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ANArHoCTUKM in vitro

KOHTpoNbHbIe MaTepuasibl 415 NOATBEPXKAEHUS BOCNPON3BOANMOCTM N NPaBUIbHOCTH
KayeCTBEHHOIro 06Hapy>XeHns aHTUTen Knacca IgM K Tokconnasme
NMMYHOXeMUTIOMUHECLIEHTHBIM METOAOM B CbIBOPOTKE U MNJia3Me KPOBU YesloBeKa Ha
MMMYHOXUMUNYECKMX aHanuzaTopax Alinity i «Toxo aHTutena IlgM KoHTpoO/ibHble
maTepuansi (Alinity i Toxo IgM Controls)»,
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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.

A, 3amaH XaH (Zaman Khan), 3amectuTenb [MpekTopa no HopmaTuBHbIM Bonpocam OTaena EBponsl,
BavxHero BocToka, Agpukm n MakmctaHa 3660TT Mm6X 1M Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWMM YAOCTOBEPSIO, YTO Npunaraemble
[LOKYMEHTbI B H/XKEMNPUBEAEHHOM 06beMe CTPaHWL, ABASAOTCA 3KCMyaTalnoHHOM JOKYMEeHTaLMWel.
3TN LOKYMEHTbI NO/IHOCTLIO COOTBETCTBYHOT aKTyalbHOW AOKYMEHTALUM NPOU3BOAUTENS.

JKcrnyaTaumMoHHaa JOKYMeHTaumna ansa meguumHekoro nsgenusa (Operational documentation
for medical device):

KOHTpoOnbHble MaTepuanbl 415 NOATBEPXAEHWS BOCNPOU3BOAMMOCTM W MPaBUIbLHOCTY KavyecTBEHHOrOo
obHapyeHUsi aHTMTen knacca IgM K TokconsiasmMe WMMYHOXeEMUIIOMWHECLEHTHBIM METO4OM B
CbIBOPOTKE U MNiasmMe KPOBY YenoBeKa Ha MMMYHOXMMUYeCKMX aHanusatopax Alinity i ""Toxo aHTuTena
IgM KoHTponbHble MmaTepuanbl (Alinity i Toxo IgM Controls)**

Mo TeKCTy 3KCM/yaTalMOHHbIX OKYMEHTOB BCTPEUArOTCS BapuaHTbl HAVMEHOBAHWA MeAULIMHCKUX W3AENWiA,
MPVYBEfEHHbIE B TabnMLe HWKe, KOTOPbIe SBASKOTCA CNpaBed/MBbIMA M paBHO3Ha4HbIMM (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HanmmeHoBaHWe  HavmeHOBaHWE MEAULIMHCKOTO U3AENMS Ha PYCCKOM SI3bIKe CokpalLieHHoe
Ha aHr IMACKOM HavMeHoBaHwue(no
A3bIKE TEKCTY [JOKYMEHTa)
Alinity i Toxo Habop peareHTOB [/ Ka4yeCTBEHHOrO O06Hapy>eHnsi Toxo aHTuTena IgM
IgM Reagent Kit  aHTuTen Knacca IgM K TokcoriasmMe PeareHTbl  (Alinity i
VMMYHOXEMWU/TFOMUHECLIEHTHBIM METO/IOM B CbIBOPOTKe M Toxo IgM Reagent Kit)
nnasve KpoBM  YesioBeKa Ha  UMMYHOXMMUYECKUX

Alinity i Toxo
IgM Calibrator

Alinity i Toxo
IgM Controls

aHanmsatopax Alinity i "Toxo aHTuTena IgM PeareHTbl
(Alinity i Toxo IgM Reagent Kit)"

