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WHCTPYKUMS MO NPUMEHEHNIO

KoHTponbHble MaTtepuanbl 4N NOATBEPXKAEHUSA BOCNPOU3BOAMMOCTI U NPaBUIbHOCTH
KayeCTBEHHOr0 onpejeneHns aHTuTen Knacca IgM K unTomeranosmpycy
NMMYHOXEMUTIOMUHECLLEHTHBIM METOLOM B CbIBOPOTKE W N/a3me KPOBY YenoBeka Ha
NMMYHOXUMUYeCKnX aHanusatopax Alinity i «<CMV aHTuTena IgM KoHTponbHblIe MaTepuarbl
(Alinity i CMV IgM Controls)» nponssoacTtsa 3660TT NpnaHansa, AnarHoctnyeckoe
nogpasgeneduve, VipnaHgusa

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Abbott Ireland Diagnostics Division, T + 353 71 9156200
Finisklin Business Park,
Sligo,
Ireland.

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, CenuH KeppaH, Crneunanmct no TeXHNYeCKOMY perynmpoBaHuio, 3660TT
[wvarHoctnyeckoe Moapasgenenve NpnaHans, ®uHucknuH busHece Mapk, Cnaiiro,
Wpnangma (Celine Curran, Regulatory affairs specialist, Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland), HacToAWwMM y40CTOBEPALD, YTO Npuiaraemble
LOKYMEHTbI B HUXKENPUBELEHHOM 006bemMe CTpaHuL, ABAAKTCA UHCTPYKUMAMMK NO
NPUMEHEHNI0. DTU JOKYMEHTbI MOTHOCTLK COOTBETCTBYIOT (DaKTUUYECKOW AOKYMeHTauuu
Nnpou3BOAMTENS.

MHCTpYyKUMA No NpuMeHeHUI0 Ha MeguumHckoe nsgenuve (Insert for medical device):

KoHTponbHble MaTepuanbl 418 NOATBEPXKAEHNS BOCNPOU3BOANMOCTIU U NPaBUIbHOCTH
KayeCTBEHHOrO0 orpejenieHNUs aHTUTen Knacca IgM K yutomeranosupycy
NMMYHOXEMUTIOMUHECLEHTHBIM MeTOOM B CbIBOPOTKe M MN/ia3mMe KpPOBU YefloBeKa Ha
NMMYHOXMMUYecknx aHanunsartopax Alinity i "CMV aHTtntena IgM KOHTpO/bHbIE
maTepuansl (Alinity i CMV IgM Controls)"

I.  T10 TeKCTY MHCTPYKLMMN BCTPEYAIOTCA BapuaHTbl HAMMEHOBaHU MeAULNHCKNX
U3LeNunin, NpuBefeHHble B TabMLE HUKE, KOTOPble ABMAOTCA CpPaBesIMBbIMA 1
paBHO3HauyHbIMK (Inserts include the followings true and equivalent short names of

“ - N»- V/ ~

HanmeHoBaHne HanmeHoBaHMe MegMLMHCKOro M34enmnsa Ha CokpalleHHoe
Ha aHrMickoMm  pyccko\l'fi3bike ' ' ’ HaMMeHOBaHue
A3bIKe
... Nlabop peareHToB [119 Ka4eCTBEHHOIO CMV aHTuTena IgM
Alinity i CMV onpegeneHua aHTuTen Knaeca IgM K PeareHTbl (Alinity i
LMTOMErasoBupycy CMV IgM Reagent

IgM Reagent Kit .
NMMYHOXEMUTIOMUHECLEHTHBLIM METOAOM B Kit)

*CbIBOPOTKE Y Nna3Me KpPOBM YesioBeka Ha
NMMYHOXMMUYeCKnX'bHbnnzatopax Alinity i
"CMV aHtutena IgM3”eareHTbl (Alinity i CMV
IgM Reagent Kiti)"

Alinity i CMV Kanunbpatop ana obecneyeHns npaBuabHOCTU CMYV aHtutena IgM
IgM Calibrator Ka4yeCTBEHHOrO onpefeneHnss aHTUTEN Knacca Kanu6patop (Alinity i
IgM K umMTomeranoBmupycy CMV IgM Calibrator)

NMMYHOXEMUNIOMUHECLEHTHBIM METOLOM B
CbIBOPOTKE M Nia3Me KPpOBM Yes0BeKA Ha
NMMYHOXUMUYECKMX aHanu3atopax Alinity i *
"CMV aHtutena IgM Kanubpatop ("1LU F1FLLL |
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CMV IgM Calibrator)"

