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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 Kbhan), 3amectutens [LOupektopa perynatopHoro otgena Esponsl,

BamxHero Boctoka, Adpukun un [MakuctaHa 3660TT MmMbx m Ko. KI (Associate Director

Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAwN M yo0CTOBEPSIO,

4yTO npunaraeMble  LOKYMEHTbl B HWKENPUBEAEHHOM 00beme  CTpaHuu, ABMAAKOTCA
XCNyaTauMoHHON [LOKYMeHTauuen. OTW JOKYMEHTbI MOJIHOCTbIO COOTBETCTBYHOT aKTyaslbHOM
XYMeHTauum npon3BoanTens.

cnayatauuoHHasas  AOKyMeHTauusa  ansa  MefuuymHckoro  wmsgenusa  (Operational
umentation for medical device):

® peareHTOB AnA KayeCcTBEHHOro onpegeneHna aHtuTen K  Syphilis TP
HOXEMMWUMIOMUHECLEHTHBIM MeTO4OM B CbIBOPOTKE W Mja3Me KPOBM YesiOBeKa Ha
yoxmmmyeckmnx aHanmsatopax Alinity i «Syphilis TP PearenTbl (Alinity i Syphilis TP
it Kit)»

Ty 9KCM/yaTalMOHHbIX [OKYMEHTOB BCTPEYaloTC BapvaHTbl HaMMEHOBaHWIA MeLULUHCKUX
npuBefeHHble B Tabnuue HKe, KOTOpble SABNAIOTCA CMPaBeAMBbLIMA U pPaBHO3HAYHLIMU
al documentation contains the following true and equivalent short names of medical devices

de):
1BHMe  HavmMeHoBaHue MeAMLMHCKOro U3LeNna Ha PYCCKOM fA3bliKe CokpalLieHHOoe
3KOM HavmeHoBaHue(no

TEKCTY [OKYMeHTa)
hilis Habop peareHToB [Ans KadecTseHHoro onpedeneHus Syphilis TP PeareHTbi
lit aHTMTen K Syphilis TP ummyHoxemuntomuHecueHTHbIM — (Alinity i Syphilis TP

METOOM B CbIBOPOTKE W Mfa3Me KpoBu uenoseka Ha Reagent Kit)
UMMYHOXUMUYeCKUX aHanm3atopax Alinity i «Syphilis TP
PeareHTo! (Alinity i Syphilis TP Reagent Kit)»

i Kanubpatop  ana  obecneyeHus npaBunbHocT  Syphilis TP
KauecTBeHHOro onpegeneHns aHtuten Kk Syphilis TP Kanubpatop (Alinity i
VMMYHOXEMUMIOMUHECLIEHTHBIM MeTOAOM B chiBopoTke Syphilis TP Calibrator)
MW nnasMe KpOBU YEOBEKA Ha WMMYHOXMMUYECKMX
aHanm3atopax Alinity i «Syphilis TP Kanubpatop
(Alinity i Syphilis TP Calibrator)»
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Alinity | KOHTpPO/bHbIE matepuansl 41 nogreepxgeHusa  Syphilis - «
Syphilis TP BoCnpomM3BOAUMOCTU M MNPaBWILHOCTU KayecTBEHHOro KOHTPO/bHbIE é;?
Controls onpegeneHus aHTuUTenN K Syphilis TP wmatepuanbl (Alinity

. Ao
NMMYHOXeMUTIOMUHECLLEHTHLIM MeTOAOM B CbiBOPOTKe  Syphilis TP Controls)

N nnasme KpPOBU UYe/I0BEKA Ha WMMYHOXUMWYECKMUX
aHanusatopax Alinity i «Syphilis TP KoHTponbHble
maTepuansl (Alinity i Syphilis TP Controls)»

CocTaB (contents);

# Title Number of
pages
1 Instruction for use for Alinity i Syphilis TP Reagent Kit with 8
ADDENDUM for Russia.
2. WMHcTpykumna no npumeHeHunto Syphilis TP PeareHTbl (Alinity i Syphilis TP 9

Reagent Kit) ¢c MPUJTOXXEHWMEM pana Poccuu.

Signed: Date:
Zaman Khan,

Associate Director Regulatory

Affairs EMEA and Pakistan,

Abbott GmbH & Co. KG.
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05 ° B7P600

%3 % Changes: Revised duly 2018,
- @ 07P6022
@ 07P6032

Instructions must be carefully followed. Reliability of assay results
cannot be guaranteed if there are any deviations from these
instructions.

B name
Alinity i Syphilis TP Reagent Kit (also referred to as Syphilis)

I INTENDED USE

The Alinity i Syphilis TP assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the qualitative detection of antibodies
t0 Treponema pallidum (TP) in human serum and plasma, including
specimens collected postmortem (non-heart-beating) on the Alinity i
analyzer.

The Alinity i Syphilis TP assay is intended to be used as an aid in
the diagnosis of Syphilis infection and as a screening test to prevent
transmission of Treponema pallidum to recipients of blood, blood
components, cells, tissue and organs.

m SUMMARY AND EXPLANATION OF THE TEST
Syphilis is caused by infection with the bacterium TP’ which can
be transmitted congenitally or by sexual contact. The disease can
evolve into a latent phase in which syphilis is clinically inapparent.
Serological tests (nontreponemal and treponemal specific), in
addition to patients’ clinical history, are currently the primary
methods for the diagnosis and management of syphilis.

| BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the qualitative detection of
antibody to TP in human serum or plasma using chemiluminescent
microparticle immunoassay (CMIA) technology.
Sample, and recombinant TP antigen (TpN15, TpN17, and TpN47)
coated paramagnetic microparticles, and assay diluent are combined
and incubated. The Anti-TP antibodies present in the sample bind
to the TP coated microparticles. The mixture is washed. Anti-human
IgG and IgM acridinium-labeled conjugate is added to create a
reaction mixture and incubated. Following a wash cycle, Pre-Trigger
and Trigger Solutions are added.
The resulting chemiluminescent reaction is measured as relative
light units (RLUs). There is a direct relationship between the amount
of anti-TP antibodies in the sample and the RLUs detected by the
system optics.
The presence or absence of anti-TP antibodies in the sample is
determined by comparing the chemiluminescent RLU in the reaction
to the cutoff RLU determined from an active calibration.
For additional information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.

| REAGENTS
Kit Contents

Alinity i Syphilis TP Reagent Kit 07P60

NOTE: Some kit sizes are not available in all countries. Please
contact your local distributor.
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Volumes (mL) listed in the table below indicate the volume per
cartridge.

07P6022 07P6032
Tests per cartridge too 600
Number of cartridges 2 2
per kit
Tests per kit 200 1200
IMICROPARTICLES | 42 mL 16.8 mL
ICONJUGATE 1 4.2 mL 163 mL
JASSAY DILUENT 1 59 mL 28.7 mL

|MICROPARTICLES |-pP (“E.coli, recombinant) antigen coated
microparticles in FIEPES buffer with detergent. Minimum
concentration: 0.08 % solids. Preservatives: sodium azide and other
antimicrobial agents.

| conaueaTE | Murine anti-lgG/anti-IgM acridinium-labeled conjugate in
MES buffer with protein (bovine) stabilizer. Minimum concentration:
(anti-lgG) 26.6 ng/mL / (anti-lgM) 1.34 ng/mL. Preservatives: sodium
azide and other antimicrobial agents.

| assay piLUENT | syphllis TP Assay Diluent containing MES buffer

with detergent. Preservatives: ProClin 950 and other antimicrobial
agents.

Warnings and Precautions

1

e For in vitm Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSFIA
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 following warnings and precautions apply t0: |assay dituent |

WARNING Contains Polyethylene glycol
octylphenyl ether (Triton X-100) and
Methylisothiazolone.

H317 May cause an allergic skin reaction.

H319 Causes serious eye irritation.

H316* Causes mild skin irritation.

Prevention

P261 Avoid breathing mist / vapors / spray.

P264 Wash hands thoroughly after handling.

p272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective

clothing / eye protection.

3 Abbott



Response

P305+P351+P338 IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

P337+P313 It eye Irritation persists: Get medical
advice / attention.

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.

* Not applicable where regulation EU 1272/2008 (CLP) has been
implemented.

The following warnings and precautions apply to- Imicroparticies |
1CONJUGATE 1

WARNING Contains Polyethylene glycol octylphenyl
ether (Triton X-405) and Sodium azide.

H319 Causes serious eye irritation.

H316* Causes mild skin irritation.

EUHO032 Contact with acids iiberates very toxic gas.

Prevention

P280 Wear protective gloves / protective
clothing / eye protection.

p264 Wash hands thoroughly after handling.

Response

P305+P351+P338 IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

P337+P313 If eye irritation persists: Get medical
advice / attention.

P332+P313* If skin irritation occurs: Get medical
advice / attention.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

« Not applicable where regulation EU 1272/2008 (CLP) has been
implemented.

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.

Reagent Handling

* Upon receipt, gently invert the unopened reagent kit by rotating
it over and back tor a full 180 degrees, 5 times with green label
stripe facing up and then 5 times with green label stripe facing
down. This ensures that liquid covers all sides of the bottles
within the cartridges. During reagent shipment, microparticles
can settle on the reagent septum.

