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I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below are the
operational documentation. These documents are in a full accordance with actual manuals of
manufacturer.

¢, 3amaH XaH (Zaman Khan), 3amecTutens JupekTopa no HopMaTuBHbIM Boripocam OTaena EBponbl,
BnuvxHero Boetoka, Agpuku n MaknctaHa 9660TT M'mox n Ko. KIT (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWN M YA0CTOBEPSAID, YTO NpunaraeMble
OOKYMEHTbI B HUXXeNpUBeAeHHOM 00beMe CTPaHuL, ABAAIOTCA 3KCNyaTalMOHHOM JOKYMeHTaLnen.
3TN AOKYMEHTbI MOMIHOCTLI0 COOTBETCTBYHOT aKTyas/IbHON AOKYMEHTaL MM NPon3BOAUTENS.

JKcnnyaTtauymMoHHas JoOKyMeHTauma ansa megmumHckoro nigenusa (Operational documentation
for medical device):

KOHTpO/bHble MaTepuanbl AN NOATBEPXAEHWS BOCMPOM3BOAMMOCTMA U MPaBUNLHOCTU OMpesesieHns
aBUOHOCTU aHTUTen knacca 1gG K TokconnasMe UMMYHOXEMUTIOMUHECLEHTHBIM METOLOM B CbIBOPOTKE
N nnasMe KpPoOBW 4YesioBeKa Ha MMMYHOXMMMYECKMX aHanm3aTopax Alinity i ""Toxo aBMgHOCTb aHTUTeN
IgG KoHTponbHble maTepuanbl (Alinity i Toxo 1gG Avidity Controls)"

Mo TekcTy 3KcnayaTaluMOHHbIX AOKYMEHTOB BCTPeYaloTCs BapuaHTbl HaVMEHOBaHWUWA MeAMLMHCKMX WU3Lenui,
npuBedeHHble B Tabnuue HUXe, KOTOpble ABNAKTCA CNpaBeA/iMBbIMU U paBHO3HauHbIMKM (Operational
docomentation contains the following trne and eqgnivalent short names of medical devices listed in table):

HavmeHoBaHne  HavMeHOBaHWe MeAMLUMHCKOrO U3fenns Ha PYCCKOM f3blKe CokpatieHHoe

Ha aHrMncKom HaumeHoBaHue(no
A3blKe TEKCTY [OKYMeHTa)

Alinity i Toxo Habop peareHToB AN OMNpeAeneHns aBMAHOCTU aHTUTen ToXo aBMAHOCTb

19G Avidity knacca [o[€] K Tokconnasme aHtuten IgG PeareHTol

Reagent Kit UMMYHOXEMUMIOMUHECLLEHTHBIM MeToZOoM B cbiBopoTke U (Alinity i Toxo 1gG

nnasmMe  KpoBM  YefioBeKa Ha  MMMyHoxuMmuyeckux Avidity Reagent Kit)
aHanusatopax Alinity i "Toxo aBugHocTb aHTUTen 1gG
PeareHTbl (Alinity i Toxo 1gG Avidity Reagent Kit)"

Alinity i Toxo KOHTpo/bHbIe marepuansi ans MOATBEPXAEHNA  Toxo aBMAHOCTb

[o[€] Avidity BOCNpoOM3BOAMMOCTM W MPaBUNLHOCTW  OMpefAeneHna  aHTUTen 1gG

Controls aBuHOCTM  aHTMTen Knacca 1gG kK Tokconnasme KOHTpOnbHbIe
MMMYHOXEMMWFOMUHECLLEHTHBIM METOAOM B CbiBOPOTKe M MaTepumansl  (Alinity i
nnasme  KpoOBM  YesioBeKa Ha  MMMYHOXMMUYecKUX TOXO [o[€] Avidity

aHanusatopax Alinity i "Toxo aemgHocTb aHTuTen IgG Controls)
KoHTponbHble matepuansl (Alinity i Toxo IgG Avidity
Controls)"
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Alinity i
Toxo 1gG Avidity Controls

Read Highlighted Changes; Revised July 2019.

NAME
Alinity i Toxo 1gG Avidity Controls (also referred to as Tox Avidity Ctrl)

INTENDED USE

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

For additional information, refer to the Alinity i Toxo 1gG Avidity
reagent package insert and the Alinity ci-series Operations Manual.

CONTENTS
| CONTROLI LOVAVIDITY | contains anW-Toxoplasma gondii monoclonal

antibody in phosphate buffered saline with protein (bovine) stabilizers.

Preservative: ProClin 300.

[CONTROLIHCHAMDITY | contains recalcified human plasma.
Preservatives: ProClin 950 and sodium azide.