Kanunéparop ansa obecneyeHus npaBWILHOCTM
KaueCTBEHHOTO O06HapyXKeHusi aHTuTen knacca IgM K
TOKCOMMa3mMe MMMYHOXEMUTIOMUHECLIEHTHBIM METOAOM B
CbIBOPOTKE M Mnasve  KpOBM  4YefoBeKa  Ha
MMMYHOXMMMYECKMX —aHanm3aTopax Alinity i "Toxo
aHTuTena IgM  Kanubpatop (Alinity i Toxo IgM
Calibrator)"

KOHTpo/bHbIE  MaTepuanbl A MOLTBEPKAEHUS
BOCMPOM3BOAMMOCTM M MPaBUILHOCTV  KAYeCTBEHHOTO
06HapyeHus aHTMTen knacca IgM K Tokconnaswvie
MMMYHOXEMWIFOMUHECLIEHTHBIM METOAOM B CbIBOPOTKE U
nnasMe  KpPOBM  YenoBeKa Ha  MMMYHOXMMMWYECKMX
aHanmzatopax  Alinity i "Toxo aHTuTena IgM
KoHTponbHble MaTepuanbl (Alinity i Toxo IgM Controls)"

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888
Personlich haftende Gesellschafterin:
Abbott Management GmbH

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRB12889

Geschaftsfiihrer:

Christian Grapiow

Greg Ahlberg

Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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Cocrtas (contents):
# Title

1 Instruction for use for Alinity i Toxo IgM Controls with ADDENDUM for

Russia.

2. MHCTpYKLMA no nppIMcHeHUIO Toxo aHTuTena IgM KoHTponbHbIE MaTepuasbl

(Alinity i Toxo IgM Controls) c MTPUNOXEHWMEM gns Poccum

Signed: |11 Date:
Zaman Kban,

Associate Director Regulatory

Affairs EMEA and Pakistan, Abbott

Abbott GmbH & Co. KG.
Abbott GmbH & Co. KG
Max-Planck-Ring 2

65205 Wiesbaden
Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden-Delkenheim
Germany
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Alinity i
Toxo IgM Controls

Read Highlighted Changes: Revised June 2019.

NAME
Alinity t Toxo IgM Controls (also referred to as Toxo IgM Ctrls)

INTENDED USE

The Alinity i Toxo IgM Controls are for the estimation of test precision
and the detection of systematic analytical deviations of the Alinity |
analyzer when used for the qualitative detection of IgM antibodies to
Toxoplasma gondii in human serum and plasma.

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

CONTENTS

The [coHTrO1.|"1 js prepared in recalcified human plasma.

The |cowTBOL|-f[  prepared In recalcified human plasma, contains
anti-Toxoplasma p30 antigen (human, monoclonal) IgM antibody and
is reactive for anti-Toxo IgM.

Preservatives: ProClin 950 and sodium azide.

The controls are at the following ranges and target concentrations:

Anti-Toxo
IgM
[COMcl Iranoil
Control Quantity Color iVPex] INDSX|
lcontiiol|~| 1x4.0 mL Natural - < 0.40
lcontm>t |+] 1x4.0 mL Natural 1,50 0.75 - 2.25
Anti-Toxo
loM
I"NC] Iranoil
Control Quantity Color (SICO) (s/cO)
1CONTROL1- 1 1 Xx 4.0 mL Natural - <0.67
[control|+| 1x4.0 mL Natural 2.50 125-3.75

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

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

« Calibration « Control lot « Reagent lot
« Calibrator lot ¢ Instrument

PRECAmMIONS

e ®

« For In Wtro Diagnostic Use
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Toxo IgM

@ 07P4710
G71287R04
C7P470

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 this product 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.N""

The human-sourced material used in the Negative Control is
nonreactive for HBsAg, HIV-1 RNA or HIV-1 Ag, anti-HIV-1/HIV-2,
and anti-HCV.

The human-sourced material used in the Positive Control Is
reactive for anti-Toxo IgM and nonreactive for HBsAg, HIV-1 RNA
or HIV-1 Ag. antl-HfV-1/HIV-2, and antt-HCV.