Alinity i CMV KOHTpONbHbIE MaTepuanbl AN5 NOATBEPXAEHUS  CMV aHTutena IgM

IgM Controls BOCMPOU3BOAUMOCTU U NPaBUbHOCTU KOHTpO/bHbIE
KauyeCTBEHHOro OrnpejeneHns aHTUTeN Knacca matepuanbl (Alinity i
IgM K uuTomMeranoBupycy CMV IgM Controls)

NMMYHOXEMUIOMWUHECLLEHTHbIM METOL0M B
CbIBOPOTKE U MNyia3me KpOoBY YeN0BeKa Ha
NMMYHOXMMMYECKNX aHanu3zatopax Alinity i
"CMYV aHTtuTtena IgM KoHTponbHble maTepuansi
(Alinity i CMV IgM Controls)"

# Title Number of
pages

1 Insert for the Alinity i CMV IgM Controls with ADDENDUM for Russia. 4

2. NHcTpykumna no npumeHeHnto CMV aHTutena IgM KoHTpo/ibHblE MaTepuasnbl 5

(Alinity i CMV IgM Controls) ¢c MPNNOXEHWEM pgna Poccun.
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Alinity i
CMV IgM Controls

Created August 2016.

NAME
Alinity i CMV IgM Controls (also referred to as CMV IgM Citrls)

INTENDED USE

The Alinity | CMV IgM Controls are for the estimation of test
precision and the detection of systematic analytical deviations of the
Alinity i analyzer (reagents, calibrators and instrument) when used
for the qualitative detection of IgM antibodies to Cytomegalovirus in
human serum and plasma.

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

ICONTRCL Im*contains recalcified human plasma.

ICONTRCL|T] contains recalcified human plasma reactive for
anti-CMV IgM.

Preservatives: ProClin 950 and sodium azide.

The controls are at the following ranges and target concentrations:

Anti-
Cytomegalovirus
IgM
|INDEX]|
Control Quantity  Color s/co s/co
IconTRoLH 1 X4.0 mL Natural 0 0.60
|control|t| 1 X4.0 mL Natural 2.30 115 3.45

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

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

« Calibration « Control lot * Reagent lot

« Calibrator lot ¢ Instrument

PRECAUTIONS
[i”

« 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 negative control is
nonreactive for anti-CMV IgM, HBsAg, HIV-1 RNA or HIV-1 Ag,
anti-HIV-1/HIV-2 and anti-HCV.

The human-sourced material used in the positive control is
reactive for anti-CMV IgM, and nonreactive for HBsAg, HIV-1 RNA
or HV-1 Ag, anti-HIV-1/HIV-2 and anti-HCV.
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The following warnings and precautions apply to:
1conTRoL 1- 1and TonTROL|+|

D

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.

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

P280 Wear protective gloves / protective clothing / eye
protection.

Response

P302-rP352 IF ON SKIN: Wash with plenty of water.

P333-MP313 If skin irritation or rash occurs: Get medical advice /
attention.

P362-NP364  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

¢ 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.

date Return to refrigerated
storage after use.

INSTRUMENT PROCEDURE

« To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 4 drops of the
negative control and 4 drops of the positive 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
precipitates, visible signs of leakage, turbidity, or if controls do
not meet the appropriate package insert and/or Alinity ci-series
Operations Manual 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

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 Occupatlonaily 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%).

Key to Symbols

A
[Ca

Caution

Consult instructions for use

Manufacturer
t Temperature limitation
2 Use by/Expiration date
" Control Number
Toncl Concentration

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

JCONTAINSI AZIDE |

XonTrOL L 1 Negative Control
TontroL 1+ 1 Positive Control
1INDEX 1 Index

In Vitro Diagnostic Medical
Device

Lot Number
1PRODUCT OF IRELAND | Product of Ireland
RanGe 1 Range

List Number
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ADDENDUM
to the Instruction for Use Alinity i CMV IgM 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 loM Controls - 12 months from date of manufacturing

The dating of each Alinity i CMV IgM Reagent Kit, Calibrators, 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
EN1SO 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 IgM 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 i 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 is intended for single usage

TECHNICAL CHARACTERISTICS
Density at 20 °C: 1,028 g/cm’
pH-value at 20 °C:
Negative Control: 7,3
Positive 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 IgM 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.

To establish statistically-based control limits, each laboratory should establish its own concentration target and ranges for new control
lots at each clinically relevant control level. This can be accomplished by assaying a minimum of 20 replicates over several (3-5) days
and using the reported results to establish the expected average (target) and variability about this average (range) for the laboratory.
Sourcesof variation that should be included in this study in order to be representative of future system performance include:

« Multiple stored calibrations

* Multiple reagent lots

« Multiple calibrator lots

« Multiple processing modules (if applicable)

« Data points collected at different times of the day Refer to published guidelines for information or general control recommendation, for
example Clinical and Laboratory Standards Institute (CLSI) Document C24-A3 or other published guidelines, for general quality control
recommendations.