- Place a check in the square on the reagent kit to indicate to
others that the inversions have been completed.

e After mixing, place reagent cartridges in an upright position for
1 hour before use to allow bubbles that may have formed to
dissipate.
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- If a reagent cartridge is dropped, place inan)
for 1 hour before use to allow bubbles that mayV o
dissipate. q
e Reagents are susceptible to the formation of foam a. g
Bubbles may interfere with the detection of the reagen,
the cartridge and cause insufficient reagent aspiration ™" 8e
adversely affect results.
For a detailed discussion of reagent handling precautions during’
system operation, refer to the Alinity ci-series Operations Manual,
Section 7.

Reagent Storage

Storage Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8'C until Store in upright position.
expiration  |f cartridge does not
date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 1 hour
before use.
Onboard  System 30 days
Temperature
Opened 2to 8'C Until Store in upright position.
expiration |t cartridge does not
date remain upright during
storage, discard the
cartridge.

Do not reuse original
reagent caps or
replacement caps due to
the risk of contamination
and the potential to
compromise reagent
performance.

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps In an upright
position at 2 to 8'C, For reagents stored off the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity ci-series
Operations Manual, Section 5.

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a calibration
error occurs or a control value is out of the specified range.
Associated test results are Invalid, and samples must be retested.
Assay recalibration may be necessary.

For troubleshooting information, refer to the Alinity ci-series
Operations Manual, Section 10.

| INSTRUMENT PROCEDURE
The Alinity i Syphilis TP assay file must be installed on the Alinity i
analyzer prior to performing the assay.
For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.
For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.
For a detailed description of system procedures, refer to the Alinity
ci-series Operations Manual.

a Abbott
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N Mten types listed below were verified for use with this

s[[j)recimen types and collection tube types have not been
%, red with this assay.

Specimen Types Collection Tubes
Serum Serum

Serum separator
Plasma Potassium EDTA

Lithium heparin
Sodium heparin
Sodium citrate
CPD

e Liquid anticoagulants may have a dilution effect resulting in lower
concentration values for individual specimens.

e For cadaveric donors, serum and plasma may be used; follow
general standards and/or regulations for collection, storage and
handling.

» Performance has been established for the use of cadaveric
blood specimens (specimens collected post-mortem, non-heart-
beating) that have been collected up to 215 hours after death.
Performance was established using 50 spiked and 50 non-spiked
cadaveric blood specimens®

« Testing of cadaveric blood specimens from patients with plasma
dilution due to transfusions of > 2000 mL of blood or colloids
within 48 hours, or > 2000 mL of crystalloids within 1 hour (or
any combination thereof) prior to collection of the specimens
have not been validated.

e The instrument does not provide the capability to verify specimen
types. It is the responsibility of the operator to verify that the
correct specimen types are used in the assay.

Specimen Conditions
* Do not use:
- heat-inactivated specimens
- grossly hemolyzed specimens
- specimens with obvious microbial contamination
e For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate matter. Serum

specimens from patients receiving anticoagulant or thrombolytic
therapy may contain fibrin due to incomplete clot formation.

e To prevent cross contamination, use of disposable pipettes or
pipette tips is recommended.

Preparation for Analysis

* Follow the tube manufacturer’s processing instructions for
collection tubes. Gravity separation is not sufficient for specimen
preparation.

e Specimens should be free of bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross-contamination.

To ensure consistency in results, recentrifuge specimens prior to

testing if

« they contain fibrin, red blood cells, or other particulate matter

* they require repeat testing.

NOTE: If fibrin, red blood cells, or other particulate matter are

observed, mix by low speed vortex or by inverting 10 times prior to

recentrifugation.
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Prepare frozen specimens as follows:

e Frozen specimens must be completely thawed before mixing.

e Mix thawed specimens thoroughly by low speed vortex or by
inverting 10 times.

* Visually inspect the specimens. If layering or stratification is
observed, mix until specimens are visibly homogeneous.

e It specimens are not mixed thoroughly, inconsistent results may
be obtained.

* Recentrifuge specimens.

Prepare cadaveric blood specimens as follows:

e After initial centrifugation, recentrifuge specimens as described
below.

« If specimens are not processed directly after initial
centrifugation, it is recommended to remove the supernatant
from the clot, red blood cells or separator gel until further
processing.

Recentrifugation of Specimens

* Transfer specimens to a centrifuge tube and centrifuge at a
minimum of 100 000 g-minutes.

e Examples of acceptable time and force ranges that meet this
criterion are listed in the table below.

Centrifugation time using alternate RCF values can be calculated
using the following formula:

- . L . 100 000 g-minutes
Minimum Centrifugation time (minutes) 1

RCF
Recentrifugation Time
(Minutes) RCF (x g) g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000

RCF - 112 X r,ax (rpm/1000)2

RCF - The relative centrifugal force generated during
centrifugation.
rpmi The revolutions per minute of the rotor on which

the specimens are being spun (usually the digital
readout on the centrifuge will indicate the rpm).
The time should be measured from the time the
rotor reaches the required RCF or rpm to the time it
begins decelerating.

Radius of the rotor in millimeters. NOTE: If custom
tube adapters (i.e., adapters not defined by the
centrifuge manufacturer) are used, then the radius
(rmax) should be manually measured in millimeters
and the RCF calculated.

The unit of measure for the product of RCF (x g)
and centrifugation time (minutes).

Centrifugation
Time -

[Tax -

g-minutes -

Transfer clarified specimen to a sample cup or secondary tube
for testing. For centrifuged specimens with a lipid layer, transfer
only the clarified specimen and not the lipemic material.

Abbott
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Specimen Storage | PROCEDURE & @ 0
. Maximum Materials Provided o ONAt S
%),Sg'men Temperature  Time ‘ Special Instructions 07P60 Alinity i Syphilis TP Reagent Kit -8 5 al
Serum Room 72 hours I testing will be Materials Required but not Provided ® R Jf'-
temperature delayed, serum should Alinity i Syphilis TP assay tile 3 A
be removed from the 07P6001 Alinity i Syphilis TP Calibrator
clot, red blood cells, 07P6010 Alinity i Syphilis TP Controls or other control materig A ﬁf R
or separator gel. Alinity Trigger Solution
2t08'C 7 days If testing will be Alinity Pre-Trigger Solution
delayed, serum should Alinity i-series Concentrated Wash Buffer
be removed from the For information on materials required for operation of the instrument,
clot, red blood cells, refer to the Alinity ci-series Operations Manual, Section 1
or separator gel. For information on materials required for maintenance procedures,
Plasma Room 72 hours If testing will be refer to the Alinity ci-series Operations Manual, Section 9.
temperatuire dre] Ia):zdt’)plasma J Assay Procedure
?ro(;;: the eclr)irn?e\:; For a detailed description of how to run an assay, refer to the Alinity
blood cells, or ci-series Operations Manual, Section 5.
separator gel. e If using_ primary or aliquqt tubes, refer to the'A'Iinity ci—sgries .
Operations Manual, Section 4 to ensure sufficient specimen is
210 8C 30 days If testing will be present.
delayed, plasma * To minimize the effects of evaporation, verify adequate sample
?rr:)OmUI(tjh:ecltim?e\ﬁd cup volume is present prior to running the test.
' e Maximum number of replicates sampled from the same sample
blood cells, or
separator gel. cup: Pl(') ]
Cadaveric Room 1 day If specimens are « rlog;yrﬁme volume for first test: 80 pL
t(elrsni)srg:)lvj(r:(; zz)rteftz)??fizls(jiniﬁal O Sample volume for each additional test from same sample
centrifugation, it cup: 30 pL
is recommended - s 3 hours on the reagent and sample manager:
to remove the °  Sample volume for first test: 150 pL
supernatant from the »  Sample volume for each additional test from same sample
clot, red blood cells cup: 30 pL
or separator ge! until - >3 hours on the reagent and sample manager:
further processing. » Replace with a fresh aliquot of sample.
2to 8C 7 days If specimens are

not processed
directly after initial
centrifugation, it

is recommended

to remove the
supernatant from the
clot, red blood cells
or separator gel until
further processing.

Remove serum or plasma from the clot, serum separator, or red
blood cells if stored longer than the maximum 2 to 8'C storage time
and store frozen.

Avoid multiple freeze/thaw cycles.

No qualitative differences were observed for cadaveric blood
specimens (nonreactive or spiked reactive) when subjected to up to
3 freeze/thaw cycles.

Specimen Shipping
Package and label specimens in compliance with applicable state,

federal, and international regulations covering the transport of clinical
specimens and infectious substances.
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* Refer to the Alinity i Syphilis TP calibrator package insert and
Alinity i Syphilis TP control package insert tor preparation and
usage.

« For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.

e For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Sample Dilution Procedures
Samples cannot be diluted for the Alinity i Syphilis TP assay.

Calibration

For instructions on performing a calibration, refer to the Alinity ci-
series Operations Manual, Section 5.

Each assay control must be tested to evaluate the assay calibration.
Once a calibration is accepted and stored, all subsequent samples
may be tested without further calibration unless:

e 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 this 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.



