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Kanubpartop gns obecnevyeHns nNpaBUIbHOCTU Ka4eCTBEHHOIO OMpeseNeHns aHTUTeN Knacca
IgM K LMTOMEranoBupycy UMMyHOXeMUIIOMUHECLEHTHLIM METOA0M B CbIBOPOTKE U Ma3me
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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, Crneynannct no TEXHUYECKOMY peryinpoBaHuto, 3660T1T
[wvarHoctnyeckoe MoapasgeneHve NpnaHans, ®uHnucknmH busHece Mapk, Cnaiiro,
Wpnanans (Celine Curran, Regulatory affairs specialist, Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland), HacToAWwMM y40CTOBEPALD, YTO NpuiaraeMble
LOKYMEHTbI B HUXKENPUBEAEHHOM 00beme CTpaHuL, ABNAKTCA UHCTPYKLMAMYU MO
NMPUMEHEHUIO. DTN LOKYMEHTbI MOMHOCTLIO COOTBETCTBYIOT (DaKTUYECKOM LOKYMeHTaLum
npon3BOAUTENS.

MHCTpyKUMA no npumMeHeHno Ha MeauumnHckoe mnigenue (Insert for medical device):

KannbépaTop an1s obecrieyeHNss NpaBuIbHOCTU KauyeCTBEHHOI0 OnpeaesieHns aHTUTeN
Knacca IgM K yutomeranoBmpycy UMMYHOXeMUTFOMUHECLEHTHBIM METOLOM B
CbIBOPOTKE 1 Mfa3Me KPoBUM YesioBeKa Ha MMMYHOXMMUYecKnx aHanmsatopax Alinity i
"CMV antutena IgM Kanubpatop (Alinity i CMV IgM Calibrator)"

1 Tlo TeKCTy MHCTPYKLUWN BCTPEYatoTCA BapuaHTbl HAMMEHOBAHUN MeAULNHCKNX
n3genuin, NpuBefeHHble B TabMLE HXKE, KOTOPble ABNAKOTCA CpaBeA/MBbIMA U
paBHo3HauHbIMK (Inserts include the followings true and equivalent short names of
medical devices listed in table);

HavnmeHoBaHue HanmeHoBaHue MeANLUHCKOTO N34enns Ha CokpalleHHoe
Ha aHrIUACKOM PYCCKOM A3blKe HanMeHOoBaHune
A3bIKe
Habop peareHTOB A/15 KA4eCTBEHHOI0 CMV aHtntena IgM
Alinity i CMV onpefeneHnsa aHTUTen Knacca IgM K PeareHTbl (Alinity i
LUMTOMEranoBmpycy CMV IgM Reagent

IgM Reagent Kit )
UMMYHOXEMUTOMUHECLEHTHBIM METOLOM B Kit)

CbIBOPOTKE U M/ia3Me KPOBW Ye/oBeKa Ha
NMMYHOXMUMMYeCKnX aHanusartopax Alinity i
"CMYV aHTtutena IgM PeareHTbl (Alinity i CMV
IgM Reagent Kit)"

Alinity i CMV Kannbpatop ans obecneyeHus npaBunBHbCTM CMV aHtutena IgM
IgM Calibrator KauyeCTBEHHOro onpefeneHna aHTUTEN Knacca Kanné6patop (Alinity i
IgM K umTOoMeranosmnpycy CMYV IgM Calibrator)

NMMYHOXEMUNIOMUHECLLEHTHBIM METOA0M B

CbIBOPOTKE 1 Nna3Me KPOBM YENOBEKA Ha

NMMYHOXUMUYECKNX aHannsatopax Alinity i
1 ,"CMV aHTuTena IgM Kanubpatop (Alinity i
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CMV IgM Calibrator)"

Alinity iCMV  KoHTposbHble MaTepuanbl Ast NOATBEPXAEHUS  CMV aHTuTena IgM

IgM Controls BOCMNPOM3BOAVMOCTY U NPaBUIbHOCTU KOHTpOnbHbIe
KayeCTBEHHOr0 OnpejeneHns aHTUTeN Knacca maTepwuanbl (Alinity i
IgM K unToMeranoBupycy CMV IgM Controls)

NMMYHOXEMUTIOMWUHECLEHTHBIM METOL0M B
CbIBOPOTKE 1 Na3Me KPOBU YesioBeKa Ha
NMMYHOXUMMYECKNX aHanusatopax Alinity i
"CMYV aHTtutena IgM KoOHTpO/bHbIE MaTepuasbl
(Alinity i CMV IgM Controls)"

# Title Number of
pages

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

2 WHCTpyKumsa no npumeHeHnto CMV aHTutena IgM Kannbpatop (Alinity i 5

CMV IgM Calibrator) ¢ MPUJIOXXEHVNEM pgnsa Poccum.

