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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), 3amectutens [upekTopa no HoOpMaTUBHbIM Bonpocam OTgena EBponbl,
BnvmkHero Boctoka, Aprkn n MakuctaHa 3660TT M'mM6x 1 Ko. KI (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWMUM y40CTOBEPAID, YTO Mpuiaraemble
LOKYMEHTbI B HUXKENPUBEJEHHOM 06beMe CTPaHUL, ABNAKTCS 3KCNIyaTaunoHHON JOKYMeHTaume.
3TN JOKYMEHTbI MOMHOCTbIO COOTBETCTBYIOT aKTyasilbHOM LOKYMEHTaL M Npon3BOAMTENS.

JKcnnyaTauyoHHas JOKYMeHTauus ana MeguuuHekoro nsgenus (Operational documentation
for medical device):

KOHTpO/MbHble  MaTepuasibl  41s  MOATBEPXKAEHWS  BOCMPOM3BOLMMOCTM U MPaBWUIbHOCTU
KOMMMYECTBEHHOIO onpefeneHna aHTMTen Knacca IgG K Tokconsiasme MMMYHOXEMUIIOMUHECLEHTHBIM
METOOM B CbIBOPOTKE 1 M/ia3me KPOBW YenioBeKa Ha UMMYHOXMMUYECKNX aHanm3aTopax Alinity i ""Toxo
aHTuTena IgG KoHTponbHble MaTepunansl (Alinity i Toxo IgG Controls)"

Mo TekcTy 3KcnyaTauMOHHbIX JOKYMEHTOB BCTPEYatOTCA BapuaHTbl HaMMEHOBaHWA MEAULMHCKUX W3LEnnid,
npuBefieHHble B Tab/MUe HWXKe, KOTOpble SBMAIOTCA CrpaBef/MBbiMM U paBHO3HauHbIMK  (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavmeHoBaHue — HavmeHoBaHME MeAULIMHCKOTO M3AEeMMst Ha PYCCKOM $i3blKe CokpalLeHHoe
Ha aHr INACKOM HavMeHoBaHwue(no
A3blKe TEKCTY JOKYMEHTa)
Alinity i Toxo Ha6op peareHTOB [An8 KOMMYeCTBEHHOrO onpegeneHus Toxo aHtuTena IgG
IgG Reagent Kit ~ aHTUTEN Knacca [o[€] K Tokconnasme PeareHTbl  (Alinity i

NMMYHOXEMUTFOMUHECLIEHTHBIM METOZOM B CbiBOPOTKe M Toxo 1gG Reagent Kit)
nnasMe  KpoOBU  4enoBeka Ha  UMMYHOXMMUYECKUX
aHanmsatopax Alinity i "Toxo aHTutena IgG PeareHTbl
(Alinity i Toxo IgG Reagent Kit)"
Alinity i Toxo Kambpatopsl — 4ns obecrneyeHns npasuibHOCTM  Toxo aHTuTena  IgG
IgG Calibrators ~ KonnyecTBEHHOro onpefeneHns aHTUTen knacca IgG Kk Kanmbpatops! (Alinity i
TOKCOM/a3Me MMMYHOXeMWUIIOMUHECLEHTHBIM MeTogoM B Toxo 1gG Calibrators)
CbIBOPOTKE M M/a3Me  KPOBM  YenoBeka  Ha
UMMYHOXUMWYECKMX — aHanu3atopax Alinity i "Toxo
aHtuTena 1gG Kanmbpatopbl (Alinity i Toxo IgG
Calibrators)"
Alinity i Toxo KOHTpOsbHbIE matepuaibl 4 noaTeepxaeHns Toxo aHTUTena  1gG
IgG Controls BOCMPOM3BOAUMOCTM Y MPaBUIbHOCTU KOMMYECTBEHHOrO  KOHTPO/bHbIE
onpefeneHns aHtTWTen Knacca 1gG K Tokconnasme matepuanbl  (Alinity i
NMMYHOXEMUTIIOMUHECLIEHTHBIM METOAOM B CbllopoTke U Toxo IgG Controls)
nnasMe KpoBU  4enoBeka Ha  VMMYHOXUMUYECKUX
aHanmzatopax Alinity i "Toxo aHTuTena IgG KoHTposbHble
matepuasbl (Alinity i Toxo IgG Controls)”
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Cocras (contents):

# Title Number of
pages
1 Instruction for use for Alinity i Toxo IgG Controls with ADDENDUM for 4
Russia.
2. VHCTpYKUMa no npuMeHeHnto Toxo aHTutena IgG KoHTpo/bHbIE MaTepuabl 5

(Alinity i Toxo 1gG Controls) ¢ MPUTOXEHWEM pans Poccuu.

Signed: Date:
Zaraan Khan,

Associate Director Regulatory,

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

Max-Planck-Ring 2
65205 Wiesbaden
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Alinity i
Toxo IgG Controls

Read Highlighted Changes: Revised July 2019.

NAME
Alinity | Toxo igG Controls (aiso referred to as Toxo igG Ctris)

INTENDED USE

The Aiinity i Toxo igG Controis are for the estimation of test
precision and the detection of systematic anayticai deviations of the
Alinity i analyzer when used for the quantitative determination of 1gG
antibodies to Toxoplasma gondii in human serum and piasma.

For addrtionai information, refer to the Aiinity i Toxo igG reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

rconTROLpI contains recalcified human plasma. Preservatives:
ProClin 950 and sodium azide.

|cohtwol|TTT] and | cohtiwl[*|¥] contain anti-Toxo IgG in aqueous
solution with protein (bovine) stabilizer. Preservative: ProClin 300.
The controls are at the following ranges and target concentrations:

IMIWEI
Control Quantity Color (IU/mL)
CoNTHOLF 1X80mL Natural s 05
|comtwol|->Ji | 1X80mL Natural 6.0 30- 90
[coiftaol TTTa! i x8.0mL  Natural 1200 60.0 - 180.0

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:

e Calibration e Control lot * Reagent lot
 Calibrator lot e Instrument

PRECAUTIONS

e ®

» Forin vitro Diagnostic Use
Safety Precautions

A ,- 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 wrill 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 negative control is
nonreactive for anti-Toxo 1gG, HBsAg, HV-1 RNA or HV-1 Ag,
anti-HIV-1/HIV-2, and anti-HCV.
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The following warnings and precautions apply to: |coutsou|-|

O]

WARNING Contains methylisothiazolone 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.

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 I skin irritation or rash occurs: Get medical advice /
attention.

P362+P364  Take off contaminated clothing and wash rt before
reuse.

Disposal

P501 Dispose of contents / container in accordance with

local regulations.

The following warnings and precautions apply to:
1c0NTaoL[ 111 and [comtror1 1a1

P

WARNING [Contains methylisothiazolones.

H317 [May cause an allergic skin reaction.

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

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 cl-series Operations Manual, Section 8.



PREPARATION FOR USE
< This product is liquid ready-to-use.

» This product may be used immediately after removal from
2to 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 2toa'c Until expiration
date
Opened 2t0 8C Until expiration  Store tightly capped.
date Return to refrigerated

storage after use.

INSTRUMENT PROCEDURE

* To obtain the recommended volume requirements for the
cortrals, hold the bottle vertically, and dispense 4 drops of the
negative control, 4 drops of positive control 1, and 4 drops of
positive control 2 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 Manuai criteria.

BIBLIOGRAPHY

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

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

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

4. Clinical and Laboratory Standards Institute (CLS). Protection
of Laboratory vyOrkersFrom Occupationally Acquired Infections:
Approved Guideline—Fourth Edition. CLSl Document M29-A4. Wayne,
PA CLS|; 2014.

Note for number formatting;

m 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

mi
Temperature limitation

X

2 Use by/Expiration date

[c5d Control Number
Concentration

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

ICONTROLH Negative Control

Icontroll +111 Positive Control 1

ICONTROUH+2I Positive Control 2
M In Vvitro Diagnostic Medical
Device
Lot Number
TeoDUCT of BEMVaHy 1 Product of Germany
|RAMVIER Range
List Number

Alinity is a trademark of Abbott Laboratories in various jurisdictions.
All other trademarks are property of their respective owners.
Abbott GTbH & Co. KG C€
Max-Planck-Ring 2
65205 Wiesbaden 0123

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 1gG 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 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), 80/181/EEC, 2009/886/EC, 2009/3/EC, 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, EN ISO 15193, EN ISO 15194, 1SO 80000-1

POTENTIAL USER

The Alinity i Toxo IgG 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
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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 AND CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS

Negative Control 1: pH-value at 20 "C; 7.5
Density at 20 "C; 1.026 g/cm3

Positive Control 1: pH-value at 20 °C: 7.4
Density at 20 °C: 1.009 g/cm3

Positive Control 2: pH-value at 20 *C: 7.4
Density at 20 “C: 1.009 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

COLOR AND ODOR

Negative Control 1. Brown and odorless

Positive Control 1: Colourless and odorless
Positive Control 2: Colourless and odorless

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



Alinity |

Toxo aHTuTena IgG KoHTponbHble matepunans! (Alinity

Toxo 1gG Controls)

Cm . BblAeNeHHble n3meHeHus. Pegakumsa: nonb 2019 r.

