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Abbott Ireland

Diagnostics Division,
Finisklin Business Park,
Sligo,

Ireland.

T+ 353 71 9156200

I, Celine Curran, 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 Insert for Use. These documents are in a full
accordance with actual manuals of manufacturer.

A, CennH KeppaH, Cneumanmnct no TeXHUYECKOMY perynMpoBaHuio, 3660TT
[narHoctnyeckoe Moapasaenenve VpnaHaus, ®uHncknnH brusHece Mapk, Cnaviro,
WpnaHgma (Celine Curran, Regulatory Affairs Specialist, Abbott Ireland Diagnostics
Division, Finisklin Business Park, Sligo. Ireland), HacToAwmm y40CTOBEPAIO, UTO
npunaraemble JOKYMEHTbI B HUXENPUBEAEHHOM 06bEME CTPaHULL, SBMSKOTCS UHCTPYKLUMUAMU
MO MPUMEHEHUO. TN [OKYMEHTbI NOMHOCTHIO COOTBETCTBYIOT (DAKTUYECKON JOKYMEHTaLum

npomn3BoAnTENS.

MHCTpYKUMA Mo NnpuMeHeHUIO Ha MeauunHekoe nigenve (Insert for medical device):

KoHTpobHble MaTepuasbl 4718 NOATBEPXKAEHNS BOCMPOMU3BOAUMOCTM U NPaBUIbHOCTU
onpeneneHns aBMgHoOCTM aHTuTeNn kniacca 1gG K unMToMerasiosmpycy
UMMYHOXEMUTIOMUHECLIEHTHBIM METOZOM B CbIBOPOTKE U MN1a3Me KPOBM YesioBeKa Ha
NMMYHOXMMWYECKUX aHanmnsatopax Alinity i "CMV aBugHocTb aHTuUTen 1gG
KoHTposnbHble maTepuasibl (Alinity | CMV 1gG Avidity Controls)™

I. o TeKCTY MHCTPYKLMM BCTPEYatoTCA BapnaHTbl HAMMEHOBAHWIA MeAULIMHCKNX N3NNI,
npviBefeHHble B TabMLE HWXKE, KOTOpbIe ABNAKOTCS CpaBeAIMBbIMA U PaBHO3HAYHbIMM
(Inserts include the followings true and equivalent short names of medical devices listed in

HanmeHoBaHMe Ha
aHrIMACKOM $i3blKe
Alinity i CMV IgG
Avidity Reagent Kit

Alinity i CMV 1gG
Avidity Controls

HaiiveHoBaive MegULMHCKOro U3aenns Ha
PYCEKOM fi3blKe

Habop peareHTOB Ans onpegeneHns aBugHoCcTu
aHTuTen knacca IgG K uMTomMeranosupycy
NMMYHOXEMU/TIIOMUHECLIEHTHBIM METOL0M B
CbIBOPOTKE ¥ MNJia3Me KPOBY YesioBeka Ha
NMMYHOXMMUYeCKMX aHanmsatopax Alinity i
"CMV aBupaHocTb aHTuTen IgG PeareHThl
(Alinity i CMV IgG Avidity Reagent Kit)"

(cm. MNprnoxeHue Ha 1ucTe)

KOHTpO/bHbIe MaTepuasnbl 419 NOATBEPXAEHNSA
BOCNPOM3BOANMOCTM Y NPaBU/IbHOCTU
onpefeneHnsa aBuaHoCcTM aHTuTen kKnacca IgG K
LuTOMEranosmpycy
NMMYHOXEMU/TIOMUHECLLEHTHLIM METOL0M B
cbIBOpOTKe ¥ nflia3Me KppBK YenoBeka Ha
NMMYHOXMMUYECKMX aHanm3atopax Alinity i
"CMV aBugHocTb aHTuTen IgG KoHTposbHbIe
matepuanbl (Alinity i CMV IgG Avidity

Directors: Brian B. Yoor, Paul G. Hennessy, DeclanJ. Woods

CokpalleHHoe
HaVMeHOBaHwue
CMV aBugHoCTb
aHTuten IgG
PeareHTbl (Alinity |
CMV IgG Avidity
Reagent Kit)

CMV aBugHocCTb
aHTuten IgG
KOHTpO/bHbIE
matepuanbl (Alinity i
CMV 1gG Avidity
Controls)
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Controls)"

# Title Number of
pages

L Insert for the Alinity iCMV 1gG Avidity Controls with ADDENDUM for 4
Russia.

2. MHCTpYKUMA nOo npumeHeHnto CMV aBugHocTb aHTUTeNn 1gG KOHTpONbHbIE 4
maTepuansl (Alinity iCMV IgG Avidity Controls) c TPUNTOXEHWEM pgns
Poccun.