Signed: U I Date:

Celine Curran,

Regulatory affairs specialist,

Abbott Ireland Diagnostics Division,
Finisklin Business Park,

Finisklin,
Sligo,
Ireland
>Udoatt Iroland Olagnoctict Division
'‘Au orised’ H 1
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Alinity |
CMV IgM Calibrator

Created August 2016.

NAME
Alinity i CMV IgM Calibrator (also referred to as CMV IgM Cal)

INTENDED USE

The Alinity | CMV IgM Calibrator is for the calibration of the Alinity

i analyzer (reagents, calibrator 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 | CMV IgM reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

|cal|l 1contains recaloified human plasma reactive for anti-CMV IgM.

Preservatives: ProClin 950 and sodium azide.
The calibrator is at the following target concentration:
Antl-Cytomegalovirus IgM

[index!
Calibrator ~ Quantity s/co
1x3.0ml 1.00

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

STANDARDIZATION

The value of the Alinity i CMV IgM Calibrator is determined against
internal reference calibrators.

PREQ/\AUTIONS

e For In Vitro Diagnostic Use
Safety Precautions

AUTION: 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 calibrator 1 is reactive
for anti-CMV IgM and nonreactive for HBsAg, HIV-1 RNA or
HIV-1 Ag. anti-HIV-1/HIV-2 and anti-HCV.
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CMV IgM
07P4401

G71174R01
S7P440

The following warnings and precautions apply to lcalli |

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

P302-MP352  IF ON SKIN: Wash with plenty of water.

P333-MP313 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

¢ This product is liquid and 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
Temperature Storage Time
Unopened 2to 8C Until expiration
date
Until expiration Store tightly capped with
date new replacement cap.

Additional Storage
Instructions

Opened 2to 8'C
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 Pararneter 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,

a.Abbott



INSTRUMENT PROCEDURE

¢ Caiibrator lots may be configured using the bar code iabel on the
calibrator carton.

*  For information on contiguring callbrator data, refer to the Alinity
ci-series Operations manual, Section 2.

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

QUALITY CONTROL PROCEDURES

A single sample of sach control lovel must be tested 1o evaluate

the assay calibiation. Ensure that assay control values are within

the ranges specified in the reapective controt package inseri,

For information on ordering cantrols, refer 10 the Alinkty ci-series

Operations Manual, Section 5.

Once a calibration is accepted and stored, ail subsequent samplea

may be tested without further calibration uniess:

¢ A reagent kit with a new kit number is used.

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

¢ [t siatistically-based quality control kmits are not available then
the calibration should not exceed a 30-day limit for recalibration
frequency.

This assay may raquire recalibeation after maintenance to critical

parts or subsysteme or after service procedures have besn

performed.

For additional Information refer to the assay reagent package insert

and the Alinity ci-series Operations Manual.

INDICATIONS OF INSTABILITY OR DETERIORATION

Imtability or deterioration should be suspected if there are

precipitates, visible signs of leakage, turbidity, if calibration dosa

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

Operations Manual criteria, or if controls do not mest the appropriate

criteria.

BIBLIOGRAPHY

1. US Department of Labor, Occupational Sajety and Health
Administration, 20 CFR Part 1910.1030, Bloodhome patitogens.
2. US Depariment of Health and Human Services. Siosalely in

Microbiological and Biomedical Laboratories, Sth ed. Washington, DC:

US Government Printing Office; December 2009,
3. World Health Organization. Laborakvy Biosafety Manusl. 3rd ed.
Ganeva: Warld Heakh Organization; 2004,
4. Clinicel and Laboratory Standards Institute (CLSH). Protecon
of Laboratory Workers From Occupstionally Acquired infections;
wgwma&mmm.
PA: CLSI; 2014,

Nots for number formatting:

* A space is used as thousands separator {example: ¥0 000
specimens),

e A period is used to separate the intager part from the fractionsl
part of & number written in decimal form (example: 3.12%).

