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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 AupekTopa no HOpMaTUBHbLIM Bonpocam OTaena EBponbl,
BavxHero Boctoka, Agpukmn u MaknctaHa 3660TT MM6X 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTosAWMM y40CTOBEPSAIO, YTO NpuiaraeMble
[LOKYMEHTbI B HUXKENPUBEAEHHOM 06beMe CTpaHUL, ABNSIOTCA 3KCMAyaTaUVOHHON JOKYMeHTaLuel.
3TN JOKYMEHTbI MOIHOCTHID COOTBETCTBYIOT aKTyanbHOW JOKYMEHTALMW NPOU3BOANTENS.

3KcnyaTaunoHHas JOKyMeHTaums ans meguumHekoro ngenns (Operational documentation
for medical device):

KannbpaTtop gna obecrneyeHUss NpaBUIbHOCTM KavecTBEHHOr0 O6Hapy>XeHWs aHTuTen knacca IgM K
TOKCOMJa3Me MMMYHOXEMUAIOMUHECLEHTHLIM METO4OM B CbIBOPOTKE M MjasMe KPOBMW YesioBeKa Ha
UMMYHOXMMUYecKnX aHanmsaTopax Alinity i "Toxo aHTuTena IgM Kanubpatop (Alinity i Toxo IgM
Calibrator)"

Mo TekCTy 3KCMyaTauMOHHbIX AOKYMEHTOB BCTPEYAOTCA BapuaHTbl HaMEHOBAHWIA MEeAWLIMHCKUX W3LenuiA,
MpVBEfEHHbIE B TabiuLE HIDKe, KOTOpble SBASKOTCS CMpaBef/MBbIMMA U paBHO3HauHbIMK  (Operational
documentation contains the following tme and equivalent short names of medical devices listed in table):

HavmeHoBaHve — HavmeHoBaHWe MeAMLIMHCKOrO 346U Ha PYCCKOM fA3blKe CokpaLLeHHoe
Ha aHrINMCKOM HavmeHoBaHue (No
A3blKe TEKCTY JOKYMEHTa)
Alinity i Toxo Habop peareHTOB [Ans KayeCTBEHHOTO O6HapyXeHuss Toxo aHTuTena IgM
IgM Reagent Kit  aHTUTEN Knacca IgM K Tokconnasme PeareHTbl  (Alinity i
MMMYHOXEMUTFOMUHECLIEHTHLIM METOZIOM B CbIBOPOTKe M Toxo IgM Reagent Kit)
nnasMe KpPOBM  4enoBeKa Ha  MMMYHOXVMUYECKUX

Alinity i Toxo
IgM Calibrator

Alinity i Toxo
IgM Controls

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

Kanu6parop ansa obecneyeHus npaBuILHOCTU
KauyeCTBEHHOro 06HapyXxeHVsi aHTUTen Kknacca IgM K
TOKCOMNMa3Me UMMYHOXEMUTIFOMUHECLIEHTHBIM METOAOM B
CbIBOPOTKE M NnasMe  KPOBM  YenoBeKa  Ha
MUMMYHOXUMUYECKVX  aHaim3atopax Alinity i "Toxo
aHTutena IgM Kanubpatop (Alinity i Toxo IgM
Calibrator)"

KOHTpOnbHble  MaTepuanbl AN MOATBEPXAEHUSs
BOCMPOW3BOAMMOCT W MPaBUILHOCTU  KAYeCTBEHHOr0
06Hapy>xeHVst aHTuTen Knacca IgM K Tokconnasme
VMMYHOXEMUTIIOMUHECLIEHTHBIM METOAOM B CbIBOPOTKE 1
nnasMe KpPOBU  YefoBeKa Ha  MMMYHOXMMUYECKUX
aHanmsatopax  Alinity i "Toxo aHTuTena IgM
KoHTponbHble MaTepranbl (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 HKB12889

Geschaftsfiihrer:

Christian Grapow

Greg Ahlberg

Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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CocTaB (contents):

# Title Number of
pages
i Instruction for use for Alinity i Toxo IgM Calibrator with ADDENDUM 4
for Russia.
2. VHCTpYKLUMA no npumeHeHunto Toxo aHTutena IgM Kanubpatop (Alinity i 5

Toxo IgM Calibrator) ¢ MPUTOXEHWEM pansa Poccun.

