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I, Zaman FQian, 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 [upekrtopa no HopMaTuBHbIM Bonpocam OTaena Esponsl,
BanxHero Boctoka, Adpuku u MaknuctaHa 3660TT T'mbx 1 Ko. bT (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWwMM y40CTOBEPAID, YTO Npuiaraemble
LOKYMEHTbI B HUXKENPUBELEHHOM 06beMe CTpaHuLL, ABAAKOTCSA 3KCNyaTalMOHHON AOKYMeHTaLMel.
3TV LOKYMEHTbI NOMHOCTHLIO COOTBETCTBYHOT aKTyanbHON JOKYMEHTaL MU NPON3BOAMTENS.

JKcnyaTalMoHHas JOKYMeHTauus ana MeguuuHekoro magenusa (Operational documentation
for medical device):

Kann6patopbl AN obecneveHns nNpaBUbHOCTY KONMYECTBEHHOTO onpefeneHus aHTuTen knacca IgG K
TOKCOMMNa3mMe MMMYHOXEMMW.THOMUHECLIEHTHbIM METOAOM B CbIBOPOTKE M Mja3Me KPOBWM Ye/oBeKa Ha
NMMYHOXMMUYECKMX aHanu3aTopax Alinity i "Toxo aHTuTena IgG Kanubpatopel (Alinity i Toxo 1gG
Calibrators)"

Mo TeKCTy 3KCn/yaTaumolLbIX AOKYMEHTOB BCTPEYAOTCA BapuaHTbl HaMMEHOBaHWA MEAULMHCKUX W3LENNiA,
npviBefeHHble B Tab/iuue Hke, KOTOpble ABNAKOTCA CrpaBeMBbIMA U paBHO3HaYHbIMK (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavmeHoBaHve  HavMMeHOBaHWE MEAULMHCKOTO U3feNns Ha PyCCKOM Si3blKe CokpalLeHHoe

Ha aHrIMIACKOM HarMeHoBaHMe(no
fA3blKe TEKCTY [I0KYMEHTa)

Alinity i Toxo Habop peareHTOB [/ KOMMYECTBEHHOrO onpegeneHnss Toxo aHTuTena IgG

1gG Reagent Kit  aHraren Knacca 1gG K ToKconnasme PeareHTbl  (Alinity i

NMMYHOXEMUNIOMUHECLIEHTHBIM METOLOM B CbIBOPOTKE M Toxo IgG Reagent Kit)
nnasMe  KpoBM  YefioBeka Ha  UMMYHOXMMUYECKUX
aHanmsaTtopax Alinity i "Toxo aHTuTena IgG PeareHTbl
(Alinity i Toxo 1gG Reagent Kit)"
Alinity i Toxo Kammbpatopbl — Ans obecneyeHns npasuibHOCTM Toxo  aHTWUTena  IgG
1gG Calibrators ~ Ko/MMYecTBeHHOro OnpefenieHns aHTUTen Knacca 1gG K - KanuGpatopbl (Alinity i
TOKCOMNa3Me WUMMYHOXEMUTIOMUHECLIEHTHBIM MeTogoM B Toxo IgG Calibrators)
CbIBOPOTKE M M/a3Me  KPOBM  YefiOBeKa  Ha
NMMYHOXUMUYECKUX — aHanmzatopax Alinity i "Toxo
aHtTuTena 1gG Kanmbpatopbl (Alinity i Toxo TgG
Calibrators)"
Alinity i Toxo KOHTpO/bHble matepuasbl ona nogTeepXaeHvs Toxo aHTuTena IgG
19G Controls BOCMPOM3BOAUMOCTM UM MPaBUILHOCTU KOMNYECTBEHHOrO  KOHTPO/bHbIE
onpefeneHns aHTuten knacca 1gG K Tokconnasme matepuasibl  (Alinity i
VIMMYHOXEMWUMFOMUHECLIEHTHLIM METOZOM B CbIBOPOTKe U Toxo IgG Controls)
nnasMe  KpPOBM  4enoBeka Ha  UMMYHOXUMUYECKUX
aHasmsaTopax Alinity i "Toxo aHTuTena 1IgG KoHTposbHble
matepuanbl (Alinity i Toxo 1gG Controls)"
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Cocras (contents):

# Title Number of
pages
1 Instruction for use for Alinity i Toxo IgG Calibrators with ADDENDUM 4
for Russia.
2. WHCTpyKuma no npumeHeHuto Toxo aHtutena IgG Kanmbpartopsl (Alinity i 5

Toxo IgG Calibrators) ¢ MPUNOXEHWEM ans Poccun.

Signed: Date:
Zaman Khan,
Associate Director Regulatory

Affairs EMEA and Pakistan, Abbott
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Alinity i
Toxo IgG Calibrators

Read Highlighted Changes; Revised July 2019.

NAME
Alinity i Toxo 1gG Calibrators (also referred to as Toxo IgG Cals)

INTENDED USE

The Alinity | Toxo IgG Calibrators are for the calibration of the
Alinity i analyzer when used for the quantitative determination of 1gG
antibodies to Toxoplasma gondii in human serum and plasma.

For additional information, refer to the Alinity | Toxo IgG reagent
package Insert and the Alinity ci-series Operations Manual.

CONTENTS

|c*b|*i contains an aqueous solution with protein (bovine) stabilizer.
|cal|b]|- |c*1 |f| contain anti-Toxo 1gG in aqueous solution with
protein (bovine) stabilizer.

Preservative: ProClin 300.

The calibrators are at the following target concentrations:

Anti-Toxo 1gG feowc|

Calibrator Quantity (IU/mL)

[l | 1x3.0mL 0.0

iCALIBI 1 x3.0mL 5.0
1x3.0mL 25.0
1x3.0 mL 50.0
1x3.0mL 100.0
1x3.0mL 200.0

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

STANDARDIZATION

The Alinity | Toxo 1gG Calibrators are referenced to the World

Health Organization (WHO) First International Standard (01/600) for
Anti-Toxoplasma IgG.

PRECAUTIONS
e W
« Forn 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 will not transmit infection.
Therefore, all human-sourced materials should be considered
potentially infectious. It Is recommended that these reagents and
human specimens be handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents."~"
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The foliowina warninas and orecautlons annlv to: Ic*11* . |cal|f|

WARNING  Contains methyllsothlazolones.

Ha17 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.

P260 Wear protective gloves / protective clothing / eye
protection.

Response

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

P333-t-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

iocal regulations.

Safety Data Sheets are available at vrww.abbottdiagnostics.com or
contact your looal representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 6.

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 Addftlortal Storage
Temperature Time Instructions
Unopened 2 to 8‘C Until expiration
date
Opened 210 8C Until expiration Store tightly capped
date 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 calibrator 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-serles Operations
Manual, Section 5.

For additional information on printing assay parameters, refer to the
Alinity cl-series Operations Manual, Section 5.



INSTRUMENT PROCEDURE

« Calibrator lots may be configured using the bar code label on the
calibrator carton.

= For information on configuring calibrator data, refer to the Alinity
ci-series Ooerations Manual, Section 2.

« For instructions on ordering and loading calibrators on the
instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

QUALITY CONTROL PROCEDURES

A single sample of each control level must be tested to evaluate the

assay calibration. Ensure that assay control values are within the

ranges specified in the respective control package Insert.

For information on ordering controls, refer to the Alinity ci-series

Operations Manual, Section 5.

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

1 A reagent kit with a new lot number is used.

= Daily quality control results are outside of statistically-based
quality control limits used to monitor and control system
performance, as described in the Quality Control Procedures
section of the associated reagent package Insert.

= If statistically-based quality control limits are not available then
the calibration should not exceed a 30-day limit for recalibration
frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

For additional information, refer to the assay reagent package insert

and the Alinity ci-series Operations Manual.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, if calibration does

not meet the appropriate package insert and/or Alinity ci-series
Operations Manual criteria, or if controls do not meet the appropriate
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 Senl/ices. Biosafety in
MicrobiologiceU and Biomedical Laboratories. 5th ed. Vi/ashington, DC;
US Government Printing Office; December 2009.

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

4. Clinical and Laboratory Standards Institute (CLSWJ. Protection
of Laboratory Utirtrers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M23-A4. Wayne,
PA: CLSI; 2014.

Note for number formatting;

= A space is used as thousands separator (example; 10 000
specimens).

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

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

Key to Symbols

A
(&

Caution

Consult instructions for use

Manufacturer

Temperature limitation

1
Use by/Expiration date
2
le*1|*1 Calibrator (A, B, C. D, E, F)
n Control Number
|COHC| Concentration
In vitro Diagnostic Medical
Device
Lot Number
1PKODUCT OF aERMANV 1 Product of Germany

List Number

Seriai Number

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

0123

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

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

Revised July 2019.

©2016, 2019 Abbott Laboratories



ADDENDUM
to the Instnjction for Use Alinity i Toxo 1gG Calibrators 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 Calibrators - 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

9879/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 1SO 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 Calibrators 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
Calibrator A: pH-value at 20 °C: 7.2
Density at 20 °C; 1.008 g/cm3

Calibrator B-F; pH-value at 20 °C: 7.2
Density at 20 °C: 1.008 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE

No available data.
COLOR AND ODOR

Calibrator A; colorless and odorless
Calibrator B-F; colorless and odorless
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Alinity

Toxo aHTuTena IgG Kannépatopsbl (Alinity i Toxo IgG

Calibrators)

Cm. BblfeneHHble n3MeHeHns. Pefakuma: nons 2019 T.