« If more frequent control monitoring is required, follow the established quality control procedures for your laboratory.

« If 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. Recalibration may be necessary. For troubleshooting

information, refer to the Alinity ci-series Operations Manual, Section 10.

« Review quality control results and acceptance criteria following a

change of reagent or calibrator lot.

ANALYTICAL CHARACHTERISTICS

DESCRIPTION PRODUCT REQUIREMENT
Within Laboratory s 10% CV for positive samples within the range ol 1to 4 times the cutoff value,
{TotEJ) Precision which is the medical decision point
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Alinity

CMV aHTnTena IgM KoHTpoO/sibHbIe MaTepuanbl

(Alinity i CMV IgM Controls)

Pepakums: aBryct 2016 r.

HANMEHOBAHWE (CokpalieHHoe)

CMV aHtutena IgM KoHTporsibHble MaTtepuasbl
(Alinity i CMV IgM Controls)

(Tawke BcTpeyaeTca no TekcTy: CMV IgM Citrls)

HA3HAYEHWE

CMV aHtutena IgM KoHTponbHble maTepuansl (Alinity i CMV IgM
Controls) npefHa3HavaloTCA 47151 OLLEHKU BOCNPOM3BOAVMMOCTM
TecTa U BbISIB/IEHUS CUCTEMATUYECKMX aHAIMTUYECKUX OTK/IOHEHWIA
B pabounx xapakrepucTukax aHasimsatopa Alinity i (peareHToB,
KanmbpaTopoB M CUCTEMbI) NPU KAYeCTBEHHOM OMNpeaeneHum
aHTMTeNn IgM K LMTOMEranoBupycy B CbIBOPOTKE ¥ Mjiasme KpoBU
yesnoBeka.

LONONHUTENBHYHO MHCOPMALMIO CM. B UHCTPYKLMW N0 NPUMEHEHMUIO
K COOTBETCTBYHOLLEMY peareHTy 1 PyKOBOACTBE MO 3KCMniyarauuu
Alinity ci-series.

COLEPXWNMOE

ICONTROL
yenoseka.

COLEPXKMUT PeKaNbLYHUPOBAHHYIO NAa3My KPOBU

ICONTROL I 41 cofiepXuUT pekasibLiMHMPOBAHHYIO Nia3my KpoBu
yesioBeka, peakTMBHYO Ha aHTU-CMV IgM.

KoHcepBaHTbI: ProClin 950 u a3ug HaTpus.

KOHTpOnn nmetoT cnegytolime amanasoHbl U Lenesble
KOHLeHTpaLmu:

Antl-
Cytomegalo-
virus IgM

ICONCi Irange 1

INDEX j UNDEX 1
KoHTponb KonunuecTtBo LiBeT s/co S/CO
(contror 11 1x 4.0 ml BecuseTHbli 0 - 0.60
lcontror|t| 1x4.0mL BecuBeTHbIi 2.30 115 - 3.45

MPUMEYAHVIE: [nana3oHsbl, yKka3aHHble B UHCTPYKLUKU MO
NPUMEHEHNIO, He creunuyHbl No cepusM 1 NPeacTaBNsaloT
cob6oii 06Lme Ananas3oHbl 3HAYEHWI, TeHepUpyeMbIX B TeUeHue
cpoka rogHocTu npogykta. Kaxgol nabopatopum pekomeHayeTcs
yCTaHaB/MBaTb CBOW COBCTBEHHbIE CpeAHue 3HauYeHus ©
AnanasoHbl NPUeMEMbIX 3HaYeHW, KOTopble A0/MKHbI ObiTb B
pamkax AyanasoHOB, YKasaHHbIX B UHCTPYKLUM MO NPUMEHEHWIO.
McTouHnkaMmn oxungaemoli BapnabensHOCTU MOryT 6bITb:

Kanubposka Cepust KOHTpO/IA Cepust peareHTa
Cepus AHanusatop
Kanuéparopa
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MEPbI NPEAOCTOPOXHOCTHU

