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NHCTPYKLUMS MO NPUMEHEHNUIO

KOHTponbHble MaTepuasnbl 418 NOATBEPXAEHNA BOCNPOU3BOAUMOCTMN U MPaBUIbHOCTH
KayeCTBEHHOTIO M MOMYKO/IMYECTBEHHOTO ONnpejenieHns aHTuTen knacca lgG K
LUUTOMErasioBupycy MMM3THOXEMUTIOMUHECLEHTHLIM METOLOM B CbIBOPOTKE U MNa3Me KPoBU
yenoBeKa Ha UMMYHOXMMKUYeCcKUX aHannazatopax Alinity i "CMV aHTuTena IgG KOHTpONbHbIE
matepuansl (Alinity i CMV IgG Controls)”,

npousBoAcTBa I660TT MpnaHaus, narHocTnyeckoe noapasgeneHue, MipnaHams

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



Abbott Ireland Diagnostics Division, T + 353 71 9156200
Finiskiin Business Park,

Sligo,
Ireland.

[, 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.

A1, Cennn Keppan, CienManicT no TeXHHYECKOMY peryIHpoBaHnio, 6601t
Huarnoctuueckoe [Nogpasnenenue Upnauaus, Gunncknun Busnece IMapx, Cnaiiro,
Wpnanpaus (Celine Curran, Regulatory affairs specialist, Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland), HacTosimum yaocrosepsio, uTo npunaraemsie
AOKYMEHTH! B HHKCNPHBSACHHOM 00beMe CTpaHuLl, ABASIOTCA KHCTPYKUMAMH MO
NPHMEHEHH!IO. 3TH AOKYMEHTHI [OJNHOCTHI0 COOTBETCTBYIOT (PaKTHHECKON A0KYMEHTALIHH
MPOH3BOAHTENS,

Huctpyxuns no npuMeHenH10 Ha Meannunckoe mgenue (Insert for medical device):

KonTpoabHbIe MATEPHAAB! 218 HOATBEPKACHHE BOCTIPOHIBOAHMOCTH  NPABHILHOCTH
K84EeCTBEHHOr0 M NOTYKOAHYECTBEHHOTO oNpeReneHny AHTUTET Ki1acea IgG x
UHTOMETAJIOBHPYCY HMMYHOXEMHIIOMUHECIIEHTHLIM METOAO0M B CbIBOPOTKE H IIA3Me
KPOBH 9¢/I0BEKA HA HMMYHOXHMUYecKHX aHaan3aTopax Alinity i "CMYV anturena IgG
Kotrrpoastunie matepuanst (Alinity i CMV IgG Controls)"

[To TeKCTy HHCTPYKUMH BCTPEUalOTCH BAPHAHTH HAMMEHOBAHUA MEANIHHCKMX U3AEIHH,
npuseacHHbIC B Tabiulle Hike, KOTOPBIE ABNAIOTCA COPABEUIMBbLIME M PABHO3HAYHBIMH
(Technical File includes the followings true and equivalent short names of medical devices

listed in table):
Hanmenosanne | HaumenoBaHne MEAHLIMHCKOTO H3Je/MA Ha CoxpaineiHoe
Ha AHITTHACKOM | PYCCKOM A3bIKe HaNMEHOBaHHE
A3bIKe
Ha6op peareHToB /114 Ka4eCTBEHHOIO H CMV anturena IgG
Alinity i CMV TIOMY KONUYECTBEHHOrO ONPENENCHHA AHTHTEN Pearents! (Alinity i
IgG Reagent Kit knacca IgG x uuroMeranoBupycy CMV IgG Reagent
HUMMYHOXEMHJIIOMHHECIIEHTHBIM METOJOM B Kit)
CHIBOPOTKE Y IIa3Me KPOBH YeNIOBeKa Ha
- +| AMMYHOXHMMYECKIX aHanu3aTopax Alinity i
"CMYV antutena IgG Pearentst (Alinity i CMV
1gG Reagent Kit)"
Alinity i CMV | Kanu6parops as obecneuenns nmpaeuneHoctds | CMV anturena IgG
IgG Calibrators | KkauecTBEHHOTO M MONYKONHYECTBEHHOIO Kanu6paropst (Alinity
onpeneneHns aHturen wiacca IgG x iCMV 1gG
NMTOMETANIOBHPYCY Calibrators)
HMMYHOXEMHTIOMUHECIEHTHEIM METOZOM B :
CHIBOPOTKE M ILTA3Me KPOBY 4e/loBeKa Ha
HMMYHOXKMHYECKHX aHanu3atopax Alinity i
D b o e Abbott
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CMV IgG Calibrators)"