HAVMEHOBAHWE (CokpalyeHHoe)
Toxo aHTuTena IgG Kanmbpatope! (Alinity i Toxo igG Caiibrators)
(Takke BCTpeyaeTcs no TekcTy: Toxo igG Cais)

HA3SHAYEHVE

Toxo aHTuUTena igG Kanmbpatops! (Ailnity i Toxo IgC Calibrators)
npefHasHa4aloTca ANna Kannbposky aHanusatopa Alinity | npu
KONIMYECTBEHHOM onpefeneHun IgG aHTUTen K Toxoplasma gondii B
CbIBOPOTKe W Nna3me KpOBU YenoBeKa.

[l0NONHUTENbHYIO MHDOPMALMIO CM. B MHCTPYKLMW MO NPUMEHEHNIO
K Toxo aHTUTena IgG PeareHTam (Alinity i Toxo IgG Reagent Kit) n
PykoBoacTee no akcnnyaTauuu Alinity ci-series.

COAEPXVMOE

[A1*1 coAepXXMT BOAHbI PacTBOP C NPOTEUHOBLIM (6bl4bUM)

crabunnzaTopom.

Ic*LIBl - [cal [A[ cogepxaT aHTuTena IgG K TOKconnasme B BOAHOM

pacTBope ¢ NpoTenHOBbIM (BblYbMM) CTabUAN3aTOPOM.

KoHcepsaHT; ProClin 300.

KannbpaTopbl UMELOT CrefytoLne LieneBble KOHLEeHTpauum:
AHTuTena IgG K

Tokconnasme lcoucl

Kanubpartop Konnyecteso (lU/mL)
le* n|*| 1X3.0mL 0.0
lcatlbl 1 x30mL 5.0
leaLlel 1 x3.0mL 25.0
Icalld]l 1 x3.0mL 50.0
1 X3.0 mL 100.0
1 x3.0 mL 200.0

HEOBXOAVMBbIE, HO HE NMPEAOCTAB/IAEMbIE

MATEPUNAbI

= 04R1001 3ameHsieMble KPbIWKW Ana KanmbpaTopa/KoHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALINA

Toxo anTuTena IgG Kanmbpatopsl (Alinity i Toxo 1gG Calibrators)
COOTHeCEHbI ¢ | " MexayHapoAHbIM cTaHAapTOM BceMupHoii
OpraHnusauumn 3gpasooxpaHeHus (BO3) (01/600) ana aHtuTen IgG K
TOKconnasme.
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MEPbI MPEAOCTOPOXHOCTU
¢ ®
= [N [UarHocTukM In Vitro

Mepbl NpeaocTopoKHOCTM

A, BHUMAHME; [aHHblli NPOAYKT COAEPXMUT NONYUEHHbIE
OT YenoBeKa M/MAN NOTEHLNAbHO UH(PEKLMOHHbIE KOMMOHEHTBI.
CmoTpuTe pasgen COAEPXMMOE gaHHOW MHCTPYKLMKM MO
NPYMeHeHNI0. H OANH U3 N3BECTHBIX METOAOB TECTUPOBAHUS
He MOXeT rapaHTUpoBaTh, YTO MaTepuaibl, MONyYeHHble OT
YenoBeKa, WM NHAKTUBMPOBaHHbIE MUKPOOPTraHN3Mbl He
nepeHoCAT MH(eKLMIo. NMoaToMy BCe MaTepuanbl, NONyYeHHble
OT YeNoBeKa, CreflyeT CYUTaTh NOTEHLNAbHO UH(EKLMOHHBIMY.
PekomeH/yeTca obpalyatbcsi ¢ peareHTamu 1 o6pasuamu,
MONyYeHHbIMI OT YenoBeKa, B COOTBETCTBMM cO CTaHAapTOM no
06palLeHNo C FTEMOKOHTaKTHbIMI NaToreHamu, paspaboTaHHbIM
YnpasneHvem CLUA no oxpaHe TpyAa ¥ NPOMbILLNEHHOMN
rurneHe (OSHA). Mpu pa6oTe ¢ MaTepuanamu, Cogepxalyumm
UnU NPeAnoNoX1TeNbHO CofepXKallMn NHAEKLNOHHbIe areHTbl,
cnepyeT cobnogath npasuna 6nonornyeckoli 6esonacHocTu,
YPOBEHb 2, UNW Jpyrvie COOTBETCTBYIOWME NpaBuna
6vonoruyeckoii 6esonacHocTn.”*

CnegytoLime npegynpexzaeHnst 1 Mepbl NPeAoCTOPOXHOCTU

OTHOCSITCA k- ICAtI A| - ICALIrI

()

NPEAYNPEXOEHWNE CopepXuT METUNN30TUA30M0HbI.

H317 MoXeT BbI3blBaTb a/lfIEPruyecKyto KOXHYHO
peakuuio.

MNpepoTteparyeHue

P261 WN36eratb BAbIxaHUs TymaHa/napos/
asposoneit.

P272 He BbIHOCUTL 3arpsi3HEHHYIO OAeXay C

pabouero mecTa.

P280 Monb3oBaTtbCs 3aWUTHBIMU NepyaTkamu/
3allMTHOI ofjexaoii/cpeacTBamMm 3alnThl
rnas.

PearnposaHue

P302+P352 MPU MOMNALAHNM HA KOXY: MpombiTe
60/bLUMM KONMYECTBOM BOfpbI.

P333+P313 Mpy pasgpaxeHn KOXW Uan NosBAeHN
cbinu: O6paTnTbLCA K Bpayy.

P362TP364 CHSITb 3arpsi3HEHHYH0 OfeXay W BbiCTUPATb
ee nepej nocneayoLwmM UCnob30BaHNEM.

YTunusauymsa

P501 YTUAM3MpYiiTe COAepXKXUMOe/KoHTeliHep B

COOTBETCTBUN C CAHMTAPHLIMU HOPMaMM
Pd (CaHMuH 2,1,72790-10 ot 09.12.2010).

MacnopTa 6e30nacHOCTM AOCTYNHbLI Ha caliTe
www.abbottdiagnostics.com nam y MecTHoOro npegcrasuTens.
Moapo6Hyo MHopMaLMio 0 HEOBXOANMBIX Mepax
NPeA0CTOPOXHOCTM NpU paboTe ¢ aHaM3aTopoM CM. B
PykoBoacTtse no akcnnyataumu Alinity ci-series. Pasgen 8.



NnoAroTOBKA K NCMOJIb3OBAHUIO

« [laHHbIl NPOAYKT NOCTaBNSETCA B XWAKOM BUfe, FOTOB K
CNO/Mb30BaHUIO.

« [aHHblii NPOAYKT MOXET MCMONb30BaTbCA HEMOCPEACTBEHHO

nocne nU3BMeYeHUs U3 MecTa XpaHeHus ¢ TemnepaTypoii 2 - 8C.

= [leped KaxabiM UCNONb30BaHMEM NepemelunBaiiTe, akkypaTHoO
nepeBopaunBas (aakoHsi.

XPAHEHVE

= He 1cnonb3yiTe Nocne OKOHYaHUSi CPOKA rOAHOCTY.

JononHuTensHble

Temnepatypa MakcuManbHOe — WHCTPYKLMU Mo

XpaHeHus BPEMSI XPaHEHWs1 XPaHeHuto
HeBCKpbIThIf 2 - 8'C [0 OKOHuYaHuA

thnakoH CpoKa rofHoOCTH

BCkpbIThIE 2 - 8C [lo oKoHYaHMA  XpaHuTb BO
(hnakoH CpOKa rofHoCT  hnakoHax, naoTHO

3aKPbITbIX HOBbIMYU
3aMeHAeMbIMU
KpbILLKaMM.
MomecTuts B
XONOAWbHWK nocne
1CNO/b30BaHNS.

Cuctema oTcexnBaeT cTabunbHOCTb NPX UCMONb30BaHUN -
nepuos, BpeEMeHH, B TeYeHWe KOTOPOro KanumbpaTop HaxoauTces
BHe XO/0AWIbHUKa Ha 6opTy aHannsaTopa. CucTtema He NO3BOMNT
1cnonb3oBaTh Kannépatop, eciv nepuoj cTabunbHoCTH

npu 1CMNoNb3oBaHUM UcTeK. CM. MaKCUManbHOe 3HauYeHue
CTabUAbLHOCTM NPU UCMONb30BaHWUK B OT4YeTe "MapameTpbl
TecToB". [ONONHUTENbHYIO UH(OPMALWO O CTaGUABHOCTU NpK
MCNONb30BaHUM KanubpaTopa cM. B PyKOBOACTBE MO 3Kcn/yaTalmm
Alinity ci-series. Pasgen 5.

JlonoNHNTENbHYI0 MH(OPMAaLWIO O BbIBOAE NapamMeTpoB TECTOB

Ha nevyaTb cM. B PykoBogcTse no akcnayatauuu Alinity ci-series,
Paspgen 5.