The following warnings and precautions apply to: I“ W!55hI2J and
ToNTROL|T|

WARNING Contains methyllsothiazolone and sodium
azide

H317 May cause an allergic skin reaction.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

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

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 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 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.

3  Abbott
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Unopened 210 8C Unil expiration
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Section 5, o
INDICATIONS OF INSTABRITY OR DETENORATION Negative Controt
otabifty or deterioralion should be suspecied ¥ thers are Posiive Control
pracipliates, vielble signe of leakage, turbidity or # controle do ndax
not mest the Insert ol-sesles
wm ivor ety "nmlmw
1 US Departmant of Labor, Qooupational Salety and Heshh
Adwinistration, 26 CFR Past $970.9030, Bloodborne Lot Number
2. US Department of Hoalth and Human Servicss. Slosally Range
Momblolgioal and Blomedivel Laborstries. S od. Washingten, DC:
US Gowsnment Pviniing Ofilos; December 2000. List Mumber
3. World Heshh Organization. Labossiony Siosally AMancel, 3vd ed.
Geneva: World Health Osgnnizations; 2004, Alinlty ls a ademank of AbDOR Labocaiories In various juriediolions.
4. Ciniosl and Labomiory Stmdends ineliasie (CLEY. Profeotien A oTher Xademarks a0 property of their :0epecive ouners.
of Latosstory Wovkers From Ocoupationally Aoquired infsctions;
Approved Guideline—Fourth Sdion. CLEI Document M29-M. Wayme, Aot GmisH & Co. KD
PA: CLAL; 2014, ‘ Max-Planci-Ring 2 ce
Note for number formatting: A5208 Wisshaden
o A spaoe I Used 28 Thousands sepanalr (eampie: 10 000 "'.""'ll"' 580
specimens).
*  Apariod is used (0 separaie the inleger part from the feaclionsl
part of & number writen in decimal form (example: 2 12%). ey Survios: Oostact your lacs) represeriaiive
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ADDENDUM
to the Instruction for Use Alinity i Toxo IgM Controls for Russia
SHIPPING AND STORAGE CONDITIONS

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

Medical devices must be earned 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 IgM 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 APPLICABLE STANDARDS

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), 1069/2009, Regulation (EC) 142/2011, CLASS 2013,
GHS, WHSR Part 7.1, 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 I1SO 20776-1, EN 13975, EN ISO 17511

POTENTIAL USER

The Alinity i Toxo IgM 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

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
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Materisls of animal origin are fested and risks of using MD are indicated in SDS. Safety Data Sheets are available
st waw.abbotidiagnosiics.com or contact your locsl representative.

INDICATIONS AND CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS

- Negative Conirol: pH-value st 20 °C: 7.3

Densily st 20 °C: 1.019 gicm3
= Positive Control: pH-value et 20 °C: 7.5

Density st 20 °C: 1.019 giom3
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Alinity

Toxo aHTutena IgM KoHTponbHble matepuanbl (Alinity i

Toxo IgM Controls)

Ch . BbleneHHble n3lHeHeHUs. Peaakumsa: nioHb 2019 r.

HANMEHOBAHWE (CokpalieHHoe)
Toxo aHTUTena IgM KoHTponbHble matepuansl (Alinity 1 Toxo IgM
Controls) (Takxe BcTpeyaeTcs no TekcTy: Toxo IgM Ctrls)

HA3SHAYEHVE

Toxo aHxrena IgM KoHTponbHble matepuansl (Alinity |1 Toxo IgM
Controls) npegHasHayeHbl AnS OLEHKM BOCMPOU3BOAMMOCTU TecTa
1 BbISIB/IEHUA CUCTeMATUYECKUX aHa/IMTUYECKUX OTKIIOHEHN B
pabounx xapaktepucTukax aHanmsatopa Alinity i npu kauecTBeHHOM
onpegenexnun aHtuten IgM k Twcoplasma gondii B cbiBOPOTKe 1
nnasme KpoBu YesioBeka.

