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NHCTPYKUMS MO NPUMEHEHWIO

Kannbpatopsl 4ns o6ecneyeHns NpaBnIbHOCTWN Ka4eCTBEHHOTO M MONYKONNYECTBEHHOTO
onpeaeneHns aHTuTen knacca IgG K LMTOMEeranoBupycy MMMYHOXEMUTHOMUHECLLEHTHbLIM
MeTOJ0M B CbIBOPOTKE W Na3Me KPOBM YeNl0BEKA HA UMMYHOXMMMUYECKMX aHanu3aTopax Alinity
i "CMV aHTuTena IgG Kannbpatopsl (Alinity i CMV IgG Calibrators)",

npoussoAacTBa 9660TT VpnaHgus, AnarHocTuyeckoe nogpasgeneHune, MpnaHaus

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



Abbott Ireland Diagnostics Division, T + 353 71 9168200
Finigklin Businass 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, Ceymn Keppan, Criesanuct 1o TeXHWMECKOMY peryHpopasuio, 266oTr
JuarnocTiueckoe [loapasaenenne Upnannusa, ®unucknus busnece INapk, Cnaitro,
Wpnanaus (Celine Curran, Regulatory affairs specialist, Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland), HacTosmumM yaocToBEpAIO, YTO NpHNaraeMeie
OOKYMEHTEI B HIKENpPUBEASHHOM 00LeMe CTpaHHIL, ABNAIOTCA HHCTPYKUHAMHU 110
NPHMEHERHIO. DTH JOKYMEHTHI MONHOCTBHIO COOTBETCTBYIOT PAKTHUECKOH JOKYMEHTAlMH
NPOH3BOAMTEINS.

HuCcTpyKuMg 1o npHMeHeHN1o Ha Meaunuuckoe uaaeane (Insert for medical device):

KaauGpaTopsi ans ofecnedens npasmwibHOCTH KAYECTBEHHOTO K
NOAYKOJIHYECTBEHHOTO ofipee/ieHus aHTHTed Kiaacca IgG k unromeranoBupycy
HMMYHOXEeMHJIIOMHHECIIEHTHBIM METO0M B CHIBOPOTKE H ILIA3Me KPOBH 36JI0BEKa Ha
MMMYHOXHMHYeCKHX anaansaTopax Alinity i "CMYV antutena IgG KaanOpaTopsi
(Alinity i CMV IgG Calibrators)"

[lo TeKcTy MHCTPYKIIHH BCTPEHalOTCA BApHAHThl HAUMEHOBAHHIt MeIUITHHCKUX H3aeuit,
NpHBECHHEIC B Tab/mlie HHXE, KOTOphIE ABNAIOTCA CIIPABEUIMBBIMHM H PaBHOIHAUHBIMU
(Technical File includes the followings true and equivalent short names of medical devices

listed in table):
Hanmenopanne | HammeHoBaHue MeAHIIMHCKOrO M3J€NMA Ha CoxkpaineHHoe
Ha QHFNMHACKOM | PYCCKOM H3bIKe HaMMeHOBaHHe
A3bIKE
Habop peareHTOB AN KaYeCTBEHHOIO H CMYV auturena IgG
Alinity i CMV NOTYKOJHYECTBEHHOTO ONpeeICHUA aHTHTEN PearenTs! (Alinity i
1gG Reagent Kit' | Kiacca:1gG & WHYOMBIRIRRHDYSY. )o51 ;- CMV IgG Reagent
HMMYHOXEMHIIOMHHECLIEHTHLIM METOJIOM B Kit)

CHIBOPOTKE H TifasMe Kb yendsekw il
AMMYHOXHMHUYECKHX aHanu3aTopax Alinity i
"CMYV auturena IgG Pearentst (Alinity i CMV
IgG Redgent-Kit)"

Alinity i CMV | KaymGparops! s1a obecneuexns npasunsHocTh | CMV anturena 1gG
IgG Calibrators | Ka4ecTBEHHOro ¥ NOTYKOIHYE HHOFQ . . - Kanu6paropst (Alinity
Olpenenenns mmé’en?m e, v baiw| i CMV IgG
LHTOMETANOBHPYCY M~ * A Lo Calibrators)
MMYHOXEMITIOMHHECLICHTHEIM METQIOME . :
CHIBOPOTKE ¥ IIA3Me KPOBH YSOBERA Ha | ot
HMMYHOXHMHYECKHX aHANU3aTOpax Allmty i
"CMYV aurarena IgG KanuGparopsi (Alinity i

Divectors: Brian B. Yoor, Psul G. Hemmessy, Declan J. Woods ’ Abm
Abbott Ireland Incosporated in Bermuda
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CMV IgG Calibrators)"