MPOLUEAYPA PABOTbI HA AHAJIM3ATOPE

= [lapameTpbl cepun Kannéparopa MOryT BBOAUTLCS NPU MOMOLLM
WTPUXKOAA Ha ynaKoBKe kainbpaTopa.

< VHdopmaumio 0 HacTpoiike napameTpoB KanubpaTopa CM. B
PykosoacTtse no akcnnyatauwu Alinity ci-series. Pasgen 2.

= VHdopmaunio o 3aKase 1 3arpyske kaimbpaTopos B cUCTEMY
cM. B PykoBogcTee no akcnnyaTauuum Alinity ci-series, Pasgen 5.

MPOLUEAYPbI KOHTPO/IA KAUECTBA

[N OLEeHKN KanMB6pOoBKW TecTa HeOGXOAMMO NPOTECTMPOBATL NO

OZJHOMY KOHTPO/I0 KaX/O0ro ypoBHsl. Y6eAuTech, YTo 3HaYeHust

KOHTPO/eil HaxoaATCA B Npefenax fuanasoHa AonycTUMbIX

3HAYEHWIA, YKa3aHHbIX B COOTBETCTBYHOLLE/ MHCTPYKLMW NO

NPUMEHEHMIO.

MHdopmaumio 0 3akase KOKTponeii cM. B PyKOBOACTBE Mo

akcnnyatauumu Alinity ci-series, Pa3gen 5.

Mocne NpUHATUSE U COXPaHEHUs Pe3ynbTaToB KanMBpOBKY TecTa Bce

nocnegyouie o6pasiibl MOXHO TeCTMpoBaTh 6€3 npeABapuTeNbLHON

KanMGpOBKM, KPOMe Tex cinyyaes, Korpa:

= licnonb3yeTcs Habop peareHTOB C HOBbIM HOMEPOM Cepuy.

« PesynbTaTbl eXeJHEBHOI NpoLiefypbl KOHTPONS KayecTBa
HaxOAATCA BHE CTAaTUCTMYECKN 0GOCHOBAHHOIO AuanasoHa
KOHTPONA KayecTBa, 1CNo/b3yeMoro Aasi MOHUTOPWHIA U1
KOHTPONIA paboymx XapakTepPUCTUK CUCTEMBI, Kak yKa3aHo B
pasgene "Tpouefypbl KOHTPONA KayecTBa™ MHCTPYKLUMM MO
NPUMEHEHMIO K COOTBETCTBYIOLLEMY pPeareHTy.

= Ecnu ctaTucTM4eckn 060CHOBaHHbIN 41ana3oH 3HayYeHuit
KOHTPO/A' HeOCTYMeEH, TO Nepuos, Mexay kanmépoBkamn He
[loMmKeH npeBblwath 30 aHeit.
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MoxeT noTpe6oBaTbCA NOBTOPHas KanMbpoBKa TecTa nocne
npoLeslypbl TEXHNYECKOrO 0GCMYXMBAHWNS OCHOBHBIX YacTeil
CUCTEMbI WX ee KOMMOHEHTOB WUAW NOC/e NPOBEJEHNS CEPBUCHbIX
npoueayp.

[oNoNHUTENbHYI0 MHDOPMALWMIO CM. B MHCTPYKLMW MO NPUMEHEHNIO
K COOTBETCTBYIOLLEMY peareHTy 1 PyKOBOACTBE MO 3KCnnyaTaunm
Alinity ci-series.

MOKASATE/IN HECTABU/IBHOCTW U MOPYA

MoKasatensiMm HecTabubHOCTU WU NOPYN CyXKaT 0CajoK,
BUAMMbBIE CNefibl NPOTEYKM, 3aMYTHEHHOCTb, HECOOTBETCTBME
Ka/IM6POBKN KPUTEPUAM, YKa3aHHbIM B UHCTPYKLMKU MO NPUMEHEHUIO
n/unu PykosogcTee no akcniyatauuu Alinity ci-series, um
HECOOTBETCTBUE KOHTPO/el YCTaHOBNEHHbIM KPUTEPUAM.

BNBTNOTIPA®PUA

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. Biosa“tyin
Microbiological and Biomedical Laboratorios. 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. Clinica) and Laboratory Standards Institute (CLSI). Pmlection
of Laboratory MIlBr*B« From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA; CLSI; 2014.

topmar uucen:

= B KauyecTBe pasfenurtens TbiCAY UCMONb3yeTcs npo6en
(npumep; 10 000 o6pa3LoB.).

= B KauecTBe pasgenurtenst AeCATUYHbIX 3HAKOB UCMO/b3yeTcs
Touka (npumep: 3.12%).

Vicnonb3yemble CUMBOJIbI
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CM. MHCTPYKLMIO NO NPUMEHEHIO

M3rotosutens

TemnepaTypHblii gnanasoH

Wcnonb3oBath f0/CPOK rogHOCTH

Kanu6patop (A, B, C, D, E, F)

KOHTPOnbHbI HOMEp

1CONCL KoHueHTpauus
MeguuuHckoe usgenve ans
[NarHoCTUKM In Vitro

flofl Howmep cepun
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Allnity ABnsieTcA TOProBoii Mapkoii KomnaHuu Abbott Laboratories B
pasfUHbIX PUCANKLMAX. BCe Apyrie Toproeble Mapku SBASIOTCA
COBCTBEHHOCTbLIO COOTBETCTBYIOLMX BNafe/bLeB.

Abbott GmbH & Co. KG

Max-Planck-Ring 2

65205 Wiesbaden 0123
Germany

+49-6122-580

CepBucHas nogaep”kka: O6paljaitecb K CBOEMY MECTHOMY
npeacTaBUTENO UIN CMOTPUTE KOHTakKTHYHO I/IH(*)OpMaLU/HO ansa
Balleil cTpaHbl Ha caiiTe www.abbottdiagnostics.com

Pepakuus; wnons 2019 .

©2016, 2019 Abbott Laboratories

ABTOPU30BaHHbIV NpefcTaBUTe Ib U3TOTOBUTENS HA TEPPUTOPUMN
Poccun n gpyrux ctpaH CHI:

000 “3660TT /labopaTopu3™, 125171, Poccus, r. MockBsa,
NeHnHrpagckoe wocce, 16A, cTpoexue 1,
Ten: +7 (495) 258 42 80; thakc; +7 (495) 258 42 81
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MPUNOXEHUE
K UIHCTPYKLUW NO npumeHeHuio Toxo aHTuTena IgG Kanubpartopsl (Alinity i Toxo 1gG Calibrators) ana Poccumn

YCNOBWSA TPAHCMIOPTUMPOBKMN 1 XPAHEHUS

M3penve pekomeHAyeTcs TPaHCMopPTMPOBATb M XpaHWTb NMpU Temnepatype 2-8°C. MeauuuHCKMe W3Aennst AOSKHbI
XPaHWUTCS a XONOAW/bHBIX KaMepax WM B XONOAW/bHMKAX, 06ecneunBatowmx pernaMeHTUpoBaHHbIi TeMnepaTypHbIii
PEXnM C exxefHEBHOI perncTpalueii Temnepatypsl.

TpaHCnopTvBKa [AO/KHA OCYWECTBAATLCA B TEPMOKOHTEiHepax OAHOPas30BOr0 NO/b30BaHUs,  COAEpXaLnX
XNaf03NEMEHTbI, WM B TEPMOKOHTEHEpax MHOTOKPATHOTO MPUMEHEHUS C aBTOMATUYECKU MOALEepXMBaemMoi
TemnepaTypoii unu B aBTopedpuxepaTopax ¢ UCNoNb30BaHNEM TePMOVHAMKATOPOB.

M3penve octaetcsi CTabusibHbIM 10 OKOHYAHUA CPOKA FOAHOCTM, YKA3aHHOMO Ha yNakoBKe.

Mpy TPAHCNOPTUPOBAHUM C HapyLWEHWeM TEMNEepaTypHOro pexuMa W3gesiMe He MOANEXUT  MPUMEHEHWIO.
TpaHCNOPTUPOBKA OCYLLECTBNSETCS BCEMW BUAAMU TPAHCNOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBAaX B COOTBETCTBUM C
npasunammn nepeBo3kn rpy3os, AeNCTBYIOWMMU Ha KXXA0M BuAe TpaHcnopTa

FTAPAHTWAHBLIE OBA3ATENLCTBA

Mpoun3BoauTent rapaHTMpyeT, UYTO NMpW MNPaBUIbHOM XpaHeHUM U obpalleHun usgenue ocTaeTcs cTabu/ibHbIM A0
MCTEUYEHUs1 CpoKa rofHOCTU. MaKCUMasbHbI CPOK FOAHOCTH:

Toxo aHTuTena IgG Kanubpartopsl (Alinity i Toxo IgG Calibrators) - He 6onee 12 mecsaueB ¢ faTbl NPOU3BOACTBA,;

TEXHVWYECKOE OBCNYXMNBAHUE
He TpebyeTtcs.

TEKYWWA PEMOHT
He TpebyeTcs.