"CMV aHtutena lgG Kanubpartopbl (Alinity i

Alinity 1CMV o yrponbHble MaTepuansl 4ns NOATBEPKACHUA  CMV anTuTena IgG

1gG Controls BOCMPOM3BOAUMOCTN U MPaBUILHOCTM KOHTPOMbHbIe
KauecTBEHHOTO W NOMYKOMYECTBEHHOTO matepuans! (Alinity i
onpefeneHns aHTuTen knacca IgG K CMV IgG Controls)
LUTOMEranosmpycy

NMMYHOXEMUTIOMUHECLEHTHBIM METOLOM B
CbIBOPOTKE 1 M/a3me KpoBM YeN0BeKa Ha
NMMYHOXUMUYECKNX aHanuzatopax Alinity i
"CMYV aHtnTena IgG KoHTPO/bHbIE MaTepuansl
(Alinity i CMV 1gG Controls)"

Cocras:
Title Number of
Insen ror me Alinity iCMV 1gG Controls with ADDENDUM for Russia 4
2. MHCcTpyKUuMA no npuMmeHeHnto CMV aHTutena IgG KOHTpPONbHbLIE MaTepuanbl 5

(Alinity 1CMYV I1gG Controls) c MPNJTOXEHWEM ana Poccuwn.

Signed a " - L

Celine Curran.

Regulatory affairs specialist,

Abbott Ireland Diagnostics Division,
Finisklin Business Park,

Finisklin,

Sligo,

Ireland

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

Authorised Official
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Alinity i
CMV IgQ Controls

NAME
Alinity | CMV G Controls (also referred to as CMV IgG Ctrls)

INTENDED USE

The Alinity i CMV IgG Controls are for the estimation of test
precision and the detection of systematic analytical deviations of
the Allnity | analyzer when used for the qualitative detection and
semi-quantitative determination of IgG antibodies to Cytomegalovirus
in human ssrum and plasma.

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

CONTENTS

gontains recaicified human plasma and lamb ssrum.
[Commmon]+11] and {sowtnorT+[3] contain recalcitied human plasma
reactive for anti-CMV lgG.

Preservative: Sodium azide.

The conirols are at the folowing ranges and target concentraticns:

en
CMV IgG
07P4210
G71170R01
C7P420

* The human-sourced material used in the Negative Control ts
nonreactive for anti-CMV (gQ, HBsAg, HIV-1 ANA or HIV1 Ag,
anti-Hiv-1/HIV-2, and anti-HCV,

» The human-sourced material used in Positive Control 1 and
Positive Control 2 |s reactive for antlCMV IgG, and nonreactive
for HBsAg, HIV-1 ANA or HIV- Ag, anti-HIV-1/HIV-2, and anti-HCV,

Tha following warnings and precautions apply to;
[contnoc]-), [Cowmmoe]+[1], and [contmoc]+]2]

[Contains sodlum azide,

EUHO32 Contact with acids liberates very toxic gas.

PEO1 Dispose of contents { container in accordance with
local regutations.

Antl
Cytomegalovirus
G
Conirol Quantity  Color {AUfmL) (AVmL)
1x80mL  Natura) - £ A9
1x80ml Natural 30.0 15.0 - 450
1x80mL Natwal 150.0 75.0 - 2250

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

and reprasent the total range of values which may be generatad
throughout the kfa of the product. it is recommendad that each
laboratory establish its own means and acceptable ranges which
shoutd fal within tha package Insert ranges. Sources of variation that
can be expacted include:
» Calibration .
s Calibrator l® .

PRECAUTIONS

.

*  For in Vitro Diagnostic Use
Safety Precautions

Control ot .
Instrument

Reagent iot

. A CAUTION: This product contains human-sourced and/or
potantially infectious componems. Refer to the CONTENTS
section of this package insert, No known test method can
offer complste assurance that products derived from human
sources or inactivated microorganisme wil not transmit infection.
Therefoce, all human-sourced materials should ba considered
potentially infectious. it is recommended that theae reagents and
human specimans be handled in accordance with the OSHA
Standard on Bloodborna Pathogens. Blosalety Level 2 or other
appropriate biogsatety practices should be used for materials that
contain or are suspected of containing infectious agents.™*
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Safety Data Shests are available at www.abbottdiagnostics.com or
comact your local rspresentative.
For a detailed disoussion of satety precautions duting system
operation, refer 10 the Alinity ci-serles Operations Manual, Section 8.
PREPARATION FOR USE
¢ This product |s liquid ready-to-use.
« This product may be used immediately after removal from

2 to 8°C storage.
« Prior to gach use, mix by gentle inveraion.

STORAGE
« Do not use past expiration date.
Storage Maxinusm Stoeage  Additional Storags
Time nstructions
Unopenad 210 8°C Uil expiration
date
Opened 2ta8C Untfl expiration Store tightly capped.
date Return to refrigerated
storage after use.
INSTRUMENT PROCEDURE

* To obtain the racommendsd volume reguirements for the
contrals, hold the bottie vertically, and dispense 4 drops of the
negative control, 4 drops of the positive control 1, and 4 drops
of the positive control 2 into each sample cup in the assigned
position.