Signed: f1.. A Date: r

Celine Curran,

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division,
Finisklin Business Park,

Finisklin,

Sligo,

Ireland

Abbott Ireland Olaenoctice Division
FmekHn Ekiskiese Park

Sligo

County Sligo

»r«»Hwd

SLIGO CHAMBER OF COMMERCE (INC)

CERTIFIED CORRECT IN ALL GOOD FAITH

n . _Authorised Official
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Alinity |
CMV IgG Avidity Controls

Created November 2016.

NAME

Alinity i CMV 1gG Avidity Controls (also referred to as CMV Avidity
Ctrls)

INTENDED USE

The Alinity i CMV IgG Avidity Controls are for the estimation of test
precision and the detection of systematic analytical deviations of the
Alinity i analyzer.

For additional information, refer to the Alinity i CMV IgG Avidity
reagent package insert and the Alinity ci-series Operations Manual.
CONTENTS

|CONTROLI 11 and |GONTROLIR] Contain recalcified human plasma.
Preservatives: ProClin 950 and sodium azide.

The controls are at the following ranges:

CMV IgG Avidity

Irange!
Control Quantity Color (%Avi)
Jcontrol!L1 1 X8.0 mL Natural < 50.0
|control|h| 1X8.0 mL Natural > 60.0

NOTE: The controls have been designed exclusively for use with this
assay and assay format and therefore are not suitable for use with
other assays. The controls cannot be run as patient specimens.

If multiple control replicates are required, note that only one avidity
determination can be ordered per sample cup.

The controls are manufactured and released within specific ranges
and not to a specified target value. Therefore lot-to-lot differences
are expected. Levey-Jennings may be utilized for data tracking,
however application of Westgard Rules is not recommended due to
the stated lot-to-lot variability.

STANDARDIZATION
The Alinity i CMV IgG Avidity assay is standardized against internal
reference material.

PRECAUTIONS

© fovpl

¢ For In Vitro Diagnostic Use
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 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 Low and High Control
is reactive for CMV IgG, and nonreactive for HBsAg, HIV-1 Ag or
HIV-1 RNA, anti-HIV-1/HIV-2, and anti-HCV.

Lifel
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CMV Avidity
[iiF] 07P4310
G71172R01
C7P430

The following warnings and precautions apply to:
JOONTROLLL land Icontrol H1

WARNING Contains methylisothiazolones and sodium azide.
H317 May cause an allergic skin reaction.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

P272 Contaminated work clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective clothing / eye
protection.

Response

P302m"P352  IF ON SKIN: Wash with plenty of water.

P333-1P313 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 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

e This product is liquid ready-to-use.

e 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 Storage Additional Storage
Temperature  Time Instructions

Unopened 2to 8'C Until expiration

date

Until expiration Store tightly capped.

date Return to refrigerated
storage after use.

Opened 2to 8C

INSTRUMENT PROCEDURE

« To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 8 drops of the
low control and 8 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.

a. Abbott



INDICATIONS OF INSTABILITY OR DETERIORATION
instability or deterioration should be suspected if there are
precipitatas, vielble signs of leakage, turbidity, or it controls do

not meet the appropriate paciage insert andfor Alinly ci-series
Oparations Manual criteria.

BIBLIOGRAPHY

1. US Department of Labor, Occupational Safety and Heakh
Administration, 29 CFR Part 1910.1030, Bloodborme pathogens.

2. US Depariment of Heslth and Human Services. Slosasly in
Microbiological and Biomedical Laboratories. Sth ed, Washington, DC:
US Government Printing Office; December 2009,

3. World Health Organization. Laboratory Slosalety Manuel, 3rd ed.
Geneva: Worlkd Health Organization; 2004.

4. Clinioal and Laboratory Standards institute (CLSI). Protection
of Laboratory Workers From Occupationally Acquined infections;
Approved Guidefine—Fourth Edition. CLSI Document M28-A4, Wayne,

Note for number formatting:

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

. Apoﬂodbmdtonpamomoimrummmﬂmcﬂoml
part of a number written in decimal form {example: 3.12%).
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Conaukt instructions for use

Temperature limitation
Use by/Expiration date

Control Number

Contains Sodium Azide. Contact
with acids liberates very toxic

gas.
Control {Low, High)
in Vitro Diagnostic Medical
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Lot Number
Product of keland

List Number
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Al other trademarks are property of their respective owners.