AAHHBIE ANA YTUAN3ALUNN N YHUYTOXEHNA MEAVULIMHCKOIO U3AENUNA

MeanumHckoe usgenne yTUInM3npyoT Y YHUUTOXAKT B COOTBETCTBUM C NpasBuiamu obpatieHns ¢ MeauLUHCKIMU
oTxogamu, pernameHTupylowmmmuca CaHlud 2.1.7.2790-10 or 12.12.2010 «CaHuTapHO-3annaeMunosiorniyeckne
TpeboBaHNA K 06paLLeHUo ¢ MeAULMHCKUMU OTXO4aMU».

Heob6xoaumo cnepoBath HauMoHaslbHbIM CTaHAapTaM nNpu nepejavye v yTuausauum n3fenus, ero KOMNOHEHTOB U
ynaKkoBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNUWMHCKOE U3OENNE

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

MNOTEHUWANLHBLIA MOTPEBUTE/b

MegauumHckoe nsgenue Toxo aHTutena IgG Kanubpatopbl (Alinity i Toxo 1gG Calibrators) npegHasHayeHo ans
MCMO/b30BaHNSA B Pa3/IMuYHbIX K/IMHUKO-1ab0paTopHbIX YCMOBUAX, BKIOYas, 6e3 orpaHuWuyeHus, GOsbHULbI,

[marHocTuyeckne LEHTpbl, pedepeHTHble nabopartopun 1 yupexzeHus nepesvBaHns KpPOBW MO BCEMY MUPY,
nepcoHasn KoTopblx NpoLlen obyvyeHre no NCNosb30BaHNo aHanusaropa Alinity i.

NH®OPMALINA O HAINYK B MEOAVUMHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He cogepxut

CTEPUNBHOCTb
MocTaBnseTcs B HeCTepunbHOM Buae. CTepunusauns nepef npyMeHeHneM He TpebyeTcs.

MHPOPMALNA O BOSMOXHOCTW MOBTOPHOIO NMPUMEHEHUA
He noafexuT NOBTOPHOMY NPUMEHEHMUIO.

MATEPWATJbI XXNBOTHOIO NMPONCXOXAEHNA

MaTepuasibl XUBOTHOrO MNPOWCXOXAEHWS MPOBEPEHbl W PUCKM nNpumeHeHnss MW ykasaHbl B [lacrmopTe
6e3onacHocTu. MacnopTa 6e30MacHOCTU MOXHO HaliTu Ha caiite www.abbottdiagnostics.com wan obpaTtuTech K
MeCTHOMY NpefcTaBuTeNto.

MOKA3AHNA N MPOTUBOMOKA3AHUA K MPUMEHEHWIO
He npumeHumo.
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TEXHUYECKUWE XAPAKTEPUCTUKN
Kanué6partop A:

3HayveHue pH npu 20 "C: 7,2

MnoTtHocTb npw 20 °C: 1.008 r/cT3
Kann6paTop B-F:

3HaueHue pH npu 20 "C; 7,2

MnotHocTb npu 20 °C: 1.008 r/cT3

CBEAEHUA OB W3BECTHbIX OMPAHWYEHUAX MO COBMECTHOMY MPUMEHEHUIO MEAUUWHCKUX W3LEAUA MO
HA3SHAYEHWIO

OTCyTCTBYHOT.

LUBET W 3AMAX
Kanubpatop A; 6ecuBeTHbIli 1 6€3 3anaxa
Kanubpatop B-F: 6ecuBeTHbIi 1 6e3 3anaxa
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Abbott

Abbott GmbH & Co. KG
Max-Planck'Ring 2
35205 Wiesbaden

Abbott

Zaman A Khan
Associate Director
Regulatory Affairs
Abbott GmbH & Co. KG
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32660TT F'M6X & Ko. KIF Ten:+4961 22580
Makc-InaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303.65011 BucbageH

Moanucs: /nognucaHo/ Data: 7~ OKTA0pA 2019 T.

3amam KxaH (Zaman Khan)

3amMecTUTeNb aupeKTopa

no HOPMaTWBHO-MPaBOBOMY perynpoBaHuto
PernoH EBBA u MakuctaH

3660TT TM6X & Ko. KI

2660TT 'M6X & Ko. KI
Makc-MNnaHK-PuHr 2

65205 BucbageH-[enbkeHxanm
MepmaHuns

/MevaTb: 3660TT
2660TT 'M6X & Ko. KI
Makc-TInank-PuHr 2
65205 BucbapaeH/

FOpuanueckuii agpec: BucbageH

PaiioHHbI cyn BucbageHa HRA 4888 YnpaBnstoLLmii;

Hecywunii nepcoHanbHY OTBETCTBEHHOCTb KOMMAaHbOH: Kpuctnan Mpanoy (Kristian Grapow)
3660TT MeHeLKMeHT TMEX per Anbbepr (Greg Ahlberg)
KOpugmnyecknii agpec: BucbageH Mpeacenatens HabnogaTeIbHOrO COBETA:
PaiioHHbI cyn BucbageHa HRA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

0 (bmlma.n.mae YaCBH/1ETC/IbCYBUBAHUC

MactoaTum c>wmmmanbHe> yaocToBepsieTcsi, 4To i-i! 3amam Xam
3660TT T'mM6X & Ko. K]' Makc-Wnamk-Pmim 2. 65205 HwucoTACH,
CO6CI'BCHNOPYYHO MOCTaBU/ BbILECTOATUYHO noamMuce B MpncyrcTiuMi
1K1 !ncasll ! oca Mpe.'Tccnatenss MECTHOTO cyfa.

BucbageH.  10.2019 T.

No B peecTpe 85209

1KTLWAMHA B COOTBETCTBUM C 11onoXemmeM 0 c6opax B pasmepe 6 eBpo
onnaveHa

"nognucaHo”

11pCXT,ccpatcnb MecTHOro cyfa

mTleyaTsb: MeCcTHbIN cya . BucbageH X1 * 2

/nognucaHo/18 okTA6ps 2019 .

3amaH KxaH (Zaman Khan)

TekcT B NOKYMEHTE <<3KCI'IﬂyaTaLI|I/IOHHaFI OOKYMEHT aumna» Ha aHIIMIACKOM © PYCCKOM A3blKax
MONHOCTbIO COBNagaeT.

MepeBoA C aHIIMIACKOTO M HEMELKOro $3blKOB Ha PYCCKUIA A3blK BbIMONHEH MNEPEBOAYMKOM
L aTHeBbIM Unbeit Anekceesnyem.
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Poccuiickan ¢egepaumsa. Mopoa Mocksea.
[BapguaTb NATOro oKTAGPA ABe ThHCAUN AEeBATHAALATOrO roja.

bopoHMHa EBreHns BnagummpoBHa, BpPEMEHHO UCNOMHAWWLAA 0693aHHOCTM HOTapuyca
r. Mocksbl baxTag3e 3nbMmupb HOpbeBHbL, CBUAETE/NbCTBY MNOA/MHHOCTL MNOAMNUCHU
nepesogynkKa LlatHeBa nbun Anekceesunya.

NMoanuchb caenaHa B MOEM MPUCYTCTBUM.
JIMYHOCTb NOAMMUCABLIENO LOKYMEHT YCTaHOB/EHA -

3aperuncTpupoBaHo B peectpe: N77/52-H/77-2017?7/ -
B3bickcll 10 .ap, Taputy 100 py6.

Yn/iifeHo 3a 0Ka3aHiiB.ycnyr npaBoBOro U TEXHUYECKOTo XxapakTepa; —

E.B. bopoHuHa

Bcero npoluHypoBaHo, repoBaHo”
1 CKpenneHo nenali nUexX.<AK
BPMO
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npunoxeHune 3

«COIMNMACOBAHO» «YTBEPXOAK »

OunpekTtop PerynsaTopHoro otgena  [MpekTop Hanpas/ieHUs

JnarHoctnyeckoro nogpasfieneHuns «KfnHn4eckune nccnegoBaHuns», Poccusa/CHI
ObuecTtBa c orpaHuyeHHon  OOO «He3aBucumas nabopatopus MHBUTPO»

OTBETCTBEHHOCTbIHO «D660TT J1abopaTopn3»
B Poccum u ctpaHax CHI

T.A. Nabunckas H.9. HoBuKoOBa
' 2019 . «30» oKTA6pa 2019 1.

M.H. M.M.

SKcnyaTaunoHHas AOKYMeHTaUUS A1 MEAVLIHCKONO W3ae/nst A/is

ANArHOCTUKM in vitro
KanunbpaTopbl g5 06ecriedeHnn NPaBUIbHOCTU KOJIMYECTBEHHOMO ONPeAeseHNs aHTUTeN
knacca 1gG K TOKCOH/1a3.Me MM.MyMOXeMUIFOMINECLEENTILIM METOLOM B CbIBOPOTKE U
naasme KpoBW YesioBeKa Ha MMMYMOXUMMUYeCKUX aHanmnsaTtopax Alinit} 1 «Toxo aHTUTeNa
IgG Kannbpatopsb! (Alinit> i Toxo 1gG Calibrators)»,
npomussogcTea 366orr NM6X n Ko KI', 'epmaHus
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Abbott GmbH & Co. KG
Max-Planck-Ring 2

65205 Wiesbaden

Postfach 1303,65011 Wiesbaden

Tel. +496122580
Fax +49 61 2258 1244

Abbott

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.