Alinity i CMV KOHTpO/IbHbIE MaTepuanbl Ans NOATBEPXAEHUS  CMV aHTuTena IgG

IgG Controls BOCMPOM3BOAMMOCTMN W NPaBU/IbHOCTY KOHTpoONbHbIE
Ka4eCTBEHHOr0 1 NONYKONNYECTBEHHOTO maTepuansl (Alinity i
onpefeneHns aHTuTen knacca IgG k CMV IgG Controls)
UMTOMEranoBmpycy

NMMYHOXEMUIKOMUHECLEHTHBIM METOAOM B
CbIBOPOTKE M Nja3Me KPOBM YeN0BEKA Ha
NMMYHOXUMUYECKNX aHanmzaTopax Alinity i
"CMV aHtutena IgG KoHTpoNbHbIe MaTepuabl
(Alinity i CMV IgG Controls)"

Cocras:
Title Numberof
pages
1 Insert for the Alinity iCMYV IgG Calibrators with ADDENDUM for Russia. 4
2. MHCTPYKLUMS no npuMmeHeHunto CMV aHTutena IgG Kanunbpatopbl (Alinity i 5

CMV IgG Calibrators) c MPUNOXEHWEM pgnda Poccun.

Signed: | jL | Date:2T

Celine Curran,

Regulatory affairs specialist,

Abbott Ireland Diagnostics Division,
Finisklin Business Park,

F:nisk“n’ SUGO CHAMBER OF COMMERCE (INC)
Sligo,
Ireland CERTIFIED CORRECT IN ALL GOOD FAITH

I_WH: Authorised Offictal

powilysego

Abbott
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Alinity i
CMV IgG Calibrators

Created October 2016.

NAME
Alinity i CMV IgG Calibrators (also referred to as CMV IgG Cals)

INTENDED USE

The Alinity i CMV IgG Calibrators are for the calibration of the
Alinity i analyzer when used for the qualitative detection and
semi-quantitative determination of 1gG antibodies to Cytomegalovirus
in human serum and plasma.

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

CONTENTS

|calla| contains recalcified human plasma and lamb serum.

Icallbl. ICALIPI are reactive for anti-CMV IgG and contain

recalcifled human plasma.

Preservative: Sodium azide.

The calibrators are at the following target concentrations:
Anti-Cytomegalovirus 1gG

Calibrator Quantity (AU/mL)
Icallal 1X3.0 mL 0
ICALIBI 1X3,0mL 100
ICALICI 1X30mL 50.0
Tall? 1X30mL 75.0
Icallel 1X3.0mL 125.0
ICALIFI 1X3.0 mL 250.0

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

STANDARDIZATION

The values of the Alinity i CMV IgG Calibrators are determined
against internal reference calibrators.

PRECAUTIONS
. [in
e For In Vitro Diagnostic Use

Safety Precautions

)I( 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 Calibrator A is
nonreactive for anti-CMV IgG, HBsAg, HIV-1 RNA or HIV-1 Ag,
anti-HIV-1/HIV-2, and anti-HCV,
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CMV IgG
@ 07P4201
G71169R02

S7P420

The human-sourced material used in the Calibrators B through
F is reactive for anti-CMV IgG, and nonreactive for HBsAg,
HIV-1 RNA or HIV-1 Ag, anti-HIV-1/HIV-2, and anti-HCV,

The followino warninos and orecautions aoblv to: Icallal- Icallf|

Contains sodium azide.

EUHO032

P501 Dispose of contents / container in accordance with
local regulations.

Contact with acids liberates very toxic gas.

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.

e Prior to each use, mix by gentle inversion.

STORAGE

« Do not use past expiration date.

Storage Maximum
Temperature Storage Time

Additional Storage
Instructions

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

date new replacement cap.
Return to refrigerated
storage after use.

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

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

INSTRUMENT PROCEDURE

« Calibrator lots may be configured using the bar code label on the
calibrator carton,

« For information on configuring calibrator data, refer to the Alinity
ci-series Operations Manual. Section 2.

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

2 Abbott



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 recaiibration
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

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

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

3. World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004,

4, Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Uforkers 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

Caution
A
Consult instructions for use
oS
Manufacturer
Temperature limitation
i
Use by/Expiration date
ICALIA| Calibrator (A, B, C, D, E, F)
Control Number
CONC 1 Concentration

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

In Vitro Diagnostic Medical
Device

Lot Number

ICONTAINS! AZIDE |

1PRODUCT OF IRELAND | Product of Ireland

fwiF | List Number

Serial Number

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

0843

Abbott Ireland

y Diagnostics Division
Finisklin Business Park
Sligo
Ireland
+353-71-9171712

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

Created October 2016.