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

Key to Symbols
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EE Consult instructions kv use

‘ Manufactures

_,if Temperature Kmitation

8 Use by/Expiration date

|

Cadibeator 1

[cx] Control Number

[Goms] Concentration

Contains Sodium Azide. Contact
with acids kberates very toxic
gas.
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Device

o) Lot Number
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ADDENDUM
to the Instruction for Use Alinity i CMV IgM Calibrators 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 Calibrator - 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

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 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/cm3
pH-value at 20 °C;

Calibrator 1: 7,3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

MATERIALS OF ANIMAL/HUMAN ORIGIN

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



Materials of anirnal/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.

CALIBRATION

For instructions on performing a calibration, refer to the Aiinity ciseries Operations Manuai, Section 5.

Each assay control must be tested to evaluate the assay calibration. Once a caiibration is accepted and stored, ail subsequent samples
may be tested without further calibration uniess:

* 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 this 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.

MATERIALS REQUIRED BUT NOT PROVIDED

« Aiinity i CMV IgM assay file

* 07P4401 Aiinity i CMV IgM Reagent Kit

. 07P4410 Aiinity i CMV IgM Controls or other control material
* 06P 1160 Aiinity Trigger Solution

* 06P1265 Aiinity Pre-Trigger Solution

* 06P1368 Aiinity i-series Concentrated Wash Buffer
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Alinity |
CMV aHTuTtena IgM KanubpaTtop
(Alinity i CMV IgM Calibrator)

Pepakums: asryct 2016 r.

HANMEHOBAHWE (CokpalieHHoe)

CMV aHTtnTena IgM Kanu6parop (Alinity | CMV IgM Calibrator)
(Tawke BcTpeyaeTca no TekcTy: CMV IgM Cal)

HA3HAYEHWE

CMV aHTtuTena IgM Kanuéparop (Alinity i CMV IgM Calibrator)
npefHasHavaeTca Ans kannbposku aHanusatopa Alinity |
(peareHTOB, KasnmMbpatopa 1 CUCTeMbl) NPU Ka4eCTBEHHOM
onpegeneHnn aHtuTen IgM K LMTOMEranoBunpycy B CbIBOPOTKE U
nnasme KpoBu YesioBeka.

[lononHUTeNbHY0 UHOPMALMIO CM. B UHCTPYKLMUW N0 NPUMEHEHUIO
K COOTBETCTBYIOLLLEMY peareHTy u PykoBOACTBE MO 3KCnyartaluu
Alinity ci-series.

COJOEPXWUMOE

ICAL1L lcofepXnT pekasibLHNPOBaHHYIO Niasmy KpoBW YesioBeka,
peakTuBHy0 Ha aHTU-CMV IgM. KoHcepsaHTbl: ProClrin 950 u a3ng
HaTpusi.

Kanmbpatop vMeeT cnefyolyio LienesByto KOHLEeHTpaLmio:

Anti-Cytomegalovirus IgM

Kannépatop KonuuyecTtso S/ICO
1X3.0 ml 1.00

HEOBXOANMBbIE, HO HE MPEAOCTABNAEMBbIE
MATEPWANDI

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

CTAHOAPTU3ALMNA

3HaueHns CMV aHTuTena IgM Kanub6patopa (Alinity | CMV IgM
Calibrator) cooTHeceHbl CO 3HAUEHUSMU BHYTPEHHUX pediepeHCHbIX
KambpaTopos.

MEPbI NMPEAOCTOPOXHOCTU

[rén,
e [ns gnarHocTtukm In Vitro

Mepbl NpesocTopo>KHOCTU

A,BHI/IMAHI/IE: [aHHbIN NPOAYKT COAEPXUT NOMYyYEHHbIe
OT yenoBeka U/MNU NOTeHUMaNbHO NHAEKLMOHHbIE KOMMOHEHTBI.
Cwmotpute pasgen COLEPXXWMOE pgaHHOW MHCTPYKUMM No
npuMeHeHnto. HM 0anH M3 N3BECTHbIX METOAO0B TecTMpOBaHUA
He MOXEeT rapaHTMpoBaTb, YTO MaTepuasibl, NOSyYeHHblE OT
4yenoseka, WM WHaKTVBMPOBaHHbIE MUKPOOPraHn3mbl He
nepeHocaT nHdekumio. MNMoatomy Bce maTepuasbl, NoNyyYeHHble
OT YenoBeka, cneayer cunTaTb NOTEHLMaTbHO UHDEKLMOHHBIMU.
PekomeHayeTca obpaliatbca ¢ peareHTamMn 1 obpasuamu,
nosly4eHHbIMN OT YenoBeka, B COOTBETCTBUM co CTaHAapToM Mo
0o6paLleHnio ¢ reMOKOHTaKTHbIMY naTtoreHamu, paspaboTaHHbIM
Ynpasnexnvem CLUA no oxpaHe TpyAa W NpOMbILLIEHHOM
rurneHe (OSHA). Mpu paboTe ¢ MaTepnanamu, cogepxaliumm
VN NPeANoNOXMTENIbHO COAEPXaLlUMMN NHAEKLMOHHbIE areHTbl,
cnepyeT cobnogaTtb npasuna 6MoNornyeckoin 6esonacHocTu,
YPOBeHb 2, UK ApyrMe COOTBETCTBYIOLME NpaBuia
6uonoruyeckoli 6esonacHocTin. A"
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CMV IgM