[

e [ina guarHoctuku In Vitro
MepbI nNpesocTopoArHoCTH

A’_BHI/IMAHI/IE: [aHHbIli NPOAYKT COAEPXMT NOJyYeHHble
OT Yenoseka W/MAN NOTEHUMANbHO MHEKLUMOHHbIE KOMMOHEHTBI.
Cwmotpute pasgen COLEPXWMOE paHHOM MHCTPYKLMK MO
npuMeHeHunto. HW oauMH U3 M3BECTHbIX METOAO0B TeCTUPOBaHUA
He MOXeT rapaHTMpoBaTb, YTO MaTepuabl, NOSy4YeHHble OT
4yenoseka, WM NHaKTUBMPOBAHHbIE MUKPOOPraHU3Mbl He
nepeHocaT nHdekumo. NoaTomy Bce maTepuasbl, NOMyYeHHble
OT YefioBeka, crnefyeT cumTaTb NOTEHUMAIbHO MHAEKLMOHHBIMU.
PekomeHayeTca obpaluatbca ¢ peareHTamu u obpasuamu,
nosly4eHHbIMN OT YesioBeka, B cCOOTBeTCTBUM co CTaHAapToM no
06paLLeHNi0 ¢ reMOKOHTaKTHbIMU naToreHamu, paspaboTaHHbIM
Ynpasnexnvem CLUA no oxpaHe TpyZa W NPOMbILLIEHHON
rurneHe (OSHA), Mpu paboTe ¢ mMatepuanamu, cogepxatiyumm
WU NPeANoNoXUTENBHO cofepXaluMn NHAEKLMOHHbIE areHTbl,
cnepyet cobnogatb npasuia 6uonornyeckoli 6esonacHocTy,
YpOBEHb 2, WM Apyrve COOTBETCTBYHOLME npasuia
6ronornyeckoil 6e3onacHoOCTy.

Martepuansbl, NoMyYeHHble OT YenoBeka, UCMOo/b30BaHHbIE B
oTpyLaTesIbHOM KOHTpOsie, He peakTuBHblI Ha aHTU-CMV IgM,
HBsAg, HV-1 RNA vnn HIV-1 Ag u aHTu-HIV-I/HIV-2 n aHTn-HCV,
Matepuanbl, noslyyeHHble OT YenoBeka, UCMo/b30BaHHbIE B
NOJIOXWUTENIBHOM KOHTPO/IE, peakTVBHbl Ha aHTU-CMV IgM un He
peakTmBHbl Ha HBsAg, HIV-1 RNA v HIV-1 Ag, aHTn-HIV-1/HIV-2
N aHTn-HCV.

Creayouwme npeaynpexaeHns 1 Mepsl NpesocTopoXKHOCTM
OTHOCAITCH K: (controt|-] U (control(+ |

D

MPEAYNPEXAEHWNE CopepXuT MeTUIM3oTnasosioH 1 asug

HaTpus.

H317 MoxeT BblI3blBaTb &/1/1ePrNYECKYI0 KOXHYIO
peakuuio.

EUHO032 Mpun KOHTaKTe ¢ kucnotamu obpasyercs
BbICOKOTOKCUYHbIN a3.

MpegoTBpalleHne

P261 M3beraTb BApIxaHUa TymaHa/napos/
asposoneil.

pP272 He BbIHOCUTb 3arpsi3HEHHYI0 ofexay C
pabouyero mecra.

P280 Monb3oBatbes 3aLMTHBIMU NepyaTkamm/
3alNTHOW oaexaoii/cpeacTBamMmun 3aLnThbl
rnas.

3 Abbott



PearnposaHue

P302+P352 MPW NONAJAHNN HA KOXXY: MpombITh
60/bLUMM KO/IMYECTBOM BOAbI.

P333+P313 Mpn pasgpaxeHnn KOXN Win nosiBfieHumn
cbinu: O6paTUTLCH K Bpauy.

P362+P364 CHATb 3arpsa3HEeHHYI0 ofexay U BbicTUpaTb
ee nepej, nocneayoLmMm UCNoNb30BaHNEM.

YTunnsauusn

P501 YTunusnpyiTte cogepxumoe/koHTeHep B

COOTBETCTBUM C CaHWUTapHLIMK HOpMaMK
P® (CaHMuH 2.1.7.2790-10 ot 09.12.2010).

Macnopta 6e30nNacHOCTU JOCTYMNHbI Ha caiTe
www.abbottdiagnostics.com nnam y MecTtHoro npeacrasuTtens.

Moapo6Hy0 MHpopMaLmMio 0 HEOBXO0AMMbIX Mepax
npefoCTOPOXHOCTV Npu paboTe C aHa/IM3aTopoM

cM. B PykoBoacTee no akcnnyaTaummn Alinity ci-series, Pasgen 8.
NnoAroTOBKA K MCMNOJ/Ib3OBAHWIO

e [laHHblli NPOAYKT NOCTaB/SETCS B XWMAKOM BUAe, FOTOB K
MCNO/b30BaHMI.

* [laHHbIl NPOAYKT MOXET WUCMONb30BaTLCA HEMoCpeACTBEHHO
nocne M3BfieYeHNs M3 MecTa XpaHeHus ¢ Temnepatypoil 2 - 8'C.

* lepep KaxaplM UCMOMb30BaHNEM NepeMelumBaiTe, akkypaTtHo
nepesopaymsas 1akoHbl,

XPAHEHUE

* He ucnonb3ayiite nocne OKOHYaHWS CPOKa rofHOCTW.