The controls are reactive for anti-Toxo IgG.

The controls are at the following ranges:

Toxo 1gG Avidity

Irahcel

Control Quantity Color (%6AVi)
CONTROL LOW AVIDITY 1X6.0 mL Natural <50.0
IconTROL IHKiH AVIDITy | 1x 6.0 mL Natural > 60.0

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

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

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

STANDARDIZATION

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

PRECAUTIONS
e ivd|
¢ For In Vitro Diagnostic Use

Safety Precautions

X LCAUTION: 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 assurartce 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.""*
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The human-sourced material used in the Control High Avidity is
reactive for anti-Toxo IgG, and nonreactive for HBsAg, HIV-1 RNA
or HV-1 Ag, anti-HIV-1/HIV-2, and anti-HCV.

The following warnings and precautions apply to:
lconTROL lLOW AVIOITY |

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

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-MP364  Take off contaminated clothing and wash it before
reuse.

Disposal

P501 Dispose of contents / container in accordance with

local regulations.

The following warnings and precautions apply to:

JCONTROL [WON ALY |
WARNING Contains methylisothiazolones and sodium azide.

H317 May cause an allergic skin reaction.

EUH032 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+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get medical advice /
attentioh.

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 vrww.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 Storage Additional Storage
Temperature 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 8 drops of the
control low avidity and 8 drops of the control high avidity 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.

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
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 Biomedicai 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 Viforkers 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

A

Caution

Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

Control Number

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

Control High Avidity

ICONTAINSI AZIOEI

ICONTROL IWOH AinOITY |

Control Low Avidity

1ICONTROL 1LOW «VINTY |
M In Vitro Diagnostic Medical
Device
Lot Number

1PRODUCT OP OERIRANY | Product of Germany

IRANGE 1 Range

List Number

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

0123

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
+49-6122-580

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

Revised July 2019.
©2016, 2019 Abbott Laboratories



ADDENDUM
to the Instruction for Use Alinity i Toxo IgG Avidity Controls for Russia
SHIPPING AND STORAGE CONDITIONS

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

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

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport,

WARRANTY

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

Alinity i Toxo IgG Avidity Controls - 12 months from date of manufacturing.
MAINTENANCE

Not required

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanitary-epidemiological Requirements for the Management of Medical Waste”.Transmit and
dispose of a product and its components and packaging in accordance with local regulations

LIST OF NATIONAL STANDARDS AND REGULATORY DOCUMENTS APPLICABLE TO MEDICAL PRODUCT

GOST ISO 17511-2011, GOST R 51352-2013, GOST R ISO 23640-2015, GOST R ISO 18113-1-2015, GOST R
ISO 18113-2-2015, GOST R ISO 15223-1-2014, GOST R ISO 15223-1-2014, GOST R EN 13612-2010, GOST R
53022.2-2008, GOST R 53022.3-2008

Decree of the Government of the Russian Federation of December 27, 2012 No. 1416 “On approval of the rules of
state registration of medical devices” (as amended by Decree of the Government of the Russian Federation of July
17, 2014 No. 670), Order of the Ministry of Health of Russia of 06.06,2012. No. 4n (as amended according to the
Order of the Ministry of Health of the Russian Federation of September 25, 2014 N 557n), Order of the Ministry of
Health of Russia of 01/09/2014. No. 2n, Order of the Ministry of Health of the Russian Federation No. 11n of
January 19, 2017

POTENTIAL USER

The Alinity i Toxo 1gG Avidity Controls is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the Alinity i analyzer.

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

STERILIZATION
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Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN

Materials of animal 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 FOR USE

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

CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS

Low Control: pH-value at 20 °C: 7.4

Density at 20 °C: 1.009 g/cm3
High Control: pH-value at 20 °C: 7.5

Density at 20 °C: 1.025 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

COLOR AND ODOR

Low Control: Colourless and odorless
High Control: Brown and odorless
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Alinity |

Toxo ABUAHOCTb aHTUTeN IgG KOHTpPO/IbHbIE
maTepunansbl (Alinity i Toxo IgG Avidity Controls)

Cm. Bblge/neHHble n3MeHeHusi. Pegakuus; uonb 2019 r.

HANMEHOBAHWE (CokpalleHHoe)

Toxo ABnaHoCTb aHTUTen IgG KOHTpO/bHbIE MaTepuasibl

(Alinity i Toxo 1gG Avidity Controls) (Takke BCTpeyaeTcs NO TEKCTy:
Tox Avidity Ctrl)

HA3SHAYEHVE

Toxo ABUAHOCTb aHTUTenN IgG KOHTposibHble MaTepuasbl

(Alinity i Toxo 1gG Avidity Controls) npefHa3HayeHbl 4718 OLEeHKN
BOCMPON3BOAMMOCTY TECTa U BbISBMEHWNA CUCTEMATNYECKUX
aHaIMTMYeCcKMX NorpeltHocTeli B pabounx xapakrepuctukax
aHanuzartopa Alinity i.