©2016 Abbott Laboratories

Abbott



ADDENDUM
10 the (nstruction for Use Alinity i CMV IgG Calibratora for Russia

SHIPPING AND STORAGE CONDITIONS

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

Medical devices must be carried out in single-use thermal containers containing coolant slements, of in reusable thermo containers with
automatically maintained temparature or in refrigerated trucks using thermal indicators.

Device is stable until the explration date indicated on the package. Device is no lengar suitable for usa if shipping temperature kmits
have baen violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping rulss, applicable to the respective type
of transport,

WARRANTY

Manufacturer guarantess that devica remains stable until the expiration date when stored and handied as directed. Manufacturer set the
maximum ahelf iife of

Alinity i CMV IgG Reagent Kit — 12 months from date of manufacturing

The dating of sach Alinity i CMV IgG 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 manufactures’s requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.

LIST OF APPLICABLE STANDARDS
EN ISO 9001
1SO 13485

EN ISO 14971
EN 13641

EN 13812

EN ISO 15223-1
EN 980

EN1SO 181131
EN SO 18113-2
ENISO 18113-3
EN ISO 23640*
EN 150 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;
hospitais and commercial laboratories, whose personnel have been trained to use the Alinity i anatyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION
Madical 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 1,028 g/cm®
pH-value at 20 *°C:

- Calibrator A: 7,2

- Calibrator 8-F; 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.

CALIBRATION

For instructions on performing a calibration, refer to the Alinity ciseries Operations Manual, Section 5.

Each assay control must be tested to evaluate the assay calibration.

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.

-- 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

« Alinity i CMV 1gG assay file

« 07P42 Alinity i CMV IgG Reagent Kit

« 07P4210 Alinity i CMV 1gG Controls or other control material
« 06P1160 Alinity Trigger Solution

« 06P1265 Alinity Pre-Trigger Solution

* 06P1368 Alinity i-series Concentrated Wash Buffer

COLOR AND ODOR
Colorless and Odorless
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Alinity i

- CMV antutena lgQ KannGpatopsi

{AlinRty | CMV IgG Calibrators)

HAVUMEHOBAHUE (Coxpawetinoe)

CMV anturana IgG KannGparopn (Alinity | CMV IgG Callbrators)
(raxone ectpevasTca nNo Texcty: CMV IgG Cals)

HASHAMEHWUE

CMV antuTena IgG Kanwbparopw {Alinity i CMV IgG Calibrators)
NPEAHRIHAMKIOTSA NN KANVEPOBXW ananwuaaTopsa Alinity i npw
KRMOCTESHHOM BLIABNSHUN M NONYKONUHSCTBEHHOM ONPeAENBHIIA
AHTHTEN 195G K LVTOMETANOBUPYCY & CHIAOPOTKS W MNIAING KPOBH
UBNOBSKS.

LIONOAHKUTENLHYIO MHGOPMALIMIO CM. B MHCTPYKLIUH N0 NPUMBHBHWIO
K COOTBETCTRYIOUIEMY PearaHTy 1 PYX0RoACTBS NO SKCMAYATALN
Allnity ci-series.

COAEPXXUMOE

COQOPIKNT PEKANLUWHAPOBARHHYIO NAGIMY KPOBH HeNnoeexa U
CLIBOPOTKY KPOBIH AHEHXA.

[CaL]s] - [CALIF] poaxTueHi HA BHTH-CMV IgG K conepmar
POXANBLNHWPOBAHHNO NNAIMY KPOBM HENOBEKA,

KamGparop  Konwsecrso {AU}mL)
CaLIA] 1x20mL 0
1x80mL 10.0
1x30mt 50.0
1x30mL 760
1x3.0mL 126.0
1x30mL 250.0

HEOBXOAUMBbIE, HO HE NPEQOCTABNAEMbIE

MATEPMWANDBI

o D4R100T 2amMarAeMLIe KPLIWKW AN KanwbpaTopafkoHTPonA
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOQAPTU3ALIUA

3xavenus CMV anturana IgG Kanubparopos (Alinity i CMV IgG
Callbrators) Onpenenss OTHOCHTELHO BHYTPAHHIX PEGOPEHCHLIX
xanubparopoa.

MEPbBI NPEAOCTOPOXXHOCTU

* [l

¢ [np grardocTixi in Vito
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CMV IgG
07P4201
G76254R02
S7P42R