Signed: Date:
Zaman Khan,

Associate Director Regulatory

Affairs EMEA and Pakistan, a
Abbott GmbH & Co. KG.
Abbott

Abbott GmbH & Co. KG

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

Max-Planck-Ring 2
65205 Wiesbaden-Delkenheim
Germany

Beaokwb|gung,

die n»)  ~MYNkfeligtdjnterschrtft/e!” vor
dero urter2€HCl-»neten Qic:rkdmile. ™ le<stPhPr Pi

g~ ~handts «

Wiesbaoen, /o
Tgb.Nr. *b b/2t5 ‘
*d0b. rach QebO

R —€ bezahit

Page 2 of 2

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

|



Alinity
Toxo IgM Calibrator

Read Highlighted Changes: Revised April 2019

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

INTENDED USE

The Alinity i Toxo IgM Calibrator is for the calibration of the Alinity |
analyzer when used for the qualitative detection of IgM antibodies to
Twmplasma 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

|calli | contains anti-Toxopiasma p30 antigen (human, monoclonal)
IgM antibody prepared in recalcified human plasma. The calibrator is
reactive for anti-Toxo IgM.

Preservatives: ProClin 950 and sodium uide.

Quantity

1X3.0mL

Calibrator
@ 3

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

STANDARDIZANON
The value of the Alinity i Toxo IgM Calibrator is determined against
Internal reference calibrators.

PRECAUTIONS
* ®

« For In Vitro Diagnostic Use

Safety Precautions

A t(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 is reactive for
antl-Toxo IgM and nonreactive for HBsAg, HIV-1 RNA or HIV-1 Ag,
anti-HIV-1/HIV-2, and anti-HCV.

The following warnings and precautions apply to: Fcam/l

WARNING
H317

Contains methylisothlazolone and sodium azide.
May cause an allergic skin reaction.
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Toxo IgM
[nf] 07P4701

G71286R02
S7P470

EUHO032 IContact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

P272 Contaminated work clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective clothing / eye
protection.

Response

P302+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

loceU regulations.

Safety Data Sheets are availeible 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.

STORAGE
« Do not use past expiration date.

Maximum
Storage Time

Until expiration
date

Storage
Temperature

Urrapened 2to 8'C

Additional Storage
Instructions

Opened 2to 8'C Until expiration

date

Store tightly capped
with 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 c”lbrator 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.

Abbott



INSTRUMENT PROCEDURE

s Collbeator iols may be oonfigured using the ber 0ode label on he
callbestor carton.

®  For information on configuring oalibeaior dats, sefer 10 e Alinky
chasries Opesatione Manusl, Section 2.

o For instructions on ordeving and ioading calibrmiors on the
nsirument, refer 1 the Allnlly ciesries Opamiions Manual,
Saction 5.

QUALITY CONTROL PROCEDURES

A single sampie of aach conirol level must be teeted ® ewhaie the

sy calbealion. Enswe that assay control valuee e within the

ranges specilied in the respeciive conivol pavkags Insert.

For information on ondering controls, reler 10 the Alinkty oi-eeries

Operations Manual, Seclion 5.

Once & calfwalion i #00epied and sloved, sl subsequent sampies

mnmmwwm
* A reagent kit withh & new lot number is used.

*  Deily quality conisol results are outside of statietioally-based
quaiity control imits used 10 moniior and conirol syslem
performance, a3 described i the Quaity Control Procedums
ssction of the aeeccied rengent packags ineert.

frotquency.
This astey mey require recalibration after maintenence 1 oriicel
ports or subsysieme or after servios prooedurs have been
periormed.
For addhional informaiion refer 10 the assay reagent packags insernt
and the ANty cheeries Operations Manual,
INDICATIONS OF INSTABILITY OR DETERIORATION
Instabiiity or deterioealion should be suspecied ¥ them an
precipiiaten, visibie signa of jeakage, turbidieg ¥ oalibeation doee
ot meet the appropriste package insert andfor Alinkty of-saries
Opecalions Manusl oreria, or if conirole do not meet the appropriels
oferie.