Acbot iand e Ce€
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Ireland
+383-71-91711712

Customer Service: Contact your lo0al representative
or #ind country-specific contact information on
www.sbbottdlagnostics.com

Created November 2018.
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ADDENDUM
to the Instruction for Use Alinity i CMV IgG Avidity Controls for Russia

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8°C. Medical devices must be stored in refrigerators/refrigerator chambers to
ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable thermo containers with
automatically maintained temperature or in refrigerated trucks 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 any kind of enclosed carrier vehicle in accordance with shipping rules, applicable to the respective type
of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as directed. Manufacturer set the
maximum shelf life of

Alinity i CMV laG Controls Avidity - 12 months from date of manufacturing

The dating of each Alinity i CMV 1gG Avidity Reagent Kit and Controls master lot is determined by the kit component with the shortest
expiration dating.

Device mustn't be used if stored with deviations in manufacturer's requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.

LIST OF APPLICABLE STANDARDS
EN ISO 9001
ISO 13485

EN ISO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN 980

EN ISO 18113-1
EN ISO 18113-2
EN ISO 18113-3
EN ISO 23640
EN ISO 20776-1
EN 13975

EN ISO 17511

POTENTIAL USER
The Alinity i CMV 1gG assay is intended for use in a variety of hospital clinical laboratory environments including, but not limited to:
hospitals and commercial laboratories, whose personnel have been trained to use the Alinity | analyzer.

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

TECHNICAL CHARACTERISTICS
Density at 20 °C:
Low Control, High Control: 1,028 g/cm’

pH-value at 20 °C:
Low Control, High Control: 7,3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
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MATERIALS OF ANIMAL/HUMAN ORIGIN

Materials of animal/human 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
Not applicable.

CONTRAINDICATIONS
Not applicable.

QUALITY CONTROL PROCEDURES

The recommended control requirement for the Alinity i CMV 1gG Avidity assay is that a single sample of each control level be tested
once every 24 hours each day of use.

Additional controls may be tested in accordance with local, state, and/or federal regulations or accreditation requirements and your
laboratory’ s quality control policy.

« If multiple control replicates are required, note that only onea vidity determination can be ordered per sample cup.

m|f more frequent control monitoring is required, follow the established quality control procedures for your laboratory.

mIf quality control results do not meet the acceptance criteria defined by your laboratory, sample results may be suspect.

Follow the established quality control procedures for your laboratory. For troubleshooting information, refer to the Alinity ci-series
Operations Manual, Section 10.

mReview quality control results and acceptance criteria following a change of reagent lot.

For any control material in use, the laboratory should ensure that the matrix of the control material is suitable for use in the assay per
the assay package insert.

MATERIALS REQUIRED BUT NOT PROVIDED

mAlinity i CMV IgG Avidity assay file package

m07P4310 Alinity i CMV IgG Avidity Reagent Kit

* 07P42 Alinity i CMV IgG Reagent Kit

m(07P4201 Alinity i CMV IgG Calibrators

* 07P4210 Alinity i CMV IgG Controls or other control material
m07P44 Alinity i CMV IgM Reagent Kit (optional)

* 07P4401 Alinity i CMV IgM Calibrator (optional)

m07P4410 Alinity i CMV IgM Controls or other control material
(optional)

m06P 1160 Alinity Trigger Solution

m06P1265 Alinity Pre-Trigger Solution

m06P1368 Alinity i-series Concentrated Wash Buffer

ANALYTICAL CHARACHTERISTICS

DESCRIPTION PRODUCT REQUIREMENT
Within Laboratory < 14% CV for samples representing the grayzorte avidity range
(Total) Precision (50.0% Awvt to 59.9% Avi)
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Alinity

CMV aBngHocTb aHTUTEeN IgG KOHTPO/IbHbIE
maTtepunansbl (Alinity i CMV IgG Avidity Controls)

Pepakuus; Hos6pb 2016 .

HANMEHOBAHWE (CokpalieHHoe)

CMV aBugHocTb aHtuten IgG KoHTposibHble MaTepuasbl
(Alinity i CMV 1gG Avidity Controls)

(Takke BcTpeyaeTca no TekcTy: CMV Avidity Ctrls)

HA3SHAYEHNE

CMV aBugHocTb aHtuten IgG KoHTposibHble MaTepuasbl

(Alinity i CMV 1gG Avidity Controls) npegHasHaueHbl 415 OLEeHKN
BOCMPOW3BOAVMOCTN TECTa W BbISIBMIEHUA CUCTEMATUYECKNX
aHaIMTUYECKNX OTK/IOHEHMI B paboumx xapakTepucTmkax
aHanusartopa Alinity i.

[JononHuTtenbHyto MHOPMaLMIO CM. B UHCTPYKLMW NO NPUMEHEHMUIO
K COOTBETCTBYIOLLIEMY peareHTy 1 PykoBoACTBE MO aKcnayaTauuu
Alinity ci-series.