HAWMEHOBAHWE (CokpalleHHoe)
Toxo aHTuTena IgG KoHtponbHble Matepuasbl (Alinity | Toxo 1gG
Controls) (Tawke BcTpevaetcs no TekcTy: Toxo IgG Cirls)

HA3SHAYEHVE

Toxo aHTuTena IgG KoHtponbHble Matepurasibl (Alinity | Toxo IgG
Controls) npegHa3Ha4atoTcsa A/19 OLEHKY BOCNPOM3BOAVIMOCTY
TecTa 1 BbIABMEHMS] CUCTEMATUYECKVX aHUIMTUYECKUX OTK/IOHEHWIA
B paboumx xapakrepucTukax aHanmsaropa Alinity | npu
KOMIMYECTBEHHOM onpefeneHun aHtuten IgG K Toxoplasma gondii B
CbIBOPOTKE U M/1a3Me KPOBU YerioBeka.

[lono/HUTE NbHYH0 MHAPOPMALMIO CM. B UHCTPYKLMW MO NMPUMEHEHNIO
K Toxo aHTuTena IgG PeareHtam (Alinity | Toxo IgG Reagent Kit) n
PykoBogacTee no akcnnyartauumm Alinity cl-series.

COOEPXWNMOE

loownioLr coaepXuUT pekanbLHUPOBAHHYHO MN1asMy KPOBY
uenoeka. KoHcepBaHTbl: ProClin 950 v a3wg, Harpus.
ICOHTBOL I1* 11 1M [canTW OL I* |« | COAEPXAT aHTUTeNa IgG K
TOKCOMNMa3Me B BOAHOM PacTBOpe C NPOTEVHOBbLIM (BbI4bM)
cTabunmsatopom- KoHcepsaHT: ProCin 300.

KOHTpO/M nmetoT creayolme avanasoHbl U Lesesble
KOHLIEHTpaLmm:

AHTUTENA
19G K
TOKConnasme

T Lt

KoHnTponb Kon-Bo LiseT (IU/mL) (IU/mL)
- 1X8.0 mL HarypanbHblii £05

IcowTaotl 1T11 X8.0 mL HarypasbHbii 6.0 3.0+90
[comteMT->|«| 1 X8.0 mL HatypasbHbii ~ 120-0 60.0 m180.0

MPUMEYAHVIE: InanasoHbl, ykasaHHble B UHCTPYKLWK MO
MPVYIMEHEHWIO, HEe CrieLMtnyHbI MO CepUAM W NPeaCTaB/IsioT
co60ii 06LLyEe AnanasoHbl 3HAYEHUI, TeHeprpyeMbIX B TeueHve
CpoKa rofjHoCT\ npogykTa. Kaxaoii nabopartopun pekoMeHayeTcs
ycTaHaB/MBaTb CBOM COGCTBEHHbIE CPEeAHUE 3HaueHVs N

/" ana3oHbl MpUeMIeMbIX 3HaYEHNIA, KOTopble JOMKHbI BbITb B
pamkax AvanasoHoB, YKasaHHbIX B MHCTPYKLMW MO MPUMEHEHMIO.
VICTOUHMKaMM OXvaaeMolt BaprabeslbHOCTY MOTYT BbiTb:

Kannbposka Cepusi KOHTPO/A Cepvisa peareHTa
Cepus AHanmsarop
Kanmbparopa
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MEPbI MPEAOCTOPOXHOCTU

o [Nl AUArHOCTUKY In Vitro
Mepbl NPeAoCcTOPOXHOCTH

)i( y BHVMAHVE: [laHHblii NPOAYKT COAEMKMT MOMyueHHble
OT YesioBeka UM NoTeHUMaTbHO UHKDEKLIMOHHBIE KOMMOHEHTbI.
Cwotpute pazaen COOEPXVIMOE faHHOV UHCTPYKUMM MO
NpYMEHEHNI0. Hn OVH 13 M3BECTHbIX METOAOB TECTVPOBAHMA
He MOXET rapaHTUpoBaTh, YTO MaTepuasibl, NoyYeHHbie OT
YerioBeKka, Wi MHaKTVBMPOBAHHbIE MUKPOOPraHU3Mbl He
nepeHOCAT MHchekLyto. MoaToMy BCe MaTepuasibl, MosTydeHHble
OT YerioBeka, criefyeT cunTarb NOTEHLUMAIbHO VHADEKLIMOHHBIMM.
PexomMeHgyeTcs 06palLaTbCs C peareHTammn 1 obpasuamu,
nosly4eHHbIMX OT YerioBeka, B COOTBETCTBUM CO CTaHAapToM Mo
06paLLEHNIO C FTEMOKOHTaKTHBIMW NaToreHamy, paspaboTaHHbIM
YnpasneHem CLLUA no oxpaHe Tpyaa U NPOMbILLIEHHOV
rvurneHe (OSHA). Mpy paboTe ¢ Matepyasiammi, CoaepxaLLvmm
WM NPenoNoX1TENbHO COAEPXALLMMN MHIPEKLIMOHHBIE areHTb,
cnesyet cobnoaaTh npaswia 6MonorMyeckoli 6e3onacHoCTy,
YpOBEHb 2, WK [pyrvie COOTBETCTBYIOLLME Mpasiia
6ronoruyeckolt 6esonacHocTn.»
Marteprian, nosydeHHbIi OT YesoBeKa, MCMO/b30BaHHbIA B
oTpULATE/IbHOM KOHTPO/IE, He peakTVBeH Ha aHtuTena IgG K
Tokcoriasme, HBsAg, HV-1 HNA wm HV-L An, aH-HIV-1/H1Y-2
1 aHT-HCV.

Criegytolume npeaynpexaeHnsi N Mepbl NpeaoCTOPOXHOCTU

OTHOCSAATCA K: |COMTSIOb|-|

P

MNPEAYMNPEXXOEHVE CofepXut METUIM30TUA30/IOH U a3ng,

HaTpus.

H317 MOXET BbI3bIBATb &/1IEPIUYECKYHO KOXHYIO
peakumio.

EUHO032 IMpn KOHTaKTe € KucnoTaMmy obpasyercst
BbICOKOTOKCUYHbIVA ras.

MpepoTepaLLeHe

P261 M3b6eratb BApiXaHVs TymaHa/napos/
aspo3ornei.

pP272 He BbIHOCUTL 3arpa3HeHHYo oaexay C
pabouero Mecra.

P280 Monb30BaTbCA 3aUMTHBIMY NepyaTkamu/
3aLUMTHON ofexaoi/cpeacTBamMmn 3aLyiTbl
r1a3.

PearnposaHue

P302+P352 NPV MOMNALAH/A HA KOXKY: MpoMbITb
60/1bLLMM KO/INYECTBOM BOfb.

P333+-P313 [Mpn pasppaxkeHnn KOXN WK NOSB/IEHAN
cbinv: OBpaTUTLCA K Bpady.

P362+P364 CHATb 3arpsA3HEHHYI0 OfieXIy W BbICTUPATL

ee nepeg nocsenyrowm 1NCnosib3oBaHNeEM.



Ymmnuzaupsa

PS01

YTunvsnpyiite coaepxMmMoe/KoHTeiHep B
COOTBETCTBUM C CaHUTaPHLIMA HOpMamn
P® (CaHluH 2.1,7.2790-10 ot 09.12,2010).

CriegyioLye npeaynpexaeHnsi N Mepbl NpeaoCTOPOXHOCTU
otHocATes K: lcoimiPLI+lil v |coHTs0b[*al

<b
MPEOMTPEXKIOEHV/E CofepvT METWIM30TUA30/IOHI.

H317 MOXeT Bbi3bIBaTb /I/IEPTNHECKYIO KOXHYHO
peakumio.

MpepoTBpaLleHne

Po61 V3beratb BApxaHs TyMaHa/napos/
asposonei.

P272 He BbIHOCUTb 3arpA3HEHHYIO OAEXY C
pabouero mecra.

P280 TMonb3oBaTLCA 3aLLUMTHBIMM NepyaTkamu/
3aLWMTHON ofexaoii/cpescTBamMm 3aLyTbl
a3

PearvposaHne

P302-TP352 MPU MOMNALAHAM HA KOXY: MpoMbITb
60/IbLLMM KO/IMUECTBOM BOfpl.

P339P313 Mpy pa3gpaXkeH KOXW UK NOSIBNEHN
cbinu: OBpPaTUTLCA K BpaYy.

P362+P364 CHSATb 3arpsi3HeHHYt0 oAexzay W BbICTVpaTb
ee nepeg, nocrefytoLLMM MCMO/b30BaHNEM.