+ For instructions on ordering and loading conirols on the
Instrument, refer to the Alinity ci-geries Operations Manual,
Section 5.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected If there are
preciplitates, vigible signs of leakage, turbldity, or If controls do

not meet the appropriate package insert andjor Alinity cl-sesies
Operations Manual criteria.




BIBLIOGRAPHY

1

2.

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

US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. 5lh 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.

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

Caution

X
Consult instructions for use
Manufacturer

y
Temperature limitation

X
Use by/Expiration date
Control Number

GONC1 Concentration

I0ONTAKS AZIDE 1 Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

J0ONTROL1- 1 Negative Control

kontrol] +11 Positive Control 1

[control]+121 Positive Control 2
In Vitro Diagnostic Medical
Device
Lot Number

Iproduct op IRELAND | Product of Ireland

Iranoe] Range
List Number

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

Abbott Ireland C€
Diagnostics Division

Finisklin Business Park 0843
Sligo

Ireland

+353-71-9171712

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

Created June 2016.
©2016 Abbott Laboratories
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ADDENDUM
to the (nstruction for Use Alinity i CMV IgG 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 tamperature conditions with a dally temperature record.

Madical 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 irucks using thermal indicators.

Davice is stable untll the sxplration date indicated on the package. Device is no tonger sultable 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 raspective type
of transport.

WARRANTY

Manufacturer guarantess that devics remains stable until the expiration date whan stored and handled as directed. Manufacturer aet the
maximum sheif ife of Alinity i CMV 1gG Controls — 12 months from date of manufacturing

The dating of each Alinity i CMV |gG Reagent Kit, Calibrators, and Conirols master lot is determined by the kit component with the
shortast 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 STANDARODS
EN ISO 8001
IS0 13485

EN ISO 14971
EN 13641

EN 13612

EN IS0 16223-1
EN 980

EN SO 18113-%
ENISO 18113-2
EN SO 181133
EN IS0 23640°
EN IS0 207761
EN 13978
ENISO 17511

POTENTIAL USER
The Alinity i CMV (gG assay is intendad for use in a variety of hospital clinical laboratory enviconments including, but not limited to;
hospitals and commercial lahoratories, whose personne| have been trained to use the Alinky i analyzer.

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

STERILIZATION
Medical device is not required to be atenle.

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:
- Nepative Controls; 7.3
- Positive Controls 182: 7,3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

MATERIALS OF ANIMAL/HUMAN ORIGIN
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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 IgG 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. Sources

of 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.12

mIf 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.

MATERIALS REQUIRED BUT NOT PROVIDED

« Alinity i CMV IgG assay file

* 07P4201 Alinity i CMV IgG Calibrators

* 07P42 Alinity i CMV 1gG Reagent Kit

*« 06P1160 Alinity Trigger Solution

* 06P1265 Alinity Pre-Trigger Solution

* 06P1368 Alinity i-series Concentrated Wash Buffer

ANALYTICAL CHARACHTERISTICS

OESCmPTION PRODUCT REQUIREMENT
Latoofslory * CVio |nrth» L targrt SW/mL to 60 HMrbl. ning
|?&iaJ) PieciSiOn* 200 MiltvL to 2S0 AUNM.

Traceability - not applicable

MEDICAL DEVICE - COMPARATOR FOR SEROCONVERSION SENSITIVITY
ARCHITECT CMV IgG, Registration certificate in Russia Ns FSZ 2008/02931 issued 30,06.2017
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Alinity i

CMV anrurena IgQ KouTponoubie mMaTepmuansl

{Alinity | CMV IgG Controls)

‘:@:EP'EZ

HAMMEHOBAHWE (Coxpauwennoe)
CMV anTuTens lgG KoNTponsHble MaTepHany
(Alinity | CMV IgG Controls)

{Tawncs BeTpevaeTea no Takcty: CMV IgG Ciris)

HA3IHAMEHME

CMV antutena IgG KonTponsHe mavepusans {Alinity | CMV 1gG
Controls) NpeMrAsHAYAIOTCA ANR OUEHKK BOCNPON3BOAMMOCTA TECTR
# BLNBNEHNE CHCTOMATWMODKMX BHANUTHYECKKX DTRNOHOHVN &
pabounx XAPaKTepUCTUKAX asannaaropa Alinity | npH KANGCTBEHHOM
BLIBAGHAA N NOANYKOVUBCTEBHHOM ONPOQeNIBHNI aHTHTEN IgG K
LINTOMEFANOBUPYCY B CHIROPOTKE I NNAIMS KPOBK HENOoDeKA
DonoNMTENbHYIO MHGOPMBLIMIO CM. B MHCTPYKLIWH NO NPISMEHBHKIC
K COOTRETCTRYICAOMY PEAreNTY W PyKDEOACTES NO SKCHAYATAUWH
Alinity ci-serles.