JlononHNTeNbHY MH(OPMALMIO CM. B UHCTPYKLMM MO MPUMEHEHUI0
K Toxo ABngHocTb anTtuten IgG Pearentam (Alinity i Toxo 1gG Avidity
Reagent Kit) n PykoBoactee no akcnnyatauum Alinity ci-series.

COOEPXNMOE

ICOWTROL I LONAMATY | cCOAEPXNT MOHOK/OH3/bHbIE aHTUTeNa K
Toxoplasma gondii B 3abydepeHHoM chocchaTtom hr3nonornieckom
pacTBope C NPOTEMHOBbLIMK (BblYbMMK) CTabumsaTopamu.
KoHcepsaHT: ProClin 300.

IcoNTROL lhioH avidityl COAEPXUT pPeKaNbLMHUPOBAHHYIO Nnasmy
KpoBu yenoseka. KoHcepsaHTbl: ProClin 950 v a3ng HaTpus.
KOHTpO/IM peakTuBHbI Ha aHTutena IgG K Tokconnasme.

KOHTpOMM MMEIoT crefytolive AMana3oHbl KOHLEHTPaLMiA:

Toxo ABMAHOCTb
aHtuTen IgG
IRANGE |
KoHTposb Konnyectso LiseT (""/.aBgHOCTN)
TonTROL Low AVIDITY | 1x 6.0 mL HatypanbHblii <50.0
TonTROL MOH AVIDITY | 1x 6.0 mL HatypabHbli a 60.0

MNMPUMEYAHWE: KoHTponu npefHasHavyeHbl UCKNHYMTENBHO Aa
MCNonb30BaHNs B J@AHHOM TecTe 1 dopmarte JaHHOro Tecra,
No3TOMy He MOTyT MUCMO/b30BATLCA B APYrMX TecTtax. KoHTponu
Hesb3s TeCTUPOBaThb Kak 06pasLbl NauyeHToB.

Ecnun TpebyeTca Hecko/bKO NOBTOPOB TECTUPOBAHWUSA KOHTPONEA,
cnegyeT UMeTb B BiAfly, YTO TO/IbKO OZIHO OnpejesieHve aBuaHOCTH
MOXeT ObITb 3aKa3aHO Ha OfHy Yalleuky /19 06pasLoB.
KOHTPO/M M3roTOBMEHbI TaK, YTO 3HAYEHWS UX KOHLEHTpaLwii
Haxo[ATCS B YCTAHOB/IEHHbIX [Mana3oHax, a He COOTBETCTBYIOT
YCTaHOB/IEHHOMY Lie/IeBOMY 3Ha4eHu0. Beuay 3TOro BO3MOXHbI
pacxoXaeHns Mexay pasHbIMU CEpUsIMU KoHTponeld. [ns
OTCNIEXMNBAHNA JaHHbIX MOXHO WMCMOMb30BaTb rpadimk
NeBun-[)XeHHWUHICa, HO NpUMeHeHne npaswun BecTrapga He
pekomeHAyeTCs B CBA3W C YNOMSHYTbIMU PACXOXAEHUAMU 3HaYeHU
MexXgy pasHbIMU CEPUSIMU KOHTPOENA.

CTAHIAPTU3ALMSA

TecT Alinity i Toxo IgG Avidity ctTaHfapTu3nupoBaH B COOTBETCTBUU C
BHYTPEHHUM pedpepeHCHbIM MaTepuasiom.
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MEPbI MPEAOCTOPOXHOCTU