Mepei npenoctopoikioctn

. & BHUMAMME: DanHbii NPOAYKT COAGINMKT NONYHGHHLIG
OT YENO0BBKA W/KIK NOTOHLIMANLHD MHOBKLIMOHHDIS KOMNORSHTbI.
Cmotpre paznen COAEFKUMOE aannon UHOTPYKUW NO
PPWMEHEHNO, HW OVMH K3 HIBBCTHLIX MOTOLOE TOCTUROBANMA
H8 MONST IADBHTUPOBATL, YTO METEPVAND), NOAYYEHHLI® OT
MeN0EeKA, UK NHAKTHBIDOBARHEIS MWKPOORTAHWIMb He
NOPEHOCAT Mndenuuio. MOITOMY BCE MATSPUASD, MONYYSHHLIE
OT YAN0BEKA, CABAYET CUMTATL MOTEHLIMANEHO WHOEOKLIUOHHBIMK,
PexomenayeTca 0EpaIATECA & PBATeHTAMK U 06PAILAMK,
PKVIYIOHHBIMM OT UGNOBBKa, B COOTBETCTBNM GO CTaHpapToM No
06PAWSHUIO € FEMOKOHTAKTHLIMIA NATOTGNaAMM, PAIPAGCTANHDIM
ynpasnauwem CLUA no oxpane TPyaa M NPOMbILINENHOA
ruruene {OSHA). Npu paote ¢ MaTepUanaMy, CORSMKALLIIMK
K NPBANONGIKWTENBHO COLSKALIVIMN NHEEKUNOHHLIO BTBHTLI,
cnenyat cobnogare npasuna Evonoruveckoik GesonackocTw,
YPOBEHL 2, W ADYTIS COOYEETCTRYIOLING NpaRMna
Guonormuackon Geonackocri, !4

s MaTepNAN, NATYUSHHLIA OT YBNOAEKA, WCNCMLIOBARKHDIA 8
xkanuGpaTope A, He peakThasH M aHTR-CMV igG, HBSAg,

HIV-$ RNA uni HIV-1 Ag, astin-HIVA HIV-2 n avme-HOV.

*  Marepuan, NOAYYSHHLIA 0T YANOBEKA, UCNONLIOAAHHLIA
8 xanuGparcpax B - F, peaxtvesH Ha anTH-CMV I9G u re
peaxTuboH Ha MBsAg, HIVA RNA uni HIV- Ag, antn-HIV-1/HIV-2
¥ aHTH-HCV.

CnegyolLne NPaRYNPORAGHHA 1 MEDN NPENOCTOPONKHOCTU

EUHO32 |Mpu koxvaxre c kncnoramu oBpasyerce
BLICOKOTOKCHYMBIA rad,

PSO1 YIRHIMPYRTS COABMKMMOS/KONTSNHED 8
COOTROTCTBAM C OAHWTAPHLMK HopMann PO
{CanfivH 2.1.7.2790-10 ot 09.12.2010).

Macnopra 6630nacHOCTH NOCTYNHY Ha cadTe
www.abbottdiagnostics.com wnK y MeCTHOrO NPENCTAEWTENA.
NoApc6HYI0 NHGOPMALLIMG O REOEXOAMMEIX Mepax
NPBQDCTORCNHOCTY NP PAGOTS C AHAMATOROM

cM. 8 PykosoacTee N0 axcnaysTaLum Alinity ci-series, Paagen 8.

NOAFOTOBKA K UCNONb30BAHUIO

¢ [aHHbA NPORYKT NOGTAANAGTCA B MHAXOM BUAE, roTos K
HCTIONLI0BAHID.

¢ [laHHBIV NPOZYKT MOXST UCNONLIOBATLCA HEINOCPBACTBOHHO
NOCNS W3BMIGUEHMR U3 MOCTA XPAHSHHA ¢ TEMNSPATYPOH 2 - 8°C.

¢ Mopea KAXKOLIM UCAONKI0BAHWEM NODOMOILUBARKTE, AXKYPATHO
NOpaBOPauNBan GnAKoML,




XPAHEHUE
*  He HOMONLIYITE NOCAS OKOHYAHWA CPOKA FONHOCTI.

Tesaneparype Bpema WHOTPYKUM® N0
XDAHEHNA  XPaHSRA APAHOHUIO
Heackputeih 2 - 8°C Ao oxormanna
Pnavon CPOKA FORHOGCTH
Bexpithih  2-8°C [0 OxOMMAHNA  XPAHWUTL B0
pnaKoH CPOKA FOOHOCTA GNAaRoHAxX, NNOTHD
JAKPHITHIX HOBLIMN
SAMEHABMbIMIA
KPbILLIKAMMN,
MomscTUTs B
KONORUNEHHK NOCRS
WCNANLIDRAHAN,

CHCTEMA OTCABXMBALT CTAGUNBHOCTE NPH UCNONBIORANAIE -
NOPWOA BPEMOHM, B TOUSHHS KOTOPOrD KANHBPATOP HAXOOUTCA
BHE XONOOMAbHIKA HA GOpTY ananuaaTopa. CHCTEMA HE NOIBONUT
WONONBL3IOBATL KANWEPATOP, OCH NEPVOLR CTABWILHOCTH

TPW MENOMLIVBANNWN NCTUK. CM. MAKCUMENLHOE JHAUBHNE
OTaSWILHOCTH NPV WCRONLIOBAHWH B OTHETE TIApAMETPLI
TocToR". JONONMATENLHYIC MHDOPMALIMID O CTABUNBHOCTH Npw
MCNONb30oBaHMY KanuGpavopa cM. 8 PyKOBOACTEE M0 SKCNAYATALIAN
Alnity ci-series, Paagen S.