[ononHuTenbHble

Temnepatypa MakcMManbHOe —MHCTPYKLMM MO

XpaHeHus BPeMS XpaHeHUsi XpaHeHuto

HeBckpbITbIA 2 - 8'C [0 okoHuYaHusA

chnakoH cpoka rogHocTu

BcKpbITbIi 2-8C [lo okoHYaHua  XpaHWUTb BO

cdonakoH cpoka rogHoctn  doakoHax,
NNOTHO 3aKPbITbIX
KpbILLKaMW.

MNomectTuTb B
XONOAWIbHUK nocne
MCMo/b30BaHUA.¥

MPOLEAYPA PABOTblI HA AHANTM3ATOPE

* [ins nonyyeHns pekomeHAyeMoro obbema KOHTponeit gepxute
chnakoH BepTUKasbHO 1 fobaBbTe 4 Kanau oTpulaTenbHOro
KOHTPONA 1 4 Kannn nosioXWTENbHOTO KOHTPOSS B KaXKAYH0
yalleuky A9 obpasua B COOTBETCTBYIOLLEA No3uuum,

*  WHcbopmaumio o 3akase u 3arpyske KOHTPONei B cuctemy
cM. B PykoBoacTtse no akcnnyatauun Alinity ci-series, Pasgen 5.

NOKA3ATENWN HECTABUNBHOCTU NN MOPYN
MokasaTtensiMm HecTabULHOCTW UMW NMOPYK CYXWT Ocafok,
BUAVMbIE Criefibl NPOTEYKW, 3aMyTHEHHOCTb W HECOOTBETCTBME
KOHTpO/Iel KpUTEPUSAM, YKa3aHHbIM B UHCTPYKLWUU NO NPUMEHEHUIO
nivnn PykosogcTee no akcnayatauum Alinity ci-series.

BUB/TINOTPA®USA

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
Microbioiogical 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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hopmart uucen:

* B kauecTBe pasfenurens Tbica4 MCNOMb3yeTcs npobden
(npumep: 10 000 06pasLoB).

* B kauecTBe pasfenuTens AecATUYHbIX 3HAKOB MCMO/b3yeTcs
Touka (npumep: 3.12%).

Mcnonb3yemble CUMBO/IbI

BHumaHue

Cm. VHCTPYKLMIO NO NPUMEHEHIO

M3rotoBuTenb
TemnepatypHbIii Auana3oH

Wcnonb3oBatb f0/CpoK rogHOCTK

N> Z Q>

KOHTPO/bHbIA HOMep

|ICONC] KoHueHTpaumsa

CogfepxuT asug, Hatpus. Mpu
KOHTaKTe C kucnotammn obpasyetcs
BbICOKOTOKCWYHBbIN ras.

(CONTAINS: AZIDE |

IconTroL I- | OTpuLaTtenbHblli KOHTPOsb

IconTrROL I+ 1 MonoxuTenbHbIi KOHTPONb

IINDEX| WHpeke

M MeguunHckoe usgenve gns
[marHocTuku In Vitro

M Howmep cepun

IPRODUCT OF IRELAND | Mpoaykt VpnaHanm

Iranoe] [Avana3soH

[H]

KaTanoxHsiii Homep

Alinity aBnsieTcs Toprosoli mapkoli komnaHun Abbott Laboratories B
Pa3/IMYHbIX OPUCANKLIMAX.

Bce fpyrve Toprosble Mapku SIBASIOTCS COGCTBEHHOCTbIO
COOTBETCTBYIOLLMX BNafesbLes.

m | Abbott Ireland C£
Diagnostics Division
Fl_nlsklln Business Park 0843
Sligo
Ireland

+353-71-9171712

CepBucHas nogaep”™kka: ObpalyaiTecb kK CBOeMy MECTHOMY
npeacTaBUTENIO WIN CMOTPUTE KOHTaKTHYHO MHAOpMaLMIo A/
Balleil cTpaHbl Ha calite www.abbottdiagnostics.com

Pepakuys; asryct 2016 r.
©2016 Abbott Laboratories

ABTOPU30BaHHbIV NpeacTaBUTe b U3roTOBUTE/SE HA TeppUTopUn
Poccumn n gpyrux ctpad CHI™:

O6LLEeCTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO

“3660TT labopartopus”, 125171, Poccus, r, MockBa,
JNeHuHrpagckoe wocce, 16A, cTpoeHune 1,

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

K MHCTPYKUMM No npumeHeHnto CMV aHtutena IgM KoHTponbHble matepuans (Alinity i CMV IgM Controls) ansa Poccumn

yCcnoBnAa TPAHCNOPTUPOBKW U XPAHEHWA

W3genve pekomeHZyeTCcs TPaHCMOPTUPOBATb U XpaHWTb Npu Temnepatype 2-8°C. MefuUMHCKUE W3AeNuUst LO/KHbI XpaHWTCs B
XOMOAMMBLHBIX KaMepax WAM B XOMOAUIbHMKAX, 0GECNeuMBalolnX PernaMeHTUpOBaHHbIA TemnepaTypHblli pexum C exegHeBHOM
perucTpauueii Temnepartypsbl.

