTOoA0M B CEA
CbIBOPOTKE U Mna3me KpoBM 4enoseka Ha Controls)

UMMYHOXMMUYecKnX aHanmnsatopax Alinity i «POA
KoHTponbHble  Mmatepuanbl  (Alinity i CEA
Controls)»

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHWF 1 PETHCTPALIMH MELMLIMHCKUX U3REMM
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Signed: Date:
Lisa Murphy,

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland
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beA Calibrators

:etd Highlighted Changes: Revised September 2018.

NAME
Alinity i CEA Calibrators {also referred to as CEA Cals)

INTENDED USE

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

lanalyzer when used for the quantitative determination of
Carcinoembryonic Antigen (CEA) in human serum and plasma.

For additional information, refer to the Alinity i CEA reagent package

insert and the Alinity ci-series Operations Manual.

CONTENTS
The I contains phosphate buffer and protein (bovine) stabilizer.
The contains CEA (human) prepared in phosphate buffer with

protein (bovine) stabilizer.
Preservatives; Antimicrobial agents.
The calibrators are at the following concentrations:

CEAlcoxcl
Calibrator Quartity (ng/mL)
CA 1M 1 X3.0 mL 0
[CAL[2| 1X3.0mL 10

MATERIALS REQUIRED BUT NOT PROVIDED

* 04R1001 Alinity ci-series Calibrator/Control Replacement Caps

STANDARDIZATION
Abbott manufactures internal reference standards for Alinity i

CEA. These internal standards are referenced to the World Health
Organization (W.H.O.) First International Standard 73/601 for CEA at
each concentration level, Alinity i CEA Calibrators are manufactured
by dilution and tested against these internal reference standards.

PRECAUTIONS

« For In Vitro Diagnostic Use

Safety Precautions

CAUTION: This product contains human-sourced

and/or potentially infectious components. Calibrator 2 contains

antigen derived from a human cell line. Antigen is purified
by chromatography prior to use. 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.
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The following vrarnings and precautions apply to these
components*:1 1 land1 !

WARNING
H316 Causes mild skin irritation.
P332+P313 If skin irritation occurs: Get medical

advice / attention.

* Not applicable where regulation EC 1272/2008 (CLP) or OSHA
Hazard Communication 29 CFR 1910.1200 (HCS) 2012 have been
implemented.

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 2to 8C Until expiration
date
Opened 2to 8C Until expiration  Store tightly capped
date with 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.

INSTRUMENT PROCEDURE

e 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.

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



QUALITY CONTROL PROCEDURES

A single sample of each control level must be tested to evaluate the
assay calibration. Ensure that assay control values are within the
ranges specified in the respective control package insert.

For information on ordering controls, refer to the Alinity ci-series

Operations Manual, Section 5,

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

* A reagent kit with a new lot number is used.

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

« If statistically-based quality control limits are not available, then
the calibration should not exceed a 30-day limit for recalibration
frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

For additional information, refer to the assay reagent package insert
and the Alinity ci-series Operations Manual,

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

not meet the appropriate package insert and/or Alinity ci-series

Operations Manual criteria, or if controls do not meet the appropriate
criteria.

BIBLIOGRAPHY
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 mrkers From Occupationally Acquired Infections;
Approved Guideline-Fourth Edition. CLSI Document M29-A4. Wayne
PA: CLSI; 2014,

Note for number formatting:

* A space is used as thousands separator (example: 10 000
specimens).

« A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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Key to Symbols

1SO 15223 Simibols
Caution

Consult instructions tor use

Manufacturer
Temperature limitation
Use by/Expiration date

Rvo] In Vitro Diagnostic Medical
Device

w Lot Number

List Number

ref|

Serial number

Other Symbols

1CAL11 1 Calibrator (1,2)

Control Number

ICONCi Concentration

IDISTRIBUTED IN THE USA BY Distributed in the USA by

UNFORMATION FOR USA ONLY Information needed for United

States of America only

1PRODUCT OF IRELAND 1 Product of Ireland

1Rx 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.

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo

Ireland

+353-71-9171712
|DISTRIBUTED IN THE USA BV |

Abbott Laboratories
Abbott Park, fL 60064 USA

Customer Service: Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com

Revised September 2018.