1. US Depastmant of Labor, Ocoupatiunal Salely and Health
Adwinistration, 20 CFR Part 1910.1030, Bloodbome pathogens.
2. UG Deparimant of Health and Human Services. Sicealety in

2008.
3 MMWWM““
4. Ofwical and

Note for mamber formetiing:

* A spade is used as Thousands separior (example: 10 000
SPOOINING).

o A period is used 1o separale the Integer part from he fraotionsl
part of & number writien In decimal iovm (ecampls: 3.12%).
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Product of Garmany

Ainlty is a trndomark of Abboit Laboratories in various juriediclions.
Al oWher ademarks A Droperty of their reepeciive owners.
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ADDENDUM
o the Instruction for Use Alinity i Toxo igM Calibrator for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping condilions for devices are 2-8°C. Medical devices must be stored in
refrigeraforsirefrigerator chambers o ensure reguiated temperature conditions with a dally temperature record,

Medical devices must be carried out In single-use tharmat contsiners containing coolant slements, or in reusable
thenmo containers with automatically maintained temperature or in refrigerated rucks using thermal indicators.

Device (s stable uniil the expiration date indicated on the package. Device is no longer suitable for use if shipping
temparature imits have been violsted. Ship in an any kind of enciosed carrier vehicle in accordance with shipping
ruies, applicable 10 the respective type of transport.

. Menufacturer guaraniees that device remaing stable unill the sxpiration date when stored and handied as intended.
Manufacturer set the maximum shelf life of

Ainkty i Toxo IgM Calibratir — 9 months from date of manufacturing.
MAINTENANCE

Not required.

REPAIRS

Not required.
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Desiruct and dispose of a medical device in accordance with the requiremenis of SanPin 2.1.7.2790-10 daled

Dacember 12, 2010 “Sanitery-epidemiological Requirements for the Management of Medical Waste®, Transmit and
dispose of a product and lis components and packaging in accordance with loca! regulations.

LIST OF APPLICABLE STANDARDS

BB/T/EC, 1272/2008/EC (CLP), 1807/2008/EC (REACH), 1069/2009, Reguiation (EC) 142/2011, CLASS 2013,

GHS, WHSR Part 7.1, EN ISO 9001, ISO 13485, EN 1SO 14971, EN 13841, EN 13612, EN I1SO 15223-1, EN 930

EN ISO 18113-1, EN ISO 18113-2, EN IS0 18113-3, EN ISO 23840, EN ISO 20776-1, EN 138785, EN ISO 17511
. POTENTIAL USER

The Alinity | Toxo igM Calibrator is intended 10 be used in a varisty of clinical and laboratory conditions, including,
without limitation, hospitals, diagnostic centars, reference laboratories and biood transfusion faciliies sround the
world, whose personnel have been trained in the use of the Alinity | anatyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is not required 10 be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION

Medical device s imended for one-off usage
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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 AND CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS

Calibrator 1: pH-value at 20 °C: 7.5

Density at 20 °C: 1.019 g/cm3
COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOR AND ODOR

Calibrator 1: Brown and odorless
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Alinity i

Toxo aHTuUTena IgM Kannépatop (Alinity i Toxo IgM

Calibrator)

Ch . BblgeneHHble n3ameHeHus. Peaakumsa: anpenb 2019 r.

HANMEHOBAHWE (CokpalieHHoe)
Toxo aHTUTena IgM Kanu6patop (Alinity i Toxo IgM Ceilibrator)
(Takxe BcTpevyaeTcs no TekcTy: Toxo IgM Cal)

HA3HAYEHWE

Toxo aHTuTena IgM Kanubpatop (Alinity i Toxo IgM Calibrator)
npegHasHavyaeTca Ana kannbposku aHanusatopa Alinity | npu
KayecTBEHHOM onpegenexHun antuten IgM k Toxoplasma gondii B
CbIBOPOTKE U Mna3Me KpoBM YenoBeka.