* lynl
e s guarHocTtuku In Vitro

MepblI1pejoCTOPOrKHOCTU

HUMAHVIE: [aHHbI NPOAYKT COLEPXUT MOJyYeHHble
OT Ye/loBeKa M/MAN NOTEHUNASIbHO MHMEKLVOHHbIE KOMMOHEHTbI.
CwmoTpute pasgen COLEPXVMOE faHHOW MHCTPYKUUM No
NPUMEHEHNI0. H1 OMH 13 M3BECTHbIX METOL0B TECTUPOBAHUA
He MOXeT rapaHTUpoBaTb, YTO MaTepuasibl, NOsyYeHHble OT
yesioBeka, MM NHAKTUBMPOBAHHbIE MUKPOOPraHU3Mbl He
nepeHocAT nHdekuuo. MoaTomy BCe mMaTepuasibl, MosyYeHHble
OT YesloBeKa, creflyeT cuntatb NOTEHUNA/IbHO UH(EKLMOHHBIMA.
PekomeHayeTcst obpalatbca ¢ peareHTamMn 1 obpasuamu,
Nosly4YeHHbIMU OT YesloBeKa, B COOTBETCTBUM cO CTaHAapToM Mo
ob6palleHnto C reMOKOHTaKTHbIMK naTtoreHamu, pa3paboTaHHbIM
YnpasneHvem CLUA no oxpaHe Tpyfa ¥ NPOMbILLIEHHO
rmrneHe (OSHA). Mpu paboTe ¢ matepuanamu, cogepxawiumm
NN NPeAnosioXMTENIbHO CofepXaliuMmn NH(EKLMOHHbIE areHTbl,
cnepyeT cobnogatb nNpasuna Guonornyeckoil 6esonacHocTy,
YypOBeHb 2, UK [pyrne cCoOTBETCTBYOLME Npasuna
6uonoruyeckoii 6esonacHocTun.""
MaTtepuan, nonyyeHHbIi OT Yenoseka, MCMNOMb30BaHHbI B
KOHTPO/ie BbICOKOW aBUAHOCTW, peakTMBEH Ha aHTuTena IgG K
TOKconnasme U He peaktmseH Ha HBsAg, HV-1 RNA wu
HIV-1 Ag 1 aHTu-HIV-I/HIV-2 n aHTn-HCV.

Cnegylowpe npefynpexaeHis n Mepbl NpesoCcTOPOXHOCTU
OTHOCATCA K: lcontrot [tow avidity |

(O

NMPEAYNPEXAEHNE CoaepXut MeTunin3oTnasosoHbl.

H317 MoxeT BbI3blBaTb a/l/IEPIUUECKYI0 KOXHYHO
peakumio.

MpepoTBpalyeHve

P261 M3beratb BAbIxaHUa TymaHa/napos/
aspo3oneii.

p272 He BbIHOCWTL 3arpsisHEHHYI0 ofiexay ¢
pabouyero mecta.

P280 Monb3oBartbCa 3alUMTHLIMKU nepyaTkamu/
3alUTHOI oaexpaoii/cpecTBaMun 3almThl
rnas.

PearvpoBaHue

P302+P352 MNP NONALAHNN HA KOXY: MpombITe

60MbLWMM KONNYECTBOM BOAbL.

P333+P313 Mpn pasgpaxeHun KoXu nnm nosiBneHnum
cbinu: O6paTuTbCs K Bpauy.

P362+P364 CHATb 3arpA3HEeHHyI0 ofexay W BbICTUpaTh
ee nepef nocneayowyM MUCMosb30BaHNEM.

YTunusaums

P501 YTunusupyiite cogepxumoe/koHTeiHep B

COOTBETCTBMKU C CaHUTapPHbIMN HOpPMaMU
P® (CaHlNuH 2.1.7.2790-10 ot 09.12.2010).



Cnegfytowme npeaynpexaeHns n Mepbl NPeaocToPOXHOCTY
OTHOCATCS K: |controt |HIOH «/IMTY

P

NPEAYMNPEXAEHNE CofepXuT METUIM30THA30/I0Hb! 1 a3ng,

HaTpus.

H317 MoOXeT BbI3blBaTb a/I/1IEPrMUECKYI0 KOXHYHO
peakuuto.

EUH032 Mpu KOHTaKTe ¢ KMcnotamu obpasyeTtcs
BbICOKOTOKCUYHBIIA ras.

MpepoTBpalleHve

P261 M3beratb BAbIXaHUs TymaHa/napos/
aspo3onei.

P272 He BbIHOCUTL 3arpsAA3HEHHYI0 oAexay C
pabouero mecta.

P280 Monb3oBaTbcs 3alMTHLIMK nepyaTkamu/
3alMTHO oAexaoi/cpeAcTBamMn 3aLUThbI
rnas.

PearvpoBaHve

P302+P352 MPY MNOMALAHUA HA KOXKY: MpombITh
60/bLUNM KONIMYECTBOM BOfbl.

P333+P313 Mpy pasgpaxeHnn KOXu v NosiBneHun
cbinu: O6paTUTLCS K Bpady.

P362+P364 CHATb 3arpsA3HeHHyAeXay 1 BbICTMpaTh
ee nepef nocneayoumm UCnosib3oBaHneM.

YTunusaumsa

P501 YTunusupyiite cogepxumoe/koHTeliHep B

COOTBETCTBUMU C CaHUTapHbIMU HOpmamn Pd
(CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e30MacHOCTW AOCTYMHbI Ha caiTe
vTOw.abbottdiagnostics.com nam y MecTHoro npeacrasutens.
Moapo6Hyto nHhopmaLmio 0 HEOHXOAMMbIX Mepax
NpeAoCTOPOXHOCTY MpW paboTe C aHasM3aTopom CM. B PykoBoACTBe
no akcnnyatauum Alinity ci-series. Pasgen 8.