CoRy—

.Procedures
control requirement for the Alinity i Syphilis TP
>single sample of each control level be tested once
sirs each day of use.
y controls may be tested in accordance with local, state,
5 .1 fecerd regulations or accreditation requirements and your

M y™ory's quality control policy.
establish statistically-based control limits, each iaboratory should

establish its own concentration target and ranges for new control lots

at each clinically relevant control level. This can be accomplished
by assaying a minimum of 20 replicates over several (3-5) days and
using the reported results to establish the expected average (target)
and variability about this average (range) for the laboratory. Sources
of variation that should be included in this study in order to be
representative of future system performance include:

Multiple stored calibrations

Multiple reagent lots

Multiple calibrator lots

Multiple processing moduies (if applicable)

Data points collected at different times of the day

Refer to pubiished guidelines for information or general control

recommendation, for example Clinical and Laboratory Standards

Institute (CLSI) Document C24-A3 or other published guidelines, for

general quality control recommendations.”

« If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.

e If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recalibration may be necessary. For troubleshooting
information, refer to the Alinity ci-series Operations Manual,
Section 10.

e Review quality control results and acceptance criteria following a
change of reagent or calibrator lot.

Quality Control Guidance

Refer to "Basic QC Practices” by James O Westgard, Ph.D. for

guidance on laboratory quality control practices.®

Verification of Assay Ciaims

For protocols to verify package insert claims, refer to Verification of

Assay Claims in the Alinity ci-series Operations Manual.

I RESULTS

Calculation

The Alinity i analyzer calculates results for the Alinity i Syphilis TP
assay using the ratio of the sample RLU to the cutoff RLU (S/CO) for
each specimen and control.

Cutoff RLU = Calibrator 1 Mean RLU x 0.20
The cutoff RLU is stored for each reagent lot calibration.
S/CO - Sample RLU/Cutoff RLU

Interpretation of Results
The cutoff is 1.00 S/CO.

S/CO Interpretation
< 100 Nonreactive
> 100 Reactive
Flags

Some results may contain information in the Flags field. For a
description of the flags that may appear in this field, refer to the
Alinity ci-series Operations Manual, Section 5.
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I LIMITATIONS OF THE PROCEDURE

* False positive results can be expected with any test kit. The
proportion of these falsely reactive specimens is dependent
upon the specificity of the test kit, specimen integrity, and the
characteristics of the local population being screened.

e It the Alinity i Syphilis TP results are inconsistent with clinical
evidence, additional testing is suggested to confirm the result.

* No diagnostic test provides absolute assurance that a sample
does not contain low levels of antibodies to TP, such as those
present at a very early stage of infection. Therefore, a negative
result at any time does not preclude the possibility of exposure
to infection with syphilis. Additional information may be required
for diagnosis.

| SPECIFIC PERFORMANCE CHARACTERISTICS

Representative performance data are provided in this section. Results
obtained in individual laboratories may vary.

The Alinity i analyzer and the ARCHITECT i System utilize the same
reagents and sample/reagent ratios.

Unless otherwise specified, all studies were performed on the Alinity
i analyzer.

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 3 lots of the Alinity i Syphilis TP
Reagent Kit, 3 lots of the Alinity i Syphilis TP Calibrator, 3 lots of the
Alinity i Syphilis TP Controls, and 1 instrument. Two controls and 5
recalcified human plasma panels were assayed in a minimum of 2
replicates at 2 separate times per day on 20 different days®

WiIttiln-Run

(Repeatability) WIthIn-Laboratory (Total)*

0,
Mean 0 ) v
Sample n (s/co) sD /ﬁ/ (Range") (Range")
Negative 359 0.03 0.003 9.9 0.004 12.1
Control (0.002-0.005) (7.7-14.6)
Positive 355" 2.65 0.067 2.5 0.117 4.4
Control (0.109-0.127) (4.2-4.7)
Panel A 352 0.51 0.014 2.8 0.022 4.3
(0.021-0.023) (3.9-4.6)
Panel B 360 1.18 0.031 2.6 0.045 3.9
(0.043-0.048) (3.7-4.1)
Panel C 352 3.38 0.149 4.4 0.180 5.3
(0.112-0.267) (3.3-8.1)
Panel D 360 6.31 0.123 1.9 0.200 3.2
(0.189-0.221) (3.0-3.4)
Panel E 360 0.08 0.007 8.7 0.007 9.5
(0.005-0.010) (6.7-12.7)

®Includes within-run, between-run, and between-day variability.
®Maximum and minimum SD or %CV for each reagent lot and
instrument combination.

An outlying run was observed. Based on guidance from CLSI
EP05-A2, a replacement run was performed and the results are
shown in the table above. Without the replacement run, the within-run
(repeatability) %CV was 5.6% and the within-laboratory precision
(total) %CV was 6.4%.

Specificity

A total of 5119 negative blood donor specimens and 531 hospitalized
negative patient specimens were tested on the Alinity i Syphilis TP
assay. Testing was performed using 3 Alinity i Syphilis TP Reagent
Kits and 1 lot each of Alinity i Syphilis TP Calibrator and Alinity i
Syphilis TP Controls on 4 Alinity i analyzers.

A total of 3 specimens were falsely reactive for the blood donor
specimens based on the initial result. None of the RR was confirmed
positive by supplemental testing. There were no specimens that were
falsely reactive for the hospitalized patient specimens.
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Alinity | Alinity i
Syphilis Syphilis Commercially-
TP TP Alinity I Syphilis TP Available Syphilis

IR (% of RR (% of Specificity™ Assay Specificity”
Category n Total)™ Total) (95% Cl) (95% Cl)
Blood 5119 3 (0.06) 2 (0.04) 99.94% 99.98%
Donors (5116/5119) (5349/5350%)
Overall (99.83% - 99.99%)  (99.90% - 100.00%)
Blood 2424 2(0.08) 1 (0.04) 99.92% 99.96%
Donors (2422/2424) (2618/2619'=)
Serum (99.70% - 99.99%)  (99.79% - 100.00%)
Blood 2695 1 (0.04) 1 (0.04) 99.96% 100.00%
Donors (2694/2695) (2731/2731'=)
Plasma (99.79% - 100.00%) (99.87% - 100.00%)
Hospitalized 531 0 (0.00) 0 (0.00) 100.00% 100.00%

Patients

(531/531'=)
(99.31% - 100.00%)

(523/523)

(99.30% - 100.00%)

IR - Initially Reactive, RR = Repeatedly Reactive, Cl = Confidence

Interval

~ Specificity was calculated based on initially reactive specimens.
The additional specimens tested were not initially reactive.

Sensitivity

The Alinity i Syphilis TP assay demonstrated a sensitivity of 100.00%

in a study testing samples that were confirmed as true positive.

412 syphilis-positive specimens were tested, split across 3 Alinity

i Syphilis TP Reagent Kits and 1 lot each of Alinity i Syphilis TP

Calibrator and Alinity i Syphilis TP Controls on 2 Alinity i analyzers.

The samples were tested in singlicate.

The same 412 syphilis-positive specimens were also tested using a

commercially-available Syphilis assay and demonstrated a sensitivity

of 100.00%. The specimens were tested using 1 lot of commercially-

available Syphilis reagent kit, calibrators, and controls on 1

instrument. The samples were tested in singlicate.

Analytical Specificity

This study was performed on the ARCHITECT 12000SR System.

The ARCHITECT Syphilis TP assay was evaluated for potential cross-

reactivity from specimens from individuals with medical conditions

and other disease states unrelated to a syphilis infection.

Six specimens reactive in ARCHITECT Syphilis TP and a treponemal

chemiluminescent immunoassay (TP-CLIA) were also either positive

(marked by ~in table below) or indeterminate (marked by in table

below) by confirmation testing. Confirmed reactive results were

not unexpected because the specimens had been obtained from

vendors based on the required disease condition and documentation

of prior syphilis laboratory test results was not provided by the

vendor.

One of the 10 CMV IgG specimens, 1 of the 10 HIV specimens, 1 of

the 7 monoclonal hyper IgG, and 1 of the 10 anti-£ coli Specimens

(marked by ~ in table below) were reactive in ARCHITECT Syphilis

TP and were not confirmed with other treponemal or nontreponemal

tests applied in this study.

One of the 11 gonorrhea specimens and 2 of the 6 HTLV-II

specimens (marked by 1=in table below) were reactive in ARCHITECT

Syphilis TP but could not be tested by the other tests (TP-CLIA,

RPR, TP-PA, Fluorescent Treponemal Antibody Absorption [FTA

ABS]) because specimens from these disease states could only be

sourced as plasma specimens.
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Clinical Category N Syphto
Chlamydia 15 Pec'S.*-
Cytomegalovirus (CMV) IgG 10
Cytomegalovirus (CMV) IgM 10 v R 4
Anti-dsDNA Autoantibodies 3
Epsteir-Barr Virus (EBV) 1g6 10 nr.oQ -
Epsteir-Barr Virus (EBV) IgM 24
Anti-Escherichia coli {£ COli) 10 <0
Gonorrhea n
HAVAB IgG 10
HBc IgM 4
Hemodialysis 10
Hepatitis A Virus (HAV) 10
Hepatitis B Virus (HBV) 10
Hepatitis C Virus (HCV) 10
Herpes Simplex Virus (HSV) 10
Human Anti-Mouse Antibodies 10
(HAMA)
Human Immunodeficiency Virus 10
(HIV)
Human T-Lymphotropic Virus-1 10
(HTLV-1)
Human T-Lymphotropic Virus-Il
(HTLV-11)
Influenza Vaccine Recipient 20 0
Leptospirosis 6 0
Leptospirosis IgM 5 0
Lyme Disease 10 0
Monoclonal Hyper 1gG 7
Anti-Nuclear Antibody (ANA) 10 0
Polyclonal Hyper IgG 3 0
Pregnant 90 0
Rheumatoid Factor 10 0
Rubella IgG 10 0
Systemic Lupus Erythematosus 10 0
Toxoplasma gondii 1ge 12 0
Toxoplasma gondii igm 3 0
Transplant Recipient 10 0
Varicella Zoster Virus 10 0
Total 409 13

®Specimen was confirmed to be positive by other tests (TP-CLIA,
RPR, TP-PA, FTA-ABS).