COAEPXVUMOE

CORSMATT PEKARLUMHIPOBSHHYIO TIBIMY KDOBW
WOMIOROKEA K DBOULID CHIBOPOTKY KpOeH,

[ConTmon[+T1] u [conTROL]+T2] conepoar pexanbUMHWROSAHYID
TINA3MY KPOBM UGNOBEXE, PEAKTHBHYIO HR aHTH-CMV IgG.
KOHCEPBANT: aIua HaTpus.

Konrponu WMBIOT CRegYIDWNe ANANAIOHN U Laneshie
KOHUSHTPaLMK:

Awnrena igG
K UNTOMEFANO-
anpycy
[conc] (nanoae]
Kowtpons  Konwuscrso  Liser {AU/mL) (AUfmi)
1x80mL BGecusetwoin s A
1x8.0mbL Gecusemian 30.0 15.0 - 46.0
1x80mL Becusetwwin  150.0 75.0 - 226.0

MPAMEYAHUE: AlManasoHns, yKA3AHHBIO B WHCTPYKLIWK NO
TIPUMBHEHIHO, N8 CRSUNPIMHL MO CEPMAM M NPEOCTARNAOT
coBoR OGNS ANANAI0HD! JHAUBHIN, TOHOPUDYSMBIX B TEYEHHUE
CpoXa roaHocTH NpoaykTa. Kaxpoh naboparopuin pakoMerayerea
YCTAHARNUBATH CBOW COBCTBOHHLIO CPONHUE SHAUEHUA 1
ANANAI0HD NPREMNSMBIX SHAMEHURA, KOTOPBIS JOMKHL H6Tb &
paMKAX QUANAIOHOB,YKAIAHHLIX B WHOTPYKUMK N0 NPUMBHEHWO,
MCTOMHAKEMY OXMOABMOR BAPHABENLHOCTH MOTYT GoiTh:
¢  KanwGpoexa *  Cepwa KORTPONA * CepMa pearsxTa
* Capumn e AHanwaarop

xanubparopa
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rd

CMV ig@
07P4210
G76244R01
C7P42R
MEPbI NPEQOCTOPOXXHOCTU
¢+ [wo]
¢ [lna auarocTuku in Vit
Mepbi NPEROCTOPOKHOCTH
. BHAMAHUE: Oamvuif NpoayxT CONSPMMT MONYMEHHDIE

OF HGNOBEKA V/NNK MOTBHUMANEHO MHPEKLIMOHHBIE KOMNOHOHT..
Cmotpurs pasaen CONEPKUMOE RanHon uHETPYKUMM No
NPWMBHEHWIO. HW OfIMH U3 UIBECTHBIX METONOR TACTHPORAHIUA
HE MOXET FAPAHTUPOBATL, YTO MATEPUANG, NOYHEHHLIE OT
UBNOBSKA, HNAH HHAKTHENPOBAHHLIE MAKDOOPIEHUIMb! HE
NOPeHOCKT Whdexuw0. ITCITOMY BCE MATEPUAND!, NOAYYSHHDIO
OF YENOBEKR, C/IGAYET CYMTATL NOTEHLWENEHO WHDBKLIMOHHBRAN.
PexomenayeTch o6pauaToea © pearantamn n 06pasuamMu,
NOAYUOHHLIMW OT YRMOBANA, 8 COOTRATCTBUM CO CTAHAAPTOM NO
OBPALIGHUIO € FEMOKOHTAKTHBIMKU NATOMOHAMY, PaIpaoTaHHbIM
Ynpaenenuem CLUA no oxpaHe TPYRA W NPOMBILLINBHHOA
rurnese {OSHA). Npu paboTe ¢ MATOPUANAMEK, CORBIINALLHMN
WIN [PEANGAGKUTE/IbHO CONOMKAWNMK UHEKLIMOHHLIE AMEHTY,
cnapyer cobnonare npaemna Guanoruueckon 6e3onacHoCT,
YPOBOM: 2, AN OPYTHE CODTERTCTRYIDILUS NPABANG
Buonoruueckon GeaonackocT, 4

o Mareprastl, NONYMEHHLIO OT YENDOBKE, MCTIKNMLIDBANHDS B
OTPHUATENLHOM KOHTPONE, HE POAKTVBHLI HA aHTH-CMV G,
HBsAg, HIV-1 ANA nnn HIV-1 Ag, antu-HIV-1/HIV-2 1 anTi-HCV.

o Marteprantt, NOMYMEHHBIG OT YBNOBEKa, MCNNL30BANHDE B
NOKUTENGHOM KOHTPON® 1 W NONIKATEALHOM KOHTpONne 2,
peaxTvieHb Ha aHTH-CMV 1gG 1 ne peaxtuski Ha HBSAg,

HIV-E RNA wnm HIVAL Ag, anmin-HIVA1 JHIVS2 1w aNTR-HCV, .