TpaHcnopTyBKa AO/XHA OCYLLEeCTBMATLCS B TEPMOKOHTEHEpax OfHOPA30BOr0 MO/b30BAHUS, COAEPXALLMX XN1af03/MEeMeHTbl, W B
TepPMOKOHTeliHepax MHOrOKPaTHOro MPUMEHEHUSI C aBTOMATUYECKU MOALEPXMBAEMOi TemnepaTypoit unm B aBTopedpuxeparopax ¢
1CNO/b30BaHMEM TEPMOUHANKATOPOB.

M3penve octaetcs cTabusibHbIM 40 OKOHUYAHWUSI CPOKA rOAHOCTM, YKA3aHHOTO Ha ynakoBKe.

Mpu  TPAHCMOPTUPOBAHWU C HApyLIEHUEM TEMMepaTypHOro pexuMa wW3genne He MNOANEeXUT NpUMeHeHul. TpaHcrnopTUpoBKa
OCYyLLEeCTB/AETCS BCEMW BMAAMMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBaX B COOTBETCTBUM C NpaBuUiaMu SIEPEeBO3KN pPy30B,
LefCTBYOLWMI Ha K&XAO0M Buie TpaHciopTa.

FTAPAHTUAHBIE OBA3ATE/NLCTBA

MponssoguTens rapaHTUpyeT, YTO JIpU NPaBUIbHOM XpaHeHuu u o6pau4eHM|/1 n3genue octaeTcsi CTabuibHbLIM A0 UCTeUYEeHUs Cpoka
rogHocTN. MakcMManbHbliA CPOK FOAHOCTH:

emy aHtutena 1oM KoHTponbHble matepuansl fAlinitv | CMV lIoM Controls! - He 6onee 12 mecsueB ¢ fgaTbl NPOM3BOACTBA.

CpOK rofHOCTV OCHOBHOI cepun kaxeforo MeguumnHckoro migenus: CMV aHtutena IgM PeareHtobl (Alinity | CMV IgM Reagent Kit), CMV
aHTuTena IgM Kanuépartopsl (Alinity i CMV IgM Calibrators) n CMV aHtutena IgM KoHTponbHble matepuansi (Alinity i CMV IgM
Controls) ocHOBHOI# cepuu onpegensan no KOMMNOHEHTY Ha6opa ¢ MUHUMabHbIM CPOKOM TOAHOCTHU.

N3penne, xpaHuBLIeecs C HapyLleHNneM pernameHTUPOBaHHOIO /IPOU3BOAUTENEM peXuMa, NPUMEHEHUIO He NoANexXuT (B
cootBeTcTBUN ¢ TOCT P 51088-2013).

TEXHUYECKOE OBCNYXWBAHWE
He TpebyeTtcs.

TEKYLWMWHA PEMOHT
He TpebyeTcs.

NMEPEYEHb CTAHAOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNUNHCKOE U3AENNE

EN 1SO 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

4 EN 13975

EN ISO 17511

MOTEHLUWA/MBHBLIA NOMIb30OBATE/b

Tect CMV aHtutena IgM (Alinity | CMV IgM) npegHasHayeH NS UCNOMb30BaHMA B pa3/INyHbIX KNMHWKO-NabopaTopHbIX YCNOBUAX,
BK/OYas, 6e3 orpaHMyeHunsi, 601bHNLbI 1 KOMMepYeckue nabopaTopum, NepcoHasn KoTopbix npoLies obyvyeHue no 1cnosib30BaHuo
aHanusartopa Alinity 1

NH®OPMALNA O HANNYMA B MEAVNLUMHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxur.

CTEPUNBHOCTb
MocTaBnsieTcsi B HECTEPUILHOM Buge. CTepunnsaums nepes npUMeHeHMeM He TpeGyeTcs.

MH®OPMALIMA O BOZSMOXHOCTU MOBTOPHOIO NPUMEHEHNA
He noanexut noBTOPHOMY NPUMEHEHMUIO.