Ymwrwmsauys

P501 YTunvsvpyiite coaepKUMOe/KOHTENHep B

COOTBETCTBUM C CaHWTapHbIMU HopMamu Pdp
(CanlMviH 2.1.7.2790-10 ot 09.12,2010),

Macnopta 6e30MacHOCTV [OCTYMHbI Ha caiite
www.abbottdiagnostics.com wi ymecTHoro npeacrasurens.
Moapo6Hyto MHAOPMALWIO O HEOBXOAUMBIX Mepax
NPefjoCTOPOXHOCTY Npy paGoTe C aHa/IM3aTopoM CM. B PykoBoACTBe
no akcnnyatauum Alinity ci-series, Pasgen 8.

MoAroTOBKA K NCMOJ/Ib3OBAHNIO

[aHHbIA NPOAYKT NOCTAB/AETCA B XWAKOM BUAE, FOTOB K
1CMO/b30BaHMIO.

[JaHHbIA NPOAYKT MOXET UCMOMb30BaTbCA HENoCcpeCTBEHHO
nocrsie U3BMEYEHUs U3 MeCTa XpaHeHVs ¢ Temneparypoii 2 - 8'C.
lMepen, kakabIM VCMO/b30BaHNEM MNepeMeLLVBaiiTe, akkypaTHoO
nepeBopayvBast y1akoHb!.

XPAHEHVE

HesckpbiTblii 2 BC
dnakoH
BCKpbITbIN
dnakoH

He VICI'IOI'Ib3yl7ITe nocsie OKOH4YaHUA Cpoka rogHOCTU.

JononHutensHble
Temneparypa MakCuMasibHOe  VHCTPYKLMM MO
XpaHeHust BPEMS! XPaHEHUS XPaHEHMIO,

Jlo OKoHuaHuA
CpoKa roiHoCTu
Jl0 oKoHYaHusA
Cpoka rojHocTu

2-8C XpaHuTb BO
dlakoHax,

MN/I0THO 3aKPbITbIX
KpbILLKaMK.
[NomecTutb B
XOMOAWbHYIK Mocne
MCMNO/b30BaHMA.

MPOLIEAYPA PABOTbI HA AHAJTIN3ATOPE

[ins nonyueHns pekomeHgyemoro o6bema KOHTPOSIEH AepxuTe
d1aKoH BepTVKasbHO U Ao6aBbTe 4 Kaniv oTpuuaTesisHoOro
KOHTPO/IAA, 4 Kannv MosioKUTE/bHOTO KOHTPONs 1 1 4 kannm
MOSIOXUTE/IBHOTO KOHTPOSIA 2 B KadKAYHO Yallieyky [y obpasua B
COOTBETCTBYHOLLEl NO3ULMK.
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VHchopmaLmio 0 3akase 1 3arpy3ke KOHTPOsIeH B cuctemy
cM. B PykoBogcTBe o akcnnyatauum Alinity ci-series, Pasaen 5.

MOKA3ATE/I HECTABW/IbHOCTW NN NOPYIA
IMokasaTensamm HeCTaBUIBHOCTU WM NOPYM CITY)XXUT OCaLO0K,
BUOVMbIE Criefbl MPOTEYKM, 3aMyTHEHHOCTb WM HECOOTBETCTBMUE
KOHTPO/IEH KPUTEPWAM, YKa3aHHbIM B UHCTPYKLMW MO MPUMEHEHWIO
n/vnu PykoBoacTtee Mo akcnnyatauym Alinity ci-sehes.

BUBJ/IMOIrPA®NA

1 us Department of Labor, Occupational Safety and Health
Administration. 29 CPI1 Part 1910.1030, Bloodborne pathogens.

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

3. World Health Organizaﬂm. Laboratory Biosaty Manual. 3rd ed.
Geneva: World Health Organization; 2004.

4.

Clinical and Laboratory Standards Institute (CLSI). Pro1scbon

of LAratory VArkers From Occupationally Acquired Infections;
Approved Guideline-Fourth Edition. CLSI Document M29-A4. \Nayne,
PA CLSI; 2014.
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MPWIOXEHVE e N A
K VHCTPYKUMX NO npumeHeHuto Toxo aHTutena IgG KoHTponbHble maTepuans! {Alinity i Toxo IgG Controls) ans
Poccum

YCNOBWA TPAHCTIOPTUPOBKA 1 XPAHEHA
M3penve pekoMeHZyeTCsi TPAHCMOPTMPOBATbL W XpaHUTb Npu Temnepartype 2-8°C. MefULMHCKME W3L4enus LOKHbI
XPaHUTCA B XOMOAUMbHBLIX Kamepax WM B XONOAMSbHUKAX, 06ECNeUYnBalomMX pernaMmeHTMpPoBaHHbIi TeMnepaTypHbii
PeXUM C exefIHEBHOI perncTpaumeii Temnepatypbl,

TpaHcnopTvBKa [O/KHA OCYLLEeCTB/ATLCA B TepMOKOHTeVIHean 04HOPa30BOro  noJsib30BaHuA,

coaepxatmnx
XNaf031eMEHTbI,

WM B TEpPMOKOHTEHepax MHOTOKPATHOTO MPYMEHEHWSI C aBTOMATMUECKM MOoAAepXMBaeMoi
TeMnepaTypoii unu B aBTopedpmxepaTopax ¢ UCMosib30BaHNEM TEPMOUHANKATOPOB.

MN3penvie octaeTcs CTabu/bHbIM A0 OKOHYAHKS CPOKa rOAHOCTY, YKa3aHHOTO Ha YNaKoBKe.

Mpy TPaHCMOPTUPOBAHWM C HApPYLIEHWEM TEMMEpPaTypHOro pexumMa u3genve He MOANEXWUT NPUMEHEHMIO.
TpaHCNopTUPOBKA OCYLLECTBMSETCH BCEMU BUAAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHBLIX CPEACTBaxX B COOTBETCTBUU C
npaBuiaMmn NepeBo3kn rpy3oB, AeNCTBYIOLMMM HA KaXX40M Buie TpaHcnopTa

FAPAHTUHBIE OBSA3ATE/NILCTBA

MpounsBoguTenb rapaHTUpyeT, YTO NpPY MPaBWBHOM XPaHEHMW W o6palleHun usgenme ocTaeTcs CTabWibHbIM [0
MCTEYEeHNs cpoka rogHoCTU. MakcMMabHbIi CPOK FOAHOCTM:

Toxo aHTuTena IgG KoHtponbHble matepuans (Alinity i Toxo 1gG Controls)-He 6onee 12 mecsiLeB € AaTbl NPOU3BOACTBA:

TEXHNYECKOE OBC/TY>KNBAHVE
He TpebyeTcs.

TEKYLLWIA PEMOHT
He TpebyeTcs.

JOAHHBIE ANA YTWINSALAA N YHUUTOXXEHAA MEANUMHCKOTO U3OENA

MeguunHckoe nsgenve yTuan3upyroT U YHUUTOXAOT B COOTBETCTBUM C NpasBuiaMn obpalleHns ¢ MeguLMHCKUMm
oTxofgamu, pernameHtupyowmmmcsa Caulnd 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3nuaeMunonornyeckme
TpeboBaHUs K 06paLleHnio ¢ MEANLMHCKAMU OTX04amm».

HeobxoamMmo cnefoBaTh HauMOHa/bHBIM CTaHAapTaM Npu nepejadve n ytunusaunm nusgenuns, ero KOMNOHEHTOB 1
YNakoBKW.

MEPEYEHL CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLIMHCKOE U3AETE

98/79/EC 1272/2008/EC (CLP), 1907/2006/EC (REACH), 80/181/EEC, 2009/886/EC, 2009/3/EC, 1069/2009,
Requiation (EC) 142/2011 CLaW 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, EN ISO 15193, EN ISO 15194, 1SO 80000-1

MOTEHLA/BHBIA MOTPEBUTE/Tb

MegauumHckoe nsgenve Toxo aHtTutena IgG KoHTponbHble matepuansl (Alinity I Toxo IgG Controls) npegHasHavyeHo
ONA UCNONb30BaHNA B Pas/iMyHbIX KIMHUKO-N1abopaTopHbIX YCIOBKAX, BKIOYas, 6e3 orpaHnyeHusi, 60MbHULbI,
AnarHocTnyeckme LEeHTpbl, pedepeHTHble abopaTopun 1 yUYpexAeHUs nepeiMBaHua KpoBW MO BCEMy MUY,
nepcoHan KoTopbIX npollen obyyeHne No UCNonb3oBaHMio aHanusaTtopa Alinity i.

VHPOPMALIA O HATNYAA B MEOVILIMHCKOM U3OE/ 1A NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPWIBHOCTb

MNocTaBnseTcs B HeCTepunbHOM BUAe. CTepmnmsame nepea npuMeHeHnem He Tpe6yeTc;|.