[sg 07P4401
G76252R01

S7P44R

Martepuansbl, NonyyYeHHbIe OT YesioBeKa, MCNo/b30BaHHbIe B
Kanuépatope 1, peakTuBHbl Ha aHTU-CMV IgM 1 He peakTuBHbI
Ha HBsAg, HIV-1 RNA nam HIV-1 Ag, aHtu-HIV-I/HIV-2 n
aHTN-HCV.

Cnegytolime npeaynpexaeHns 1 Mepbl NpegoCTOPOXHOCTH
OTHOCATCS K: [catli |

b

MPEAYNPEXAOEHVE CopepXuT MeTUnn3oTnasonoH u asug,

HaTpus.

H317 MoxeT BbI3blBaTb a/1l/IEPrUYECKY0 KOXHYIO
peakuuio.

EUH032 Mpun KOHTakTe ¢ KucnotTamy obpasyercs
BbICOKOTOKCMYHbIN ras.

MpepoTBpaLleHve

P261 M3beraTb BAbIxaHWs TymaHa/napos/
asposoneil.

p272 He BbIHOCUTb 3arps3HEHHYH0 ofexay C
pabouyero mecra.

P280 Monb3oBarbes 3alWUTHbIMK NepyaTkamu/
3alWmnTHON oaexaoli/cpeacTBaMun 3aLUmTbl
rnas.

PearvpoBaHve

P302+P352 MNP NOMAJAHUN HA KOXXY: MpoMmbITb
60/bLUMM KONMYECTBOM BOfpbI.

P333+P313 Mpy pasgpakeHnn KoXu 1Uan nossiaeHun
cbinu: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpsA3HEHHYI0 ofexay W BbICTUpaTb
ee nepep nocneyowmm MCMNob30BaHNEM.

Ytunusauymsa

P501 YTunusupyiite cofepxmmoe/KoHTelHep B

COOTBETCTBUM C CaHMTapHbIMKU HOpMamm
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e30nacHOCTM JOCTYMHbI Ha caiite
www.abbottdiagnostics.com w1 y mectHoro npeacrasutens.
Moapo6Hy0 MHopMaLMo 0 HEOBXOAMMBIX Mepax
npefoCTOPOXHOCTM MpU paboTe C aHaIM3aTopoM

cMm. B PykoBoacTtse no akcnnyataummn Alinity ci-series, Pasgen 8.

NnoArOTOBKA K NCMOJNIb3OBAHUIO

* [laHHbI NPOAYKT MOCTaBMAETCA B XMAKOM BWAE U rOTOB K
1CNOoJIb30BaHMIO.

*  [laHHbI NPOAYKT MOXET MCNO/b30BaTbCA HEnocpeAcTBEHHO
nocne n3BfeYeHNs N3 MecTa XpaHeHus ¢ Temnepatypoin 2 - 8'C.

* llepep KaxabiM MCMOMb30BaHNEM MepemellvBalite, akkypaTHO
nepesopaunBast piakoHbl.

AbboU



XPAHEHUE
* He ucnonb3yiite nocne OKOHYaHWA Cpoka rofHOCTY.

MakcmanbHoe [onosHUTEeNbHbIE
Temnepatypa Bpems VHCTPYKUMX MO

XpaHeHus XpaHeHus XpaHeHWo
HeBckpbITbii 2 - 8'C [lo0 OKOH4YaHuA

donakoH CpoKa rogHocTu

BcKpbITbI 2-8C [0 OKOHYaHWs  XpaHUTb BO
donakoH CpoKa rofgHoCTU (oakoHax, naoTHO

3aKpbITbIX HOBbIMU
3aMeHsieMbIMU
KpbILLKaMM.
MomectnTb B
XO0N0AWNBbHUK Mocne
MNCMNO/b30BaHUS.