COAEPXNMOE

|CONTROIM| v |CONTROLJH] cogepaT pekasibLMHUPOBaHHYIO niasmy
KpoBu yenoseka. KoHcepsaHTbl: ProClin 950 n a3ug HaTpus.

KOHTPOMM MMEIOT crieayiolme AvanasoHbl KOHLEHTpaLuii:

CMV IgG Avidity

IrancE |
KoHTponb Konuuectso LiBeT (%AVI)
1CONTROL 1L 1 1x8.0 mL BecuBeTHbI < 50.0
1CONTROL H1 1x8.0ml BecuBeTHbI > 60.0

MPUMEYAHUE: KoHTponu npegHasHavyeHbl UCKIYUTENbHO 414
1Crnonb30BaHWs B JaHHOM TecTe U chopmarte JaHHOro Tecrta, u
No3TOMY He MOryT MCMO/b30BaTbCs B ApYrux Tectax. KoHTponm
Hefb3fl TecTMpoBaTb Kak o6pasLpbl nauueHTa.

Ecnn Heo6xoAMMO nccrefoBaTb KOHTPOM B MHOTOKPATHBLIX
NoBTOpaXx, Ha KaxKAyl 4alleuky 15 o6pasLoB BO3MOXHO 3akas3aTb
TO/IbKO OfHO onpejesfieHne aBUAHOCTU.

KOHTponn npou3BoAsaTCs M NOCTaBAATCA CO 3HAYEHUAMM
KOHLEHTpauuin B onpeaeneHHoM AuanasoHe, a He C yka3aHHbIMU
LienieBbIMI 3HAYEHNAMU KOHLEHTpaLuii. oaToMy BO3MOXHbI
pasnmMunsa mexay cepusmn. [na oTCNeXmBaHust faHHbIX MOXHO
ncnonb3oBatb rpaduk J/leBu-[)keHHWHrca, o4Hako MCnob3oBaHne
npaswun BecTrapfa He pekoMeHAyeTCst BBUAY YKasaHHbIX pasnnuunii
Mexay cepusiMu.

CTAHOAPTU3ALUNA

TecT Alinity i CMV 1gG Avidity cTaHgapT“3upoBaH OTHOCUTENIbHO
BHYTPEHHUX pedhepeHCHbIX MaTepuasios.

MEPBI MPEOOCTOPOXHOCTN

* llynl
e [ns guarHocTtukm In Vitro
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CMV Avidity
rr07P 4310
G76321R01
C7P43R

Mepbl NpeaoCTOPOXHOCTH

X , BHUMAHWE: [aHHbliA NpOAYKT COAEPXUT NOSYYEHHbIe
OT YenoBeka Uunu NoTeHUManbHO MHAEKUMOHHbIE KOMMOHEHTBI.
Cwmotpute pasgen COOEPXXVMOE pgaHHOW MHCTPYKUMW NO
nNpUMeHeHN0. HM 0aWH 13 M3BECTHLIX MEeTOA0B TECTUPOBAHUSA
He MOXET rapaHTMpoBaTb, YTO MaTepuasbl, NOMyYeHHbIe OT
yenoseka, WM MHaKTUBUPOBAHHbIE MUKPOOPraHW3mbl He
nepeHoCAT MHAekumo. MoaToMy Bce maTepuassbl, NOMyYeHHble
OT YenoBeka, cnegyeT cuntatb NOTeHUMaIbHO MHAEKLVOHHBIMU.
PekomeHayeTcs obpalatbca ¢ peareHTamy 1 obpasuamu,
nosly4eHHbIMN OT YesloBeka, B COOTBETCTBUM co CTaHfapToM Mo
o6paLLeHnio ¢ reMOKOHTaKTHbIMW naToreHamu, paspaboTaHHbIM
Ynpasnenvem CLUA no oxpaHe Tpyga W NPOMbILL/IEHHOM
rmrneHe (OSHA). Mpu paboTe ¢ maTepuanamu, cofepxalimmm
VN NPeANoNoXMTENbHO CoepXalMn NHMDEKLMNOHHbIE areHTbl,
cnenyeT cobnogaTtb npasuia 6nonornyeckoin 6esonacHocTu,
YPOBeHb 2, AN Apyrme COOTBETCTBYHOLLME npasuia
6uonoruyeckoli 6e30nacHoOCTy.