JlononHNTENbHYI0 MHOPMALMIO CM. B UHCTPYKLUW MO MPUMEHEHNIO
K Toxo aHTuTena IgM PeareHtam (Alinity | Toxo IgM Reagent Kit) un
PykosoacTee no akcnnyatauuu Alinity ci-series.

COLOEPXVMOE

|cAL|f| cogepxunT aHTUuTena IgM k aHTureHy p30 TokconnasmMbl
(4enoBeka, MOHOK/IOHA/IbHbIE), NOArOTOB/EHHbIE B
pekanbLWHUPOBaHHOI Nnasme KpoBW YenoBeka. Kanmbpatop
peakTMBeH Ha aHTUTena IgM k Tokconnasme.

KoHcepBaHTbl: ProC/n 950 un asung Hatpus.
KonnuecTso,
1X3.0 mL

KannbpeTtop.

HEOBXOAWNMbIE, HO HE NMPEAOCTABNAEMbIE

MATEPWNANbI

* 04R1001 3ameHsiemMble KpblLWKW ANA kannbpaTtopa/koHrpons
AHn11y ci-series Calibrator/Ccntrsi Repiacenient Caps

CTAHOAPTU3ALMA

3HauyeHune Toxo aHTUTena IgM Kanubpartopa (Alinity | Toxo IgM
Calibrator) yctaHaBnuBaeTca B COOTBETCTBMN C BHYTPEHHUMU
pedepeHcHbIMK KanubpaTopamu.

MEPbI MPEAOCTOPOXHOCTU
e ®
« [Onsa guarHocTtukm In Vitro

Mepb! NPeAoCTOPOXHOCTH

® BHUMAHWE: [aHHblii NPOAYKT COAEPXUT MNOJYyYEHHbIE
OT YesloBeka U/MNN NOTEHLUNANbHO UH(EKLVOHHbIE KOMMOHEHTbI.
CwmoTpuTe pasgen COAEPXXWUMOE gaHHOW WHCTPYKUMKW MO
nprMeHeHno. HU OAWNH U3 N3BECTHbIX METOJ0B TeCTUPOBaHUS
He MOXeT rapaHTMpoBaTh, YTO MaTepuasbl, NOAy4YeHHble OT
Yyenoseka, WM NHAKTUBMPOBAHHbIE MUKPOOPraHU3Mbl He
nepeHocsT nHgekyuio. MoaToMy Bce MaTepuasibl, MonyYeHHble
OT YesoBeka, crnefyeT cunTaTtb NOTEHLMAIbHO UHMEKLMOHHBIMN.
PekomeHgyeTcsi o6pallaTbCsi C peareHTamMu n o6pasyami,
nosly4eHHbIMI OT YesloBeka, B COOTBETCTBMUM co CTaHAapToM Mo
o6palleHnto ¢ TeMOKOHTaKTHbIMU naTtoreHamu, paspaboTaHHbIM
Ynpasnennem CLUA no oxpaHe TpyZa U NPOMbILWIEHHO
rurneHe (OSHA). Mpu paboTe ¢ matepuanamu, cogepxalinmm
UK NpeAnosioXUTENIbHO CoAepXaluMmn NHPEKLNOHHbIE areHTbl,
cnegyeT cobnogarte npasunia 6uonornyeckoii 6esonacHocTH,
YPOBEHb 2, N Apyrue COOTBETCTBYIOLME npasuia
6uonornyeckoii 6esonacHocTn." "

* Marepuan, NonyyeHHblil OT YesloBeKa, UCMO/b30BaHHbIA B
Kanubparope, peakTuBeH Ha aHTuTena IgM k Tokconnasme u He
peakTnBeH Ha HBsAg, HIV-1 RNA nnn HIV-1 Ag, aHTu-HIV-I/HIV-2
n aHTn-HCV.
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Cnegywoume npegynpexgeHms n Mmepbl NpefocTOpOXHOCTU
oTtaocATca K:|calli |

<

NPEAYNPEXAEHWE CoAepXuT MeTunn3oTnasosion u asug

HaTpus.