©2016, 2018 Abbott Laboratories

SHIPPING
Recornm enbe<)
until tne e*pira
If snipping terr
ot any Kind in
VS/ARRAN
Manutacture

svored and |

montnsfron

,n manufac
MAINTE

| Not requif
1 REPAI
| Not requ
1 DEST
1 oestruc
| SanPin
1 Requir
Transi

wiin I

us'

98I'T



ADDENDUM

10 the Instruction for Use Alimty i CEA CaliDrators (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
ofany kino m 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 26
months from date of manufacturing. Device must be discarded if stored with deviations
m 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 17.2790-10 dated December 12, 2010 mSanitary-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 13405, 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-applled

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of using MD are indicated m SDS. Safety
Data Sheets are available at www abbottdiagnostics.com or contact your local

representative
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Alinity i

POA Kannépatopbl (Alinity i CEA Calibrators)

CM. BblaeneHHble n3MeHeHns. Pegakupns: ceHTaopb 2018 T.

HANMEHOBAHWE (CokpalleHHoe)

P3A Kanubpatopsl (Alinity i CEA Calibrators)
(Takxe BcTpeuyaetcs no TekcTy: CEA Cals)

HA3SHAYEHUVE
P3A Kanubpatopb! (Alinity i CEA Calibrators) npegHa3sHayeHbl
ana kannbposkn aHanusartopa Alinity i npy KoNM4ecTBeHHOM
onpegfeneHnn pakoBoro aM6pnoHasibHoro aHtureHa (POA) B
CbIBOPOTKE M Myia3me KpoBW YesioBeka.
JlonoNHUTENBHYI0 MHGOPMAUMIO CM. B MHCTPYKLMKU MO NPUMEHEHUI0
K COOTBETCTBYIOLLLEMY peareHTy u PykoBoAcTBe No akcnayarauuu
Alinity ci-series.
COLEPXWVMOE

cofepxuT dhocdhatHbIi Gychep U NPOTENHOBLINA (Bblunit)
cTabunusaTop.

copepxut P3A (4enoseka), NOAroTOBMEHHbIV B dhocdaTHOM
6ychepe c NpoTeNHOBLIM (6bIYbMM) CTAGUIN3ATOPOM.
KoHcepBaHTbI: MPOTUBOMMKPOGHbIE NpenapaTb.
KanmbpaTopbl xapakTepusyloTcsi Cneaylowmmy 3Ha4eHNsMM:

CFAICONCI
Karviparop Korvqectso (ngm)
ALl 1x3,0mL 0
lcal|2] 1x3.0mL 10

HEOBXOAMMBIE, HO HE NMPEAOCTAB/TAEMbIE
MATEPUWA/bI

e 04R1001 3ameHsiemble KpbILWKN A9 KanmbpaTopa/koHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTN3ALNA

KomnaHusi Abbott nponsBoauT BHYyTPeHHME pechepeHCHble
cTtaHgapTbl gns Tecta Alinity i CEA. [laHHble BHYTPEHHWe CTaHaapThbl
COOTHeceHbI ¢ MepBbiM MeXayHapoAHbIM CTaHAapToM BcemupHoii
OpraHunsauun 3apaBooxpaHeHns (BO3) 73/601 gns POA Ha
KaXX[0M YpOBHe KOHUeHTpauun. P3A Kannbpatopb! (Alinity i CEA
Calibrators) npousBegeHbl NyTem pasBefeHusi U NPOTeCTUPOBaHbI Ha
COOTBETCTBUE A@HHbIM BHYTPEHHUM pediepeHCHbIM CTaHhapTam,