7, 3amaH XaH (Zaman Khan), 3amectutens [upekTopa no HopMaTuBHbIM Bonpocam OTaena EBponsl,
BavxkHero BocToka, Apukn 1 MakuctaHa 96601t M'm6x n Ko. bT (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWMM YA0CTOBEPAD, YTO NpuUnaraemble
OOKYMEHTbI B HMXENpPUBELEHHOM 06beMe CTpaHuL, SBAAOTCS 3KCMIyaTaUMOHHON JOKYMeHTaLMeN.
3TV [OKYMEHTbI NOMHOCTHIO COOTBETCTBYHOT aKTyanbHON AOKYMEHTALMW NPOU3BOAUTENS.

JkcnnyaTauMoHHas JOKYMeHTauua gna meguuuHckoro nsgenusa (Operational documentation
for medical device):

Kann6patopbl Ans obecneveHns NpaBUIbHOCTU KONMYECTBEHHOTO onpefeneHuns aHTuTen knacca IgG K
TOKCOMNNasmMe MMMYHOXEMUTIOMUHECLEHTHbIM METOAOM B CbIBOPOTKE U MiasMe KPOBW 4enoBeka Ha
UMMYHOXMMUYecKnX aHanmsatopax Alinity i "Toxo aHTuTena IgG Kanunbpatopbl (Alinity i Toxo 1gG
Calibrators)"

Mo TekcTy 3KCMyaTalMOHHbIX AOKYMEHTOB BCTPEYAlOTCA BapaHTbl HAMMEHOBaHWIA MEeAVLIMHCKUX U3AenuiA,
npuBeAeHHble B Tabnule HWKe, KOTOpble SBNAIOTCA CMpaBefnMBbIMA W paBHO3HauHbIMM (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavveHoBaHVWe  HavmeHOBaHVe MeAMLIMHCKOTO U3AENns Ha PYCCKOM Si3blke CokpalLieHHoe
Ha aHrIMACKOM HauMeHoBaHMe (Mo
fA3blIKe TEKCTY JOKYMEHTA)
Alinity i Toxo Habop peareHTOB [A1% KOAWYECTBEHHOTO onpefdenedns Toxo aHTuTena 1gG
1gG Reagent Kit  aHTUTeEN Kfacca [o[€] K ToKconnasme PeareHTbl  (Alinity i
NMMYHOXEMUNIOMUHECLIEHTHLIM METOZIOM B CbIBOPOTKe U Toxo IgG Reagent Kit)
nnasme KpoOBM  YesoBeKa Ha  UMMYHOXMMWUYECKUX

aHanmzatopax Alinity i "Toxo aHTuTena IgG PeareHTbl
(Alinity i Toxo 1gG Reagent Kit)"
Kannbpatopbl  Ans obecneyeHust MpPaBUMbHOCTU

Alinity i Toxo Toxo aHTuTena IgG

IgG Calibrators

Alinity i Toxo
1gG Controls

KONMYECTBEHHOIO OMpejeneHns aHTUTen Knacca 1gG K
TOKcoMnnasme MMMYHOXEMUTIOMUHECLEHTHBIM METOAOM B
CbIBOPOTKE M M7a3Me  KPOBM  YefioBeka  Ha
UMMYHOXMMUYECKUX — aHanmsatopax Alinity i "Toxo
aHTuTena IgG Kanmbpatopbl (Alinity i Toxo IgG
Calibrators)"

KoHTpOsibHbIe matepuasibl 44 MOATBEPXAEHUSA
BOCMPOW3BOAMMOCTM W MPaBUMILHOCTU  KOMMYECTBEHHOIO
onpefeneHna aHtuten knacca 1gG K TOKcomnnasme
VMMYHOXEMWTIFOMUHECLIEHTHBIM METOJOM B CbIBOPOTKE U

Kanunépatops! (Alinity i
Toxo 1gG Calibrators)

Toxo aHTMTEna
KOHTpO/bHLIE
matepuasbl - (Alinity i
Toxo 1gG Controls)

IgG

nnasve KpOBM YenoBeka Ha  MMMYHOXMMMUYECKUX
aHasimsatopax Alinity i "Toxo aHTUTena IgG KOHTPOsbHbIe
matepuasnsl (Alinity i Toxo 1gG Controls)™

Sitz der Gesellschaft; Wiesbaden
Amtsgericht Wiesbaden HRA 4888
Personlich haftende Gesellschafterin:
Abbott Management GmbH

Sitz der Gesellschaft; Wiesbaden
Amtsgericht Wiesbaden HRB 12889

Geschaftsfiihrer:

Christian Grapow

Greg Ahlberg

Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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Abbott

Cocras (contents):

# Title Number of
pages
1 Instruction for use for Alinity i Toxo IgG Calibrators with ADDENDUM 4
for Russia.
2. WHCTPyKLmMa no npumeHeHmnto Toxo aHTutena IgG Kanubpatopsl (Alinity i 5

Toxo IgG Calibrators) ¢ MPUTOXEHWEM pgna Poccun.

Signed: _ Date:
Zaman Khan,

Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG.

Abbott

Abbott GmbH & Co. KG

Abbott GmbH & Co. KG EASaZXO-EE) @Tecgbgér;% 2
Max-Planck-Ring 2

65205 Wiesbaden-Delkenheim
Germany
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Alinity i
Toxo IgG Calibrators

Read Highlighted Changes: Revised July 2019.

NAME
Alinity i Toxo IgG Calibrators (also referred to as Toxo IgG Cals)

INTENDED USE

The Alinity i Toxo IgG Calibrators are for the calibration of the
Alinity i analyzer when used for the quantitative determination of 19gG
antibodies to Toxoplasma gondii in human serum and plasma.

For additional information, refer to the Alinity | Toxo IgG reagent
package insert and the Alinity ci-series Operations Manual.
CONTENTS

le* 1 [*1 contains an agueous solution with protein (bovine) stabilizer.
Jc*t.|B| - [ca1]f| contain anti-Toxo 1gG in aqueous solution with
protein (bovine) stabilizer.

Preservative: ProClin 300.

The calibrators are at the following target concentrations:

Antl-Toxo 1gG [con”

Calibrator Quantity (lu/mL)
1 x3.0mL 0.0
1 X3.0 mL 5.0
1 x3.0 mL 25.0
1x3.0mL 50.0
1x3.0mL 100.0

lcallpl 1x3.0mL 200.0

MATERIALS REQUIRED B1A NOT PROVIDED
= 04R1001 Alinity ci-series Calibrator/Control Replacement Caps

STANDARDIZATION

The Alinity i Toxo IgG Calibrators are referenced to the World

Health Organization (WHO) First International Standard (01/600) for
Anti-Toxoplasma 1gG.

PRECAUTIONS

1 For in Wro 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 knovm test method can

offer oomplete assurance that products derived from human
sources or inactivated microorganisms vrill not transmit infection.
Therefore, all human-sourced materials should be considered
potentially infectious. It Is recommended that these reagents and
human specimens be handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents.
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N oen

Toxo 1gG
07P4501
G71280R02
S7P450

The followina warnings and precautions apply to' c«1 a|. Icallp|

()

WARNING  Contains methyflsottiiazolones.

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-t-P352 IF ON SIGN: 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.abbottdiagnostlics.com or
contact your local representative.
For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-serles 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.
1 Prior to each use, mix by gentle Inversion,

STORAGE
= Do not use past expiration date.

Storage Maximum Storage Addltlortal Storage
Temperature Time Instructions
Unopened 2 to 6C Until expiration
date

Opened 2 to 8C Until expiration Store tightly capped
date 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 wrill not allow the use of the calibrator 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.



INSTRUMENT PROCEDURE

« Calibrator lots may be configured using the bar code label on the
calibrator carton.

« For information on configuring calibrator data, refer to the Alinity
ci-series Operations Manual, Section 2.

» For instructions on ordering and loading calibrators on the
instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

QUALITY CONTROL PROCEDURES

A single sample of each control level must be tested to evaluate the

assay calibration. Ensure that assay control values are within the

ranges specified in the respective control package insert.

For information on ordering contrals, refer to the Alinity ci-series

Operations Manual, Section 5.

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

* Areagent kit with a new lot number Is used.

« Daily quality control results are outside of statistically-based
quality control limits used to monitor and control system
performance, as described in the Quality Control Procedures
section of the associated reagent package insert.

« If statistically-based quality control limits are not available then
the calibration should not exceed a 30-day limit for recalibration
frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after sennce procedures have been

performed.

For additional Information, refer to the assay reagent package insert

and the Alinity ci-series Operations Manual.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected If there are
precipitates, visible signs of leakage, turbidity, if calibration does

not meet the appropriate package insert and/or Alinity ci-series
Operations Manual criteria, or if controls do not meet the appropriate
criteria.

BIBLIOGRAPHY

1 us Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 19101030, Bloodborne pathogens.

2. US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. Sth ed. Washington. DC:
US Government Printing Office; December 2009.