Martepuvasibl, NONyYeHHbIE OT YeNoBeKa, MCMNOMb30BaHHbIE

B HU3KOM 1 BbICOKOM KOHTpO/ie, peakTuBHbl Ha CMV IgG

1 He peakTuBHbl Ha HBsAg, HV-1 Ag nnm HIV-1 RNA,
aHTU-HIV-I/HIV-2 n aHTn-HCV.

Cnepyowme npefynpexgeHus 1 Mepbl npefocTOpoXHOCTU
OTHOCATCA K. [control|l |u |[control|h]|

()

MPEAYNPEXAEHNE CofepXvuT MeTuin3oTnasosioHbl 1 asung

HaTpus.

H317 MoXeT BbI3bIBaTb a/1/1IEPIUYECKYI0 KOXHYIO
peaxuuio.

EUH032 Mpy KOHTaKTe c KucnoTamu obpasyercs
BbICOKOTOKCUYHBII ras.

MpepgoTepatleHne

P261 M3beraTb BApbIxaHUa TymaHa/napos/
asposoneil.

pP272 He BbIHOCUTb 3arpsi3HeHHYI0 ofexay C
pabouero mecra.

P280 Monb3oBarbecs 3alWUTHBLIMK NepyaTkamm/
3alNTHON oaexaoi/cpeacTBammn 3awmTbl
rnas.

PearvpoBaHune

P302+P352 NPV NOMNAOAHUN HA KOXKY: MpombITb
60/bLUMM KO/IMYECTBOM BOfbL.

P333+P313 Mpy pasgpakeHnn KoXu 1am nosisaeHun
cbinu: O6paTUTLCS K Bpauy.

P362+P364 CHATb 3arpsA3HEHHYI0 OfeXay W BbiCTMpaTb
ee nepej nocneayowymM 1Cnosib30BaHNEM.

YTtunusaums

P501 YTunusupyiite cogepxumoe/koHTeliHep B

COOTBETCTBUW C CaHWUTaPHLIMU HOpMamm
P® (CanluH 2.1.7.2790-10 ot 09.12,2010).

Abbott



Macnopta 6e30nacHOCTU JOCTYMHbI Ha caiTe

www.abbottdiagnostics.com nnn y MecTHoro npegcrasuTens.

Mopapo6HY MHhopMaLmMio 0 HEOBX0ANMbIX Mepax

npeAoCTOPOXHOCTY Npu paboTe ¢ aHanM3aTopom cMm. B PykoBoacTse

no akcnayatauum Aiinity ci-series, Pasgen 8.

noAroToBKA K NCIMOJ/Ib3OBAHNIKO

e [laHHbIi NPOAYKT NOCTaBNSAETCA B XUAKOM BuUAe, rOTOB K
MCMOb30BaHWIO.

e [aHHblli NPOAYKT MOXET MCMO/b30BaTLCA HENOCPeACTBEHHO
nocne n3BfeYeHNs U3 MecTa XpaHeHus ¢ Temneparypoii 2 - 8'C.

» Tepep kaxablM MCNoNb30BaHMEM NepemelunBaiiTe, akkypaTHoO
nepesopaumBas hiakoHsbl,

XPAHEHNE
* He ucnonb3yiiTe Nocne OKOHYaHUs CPOKa FOAHOCTU.

[JononHuTtensHble
TemnepaTypa MakcumasibHOe — VHCTPYKUMA Mo
XpaHeHns1 BpeMSs XPaHEHUs1  XpaHeHWo
HeBckpbITbIi 2 - 8'C [0 okoHuyaHusA
donakoH CpoKa rogHocTu
BcKpbITbIN 2-8¢C [0 OKOHuYaHusA XpaHuTb BO
cdhnakoH CpoKa rofHocT  donakoHax.
NN0THO 3aKPbITbIX
KpbILUKaMU.
MomecTutb B
XONOAMNBbHUK
nocne
MCMO/b30BaHUSA.

MPOUEAYPA PABOTbl HA AHATM3ATOPE

e [na nonyyeHns pekomMeHLyemoro obbema KOHTponei gepxure
¢hnakoH BepTUKasIbHO 1 fo6aBbTe 8 Kaneslb HU3KOro KOHTPOnS W
8 kanesib BbICOKOrO KOHTPO/SA B KaXAyto Halleuky fns obpasua
B COOTBETCTBYHOLLEN NO3MLUK,

*  WHcbopmaumio o 3akase u 3arpyske KOHTposnei B cuctemy
cM, B PykoBogcTBe no akcnnayataumm Aiinity ci-series. Pasgen 5.