CucTtema oTcnexmuaeT CTabubHOCTb NPY UCNONb30BaHUN -
nepuog, BpemMeHun, B TeUeHMe KOTOPOro KannbpaTop HaxoauTcs
BHE X0N104WNbHUKA Ha 6opTy aHanmusaTopa. Cuctema He NO3BONUT
Mcnonb3oBaTb kannbparop, ecnm nepuog ctabunbHoOCTH

npy “Cnonb3oBaHUM ncTek. CM. MakcyMasibHoe 3HaveHue
CTabunbHOCTM NpX UCNOMb30BaHUKN B OTYeTe “MNMapameTpbl
TecToB". [JJONOMHUTENBHYIO MHGOPMaLMIO O CTabubHOCTU Npu
Mcnonb3oBaHuM kanubpaTopa cMm. B PyKoBOACTBE MO 3Kcnnyatauum
Alinity ci-series. Pasgen 5.

[lononHUTeNbHY MHAOPMaLMIO O BbIBOAE NapamMeTpoB TecToB

Ha neuyatb cM. B PykoBoacTBe no akcnayatauum Alinity ci-series.
Paznen 5.

NMPOLUEALYPA PABOTbl HA AHANNTN3ATOPE

« [MapameTpbl cepun kannéparopa MoryT BBOAUTLCS MPU MOMOLLM
LITPUXKOLA Ha ynakoBke kanmbpatopa.

e WHcbopmaumio 0 HacTpolike napameTpoB kannépartopa cM. B
PykoBoacTe no akcnnayatauumm Alinity ci-series. Pasgen 2.

e WHchopmaumio o 3akase u 3arpyske KasmbpatopoB B cucTeMy
cM, B PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 5.

NMPOLEAYPbl KOHTPOIA KAYECTBA

[na oueHkn kanmMbpoBKky TecTa HEO6XOAMMO MPOTECTUPOBaTL MO

O[JHOMY KOHTPOJII0 KaX/0ro ypoBHs. Y6eauTecb, 4To 3Ha4YeHUs

KOHTPOJIEH HaxofsATCs B Npefenax AuanasoHa fonyCTUMbIX

3Ha4YeHWl, yKazaHHbIX B COOTBETCTBYIOLEN MHCTPYKL MK

no npumMeHeHuto. MHopmaumio 0 3aKka3e KOHTposnell cM. B

PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 5,

Mocne NPUHATAA N COXpPaHeHUs pes3ynbTaToB Ka/MbpoOBKM TecTa BCe

nocnegywoume obpasLbl MOXHO TECTUPOBaThL 6e3 npeasapuTenbHoi

KasIMbpoBKK, KpOMe Tex CyyaeB, Korga:

* Mcnonb3yetca Habop peareHTOB C HOBbIM HOMEPOM CEpPUH,

* PesynbTatbl exe[HEBHON npoueaypbl KOHTPONSA KavecTBa
HaxogATcsA BHe CTaTUCTUYeCKn 060CHOBaHHOMO AuanasoHa
KOHTPONA KayecTsa, UCMOJ/Ib3yeMOro /1l MOHUTOPUHIa U
KOHTPO/A pabounx xapakTepucTuK CUCTEMbI, KaK yKasaHo B
pa3gene “Tpoueaypbl KOHTPONS KayecTBa" MHCTPYKUUM MO
NPYMEHEHNI0 K COOTBETCTBYIOLLEMY peareHTy.

* Ecmm ctatnuctnyeckn 060CHOBAHHbLIN AvanasoH 3HadYeHui
KOHTPONSA HeAOCTYNeH, TO Nepuos Mexay Kannbposkamu He
[omkeH npesbiwatb 30 AHeN.

MoxeT noTpeboBaTbCsi NOBTOPHas kannbpoBka TecTa nocne

npoLeaypbl TEXHUYECKOTO 06CAYXNBaHUA OCHOBHbIX YacTeli

CUCTEMbI U €e KOMMOHEHTOB WU NOc/ie NPOBeAeHNs CEPBUCHbIX

npoueayp.