3. World Health Organization. Labo/afolySiosa/efy Manual 3rd ed.
Geneva: World Health Organization: 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Vibrkers From Occupationally Acquired Inactions;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014

Note for number formatting:

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

m 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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ADDENDUM
to the Instruction for Use Alinity i Toxo 1gG Calibrators 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 1gG Calibrators - 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 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

POTENTIAL USER

The Alinity i Toxo 1gG Calibrators 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

Calibrator A; pH-value at 20 °C: 7,2

Density at 20 °C: 1.008 g/cm3

Calibrator B-F; pH-value at 20 °C: 7.2

Density at 20 °C; 1.008 g/cm3
COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

COLOR AND ODOR

Calibrator A: colorless and odorless
Calibrator B-F: colorless and odorless
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Alinity

Toxo aHTuTtena 1IgG Kanmnoépatopbl (Alinity i Toxo I1gG

Calibrators)

Cm. Bblge/neHHble n3meHeHusl. Pegakums: nionb 2019 1.

HAWMEHOBAHMWE (CokpalieHHOoe)
Toxo aHTuTena IgG Karmbpatops! (Alinity | Toxo IgG Calibrators)
(Tarke BCTpeyaeTcs Mo TekcTy: Toxo IgG Cals)

HA3HAYEHUWE

Toxo aHTuTena IgG Kanmbpartops! (Alinity | Toxo 1gG Calibrators)
npefHasHavaoTcs A1 KasmbpoBku aHanmsaropa Alinity i mpm
KOMMYECTBEHHOM onpeaeneHnn IgG aHTUTeN K Toxoplasma gondii B
CbIBOPOTKE U Mia3me KpoBY YerioBeka.

JlononHMTENbHY0 MHADOPMALMIO CM. B MHCTPYKLMMW MO MPYMEHEHMIO
K Toxo aHTuTena IgG Pearextam (Alinity i Toxo IgG Reagent Kit) n
PykoBogcTe no akcntyatauum Alinity cl-series.

COLEPXWNMOE

[c*|-1*1 copepXuT BOAHbIA PacTBOP C NPOTENHOBLIM (BbIHbIM)

CTabnM3aTopom.

|cAu [B] - |cal| f| cogepxar aktuTena IgG k Tokcomnnasme B BOAHOM

pacTBope C NPOTEMHOBLIM (BbI4bMM) CTaBUIM3ATOPOM.

KoHcepsaHT: ProClin 300.

Kanmbparopb! MMEIoT criefytolume LierieBble KOHLEHTpaLyn:
AHTUTENA IgG K

ToKconnasme [colic]

Kanunépatop Konmnuectso (IU/mL)
1x 3.0mL 0.0
1X3.0 mL 50

IcCALICI 1x 3.0mL 250

lcatldl 1x 3.0mL 50.0
1X3.0 mL 100.0
1X3.0mL 200.0

HEOBXOAWMbIE, HO HE NMPEAOCTAB/IAEMbIE

MATEPUATbI

¢ 04R1001 3ameHsiemblie Kpbiwkn [ kanvbparopa/koHTpos
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALNA

Toxo aHTUTeNa IgG Kanmbparops! (Alinity i Toxo IgG Calibrators)
COOTHeceHbI ¢ 1 MexayHapoaHbIM CTaHaapToM BeemvipHoii
OpraHiizauyn 3apaBooxpaHeHns (BO3) (01/600) anst aHtuten IgG K
TOKCOM/Ia3me.
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nu

Toxo IgG
07P4501
G76398R02
S7P45R
MEPbI MPEOOCTOPOXHOCTU
¢ ®
e [1nA ANarHoCTUKM In Vitro
MepbI npesocTopO)KHOCTH
A BHUMAHVIE: [laHHbI NpOAYyKT COAEPXMUT MOyyYeHHbIe

OT YerioBeka Wunm NoTeHUMabHO UHCHEKLIMOHHBIE KOMMOHEHTbI.
Cwotpute pasgen COAEP)XVIMOE paiiHoli MHCTPYKLW 1o
NpVYiIMeHeHN0. HW OAH 13 13BECTHBIX METOL0B TECTUPOBAHMS
He MOXeET rapaHTVpoBaTh, YTO MaTepuasibl, MOsyyeHHble oT
YesioBeKa, Wi MHaKTVBMPOBAHHbIE MUKPOOPraHN3Mbl He
NepeHOCAT VHChekLo. MoaToMy Bce MaTepyiasibl, MosyYeHHble
OT YerioBeka, crieflyeT CunTaTh NOTEHLMATEHO UHCDEKLIMOHHBIMU.
PekomeHayeTcs 06palLaTbca ¢ peareHTamu 1 obpasuamm,
oTy4eHHbIMA OT YerioBeka, B COOTBETCTBUM cO CTaHAapTOM Mo
06paLLEeHMo C FeMOKOHTaKTHbIMX naTtoreHamu, paspaboTaHHbIM
Ynpasnervem CLUA no oxpaHe TpyAa W NPOMbILLIEHHOM
rurneHe (OSHA). Mpy paboTte ¢ MaTtepuaniam, CoaepxaLLymm
WM NPeanoNoXUTENBHO COAEPXaLLMA HCDEKLIMOHHBIE areHTb,
cnepyet cobnoaate npasuia Gronormyeckoli 6es3onacHocTy,
YpOBEHb 2, WK [pyrvie COOTBETCTBYIOLLME NpaBuia
61oIornyecKoii 6e30MacHOCTY.

CriegytoLye npefynpexaeHns 1 Mepbl NPeAoCTOPOXHOCTU

OTHOCATCA K- ICALla | . ICALIFi

<I>

MNPEOYNPEXOEHVE CopepxvT METWIM30TUA30/I0HbI.

H317 MOXeT BbI3bIBaTb &/IEPIUUECKYIO KOXKHYHO
peakuuio.

MpepoTBpaLLeHe

P261 Vi36erarb BApIxaHWA Tymava/napoa/
aspo3oneii.

pP272 He BbIHOCUTL 3arpsi3HEHHYIO OAEXaY C
paboyero mMecTa.

P280 Monb30BaTbCA 3aUMTHBIMK NepyaTkamu/
3aLUMTHON oaexaoii/cpeacTaammn 3allmThl
1a3.

PearnposaHvie

P302*P352 NPV MONAJAHNA HA KOXY: MpoHbITb
60/1bLLMM KO/INYECTBOM BOfp.

P333+P313 Mpy pasgpaxeH KON W MOSIBIEHNN
cbiny: OBPaTUTLCS K Bpady.

P362+P364 CHSTb 3arpsi3HeHHyI0 0AeXdy 1 BbiCTUpaTb
ee nepeq, NoceAytoLLMM MCMO/b30BaHNEM.

Ytunusauus

P501 Ynusupyiite cogepxumoe/koHTeliHep B

COOTBETCTBUN C CaHUTapHbIMI HOPMaMM
Pch (CaHlMvH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nacHOCTV [OCTYMHbI Ha calite
www.abbottdiagnostics.com w1y MecTHoro npeactasutess.
Moapo6HYH0 MHAIOPMALIMIO O HEOBXOAMMbBIX Mepax
NpeoCTOPOXHOCTY Mpn paboTe C aHa/IM3aTopom CM. e
PykoBoacTee no akcnnyataumm Alinity ci-series, Pasgen B



NnoAroToBKA K NCIMOJIb3OBAHNIO
+  OaHHbIii NPOAYKT MOCTAB/SIETCA BXKAKOM BIAAE, FOTOB K

MCNOMb30BaHWUIO.

+  [laHHbIA NPOZYKT MOXET WUCMO/b30BATLCA HEMOCPEACTBEHHO

noc/ie V3B/EUEHNS 13 MEeCTa XpaHeHVs ¢ TemnepaTtypoii 2 m8'C.

. I'Iepe,q Ka>KabIM MCMo/1b30BaHNEM nepemeUJMBaVlTe, akKypaTHO

nepeBopauMBas quiakoHbl.
XPAHEHVE

* He I/ICFIOI'Ib3yl71Te rnocrie OKOH4YaHMA Cpoka rogHoOCTW.

Temneparypa MakcvmasibHoe
BpeMs XpaHeHus

[0 oKoHYaHVS

XpaHeHns

HeBcKpbIThIiA 2 - 8'C

thnaxoH CpOKa rofiHOCTM
BekpbiThii 2 - 81C

thnakoH CpOKa rofiHoCTH

Jl0 OKOHYaHWA

[ononHvenbHbie
VHCTPYKLWM MO
XpaHeHvo

XpaHTb BO
drakoHax, nioTHO
3aKPbITbIX HOBLIMM
3aMeHseMbIMA
KPbILLKaMM.
Momectutb B
XONOAWIbHVK nocne
1Crob30€aHVIs.