Specimen was not confirmed positive by other tests (TP-CLIA,
RPR, TP-PA, FTA-ABS).

Specimen was reactive by ARCHITECT Syphilis TP but was not
confirmed due to tube type limitations of the other tests (TP-CLIA,
RPR, TP-PA, FTA-ABS).

Specimen was positive by TP-CLIA and indeterminate by TP-PA
and FTA-ABS.

Interference

This study was performed on the ARCHITECT i System.

Potentially Interfering Endogenous Substances

Potential interference was < 0.40 S/CO difference on negative
specimens and < 20% S/CO difference on reactive samples with the
following interferent levels.
Potentially Interfering Substance Interierent Level

Triglycerides < 3000 mg/dL

Bilirubin < 20 mg/dL
Protein <1l2g/dL
Hemoglobin < 500 mg/dL



HY
featory Diagnosis of Syphilis. Curr Proty Dermetol.

P
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29 CFR Part 1910.1030, Bloodbome

C24-A3, Wayne, PA: CLSE; 2008.
e Ww.macm&dummw

Note for number formatting:

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

. Awnwwmmmmmwm
part of & number written In decimel form (example: S.12%).
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ADDENDUM

to the Instruction for Use Alinity i Syphilis TP Reagent Kit (for Russia)

SHIPPING

Recommended shipping conditions for device is 2-8 in single-use thermo containers
containing coolant elements, or in reusable thermo containers with automatically
maintained temperature or in autorefrigerators 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 enclosed carrier
vehicle of any kind in accordance with shipping rules, applicable to the respective
carrier.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
stored and handled as directed. The maximum shelf life of the medical device is 12
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements.

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) as amended, 1907/2006/EC (REACH) as amended,
Regulation (EC) 1069/2009, Regulation (EC) 142/2011, CLASS 2013 (as amended),
GHS (as amended), WHSR Part 7.1 (as amended), EN ISO 9001, 1SO 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

POTENTIAL USER

The Alinity i Syphilis TP Reagent Kit is Intended to be used in a variety of clinical and
laboratory conditions, including, without limitation, hospitals and laboratories, whose
personnel have been trained in the use of the Alinity i anaiyzer.

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 cannot be re-applied

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 CONTRA-INDICATIONS FOR USE

Not applicable.
STORAGE AND USE CONDITION

Storage of Medical device at a temperature of 2 °C to 8 ®C should be carried out in cold
rooms or in refrigerators providing a regulated temperature regime with a daily
temperature record.
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/is TP PeareHtbl (Alinity i Syphilis TP Reagent Kit)

BblfleNIeHHble U3MeHeHus. Pegakuns: nonb 2018 r.

Heo6X0AMMO TOUHO CeAoBaTb UHCTPYKUMAM. MU OTKIOHEHWM OT
VHCTPYKUMIA HAZle)XHOCTb Pesy/bTaToB TeCTa He rapaHTUpyeTcs.

| HAMEHOBAHWE (CokpatueHHoe)

Syphilis TP PeareHTb! (Alinity i Syphilis TP Reagent Kit)
(Tatoke BcTpeyaeTca no TekcTy: Syphilis)

| HA3HAUEHVE

TecT ¢ ucnonb3osaHvem Syphilis TP PeareHTbl (Alinity i Syphilis TP
Reagent Kit) sB1SeTCA XeMUTIOMUHECLIEHTHBIM MMMYHOaHa/IM30M Ha
MuKpouacTuuax (CMIA) gna KauecTBEHHOrO onpefesieHnst aHTuTen
(1M n I1gG) K Treponema pallidum (TP) B CbIBOPOTKE W MNsasve
KPOBM YesioBeka Ha aHanm3atope Alinity i.

TecT ¢ ncnonb3osaHuem Syphilis TP PeareHTbl (Alinity i Syphilis TP
Reagent Kit) npuMeHseTcs B KauecTBe BCOMOraTe/IbHOro cpefcTsa
[NarHOCTUKM UH(EKLMN cumnamca n B Ka4ecTBe CKPUHMHIOBOIO
TecTa € Lefbio NpeaynpexaeHnsa nepefadn MHGEKUMN Treponema
pallidum peLuMnMeHTam KpoBW, ee KOMMOHEHTOB, a TakkKe KeToK,
TKaHeln 1 OpraHoB.

| KPATKOE OMUCAHWE TECTA

Bo3byautenem cudumnmca sBasieTcs MHGeKLUmMs, 0bycnoBeHHas
bakTepueli TP, nepefaBaemMas OT MaTepy M/o4y Wi MpY NOMOBOM
KOHTaKTe. 3aboneBaHne MOXET MnepeliTy B TaTEHTHYO ¢hasy,

B KOTOPOVi KNMHWUYECKOe BbISB/EHME CU(NINCA HEBO3MOXHO.

B HacToslLLee Bpems CeposiorMyeckmne nccnefoBaHms
(cneumdimyeckue K TP 1 He oTHocsAWwmecs K TP) sBnstoTca
OCHOBHbIM METOLOM AMarHOCTUKWN U KOHTPOSIS NIeYeHnst cucunmca,
Hapsifly ¢ KIMHUYECKUMU JaHHbIMU NauueHTa.

TecT ¢ ncnonb3osaHuem Syphilis TP PeareHTbl (Alinity i Syphilis TP
Reagent Kit) Taroke NpUMeHSETCS /1 Ka4eCTBEHHOro OnpeaeneHns
aHTUTEN K Treponema pallidum (TP) B CbIBOPOTKE W M/ia3Me KpoBU
yenioseka, 3abpaHHbIX NOCMEPTHO (NOCc/e OCTaHOBKWU cepALa), Ha
aHanunsatope Alinity i.

| BMONOTMYECKME NPUHLMMbLI MPOLIEAYPbI

[JaHHbIli TeCT SIBNSETCH ABYXCTYMEHYaTbiM UMMyHOaHaIM30M

[Nl KQYECTBEHHOr O onpejeneHns aHTuTen K TP B CbIBOPOTKe

W nna3mMe KpoBW YenoBeka Ha OCHOBE TEXHOMOMu
XEMUTIOMUHECLIEHTHOrO MMMYHOaHa/IM3a Ha MUKPoYacTULIax
(CMIA).

CMeLLmBatoTCa U MHKYOMpYHoTes ob6paseL, MUKPOYacTULibl,
CEeHCUBUN3NPOBaHHbIE PEKOMOMHAHTHBLIMU aHTUreHamu TP
(TpN15, TpN17 n TpN47), v auntoeHT TecTa. AHTUTeNna K TR
npucyTCTBYIOLLME B 06pasLe, CBA3bIBAIOTCSA C MUKpoYacTmLamMu,
CeHenbunM3npoBaHHbIiMK TP. Tocne NpoMbIBKK A1 06pa3oBaHUs
peaKLMOHHOM cMecy 06aBNsSeTcs akpUANH-MeYeHbI KOHboraT
aHTUTen K 1gG 1 1M yenoseka, cMecb UHKy6upyeTcs. Mocne umkna
NPOMBIBKN K peaKLMOHHOW cMecy [06aBnsatoTca npe-Tpurrep v
Tpurrep.

Monyyaemasi B pesysibTaTe XeMUTIOMUHECLIEHTHaA peakums
M3MepsIeTCs B OTHOCUTENbHBIX CBETOBLIX eAnHmuax (RLU). Mexay
KOMNYeCTBOM aHTUTeN K TP B 06pasue 1 RLU, aeTeKT1poBaHHbIMN
OMTVIKOI CUCTEMBI, CYLLECTBYET npsmMas 3aBUCUMOCTb.

Hannuve wm otcyTcTBue aHTUTeNn K TP B 06pasLe onpeaensieTcs
METOAOM cpaBHeHust RLU XeMUIIOMUHECLIEHTHOIO CUrHana

B peakuuu 1 Noporosoro 3HaveHns RLU, onpegensiemoro no
[eCTBYHOLLEN KanMbpoBKe.
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Syphilis
07P60
G76306R03

B7P60R

1~ 07P6022
[iiF] 07P6032

Moapo6HYI0 MHAOPMALIMIO O CUCTEME U TEXHOMOMMM aHann3a cMm. B
PykoBoacTse no akcnnyatauum Alinity ci-series. Pasgen 3.

| PEATEHTBI

Cofiep>knmoe Habopa

Syphilis TP PeareHTbl (Alinity i Syphilis TP Reagent Kit) 07P60
MPUMEYAHWME: HekoTopble (hacoBKM AOCTYMHbI He BO BCEX CTpaHax.
O6paTuTEeCh K BalLleMy MECTHOMY AUCTPUOBLIOTOPY.

06bem (ML), ykasaHHbIA B TabmLe HKe, 0603HaYaeT 06BEM Ha
KapTPUIDK.