MOKA3ATEJ/IN HECTABUNBHOCTW UKW MNMOPYNA

MokazaTtensiMy HeCTaGUALHOCTU WM MOPYM CYXUT OCALOK,
BUAUMble criefibl NPOTEYKM, 3aMyTHEHHOCTb WU HECOOTBETCTBUE
KOHTpO/eli KpUTEpUAM, YKasaHHbIM B MHCTPYKL UM NO NPUMEHEHWIO
n/vnn PykoBoacTBe Mo 3akcnayaTtauumm Aiinity ci-series.

BVBJ/TMOITPA®UA

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

2. US Department of Heaith 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 V”rkers From Occupationally Acquired Infections:
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dopmart uucen:

* B kauecTBe pasfenuTens TbiCAY KUCMosb3yeTcs npoben
(npuvmep: 10 000 06pasLoB).

* B kauecTBe pasfenmrens [ecATUYHbIX 3HAKOB MCMosb3yeTcs
Touka (npumep: 3.12%).
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MPUNOXEHWE

K WHCTPYKUMM NO npumeHeHnto CMV aBugHocTb aHTuten IgG KoHTponbHble maTepuansl (Alinity i CMV 1gG Avidity Controis) ansa
Poccun

YC/I0BUA TPAHCMNOPTUPOBKW n XPAHEHUA

N3genve pekomeHAyeTCA TpaHCNOpPTMPOBaTb W XpaHWUTb Npu Temnepartype 2-8°C. MefuuuHCKne U3AeNns [OMKHbI XPaHUTCA B
XONOAWU/BHBIX Kamepax WM B XONOAW/IbHUKAX, ObBecneyunBalolwnx perraMeHTUPOBaHHbI TemnepaTypHbli pexuM ¢ exefHEeBHOM
perucTpauueii Temnepartypbl.

TpaHcnopTVBKa A0/KHA OCYLEeCTBNATLCA B TEPMOKOHTeiHepax O4HOPa30BOro MO/b30BaHWSA, COAEPXalMX X1afo3/eMeHTbl, W B
TEePMOKOHTeliHepax MHOTOKpaTHOro NpPUMEHEHWs C aBTOMaTU4Yeckn NojAepXuBaemoil TemnepaTypoil wunu B aBTopedpuxeparopax c
1cnonb3oBaHMEM TEPMOUHAVKATOPOB.

N3penue octaeTca cTabusibHbIM [0 OKOHYAHWS CPOKa FOAHOCTM, YKa3aHHOro Ha ynakoBKe.

Mpy TpaHCMOPTUPOBAHUM C HapylleHueM TemnepaTypHOro pexwuma usgenne He MNOANEXUT MNpUMeHeHuo. TpaHcnopTupoBKa
ocyLLecTBNsSeTCA BCEMW BuAamMu TpaHCNopTa B KPblTbIX TPAHCMOPTHbIX CpeAcTBax B COOTBETCTBUM C MpaBuiamMu NepeBO3kW [Py30B,
[eACTBYIOWMYMUN Ha KaXA0M Buie TpaHcnopTa.

FAPAHTUMHBIE OBA3ATE/NILCTBA

Mpoun3soanTenb rapaHTMpyeT, 4TO NpU MNpPaBW/IbHOM XpaHeHUM K obpalleHun u3genne ocTaeTcs CTabu/bHbIM 40 UCTEYEHMs Ccpoka
rofAHoCcTN. MakcuManbHbIi cpok rogHocTn CMV aBugHocTb aHTuten IgG KoHTponbHble MaTepuans! (Alinity i CMV IgG Avidity Controls)
- He 6onee 12 mecsues C AaTbl NPON3BOLACTBA.

CpoOK rofHOCTVM OCHOBHOI cepun MeamuuMHCcKoro migenusa: CMV aBugHocTb aHTuten IgG KoHTponbHble matepuansl (Alinity i CMV 1gG
Avidity Controls) onpegensnu no KOMNOHEHTY Habopa ¢ MUHUMasIbHbIM CPOKOM FOA4HOCTW.

N3penue, xpaHuBLieeCs C HapylleHWeM pernameHTUPOBaHHOIO MPOU3BOAWUTENIEM peXUMa, MPUMEHEHUI0 He noanexut (B
cooTBeTcTBUM ¢ TOCT P 51088-2013).

TEXHUYECKOE OBCNYXWNBAHUE
He TpebyeTtcs.

TeKywmii peMoHT
He TpebyeTcs.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUWNHCKOE U3OENNE
EN ISO 9001
ISO 13485

EN ISO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN 980

EN ISO 18113-1
EN ISO 18113-2
EN ISO 18113-3
EN ISO 23640
EN ISO 20776-1
EN 13975

EN ISO 17511

MOTEHUWANBHLIV MOJIb30OBATE/b
TecT CMV aBugHocTb aHTuten IgG (Alinity i CMV IgG Avidity) npegHa3HayeH Ans UCNOMb30BaHWUA B pas3fINUHbIX KIUHWUKO-
nabopaTopHbIX YCOBUAX, BKIOYas, 6e3 orpaHuyeHnsi, 60/1bHULIbI U KOMMepUeckue naboparopun, nepcoHan KOTOpbIX NPoLLes

obyuyeHune no ncnosb3oBaHuo aHanmnsartopa Alinity i.