JlononHNTENbHYI0 MHHOPMALWMIO CM. B UHCTPYKLUW MO NPUMEHEHU0
K Toxo aHTuTena IgM PeareHtam (Alinity | Toxo IgM Reagent Kit) n
PykosoacTBe no akcnnyatauuu Alinity ci-series.

COAEPXUMOE
|47*TTM<n.H NoAroToBNEH B peKanbLUWHUPOBAHHON Niasme KpoBu
yesioBeka.

NoAroToOB/IEH B pekasbLWHUPOBaHHOW nnasme
KPOBU YesioBeka, COAepXMT aHTuTena Tuna IgM k aHTureHy p30
ToKcoNn/asmbl (Yesl0BEKa, MOHOK/IOHA/IbHbIE), PEAaKTUBEH Ha aHTu-
Toxo IgM.
KoHcepBaHTbl: ProCUn 950 n asung Hatpus.
KOHTponu umeroT cnegyiolne AnanasoHbl U LiefieBble
KOHLLeHTpaumu:

AnTuTena IgM

K TOKcomnnasme
ICONCL lranobl
KoHTponb  KonmuecTso Liset IW»«] liIHMxI
levriral  1X4.0mL HatypanbHblii - < 0.40
foOPCTROLTH 1 X4.0 mL  HatypasnbHblii 1.50 0.75 - 2.25
AuxTuTena lgM
K TOoKconnasme
|comc]| iRANCel
KoHTponb  Konuuyectso LiseT (S/CO) WCO)
1OONTROLE1  1: 4.0 mL HaTypanbHbiii - <0.67
|CONTROL[+| 11 4.0 mL HaTypanbHblii 2.50 1.25 - 3.75

MPUMEYAHWE: inana3oHsbl, ykazaHHble B UHCTPYKLUKN NO
NPYMEeHEHNI0, He CMeLuUtnYHbl MO CEPUSIM W NPeACTaBsioT
co6oit 06lme AnanasoHbl 3HaYEHWii, reHepupyeMbix B TeYeHne
cpoka rogHocTu npogykra. Kaxaoii na6opatopuu pekomeHzyeTcs
ycTaHaBNMBaTb CBOW COGCTBEHHbIE CPefHMe 3HaYeHUs U
AnanasoHbl NPUeMIeMbIX 3HaYEHW, KOTOpPble JO/MKHbI ObiTb B
pamkax [uana3oHoB, yKa3aHHbIX B UHCTPYKLMKU NO NPUMEHEHUIO.
VICTOYHUKaMK OXunaaemMoii BapnabesisHOCTU MOTyT GbliTb:

Kanubposka Cepus KoHTpoNns Cepus peareHTa
Cepus Axanusartop
KanuépaTopa
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MEPbI NMPEAOCTOPOXHOCTU
®

« [na gnarHocTtuku In Vitro

Mepbl NpeaoCcCTOPO)KHOCTM

>.I< BHVMAHWE: [laHHblii NpOAYKT COAEPXMUT
nosyyeHHble OT YenoBeka U/MAN NOTEeHUNanbHO MHMEKLNOHHbIe
KOMMOHEHTbI. CMoTpuTe pasgen COAEPXXUMOE gaHHow
VHCTPYKLMW MO NPUMEHEHNI0. Hi OfMH N3 U3BECTHbIX
MeTOA0B TECTUPOBAHNS HE MOXET rapaHTUpoBaTh, YTO
matepuasibl, Nosly4eHHble OT YesoBeka, AN MHAKTUBUPOBaHHbIE
MUKPOOPraH13Mbl He NepeHoCAT MHekunio. MoaTomy Bce
maTepuasibl, Nosy4eHHble OT YenoBeka, creAyeT cunTaTb
NoTeHUNanbHO MHEKLUMOHHbIMK. PekomeHayeTcs obpalyaTbes
C [laHHbIM NPOAYKTOM W o6pasuamu, Nosly4YeHHbIMU OT
YyesoBeka, B COOTBETCTBUM co CTaHAapTOM Mo o6palieHunio ¢
reMOKOHTaKTHbIMU NaToreHamu, pa3paboTaHHbIM YnpasieHnem
CLA no oxpaHe TpyAa U NPOMbILW/IEHHOW TUTUEHe