VHPOPMALIIA O BO3MOXXHOCTW NMOBTOPHOIO MPAMEHEHNA
He nognexuT NoBTOPHOMY NMPUMEHEHNIO.

MATEPVAJTbI XKMIBOTHOI O MNMPOVCXOXXOEHNA

MaTepuanbl XWBOTHOTO MPOWUCXOX/EHWA TMpPOBEPEHbl U PUCKM NpuMeHeHnss MW ykasaHbl B [lacnopte
6e3onacHocTu. MacnopTa 6e30nacHOCTN MOXHO HailTh Ha calite www.abbottdiagnostics.com unm obpatuTtecb K
MeCTHOMY MpefcTaBnTeHo.

MOKA3AHNA N TMPOTBOIMNOKA3AHNA K MPUMEHEHIO
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TEXHNYECKVE XAPAKTEPUCTUIKA
OTpuuaTtenbHblli KOHTPONb 1

3HayveHue pH npu 20 “C; 7.5

MnoTHocTb npu 20 “C: 1.026 r/cT3

MoNOXNTENbHbIA KOHTPONb 1.
3HaueHvie pH npu 20 “C; 7.4
MnoTtHocTb nNpu 20 *C: 1.009 r/cT3

MonoXuTeNbHbIA KOHTPONb 2:
3HaueHmne pH npn 20 °C: 7.4
MnoTtHocTb npu 20 “C; 1.009 r/cT3

CBEOEH/A OB W3BECTHbIX OMPAHWYEHWAX MO COBMECTHOMY MPUMEHEHUIO MEOVLIMHCKAX V3LEAA MO
HASHAYEHMIO

OTCyTCTBYIOT.

LIBET N3ANAX

OTpuLaTenbHblit KOHTPob 1. KopuyHeBbI 1 6e3 3anaxa
MonoxutenbHblii KOHTPONbL 1; BecuBeTHbIV 1 6e3 3anaxa
MonoXuTeNbHbI KOHTPONb 2: BeclBeTHbI 1 6e3 3anaxa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2660TT MM6X & Ko. KIF
Makc-InaHr-PuHr 2.

Ten:+4961 2258 0
dakc: +49 61 22 58 1244

65205 BucbageH
n/a 1303,65011 BucbaagH

Moanwucs: /nognuncaHo/

3amaH KxaH (Zaman Khan)

3amecTuTens AMpekTopa

Mo HOpPMaTMBHO-MPaBOBOMY PEry/iMpoBaHUIO
PervoH EBEBA v NMakucTaH

3660TT 'M6X & Ko. KI

3660T1T 'M6X & Ko. KI
Makc-INMnaHk-PuHr 2

65205 BucbageH-[enbkeHxarim
MepmaHus

KOpugmnueckuii agpec: BucbageH

PaiioHHbIl cyp BucbageHa HRA 4888

Hecywiuii nepcoHanbHY0 0TBETCTBEHHOCTb KOMMaHbLOH;
3660TT MeHeKMeHT MTM6X

KOpuaunueckunii agpec: BucbageH

PaiioHHbIN cya BucbageHa HRA 12889

Oata:7(" okTa6ps 2019 1.

[MeyaTb: 3660TT
2660TT T'MO6X & Ko. KI™
Makc-TnaHk-PuHr 2
65205 BucbaaeH/

YnpasnstoLwuii:

Kpuctnan Mpanoy (Kristian Grapow)
per Anbbepr (Greg Ahlberg)
Mpeacenatent Habn4aTeNbHOIO COBETE;
Xaime A. KoHTpepac (Jaime A. Cintreras)

O®duiina.lbHOe 3aCHWUNETC/IbCTBOBAHNC

HactoAawwmm oduumnanbHO yA0CTOBEPAETCA, 4TO r-H 3amam Xau
m)660TT TM6X & Ko. KI' Makc-11naHk-PuHl® 2. 65205 BucbageH,
COBCrHCHHOPYYNO MOCTaBUA BbILLECTOALLYHO MOAHUCH B NPUCYTCTBUN
Ho/WwucasLLeroca npefceaarens MeCTHOK CY/a,

BucbageH, M.1).2019r.

NeBpeecrpe63.I'79

I KTIWIAWHA B COOTBETCTBWU C 1KTNOXeuneM o cbopax B paTmepe 6 eBpo
onnaveHa

Mpegceaatens MECTHOKO cyaa

wWleyaTb: MecTHbIli cya r. BucbageH X1 * 23

/noagnucaHo/18 okTabpsa 2019 .

3amaH KxaH (Zaman Khan)

TekCT B AOKYMeHTe «IKcnayaTaunoHHas LOKYMEHTaLUWs» Ha aHrIMACKOM M PyCCKOM sA3blKax

MO/MHOCTbIO coBnajacT.

MepeBOA C AHIAMIACKOTO U HEMELKOr0 S3bIKOB Ha PYCCKWIA f3blK BbINOAHEH NEPEBOAUYNKOM

LLaTHeBbIM nbeli AnekceeBmnyeM.
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Poccuiickas ®epgepauvs. Nopog MockBsa.

JBaguaTb NATOro oKTAOpPSA ABe ThICAYM AeBATHaALAaTOro roga.

A, bBopoHuHa EBreHns BnagnmumpoBHa, BPEMEHHO WUCMOJIHAKOLWASA 06493aHHOCTM HOTapuyca
r. MockBbl baxTagse 3nbmupbl HOpbeBHbI, CBUAETENLCTBYKW MNOAMNHHOCTL MOAMUCH
nepesogyumka llaTHeBa Vnbn Anekceesunya.

Moanuchb caenaHa B MOEM MPUCYTCTBUM.
JInyHoCTbL Nognucaslero 4OKYMEHT YCTaHOoB/eHa.

3aperncTpupoBaHo B peectpe: M77/52-H/77-201"N-/--

B3bickaHo,No Tapugy 100 py6.
Anna4vyeHo 3a YyCnyr npaBoBOro U TexHU4YeckKoro Xxapakrepa. --

E.B. BopoHuKHa

Bcero nNpoLLHypoBaHo, NpOHYMEPOBaHT
W CKpeneHp-ne*- e
BPVO H"yfapnycj

A tinr
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«COINTACOBAHO» «YTBEPXOAK»

OnpekTop PeryiaTopHoOro oTaena  [AUpPeKTop Hanpas/ieHUs
JnarHoctnyeckoro nogpasfeneHuns «KfnHn4eckune nccnegoBaHuns», Poccusa/CHI
O6uwecTtBa c OrpaHNYeHHoIA 00O «Hesasucumas nabopartopus NHBUNTPO»

OTBETCTBEHHOCTbIO «JD660TT J1abopaTopmn3»
B Poccuun n ctpaHax CHIC

, T.A. JTabnHckas 9.3. HoBuKoBa
@ b 2019 . «30» okTAb6psA 2019 .

M.Mn. M.

JKcnnyaTayMoHHasa JOKYMEHTaUMa Ans MeAULMHCKOro nusgenns ans
ANArHOCTUKMK in vitro

KOHTpOnbHbIE MaTepuansl ANA NOATBepajeHNd BOCNPOMU3BOAMMOCTN N NPaBUNbLHOCTHU
KO/INYECTBEHHOTO onpefeneHnd aHTuTen knacca IgG K Tokconnasmc
NMMYHOXEMUTIOMUHECHCUTUBLIM MEro40M B CbIBOPOTKE M MasMe KPOBU Yesl0BEKa Ha
NMMYMNOXUMMYECKNX aHanmsaropax Alinity i «Toxo aHTuTena IgG KOHTpObHbIE
matepuansl (Alinity i Toxo IgG Controls)»,
nponssogcTea 3660TT TM6X 1 Ko KI, FepmaHusa
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Abbott GmbH & Co. KG
Max-Planck-Ring 2

65205 Wiesbaden

Postfach 1303,65011 Wiesbaden

Tel. 4496122580
Fax 449 6122 58 1244

Abbott

1, 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 upektopa no HopmMaTUBHbIM Bonpocam OTgena EBponsl,
BavxHero BocToka, Adprkn n MakuctaHa 3660TT T'm6x 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTosALWMM yL0CTOBEPSD, YTO Npuiaraemble
LOKYMEHTbI B HUXKENPUBELEHHOM 06beMe CTpaHuLL, ABNAKOTCA 3KCNIyaTalnoHHOW AOKYMeHTaLMel.
3TN JOKYMEHTbI MOMHOCTLIO COOTBETCTBYIOT aKTyanbHOWM AOKYMEHTaLUM NPOU3BOAUTENS.