TEXHUWYECKNE XAPAKTEPUCTUKN

MnotHocTb npu 20 °C:
OTpuyaTenbHbliibl KOHTPOb: 1,028 r/cT3
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MonoxuTenbHblli KOHTPONb: 1,028 r/cT3

3HaueHne pH npu 20 °C:
OTpuuaTtenbHblil KOHTpONb: 7,3
MoNoXnTeNbHbI KOHTPONL: 7,3

CBEAEHNA OB W3BECTHbIX OFPAHUYEHWUAX MO COBMECTHOMY MPUMEHEHUIO MEAVLUMHCKUX WU3LAEAUA MO
HA3HAYEHWIO

OTCyTCTBYIOT.

MATEPWA/BI )XUBOTHOTO/MENOBEYECKOIO NMPOUCXOXAEHNA

Matepuansl XWBOTHOTO MNPOUCXOXAEHUS NpPOBepeHbl W pUCKM npuMeHeHuss MW ykasaHbl B [Macnopte 6e3onacHocTu. [lacnopTta
6€e30nNacHOCT MOXHO HaliTu Ha calite www.abbottdiagnostics.com unu o6patutecb K MECTHOMY NMpeAcTaBUTENIo.

MOKA3AHWVA K MPUMEHWIO

He npumeHunmo.

NMPOTUBOMOKA3AHNA K MPUMEHEHUIO
He npumeHumo.

NMPOLIEAYPA KOHTPO/A KAYECTBA

PekomeHayemble TpeboBaHMA MO KOHTPONO kadectsa Tecta Alinity i CMV IgM 3aknoyaloTca B TeCTUPOBaHUM MO OLHOMY KOHTPOSIO
BCEX YPOBHe kaxpble 24 yaca, TO eCTb KaXAble CyTKN aKcnayaTauum.

[lononHuTenbHble KOHTPONN CnefyeT TECTUPOBATL B COOTBETCTBMM C MECTHbIMU, FOCYAapCTBEHHbIMU W/Mnn defepanbHbIMU 3aKoHaMu
NN aKkpeauTaLMOHHbIMU TpeboBaHUAMU 1 NOIMTUKON KOHTPOS KadecTsa Balleil nabopaTopun.

[na nonyyeHus ctaTUCTUYECKM OBGOCHOBAHHOIO AuMana3oHa KOHTPONS Kaxdas naboparopusi [0/KHa ycTaHaBnMBaTb COOCTBEHHble
Lienesble 3HaYeHUs1 KOHLEHTpauuin n anana3oH KOHUEeHTpauuii Ans HOBbIX CEPUI KOHTPOMEN Ha KaXAOM KIMHUYECKU 3HAYMMOM YpOBHE
KOHUeHTpauun. B xoge uccnegosaHus npoBoauTcs He MeHee 20 MOBTOPOB Ha MPOTSKEHUM HECKONbKUX (3 - 5) AHel ¢ AanbHellumnm
onpejesieHnemM OXuAaemoro cpefHero (LefnieBoro) 3HauyeHuss 1 BapuabenbHOCTU CpefHUX 3HauveHuii (AuanasoHa) B nabopatopum Ha
OCHOBE MOJIyYEHHbIX pe3y/nbTaTos.

Y106kl NONYYNTb penpe3eHTaTuBHbIE AaHHble A5 AanbHelileil paboTbl CUCTEMbI, B JaHHOe UCCNefoBaHne HeobXxoauMo BKIIOUYNTL
BO3MOXHblE NPUYNHBI BapuabensHOCTU:

* HeckonbKo COXpaHeHHbIX KannbpoBoK

» Pa3Hble cepumn peareHToB

« PasHble cepuun kanmbpaTtopos

» Pa3sHble aHanuTuyeckne mogynu (ecnv NpUMeHUMo)

* PesynbTaTbl, Nosyyaemble B pasHoe BpeMs CYTOK

WHopmaumio nnm oblime pekoMeHjaunm no KOHTPO/II0 KayecTBa CM. B ONYy6/IMKOBaHHbIX PYKOBOACTBAX, Hamp., B JOoKymeHTe C24-A3
MNHCTUTYTa KNnHU4Yecknx n nabopaTtopHbix ctaHgaptos (CLSI) unun B apyrux ony6/MkoBaHHbIX PYKOBOACTBAX.

« Ecnu npouefypbl Ballell na6opatopmmn TpebyloT 6o/iee 4acToro MOHUTOPMHIA KOHTPO/IA KadecTBa, crefyinTe NpUHATON npakTuike.

* Ecnun pesynbTatbl KOHTPO/IA KavyecTBa He COOTBETCTBYIOT NPUHATLIM KPUTEPUSIM, YCTAHOB/IEHHbIM Balleil nabopatopuei,

pesynbTaTbl TeCcTUpoBaHWA 06pasyoB MOryT O6biTb COMHUTENbHbIMW. CregyiTe nNpUHATBIM Balleil nabopartopueli npouegypam
KOHTpONs kayectBa. MoxeT noTpe6oBaTbCA MOBTOPHAas kasmbposBka aHanusa. VHdopmauuio 06 ycTpaHeHUW HeucnpasHOCTEN CM. B
PykoBoacTBe no akcnayartauum Alinity ci-series, Pasgen 10.