07P6022 07P6032
Konnyectso TecToB B 100 600
KapTpumKe
Konunyectso 2 2
KapTpumkeli B Habope
KonnyecTBo TecToB B 200 1200
Habope
IMICROPARTICLES | 4.2 mL 16.8 mL
ICONJUGATE 1 4.2 mL 163 mL
JASSAY DILUENT 1 59 mL 28.7 mL

IMicROPABTICLES| MwuKpoyacTuLbl, CEHCUOUTN3MPOBaHHbIE
aHTureHom TP (E. con, peKoMOUHaHTHbIN), B HEPES-6ydepe ¢
AeTepreHToM. MnHMManbHan KoHueHTpaums: 0.08% Teepaoro
BellecTBa. KoHcepBaHTbI: a3uf HaTpyst U MPOTUBOMUKPOGHbIE
npenaparbl.

aKpUAVIH-MeYeHbIN KOHBLIOTaT MbILLMHBIX aHTUTeN

K 1gG/1gM yenoseka B MES-6yepe ¢ npoTerHoBbIM (ObI4blM)
cTabunmn3aTopom. MnHMManbHas KOHUeHTpaums: (aHTu-1gG)

26.6 ng/mL / (aHT-1aM) 1.34 ng/mL. KoHcepBaHTbI: a3uf, HaTpus 1
NPOTUBOMUKPOGHbIE MpenapaTsbl.

lconjugate]

lassay piLuenT | syphills TP Assay Diluent, cogepxatmii MES-
6yep ¢ petepreHTom. KoHcepsaHTbl: ProCrin 950 u apyrue
NPOTVBOMMKPOGHbIe Npernaparbl.

MpepynpeAsgeHnsa u Mmepbl NPefocTopoACHOCTU

e [InA AMarHOCTUKW In Vitro
MepbI NpejoCTOPO3KHOCTH

BHVIMAHWE: [aHHbI NpoayKT npegnonaraeT paboTy ¢
obpasuamu, Mnosty4eHHbIMU OT YesioBeKa. PeKoMeHayeTCst cumTaTb
BCe MaTepuasibl, MoslydeHHbIe OT Ye/lIoBeKa, NOTeHLMaIbHO
VH(EKLMOHHBIMU 1 06paLLaThes ¢ HAMW B COOTBETCTBUU

co CTaH4apToOM Mo 06paLleHnio C reMOKOHTaKTHBIMA
natoreHamu, paspaboTaHHbIM YnipasneHvem CLUA o oxpaHe
Tpy4a v NpombILIeHHON rurveHe (OSHA). Mpu pa6oTe ¢
maTepvianamu, CogepalMm Ui NpeanosioKUTENIbHO
cofepXKalmmm HMEKUMOHHbBIE areHTbl, cefyeT cobmoaaTh
npasmia 61MOMOrMYecKon 6e30MacHOCTK, YPOoBEHb 2, WK apyrue
COOTBETCTBYIOLLYVE NpaBuna 6ronornyeckoli 6e3onacHOCTU®
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Cnepytolme npefynpexaeHus U Mepbl NPeLoCTOPOXHOCTU
OTHOCATCA K |* say dituent |

NPEAYNPEXAEHWE  CoaepXWT NOMM3TUNEHT/TMKOSb
okTotheHmN agmp (Triton X-100) m
METWIN30TUA30/0H.

H317 MOXeT BbI3bIBaTb aniepruyeckyro
KOXHYIO peaKLimio.

H319 BbI3bIBaET Cepbe3HOe pasgpaxkeHne rnas.

H316* BbI3bIBAET NIerkoe pasfapakeHne KoXu.

MpepoTBpatyeHne

P261 M36eraTb BAbIXaHUA TyMaHa/napos/
aspo30/eil.

P264 Mocne paboTbl TLATENbHO BbIMbITL PYKU.

P272 He BbIHOCUTbL 3arpsi3HeHHYO oAexay
paboyero mMecTa.

P280 Monb30BaThCA 3AUMTHLIMM NepyaTkamn/
3alLMTHON ofexaoii/cpescTBaMy 3almThbI
rnas.

PearvposaHue

P305+P351+P338 MPU NONALAHUW B TNTA3A: OCTOPOXHO
NPOMbITb BOAOW B TEUEHME HECKOSbKMX
MUHYT. CHATb KOHTaKTHbIE /IMH3bI, ecin
Bbl UMW MOJIb3YETECH U €CIN 3TO JIErKO
cenatb. MpoAo/MKNTL NPOMbIBaHWE [/1as3.

P337+P313 Ecnu pasgpaxeHune rna3 He NpoxoauT:
06paTuTLCA K Bpady.

P302+P352 MPU NONALAHN HA KOXXY: MpoMbITb
60/bLLMM KONNYECTBOM BOAbI.

P333+P313 Mpn pasapakeHnn KoXxu Win nosisneHnmn
cbinun: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpAsHeHHYI0 ofexay u
BbICTUPATL €€ nepes UCMOo/b30BaHNEM.

Ytunnsaumsa

P501 YTunuampyiite copepxmmoe/KoHTeliHep B

COOTBETCTBUN C CaHUTapPHbIMX HOpMamMn

P® (CaHMunH 2.1.7.2790-10 ot 09.12.2010).

* He NpyMEHUMO Ha TeppuTopumn AeincTemsA PernameHTa EC

1272/2008 (CLP)

Cnegyolve nNpeaynpexaeHns 1 Mepbl NpesoCTOPOXKHOCTY

OTHOCATCA K Inicroparticles |

[conjugate |

NPEAYNPEXAEHNE  CofiepXWUT NOMMSTUNEHT/TMKOMNb
okTuneHun atup (Triton X-405) v a3ug,
HaTpus.

H319 BbI3bIBaET cepbe3HOe pasfpaxeHune rnas.

H316* BbI3bIBAET NIErKoe pasgparkeHne KOXu.

EUHO032 Mpy KOHTaKTe ¢ KWCoTamm obpasyeTcs
BbICOKOTOKCUYHbIN ra3.

MpepoTtBpatyeHne

P280 Monb30BaThesA 3alUMTHLIMK NepyaTkamun/
3alLMTHONM oAexXaon/cpeAcTBaMU 3aLLmUThbI
rnas.

P264 Mocne paboTbl TWATENBHO BbIMbITL PYKM.
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PearupoaHue §/p
P305+P351+P338 MNP MONALAHUWN B TTDKs 7 T
NpOMbITb BOZOW B TeYeHVe )T/
MUHYT. CHATb KOHTaKTHbIE JINK
Bbl MM MO/b3YeTecb U ecnm aTh
caenatb. Mpofo/mknTb NpoMbIBaHNe
P337+P313 Ecnu pasgpaxeHue rnas He NpoxoakK
O6paTUTLCS K Bpady.
P332+P313* Mpn pasapaskeHNn KOXU Wi NOSIBNEHNN
cbinun: O6paTUTLCA K Bpauy.
Ytunnsaums
P501 YTUM3NPYiiTe COAEPXKUMOe/KOHTERHep B

COOTBETCTBUW C CaHUTAPHbLIMU HOpPMamm
P® (CaHMunH 2.1.7.2790-10 ot 09.12.2010).

e He npvmeHVMO Ha TeppuTopun felicTeus PernameHTa EC
1272/2008 (CLP).

MacnopTa 6e30nacHOCTW AOCTYMHbI Ha caliTe
www.abbottdiagnostics.com i y MecTHOro npescTaBUTeNs.
Mofpo6HYH0 MH(hopMaLMIO 0 HEOBXOAMMBIX Mepax
NpefoCcTOPOXHOCTY MpU paboTe C aHaIM3aTopoM CM. B
PykoBoacTse no akcnnayataumm Alinity ci-series, Pasgen 8.

O6palleHue ¢ peareHTamu

Mocne monyyeHysi Habopa PacronoXmTe HEBCKPbITYHO KOPOOKY
3e/1eHOl MOMOCOl CBEpPXY WM akKypaTHO nepeBepHUTe K cebe
1 oT ceba (Ha 180 rpaaycoB) 5 pas, 3aTeM pacronioxuTe
KOPOOKY 3e/1eHOI NOJIOCO CHU3Y U CHOBAa MepeBepHUTe
K cebe 1 oT ceba (Ha 180 rpagycos) 5 pas. B pesynbTarte
XWAKOCTb OyfeT paBHOMEPHO pacrnpefiefieHa No BHyTPeHHeN
NOBEPXHOCTUN (H/TaKOHOB, HAXOAALLMXCS BHYTPU KapTpumpka. Mpn
TPaHCNOPTMPOBKE peareHToB MMKPOYacTULbl MOTYT OCECTb Ha
MeMOpaHy KpbILLKW peareHTa.
MocTaBbTe OTMETKY Ha YNakoBKe peareHTa, 03HauatoLLyto,
4TO OHa bblia nepeBepHyTa B COOTBETCTBUM C
VHCTPYKLMAMM.
Mocne nepeMeLuMBaHNA U Nepes 1CMNoNb30BaHMEM OCTaBbTe
KapTPUMK peareHTa Ha 1 yac B BEPTVIKa/IbHOM MOIOKEHNN [0
MCYE3HOBEHNS MY3bIPbKOB, KOTOPble MOrM 06pa30BaThbCA Mpu
nepemeLLVBaHNM.
Ecnmn KapTpumpk peareHTa ONpoKUHYCS, NpyBeauTe ero
B BEpPTMKa/IbHOE MOMOXEHVe M OcTaBbTe Ha 1 yac Ao
MCYE3HOBEHVS MY3bIPbKOB, KOTOPble MO/ 06Pa30BaThCA.
PeareHTbl NogBepkeHbl (HOPMMPOBaHMIO MNEHbI U My3bIPbLKOB.
My3bIpbKN B peareHTe MOryT MOMeLLaTb ONpeaeeHno
YPOBHS peareHTa B KapTpumpke 1 NpMBECTU K HEAOCTATOYHOW
acnupaumun peareHTa, KOTopas MOXeT 3HauYMTeNlbHO B/MSTL Ha
NpaBUIbLHOCTb Pe3y/bTaToB.