(OSHA). Mpu paboTte ¢ maTepuanamu, cogepxatliumu unm
npeAnofoXNTENbHO COAEpPXallUMN UH(EKLNOHHbIe areHTbl,
cnegyeT cobnogatb npwuna 6uonoruyeckoil 6esonacHocTu,
YPOBEHb 2, WU [pyrue COOTBETCTBYOLME Npasuia
6uonornyeckoit 6esonacHocTn.””

Martepuas, nosyyeHHblii OT YesioBeka, UCMOsb30BaHHbI B
oTpuLiaTesisHOM KOHTposie, He peakTuBeH Ha HBsAg, HIV-1 RNA
wnn HIV-1 Ag, aK™-HIV-1/HIV-2 n aHTn-HCV.

Martepuas, nosyyeHHblii OT YenoBeka, NCMO/b30BaHHbIN B
NONOXUTENIbHOM KOHTpOJIe, peakTuBeH Ha aHtuTena IgM k
TOoKconnasme n He peaktuseH Ha HBsAg, HIV-1 RNA unnu HIV-1
Ag, aHTU-HIV-I/HIV-2 n anTn-HCV.

Cnepywolime npesynpexaeHns U Mepbl npegocTopoXHOCTU
OTHOCATCS KI 0 0 0 110 LIt v leortrad

o4

MNPEAYNPEXAEHWE CofepXuT MeTUIN30TNA30/I0H 1 asng
HaTpus

H317 MoXeT Bbi3blBaTh asi/Iepru4eckyo
KOXHYI0 peakLuio.

EUHO032 Mpu KoHTakTe ¢ kucnotamu obpasyetca
BbICOKOTOKCUUHbIN ras.

MpepoTBpalieHne

P261 WN3beratb BAbIXaHNA TymaHa/napos/
asposoneil.

P272 He BbIHOCUTb 3arpsa3HeHHy0 ogexay c
paboyero mecTa.

P280 Monb3oBaTbCcs 3aWUTHLIMU NepyaTkamm/
3alnTHOI ofexzoii/cpeacTBamn 3alUThbl
rnas.

PearnposaHue

P302+P352 MNPV NONAOAHUWN HA KOXY: MNMpombITh
60/bLINM KONIMYECTBOM BOABbI.

P333+P313 Mpn pasgpaxeHuy KOXn Unu nossaeHnn

cbinu: O6paTUTLESA K Bpayy.

Abbott



M CHATY JRIPRINSIHIND OOENDY W
O NEPER NONOMLIOBAHNSN.
|P!01 VINARSHDYATS COMIHNINIOS HTERHED B
COOTRTTINN & CMITTADHUNAN HORIMEMM

PO (o 2.1.7.279040 ot 09.12.2010).

NOArOTORKA K MCTIONLIOBAHMNO

*  Daswisil NPOYACT NOCTARMRETON B XINOM SIS, FOTOB K
HONORLIOBEHING.

o Dovniil MPORACT MNET HONORMIOBETON HINOOPSRCTEEHHO
NOCHS NOBNONSHNA WS MECTR XPAHEHS! O TRMNEPETYPOR 2 - I'C

TUpaTyps apoun MUy N0
£ . ... =3
Hencaparmuali 2 - 8C o cxosmmenn
Scxpamidh 2.8C 10 OXOMMMHINS  XPAHMTL B NAOTHO
dnaxon OPOKKR MOQHOCTY JRKPMTRK KPLALIKENN
ranoHer.
FomecTire &
JONAPIHIAK NOCNS
MCIOMORIMIN,

KOMTDORN 51 4 KA NORCNOINMENONG NONTPONA § IENGDAG
YR OMKY S8 OGPRIUA & DOOTRETOTHYONISH NOPMHUMN.

o FOPMALSND O JRKRIS I SNTPYSID KOHTPOAMA & OHOTEMY OM. &
Pyxosoacwes no skonnyaraism Alinity obesties, Pasman §.