Cneayowne NpeaynpemaeHdf M Meps! NPARECTORCKHOCTA
OTHOCATCA &: [CONTROL [=] [comTaoL]>]1] u [coummor]+]a]

Conepuoat A3uL HaTPUR.

EUHO032 Mpi xowraxte ¢ xuchoTamu obpaayercs
BLICOKOTOXCHUHLIA a3,
|r50Y YTHAUIUPYATE CONEMNWMOE/KOHTERHBP A

COOTBETCTRUM ¢ CaHUTapHLINK Hopmami PO
(CaufiuH 2.1.7.279010 or 09.12.2010).

MacnopTa HE30NACHOCTH AOCTYNHL! HA CanTe
www.abbottdfagnostios.com HAN y MECTHOD NPRACTABATENN,
flogpoBiyo MHPOPMALIIO O HEOGXOAMMBIX MEpaX
NPEAOCTOPIMMHOCTU NPH PAGOTE T AHATIMSATOPOM

CM, 8 Pyxoeoacree no axcnnyaraunun Alinity ci-series, Paaaen 8.



NOArOTOBXA K MCNONb3OBAHUIO

¢ NanHbil NPOGYKT NOCTABNASTCA B XKWIKOM BUAG, roTos K
UCNONEIOBEHNID.

¢ DaHubiil NPOZYKT MOWAT UCNGNLIOBATLCH HENOCHSACTEANHO
NOCNE HABNOUEHNA W3 MECTA XPRHOHUA C Temneparypon 2 - B'C,

* epsn KAXKALIM HCNONbIOBAHVEM NePeMOW VBANTS, AKKYPATHO
nepesopauMBan GnaxoHnl.

XPAHEHUE

«  He MCNCALIYATE NOCNE DKOHUAHMA CPOKA FOGHOCTH.

JLonominTenstise
Temneparyps MAKCUMSNLHOS WHOTRYKUMN NO

XPRHOHWA SPAMA XPAHCHRN XPAHEHMO

Hescxpuitint 2 - B'C [0 CKOHUAHNA

$NBxoH CPOKA TOQHOCTH

Bexpoioih 2-8C Do oxonsaHne  XPaHWTE BO

Snanon CPOKA FOMHOCT  DNAKOHAX,
TINOTHO JAKPLITHIX
KPLILLKAMN.
NosmecTurs 8
XONOAWNLHWK NOCNE
WCNONLIOBAHNA.

NPOLIEAYPA PABOTHI HA AHANTUSATOPE

»  [Ins NCNYNBHNA PEKOMEHAYOMOTO OGLEMA KOHTPONSA AepmTe
Qnaxo BepTHRANEHO W RobaseTe 4 KaNW OTPUUSTENLHOID
xmrpm.4mmnmmtanmoromfml ® 4 kannn
NONOKUTEABNOTD KGHTPOMA 2 B KXKAYIC UaWeuxy ans o5pasua 8
COOTBOTCTBYIOWISN NOINLNA.

o WHGOPMALIMG ¢ 38XEI0 W 3Arpy3Ke KOHTRONGH B CHCTOMY
oM. 8 PyKoBORCTaS N0 axcnayaraumny Alinity ci-garies, Pagan 5.

NOKASATENN HECTABWIbHOCTH UMK NOPYA
MOKA3ATENAMH HECTAOUNBHOCTY KNK NOPHN CRYXMT GCAAO0K,
BUOUMBIE CNBOL NIPOTEUKY, SAMYTHEHHOCTD WM HECOOTRETCTENE
KOHTPONEH KPWTOPRAM, YKASAHHLM 6 WHCTRYXLMH 1O NPYMBHEHNIO
w/Mnn PyKosoacTes no sxcrutyaraumin Alinity ci-series.

BUBNNOIPADUA

1 US Dapartment of Labor, Occupational Safsty and Health
Adminisiration, 23 CFR Part 1910.1030, Bloodborne pathogens.,

2, US Department of Health and Human Services. Blosafely in
Microbiological and Biomeoical Laboratories. Sth ed. Washington, DC:
US Government Printing Office; December 2008,

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

a. Clinical and Laboratory Standards Institute (CLSH). Frotection
of Laboratory Workers From Occupationally Acquired infections;
Approved Guideline—Fourth Edltion. CLS| Document M29-A4. Wayne,

PA: CLSI; 2014,

Dopmar uncen:

¢ B KBUYSCTEE PANANUTENN THCAY UCTKIILIYOTCA npoban
{npvmep: 10 000 o6pa3uos).