MEPbI MPEAOCTOPOXHOCTHK
A

e [nsA guarHoctuky In Vitro

Mepbl NpefoCTOPO>KHOCTN

BHVMAHWE: [aHHblii NpOAYKT COAEPXUT MOMyYeHHbIe
OT YesioBeka UMK NOTEHLUNAIbHO UHMEKLMOHHBIE KOMIMOHEHTb!.
KanmbpaTop 2 coAepXuT aHTUreH, nosyyeHHblli U3 MHUm
KNeToK yesioBeka. lNepen Ucnonb3oBaHnem aHTUreH OuuLLeH
npy nomoLym MeTtoga xpomartorpaduun, H1M oauH U3 M3BECTHbIX
METOA0B TECTUPOBAHUA HE MOXET rapaHTUpoBaTb, YTO
mMarepuasibl, NOMyYEHHbIE OT YEeNI0BEKa, UM MHAKTUBMPOBAHHbIE
MWUKPOOPraHW3Mbl He NepeHOCAT UHMekumto. MoaTomy Bce
martepuasibl, NoJlyYeHHbIe OT Ye/l0BeKa, CreayeT cuntarb
NOTEHLMaNIbHO MHAEKLIMOHHBIMU. PekomeHayeTcst obpalarbest
C [JaHHbIM MPOAYKTOM 1 06pasuamu, noslyYeHHbIMU OT
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YesioBeka, B COOTBETCTBUM cO CTaHAapToM Mo obpalleHunto ¢
reMOKOHTaKTHbIMW naToreHamu, paspaboTaHHbIM YnpasieHnem
CLUA no oxpaHe TpyAa U NPOMbILLSIEHHON r1rneHe

(OSHA). Mpu paboTe ¢ maTepuanamu, cogepxalimmm umm
npeanonoXnTenbHO cogepXalwmnmm I/IHCbeKLWIOHHbIe areHTbl,
cnepyeT cobntogartb npasusia 61MonorMyeckoii 6esonacHocTu,
YPOBEHb 2, WK Apyrne COOTBETCTBYIOLLME Mpasuna
610/10rMYecKoii 6e3onacHocTu.

Cnegyowye npeayn poOXaeH!s 1 Mepbl NPesocToOpOXHOCTH

OTHOCSTCA K*: nic*nal

NPEAYNPEXOEHNE

H316 BbI3bIBaET fIETKOE pasfpaxkeHne Koxu.
P332+P312 B cnyuae pasgpaxeHus KOXu;

O6parnuTbes K Bpady.

* He npumeHumo Ha Tepputopun geiicteua PernameHta EC Ns
1272/2008 (CLP) nnm CtaHgapTa onoseLleHns 06 onacHocTu
YnpasneHusi CLUA no oxpaHe TpyAa v NPOMBbILLIEHHON rUrneHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

MacnopTta 6e30MacHOCTM AOCTYMNHbI Ha caiite
www.abbottdiagnostics.com v y MecTHOro npegcrasurens.
Moapo6HY0 MHGOPMaLMo 0 HEOBX0AMMBIX Mepax
nNpefoCTOPOXHOCTU NpK paboTe ¢ aHa/IM3aTOPoOM CM. B
PykoBogacTBe no akcnnayatauuu Alinity ci-series, Pasgen 8.

MnoaAroToBKA K NCIMOJIb3OBAHUIO

*  [laHHblii NPOAYKT MOCTaBNSETCA B XWAKOM BUaEe, rOTOB K
1CMOMb30BaHNIO.

e [laHHbIA NPOAYKT MOXET UCMO/b30BATLCA HENOCPEACTBEHHO
nocne M3BfeYeHnss U3 MecTa XpaHeHuss ¢ Temnepatypoii 2 - 8'C.

» [leped KaxAplM NCMOMb30BaHNEM MepemeluvBaliTe, akkypaTHO
nepesopaunsas pr1akoH.

XPAHEHWE

* He ucnonb3yiite nocne UCTeYEHUsi CPoOKa rOAHOCTY.

JononHuTesnbHble

Temnepatrypa Makc, Bpemsi  WHCTPYKLMM MO

XpaHeHus XpaHeHus XpaHeHunto
HeBcKpbITbIii 2 - 8'C [lo okoH4aHusa

chnakoH CpokKa rofHocTn

BCKpbIThIiA 2-8C [0 okoHuaHua  XpaHuTb BO
hnakoH CcpoKa rogHocTu chfiakoHax, naoTHO

3aKpbITbIX HOBbLIMMW
3aMeHsieMbIMU
KpblLLKamu.
MomecTnTb B
XOMOAWNBbHYK nocne
MNCMO/Ib30BaHWA.