NH®OPMALINA O HANNYN B MEVWLUVNHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxwurt.

CTEPUNBHOCTb
MocTaBnsAeTcs B HecTepuibHOM Buae. CTepunnsauns nepej npumMeHeHneM He TpebyeTcs.

NMH®OPMALNA O BO3MOXHOCTW MOBTOPHOIO NPUMEHEHWA
He noAnexut NOBTOPHOMY NPUMEHEHUI0.

TEXHUYECKNE XAPAKTEPUCTUKN
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MnotHocTb npu 20 °C:

Hu3kuii KOHTPONb, Bbicokuii koHTpOnb: 1,028 r/cT3
3HaueHne pH npu 20 °C:

Hu3kuii KOHTPONb. BbICOKMIA KOHTPONL: 7,3

CBEAEH/NA OB W3BECTHbIX OFPAHWYEHMAX MO COBMECTHOMY NPUMEHEHWIO MEAWUMHCKUX W3AEANN TO
HA3HAYEHUIO
OTCyTCTBYIOT.

MATEPUAJIbl XXUBOTHOIO/METOBEYECKOIO NMPOUCXOXAEHUA
Matepuarnbl XUBOTHOTO MPOUCXOXAEHNUA MPOBEPEHbl U PUCKM MpuMeHeHuss MW ykasaHbl B [lacnopte 6e3onacHocTu. [lacnoprta
6e30nNacHOCTU MOXHO HailTu Ha caliTe www.abbottdiagnostics.com nnm o6patutecb K MECTHOMY NMpeAcTaBUTeNto.

MOKA3AHUA K NMPUMEHUIO
He npumeHumo.

NMPOTUBOMOKA3AHUNA K MPUMEHEHWUIO
He npumeHunmo.

NPOLUEAYPA KOHTPO/IA KAYECTBA

PekomeHayemble TpeboBaHMA NO KOHTPOAIO kadvecTBa TecTta Alinity i CMV IgG Avidity 3akntoyaloTcs B TEeCTUPOBaHUM NO OAHOMY
KOHTPO/IO BCEX YPOBHE kaxable 24 yaca, To ecTb Kaxable CyTku akcnnyatal41700111Ms15A/1C1 01BO1IOC|{CM W nb kbl !
[lononHuTenbHble KOHTPONW CrefyeT TECTUPOBATL B COOTBETCTBAM C MECTH«MUNOeTAapCLleHHbIMU

UK akKpeanTaLMOHHbIMWN TPEBOBaHUAMM 1 NOAUTUKON KOHTPONS KadecTBa Pal’k

« Ecnn TpebyeTcsA HECKO/IbKO NOBTOPOB MCCNeA0BaHWA KOHTponel, o6partuTt L r 1~ Hue, 4TO TONIbKO OfHO onpegene™

MOXeT ObITb 3aKa3aHo 11 OAHOI yalleykn ans o6pasLos.

« Ecnn npoueaypbl Baweli nabopartopun TpebytoT 6onee 4yacToro MOHMTOpMMaaH7PlA1*>B,ﬂ,OBa cnepyiite NpuHa

* Ecnu pesynbTatbl KOHTPO/S KayecTBa He COOTBETCTBYIOT MPUHATLIM KPpu|L» | L plyyTaHOBNe_HHbIM Balleil Habopa
pesynbTatoB TecTMpoBaHUs 06pasLoB MauMeHTOB MOryT 6blTb COMHUTENbHbIMW. ChnefyiTe MNPUHATLIM Balk
npoweaypam KOHTpons kayecTsa. MH"3opmaumio 06 yCTpaHeHUW HeucrnpasHOCTen cM. B PykoBoACcTBe No aKcnnyarall

Pasgen 10.

« Mocne 3arpy3ku B CUCTEMY HOBOW Cepuu peareHTa NpoBepbTe pesy/bTaTbl KOHTPO/ISA KavyecTBa U KpuTepun npuemn!