LonormwiTenoHyio WHGOPMALIKID O BLIBORE NAPAMETPOS TECTOB

HA NeuaTs CM. B PYKOBOACTB® NO aKcUTyaTauwu Alinity cl-series,
Paapen 8.

I'IPOIJ.EJJ.YPA PABOTHI HA AHANUIATOPE
MapaMeTphl COpUN KANMDPATOPA MOTYT BBOAWTLCA MPW NOMDWW
WTPHXXOAA HA ynaxoexe xanubparopa.

& VIndopmaumio O HACTPONKS NApaMeTpos kanubparopa oM, B
PyxoBORCTE® NO sKCNNyarauun Alinity ci-seriss, Paagen 2,

s UndopMarmo 0 3axase M 3arpy3ke KANUGPaTopos b CHCTOMY
oM. B PyxosoncTse no axcnnyaraymy Alinity ci-series, Pasnen 6.

MPOLEAYPbH!I KOHTPONA KAMECTBA

e ouerkn KanubpoBKn TeCTa HBOBXCAWMO NPOTECTMPOBATL NO
ORHOMY KOHTRONI KEDKAOTO YPORHA, YOSOMTECD, UTO IHBMEHIA
KOHYPONSA HAXOARTCA 8 Npeaenax AuanasoHa AoMyCTHMBbIX
IHAUEHWA, YKAIAHHLIX @ COOTGATCTEYICULION UHCTRYKLWH NO
NPHUMBHEHNI,

VIHPOPMALING O 3AKA3E KOHTPONEH CM, B PyKoBOACTES NO

akcnayarayuu Alinity ci-series, Paanen 5.

Mocne NPUHATMA K CoXpanesa Pa3ynLTaTos Kanubpoaku Tecra Bce

nocneayowwe oBpasiiki MOXHO TECTUPOBATL 663 NPeABAPUTENLHON

KanuEpoexy, KPOMS Tax CNyuaes, KOfAa:

s Acnone3ayeTcR HaSOp PSArSHTOB C HOBLIM HOMBPOM CEPUN.

¢ PaaynbTamhl @XAnHEBNON MPOLSYPL! KOHTPONS KANSCTBA
HAXOAATCH BHE CTATUCTMMECKN ODOCHORAKHOTD ANANA3OHA
KOHTPOAA KBUBCTBA, UCNOMBLIYEMOTro NN MOHUTOPUHNE W
KOHTPONA paBoMux XapaAKTePMCTAK CUCTEMbI, KAK YKA3AHO B
paagens TIGOUSAYPL: KOHTPONIA KAYECTBA" WHETRYKLIUM N0
MPUMBHBIMIO K CODTBOTCTBYIOWLEMY POaraHTy.

* Ecnu cratMcTMecki 0G0CHOBAHHLIR AVANAI0H 3HAMBHWA
KOHTPOIM HEQOCTYNEH, TO NEEUOJL MENGTY KawWBpoBKaMU He
no/DKeH NPERLILIATL J0 e,

MoxeT noTpabosaTbon NOBTOPHAR XANWOPOBEKa TecTa nocne

PPOUSAYPL! TEXHUUSCKOTO 0BCAYKWEAHWA CCHOBHLIX MaCTew

CHCTEMD WK 88 KOMIOHEHTOS MW NOTNE NPOBENSHAA CEPBACHDLIX

npousayp.

LononuuTenbHyIo WHHOPMaLUWIo CM. B WHCTPYKUWM MPUMEHSHWID

X COOTRETCTRYIOIEMY PeareHTy W PYKOROQCTBS NQ SKCNAYETAUNN

Alinity ci-serles,
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NOKA3ATENN HECTABWILHOCT W NOPYU

Noxasarensmn HECTAGUABHOCTI NAN NIOPUN CRYIKET 0CAN0K,
BUAMMDBI® CNBMLI NPOTEUKK, JAMYTHOKHOCTD, HACOOTRATCTBUE
KANVWGPOBKM KPHTOPHAM, YKAIAHHEIM B MHCTDYKUMM NO NPHMOHEHWIO
u/unn PyxosoacTes no axcnyaralium Alinity cl-saries, wwm
HOCOOTEETCTAUS KOHTPOMNSA YCTAHOBNBHHLIM KDHTODHAM,

BMEHMOI'PWH

US Dspariment of Labor, Occupational Safety and Heslth
Administration, 28 GFR Part 1810.1030, Bloodborne pathogens.