Cuctema oTcnexusaeT CTabWUNbHOCTL NPY UCMOb30BaHUN -
nepuos BpeMeHW, B TEUEHNe KOTOPOro Kanmbpatop HaxogmTes

BHE XONOAW/bHMKA Ha 60pTy aHasmsaTopa. Cuctema He no3BOMUT
MCnosib30BaTb Kambpartop, ecsn nepuog cTabunbHoOCTH

npyu “cnosnb3oBaHMM UcTek. CM. MakCMmasibHOe 3HaueHue
CTabWNbHOCTW MPU UCMOJb30BaHUK B oTYeTe “MapameTpbl

TecToB". [lONOMHUTENBHYI0 MHDOPMALMIO O CTABWILHOCTW MpU
“cnonb3oBaHuM kanmbparopa cMm. B PykoBoACTBe Mo aKcnyarauum
Alinity c1-5erle5, Pasgen 5. .

3 Abbott
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MOSHUTESbHYI0 MHbOpMaLMio O BbIBOAE NapaMeTpoB TECTOB
neuyatb cMm. B Py|cBoacTBe no akcnnayataumm Alinity ci-series,

07P620 3p0n s
?20Ro"poLEAYPA PABOTBI HA AHAIM3ATOPE

7P624

MapameTpbl cepun Kanuépatopa MoryT BBOAWUTLCS MPU NOMOLLM
LUTPUXKOAA Ha yNakoBKe kanmbparopa.

WHbopmaumio o HacTpoiike napameTpoB kannépartopa cM. B
PykoBogcTee no akcnayataumm Alinity ci-series, Pasgen 2.
MHchopmauyio 0 3akase 1 3arpyske KanmoparopoB B cUCTEMY
cMm. B PykoBogcTtse no akcnnyataumm Alinity ci-series, Pasgen 5,

NMPOUEAYPblI KOHTPONA KAYECTBA

W/ OLLeHKN KasIMBpOBKM TecTa HeobX0AMMO NMpoTecTMpPoBaThb Mo
O[JHOMY KOHTPOJIIO KaXX[0ro YpOBHA. Y6eamuTech, YTO 3HaYeHus
KOHTpO/el HaxofAaTea B npefenax AnanasoHa AonyCcTUMbIX
3HAYEHWiA, yKasaHHbIX B COOTBETCTBYIOLLEN UHCTPYKLUW MO
NPVYIMEHEHWIO.

WHchopmauuio o 3akase KoHTposeli cm. B PykoBoAcTBe Mo
akcnnyaTauum Alinity ci-series. Pasgen 5.

Mocne NpUHATUA 1 coXpaHeHus pe3y/bTatoB KasIMbpoBKK TecTa Bce
nocnepywoue obpasupbl MOXHO TeCTUpoBaTh 6e3 npeasapuTesbHON
KasIMbpoBKK, KPOMe Tex Crlyvaes, Korga;

* licnonb3yeTca Habop peareHToB C HOBbIM HOMEPOM CEPUN.
PesynbTarbl exefHeBHOI NpoLedypbl KOHTPONSA KauecTsa
HaxoAATCsl BHE CTaTUCTMYECKM 0BOCHOBAHHOIO AuanasoHa
KOHTPO/IA KauecTsa, WUCMob3yeMoro A/ MOHUTOPUHIa 1
KOHTPO/IA paboumnx XapakTepuUCcTUK CUCTEMbI, Kak yka3aHo B
pasgene "MNpoueaypbl KOHTPONS KavyecTBa" UHCTPYKUUWU MO
NPUMEHEHMNIO K COOTBETCTBYIOLLEMY peareHTy.

n

Ecnn ctatuctmyeckn o60CHOBaHHbIV AnanasoH 3HauYeHuii
KOHTPONA HELOCTYMNEH, TO NEPUOA MeXAy KannbpoBkaMmu He
nomkeH npesblwats 30 gHel.

MoxeT noTpe6oBaTbCsi MOBTOPHaA Ka/nbpoBka TecTa nocne
npoueaypbl TEXHNYECKOro 06CNyX1UBaHUS OCHOBHbIX YacTei
CUCTEeMbl UM ee KOMMNOHEHTOB WM NOC/e NPOBEAEHUS CEPBUCHBIX
npoueayp.

JlONONHUTENBbHYIO MHOPMALMIO CM. B UHCTPYKLMU MO NMPUMEHEHMNIO
K COOTBETCTBYIOLLEMY peareHTy u PykoBoacTBe MO aKcnayatauuu
Alinity ci-series.