MnoAroToBKA K NCMOJ/Ib30OBAHUIO

* [laHHbIii NPoAYyKT NocTaBNseTCH B XWAKOM Bue, roToB K
MCNO/Mb30BaHMIO.

e [laHHbIA NPOAYKT MOXeT WUCMo/b30BaTbCA HenocpeACcTBeHHO
nocne u3BfeYeHNst U3 MecTa XpaHeHusi ¢ Temnepartypoit 2 - 8‘C.

e Tepea kaxAablM UCMONb30BaHWEM NepemMelunBaiiTe, akkypaTHO
nepesopaymsas h/1akoHbI.

XPAHEHVE
e He ucnonb3yiiTe nocne OKOHYaHUs CPokKa roAHOCTU.

JononHuTesnbHble
Temnepatypa MakCUMasibHOE UHCTPYKLUUW Mo

XpaHeHust BPEMS XpaHEHVS XPaHeHNIO
HeBCKpbITbIli 2 - 8'C [0 OKoHuyaHuA
chnakoH CcpoKa rogHocTU
BckpbITbii 2 - 8°C [lo okOHuYaHVsA  XpaHuTb BO
h1akoH cpoka rogHocTu  dhiakoHax,
N/IOTHO 3aKPbITbIX
KpbILLIKaAMMU.

MNomectntsL B
XOM0ANNbHUK nocre
MNCNOb30BaHNSA.

MPOUEAOYPA PABOTblI HA AHANTM3ATOPE

e [nA nonyyeHns pekomeHAyeMoro oGbema KOHTponei aepxure
chnakoH BepTuKasibHO 1 fob6aBbTe 8 Kanesnb KOHTPONSA HU3KOM
aBVAHOCTU 1 8 Kaneslb KOHTPOSS BbICOKOW aBUAHOCTU B KabKAYHO
yalueuky 41 obpasua B COOTBETCTBYIOLLER No3numm.

*  VHdopmaumio o 3akase v 3arpyske KOHTponeli B cuctemy
cM. B PykoBoacTtee no akcnnyatauuu Aliaity ci-series, Pasgen 5.
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MOKA3ATE/IN HECTABU/IbHOCTN WA MOPYIA
MokasaTenamy HecTabWULHOCTU UK MOPYM CAYXaT 0CafokK,
BUAVMbIE Criefdbl NPOTEYKW, 3aMyTHEHHOOTb, HECOOTBETCTBUE
KanMBGpOBKN KPUTEPUSIM, YKa3aHHbIM B UHCTPYKLUM NO NPUMEHEHUI0
n/vnn PykoBoacTBe no akcnayataumm Alinity ci-series, nm
HEeCOOTBETCTBME KOHTPO/ENA YCTAHOBEHHBIM KPUTEPUAM.

BUBTNOIPA®UA

US Departtoem of Labor, Occupationai Safety and Heaith
Administration, 29 CFR Part 1910.1030, Bioodborne pathogens.

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

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

dopmar uncen:
* B kavecTBe pasgenutens TbICSY UCMOMb3yeTca npoben
(npumep: 10 000 06pa3LioB).

* B kauecTBe pasgenutens AecATUYHbIX 3HAKOB WCMOMb3yeTcs
Touka (npumep: 3,12%).

|/|CI'IOI'Ib3yEMbIe CNMBO/J1bI
BHuMaHve

Cm. WHCTPYKLMIO NO NPUMEHEHMIO

M3rotosutens

TemnepaTypHblii AnanasoH

Mcnonb3oBatb 4o/CpoK rogHOCTH

=N P KL >

KOHTpObHbIA HOMep

ICONTAINSi AZIDE | CoaepXuT asung HaTpus.
Mpn KOHTakTe ¢ KMcnoTamy obpasyercs
BbICOKOTOKCUYHBIIA ras.

ICONTROL 1HKOH MWNTY | KoHTponb BbICOKOIA aBnaHOCTH

KOHTpO/b HU3KOI aBUAHOCTU

lcontrolllow avidity |

M MeauumHckoe unsnenve ans
aunarHocTuku In Vitro
Homep cepun

1PRODUCT OF GERMANY | CTpaHa npouvcxoxaeHus: epmaHna

1RANGE 1 JAvanasoH

KaTanoxHblii Homep

Alinity sBNsieTcA TOproBoii Mapkoii komnaHun Abbott Laboratories B
pas/IMyHbIX lopUCAnKLMAX. Bce apyrve Toprosble Mapku SBASOTCS
COGCTBEHHOCTHIO COOTBETCTBYHOLMX BNafeNbLEB.