H317 MoXeT Bbi3blBaTb a//IepPruyeckyto KOXHY0
peakuuio.

EUHO032 Mpu KOHTaKTe ¢ kMcnoTamu obpriyercs
BbICOKOTOKCUYHBIV ras.

MpepoTBpaleHne

P261 WN3beratb BAbIXaHNs TymaHa/napos/
asposoneii.

P272 He BbIHOCUTL 3arpA3HEHHY0 oAexAay C
pabouero mecta.

P280 Monb3oBaTbCs 3aLUTHBIMU NepyaTkamu/
3alMTHOI ofexpoit/cpeAcTBaMu 3allUThI
rnas.

PearvpoBaHue

P302+P352 MPY MOMNAJAHUN HA KOXY: MpombITb
60MbLWUM KO/IMYECTBOM BOAb.

P333-rP313 Mpy pasgpaxeHun KOXn Uam nossieHun
cbinu: O6paTUTLCA K Bpauy.

P362+P364 CHATb 3arpA3HeHHy0 oAexay 1 BbiCTUpaTb
ee nepe/ nocneayoLuM UCMosb30BaHNEM.

Ytunusauma

P501 YTunusupyiite cogepxumoe/KoHTeliHep B

COOTBETCTBUM C CaHUTapPHbLIMK HopMamu Pd
(CanlMunH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nacHOCTV JOCTYMHbI Ha caiite
www.abbottdiagnostics.com unvm y MecTHoro npegcraButens.
MoapobHy0 MHPOPMALMIO 0 HEOBXOAUMbIX Mepax
npeAoCTOPOXHOCTU Npu paboTe C aHasM3aTopomM

cM. B PykoBogcTBe no akcnayatauyum Alinity ci-series. Pasgen 8.

noAroToOBKA K NCMOJIb3OBAHUIO

[aHHblii NPOAYKT NOCTABNSETCA B XUAKOM BUAE, FOTOB K
MCNO/b30BaHMI0.

e [laHHbIii NPOAYKT MOXeT NCMO/Ib30BaTbCA HENOCPeACTBEHHO
nocne M3B/IEYEHNsI U3 MecTa XpaHeHusi ¢ Temnepartypoii 2 - 8*C.

« [lepef KaxAblM UCMONMb30BaHUEM NEpPeMellunBaiiTe, akkypaTHO
nepesopayneas nakoHbl.

3 Abbott



NOPUOR BPSMEIN, B TEUSHIE KITOROTD KAANGPETON HENORNTCR
HONOMMSOSRTS KAMUPETOR, S0 NEENGR CTaSNMHOTTH

¢ MHPOpMALING O SKESE N SMTPFIND KUMENETOPOS & CHOTINY
oM & PysosoacTes no onsyarausm Alinlly oleeries, Pasaen 5.

MPOLEQYPHI KOHTPONA KAMECTBA

rm ouence KUMGEoSEN TECTR HeoMDIND MPOTECTHROSATS NO

OAHOMY KOHTROMD KINKEDMD YROSHL, YSROMTEOK, HTO SHINGHN

KOHTRONSA HAMOOITOA © NDMMIAAX AMANAIOHR SONYCTIMMMIC

Vindoppne O Sckse KONTPORSA . B PyxosoacTee o

sxonayaraLpm Alinkty oi-serfes, Paagen 5.