CricTeMa OTCNIeXVBAET CTabWIBLHOCTb MPY UCMO/b30BaHUN -
nepvog, BpeMeHy, B TEYEeHNe KOTOPOro KauMbpaTop HaxoauTes

BHE XOMOAWIbHMKA Ha 60pTy aHanmsatopa. Cyuctema He no3sosmT
MCMO/b30BaTb Kasmbparop, ecniv Nepuog ctabuibHOCTH

NPV UCMoMb30BaHUM UCTEK. CM. MakcMasibHOe 3HaueHre
CTabWNLHOCTY MPU UCMOMb30BaHWM B OTHeTe “MapameTpbl

TecToB”. [MononHUTENbHYO MHChopMaLWo O CTabUIbHOCTY NpK
1cronb3oBaHnK KambpaTopa cM. B PykoBOACTBE MO 3KCTUlyaTaLym

Alinity ct-series, Pasgen 5.

JCronH1TENbHYI0 MHAPOPMALIMIO O BbIBOAE MapameTpoB TECTOB
Ha neyatb cM. B PykoBoacTse no akcrnyatauum Alinity ci-series.

Pazgen 5.

MNPOLUEAOYPA PABOTblI HA AHATM3ATOPE
m  [lapameTpbl CEpUM KasnbpaTopa MOryT BBOAUTLCS MU MOMOLLM

LUTPUXKOAA HA YNAKOBKE Kasmbparopa.

e /HchopMaLio O HACTPOiKe NapameTpoB kambpaTopa cM. B
PykosoacTtBe no akcnnyataumm Alinity ci-series. Pasgen 2.

¢ VHdopmaLyio 0 3aKase v 3arpyske kasmbpaTopoB B cucTeMy
cm. B PykoBoacTtee Mo akcnnyatauym Alinity ci-series. Pazgen 5.

NMPOUEAYPbI KOHTPO/A KAYECTBA

[N oueHKN KanmMbpoBKK TecTa HeOBXOAMMO MPOTECTUPOBATL MO
OlLLi oMy KOHTPOJTIO KabKAOrO YPOBHS. Y6eauTech, YTO 3Ha4eH!s
KOHTPO/Iel HaxoasTes B Npejenax AvanasoHa AoryCTUMbIX
3HaYEHWi, yKa3aHHbIX B COOTBETCTBYIOLLIE MHCTPYKLW MO

NpUMEHEHUHO.

ViHchopMaLmio o 3akase KOHTposielt cM. B PyKoBOACTBE Mo

aKkcnnyatauuin Alinity ci-series. Pasgen 5.

rlocrie MPUHSITUSE 1 COXPaHEHUS Pe3y/TbTATOB Ka/IMGPOBKY TecTa Bce
nocriefytoLme 06pasLibl MOXHO TECTVPOBaTb 6e3 NpeaBapuTesisHON

KaﬂVIﬁpOBKVI, Kpome Tex C/iydaes, Korga:

*  Vcronb3yeTcst Habop peareHToB C HOBbIM HOMEPOM CEpUN.

m  PesynbTarthl eXefHeBHOV NpoLieypbl KOHTPOMS KadecTsa
HaXofATCS BHE CTATUCTUYECKN 0GOCHOBAHHOTO AvanasoHa
KOHTPO/IA KAYeCTBa, UCMO/b3yeMOoro A1 MOHUTOPUHIa U
KOHTPO/IA paBoUmX XapakTepPUCTUK CUCTEMBI, KaK yKa3aHo B
pa3gene "Mpoueaypbl KOHTPO/A KauecTsa" UHCTPYKLWN Mo
MPUMEHEHWIO K COOTBETCTBYIOLLIEMY PEareHTy.

m  ECc/m cTaTMCTUYECK 0GOCHOBAHHBIN AyanasoH 3HaueHuit
KOHTPO/IA HEAOCTYNEH, TO NEPVOZ, MexX/y kanmbpoBkamun He

[Ll0/DKeH npesbiars 30 AHe.
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MoxeT noTpeboBaThCsi MOBTOPHas kasMBpoBKa TecTa nocne
npoLeaypbl TEXHNYECKOro 0BC/TY)VIBaHWSI OCHOBHbIX YacTeii
CUCTEMbI WV €€ KOMMOHEHTOB WK Noc/ie NPOBEAEHNS CEPBUCHBIX
npoieayp.

JlononHMTENbHY0 MHAIOPMALMIO CM. B MHCTPYKLMM MO MPUMEHEHII0
K COOTBETCTBYIOLLEMY peareHTy 1 PyKoBOACTBE MO 3KCrlyaraumm
Alinity ci-series.

MOKASATE/IN HECTABWBbHOCTU T NMOPYN
lMokasarensamm HecTabuIbHOCTV WK MOPYM CYXKAT OCafOK,
BUAMMbIE Criefibl NPOTEYKY, 3aMyTHEHHOCTb, HECOOTBETCTBYE
KaUIMBPOBKN KPUTEPUSM, YKa3aHHBIM B MHCTPYKLWW MO MPUMEHEHII0
nvnn PykoogcTse no akcryataumm Alinity ci-series, wm
HECOOTBETCTBYE KOHTPO/IEN YCTaHOB/IEHHBIM KPUTEPUSIM.

BUBJTINOTPA®UNA

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFH Part 1910.1030, Bloodborne pathogens.
US Depanmem of Health and Human Services. Biosefelyin
Microbiologicaland Biomedical Laboratories. Sl ed. Washington, DC:
US Government Printing Office; December 2009.
World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.
Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Vtbrkers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-Ad4. Wayne.
PA CLSI; 2014.

dopmar umucen:

* B kayecTBe pasfe/mTens Tbicsd MCMonb3yeTca npoden
{npumep: 10 000 06pa3sLOB).

* B kauecTBe pazae/mTens JeCTUUHbIX 3HaKOB MCMOMb3yeTcst
Touka (npumep: 3.12%).

Vicnonb3yemble CUMBO/IbI

BHumaHve
D CM. VHCTPYKLWIO MO MPVIMEHEHWIO
VizrotoButesnb
M
TemnepaTypHbIii avanasoH
X
Vicnonb3oBartb 40/Cpok rogHoCTM
n
Kamépatop (A, B,C, D, E P
KOHTPO/IbHb I HOMEp
|conc| KoHLieHTpaLms

MegvupmHckoe vsgenve s
[MarHoCTUKY In Vitro
Howmep cepumn

MpoaykT MepmaHm
KaTanoxHbiii Homep

1IPRODUCT OF eCRPIANV 1

CepuiiHblii HoMep



Alinity siBnsieTcst TOproBoii Mapkoii komnaHuy Abbott Laboratories B
pas/MUHbIX LPUCANKLMAX Bce Apyrie ToproBble Mapku SBMSKOTCS
COBGCTBEHHOCTBIO COOTBETCTBYIOLLMX Brafe/bLEB.

Abbott GmbH & Co. KG

Max-Planck-Hing 2 C€
65205 Wesbaden 0123
Germany

-»49-6122-530

CepBucHas nogaepxka: Obpalaiitecb K CBOEMY MECTHOMY
npeacTaBUTENO UM CMOTPUTE KOHTaKTHYHO I/IH(*)OpMaLU/HO ansa
Balleil cTpaHbl Ha caiiTe www.abbottdiagnostics.com

Pepakuysi: vionb 2019 T.

©2016, 2019 Abbott Laboratories

ABTOpPU30BaHHbIN NpeAcTaBUTENb U3FOTOBUTENSA HA TEpPpUTOPUN
Poccun n gpyrnx ctpad CHI:
000 “3660TT JTaboparopns”, 125171, Poccus, . Mocksa,
NexvHrpagckoe Lwocce, 16A, cTpoeHue 1,
* Ten: 77 (495) 258 42 80; cpakc: +7 (495) 258 42 8L
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MPUNOXEHWNE
K MHCTPYKLUMKN MO npumeHeHunto Toxo aHTuTena IgG Kannbpatopsl (Alinity i Toxo 1gG Calibrators) ans Poccumn

YCNnoBuA TPAHCNOPTUPOBKW n XPAHEHWNA
N3aenve pekomeHayeTcs TPaHCMOPTUPOBATb W XpaHWTb Npu Temnepatype 2-8°C. MeAuUMHCKME W34enns A0MKHbI
XPaHWUTCA B XOMOAM/bHBLIX KamMepax Wau B XOM0AWIbHUKAX, 06ecneunBalomx periaMeHTMpoBaHHbIA TeMnepaTypHbIit
PEXMM C eXXe4HEBHOI pernctpaumeii Temneparypbl.

TpaHcnopTvBKa [O/IXHA OCYWECTBATLCA B TEPMOKOHTeliHepax

04HOPAa30BOro nosib3oBaHuA, cogepxalimnx
XNnaaoanemeHThbl,

WAM B TEPMOKOHTeliHepax MHOrOKPaTHOrO MNPUMEHEHUS C aBTOMATUYECKU MOAAEPXMNBAEMON
TemMnepaTypoii uam B aBTopedipuxepaTopax ¢ UCMonb30BaHNeEM TEPMOVHANKATOPOB.

M3genue octaetcs cTabuibHbLIM [0 OKOHYaHWS CPOKA FOAHOCTU, YKa3aHHOTO Ha YMaKoBKe.