¢ B xawecTBe pRINSANTEIM QBCATHHHLD 3HAKOS HCNOML3YSTCH
Touka {npumep: 3.12%),
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NMPUNAOXEHKE
K MHCTRYKUWK NO Npumenannio CMV antuTena IgG Kontponsriie matepuanut (Alinity i CMV IgG Controls) ans Pocciw

YCNOBUA TPAHCNOPTHPOBKM U XPAHEHUA

M3aenine PEKOMAHAYSTCA TPAHCNOPTHPOBATL W XPGHWTD NPH TemnepaType 2-8°C. MOANUMHCKME WIASAURA AONNHL XPAHWTCH B
XONOAWNBHMIX KAMOPAX WRM B XTNOAWABHAKAX, OSECROUNBAIWMX PErAAMEHTUPORAHHLIA TEMNBPaTYPHLIN PENTIM ¢ exBaNeRHOl
POrUCTPALINEH TEMNEPATYDM.

TpascnopTHeKa ACMKHA OCYIIGCTEMMTLCA 8 TEPMOKOHTEAHEPEX OAHOPE3OBOrO NONBIORAHMA, COAGPWALUMX XNAACINGMEHTH, KAN B
TSPMOKOHTOHHEPAX MHOTOKPATHOIO NPUMEHENMA C ABTOMATMUECKN NOAABPXMBAGMON TEMNEPATYPOR WK § aBTOPepPUNepaTapax ¢
WCNONBIORAHKAM TEPMOHHANKATOPOS.

Hagenns 0CTaeTCH CTACMNLHLIM AC OKOHUANNA CPOKE FORHOCTH, YKEIAHHOIO HA YNAKosKe.

Mph  TPAHCNOPTUPOBEHAN C HEPYIUSHNEM TEMNEPATYDHOTO DONMME HAZENNS HE NOANGXHT NPUMEHENWIO, TPANCNOPTMRORKA
OCYLIECTBNANETCA BCEMH BUAAMMW TPAHCNOPTA A KPLITLIX TRAHCNOPTHLIX CPEACTBAX B COOTRSTCTENW C NPABHNAMA NBPERI3KA NPY3OB,
AEACTBYIOLMMH HA KAXAOM BHAE TPAHCNOPTA,

FAPAHTUMHLIE OBAIATENLCTBA

MPONIBOANTEND rAPAHTHPYET, UTO NPY NPABANBHOM XPAHEHNW K OBPAUIOHNK U3ABNME CCTAETCA CTASUMLHLIM RO WCTGHOHWA CPOKE
roamocTi. MakcumaneHuiil Cpox rogMocTh CMV awTutena IgG Kotponsume matepuant (Alinky | CMV IgG Controls) - ne Sonee 12
NMECALSS C AATH NPOMIBOACTRA.

CpOK rOAHOCTIN OCHOBHOM COPUM KANAOTO MOAWUMHCKOTO tageanun: CMV antutena IgG Pearentut (Alinity | CMV IgG Reagent Kit), CMV
anvwrena IgG KanwBpatops (Allnity i CMV (9G Callbrators) w CMV antutena IgG KoHTponvuwe matepwans {Alinity i CMV 19G
Controis} ocHOBNO# COPMM ONPEABNANK NO KOMNOHEHTY HAGAPA C MWHUMENLHBLIM CPOKOM FOAHOCTN,

Uzgenve, XpaHABLUBSCA ¢ HAPYWEHHEM pPENAMEHTUDOBAHHOTO NPOWIAOAUTENEM DEXNMA, MPUMEHENWIO HE MOANEXNT {9
cootesTcTaun ¢ FOCT P 51088-2013).

TEXHUWMECKOE OBCIIYXXUBAHWUE
He TpelyeTen.

TEKYLVA PEMOHT
He tpaGyeTten,

NEPE4EHDb CTAHQAPTOB, KOTOPLIM COOTBETCTBYET MEAUUMHCKOE MIAENME
EN ISO 9001
ISC 13485

EN ISO 14871
EN 13641

EN 13612

EN ISO 152231
EN 980

ENISO 181131
ENISO 18113-2
EN ISO 18113-3
EN IS0 23640°
EN ISO 20776-1
EN 13976

EN ISO 17511

NOTEHUKANBHLIA NONL3OBATEND

Tecr CMV antnrena IgG (Alinity | CMV 19G) npeanasHauen AN KCNONBIOBAHUN & PEATHUHBIX KINHUKC-NABOPATOPHBIX YCIIOBHAX,
sxniouan, 683 orpanniennn, GonsHLE! U KOMMEPYECKHe NAGOPATOPNN, NBPCORAN KOTORMX NPOLWES OGYISHNE NC MCNONKIORIHNIO
ananwnaaTopa Alinity i.

WHOOPMALIMA O HANNYUWU B MEQUUWHCKOM W3AENWW NEKAPCTBEHHOIO CPEACTBA
He copepxur.

CTEPUNBHOCTDL
MOCTASNASTCA B HECTEPHNLHOM BUAE. CTOPRNINSELMA NBpes NPUMEHEHWEM He TpeSyeTce.

WHOOPMALIMA O BOIMOXHOCTH NOBTOPHOIO NPUMEHEHUA
He NOANGKHT NOBTOPHOMY ADHMEHOHWIO.