Mlocnse NPWHATIAR 1 CONPEHSHMA PEJILTETOR XAnWGpoRKM TecTa 808

NOCHMENONMS OBPRILIM MONKHO TCTHRORETL 663 NpensapHTansHOR

QUMBPOREN, KOS TEK CRYUEES, KON

*  HOnonsayeron KaGOp POATEHTOR G HOBKM HOMSDON COpue,

¢ POyLTATM GNIHIOHON NDOLKAYDM KOHTPOMN KIHOCTRR
HAMOQITOR BNS CTATHCTINEOKN OSOCHOBRHNOND QHANEI0HS

KOHTPOME HOROCTIVION, TO FISPNGE MINTYY KRANGPOBKMe He
ROt Npeaatars 30 s
Moy noTpeGonaTnca nosTopHas xanniipoaxa TecTa NOCAS
RPOUARYPE TRIGHNECKDND OBCNYNNRAHMA OOHOBMLX ROV
OHCTEMAS MM 58 KDMNOHSNTOD HAN NGNS NPOBADIMA CEPBICHL

NPOoUNRP-
DIONONHMTARMINNG WHEODMELING CM. B HHOTPYILMN NO NPIMISHIHNG
K OOCTROTCTRYIOIONY PERFSHTY 8 PYOROACTES NO MCCIVYITILIM
Ainlty ci-series,
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Abbott GmbH & Co. KG

Max-Pianck-Ring 2 C€
65205 Wiesbaden

Germany

-«-49-6122-580

0123

CepBucHasi nogaepAka: O6pan<aiiTecb K CBOEMY MEETHOMY
npeAcTaBUTeNto UM CMOTPUTE KOHTaKTHYIO MHOpMaL o Ans
Balleil CTpaHbl Ha caiiTe www.abbottdiagnostics.com

Pepgakumns: anpens 2019 r.
@2016, 2019 Abbott Laboratories

ABTOpU30BaHHbIV NpeacTaBUTeNlb U3rOTOBUTENA Ha TeppUTOpPUKN
Poccun n gpyrux ctpaH CHI™:

00O “2660T1T /labopaTopus”, 125171, Poccus, r. Mocksa,
NeHunHrpagckoe wocce, 16A, cTpoeHue 1,

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

g Abbott
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MNPUNOXEHUE
K MHCTPYKUMK No npumeHeHuto Toxo aHTutena 1aM Kanuépatop (Alinity i Toxo IgM Calibrator) ana Poccun

YCNnoBnNA TPAHCNOPTUPOBKU n XPAHEHNA

Vi3genve pekoMeHAyeTcs TpaHCMOPTUPOBaTL U XpaHuTb Npu Temnepatype 2-8°C. MeAwumHCKME U3L4enus [O/KHbI
XPAHUTCS B XONOAMU/bHbLIX Kamepax WauW B XONOAW/IbHUKAX, 06ecneunBarolLnX pernaMeHTUpOBaHHbIA TemMnepaTypHbIi
PEXUM C eXeHEBHOM perucTpauveii Temneparypsbl.

TpaHcnopTvBKa AOMKHA OCYLLECTBASTLCS B TEPMOKOHTElHepax OfHOPa30BOr0  MO/Ib30BaHUS,  COAEepXalmx
XNafj03/IeMeHTbl, WM B TEPMOKOHTEHepax MHOrOKpPaTHOrO MPUMEHEHWs C aBTOMATUYECKW MOAAepXunBaemMoi
TemnepaTtypoii unu B aBTopedpmxepaTopax ¢ UCNofb3oBaHMEM TEPMOUHAVKATOPOB.

V3genvie octaeTcsi CTabUbHLIM A0 OKOHYAHMS CPOKA FOAHOCTM, YKA3aHHOTO Ha YnakoBKe.

Mpu  TPaHCMOPTUPOBAHWM C HapylleHUEM TEeMMepaTypHOro pexuma u3genine He MOANEXUT NPUMEHEHUHo.
TpaHCnopTUPOBKA OCYLLECTB/SETCS BCEMU BULAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBUN C
npasunamy NepeBo3KX rpy3oB, AENCTBYIOWMMI Ha KXLOM BUAe TpaHcnopTa

rapanTtuiinsie OBA3ATE/IbCTBA

Mpon3BoanTeNb rapaHTUpyeT, 4TO MNpW NpaBUIbHOM XpaHeHUW K obpalleHun usgenve ocTaeTcs cTabunbHbIM [0

UCTeYeHNst cpoka rogHoCT. MakcumasbHbIi CPOK rofAHOCTY: I
Toxo aHTuTena IgM Kanubpatop (Alinity i Toxo IgM Calibrator)- He 6onee 9 mecsLeB ¢ AaTbl NPOU3BOACTBA;

TEXHWYECKOE OBC/TY)>XUBAHUE
He TpebyeTcs.