Moapo6HyYH0 MHGopMaLMio 06 obpalLeHUn ¢ peareHTaMn npu
paboTe ¢ aHanM3aTopoM CM. B PyKoBOACTBe MO 3KCryaTaumm

Alinity ci-series. Pasgen 7.

XpaHeHue peareHToB

Makc.
Temneparypa Bpems [ononHutenbHble
XpaHeHws XPaHEHV  VHCTPYKLMM MO XPaHEHWIO
HeBckpbiThlii 2 8'C o XpaHuTe B BEPTUKa/IbHOM
KapTpuaK OKOHYaHNSA MOJIOXKEHUN.
Cpoka Ecnn kapTpumk xpaHusics
FOAHOCTN  He BepPTUKa/IbHO,
aKKypaTHO nepeBepHUTe
KapTpmmpk 10 pas u
nepeg 1cnosb3oBaHneM
ocTaBbTe Ha 1uvac
B BEPTUKa/IbHOM
MOJIOKEHWN.
Ha 6opty Temnepatypa 30 gHeli

B CUCTEME
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Jile] XpaHuTe B BEPTUKa/IbHOM

OKOHYaHVIS1  MOMOXEHNN.
Ecnu KapTpumK xpaHuncs
He BepTUKa/IbHO,
YTUAM3UPYITE KapTPUIDK.
He ucnonbayiite
MOBTOPHO KPbILLKA
peareHTa U3roToBuTeNs
W 3aMeHsieMble
KPbILLKX BBUAY pycKa
KOHTammHaLmn n
BO3MOXXHOCTY HapyLLEeHNs
paboumx xapaKTepuUCcTUK
peareHTa.

PeareHTbl MOXXHO XpaHWUTb Kak Ha 60pTy CUCTEMbI, Tak U BHe

ee. lNocne n3BneYeHNa peareHToB U3 CUCTEMbI XpaHUTe WX B
BEPTUKA/IbHOM MOMOXEHUWN C HAAETLIMUA HOBbIMA 3aMeHSEMbIMU
KpblIlWKaMy npu Temnepatype 2 - 8'C. PeareHTbl, XpaHsLLmecs

BHE CMCTEMbI, PEKOMEHAYETCS XPaHUTb B (habpuyHbIX /IOTKaX W
ynakoBKax [y1f 06ecreyeHnss BEPTUKAIbHOIO MOSIOKEHNS.
Mofpo6HY0 MHGOPMALMIO O BbIFPY3KE peareHToB M3 CUCTEMbI CM. B
PykoBoacTBe no akcnayatauum Alinity ci-series. Pasgen 5.
Nokasartenu nopuun peareHTos

OwmnbKa KaIMOPOBKM WM BbIXOA, 3HAUEHNSI KOHTPONA 3a Mpeaessbl
[mana3oHa AonyCTUMbIX 3HAYeHW MOXET CBUAETENLCTBOBATL O
nopye peareHToB. Pe3ynbTaTbl COOTBETCTBYIOLLMX TECTOB CNeayeT
cunTaTh HEBEPHBIMK, 06pasLbl [OMKHBI ObITb NPOTECTUPOBAHDI
NoBTOPHO. MOXeT MoTpeboBaTLCA MOBTOPHAsA Ka/Mbposka TecTa.
WHdopmaupmio 06 ycTpaHeHUM HencnpaBHOCTEN cM. B PykoBoaCTBe
no akcnnyataumn Alinity ci-series. Pazgen 10.

I MPOLEAYPA PABOTbl HA AHANTN3ATOPE
Heob6xoammo ycTaHoBUTL chaiin TecTa Alinity i Syphilis TP nepeg
npoBefeHNeM TecTa Ha aHanm3saTope Alinity i.

MofpobHyo MHGopMaLmo 06 ycTaHOBKe (halina TecTa, MpocMoTpe
1 pefakTypoBaHUM napamMeTpoB aHanusa cM. B PykoBoacTBe Mo
aKcnnyartauum Alinity ci-series. Pasgen 2.

WHdopmMaumio 0 BbiBOAe Ha neyaTb NapaMeTpoB aHaim3a CM. B
PykoBoacTse no akcnyaTaumm Alinity ci-series, Pasgen 5.

MogpobHoe onvcaHwWe npouesyp paboTbl C CUCTEMOA CM. B
PykoBoacTse no akcnnyaTauum Alinity ci-series.

| CEOP OBPA3LA M NOATOTOBKA K AHAIN3Y

Tunbl o6pasLos
MepeuncneHHble HUXEe TUMbI 06pa3LIB 6bUM BepUMNLMPOBaHbI Ha
NPUroAHOCTb K UCMO/b30BaHUIO B JAHHOM TecTe.

[Lpyrve Tunbl 06pasLoB 1 NPoGUPOK A5t coopa 06pa3LoB He BbUn
BEPUPULIMPOBAHBI Ha NPUIOAHOCTL K UCMO/b30BaHNIO B JAHHOM
TecTe.

Tunbl 06pasLoB
CbIBOPOTKa KpoBY

Mpobuvpkn ans cbopa o06pasLoB
CbIBOPOTKa KpPOBM

CbIBOPOTKA KPOBY C
pas3fenuTenbHbIM renem
Kanvesasa conb EDTA

Jvtuii renapvH

Hatpuii renapvH

LunTpaT Hatpus

CPD (H TecTupoBanucb B
Poccum)

Mna3ma Kposu

e KnaKve aHTVKOary/sHTbI MOTYT jaBaTb 3((EKT Pa3BefieHNs], YTo
MOXET MPYBECTN K 3aHWKEHHBIM 3HAYEHVSIM KOHLEHTpaLWii B
OTAeMbHbIX 06pa3Lax NauneHToB.
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e B TecTe MOXHO vccneaoBaTh 06pasLbl TPYMHOW KpoBY -
CbIBOPOTKW W M/1a3Mbl KPOBY; CredyiiTe 06LLENPUHATLIM
cTaHAapTaM W/Win MHCTPYKUMSM MO cO0py, XPaHEHWIO 1
obpalleHno ¢ obpasuamu.

e Pabouvie xapaKTepUCTUKM TecTa GblIM yCTaHOBNEHbI Mpn
MCNob30BaHUM 06pa3LoB TPYMHoO Kposu (06pasybl,
3abpaHHble MOCMEPTHO, NOC/e 0CTaHOBKW CepALa), cobpaHHbIX
[0 215 vacoB nocne cmepTu. Paboune xapakTepucTUKK TecTa
6bUIM YCTaHOB/EHBI MPY UCMOMb30BaHMM 50 oboratleHHbIX 1 50
HeoG6oralleHHbIX 06pa3sLLoB TPYMHON KPoBU®

e Banvpaumsa mccnefosaHus He 6blia NpoBegeHa A/ 06pasLos
TPYMNHOIA KPOBY C pa3BefileHHON Ma3mMoi KpoBW B pesy/bTare
TpaHchy3nM KPoBY WM pacTBOPOB KOIIouAos o6bemom > 2000
M/, MPOBefAEHHbIX B TeveHue 48 yacos nepef cbopom obpasLa,
WM pacTBOPOB KPUCT/I0MA0B 06beMoM > 2000 mn B TeuveHve
1 yaca nepef c6opomM o6pasuia (m Nboi KOMOUHaLMN 13
BblLLENEPEUNCIEHHBIX MPOLEaYP).

e [lna aHanm3aTopa He NpefycMOTpeHa onumus BeputrKaLmm
TUMOB UCMO/b3yeMblX 06pasLioB. B 06d3aHHOCTM onepaTopa
CUCTEMbI BXOAWT NPOBEPKa MPaBUIbHOCTU YKasaHUA TUMOB
06pasLioB, MCMosb3yembIX B TECTE.

CocTosiHVe 06pasLoB
e He ucnonb3yiite:
- 06pasLibl, MHAKTVMBMPOBaHHbIE HArpeBaHUEM
CWUMBHO FeMOM3NPOBaHHbIE 06pasLibl
06pasLbl ¢ SBHOM MUKPOGHOWM KOHTaMuHaumer
e YT06bl NOMYYNTL NPaBUNbHbIE Pe3y/bTaTbl, 06pasLibl
CbIBOPOTKM 1 MNa3Mbl KPOBUW CrieflyeT OTAe/MTb OT (UBprHa,
3pUTPOLMTOB U APYrvX TBEpAbIX YacTuL, O6pasLbl CbIBOPOTKY
KPOBM NaLMEHTOB, MOJyHaKOLLMX aHTUKOAry SLMOHHYIO Wi
TPOMGOMMTUYECKYHO Tepanuio, MOTyT COAepXaTb (MEpVH B
pesynbTaTe HE3aKOHYEHHOr0 06Pa30BaHMWs CryCTKOB.
* PeKoMeHayeTcst 1CMO/b30BaHWE Of|HOPA30BbIX MUMNETOK
1 HAKOHEYHWKOB /151 NNETOK 1A NPeAoTBpaLLeHNst
NepeKPECcTHON KOHTaMUHALMW.