Mpn ncnonb3oBaHMmn MO6G0Oro KOHTPOILHOTO MaTepuana naboparopus fosxHa JIPKLW A UTO MaTPUKC KOHTPOsIbHOT

npuroieH Ana MCnosib3oBaHNs B TeCTe B COOTBETCTBMM C UHCTPYKUMEN MO npuMeH

HEOBXOAMMBbIE, HO HE MPEAOCTAB/IAEMbIE MATEPUA/IbI

« Alinity i CMV IgG Avidity nakeTt cpalinos Tecta

*« 07P4310 CMV aBugHocTb aHtuten IgG PeareHTbl (Alinity i CMV 1gG Avidity Reagent Kit)

*« 07P42 CMV aHTtutena IgG PeareHTbl (Alinity i CMV 1gG Reagent Kit)

* 07P4201 CMV aHTuTena IgG Kanubpatopsl (Alinity i CMV IgG Calibrators)

*« 07P4210 CMV aHTuTena IgG KoHtponbHble matepunansl (Alinity | CMV IgG Controls) nan apyroin KOHTPO/bHbIA MaT
* 07P44 CMV aHTutena IgM PeareHTbl (Alinity i CMV IgM Reagent Kit) (onuws)

« 07P4401 CMV aHtuTena IgM Kanunbpatopsbl (Alinity i CMV IgM Calibrator) (onuwus)

*«07P4410 CMV aHTutena IgM KoHTponbHble matepuans (Alinity | CMV IgM Controls) unn gpyroii KOHTPO/bHbIA Ma'
*«06P1160 PactBop Tpurrepa (Alinity Trigger Solution)

* 06P1265 PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)

*+ 06P1368 KoHLeHTprpoBaHHbI npombiBatowwmii 6ycep (Alinity i-series Concentrated Wash Buffer)

AHANTUTNYECKUNE XAPAKTEPUCTUKN

OMNMNCAHUE TPEBOBAHWA
BocnponsBoAnMoCTe n 14% KB gns oBpasuoB, NpeacTaBfsaloWmMx gnanasoH aBMOHOCTU B Cepoii 30He
BHYTpU laGopanropim (50.0% Avi - 69.9% Avi)
(o6wasn)

SLIGO CHAMBER OF COMMERCE (IN(
CERTIFIED CORRECT IN ALL GOOD FAf

11 Authorised Offk
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3660TT UpnaHausa [unarHocTnyeckoe T: +353 719156200
nogpasgeneHue
PUHUCKNMH BusHec lMapk,
Cnaiiro, Vipnangus

MognucaHo:/nognncaHo/ [Jara: 29 mas 2019.

CermH KroppaH (Celine Curran),

CneupanncT no HopMaTUBHO-MNPABOBOMY PEry/INPOBaHNIO
3660TT NpnaHams,

JunarHoctmnyeckoe nogpaszeneHue

®uHNCKNNH BusHec Mapk,

®duHncknuH, Cnaitro, NpnaHams

-

/MevaTb: I660TT VpnaHaus,
[marHocTunyeckoe nogpasgeneHve
®uHUCKINH BursHec lMapk,

Cnaiiro

Wpnangus/

/MeyaTb: TOPTOBAA NAJIATA CNTAVIO (MHK)
3ABEPEHHbIV CEPTU®UKAT O NMPONCXOXXAEHWIA/

/MeyaTb: TOPFOBAAMANATA CNAVMO (MHK)
MNOA/TMHHOCTbL 3ACBUAETE/IbCTBOBAHA JOEPOCOBECTHO
YnonHomoueHHoe nmuo /nognucado/ 29.04.2019 r./

/MognucaHo/ 29 mas 2019.

CrpaHnua 2

PykosoguTenu: Bpaitan B. Mop (Brian B. Yoor), Mon ™. XeHHecu (Paul G. Hennessy), [leknaH .
(|N( Bygc (Declan J. Woods)
KomnaHusi 9660TT AlpnaHg HKopnopeiiTea Ha Bepmyackmx ocTpoBax
FM

doOffif MepeBoj C aHrNUIACKOT0 A3blKa Ha PYCCKMiA A3bIK BbINOHEH NEPEBOAYNMKOM
LLlaTHeBbIM Vnbeit AnekceeBnyem
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Poccwuiickaa degepauyma. Nopog Mocksa.

MAaTOro nHA ABe ThICAYM AeBATHa4LaTOro roja.

A, bBaxTaa3e 9nbmupa KOpbeBHa, HOTapuyc r. MoCkBbl, cBUAETENbLCTBYHO MNOA/IMHHOCTb
nognucu nepesogyuka WaTtHeBa Vnbu Anekceesuya.

Mognucb caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbL nognucaBllero JOKYMEHT yCTaHOBJ/IeHa.

3apernctpupoBaHo B peecTpe: Ne 77/52-H/77-2019-
B3bickaHO no Tapudy 100 py6.
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