MOKA3ATE/IN HECTABUNBbHOCTW T NOPYI
Mokasarensimm HecTabunbHOCTU UM NOPYM CyXaT 0cagok,
BUAMMbBIE Criefbl NMPOTEYKN, 3aMyTHEHNOCTb, HECOOTBETCTBUE
Ka/IMBPOBKMN KPUTEPUSM, YKa3aHHbIM B MHCTPYKLUM MO MPUMEHEHMNIO
n/vnn PykoBoacTtBe no akcnayatauum Alinity ci-series, nm
HEeCOOTBETCTBME KOHTPO/EN YCTAHOBIEHHBIM KPUTEPUAM.

BEVBINOINPAPUA

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Pan 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 Labotetory Standards Institute (CLSI). Protection
of Laboratory VAicicers From Occupationally Acquired Infections;
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10 000 o6pasue”.

B kauecTBe pas3anlutens AecATUYHbIX 3HAKOB MCMO/b3yeTCs

TouKa (npumep: ~2%).
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MPUNOXEHNE

K VHCTPYKUWW NO npuMeHeHuio KanuGpatopbl Ans o6ecrneyeHus npaBUIbHOCTU
KONMYECTBEHHOTO onpegenexus pakoBoro 3M6pPUOHAsbHOTO aHTUreHa
MMMYHOXEMWUMKOMUHECLLEHTHLIM METOA0M B CbIBOPOTKE W NN1a3Me KPOBU YenoBeKa Ha
UMMYHOXMMUYECKUX aHanusatopax Alinity i «POA Kanu6patopbl (Alinity i CEA

Calibrators)» ana Poccun
TPAHCMNOPTUPOBKA

N3pgenne pekomeHayeTcs TpaHcnopTupoBaTb Npu Temnepartype 2-8°C Wsgenue
ocTaeTcsl CTabu/bHbIM 10 OKOHYAHWS CPOKa roAHOCTM, yKa3aHHOro Ha ynakoeke [pu
TPaHCNOPTUPOBAHWUK C HapyLIEHNeM TeMnepaTypHOro pexuma usgenue He noanexuT
npumeHeHuo. TPaHCMOPTUPOBKA OCYL|ECTBNSAETCS BCEMW BuAamu TpaHcnopTa B
KPbITbIX TPAHCMOPTHbLIX CPeACTBaX B COOTBETCTBUM C NpaBuiaMu NepeBO3Ku rpy3os,

AeliCTBYIOW MW HA KQKAOM BUAE TPaHCMopTa.
FAPAHTUNHBIE OBA3ATE/IbCTBA

MpousBoanTeNb rapaHTUpyeT, YTO NPU NPaBUILHOM XpPaHEHUN 1 06GpaLyeHumn usaenue
0CTAETCst CTAbU/ILHBIM [J0 NCTEYEHNS CPOKA FTOAHOCTU. MakcMMabHblii CPOK TOAHOCTY
MeAMLMHCKOTO n3fennst He Gonee 26 MecsiyeB C AaTbl NPOU3BOACTBA. V3genue,
XpaHUBLLEECS C HapylleHWeM persiaMeHTUPOBAHHOIO MPOU3BOAUTENEM PEXUMa,

NPUMEHEHUIO HE NOANEXUT.

TEXHWYECKOE OBCNYXVBAHUE

He Tpebyetcs

TEKYLWWA PEMOHT

He TpebyeTcs

OAHHBIE 004 YTUWIN3SALUKM U YHUUTOXEHUA
MEOWLUMNHCKOIO U3AENNA

MeAML[VIHCKOe ngenve yTunamsmpyrT U YHUUTOXaKT B COOTBETCTBUM C npasuiamun
obpalleHns € MefULMHCKMMU  OoTXoAamu, pernameHtupywwmnmuca  CauluH
2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-anuaemuonoruyeckne Tpe6GoBaHUS K
o6palyeHnio ¢ MeJNLVHCKUMN OTX04amMm».