JKcnyaTalMoHHas AoKyMeHTaLms 4ns MeauumHekoro usgenvs (Operational documentation
for medical device):

KOHTpoNbHble  MaTepuanbl A0S MNOATBEPXKAEHWS  BOCMPOM3BOAMMOCTM U MPaBW/IbLHOCTU
KOMIMYECTBEHHOMO OnpejeneHns aHTuTen knacca 1gG K Tokconsiasme UMMYHOXEMUTKOMUHECLEHTHbIM
METOZIOM B CbIBOPOTKE M Mia3Me KPOBW YeloBeKa Ha MMMYHOXMMUYeCKUX aHanusatopax Alinity i ""Toxo
aHTuTena IgG KoHTponbHble maTepuassl (Alinity i Toxo 1gG Controls)*

Mo TeKcTy 3KCMyaTalUMOHHbIX JOKYMEHTOB BCTPEYAlOTCS BapyaHTbl HAUMEHOBaHUI MeAVLIMHCKWX W3OENniA,
NpuBefeHHbIE B TabnMLEe HWKe, KOTOPble SBASOTCA ChpaBed/MBbIMKA M paBHO3Ha4HbIMK (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HaummeHoBaHve  HavmeHoBaHWe MeAMLIMHCKOrO M3LEeNna Ha PYCCKOM A3blKe CokpalLieHHoe
Ha aHrINACKOM HavMeHoBaHWe(no
A3bIKe TEKCTY [1OKYMEHTA)
Alinity i Toxo Ha6op peareHTOB [/ KOJMUECTBEHHOTO onpedeneHus Toxo aHTUTena  IgG
1gG Reagent Kit  aHTUTEN Kacca [o]€ K ToKcornnasmMe PeareHTbl  (Alinity i
VIMMYHOXEMWUTIOMVHECLIEHTHBIM METOZOM B CbiBOPOTKe M Toxo IgG Reagent Kit)
nnasve  KpoBM  YeMOBEKA Ha  MMMYHOXMMUYECKUX

Alinity i Toxo
IgG Calibrators

aHanmsatopax Alinity i "Toxo aHTutena IgG PeareHTbl
(Alinity i Toxo 1gG Reagent Kit)"

Kanmbpatopbl ~ ana  obecrieyeHus  MpaBW/IbHOCTY
KO/IMYECTBEHHOIO oOnpejeneHns aHTuTen knacca 1gG K
TOKCOMNasMe MMMYHOXEMUIIOMUHECLEHTHBIM METOA0M B

Toxo aHtuTena IgG
Kanmbpatopbl (Alinity i
Toxo 1gG Calibrators)

CbIBOPOTKE W MMa3vMe  KPOBM  YenoBeka  Ha
UMMYHOXUMWYECKMX — aHanu3aTtopax Alinity i "Toxo
aHtTuTena 1gG Kanmbpatopbl (Alinity i Toxo IgG
Calibrators)"
Alinity i Toxo KoHTpo/bHble marepuanbl  And nogTeepxaeHns Toxo aHTprrena  1gG
19G Controls BOCTMPOW3BOAMMOCTU U MPaBUMbHOCTU  KONMMYECTBEHHOTO  KOHTPO/bHbIE
onpefenenvs aHtuTen Knacca 1gG K TokconnasMe Matepuanbl  (Alinity i
NMMYHOXEMW/TIOMUHECLIEHTHBIM METOAOM B CbiBOPOTKe M Toxo IgG Controls)
nnasmMe  KpOBW  YenoBeKa Ha  UMMYHOXVMWUYECKMX
aHanmzatopax Alinity i "Toxo aHTuTena IgG KoHTposbHble
matepuanbl (Alinity i Toxo 1gG Controls)"
Sitz der Gesellschaft; Wiesbaden
Amtsgericht Wiesbaden HRA 4888 Geschaftsfiihrer;
Personlich haftende Gesellschafterini Christian Grapow Page 10f2

Abbott Management GmbH
Sitz der Gesellschaft; Wiesbaden
Amtsgericht Wiesbaden HRB 12889

Greg Ahlberg
Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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Abbott

CocTas (contents):

# Title Number of
pages
1 Instruction for use for Alinity i Toxo IgG Controls with ADDENDUM for 4
Russia.
2. VIHCTpYKUMA no npuMmeHeHnto Toxo aHtuTtena IgG KoHTposibHbIe MaTepransl 5

(Alinity i Toxo IgG Controls) ¢ MTPUIOXEHWEM pans Poccuu.

Signed; 7 (K ). Date;
Zaman Khan,

Associate Director Regulatory

Affairs EMEA and Pakistan,

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

£s wird attdfvuich dass,,>"M+H

dki vof : Uitarschnft'j&n vor
tdem unTor?.«c etGn QrisgeriohtSvorstsher ei
riGtirsfitodig voll?.f>gen

Wiesrf>QCten, *wi -/i
Tgb.Nr.~33//3

Geb. QebO

£ bezahit

Page 2 of 2

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



Alinity i
Toxo IgG Controls

Read Highlighted Changes: Revised July 2019.

NAME
Alinity i Toxo igG Controls (aiso referred to as Toxo igG Cirls)

INTENDED USE

The Aiinity i Toxo igG Controls are for the estimation of test
precision and the detection of systematic analytical deviations of the
Alinity i analyzer when used for the quantitative determination of 19gG
antibodies to Toxoplasma gondii in human senjm and plasma.

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

CONTENTS

|(II‘I’]>>OL|—| contains recalcified human plasma. Preservatives:

ProClin 950 and sodium azide.

|[coMnwL|T]nand | cohthol| *BsL contain anti-Toxo 1gG In agueous

solution with protein (bovine) stabilizer. Preservative: ProClin 300.

The controls are at the following ranges and target concentrations:
Anti-Toxo, 19G

od

Control Quantity Color (IU/mL) (IU/mL)
lcoirraot I-1  1X80mL  Natural - i 05
1CNRY: 1X80mL Natural 6.0 30+ 90
GNRL 1x80mL Natural 1200 60.0 - 180.0

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, ft 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 m  Instrument

PRECALAONS

e L

Forin vim Diagnostic Use
Safety Precautions

,CAJTION: This product contains human-sourced and/or
potentially infectious components. Refer to the CONTENTS
section of this package insert. No knovm 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 negative control is
nonreactrve for anti-Toxo 1gG, HBsAg, HV-1 RNA or H\-1 Ag,
anti-HIV-1/HIV-2, and anti-HCV.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Toxo IgG
fiipl 07P4510

G71281R02
C7P450

The following warnings and precautions aoDlv to: |control

P

WARNING Contains methylisothiazolone 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 iritation or rash occurs: Gel 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.

The following warnings and precautions apply to:
ICONTROLI'lll and IGONIRQL * 2

O]

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+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.

STORAGE
» Do not use past expiration date.
Storage Maximum Storage Additional Storage
Temperature  Time Instructions
Unopened 2 to 8C Until expiration
date
Opened 2to 8C 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 4 drops of the
negative control, 4 drops of positive control 1, and 4 drops of
positive control 2 into each sample cup in the assigned position.

« For Instructions on ordering and loading controls on the
instrument, refer to the Allnity ci-serles 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 cl-series
Operations Manual criteria.

BIBLIOGRAPHY

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

2. US Department of Health and Human Services. Biosafety in
Microbiologicai and Biomedical Laboratories. 5th ed. Washingtm. DC
US Government Printing Office; December 2009.

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

4. Clinicid and Laboratory Standards Institute (CLSI). Pmtection
of Laboratory MorkersFrom Occupationally Acquired Infections:
Approved Guideline—Fourth Edition. CLS| Document M29-Ad. Wayne,
PA CLSI; 2014.

Note for number formatting:

* A space is used as thousands separator (example: 10 000
specimens).

» A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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Key to Symbols

Caution
A
Consult instructions for use
m
Manufacturer
Temperature limitation
X
2 Use by/Expiration date
Control Number
jaova Concentration
100m«INS.AZI08 Contains Sodium Azide. Contact
with acids liberates very toxic
gas.
100aRALI- | Negative Control
|COMIRCLI +{1] Positive Control 1
ICONTRCU +lal Positive Control 2
In vitro Diagnostic Medical
Device
Lot Number
IPRODUCTOFaERVANV | Product of Germany
|ranoe| Range
iR List Number

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

Abbott GmbH & Co. KG C e
Max-Planck-RIng 2

65205 Wesbaden 0123
Germany

+49-6122-580

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

Revised July 2019,

©2016, 2019 Abbott Laboratories



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

Recommended shipping conditions for devices are 2-0°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 1gG 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), 80/181/EEC, 2009/886/EC, 2009/3/EC, 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, EN ISO 15193, EN ISO 15194, ISO 80000-1

POTENTIAL USER

The Alinity i Toxo 1gG 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
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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 AND CONTRAINDICATIONS FOR USE

Not applicable.