1 US Dagariment of Labor, Saloly and Healh
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NMPUNOXEHVNE

K MHCTPYKUMM MO nNpuMeHeHuto Toxo aHTuTena 1M KoHTposibHble maTepuansl (Alinity i Toxo IgM Controls) ans
Poccun

YCNOBUA TPAHCNOPTUPOBKW n XPAHEH/A

N3penve pekoMeHayeTcsi TPaHCMopTUPOBaTb M XpaHuTb Npu Temnepatype 2-8°C. MeAWUMHCKME W3AENUsi A0SKHbI
XPaHWUTCS1 B XOMIOAW/bHBIX KAMEPax WM B XOMOAW/bHMKAX, 06ecrnedvBalolwyxX perfnaMeHTMpoBaHHbIi TemnepaTypHbIii
pexum c exenHeBHOl perucrpauveli Temneparypbi.

TpaHcnopTvBKa [OO/DKHA OCYLECTBMSATLCA B TEPMOKOHTEHepax OfHOPa30BOro MOJb30BaHWsl, CoAepXKalliux
XNaf03/1eMEHTbI, WIM B TepPMOKOHTeHepax MHOrOKpaTHOrO MPUMEHEHUS C aBTOMAaTUYecky MoAAePKMBAEMOi
TeMnepaTypoii uin B aBTopedpuxepaTopax ¢ UCNosb3oBaHueM TePMOVHANKATOPOB.

N3penve ocTaetcs CTabu/ibHbIM O OKOHUYAHWSI CPOKa roHOCTU, YKa3aHHOro Ha ynakoBKe.

Mpu  TPaHCNOPTUPOBaHUM C HapyLeHUeM TemMnepaTypHOro pexuma usgenvme He MOANEXUT  NPUMEHEHMIO.
TpaHCNOPTMPOBKA OCYLLECTB/ISETCA BCEMY BUAAMM TPAHCMNOPTA B KPbITbIX TPAHCMOPTHBLIX CPeACTBax B COOTBETCTBUM C
npaeunamy NepeBo3KU rPy30B, AeCTBYIOWMMI Ha K&XA0M BUAe TpaHcrnopTa

FAPAHTUAHBIE OBA3ATE/NBLCTBA

MponsBoauTeNnb rapaHTMpyeT, 4Y4TO MNPV MNPaBWILHOM XPaHEHUU W o6palleHun wusgenve ocTaeTcss CTabuibHbIM [0
MNCTeYEeHUs1 Cpoka rofHOCTU. MakCUMasibHbI/i CPOK rOfHOCTU:

Toxo aHTuTena IgM KoHTposnbHble maTepuasnbl (Alinity | Toxo IgM Controls)-He 6onee 12 mecsiueB € faTbl NPOU3BOACTBA;

TEXHWYECKOE OBCNY>XXUBAHUNE
He TpebyeTtcs.

TEKYLWWNA PEMOHT
He TpebyeTtcs.

OAHHBIE ANA YTUAN3AUUN N YHUUTOXEHUA MEOVULIMHCKOIO N3AENNA

MeauumnHCKoe n3genune yTuamsvpyroT U YHUUTOXaKT B COOTBETCTBUN C NpaBuiaMn 06palleHns ¢ MeauLUHCKUMU
oTxofdamu, pernaMmeHTupyowmmmcs CaHlMuH 2.1.7.2790-10 ot 12.12.2010 «CaHuWTapHO-3anuaemuosiormyeckmne
Tpe6oBaHWA K 06palLeHNI0 C MEAULMHCKUMI OTXOAaMU».