TEXHUYECKWE XAPAKTEPUCTUKWA
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MnoTHocTe npu 20 °C
< OtpuuaTansHwit kotpons: 1,028 riem3
- TonoXWTeNbHLIA KOHTRONL: 1,028 ricm3
- MonoxxrenuHbil KOHTPONs 2: 1,028 riem3

3navenune pH npn 20 °C:

- OTpuuaTensHbid KOHTPONe: 7.3
- fonoxarenshbif konTpane 1: 7,3
- NonowuTencHuid kOHTPONL 2: 7,3

CBEAEHWA OB M3BECTHLIX OFPAHWHEHUAX NO COBMECTHOMY NPUMEHEHMIO MEOWUMHCKMX W3AENWA 1O
HASHAYEHUIO

OTCyTCTBYIOT.

MATEPWATBI XXUBOTHOMO/MENOBEYECKOTO NPOUCXOKAEHHA

MaTepHankl XMBOTHOTO NPONCXOMACHWA NPOBEpEHbl W pUCKM NpUMEHeHWA MW yrasaHu 8 Nacnoprs GesonacHoctn. flacnopra
GE30NACHOCTI MOXHO HallTh Ha CalTe www.abbottdiagnostics.com mnn oBpaTHTECh K MEBCTHOMY NPEACTABNTENO.

MOKAIAHNA K NPUMEHWVIO
He npuweHwmo.

NPOTUBOMNOKAZAHUA K NPUMEHEHKIO
He npuMeHnMo,

NPOUEAYPA KOHTPOMNA KAYECTBA

Pakomeriayesbie TpeGOSEHHA NO KOHTPOMD KBUSCTBA vecra Alinity | CMV IgG 3axniovyaloTCR 8 TeCTUPOBaHWK N OANOMY KOHTPOMO
BCOX YPOBHEA Kawawe 24 4achs, TO €CTb KANALe cyTkM sxennyaTaumy. flononHuTensitie KOMTPONW CRBAYeT TECTHPOsaTL ©
COOTBSTCTBAM G MECTHBMK, FOCYASPCTESHHBIMH WWNK HBAGPASbHEIMK SAKCHAMM WY AKKDBAWTALMOHWMIMNA TpaGomaHnami
NONVTWKON KOHTPONA KavecTBa Bawel nabopaTopwu.

[inn NOAYMSHMA CTATHCTHIECKH OBOCHOBANHOMD AWENAIOHA KOHTPONA KENAAA NaBOPATOPUA AOMKNA yCTanaBnWeaTs cobcTaeniwie
UBNOBLIG IHEVONUR KOHUEHTPEUWA W ANSBNA30H KOHLEHTPALMA ANA HOBLIX COPMA KOHTPONEA HA KNEOM KNHHIUECKN IHBNHMOM yposHe
KOMUSHTRAUMY. B XOA® HCCNOACBAHHA NPOROAWTCA HE Menee 20 nosTopoS HAa NPOTMREHAN HECKDABKNX (3 - 5) Aned ¢ ABNBHERAWUM
ONPBAGSIOHNEM OWMABEMOro CpeaHere (UENBBOID) IHBYEHUA M BAPHAOENWHOCTH CRBAHKX aHaveHWR (ananasons) & nalopaTopun Ha
OCHOBO NOAYMBHHIX PE3YNLTaTOB.

UroSu NONYMNTE PENPEIGHTITHBHLIS AHHME ANA Aanshedived pabotel CHCTEMD, B AGHHOR necneaosaHne HaolXoAUMe BXOUNTL
BOSMOXHU NPIUHL BapuabenbHocTi:

¢ HECKONBKO COXPAHEHHBIX KANWGPOROK

+ PasHsi® COPN PSarenYos

+ Pasuwe cepuu kanulpaTopos

« PasHbi@ SHANMTHWECKHE MOAYNM (BCAW NPHMEHHMO)

+ PeaynbTarthi, NONYMSEMMO B PAIHOS Bpems cyroK

Urpopmaumc v oiune pexomeHaaLuu no KOHTPOMO KAY4ECTRA CW. B OnyGNUKORAHHWX PYKOBOACTRAX, HAND., B aokymenTe C24-A3
VIHCTMTYTA KRUHWUECKNX W naBopaTopHLIX CTEHABPTOR (CLSI) unu B Apyrux onyGnHKoBaHHX pyxopoacveax.12

« Ecnu npousaypet Bawei natopatopuu TpeGyoT 60Nee YACTOM MOHMTOPHHIA KOHTPONA KAMSCTES, CHOAYATE NPUHATON NPAKTHKS.