TEKYLWWA PEMOHT
He TpebyeTcs.

OAHHBIE ANA YTUNU3AUUN N YHUUTOXEHUA MEANLUNHCKOIO U3AENNA

MeguumHcKoe nsgenue yTUansupyroT 1 YHUUYTOXAKOT B COOTBETCTBUM C Npasuiamun obpatleHus ¢ MeuLmMHCKUMU
oTxogamu, pernameHTupyoowmmmca CanluH 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3anuaeMunonornyeckme
Tpe60oBaHMA K 06paLLeHUN0 C MESULIMHCKAMK OTXOJaMM».

Heob6xoanmo cnefoBaTh HaLMOHAbHLIM CTaHfapTam npu nepegade n ytunusaunn nsgenns, ero KOMNoOHeHToB n
YynakoBKW.

NMEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MEAVNUNHCKOE U3OE/TME

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, I1SO 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

I'IOTEHLJ,I/IAJ'IbeII7I MNOTPEBUTENb

MegauumuHckoe m3genue Toxo aHTuTena IgM Kanubpatop (Alinity i Toxo IgM Calibrator) npegHa3sHaueHo Ans

MCNONb30BaHUSI B Pa3/MUHbIX KIMHUKO-NabopaTopHbIX YCNMOBUSIX, BKIOYas, 6e3 orpaHuyeHusi, GONbHULbI,

[OVarHocTnyeckme LeEeHTpbl, pedhepeHTHble N1abopaTopun 1 yupexzaeHusi nepennBaHusi KpOBM MO BCeMy MUY, »
nepcoHas KoTopbIX MpoLen obyyeHne no Ucnonb3oBaHuio aHanusartopa Alinity i.

NHPOPMALMNA O HANNYUN B MEANLUMHCKOM U3OENNN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPUBHOCTb
MocTtaBnseTcs B HecTepuibHOM Buge. Ctepunusauuns nepes npuMeHeHnem He Tpe6yeTcs1.

NH®OPMALINA O BOSMOXHOCTW NMOBTOPHOIO NPUMEHEHNA
He noanexuT NOBTOPHOMY NPUMEHEHMIO.

MATEPWABLI XXBOTHOIO NMPONCXOXAEHNA

MaTepuanbl XUBOTHOTO MPOUCXOXAEHUA MNPOBEPEHbl U PUCKM MpuMeHeHus MW ykasaHbl B [lacnopTe
6e3onacHocTn. MacnopTa 6e30nacHOCTM MOXHO HaillTu Ha caliTe www.abbottdiagnostics.com nnm obpatuTtech K
MeCTHOMY MpefcTaBuTesto.

MOKA3AHUA N MPOTUBOMOKA3AHNA K MPUMEHEHWIO
He npumeHumo.
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TEXHNYECKUE XAPAKTEPUCTUKN
Kanu6patop 1:

3HaveHue pH npu 20 °C: 7,5

MnoTHocTb npu 20 °C: 1.019 r/cT3

CBEAEHNA OB W3BECTHbIX OFPAHWYEHUAX MO COBMECTHOMY MNPUMEHEHWKO MEAWUWMHCKWUX W3AENMW NO
HA3HAYEHWIO

OTCyTCTBYIOT.

LUBET 1 3AMAX
KanubpaTop 1: KopnyHeBblil 1 6e3 3anaxa
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3660TT M'M6X & Ko. KIr Ten:+ 496122580

Makc-InaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/s 1303,65011 BucbageH

Moanucek: /nognucaxo/ [Jata: 78 okTA6pa 2019 .