US Depariment of Heakh and Human Senvices. 8iosalely in
Microdiological and Biomedical Labovatories. Sth ed. Washington, DC:
US Govarnment Printing Office; Dacember 2008.

World Heakh Organization. Labovatory Bicsafely Manual, 3rd #0.
QGeneva: World Health Organization; 2004.

Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory Workers From Occupationally Acquired infections;
Anproved Guidefine—Fourth Edition. CLSI Document M28-A4. Wayne,
PA: CLSK; 2014,

>

Qopmar uncen:

+ B KAaYeCTRS Pa3nenuTeny ThiCAY HCNONb3YeTes Npoben
{npwmep: 10 000 oEpasuoe).

¢ B KavecTRe PAINSNMTENA NECATUMHLIX IHAKOS HCNONLIYETCA
TOuKa {npumep: 3.12%).

Ucnonbayembie CHMBONbI

BHwarwe

CM. KHOTRYKLIMIC N0 NPRMBHBHNIO

WargtosiuTens

TemnapaTypHbm AHANAZOH

Menenbaosarh Ao/CPOK rOAHOGTM

Kanuwbparop (A. B.C, D. E, F)
KOHTPONbHLW HOMEP
KonusHypaumna

BbICOKOTOKCHUHLIW ras,

MaguwHCKOS uanende an
AMBMHOCTHKK /n Vitro

Homep cepun
FipoayxT Wpnanaun
KaTanoxkH? HOMep
Cepiruivt HOMBp

BE iﬂ@gm*lEB’
g
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Alinity SB196TCA TOProBoi MAPKOA KOMNaniK Abbott Laboratories &
PAANHMHLIX IDPHCOVKLIMAX. BCO ApYTHE TORPORLME MADKK ABNRICTCA
COBCTABHHOCTHIO COOTBETCTBYIOLLUX BNAASALLES.

Abboh Ireland c €
Diagnostios Division
Finiskiin Business Park 0843

Shgo
kaland

+353-11-9171712

Cepaucxan noaneprkna: OGPALMATEON K CRORMY MECTHOMY
NPENCTABNTENIC NN CMOTPUITE KOHTBKTHYIO NHPOPMALMIO ANA
SAWER CTPAHN N8 caiiTe Www.abbottdiagnastica.com

Pepaxuna; oxtabips 2016 r.
©20186 Abbott Laboratories

ABTOPNIOBAHHMN NPEACTARNTEND HITOTOBNTENA HA TEPPHTOPUN
Pocown » apyrux cTpau CHI:

OBWECTAO & OIPAHUMGHHON OTBATCTEOHHOCTBIO

=3660ty Naboparopua™, 125174, Poccus, r. Mockes,
NexnHrpancKos woccs, 18A, cTpoenvs 4,

Ten: +7 (495) 258 42 80; daxc: +7 {495) 268 42 81

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

) Abbott




OPUNOXEHUE
K WHCTPYXUMM NO NpumensHud CMV anttena IgG KanuBpatopel (Alinity | CMV IgG Calibrators) ann Poccun

YCNOBUA TPAHCNOPTUPOBKH U XPAHEHHA

A380n1s PEKOMEHAYETCA TPAHCNOPTVPOBATL ¥ XPAHUTE NPK TEMNEPATYPE 2-8°C. MEAWLIMHCKNE HIAGNAN LOIOKH XPAHUTCHA B
XONOANNMHMIX KAMEPAX UMW B XONOAUNLHNKAX, COBCTEYNBEIOUWX PErNAMEHTHPOSAHHLIN TEMNEPATYPHNIA PEXUM C SEAHEBHOR
PEMCTPALMEH TAMNOPATYPSI.

TPaHCNOPTHEKA A0KHA OCYLUECTENATLEA B TEPMOKONTENHEDAX OAHOPAIOAOTO NONLIORSHNA, COAGPNBLNX XNAROVIEMENTH, HNK B
TEPMOKOHTSAHBPAX MHOTOKPATHOTO NPHMEHBHUA C BETOMBTAYECKH NOARSLXWBABMOR TEMNSPATYPON WU B asTOpadpHKepaTopax ¢
MCNOAbIOBEHWEM TEPMONHAWKATOPOE. :

Wsaenne 0CTasTCA CTAOHNLHBIM A0 OKOHMAHMA CPOKR FOAHOCTYH, YRAAHHOTG M YIAKODKS.

(IpM TPAHCAOPTHPOBAHUN C HAPYLUSHIGM TOMNEPATYRHOTO PEXAMS UIAGSNE HE NOANENNT NPHMEHENNID, TPARCNOPTHPOBKA
CCYWIBCTR/TAGTCR BCOMIE BUABMW TPEHCNOPTE B KPMTLIX TPAHCNOPTHHIX CPOACTEAX B COOTBATCTENN € NPABUNGMI NBPBBASKH rPYXB,
AGHCTBYIOWMMN H3 K@KAOM BRAE TPAHCNOPTA.