[oNoNHUTENbHYIO MHAOPMALMIO CM. B MHCTPYKLMKU MO NPUMEHEHUIO

K COOTBETCTBYHLLEMY peareHTy u PykoBoacTBe MO 3KchayaTauum
Alinity ci-series.
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MOKA3ATENN HECTABUIBHOCTW NN MOPYN
MokasaTtensiMm HecTabunbHOCTU WK MOPYM CAYXaT 0CafoKk,
BUAMMbIE Criefibl NPOTEYKM, 3aMyTHEHHOCTb, HECOOTBETCTBYE
Ka/IM6POBKM KPUTEPUSAM, YKasaHHbIM B UHCTPYKLWK MO NPUMEHEHU0
n/vnn PykoBoacTBe no akcnayaTauum Alinity ci-series, nm
HecoOTBETCTBME KOHTPO/EN YCTaHOB/IEHHbIM KPUTEPUSIM.

BUBNTNOIrPA®UA

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.
US Department of Health and Human Servioes. Biosafety in
Microbiological and Biomedical Laboratories. 5th ed, Washington, DC:
US Government Printing Office; December 2009.
World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.
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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* B kauecTBe pasfenuTens TbiCA4 UCMONb3yeTca Npoden
(npumep: 10 000 06pa3LioB).

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

Mcnonb3yemble CUMBO/bI
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ABTOpPM30BaHHbI NpeacTaBUTENb U3rOTOBUTENSA Ha TeppUTOpUn
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MNMPUNOXEHWNE

K MHCTPYKUMK no npuMmeHeHnuio CMV aHtutena 1aM Kanubpatopsbl (Alinity i CMV IgM Calibrators) ansa Poccun

YCNOBUA TPAHCMNOPTUPOBKW n XPAHEHUA

M3penue pekoMeHayeTcs TPaHCNOpPTUPOBaTh W XpPaHWUTb Npu TemnepaType 2-8°C. MeAULMHCKUE U3AeNNst AOMKHbLI XPaHWUTCS B
XOMOANNBHBIX KaMepax Wan B X0NOAUIbHMKAX, 06eCneunBatoLnx pernaMmeHTUpOBaHHbI TEMNEPaTYPHbI PeXnM C exesHEBHOM
perucTpauuein TemnepaTypbi,

TpaHcnopTMBKa [O/MKHA OCYLLEeCTB/ATLCS B TEPMOKOHTENHEpax 04HOPA30BOr0 MoJb30BaHUs, COAEPXKALLMX XNaL03/1eMEHTbI, UK B
TePMOKOHTEHEpPaxX MHOTOKPATHOTO NPUMEHEHUSI C aBTOMATUYECKM NOAAepXMBaeMoi TeMnepaTypoii UM B aBTopedpuxeparopax ¢
UCMONb30BaHNEM TePMOVNHANKATOPOB.

N3penve octaeTcss CTabubHbIM 40 OKOHYAHUS CpoOKa rogHoCTu, yKasaHHOro Ha ynakoBke.

Mpyu TPAHCMOPTUPOBAHUM C HapyLUeHMeM TeMNepaTypHOro pexuma usgenve He NoAexuT NpuMeHeHno. TpaHCnopTUpoBKa
oCylLecTB/SeTCA BCEMMU BUAAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBUM C NpaBUiaMu NepeBo3ku rpy3os,
LEelCTBYIOWMMU Ha KaXAOM BUAe TpaHcnopTa.

TAPAHTUAHLIE OBA3ATENBCTBA

MponssoauTesnib rapaHTUpyeT, YTo Npu NPaBuUIbHOM XPaHEHUN U 06paLLI,eHVIVI n3genune octaeTcs CTabuibHbIM 40 UCTEYEHUS Cpoka
rogHocTN. MakcumasnbHbIi CpOK rogHocTu:

emy aHtutena laM Kanub6patop (Alinity | CMV IgM Calibrator) - He 6onee 7 mecsiues ¢ faTbl NPOM3BOACTBA;

CpOK rof/HOCT! OCHOBHOI Cepun Kaxaoro MeguumnHckoro mnsgenus: CMV aHtutena IgM PeareHTbl (Alinity i CMV IgM Reagent Kit), CMV
aHTuTena IgM Kanubpatopsl (Alinity i CMV IgM Calibrators) 1 CMV aHTutena IgM KoHTponbHble MmaTepuasnsl (Alinity i CMV IgM
Controls) OCHOBHOI cepuy onpesensisin no KOMMNOHEHTY Habopa C MUHUMAsIbHBIM CPOKOM TO4HOCTM.