MNMoarotoBka K aHanmsy

e CnepyiiTe MHCTPYKUMSM U3rOTOBUTENS MPOBUPOK Anst cbopa
06pa3LoB. Mpy NoarotoBke 06pasLoB K TECTUPOBaHMIO
rpaBMTaLMOHHOIO pas3feneHnst HefoCTaTouHO.

e B o6pa3suax He AO/MKHO GbITb Ny3bIPLKOB. YaanmTe ny3bipbki
annaMKaTopom [0 Havana TecTMpoBaHua. Vicnonb3yiTe
HOBbIIA anNMIMKaToOp ANA Kaxkaoro ob6pasua, YTobbl N3bexaTb
NepeKpecTHON KOHTamMMHaLmK.

[N nonyyeHNs COrnacoBaHHbIX Pe3y/bTaToB PeKOMeHAyeTcs

NPOBOAWTL MOBTOPHOE LieHTPUyrMpoBaHve 06pasLIoB nepes

TecT1poBaHVeM, ecin

e OHW cofepxaT (MOPUH, SpUTPOLMTBLI WM Apyrve TBepAble
4acTuLbl

e TpebyeTcs MOBTOPHOE WCCeAoBaHwMe,

MPUMEYAHWME: Ecnn o6pasupl cogepxat GuopuH, 3puTpoLuThbI

Wn Apyrvie TBepAple YacTuLbl, NepemMeLlariTe UX Ha BOpTekce

Ha HU3KOW CKOpOCTW Wn nepeBepHyB 10 pa3 nepes MoBTOPHbIM

LieHTPUEyrMpoBaHyeM.

MoAroToBbTE 3aMOPOXEHHbIE 06pasLbl CreaytoLWwmMM 06pasom:

e [epep nepemelLyBaHVEM 3aMOPOXeHHble 06pasLibl HE06X0AMMO
MO/HOCTBIO Pa3MOpPO3UTb.

e TwarenbHO NepemMeLLaiTe pa3MOPOXKeHHble 06pasLibl Ha
BOPTEKCe Ha HW3KO/ CKOPOCTU WM aKKypaTHO nepeBepHYB
npo6bupkm 10 pas.

e BusyanbHo npoBepbTe 0bpasubl. Ecnn HabnogaeTcs
paccnoeHve Wi cTpaTudmKalys, NoBTopsiiTe NepemMeLIMBaHue
[0 Tex nop, Noka 06pasLibl He CTaHyT BM3yaslbHO OAHOPOAHbLIMM.
HepocTaTouHoe nepemellBaHne 06pa3LioB MOXET NPUBECTU K
MO/YYEHMI0 HETOUHBIX Pe3y/bTaToB.

e PekomeHZyeTCsi NPOBOAWTL MOBTOPHOE LiEHTPUAYrpoBaHyie
06pa3sLoB.
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MoaroToBbTe 06pa3Libl TPYMHON KPOBU CNeAyHoLMM 06pa3oMm:

» [locne NepByYHOIO LIEHTPUMYTMPOBaHUS NPOBEAUTE MOBTOPHOE
LeHTpUYrmpoBaHe, Kak yKasaHo HIKe.

e Ecnu o6pasubl He 6bUTM McCefoBaHbl HEMOCPEeACTBEHHO Moce
NepBMYHOTO LIEHTPUMYTMPOBaHS, PEKOMEHYETCS OTAEMTb
CyrepHaTaHT OT CrycTKOB, 3pUTPOLMTOB WK pa3fe/IMTe/IbHOro
rena nepeq fanbHeMWNM 1ccnefoBaHUEM.

MoBTOpPHOE LIEHTPUYrpoBaHre 06pa3LioB

e [MomecTuTe 06pasLbl B LEHTPU(Y>KHbIE NPOOUPKM 1
LieHTpucyrmpyiite He MeHee 100 000 A-MUHYT.

e [puMepbl NpUEMNEMbIX 3HaYEHUI BPEMEHWN U CWSbl
npefcTas/ieHbl B TabnuLe Huke.

Bpemsi LeHTpUdyrmposaHmsa paccCunTLIBAETCA Ha OCHOBE
3HaueHWii RCF no chopmyre:

MuHUManbHoe Bpems KOO 000 A-MuHYT
LeHTpUQYyrmpoBaHna (MUHyTbI) = RCE
Bpems noBTOpHOro
LieHTpUdyrMpoBaHmns
(MUHYTBI) RCF (x g) g-MUHYTbI
10 10 000 100 000
20 5000 100 000
40 2500 100 000
RCF =112 X (rpm/1000)2
RCF OTHOCUTENbHAS LIEHTPOGEXHAs CUNa, BO3HUKAIOLLASA
npy LeHTPUAYrMpoBaHn.
rpT CKOpoCTb BpalleHus (060pOTOB B MUHYTY)

poTOpa, B KOTOPOM PacronoxeHbl 06pasubl (rpT
00bI4HO 0603HaYaeTCA Ha LM(POBOM UHAMKATOPe
LieHTpuUdyrn).

Bpewms OTCUeT BpeMeHU MPOUCXOAUT C MOMEHTa
LEeHTpUY-  gocTuKeHMs poTopom Tpebyemoii RCF wm rpT o
rMpoBaHUA - Hayana CHUXXEHUS CKOPOCTMU.

famax - Pagunyc potopa B MunnumeTpax. NMPUMEYAHVIE:
Ecnu ucnonb3ytoTes cneumasnbHble fepxartenn
NpPoBUPOK (Hanpuvep, AepXxartenu, He yKasaHHble
npou3BoAnTeNeM LEHTPUYrK), To cneayeT U3MepuTb
3HayeHWe paguyca B MUIIMMETpax (rTax) BpyyHyto
u paccumtatb RCF.

EAvMHMLA n3MepeHns, npeacTasnsiowas

coboii npomsseseHve RCF (x O) v BpemeHu
LieHTpUQYrmpoBaHns (B MUHYTaXx).

LO-MUHYTbI 1

e [nsA TecTMpoBaHUs NOMeCTUTE OUMLLEHHbI 06paseL, B
yalleuky Ans 06pa3LoB WM BTOPUYHYIO NPOGUPKY. Ecnm nocne
LeHTPUyrpoBaHusl B 06pasLie NpUCyTCTBYET MMMAHBIV
C/oiA, NepeHecuTe B Yallieuky /19 06pasLoB Wi BTOPUYHYIO
NPO6UPKY TOMBbKO OUMLLEHHBIV 06paseLl;, 6e3 IMNeMUYECKOro
matepuana.

XpaHeHue o6pasLoB

Makc.
Bpems
Tvn o6pasia Temnepatypa  xpaHeHust CrieLmasibHbIe MHCTPYKLIAM
CbiBOpoTKAa  KoMHaTHast 72 vaca  Ecnu uccneaosaHue
KpOBY Temnepartypa oTKNafblBaeTcs, cnemyet
OTfeNMTb 06pasLbl
CbIBOPOTKMN KPOBM OT
CrYCTKOB, 3pUTPOLTOB
W pa3fennTenbHOro
rens.
2-8C 7 oHei  Ecnn uccnefosaHue

OTK/aAbIBaeTCs, cnefyeT
OTAe/MTbL 06pasLibl
CbIBOPOTKM KPOBU OT
CrYCTKOB, 3pUTPOLTOB
WM pa3gennTeibHoro
rens.
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2-8C 30 oHeiA  Ecnn uccnegosaHune
OTK/IaAbIBaeTCs, cneayeT
OT/eNMTL 06pasLbl
nnasmbl KPOBU OT
CryCTKOB, 9pUTPOLMTOB
WM PasaenTebHOro
ress.

TpynHas
KpOBb

KomHaTHas
Temnepatypa
(15 - 30C)

1 neHb Ecnun o6pasubl He

6bUM UCCefoBaHbI
HenocpescTBEHHO

nocne nepByYHOro
LieHTpUdyrpoBaHms,
peKoMeHyeTCs OTAeNMTb
cynepHaTaHT oT
CryCTKOB, 3pUTPOLTOB
WM pasfenmTenbHOro
rens nepes AasibHenLWmnm
nccnesoBaHUeM.

2-8C 7 oHeli  Ecnn 06pasLbl He

6bUM MCCNeA0BaHbI
HenocpescTBEHHO

nocne nepByYHOro
LIeHTpYdyrpoBaHms,
peKoMeHyeTCs OTAeNMTb
cynepHaTaHT oT
CrYCTKOB, 3pUTPOLIMTOB
WM pasfennTenibHoro
rens nepeg AasibHenwnm
nccneaoBaHneMm.