Heo6xoAMMO crefoBaTh HauMOHabHbIM CTaHAapTaM Npu nepegade v yTUAvM3aumnm U3LENUs, ero KOMNOHEHTOB U
YNaKoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLUWNHCKOE N3AE/IVE

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), 1069/2009, Regulation (EC) 142/2011, CLASS 2013,
GHS, WHSR Part 7.1, 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

MOTEHUWANBHbIA NOTPEBUTE/b

MeguunHckoe wunsgenve Toxo aHTuTena IgM  KoHTponbHble matepuanbl  (Alinity | Toxo IgM Controls)
npefHasHa4yeHo /191  UCMOMb30BaHUS B  Pa3/INYHbIX  KMHMKO-NabopaTopHbIX YCMOBUSAX, BkAOYas, 6e3
orpaHuyeHusi, 60/bHULbI, AUAarHOCTUYECKNE LIeHTPbI, pedepeHTHble 1abopaTtopun u yuypexaeHus nepesimBaHus
KPOBW MO BCEMY MUPY, NEPCOHas KOTOPbIX NpoLLesl 06yyeHre No Ncnonb3oBaHUio aHanusatopa Alinity I.

MH®OPMALIMA O HAQMYMKM B MEAVUMHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxuT

CTEPWU/IbBHOCTb
MocTaBnsieTcs B HeCTepUNbHOM Buge. CTepununsaums nepes npuMeHeHnem He TpebyeTcs.

NH®OPMALNA O BO3MOXXHOCTW MOBTOPHOIO NMPUMEHEHNA
He noanexuT NnoBTOPHOMY MPUMEHEHUIO.

MATEPWAJIblI XNBOTHOTI O NMPONCXOXAEHNA

MaTepunanbl >XMBOTHOIMO MMPOUCXOXAEHUSA MNPOBEPEHbI W pPUCKU nNpuMeHeHus MW  ykasaHbl B [lacnopTte
6e3onacHocTu. Macnopta 6e30NacHOCTM MOXHO HaliTu Ha calite www.abbottdiagnostics.com wunm o6paTuTtech K
MeCTHOMY npefcTaBuUTenNto.

MOKA3AHNA N NPOTUBOMNOKA3AHNA K NMPUMEHEHNIO
He npumeHnmo.
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TEXHUYECKUNE XAPAKTEPUCTUKWN
OTpuLaTeNbHbIii KOHTPOSIb:

3HadveHune pH npn 20 °C; 7.3

MnoTtHocTb Npu 20 °C: 1.019 r/cT3

MoNoXNUTENbHbI KOHTPO/Ib:
3HayveHune pH npn 20 °C: 7.5
MnoTtHocTb Npu 20 °C: 1.019 r/cT3

CBEAEHVA OB W3BECTHbIX OFPAHUYEHUAX MO COBMECTHOMY TMPUMEHEHWUIO MEAUUWHCKUX W3AENWA MO
HA3HAYEHWIO

OTCyTCTBYIOT.

LUBET 1 3AMNAX

OTpuuaTesnibHbI KOHTPOb: BecuBeTHbIN 1 6e3 3anaxa
MonoXnTenbHbI KOHTPOb: KopruHeBbIi 1 6e3 3anaxa

Abbott

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden

Abbott

Zaman A Khan
Associate Director
Regulatory Affairs
Abbott GmbH & Co. KG
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2660TT I'M6X & Ko. KI
Makc-InaHr-PuHr 2,

Ten:+4961 22580
dakc; +49 61 22 58 1244

65205 BucbageH
n/a 1303,65011 BucbageH

Mognwuce: /nognucaHo/

3amaH KxaH (Zaman Khan)