TECHNICAL CHARACTERISTICS

Negative Control 1: pH-value at 20 °C: 7.5
Density at 20 °C: 1.026 g/cm3

Positive Control 1. pH-value at 20 "C; 7.4
Density at 20 °C: 1.009 g/cm3

Positive Control 2: pH-value at 20 “C: 7.4
Density at 20 “C: 1.009 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

COLOR AND ODOR

Negative Control 1: Brown and odorless
Positive Control 1. Colourless and odorless
Positive Control 2; Colourless and odorless
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Alinity i

Toxo aHTuTtena IgG KoHTponbHble maTepuanbl (Alinity i

Toxo IgG Controls)

Cm. BblgenieHHble u3sMeHeHns. Pegakums: nionb 2019 .

HAVMEHOMNHVE (CoqpaeHoe)

Toxo aHTuTena IgG KoHTtponbHble MaTtepuasibl (Alinity | Toxo 1gG
Controls) (Taioke BCTpeyaeTcs no Tekcty: Toxo IgG Cirls)

HASHAYEH/E

Toxo aHTuTena IgG KoHtponbHble Matepuanb! (Alinity | Toxo 1gG
Controls) npefHa3HavatoTCA 415 OLEHKY BOCNPOM3BOAVIMOCTH
TecTa 1 BbISIB/IEHNA CYCTEMATUYECKVX aHa/TTUHECKNX OTK/IOHEHWIA
B paboumx xapakTepucTikax aHanmsaropa Alinity | npn
KOMMYECTBEHHOM OnpeaenieHn aHTUTen IgG K Toxcrlasma gondii B
CbIBOPOTKE 11 N/1a3me KPoBW YerioBeka.

[0NONMHUTENBHYHO MHCDOPMALIMEO CM. @ UHCTPYKLMM MO NPYMEHEHMIO
K Toxo aHTuTena IgG PeareHtam (Alinity | Toxo 1gG Reagent Kit) n
PykoBogcTBe no akcrnyatauum Alinity ci-series.

COOEPXNMOE

lcowTwoL 1" conep T pekasibLHMPOBaHHYIO Miasmy KpoBu
yenoseka. KoHcepsaHTbl: ProCn 950 1 a3ug, Hatpys.
[cowTs0: |[*]T| n |ccMTKat|TJi] cogepxat aktutena IgG k
TOKCOM/1a3Me B BOAHOM PacTBOpE C MPOTENHOBbLIM (BbIMbIM)
crabunmsatopom. KoHcepsaHT: ProClin 300.

KOHTPO/M MMeEtoT criedytoLLe AyanasoHbl U LierieBble
KOHLiEHTpaLmu:

AHTUTENA
19G K
ToKconnasve

Icowcl lrahoel
KoHTposb Kon-Bo LiseT (IU/mL) (IU/mL)
|cowtbol|-| 1 X8.0 mL HarypasbHbiv s 05

ill 1X8.0 mL HatypasibHbIi 6.0 3090

|coMTwoL[*|a] 1 X8.0 mL HaTypasbHbii  120.0 60.0 - 180.0

MPUMEYAHVIE: [nanasoHbl, yka3aHHble B UHCTPYKLMK Mo
NPVYMEHEHIO, He CMNELMANYHBI MO CEpUsIM W NPEACTaB/SIHOT
co60i1 06LLMe AnanasoHbl 3HAYEHUI, reHeprpyeMbIX B TeueHve
CpoKa rofjHoCTV npogykTa. Kavkaoii naboparopun pekomeHayeTcst
ycTaHaB/MBaTb CBOV COOGCTBEHHbIE CPEeAHME 3HAYEHNs U
[vanasoHbl NprieMIeMbIX 3Ha4YEeHUA, KOTopble A0/MKHbI GbiTb B
pamkax AuanasoHoB, YKazaHHbIX B UHCTPYKLUMM MO MPUMEHEHMIO.
VICTOuHVKaMn OXVAaeMOli BaprabelbHOCTV MOTyT Obab:

Kanmbposka Cepusi KOHTPO/A Cepus peareHTa
Cepust AHanm3aTop
Kanvbparopa
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MEPbI MPEAOCTOPOXHOCTU
-®

¢ [1n9 AnarHoCTUKN In Vitro

Mepbl NpefoCTOPOXHOCTH

H/IMAHVIE: [aHHbIi NPOAYKT COAEPXUT NOJyYeHHbIe
OT YenoBeka U/ NOTEHLMaIbHO MHIPEKLIMOHHbIE KOMMOHEHTbI.
Cwotpute pazaen COAEPXVIMOE faHHOW MHCTPYKLMK MO
NpVYIMEHeHWI0. HA OAVH 13 M3BECTHBIX METOA0B TECTVPOBaHMS
HEe MOXET rapaHTVpoBaTb, YTO MaTepuasibl, NOslyYeHHbIe OT
YesioBeka, Win MHaKTUBMPOBAHHbIE MVKPOOPraHM3Mbl He
nepeHoCAT MHdpekLwo. MoaToMy Bce MaTepuasibl, MosyHeHHbIe
OT YerioBeka, criefyeT CHMTaTb NOTEHLWIAIbHO MHOPEKLIVIOHHBIMM.
PekomeHyeTcs 06pallaTbes C peareHTamu 1 obpasLiamm,
No/y4eHHbIMM OT YerioBeka, B COOTBETCTBMM CO CTaHAAPTOM Mo
06paLLEeHNo C FeMOKOKTaKTHbIMW MaToreHamm, paspaboTaHHbIM
YnpasneHviem CLLA no oxpaHe Tpyfa v MPOMbILLIIEHHOM
rurveHe (OSHA). Mpu paboTe ¢ MaTeprianiamy, CofepxaLyivmn
W NPeANosIOKATENBHO CoAePXaLLWMIA UHDEKLMOHHbIE areHTbl,
crnepyeT cob/KLLaTb NpaBwa Gronormyeckoli 6esonacHoCTy,
YPOBEHb 2, W [pyrvie COOTBETCTBYHOLLE MpaBu/ia
61on0rnyeckoi GesonacHoCcTn."-*
Martepuan, nosyyeHHbIii OT YerioBeka, MUCMo/b30BaHHbIV B
oTpuULAaTE/NTbHOM KOHTPO/IE, HEe peakTBeH Ha aHTtutena lgG kK
Tokcornasme, HBsAg, HV-1 RNA w HV-L A, aHt-H|V-1/H1V-2
1 aHTn-HCV.

Criegytolme npeynpexaeHnst 1 Mepbl MPeaoCTOPOXHOCTU
oTHOCATCS K: lcowtrol|-|

MNPEOYMNPEXAEHVIE  CogfepWT METWIM3OTVA30/I0H U asug,

HaTpusi.

H317 MOXET Bbi3bIBaTb a/l/IEPrAYECKYI0 KOXKHYIO
peakupto.

EUH032 IMpy KOHTaKTE C KMC/IoTamy 0GpasyeTcs
BbICOKOTOKCWUHbIiA ras.

MpegoTBpaLLeHie

P261 M36eratb BapIxaHWs TyMaHa/napos/
aspo3osei.

P272 He BbIHOCUTL 3arpsIsHEHHYIO OAEXKIY C
paboyero mMecTa.

P280 TMo/b30BaTLCA 3aLMTHLIMK NepyaTkamu/
3aLTHOW oaexaoii/cpeacTBamMy 3aLyTbl
ras.

PearvpoBaHvie

P302+P3S2 NPV MOMALAHAM HA KOXKY: MpombiTb
60/bLLYIM KONMYECTBOM BOfpl.

P323+P313 Mpn pasgpadkeHn KOXM U NosiBeHAN
cbinu: OBPaTUTLCS K Bpady.

P362-t-P364 CHATb 3arpsisHEHHYH0 0AEXaY U BbiCTVpaTb

ee repeg, noc/IefyoLmM UCro/b30BaHIEM.



YTMAH3auma
P501 YTunusupyiite copepxumoe/KoHTeliHep B
COOTBETCTBUM C CaHUTaPHBLIMU HOPMaMM

Pdh (CaHMuH 2.1.7.2790-10 ot 09.12.2010).

CrepytoLuye npeynpexaeHns U Mepbl NPeaoCTOPOXHOCTU
otHocsiTes K; leoNTiroLhli I Tokrnoul | al

()

NPEAYNPEXAEHNE COAEPUT METUIMAOTUA3O0MOHI.

H317 MoXeT Bbi3biBaTb a/IEPTNHECKYHO KOXHYHO
peakupto.

MpepoTepalleHvie

P261 V36eratb BOpXaHWs TymaHa/napos/
aspo3ornei.

p272 He BbIHOCUTb 3arpsisHEHHYIO OfieXay C
pabouero mMecta.

P280 TMonb30BaTLCA 3aLLUUTHBIMU NepyaTkammn/
3aLWMTHON ofexaoii/cpeAcTBaM/ 3aLLyTbI
as.

PearvposaHue

P302+P352 MNP/ MOMAIAHAA HA KOXKY: TMpoMbITb
60/1bLLIMM KO/IMYECTBOM BOfpL.