TAPAHTHAHLIE OBAIATENLCTBA

NPonIBOANTEN. TEPANTUPYET, UTO NPW NPABHALHOM XPaHEHWN i 00palLieHyn Uenne QCTAETCH CTACMNLHLIM A0 HCTEYEHWA CpoKa
rogHocTH. Maxcumansimil cpok rogHocTh CMY anumrena IgG KanwSparops (Alinity | CMV IgG Calibratars) - ue Sonee 12 uecauee c
AATH NPOUIBOACTEA;

CpOK rOAHOCTH OCHOBHOR CEPUK KAXA0TO MO MUMHCKOMO Hagenua: CMV anTitena IgG PearanTii {Alinity | CMV IgG Reagent Kit), CMV
axTHTena IgG KanuGpavopu (Alinity i CMV IgG Calibrators) W CMV axtutena IgG Kowtpontkinie mavepwanst (Alinity | CMV igG
Controls) 0CHOBHOA CEpPUN ONPEAGNANK MO KOMNONEHTY HAGOPE ¢ MHHHMANLHMM CPOKOM FOAHOCTH.

W3aenne, XPaHWBLLEECA C HAPYWEHWEM PErMaMeHTUDOBAHHOMO NPOWSBOANTENEM DEXKUMA, NPUMSHEHWIO He roanaxwT (@
coorasTcTeun ¢ FOCT P 51088-2013).

TEXHWIYECKOE OGCITYKUBAHWUE
e Tpebyerca.

TEKYLUMA PEMOHT
He TpabyeTten,

NEPEYEHL CTAHAAPTOB, KOTOPBLIM COOTBETCTBYET MEAULIMHCKOE USQENWUE
EN ISO 2001
ISO 13485
EN1S0 14971
EN 13641

EN 13612

EN (SO 15223-1
EN 980

EN SO 18113+
EN ISO 18113-2
ENISO 18113.3
EN 180 23640*
ENISO 207761
EN 13875

EN ISO 17511

NOTEHUNMANLHLIA NONLIOBATENDL

Tecr CMV anturena igG {Alinity | CMV IgG) NpsaHAHAYEH ANA UCNONLIOBIHAN 8 PAINMHHLIX KNWHUKO-NABOPETOPHLIX YCNOBHAX,
srnouan, 563 orPaNRIeHIA, GONBHNLYI i KOMMBPMECKHE NaBOPATOPWN, NERCOHAN KOTOPLIX NPOLLEN COYHEHHS NG HCNONAIORAHMIC
ananwsaTopa Alinity i.

WHOOPMALIMA O HATMYUK B MEAUUMHCKOM UIIENUKW NEKAPCTBEHHONO CPEACTBA
He copapimT.

CTEPUNLHOCTL
MoCTasnASTEN B HOCTEPUNLHOM BUAS. CTEPUANIAUMA NBPEA NPRMEHEHHEM He TpaGyeTcn.

WHOOPMALIUA O BO3MOXHOCTU NOBTOPHOIO NPUMEHEHWA
He NOANSXUT NCBTOPHOMY FIPHMEHENNID.

TEXHUYECKWE XAPAKTEPUCTVKW

MnoTHocTe npn 20 *C:
KanuBparop A-F: 1,028 r/lcm3
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3navenna pH npn 20 °C:
- KanuGpartop A: 7.2
- KanwGparop 8-F: 7,3

CBEAEHWA OB W3BECTHbIX OMPAHWMYEHWAX NO COBMECTHOMY NPUMEHEHWIO MEAWLMHCKMX M3NEAKA NO
HA3SHAYEHWIO

OrcyTcTRyNT.

MATEPVANDLI XWBOTHOMO/MENOBEMECKOD NPOUCXOKAEHHA

MaTEPHAND! XMBOTHOTG NPOMCXONMAGHURA NPOSEPEHL! W PHCKM npumexsHus MW yxasaus @ Macnopre Gasonacuoctw, flacnopra
Ge30NECHOCTH MOXHO HAiTH Ha caliTe www.abbotidiagnostics.com unw oGpaTTTECs K MECTHOMY NPEACTABUTEANI.

MOKAIAHUA K NPUMEHUIO
He npumeHiMo,

NPOTUBQMNOKAZAHUA K NPUMEHEHWIO
He NpRMeHIMO.

KANWBPOBKA

MHCTPYKuM © nposegeHnn KANWGPosKi cM, B PykosoacTae na akcnnyaraunw Alinity ci-serles, Paagen 5.

Ana oyeHKk kannGPoaKK TECTA HEOBXOANMO NPOTECTHPOBATE BCS KORTPONH.