N3penve, xpaHuBLUEECS C HapyLLEHWeM pernaMeHTUPOBAHHOIO NPOM3BOAUTENEM peXuma, NPUMEHEHNIO He NOANEXNT (B
cooTBeTcTBUN ¢ TOCT P 51088-2013).

TEXHWYECKOE OBCNYXWUBAHUE
He TpebyeTcs.

TEKYLWMNA PEMOHT
He TpebyeTcs.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAMUMHCKOE U3AENVE
EN ISO 9001
1SC113485

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

MOTEHUWANBHLIA MONb30BATE/b

Tect CMV aHtutena IgM (Alinity i CMV IgM) npegHasHayeH 415 MCNOMb30BaHUA B Pa3/IMYHbIX KMHUKO-1ab0paToOpHbIX YCI0BUSIX,
BK/touas, 6e3 orpaHnyeHus, 60nbHNLbI U KOMMepUyeckue nabopaTopumn, nNepcoHan KoTopbix npowen obyyeHre no UCnosib3oBaHU
aHanusaTopa Alinity i.

MH®OPMALNA O HAIMYMN B MEAVLWNHCKOM N3AENVN NEKAPCTBEHHOIO CPEACTBA
He cogepxwur,

CTEPWU/IBHOCTb
MocTaBnsieTcsi B HECTEPUILHOM BUae. CTepunusauns nepes npuMeHeHmem He Tpebyetcs.

MH®OPMALINA O BOSMOXHOCTWM NMOBTOPHOIO NPNMEHEHNA
He noAnexuT noBTOPHOMY MPUMEHEHWIO.

TEXHUWYECKUE XAPAKTEPUCTUKN

MnotHocTb npu 20 °C:
Kanun6patop 1: 1,028 r/cT3
3HaueHue pH npu 20 °C
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»

Kanun6patop 1. 7,3

CBELEHVA OB W3BECTHbIX OFPAHUYEHUAX MO COBMECTHOMY MPUMEHEHUIO MEAULUWHCKUX W3LEAUM MO
HA3HAYEHWIO

OTCyTCTBYIOT.

MATEPWA/bI XXNBOTHOIO/MENNOBEYECKOIO MPOUNCXOXAEHNA

MaTepuasnbl XWBOTHOTO MNPOUCXOX/EHUS NPOBEPEHbl W pUCKW NpuMeHeHns MW ykasaHbl B [acnopte 6e3onacHocTu. [lacnoprta
6€e30NacHOCTU MOXHO HaliTW Ha caiiTe www.abbottdiagnostics.com nnn obpaTutecb kK MECTHOMY NpeacTaBuTeNto.

NMOKA3AHWNA K NMPUMEHNIO
He npumeHunmo.

NPOTUBOMOKA3AHWA K MPUMEHEHUIO
He npumeHumo.

KATMBPOBKA

VHCTpYKLMKM O NpoBeAeHMN KannbpoBku cM. B PykoBoacTBe no akcnayatauum Alinity ci-series, Pasgen 5.

[na oueHkn KannbpoBKkM TecTa HeO6X0AMMO NPOTECTUPOBATL BCE KOHTPO/N.

Mocne NPUHATUSE N COXPaHeHNs pe3ynbTaToB KanM6GpoBKM BCe nocneayouine obpasibl MOXHO TeCTUpoBaTb 6e3 npesBapuTenbHON
KannGpoBKK, KPOMe TexX CyyaeB, Koraa:

* Vicnonb3yeTtcs Habop peareHTOB C HOBbIM HOMEPOM CEPUN.

* Pe3ynbTartbl eXefHEeBHOM Npoueaypbl KOHTPOMS KauyecTBa HaxoAATCs BHE CTaTUCTUYECKM OGOCHOBAHHOIO Auana3oHa KOHTPONs
KauyecTBa, WCMOMb3YEMOrO A1 MOHUTOPUHIA W KOHTPOAS paboumx XapakTepucTWK CUCTeMbl, Kak ykasaHo B pasgesne "Mpoueaypsi
KOHTPO/ISI KauecTBa" COOTBETCTBYIOLLEN UHCTPYKLMW MO NPUMEHEHWIO K PeareHTy.

— Ecnu ctatuctuueckn 060CHOBaHHbIW Ananas3oH 3HauYeHUii KOHTPOA HeJOCTYNeH, TO Nepuog Mexay kannbposkamu He
[o/KeH npesblwaTh 30 AHEN.