3amam KxaH (Zaman Khan)
3amecTuTenb AUpeKTopa

Mo HOPMaTUBHO-MPaBOBOMY PEry/MpoBaHNIO
PernoxH EBEBA wn NakuctaH
2660T1T M'M6X & Ko. KI

2660TT T'M6X & Ko. KIr
Makc-INnaHk-PuHr 2

65205 BucbageH-[enbKeHxanm
repmaHuns

/MevyaTb: 3660TT
2660TT TM6X & Ko. KT
Makc-InaHk-PuHr 2
65205 BucbaaeH/

KOpuagnyeckmnin agpec: BucbageH

PaiioHHbIN cyn BucbageHa HRA 4888 YnpasnsoLwuii:

Hecywuii nepcoHanbHy 0TBETCTBEHHOCTb KOMMAHbOH: Kpuctnan panoy (Kristian Grapow)
3660TT MeHemKMeHT TM6X "per Anbbepr (Greg Ahlberg)
FOpuguuecknin agpec: BucbageH Mpeacenarens Habn4aTENLHOTO COBETA:
PaioHHbIV cya BucbageHa HRA 12889 Xalime A. KoHTpepac (Jaime A. Cintreras)

O]bullnansHoe 3acBuNerensCTBOBaHNe

HacToswmm oduLmManbHO YAOCTOBEPSETCs, 4TO TI-H 3amaH Xau
3660TT TM6.X & Ko. KI' Makc-Mnank-PuHr 2. 65205 BucbageH,
COBCTBEHHOPYYHO MOCTABW BbILLIECTOSALLY NOAMUCL B NPUCYTCTBUM
noanucasLLerocs npe,AccAaTens MeCTHOTO Cyza.

BucbageH, \&.10.2019.

Ne B peecTpe 8S3/19

MowwnuHa B cooTBeTCTBUM C [MoN0XeHMeM o0 c6opax B pasmepe 6 eBpo
onnayeHa

/noanucaHo™

Mpepacesatens MECTHOTO cyfa

/MeyaTb: MecTHbIN cya r. BucbageH X1 *2/

/nognucaHo/18 okTAbpsa 2019 1.

3amaH KxaH (Zaman Khan)

TekcT B NOKYMEHTE <<3KCI'IJ'IyaTaL|,VIOHHaF| OOKYMEHTauna» Ha aHIINIACKOM 1 PYCCKOM A3blKax
MONHOCTbIO COBNajaeT.

MepeBof C aHIMUIACKOrO U HEeMeLKOro SA3blKOB Ha PYCCKWUIA A3blK BbINOJHEH MNepeBOLUYNKOM
LLlaTHeBbIM Unbeilt Anekceesnyem.
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Poccuiickaa defepaums. fopog Mocksa.

[BajuaTb NATOro oOKTAGPA [ABe ThICAYM AEBATHAALATOrO roga.

4, bopoHuHa EBreHus BnagumupoBHa, BpEMEHHO WUCNOMHAOLWAA 0643aHHOCTM HOTapuyca
r. MockBbl baxTagse 3nbMupbl HpPbLEBHbI, CBUAETENbLCTBYID MOAJAUHHOCTE MNOANUCH
nepesogunka WatHesa Unbn Anekceesunya.

Mopgnuce caenaHa B MOEM NPpUCyTCTBUMN.
JlnyHoctb noAanucasLWwero OOKYMEHT yCTaHOB/IEHaA.

3apernctpupoBaHo B peectpe: W11
B3bickaHo no Tapudgy 100 py6.

Ynnal)®*er98P5Ll9aH<e ycnyr npaBoBOro 1 TEXHUYECKOro xapakrepa: --

E.B. bBopoHuHa

Bcero npowHypoBaHo, MPOHYyMePOBaHO™
1 ckpen/r*BH evanr,l0.... ... JICT.
BPU

MpowwnTo B KONM4ecTse IMCTOB

«_5"» 2019 ropa

Ovpektop HanpasneHusa "KnnHuyeckne uccnegosaHms”
000 «MHBUTPO»

A. 3. HoBMkoBa

\LL8y"' MmTpc

r
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