Mocne npwHaTHR: .2 cMpalid - Pefynivids xanubposmn Tecra ece nocreayiowme OGPAlM MOWNO TeCTHPOBATs Ge3
NPEARARHTENLHOR KARNGROMN, SPOMSIEARYYEbS, KOrAa:

* NenonbsyeTon Htﬁop POAraHTOS C HORLIN mu capyN,

+ Pe3ynaTaTol SXSAHSBHOA fPOURNPY JaUeCTPA HAXDARTCA BHO CTATUCTHUECKN 0BOCHOBAHHONO AUANA3OHE
KOHTPOSA KAUYeCTBa, ncnonbsyem '\loumuuu W KOHTPONR PASOUMX XAPAKTEPUCTHK CUCTSMbI,
! LR A 3

HEOBXOAWMBIE, HO HE NPEAOCTABNAEMBLIE MATEPUANDI

* Alinity | CMV 1gG ¢aiin yecta

+ O7P4210 CMV anturena igG KontponsHbie matepuans {Alinity | CMV 19G Controlg) wnn Apyroi kOHTPONLHEIA MATepHaN
+ 07P42 CMV suTurana IgG Pearertet (Alinity i CMV IgG Reagent Kit)

» DBP 1160 Pacreop Tpurrepa (Alinity Trigger Solution)

* 06P 1285 PacTeop npa-Tpnrrapa (Alinity Pre-Togger Sclution)

» 06P1368 KoHusHTpUpOsaKMmi npoMesaouni Gydep (Alinky i-series Concentrated Wash Buffer)

WBET M 3ANAX
Becusethbii 1 6e3 3anaxa.

-
-
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Jfcboe Wand OLlnoeiis* DMiion
HwW(dIn Bualnees Park

OBUHY sago
IrsiMd

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

uthorised Official
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J6601T Hpnanaus JIMarsoctTuyeckoe T: +353 719156200
NOApasacneHHe
Duancknuu busnec Mapxk,
Chafiro, Hpnanans

Ioanucano: modnucano/ Hara: 27 mar 2019 2.

Ceann Kroppas (Celine Curran),

CneuranicT no HOPMaTUBRO-NMPABOBOMY PETYAHPOBAHHIO
26601T Upnanmms,

HuarnocTuaeckoe noApazAeneHne

Ounnucknnn Buanec [Mapk,

Punnckmun, Cnaitro, Upnangus

/Hevams: 3660mm Hpnanous,
HAuaznocmuveckoe nodpasdenenue
Dunucknun busnec Ilapx,

Craiizo

Hpranous/

Hlesamy: TOPTOBAA ITAJIATA CJIAHATO (HHK)
3ABEPEHHBIH CEPTH®HKAT O IIPOHCXOXIEHHH/

Alesams: TOPTOBAA HAJIATA CJIAHTO (MHK)
NOAJTHHHOCTb 3ACBHAETETBCTBOBAHA JOSPOCOBECTHQ

Ynonnomouennoe auyo /nodnucano/ 27.05.2019 2./

/Tloonucano/ 27 mas 2019 2,

Crpannua 2

Pyxosonnreny: bpaiasu b, ﬁop (Brian B. Yoor), ITon I". Xesuecu (Paul G. Hennessy), Meknau Mx.
Byac (Declan J. Woods)
Komnanus 3660t Afipnann Mnkopnopeftren ua Bepmyackmx ocTpoBax

ITepesod ¢ anznuiickozo asvixa na pyccxusi A3xx sunoaHen nepesoo uKom
lamneewim Hrveii Anexceesuuenm
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Poccuiickaa degepauuns. Nropog Mocksa.

MATOro NHA gBe ThICAYN AeBATHAALATOrNO roja.

A, baxTapase Onbmupa KOpbeBHa, HoOTapuyc r. MockBbl, CBUAETENbCTBYO NOA/MHHOCTb
noanucu nepesogyuka WaTtHesa Vinbu Anekceesunua.

MoAnuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb MognucaBLWero AOKYMeHT yCTaHOB/IeHa.

3apernctpmpoBaHo B peectpe: Ne77/52-H/77-2019- =2'
B3bickaHo no Tapudgy 100 py6.

YnnayeHo 3a okasaHue ycnyr npaBoBOro M TEXHUYECKOro Xxapakrepa: --

3.10. baxToa3e

Bcero npowHypoBaHo, NpoHyMepoBaHo”"
N cKkpenneHo ne4yatblo....((:77....1\wmcT.C.Y
HoTtapuyc

MpowuTo B KONMYeaBe <"_NINCTOB

« Ny 2019 ropa

A nyeckme nccnegoBaHna
OvpekTop Hanpasn

OO0 «MHBUTPO

A. 3. HoBuko
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