MoxeT noTpe6oBaTbCA NOBTOPHAs Kafk“GpoBKa TecTa nocne npoueaypbl TEXHNYECKOro 06CNYXNBaHNA OCHOBHbIX YacTei
CMUCTEeMbl UM ee KOMMNOHEHTOB MM NOCNe NPOBEAEHUss CePBUCHbIX npoueayp.

HEOBXOAWMBIE, HO HE NMPEAOCTAB/IAEMbIE MATEPUANbI
« Alinity i CMV IgM dpalin Tecta

* 07P4401 CMV aHTutena IgM PeareHTbl (Alinity i CMV IgM
Reagent Kit) '

*« 07P4410 CMV aHTuTena IgM KoHTposnbHble matepuans (Alinity i
CMV IgM Controls)

« 06P1160 PactBop Tpurrepa (Alinity Trigger Solution)

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

* 06P1368 KoHLeHTpUpOBaHHbI npombiBatoLwnii 6ydep (Alinity
i-series Concentrated Wash Buffer)

WHpopmaunio 0 maTepnanax, Heo6xoanMbIX ANs
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Jjbott Irelancd D**K|nottlc$ Division
Firfexijis Park

Siigo

County Sngo

Iwland

SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH

A Authorised Official

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



3660TT VMpnaHansa [JunarHoctnyeckoe T: +353 719156200
noapasgeneHuve
PuUHUCKNUH BbusHec lMapk,
Cnaiiro, NpnaHaus

MoanucaHo: /noanuncaHo/ Jarta: 29 mas 2019r.

CenuH KroppaH (Celine Curran),

CneuunanncT no HOPMaTUBHO-NPABOBOMY PErynMpoBaHNIO
2660TT VpnaHauns,

JdwnarHoctunyeckoe nogpasgeneHue

®uHUCKNMH BusHec Mapk,

®uHucknuH, Cnaiiro, NpnaHgmsa

/MevyaTb: 9660TT MpnaHans,
[dunarHocTuyeckoe nogpasfeneHume
®uHNCKIMH busHec Mapk,

Cnaiiro

Wpnangunsal/

/MeyaTb: TOPFTOBAAMANATA C/TAVATO (MHK)
3ABEPEHHbIN CEPTU®UKAT O MPOUCXOXAEHWNIA/

/MeyaTb: TOPTOBAAMANATA CNAUTO (MHK)
NMNOANTNHHOCTb 3ACBUAETENLCTBOBAHA JOEPOCOBECTHO
YnonHomo4eHHoe nuuo /nognucardo/ 29.05.2019 r./

/MopanucaHo/ 29 mas 2019 .

CrpaHunua 2

PykosoguTenu; bpaitaH b. Mop (Brian B. Yoor), Mon I. XenHecn (Paul G. Hennessy), feknaH [Ix.
Byac (Declan J. Woods)
KomnaHns 9660TT AilpnaHg VIHKoprnopeliTeq Ha BepMyACcKUX ocTpoBax

MepeBog C aHINIACKOTO A3blKa Ha PYCCKMIA A3bIK BbINONHEH MEPEBOAUYNKOM
LLaTHeBbIM Vnbein AnekceeBnyem
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Poccuiickas ®epepauumsa. ropog Mocksa.

MAaTOoro NMOHA 4Be ThICAYN AeBATHaALATOro roga.

A, baxTapase 3nbmupa KOpbeBHa, HOTapuyc r. Mocksbl, CBUAETENLCTBYIO MOAJMHHOCTD
nognucy nepesofuvka LWartHesa Wnbn Anekceesnya.

Moanuch caenaHa B MOEM MPUCYTCTBUM.
JInyHOCTb MoANMcaBLIEro JOKYMEHT YCTaHOB/EHa.

3apernctpupoBaHo B peectpe: Ne77/52-H/77-2019-N
B3bickaHO Mo Tapudgy 100 py6.

YnnadyeHo 3a okazaHue ycnyr NnpaBoBOro U TEXHUYECKOro Xxapakrepa: --

2.10. baxTaase

Bcero nmpoLuHypoBaHo, NpoHyMepoBaHo
W CKpenneHo neyarbto.... MM ..amcet..nMh
Horapuyc

ﬂpOUJMTO B KO/1M4eCTBe JINCTOB
«_M» 2019 ropa

[OvpekTtop HanpasneHuna3/LWH1yeckre nccnegosaHms”
000 «/HBUTPO>:

4. 3. HoBuKoBa
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