P333+P313 [Mpn pasapaxeHnn KOXU Wi MosiBNEHNN
cbinv: OBpaTUTLCS K Bpady.

P362+P364 CHSTb 3arpsi3HEHHYIO OAEeX/y W BbiCTpaTb
ee nepeq, NocneAytoLLMM UCNO/b30BaHNEM.

Ytunusaumnsa

P501 YTnusupyiite cogepxumoe/kokTeiHep B

COOTBETCTBUMN C CaHUTapPHbIMI HopMamn P®
(CaHlrvH 2.1.7.2790-10 ot 09.12.2010).

Macropra 6e30MacHoCTV AOCTyMHbI Ha calite
www.abbottdiagnostics.com wm y MecTHoro npeacrasuresns.

Moapo6Hyto MHCopMALIO O HEOBXOAVMbIX Mepax
NPeOCTOPOXHOCTY NpK paBoTe C aHa/M3aTopoM CM. B PyKoBOACTBE
no akcrnyatauum Alinity ci-series, Pasgen 8.

rNoar oToBKA K MCIo/1Is30BAHAO

[aHHbll NPOAYKT MOCTAB/SIETCA BKUAKOM BILE, FOTOB K
VCTI0/b30BaHMHO.

*  [laHHbIi NPOAYKT MOXET WCMO/b30BaTLCA HENMoCPeACTBEHHO
nocne U3B/eYeHNs N3 MecTa XpaHeHus ¢ Temnepartypoii 2 - 8'C.

m  [lepef KaXapIM MCMOMb30BaHWEM MepemelLvBaiiTe, akkypaTHo
nepeBopaumBast u1akoHbI.

XPAHEH/E

*  He vicnonb3yiiTe noce OKOHYaHKsi Cpoka rofHOCTU.

[JononHutensHble
TemnepaTtypa MakcuMasbHOe WHCTPYKLWK NO

XpaHeHus BPEMSA XPaHEHUA XPaHEeHWUIo

HeBcKpbITbIil 2 - 8'C [lo okoHuaHus

chnakoH cpoka rofHocT\

BckpbiTblli 2 m8'C [10 OKOHYaHVSA  XpaHuTb BO

dhnakoH CpoKa rofjHoCTn  dlakoHax,
M/TOTHO 3aKPbITbIX
KpbILLKAMU.
MomecTuTb B
XOMOAWTbHVK Mocrie
1CrO/b30BaHMS.

MPOLIEAYPA PABOTHI HA AHATVIRATOPE

*  [1nA nomyyeHns pekomeHayeMoro obbema KOHTponeii fepkuire
dulakoH BEPTUKa/IbHO 1 fobasbTe 4 kannv oTpuuaTesisHoOro
KOHTPO/151. 4 Kan/n MosiIoKUTE bHOTO KOHTPOst 1 1 4 kanm
MNO/OXVTENBHOTO KOHTPOAA 2 B Kavkayto Yalleyky Ass obpasua B
COOTBETCTBYIOLLIEN MO3NLN.
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*  VHdopmaumio 0 3akase 1 3arpy3ke KouTposieil B cuctemy
cm. B PykoBogacTBe no akcnnyatauum Alinity ci-series. Pasgen 5.

MOKASATE U HECTABIBHOCTU WA TOP4YA

lMokasarensmy HecTabUIbHOCT WK NOPYM CITYXWT 0CafoK,
BUVMble Criefibl MPOTEYKM, 3aMyTHEHHOCTb W HECOOTBETCTBME
KOHTPO/IEl KpUTEPMSM, YKa3aHHbIM B UHCTPYKLMM MO NPYMEHEHNIO
n/vnn PykoBogacTee no akcnnyataumm Alinity ci-series.

BB VO PADV/A

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

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

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

4, Clinical and Laboratory Standards Institute (CLSl). Protection
of Laboratory Vtbrkers Rom Occupationally Acquired Infections:
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLS; 2014.

dhopmar umcen:

¢ B KauecTse pasgenmrens Tbicay VCMoNb3yeTcs npobesn
(npumep: 10 000 06pa3LoB).

e B KauecTBe pasfenmrens AeCATUUHbIX 3HAKOB MCTOMb3yEeTCs
Touka (npumep; 3.12%).

Voos3yevbe avBO bl

A BHumaHve

C® Cm. UHCTPYKLUMIO NO NPUMEHEHNIO

M3rotosuTerb

M
TeMnepaTypHbIii AranasoH

X

2 Mcnonb3oBatb 0/CpoK rofiHOCTU
KOHTPO/bHbIA HoMep

anNg KoHueHTpauys

JCONTANS AZDEL Copepxut asug, Hatpust. Mpn
KOHTaKTe C KC/oTamy o6pasyeTcst
BbICOKOTOKCUUHBINA as.

OONTHOLL- OTpULIaTe TbHBIA KOHTPOb

TONTROL B 1 MonoxvrenbHbI KOHTPOb 1

JCONTHOL -lal MonoxvTenbHbI KOHTPOb 2
MeauumHckoe usaenve s
[MArHoCTUKU In Vitro
Howmep cepumn

PiroovicT FCEKIVANY | MpoaykT MepmaHim

Irancel [JvianasoH

KaTanoxHbiii Homep



Alinity siBNsieTCs TOOroBOI Mapkoli komnaHuy Abbott Laboratories B
Pa3/INIHbBIX PUCANKLMSX. Bce Apyrie ToproBble Mapki SIBMAOTCA
COBCTBEHHOCTBIO COOTBETCTBYIOLLMX B/lafie/bLIEB.

Abbott GmbH & Co. KC

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

TA49-6122-580

CepBucHas noggep”kka: ObpalaiiTecb K CBOeMy MECTHOMY
npeAcTaBUTeNtO UM CMOTPUTE KOHTAKTHYH MHopMmalNe>to Ans
Balleil cTpaHbl Ha caiiTe www.abbottdiagnostics.cont

Pepakupst: vionb 2019 .

©2016, 2019 Abbott Laboratories

ABTOpPU30BaHHbIi NpeAcTaBUTeNb N3TOTOBUTENA Ha TeppUTOPUN
Poccun v apyrux ctpad CHI:

000 “9660TT Jlabopatopus”, 125171, Poccus, r. Mocksa,
JNeHnHrpazckoe wocce, 16A, cTpoeHve 1,
Ten: +7 (495) 258 42 80; chakc: +7 (495) 258 42 81
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MPWIOKEHVE

K MHCTPYKUMX NO npuMeHeHuto Toxo aHTuTena IgG KoHTponbHble matepuans (Alinity i Toxo 1gG Controls) gns
Poccum

YCNoBUA TPAHCNOPTUPOBKWN n XPAHEHNA
M3penve pekomeHAyeTCcs TpaHCNOPTMPOBaTb WM XpaHWTb Npu TemnepaType 2-8°C. MeAwUMHCKWE WU3LENWSI JOSKHbI
XPaHUTCA B XOMOAWIbHLIX KaMepax Wiu B XON0AU/bHUKAX, 06eCneUnBaloLmnX pernaMeHTpoBaHHbIi TemMnepaTypHbIi
PEXMM C eXeQHEBHOI perucTpauuein Temnepartypsi.

TpaHcrnopTMBKa [0/KHA  OCYLEeCTBNATLCA B TepMOKOHTeVIHean 04HOPa30BOro noJsib30BaHUA,

copepxalimx
XNaA03/1EMEHTbI,

WM B TEepPMOKOHTEiHepax MHOTOKPaTHOrO NPUMEHEHUSI C aBTOMATMYECKW MOALEPXMBAEMOI
TemnepaTtypoii unu B aBTopepuxepaTopax c MCNob30BaHNEM TEPMONHANKATOPOB.

M3penve octaeTca cTabunbHbIM [0 OKOHYAHWSI CPOKA FOAHOCTY, YKa3aHHOTO Ha ynakoBKe.

Mpu TpaHCNOPTUPOBaHUM C HapyLIEHWEM TEMMEPATYPHOrO pexuma W3genve He MOANEXWUT MPUMEHEHUIO.
TpaHCNopTUPOBKa OCYLLECTBASIETCA BCEMU BUAAMM TPAHCNOPTa B KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBUM C
npaBuiiaMu NepeBo3kn rpy3oB, AENCTBYIOLMMUN Ha K&XA0M BUAe TpaHcnopTa

TAPAHTWIHLE OBAGATEH IBECTBA

Mpoun3BoguTeNnb rapaHTUpyeT, YTO NpU MPaBWbHOM XPaHEHUW W o6paleHun n3genue ocTaeTcs CTabu/bHbIM A0
MCTeYEeHNs Cpoka rofAHOCTUN. MakCMMasibHbIi CPOK FTOAHOCTU:

Toxo aHTuTena IgG KoHtponbHble matepuansl {Alinity i Toxo 1gG Controls) - He 6onee 12 mecsLeB € AaTbl NPOM3BOACTBA,

TEXH/MECKOE OBC/ Y V/BAHVE
He TpebyeTcs.