« Mocne ycTaHOBKV HOBOW cepun peareHTa wan kanubparopa NpoBepbTe pe3ynbTaTbl KOHTPONS KayecTBa U KpUTepun nNpuemMaemMocTy.

HEOBXOAWMBbIE, HO HE MPEAOCTAB/IAEMbIE MATEPUA/bI
Alinity i CMV IgM daiin TecTta

* 07P4401 CMV aHTuTena IgM Kanubpatopsl (Alinity i CMV IgM
Calibrator)

*« 07P4410 CMV aHTutena IgM PeareHTbl (Alinity i

CMV IgM Reagent Kit)

* 06P1160 PactBop Tpurrepa (Alinity Trigger Solution)

* 06P1265 Pacteop npe-tpurrepa (Alinity Pre-Trigger Solution)

* 06P1368 KOHLEeHTpMpOoBaHHbI npoMbiBaowmnin 6ycep (Alinity
i-series Concentrated Wash Buffer)

AHANTNTUYECKUE XAPAKTEPUCTUKN
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Bocnpovsgoammocts
BHYTpW naboparopumu oA ~°n°"®T«NbHbIX 06pas3LoB B Anana3om 1- 4 noporosbiM
oA n 3HavyeHunin.'TO ABnAeTcA TepaneBTUYECKOW KOHLeHTpaumei
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3660TT MpnaHans JnarHoctunyeckoe T: +353 719156200
nogpasgeneHue
PUHUCKNUH BusHec lMapk,
Cnaiiro, VipnaHaunsi

MognwucaHo: /nognucaHo/ [Oata: 27mas 2019 .

CenuH KioppaH (Celine Curran),

CneuuanncT nNo HOPMaTUBHO-NPABOBOMY PeryMpoBaHuLo
2660TT UpnaHans,

JwnarHoctunyeckoe nogpasgeneHune

®uHncknuH busHec Mapk,

®uHUCKNUH, Cnaiiro, NpnaHaus

/MeyaTb: 9660TT UpnaHaus,
[dunarHocTuyeckoe nogpasgeneHue
®uHNCKIMH busHec lMNapk,

Cnaiiro

Wpnangusal/

/MevyaTb: TOPFTOBAA MANATA CNANTO (MHK)
3ABEPEHHbIVN CEPTU®UKAT O MPOUCXOXAEHWNI/

/MeyaTb: TOPFTOBAS MAJIATA CANTO (MHK)
NMNOANMNHHOCTbL 3ACBUAETE/IbCTBOBAHA AJOBPOCOBECTHO
YnonHomouyeHHoe nuyo /nognucano/ 27.05.2019 r./

/MoanucaHo/27 masa 2019 .

CrpaHuua 2

PykosoguTenu: BpaitaH B. Mop (Brian B. Yoor), Mon ™. XeHHecu (Paul G. Hennessy), JeknaH k.
Bygac (Declan J. Woods)
Komnanus 9660TT AlipnaHg VHKopnopeiTeq Ha Bepmyackmx ocTpoBax

MepeBOg C aHINUIACKOT0 A3blKa Ha PYCCKUIA S3bIK BbINOAHEH NEPEBOAYNKOM
LLaTHeBbIM Vnbeih AnekceeBnyem
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Poccwiickasa ®epepauvsa. Nopog Mocksa.

MATOro MoHA ABe ThICAYM AeBATHAALATOro roja.

A, baxTaase dnbmupa KOpbeBHaA, HOTapuUyc r. MockBbl, CBUAETENLCTBYI0 NOAIMHHOCTb
noanucu nepesoaumnka LLlatHeBa nbn AnekceeBunya.

Moanuch caenaHa B MOEM NPUCYTCTBUN.
JInyHOCTb MoAnMcaBLLEro fOKYMEHT YCTaHOB/IEHA.

3apervucTpupoBaHo B peectpe: Ne77/52-H/77-2019-/-
B3bickaHo no Tapudpy 100 py6.

[Oka3aHwue ycnyr npaBoBOro U TEXHUYECKOro xapakrepa: -

3.10. baxTapase

Bcero npowHypoBaHo, npoH”"epoBaHO”

N cKpenneHo nevyaTbi ... T r.-nucT./:"

HoTtapuyc.

MpowwuTo B KoNMuectBe <f nucToB

« » IZWHJ' 2019 roga

[OunpekTop HanpasneHusa "KnnHuyeckne nccnefoBaHua
000 «MHBUTPO»

A. 3. HoBMKOB,
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