Mpy  TPaHCMOPTMPOBAHWM C HapyLIeHWeM TEeMMEepaTypHOro pexvuMa Uu3fgesMe He MOANEXWUT MPUMEHEHUHO.
TpaHCnopTMPOBKA OCYLLECTB/ISETCA BCEMU BUAAMM TPAHCNOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBAaX B COOTBETCTBUM C
npasuiamMmn NepeBo3ky rPy30B, AEACTBYIOLWMMM Ha KKAOM BUAe TpaHcnopTa

FAPAHTUNHBLIE OBA3ATENLCTBA

MpoussoanTeNb rapaHTMpyeT, YTO MPU NPaBUILHOM XPaHEHWUM U O6palleHun u3fenne octaeTcs CTabwibHbIM A0
MCTEYEeHUs CpoKa rofgHOCTU. MakCMasibHbIA CPOK FOAHOCTM:

Toxo aHTutena IlgG Kanubpatopsl (Alinity i Toxo IgG Calibrators) - He 6onee 12 mecaueB ¢ AaTbl NPOU3BOACTBA,

TEXHWYECKOE OBCNY)XXUBAHWE
He TpebyeTcs.

TEKYLWWA PEMOHT
He TpebyeTcs.

OAHHBIE ONA YTUIN3SALUNN N YHUYTOXEHNA MEONLUMHCKOIO U3AENNA

MeguunHckoe nsgenve yTmamsnpyroT U YHUUTOXAT B COOTBETCTBUM C NpaBuiaMn 06palleHns ¢ MeauLuHCKIMM
oTxogamu, pernameHTupyrowmmnca Canlud 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3nMAEeMNON0rn4eckme
TpeboBaHMA K 06palLLeHnio ¢ MeaNLMHCKMMMN OTXoA4amm».

Heobxoaumo cnefoBaTb HaUMOHAbHBLIM CTaHgapTam npu nepepadvye n ytmamsauum unsgenua, ero KOMNoHEHTOB U
ynakoBKH.

NEPEYEHb CTAHAOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNLIMHCKOE U3AENE

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), 80/181/EEC,

Reoulation (EC1 142/2011 CLASS 2013, GHS, WHSR Part 7,1, EN I1SO 9001, ISO 13485, EN ISO 14971, EN
?3641 EN 13612, EN IS0’'I5223-1, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN I1SO 23640 ,
EN ISO 20776-1, EN 13975, EN ISO 17511, EN ISO 15193, EN ISO 15194, ISO 80000-1

MOTEHUWA/BbHBIA MOTPEBUTE/b

MeguuuHckoe mnsgenune Toxo antutena IgG Kanm6patops! (Alinity i Toxo 1gG Calibrators) npegHasHaveHo ans
MCNONb30BAHUA B Pa3/IMYHbIX KIMHWKO-NabopaTopHbIX YCNOBUAX, BKIOYasA, 6e3 orpaHuyeHus, 60/bHULbI,
ANarHocTuyeckme LeHTpbl, pediepeHTHble N1abopaTopun 1 yUYpexAeHus nepesimBaHus KpoBW MO BCEMY MUpY,
nepcoHasl KoTopbIX Npolues obyyeHre no ncnosb3oBaHuio aHannsaropa Alinity 1.

NHP®OPMALMA O HANTNY B MEOANLUMHCKOM U3OENNN NEKAPCTBEHHOIO CPEACTBA
He cogepxut

CTEPUNBHOCTb
MocTaBnseTca B HecTepunbHOM Buge. CTepunusauusi nepes npumMeHeHnem He TpebyeTcs.

NMH®POPMALNA O BOSMOXHOCTWM NMOBTOPHOIO NMPUMEHEHWA
He noanexuTt noBTOPHOMY MPUMEHEHNIO.

MATEPUANbI XXBOTHOTIO NMPONCXOXAEHNA

Matepuanbl XMBOTHOTO MPOMCXOXAEHWS MNpPOBEPEHbl W puUCKM NpuMeHeHns MW ykasaHwbl B [lacnopre
6e3onacHocTu. Macnopta 6e30MacHOCTU MOXHO HailTK Ha caliTe www.abbottdiagnostics.corn nnm obpatuTtecb K
MeCTHOMY NpeaCcTaBuTento.

MOKA3AHNA N MPOTUBOIMOKA3AHNA K MPUMEHEHWIO
He npumeHumo.
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TEXHWYECKUVE XAPAKTEPUCTUKU
Kannbpatop A:

3HayeHve pH npun 20 °C: 7,2

MnoTHocTb npmn 20 °C: 1.008 r/cT3
Kanubpatop B-F;

3HaueHve pH npu 20 °C: 7,2

MnoTtHocTb npu 20 °C: 1.008 r/cT3

CBEAEHNA OB W3BECTHbIX OFPAHUYEHWAX MO COBMECTHOMY MPUMEHEHUIO MEAWUWHCKUX W3AEANA MO
HA3HAYEHUIO

OTCyTCTBYIOT.
LUBET N 3AMNAX

Kanubpatop A: 6ecLBeTHbI 1 6e3 3anaxa
Kannépatop B-F; 6ecuBeTHbIn 1 6e3 3anaxa
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Abboftt

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

0%

Abbott

Zaman A Khan
Associate Director
Regulatory Affairs
Abbott GmbH & Co. KG

Seaiublavng
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2660TT F'M6X & Ko. KI Ten:+4961 22580
Makc-I.4aHr-PuHr 2. dakc: +49 61 22 58 1244
65205 BucbageH

H/a 1303,65011 BucbageH

Moanuce: /nognucaro/ [Jata:  okTa6psa 2019T.

3amaH KxaH (Zaman Khan)

3amecTuTeNb AMpPeKTopa

Mo HOPMAaTMBHO-NPaBOBOMY Pery/impoBaHuio
PervoH EEBA u lNakncTaH

2660TT M'M6X & Ko. KIF

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

65205 BucbageH-LenbkeHxaim
MepmaHua

/MeyaTb: 9660TT
2660TT T'M6X & Ko. KI
Makc-InaHk-Punr 2
65205 BucbaaeH/

KOpuanyecknin agpec: BucbageH

PaiioHHbIV cyf BucbageHa HRA 4888 YNpaBnstoLmii;

Hecywwunii nepcoHanbHy 0TBETCTBEHHOCTb KOMMaHbOH: Kpuctuan Mpanoy (Kristian Grapow)
3660TT MeHeLKMeHT TM6X per Anbbepr (Greg Ahlberg)
HOpuanyeckuii agpec: BucbageH Mpeacefatens HabnAaTENbHOMO COBETA:
PaiioHHbIN cyg Bucbagena HRA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

OdwmuymnansHoe TacBuneic.-ibciBOHaHHe

Hactoawum oduumnanbHO yAOCTOBEPSETCA, 4t T-H 3amaH Xan
0660TT MM6X & Ko. KI' Makc-11naHk-I"1wr 2. (>5205 BucbageH,
C0BCrBCMHOPYYHO HOc'lamnn BbiHlec'10A1uyto NOANUCL B NPUCYTCTBUM
IFOnHucasLLerocs NpeAccfarnif mecimoio €\ ja.

BucbageH, 18,/0,20/9 n

Ne B peec'ipe 833/19

Mow-Tywwa B cooTBeTCTBMM CHOMOXEHUEM O cbopax B paumepe 6 eBpo
onnayveHa

/mo/iincuio’

Mpegcenatc.Tb MCCTOTO Cyja

‘MeyaTb: MecTHbIli cya . BucbageH X1 * 2/

/nognucaHo/18 okTA6ps 2019 T.

3amaH KxaH (Zaman Khan)

TeKCT B AOKYMEHTe «3JKcnnyaTauyoHHas JOKYMEHTaLUMs» Ha aHrMACKOM 1 PyCCKOM si3blKax
NONHOCTbIO COBMafaeT.

MepeBod C aHIMMIACKOTO W HEMELKOro $3blKOB Ha PYCCKWIA A3blK BbINOMHEH MNEPEBOAUYNKOM
LLaTHeBbIM Unbeli AneKkceeBnyem.
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Poccuniickas ®egepaynsa. Fopog Mocksa.

LBaguaTb NATOro oKTA6GPA ABe ThiCAYM AeBATHAaZLATOrO roja.

A, BopoHuHa EBreHus BnagumMuposHa™ BPeMEHHO UCNONHsAO UL AA 0693aHHOCT M HOTapuyca
r.. Mockebl baxTapfse 3abMupsbl O pbeBHbl, CBUAETENbCTBYH NOA/IMHHOCTbL NOANUCU
nepesofynka LatHeBa Wb AnekceeBunya.

Mognucb caenaHa B MOEM MPUCYTCTBUN.
/IMYHOCTb MOANMCAaBLEro AOKYMEHT yCTaHOB/EeHaA -

3aperuncTpupoBaHo B peectpe: M77/52-H/77-201N-"-
B3bickaHO Mo Tapudy 100 py6.

YnnayeHo 3a okasaHue ycsyr npaBoBOro Y TEXHUYECKOTO xapakrepa: --

> L)

E.B. bopoHuHa

Bcero npowHypoBaHo, NpoHepoBaHC
N cKpe'ré”o nedajot9”. r<; MW\ NN

npOLUMTO B KOMmM4yecTse Ji/ NUCTOB

rofa
InpekTop HaKMneHusa "KnmHnyeckue nccnefosaHms'™
O00«NHBUTPO» N

4. 3. HoBnkoB
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