Abbott GmbH & Co. KG

Max-Planck-Ring 2 C €
65205 Wiesbaden 0123
Germany

+49-6122-580

CepBucHas nogaepxka: O6pawaiitecb K CBOeEMY MECTHOMY
npeacTaBuUTesTIO WIN CMOTPUTE KOHTAKTHYIO MHOpMaLuunio 41
Balleil cTpaHbl Ha caiTe www.abbottdiagnostics.com

Pepakuus: uionb 2019 r.

©2016, 2019 Abbott Laboratories

ABTOPU30BaHHbIN NpeacTaBUTE/b U3TOTOBUTENS HA TeppUTOpUMn
Poccumn n gpyrux ctpad CHI:

00O “2660TT JlabopaTopus", 125171, Poccus, r. Mocksa,
JNleHuHrpapckoe wocce, 16A, cTpoeHue 1,

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

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



MPUNOXEHWNE

K MHCTPYKUMK NO NpumeHeHnio Toxo aBuaHocTb aHtuten IgG KoHTponbHble matepuansl (Alinity i Toxo IgG Avidity
Controls) ona Poccumn

yYCNnoBuA TPAHCIIOPTUPOBKN n XPAHEHWA
M3pgenve pekomeHAyeTcs TpaHCNoOpTMPOBaTb M XpaHUTb NpU Temnepatype 2-8°C. MeauuuHckue W3fenust AOSMKHbI

XPaHUTCA B XOJIOAWIbHBIX KaMepax WU B XOM0AWIbHUKAX, 06ecrneynBatolLyX perfiaMeHTMpPOoBaHHbI TeMMepaTypHbIi
PeXVM C exefHeBHOI perucrTpauueii TeMmnepatypsbi.

TpaHCMopTUBKA [O/MKHA OCYLLECTBMSTLCS B TEPMOKOHTEHEpax O[HOPA30BOr0  MO/Ib30BaHWs,  COAEPXaLLMX
XN3a103/IEMEHTbI, WM B TEPMOKOHTElHepax MHOIOKpPaTHOrO MNpYMEHEHUs C aBTOMATUMYECKM MNOoALEpXVUBAEeMOl
TemnepaTypoil unu B aBTopediprxepaTopax € UCNosib30BaHMEM TEPMOUHANKATOPOB.

M3penuve octaeTcs CTabuIbHLIM 10 OKOHUYaHKSI CPOKa rofHOCTM, YKa3aHHOTO Ha YraKoBKe.

Mpu TpaHCNOPTMPOBaHUM C HapyleHWEM TEeMNepaTypHOro pexvuva UW3fenve He MOAJIEXUT  MPUMEHEHWUIO.
TpaHCNopTUPOBKA OCYLLECTBNISIETCA BCEMM BUAAMM TPAHCMOPTa B KPbITbIX TPAHCMOPTHLIX CPEeACTBaxX B COOTBETCTBUM C
npaBWiaMn NepeBo3kn rPy30B, AECTBYIOLMMU Ha K&KAOM BUAe TpaHcrnopTa

FAPAHTUMHBIE OBA3ATE/IbCTBA

MpoussoguTenb rapaHTVpyeT, 4TO MNpy NPaBUIbHOM XpaHeHuW W o6palleHun u3genue ocTaeTcs CTabwuibHbIM A0
NCTeYeHNs1 cpoka rogHoCTU. MakcMasibHbI CPOK FOAHOCTM:

Toxo aBugHocTb aHtTUTen 1IgG KoHTponbHble maTepuasbl (Alinity i Toxo 1gG Avidity Controls) - He 6onee 12 mecsiues ¢
AaTbl NPON3BOACTBA;

TEXHWYECKOE OBCNY>XUBAHVE
He TpebyeTcs.

TEKYLUUIA PEMOHT
He TpebyeTcs.

OAHHBIE ANA YTUITN3AUMU N YHNUYTOXEHNA MEOANLUNHCKOIO N3AENNA

MeguumHckoe usgenvie yTuamsnpyroT U YHUUTOXAOT B COOTBETCTBUW C Npasuiamu obpatleHns ¢ MeauLMHCKUMA
oTxofamu, pernameHTupyrowmmmuca Cadlud 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3nMaemMmnonornyeckme
TpeboBaHNA K 06paLLEHNIO C MEAULIMHCKUMWN OTXO4aMM».

HeobxoaymMo crnefoBaTth HaLMOHa/TbHBIM CTaHAapTaM npy nepejade v yTunnsaumm ugenus, ero KOMNOHEHTOB U
YMakoBKM.