Heo6xoauMo cnefoBaTh HalMOHaNbHLIM CTaHjapTaM npu nepejade v yTunusauum
n3genuvs, ero KOMNOHEHTOB N yNnakoBKW.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEANUMHCKOE U3AENVE

98/79/EC, EN ISO 9001, ISO 13485, EN ISO 18113-1 EN ISO 18113-2
MOTEHUWA/IbHbLIVM NOTPEBUTE/b

MpodeccnoHanbHblii nonb3oBatens

NH®OPMALMA O HATNYN B MEAVLUNHCKOM U3OENTNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPWU/IbHOCTb

MocTaBnseTcs B HecTepunbHoM Buae. CTepunusauus nepej npUMEHeHWeMm He
TpebyeTcs.

NH®OPMALNA O BO3MOXHOCTWU NMOBTOPHOIO
NMPUMEHEHNA

He noanexuT noBTOPHOMY MPUMEHEHWIO.

MATEPUAJbI XKUBOTHOIO NMPOUNCXOXAEHWA

MaTtepuanbl XWUBOTHOTO MNPOUCXOXAEHUSA MPOBEPEHb! U pucku npumeHeHus MU
ykasaHbl B MacnopTe 6e3onacHocTu. Macnopta 6e30MacHOCTN MOXHO HailTK Ha caiite

www.abbottdiagnostics.com unu o6patutecb kK MECTHOMY NpeAcTaBUTeNIo.
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[mnarHoctuyeckoe T:+353 43 3331000
nojpasgeneHve dakc; +353 43 3331000
PuHNCKNMH BusHec lMapk,

Cnaiiro, NpnaHans

MoanmcaHo: /nognucaHo/ [Jata: 24 nioHa 2019 .

Nnza Mepgom (Lisa Murphy),

Cneupannct no HopMaT1BHO-MPaBOBOMY pPerynnpoBaHuio
3660TT NpnaHaus,

JunarHoctnyeckoe noapasgeneHune

PUHUCKNNH BusHec lMapk,

®PuHMCKNMH, Cnaiiro, NpnaHans

/MeyaTb: TOPFOBAA MAJIATA C/TAVIFO (MHK)
NOAMMHHOCTbL 3ACBUAETE/NBCTBOBAHA IOEPOCOBECTHO

YnonHomoyeHHoe nmuo /nognucado/ 27.06.2019 1./

/MeyaTb: 3660TT UNpnaHaus,
[narHocTuyeckoe nogpaszeneHue
®uHUCKINH BusHec Mapk,

Cnaiiro

WpnaHgns/

/MevaTb: TOPFOBASATAJIATA CNAIO (MHK)
3ABEPEHHbIVI CEPTU®UNKAT O NMPOUNCXOXAEHWIN/

/Mopgnuncaxno/2019r.

Nnsza Mepdpm (Lisa Murphy),
CneunanmcT no HopMaTMBHO-NPABOBOMY PErYMPOBAHNIO

B VIHCTpyKumy no npumeHeHunto Alinity 1 CEA TeKCT Ha aHrIMACKOM 1 PyCCKOM
A3blKax coBnagaeT.

NepeBos c aHINNIACKOro A3blKa Ha pyCCKl/II7| A3bIK BbIMNO/MHEH MEPEBOAYNKOM

Anekceesoil VIonHOW BUKTOPOBHOW.
@ 000 LWPMI (&) INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU



Poccuiickaa ®egepauyus. Mopog MockBa.

JeBAaTOro nonsa gBe ThbiCAYM AeBATHaLLATOro roja.

¢, BopoHuHa EBreHnsi BnagnmmpoBHa, BPEMEHHO UCNoNHAWasas 06513aHHOCTU HOTapuyca
r. Mockebl bBaxTaase 3nbmupbl HpbEBHbLI, CBUAETE/LCTBYIO NOAJ/IMHHOCTL  NOAMNUCK
nepesBofuynka AnekceeBoii pnHbl BNKTOPOBHDI.

Moanuck caenaHa B MOEM NPUCYTCTBUW.
JInyHOCTbL MoANMCcaBLIEro AOKYMEHT YCTaHOB/IEHA.

3apernctpuposaHo B peectpe: Ne77/52-H/77-2019- »

B3bickaHo no Tapudpy 100 py6.
YnnayeHo 3a okasaHue ycsyr NnpaBoBOro U TEXHNYECKOro xapakrepa: -

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