3amecTuTenb AMpekTopa

Mo HOPMaTMBHO-MPaBOBOMY PEry/iMpoBaHUIO
Pervox EBBA u MakncTaH

3660TT M'M6X & Ko. KI

3660TT F'MOX & Ko. KI
Makc-INnaHkK-PuHr 2

65205 BucbageH-[enbkeHxanm
MepmaHus

KOpuamnyecknii agpec: BucbageH

PalioHHbIV cyf BucbageHa HRA 4888

HecyLmnii NepcoHanbHy 0TBETCTBEHHOCTb KOMMAHbOH;
3660TT MeHemKMeHT TM6X

HOpuguueckuii agpec: BucbageH

PaioHHbIl cyn BucbageHa HRA 12889

[Jata: 78 okTs6ps 2019 .

/MevaTb: 3660TT
2660TT N'MO6X & Ko. KI
Makc-InaHk-PuHr 2
65205 BucbageH/

YNpaBnsitoLmnii;

KpuctuaH panoy (Kristian Grapow)
per Anwbepr (Greg Ahlberg)
Mpeacenatent HabMOAATENLHOMO COBETA:
Xaiime A. KoHTpepac (Jaime A. Cintreras)

OuLpanbHOe '3acBUAETENLCTBOBAHIE

HacToswmm  oduupanbHo  yaocToBepseTcs, 4to r-H 3amaH  XaH
3660TT MM6X & Ko. KI \'lakc-Mnallk-Pumr 2. 65205 BucbageH,
COOCTBCHMOPYYHO MOCTaBMA BbILLECTOALLYHO MOANUCH B NMPUCYTCTBAN
nofjnucasLLetocs npe.acefatens MecTHOro cyza.

BucbageH, 18.70.20/9 1.

Ne B peecTpe S33/19

MownuHa B cooTBeTCTBUM C [MonoxeHWeM o c6opax B pa:!Mepe 6 eBpo
onnayeHa

/nognucavn™

Mpepcenatens MecTHOro cypa

.'TMeyaTsb: MecTHbIi cvOT. BucbageH X1 *2/

/nognuncaHo/18 okTA6pa 2019 .

3amaH KxaH (Zaman Khan)

TeKCT B JOKYMeHTe «3JKCnyaTaunoHHas AOKYMEeHTaLMsA» Ha aHIIMACKOM U PYCCKOM S3blKax

NOSIHOCTbIO CoBMajaeT.

MMepeBOS C AHIMMIACKOTO M HEMELLKOTO $13bIKOB Ha PYCCKWIA SA3bIK BbINOMHEH MNEPEBOAYMKOM

LLlaTHeBbIM Wnbeii AnekceeBnyem.
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Poccuiickas ®egepauus. Fopog Mockea.

[BaguaTb NATOro OKTAGPA ABe ThiCAYM AeBATHaALATOro roga.

{1, bopoHuHa EBreHua BnagnmMmunpoBHa, BPEMEHHO WCNONHSAOWAs 0643aHHOCT M HOTapuyca
r. Mocksbl EaXTa,qse 3J'IbMVIpr I'OpbeBHbI, CBUAETeSIbCTBYIO MOAJ/IMHHOCTb  MOAMUCKU
nepesofyunka WWaTtHeBa Nnbn Anekceesuya.

Mognucb caenaHa B MOEM MPUCYTCTBUMN.
JInuHoCTb NoAgnuMcaBLIEro ,O0KYMEHT YCTaHOBJ/IEHA.

3apernctpupoBaHo B peecTtpe: Ne 77/52-H/77-2011~-]"
B3bl0Malll*no Tapudy 100 py6.

n?4eHo 3a 0K A1 e ycnyr NpaBoBOro U TEXHUYECKOIO XapakTepa; --

E.B. bopoHnHa

Bcero npolwHypoBaHo, NpoHoMepoBaH”!
M CKpenJieHo nevyarblo—

BPVO
MpownTo B KO/IMYecTBe nvcTtoB
2019 roga

AvipekTop HanpaBneHunsa "KnuHunyeckme mnccnegosaHma”
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