MEPEYEHb HALIMOHAJ/IbHBIX CTAHAAPTOB U HOPMATVBHOW AOKYMEHTALINW, MPUMEHAEMbIX K
MEOVMUMHCKOMY U3OENNIO

FOCT ISO 17511-2011, NOCT P 51352-2013, TOCT P NCO 23640-2015, TOCT P NCO 18113-1-2015, ITOCT P
NCO 18113-2-2015, NOCT P NCO 15223-1-2014, FTOCT P NCO 15223-1-2014, TOCT P EH 13612-2010, FOCT P
53022.2-2008, NOCT P 53022.3-2008

MocTtaHoBneHune MpaButensctea PP oT 27 aekabpsa 2012r. Nel416 «O6 yTBepXAeHUM NpaBw/ rocyapCTBEHHOM
peructpaummn MeguumMHCKUX nsgenuii» (B pefakumym MoctaHoBneHus Mpasutensctea P® ot 17.07.2014r. Ne 670),
Mpuka3 MuH3gpasa Poccun ot 06.06.2012r. Ne 4H (Cc usMeHeHuamMKn cornacHo Mpukasy M3 P® ot 25 ceHTAbps
2014r. N 557H), Mpuka3z MuHsgpasa Poccun ot 09.01.2014r. Ne 2H, Mpuka3 MuHucTepcTBa 34paBooxpaHeHns PO
Ne 11H o1 19 aHsaps 2017

MOTEHUWVASbHbIN MOTPEBUTE/Nb

MeauuuHckoe usgenve Toxo aBugHocTb aHTuten IgG KoHTposibHble MaTepuansl (Alinity i Toxo IgG Avidity
Controls) npegHasHa4yeHO A1 UCNOMb30BaHWA B Pas3/iMuHbIX KMHWMKO-1ab0paTopHbIX YC0BUAX, BKIOYas, 6e3
orpaHuyeHunsi, 60MbHNLBI, ANArHOCTUYECKME LEHTPbl, peddepeHTHble 1abopaTopumn 1 yupexaeHus nepemBaHus
KPOBM N0 BCEMY MUPY, MePCOHa KOTOPbIX NpoLlen obyyeHne no Kcnosb3oBaHuio aHanmnsartopa Alinity i.

NHPOPMALINA O HATMYIA B MEOANLUMHCKOM U3JENNWN TEKAPCTBEHHOIO CPEACTBA
He cogepxut

CTEPW/IbHOCTb
MocTaBnsieTcst B HecTepuibHOM Buae. CTepunvzauus nepes npriMeHeHnem He Tpebyetcsi.

NHPOPMALINA O BOSMOXHOCTW MOBTOPHOIO NMPUMEHEHNA
He noanexuT NnoBTOPHOMY NMPYMEHEHUIO.
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MATEPVAJIbl XXUBOTHOIO MNMPONCXOXAEHNA

MaTepuanbl XUBOTHOTO MPOUCXOXAEHUSA MNPOBEPEHbl U PUCKM MpuMeHeHns MW ykasaHbl B [lacnopte
6e3onacHocTy. Macnopta 6€30MacHOCTM MOXHO HaliTu Ha caite www.abbottdiagnostics.com nm obpatutech K
MEeCTHOMY NpeACTaBUTESIO.

MOKA3AHVA K NMPUMEHEHNIO

Toxo ABugHocTb aHTUTen IgG KoHTponbHble matepuasbl (Alinity i Toxo 1gG Avidity Controls) npegHasHauyeHbl ons
OLIeHKM BOCMPOM3BOAMMOCTM TeCTa W BbISIB/IEHWUSI CUCTEMATMYECKMX aHa/IMTUYECKUX MOrpeLlHocTeli B pabounx
xapaktepucTtunkax aHanusaropa Alinity i.

MPOTUBOIMOKA3AHUA K NPUMEHEHWIO
He npumeHnmo.

TEXHNYECKNE XAPAKTEPUCTUKN
KOHTpO/b HU3KOIA aBUAHOCTU:

3HaueHve pH npn 20 °C: 7.4

MnoTtHocTb npu 20 °C: 1.009 r/cT3

KOHTpONb BbICOKOI aBUAHOCTU:
3HaueHuve pH npn 20 °C: 7.5
MnotHocTb npun 20 °C: 1.025 r/cT3

CBEAEHNA OB W3BECTHbIX OMPAHUYEHUAX MO COBMECTHOMY MNPUMEHEHWIO MEAOAWUWMHCKUX W3OAEAVA O
HA3HAYEHUIO
OTcyTCTBYHOT.