» ECNM pe3ynbTaThl KOHTPONS KAMOCTEA e COOTRSTCTBYIOT NPMHATLIM KPHTERYAM, YCTAHORNOHHBIM saweii nadopaTopwei,

POIYNLTATE! TECTHPOBEHMA o6pa3ues MOTyT BT COMHWTENLHBIMK. CneayfTe NpUHATLIM SaLed nabopavopnei

NPOUSAYPAM KOHTPONA KAUECTRa. MaxeT NoTRpeGoaaThcA NOBTORHAN xanuGposka aHanusa. MHdopmaumo of YCTPAHSHWN
HENCNPABHOCTEH CM. B PyrOBOACTBE NO IKCANYATALMAN Alinity ci-series, Pasgen 10,

« Nocne yCTaHOBXW HOROH CEPWA PLAreHTa Uiw XaNNGPATOPS NPOBEPLTE PEIYNETATH KOHTPONA KAHACTED W KPMTEPUN

NPWEMNEMOCTH.

HEOBXOANMBIE, HO HE NPEAOCTABNAEMKIE MATEPMASNDI

» Alinity | CMV 1gQ ¢aiin TecTa

+ 07P4201 CMV antvTena IgG KanubpaTope {Alinity i CMV IgG Calibrators)

« 07P42 CMV aHTwTena IgG PearenTul (Alinity i CMV IgG Reagent Kit)

« D&P1180 PacTeop Tpurrepa {Alinity Trigger Salution)

« 06P1265 Pacreop npe-Tpurrepa (Alinity Pre-Trigger Solution)

+ 0BP1368 KONLEHTPWIOBaHHBIA NPOMLIBRIOLMA Bychep (Alinity -series Concentrated Wash Buffer)

AHANWTHYECKWAE XAPAKTEPUCTHKK
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OMMCAHNE TPEBOBAHWNA

80m p OM3BO  MOCTfa S 10% KBans 06pa3uyoB CO 3HAYEHUSIMU KOHLLEHTpaLnii B
enyTpu Slaboparopun npegenax uenesoro gnanatoH3s 6 AU/mL" GOAU/roL n 200AU/mL «
(obwan)* 250 1n/m |

rlpOCer)KVIBaeMOCTb - He NPpUMEeHNMO.

MEAVLVNHCKOE WU3AEJIVE - KOMMAPATOP 4151 AHAJIM3A CEPOKOHBEPCUOHHOM YYBCTBUTE/IBHOCTH

TecT ARCHITECT IgG aHTuTena k uutomeranosupycy peareHT (ARCHITECT CMV IgG Reagent), PerncrpaunoHHoe yfocToBepeHune
Ne ®C3 2008/02931 ot 30.06.2017
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36607t Upnanaus JMarHocTHYeCKO? T: +353 719156200
noapasAeneHHe
OuuancknkK busnec Tapxk,
Cnatiro, Hpnauaus

Toanucano: /nodnucang/ Hara: 29 mas 2019 2,

Cenun Kioppau (Celine Curran),

CrieumManucT Mo HOPMATHBHO-NPABOBOMY PErY/IHPOBAHHIO
36601T Upnauans,

JlHarHOCTHIECKOE NORPa3AC/ICHHE

Praucknan busnec IMapk,

Dunucknns, Cnaitro, Upnanaus

/Hevamy: 3660mm Hpranous,
Huaznocmuuecxoe nodpasdenenue
Punucxnun busnec Hapx,

Craiizo

Hpranous/

{evamy: TOPTOBAA HAJIATA CJIAUTO (HHK)
3ABEPEHHBIVi CEPTHOHKAT O TIPOHCXOXIEHUH/

Alexams: TOPI'OBAA HAJIATA CJIAHTO (HHK)
HOQ/THHHOCTS 3ACBHIETEJIBCTBOBAHA JOBPOCOBECTHO
Ynonnomouennoe nuyo /nodnucano/ 29.05.2019 2/

/Toonucano/ 29 man 2019 2,

Crpannua 2

Pyxosoanrenn: bpattan B. Hop (Brian B. Yoor), Ion I. Xeunec (Paul G, Hennessy), dexnan Ix.
Byac (Declan J. Woods)
Komnanus 36601t Aftpnana Ukkopnopeiiter na Bepmyacknx ocTposax

ITepesod ¢ anznuiicrozo Asvixa na pycexuit a3mix suinonnes NEPLEOOYUKOM
Lllamnesvim Hnvesi Anexceesusem ' '
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Poccuiickas ®epepauns, Fopog Mocksa.

MaTOoro nwHA ABe ThiCA4YN AeBATHaALATOro roja.

A, baxTanse Onbmupa KOpbeBHa, HoTapuyc r. MockBbl, CBUAETENbCTBYIO NOAJIMHHOCTL
nognucu nepesoguyuka LllatHeBa nbn Anekceesuya.

Moanuce caenaHa B MOEM NPUCYTCTBUMN.

JlInyHoCTb nognucasLLero 4OKYMEHT yCTaHOB/EHA.

3apernctpupoBaHo B peecTpe: Ne77/52-H/77-2019- /60 6
B3bickaHo no Tapudy 100 pyo6.
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