TEKMUAA PEMOHT

He TpebyeTcs.

JAHHBIE /1A YTWIVRALVN N YHHTOXEH/IA MEO/LIHCKOI O VOE VA

MeguumHckoe usgenue yTunnsupyoT 1 YHUUTOXAKT B COOTBETCTBUM C Npasuiammn obpatleHns ¢ MeguuuHCKUMn
oTxogamu, pernameHtupyrowmmmuca Caxlvd 2.1.7,2790-10 ot 12.12,2010 «CaHuTapHO-3anMaeMmnosniornyeckme
TpeboBaHWsA K 06paLLleHnio ¢ MeJULIMHCKUMU OTXO4amm».

HeobxoamMmo cnefoBaTb HauMoOHaIbHbIM CTaH4apTaM npu nepegaye v ytuamsauum usgenusi, ero KOMNOHEHTOB 1
YynakoBKW.

MEPE-B-b CTAHOAPTOB, KOTOPbM COOTBETCTBYET MEOVILIHCKOE

98/79/EC  1272/2008/EC (CLP), 1907/2006/EC (REACH), 80/181/EEC, 2009/886/EC, 2009/3/EC, 1069/2009,
Regulation (EC) 142/2011, CLASS 2013, GHS, WHSR Part 7.1, EN I1SO 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, EN ISO 15193, EN ISO 15194, ISO 80000-1

MOTEHLWATbHLI MOTPEBUTE b

MepguumnHckoe nsgenve Toxo aHtutena IgG KoHTponbHble matepuans (Alinity i Toxo 1gG Controls) npeaHasHaveHo
ONA MCNOMb30BaHWA B Pas/MYHbIX KIMHUKO-NabopaTopHbIX YCMOBUSAX, BKIOYas, 6e3 orpaHuyeHus, GonbHULbI,
[narHocTU4eckne LEHTPbl, pedepeHTHble nabopatopun U yupexeHus nepenviBaHns KpoBM MO BCEMY MWUPY,
nepcoHasn KoTopbIX NpoLuen obyyeHne no ncnonb3oBaHuo aHanusatopa Alinity i.

VIHPOPMALIA O HATHA/ B MEVILYHCKOM VSOE VM JEKAPCTBEHHOMO CPEACTRA

He copepxut

CTEPWBHCOCTb
MocTaBnsieTcs B HecTepunbHOM Buae. CTepunusauus nepes npuMeHeHMem He TpebyeTcs.

NHPOPMALIIA O BO3MVOXHOCTI NMOBTOPHOI O MNPVVEHEH/A

He nognexwT NOBTOPHOMY NPUMEHEHWIO.

MATEPVA b1 XBOTHOI O MNPONCXOKOEHA

MaTepuanbl XWBOTHOTO MPOUCXOXAEHUA MPOBEPEHbl U PUCKM MpuMeHeHuss MW ykasaHbl B [lacnopte
6e3onacHocTu. MacnopTa 6e30nacHOCTM MOXHO HalTW Ha caiite www.abbottdiagnostics.com nnn obpatuTtech K
MeCTHOMY NpeacTaBuTesio.

MOKASAH/A NTTIPOTYVBO IOKASAH/A KINPYIMEHEHIAO
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TEXHWYECKNE XAPAKTEPUCTUKN
OTpuuaTenbHblit KOHTPOb 1:

3HayveHue pH npu 20 °C: 7.5

MnoTtHocTb npu 20 °C: 1.026 r/cT3

MoNoXUTeNbHbIA KOHTPONb 1
3HayeHue pH npu 20 °C: 7.4
MnoTHocTb npw 20 °C: 1.009 r/cT3

MONOXNTENbHbIN KOHTPO/b 2:
3HaueHvne pH npn 20 "C: 7.4
MnoTHocTb npu 20 °C; 1.009 r/cT3

CBEAEHVA OB W3BECTHbIX OMPAHMYEHMAX MO COBMECTHOMY MPUMEHEH/KO MEAMLWHCKX WBLE/MA MO
HASHAYEHIO

OrcyTCTBYHOT.

LIBET V1 3AMAX
OTpuuaTesnbHblii KOHTPONb 1; KopnuHeBblii 1 6e3 3anaxa
MoNoXNTENbHBIV KOHTPONL 1. BecuyBeTHbIl 1 6e3 3anaxa
MoNOXMTENbHBIV KOHTPOSb 2: BecuseTHblli 1 6e3 3anaxa
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a 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 F'M6X & Ko. KI
Makc-MnaHr-PuHr 2.

Ten:+49 61 2258 0
dakc; +49 61 22 58 1244

65205 BucbageH
n/a 1303,65011 BucbageH

Moanucek: /nognucaHo/

3amaH KxaH (Zaman Khan)

3amecTuTenb AMpeKTopa

Mo HOPMaTMBHO-MPaBOBOMY PEryiMpoBaHuio
PervoH EBEBA u MNMakuctaH

2660TT M'M6X & Ko. KI

2660TT 'MO6X & Ko. KI
Makc-InaHkK-PuHr 2

65205 BucbageH-enbkeHxanm
MepmaHus

KOpuamnueckunin agpec: BucbageH

PaiioHHbI cyf BucbageHa HRA 4888

Hecywnit nepcoHanbHyt0 0TBETCTBEHHOCTb KOMMAaHbLOH;
3660TT MeHemKMeHT MMEX

KOpuaunueckunii agpec: BucbageH

PaiioHHbI cyn BucbageHa HRA 12889

[Jata: 7" okTs6psa 2019 T.

/MeyaTb: 3660TT
2660TT TMOX & Ko. KI
Makc-TnaHk-PuHr 2
65205 BucbapneH/

YNpaBnstoLmii;

Kpuctman Ipanoy (Kristian Grapow)
per AnbbepT (Greg Ahlberg)
Mpeacenatens HabnwaaTebHONO COBETA:
Xalime A. KoHTpepac (Jaime A. Cintreras)

() (})nmmanbHoe YacBuere.YbMBOHaHUC

MacTosiwmm omuma.'ibito  y.MYTOBEPSETCA, 4TO C-H 3amaH Xau
0660TT M'M6X & Ko, KII' Makc-Unamk-PHur 2. 6.5205 BHcOrxiew,
COBCTHCMMOPYYHO MOaaBW/1 BbHUECTOATYHO MOMHUCL B MPUCYTCTBUN
MOAMMCANLLICIOCA NPC/ICCAATC.19 MECTHO Cyja.

BHCoiUCH, \4.10.2019r.

Ne B peecTpe 823/19

onnayeHa
/T H)AncclH(y
Mpeaccnatenb MECTHO cyfa

MeyaTb: MecTHbI cya r. BucbageH X1 * 2/

/nognucano/18 okTab6pa 2019T.

3amaH KxaH (Zaman Khan)

TeKCT B AOKYMEHTe «JKCnayaTauyoHHas [OKYMEHTaLUUsi» Ha aHrIMACKOM U PyCCKOM Si3blKax

MOMHOCTbIO coBnajaeT.

[—|EDEBO,CI1 C aHrNUIACKOro wu HEMELKOro A3blKOB Ha pyCCKI/II‘/JI A3bIK BbIMOMHEH MNEPEBOAYNKOM

LLlaTHeBbIM Unbeit AnekceeBnyem.
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Poccuiicnasn degepaumnsi. Fopog MocuBa.

[lBaguaTb NATOro OKTAGPS ABe ThCAYM A4EeBATHAALATOrO roga.

9, bopoHnHa EBreHua BnagmmmpoBHa, BpeMeHHO McnosHawwas o6A3aHHOCTUM HOTapuyca
r. Mockeb baxTag3e 3nbmupbl HpPbeBHbL, CBUAETENLCTBYW MOAJMHHOCTL MOAMUCU
nepesogunka llaTHeBa Nnbu AnekceeBunya.

Moanuchb caenaHa B MOEM MPUCYTCTBUM.
JInyHoCTbL NognucaslWero AOKYMEHT yCTaHOB/EHa.

3aperuncTpupoBaHo B peectpe: N977/52-h/77-201<” /ng A
B3bickaHo no Tapujy 100 py6.

Yn/laur49:3rr-c«a3§Hne ycnyr npaBoBOro M TeEXHWYECKOro xapakTepa: -

\\q

E.B. BopoHuHa

Bcero npowHypoBaHo, MPOHYMepoBaHO
1 CKpei~etTo nesarso®. . ..
BPVI(;>:I7I,ETale7|y

-y

«-no.

LLI LU

MpownTOo B KO/MYECTBe JICTOB
GT »€xknCr, AT 2019 roga

JnpekTop HanpasneHns ""KnvHnyeckve nccrnenosaHns
000 «/HBUTPO»

4. 3. HoBnKoBa
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