LIBET U 3AMNAX

KOHTpOosb HW3KOI aBUAHOCTU: BeclBeTHbI 1 6e3 3anaxa
KOHTposib BbICOKOI aBUAHOCTU: KopuuHeBblii U 6e3 3anaxa

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



VCG

VA & ON*
dro
Offentiiche Beglaubigurig
Fr. wirej offontiich bee jbigt dass rmr=
Y (?7a<unzx/ A
[lar-fMw AT 0 J
d;-': voi - - stehendo/(fi Unia.schrift/
cr;’ V Ufrtor-zeichneten Ortsgf.'iorlisvor;»i”1(Jfe'
r '- c*na:g vollzog” ha'
e ?-b0a<;0.l. den
N yyylip
( F <jrh <0

[ ___ € bsianit Ortsgerjc!--I\ g

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



HBPEBO,EL € HEMELKOTo n aHTIIMIACKOTO0 A3bIKOB Ha pyCCKI/IVI A3bIK

2660TT M'M6X & Ko. KIK Ten:+4961 22580
Makc-InanHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303, 65011 BucbageH

Mognuck: /nognucaHo/ Oata: 21 masa 2020 .

3amaH KxaH (Zaman Khan)

3amecTuTens gmMpekrTopa

N0 HOPMAaTUBHO-NPABOBOMY PErY/IUPOBAHUIO
PernoH EBBA un MakucTtaH

2660TT 'M6X & Ko. KI

2660TT 'M6X & Ko. KIM
Makc-InaHk-PuHr 2

65205 BucbageH-enbKeHxanm
"epmaHunsA

/MeyaTb: 3660TT
2660TT 'MO6X & Ko. KI
Makc-INnaHk-PuHr 2
65205 BucbageH/

FOpuanyeckunin agpec: BucbageH

PaiioHHbIN cyg BrucbageHa HRA 4888 YnpaBnsoLwwiA;

Hecywmin nepcoHanbHy0 OTBETCTBEHHOCTb KOMMaHbOH: Kpuctnan panoy (Kristian Grapow)
3660TT MeHeXMeHT MM6X "per Anbbepr (Greg Ahlberg)
HOpuanyeckunin agpec: BucbageH Mpepacenatens Hab4aTENILHOIO COBETA:
PaitoHHbIN cyg BucbageHa HRB12889 Xaiive A. KoHTpepac (Jaime A. Cintreras)

O(Yuumansi{oe TacBmaerc.Tbc! KoBaHMe

HacTtosawwmm (AapuwxTbito  >7iocToBepselcs, 4To r-H 3amaH XaH
3660TT TM6X & Ko. K1 Makc-M.TaHK-PuUHr 2, 65205 BucbageH,
CO6CTBEHHOPYYHO NOCTaBU/ BbILIECTOALLYIO NOANWUCH B NMPUCYTCTBUN
noATrcaBLLICrocs npefcefatens MecTHO cyaa.

Bucba.teun, 21.05.2020r.

Ne B peecipe H4.'20

MownuHa B cOOTBETCTBUM € [oNoXKeHeM o cbopax B promepe 6 eBpo
onnaveHa

noOmicuHO.-

Mpe.Tceparens .MecTHOro cyaa

MeyaTb: MecTHbIVi evd 1. BucbageH X! *2.

/nognucaHo/

3amaH KxaH (Zaman Khan)

TekCT B [JIOKYMeHTe «3JKCniyaTaunoHHast AOKYMeHTaLmMs» Ha aHIIMIACKOM U pPyCCKOM si3blKax
MO/THOCTbIO COBNajaeT.
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MepeBoa gaHHOTYTeKCTa caenaH MHOM, NepeBogYMKOM YepHocnToBbiM CepreeM MropbeBrUYEM.

Poccuiickaa ®egpepaums
MNopos MockBa
[JBajuaTtb wectoro mad iBe TbiCAYM ABaLATOroO roja
A, Kopcuk Mapusa AnekcaHgpoBHa, HoTapuyc ropoga MoCKBbI, CBUAETENbCTBY MOA/MHHOCTb
nognucu nepesogunka YepHocutosa Ceprea ropbesnya.
Mognuce caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb NoOANMCABLUErO JOKYMEHT YCTaHOB/EHA.
3apeructpuposaHo B peectpe: No 77/2139-H/77-2020-3-
B3bICKaHO rocyAapCTBeHHON nownuHbl (no Tapudy): 100 pyo6.
YnnayeHo 3a OKasaHue ycnyr NpaBoBOro U TeXHnyeckoro xapakrepa: 300 py6.

Bcero npowHypoBaHo,
NMPOHYMEPOBAHO W CKPEMJIEHO MeyaTbio
nuct(a)(oB)

HoTapuyc
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