Ecnu TpebyeTcs XpaHUTL 06pasLbl [o/blle MaKCUMasIbHOro
BpeMeHU XpaHeHVs npu TemnepaType 2 - 8'C, crieayeT oTAeUTb
CbIBOPOTKY WX M/1a3My KpPOBU OT CrYCTKOB, pa3fe/TeslbHOro rens
WM 3pUTPOLMTOB U XPaHUTb 06pasLibl B 3aMOPOXKEHHOM COCTOSIHUM.
M36eraiiTe MHOFOKPaTHbIX LK/IOB 3aMOPO3KW/Pa3MOpPO3KM.
KauecTBeHHbIX pasnunuunii gis 06pasLoB TPYMHON KpoBu
(HepeaKTUBHbIX WM 060ralleHHbIX peakTVBHbIX 06pa3LoB) nocne 3
LIMK/MOB 3aMOPO3KW/PasMopo3Ky, He Hab/iofaoch.

TpaHcnopTpoBKa 06pas3LoB
YnaKoBbIBaliTe 1 MapKupyiiTe 06pasLibl B COOTBETCTBUM C
rocyapcTBeHHbIMY, (pefepasbHbIMU Y MEXAYHapOAHbIMU

TpeGoBaHVSIMM MO TPAHCMOPTUPOBKE KIIMHUYECKUX 06pasLoB U1
VH(EKLIMOHHBIX BELLECTB.

I nPoLEAYPA

MpefocTtaBnsemble mMatepuanbl
07P60 Syphilis TP PeareHTbl (Alinity i Syphilis TP Reagent Kit)

Heobxoaumble, HO He npefocTasnaemMble Marepuanbl

e Alinity i Syphilis TP aiin TecTa

e 07P6001 Syphilis TP Kanu6patop (Alinity i Syphilis TP
Calibrator)

e 07P6010 Syphilis TP KoHTponbHble MaTepuanbl (Alinity i Syphilis
TP Controls) ww apyroli KOHTPO/bHbIA MaTepuan

e PactBop Tpurrepa (Alinity Trigger Solution)

e PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)

e KOHLEeHTprpoBaHHbI npoMbiBatolmii bydep (Alinity i-series
Concentrated Wash Buffer)
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cepyanax, HeobXoaMMbIX /151 PaboThbl
s PykoBoacTBe no akcnnyataumm Alinity ci-series,

0 MaTepuanax, HeoBXoAUMbIX AN NpoLeayp
W 0% S)MIo 06CY>KMBAHWSA, CM. B PyKOBO/ACTBE MO 3KCM/yaTauum
2% " series. Pasgen 9.

v I[,u,e,qypa aHanunsa
/npo6Hoe onucaHWe npoeaypbl NPoBeAeHNs TecTa CM. B

PykoBoacTee no akcnnyatauum Alinity ci-series. Pasgen 5.

e WHopmaumio 06 obecneveHnn AOCTATOMHOro o6bema obpasua
naumeHTa npy UCMosb30BaHUN MEPBUYHBIX WIN /IMKBOTHbIX
npo6upok cM. B PykoBoacTse o akcnyataumm Alinity ci-series,
Pa3spgen 4.

e YT0Obl MUHMN3NPOBATL 3EKTLI UCMapeHus, nepes,
npoBefeHneM TecTa y6eauTech, 4To B Yalleyke [/ 06pasLoB
NpYCyTCTBYET AOCTATOYHbI 06beM 06pas3Lia.

e MakcuMmaibHOe YMCN0 NMOBTOPOB M3 OAHOM Yalleykn A/ist
o6pasua: 10

MpropuTeTHbIE 06pasLbl:

o O6bem o6pasua 4n1a nposefeHVs nepsoro Tecta: 80 pL

" O6bem obpasua ans nposeaeHns KaXKa0ro
[IOMOMHUTENBHOMO TecTa M3 0AHON Yalleyky Ans obpasua:
30 pL

- S3 yacoB Ha 60pTy:

o O6bem o6pasua Ana nposeaeHUsi nepsoro Tecta: 150 pL

7 0bbem ob6pasua ona nposeaeHnsa KaXKaoro
[IOMONHNTENBHOMO TecTa M3 0AHON Yalleyuky Ans obpasua:
30 pL

>3 YyacoB Ha 6opTy:

» TpebyeTcs cBexasa a/MKBoTa obpasua.

e VHopmaumio 0 NoAroToBke W MUCMosb30BaHUN KaiMbpaTopos
M KOHTPO/el CM. B MHCTPYKLMM MO NpuvMeHeHuto K Syphilis TP
Kanunépatopam (Alinity | Syphilis TP Calibrator) v B MHCTpyKUMK
no npumeHeHnto K Syphilis TP KoHTposbHbIM MaTepuanam
(Alinity i Syphilis TP Controls).

e VHopmaumio 06 o6Lmx onepaumoHHbIX npoLeaypax cM. B
PykoBopacTBe no akcnayataumu Alinity ci-series, Pasgen 5.

e [Ina JOCTWKEHUS ONTUMasIbHBIX PaboUMX XapakTepUCTUK
Ba)KHO C/1efloBaThb CTaH4apPTHLIM NpoLefypam TEXHNYECKOro
06CNyXMBaHVSA B COOTBETCTBUM C PyKOBOACTBOM MO
aKcnnyartaumm Alinity ci-series, Pasgen 9. Ecin npasuna paboTbl
B Balleli nabopatopumn TpebytoT 6onee 4acToro TeXHNYECKOro
06CnyXMBaHUA, crefyiite NPUHATON NPaKTUKe.

Mpoueaypbl passefeHns o6pasLoB

Henb3a pa3soauTb 06pasLibl Npy UCcMonb3oBaHUM B TecTe Alinity i

Syphiiis TP.

Kannéposka

WHCTpyKUMKN 0 NpoBeaeHnn KasimbpoBKM CM. B PyKOBOACTBE MO

akcnnyatauum Alinity ci-series, Pasgen 5.

[na oueHKn KanmbposKy TecTa HeobXoAMMO MPOTECTUPOBATL BCe

KOHTPO/N.

Mocne MPUHATUA 1 COXPaHEHUS Pe3y/ibTaToB Ka/IMOPOBKM TecTa Bce

nocnegyoLime 06pasLibl MOXHO TeCTMPOBaTb 6e3 MpesBapuTeNbHON

Ka/IM6POBKK, KPOME Tex CrlyyaeB, Korpa:

e Vcnonb3yeTcs Habop peareHToB C HOBbIM HOMEPOM CepuMn.

e PesynbTaTbl exefHeBHOl NpoLeAypbl KOHTPOMA KavecTsa
HaxofAaTcA BHe CTAaTUCTUYECKN 060CHOBAHHOIO AuManasoHa
KOHTPO/IA Ka4yecTBa, MUCMO/b3yeMoro i1 MOHUTOPUHIa U
KOHTPO/IA paboumx XapaKTepUCTUK CUCTEMBI, KaK YKa3aHo B
pa3gene "Mpoueaypbl KOHTPOMSt KavecTBa" faHHOW MHCTPYKLMK
no NPUMEHEHUIO K peareHTy.

- Ecnm cTaTtucTnyeckn 060CHOBaHHbIV AMana3oH 3HayeHuiA

KOHTPO/IA HefJOCTYMEH, TO MEPUOA MeXY KasmbpoBKaMu He
[JomkeH npesbiwaTh 30 AHeN.
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MoxeT noTpeboBaTbCA MOBTOPHAs KasMBpoBKa TecTa nocne
npoLeaypbl TEXHUYECKOr0 0BCY>KMBaHNA OCHOBHbIX YacTel
CUCTEMbI WIN €e KOMIMOHEHTOB WK MOC/e MPOBEAEHNS CEPBUCHBIX
npoueayp.

[Mpouenypbl KOHTPONA KayecTsa

PekomeHayemble Tpe6oBaHWA MO KOHTPO/IO KayecTsa TecTa

Alinity | Syphilis TP 3aknouatoTcs B TECTUPOBaHUWN MO OLHOMY

KOHTPO/IO BCEX YPOBHEN KaxKable 24 yaca, TO eCTb Kaxable CyTKu

3KCnnyarauum.

JononHuTenbHble KOHTPOMN CNneayeT TeCTUPOBaTh B COOTBETCTBUM

C MECTHbIMM, rocyAapCTBEHHbIMM W/ (hefepasibHbIMM 3aKOHaMU

WM aKKpeaUTaLUMOHHbIMU TPeBoBaHSMM W MOMUTUKON KOHTPONA

KayecTBa Ballei naboparopum.

[ns nonyyeHns CTaTUCTUYECKN 0GOCHOBAHHOIO Amana3oHa

KOHTPO/IA Kevkfaas nabopaTopms [o/mMKHa ycTaHaB/MBaTb

COBCTBEHHbIE LiefieBble 3HAYeHWSI KOHLIEHTpauuii 1 ayanasoH

KOHLEHTPaLMIA /1 HOBbIX CEPUIA KOHTPOEN Ha KaXKAOM K/IMHWUYECKN

3HaYMMOM YPOBHE KOHLIEHTpauun. B xofe mccnefosaHns

npoBoauTCA He MeHee 20 NMOBTOPOB Ha MPOTSKEHUM HECKOBbKUX

(3 - 5) AHeli ¢ fasibHelALLM ONpeaeneHeM 0XUAAeMOoro cpesfHero

(LeneBoro) 3HayeHVs 1 BapuabenbHOCTN CPeHMX 3HAYeHWIA

(Aviana3oHa) B 1abopaTopum Ha OCHOBE MOJyHeHHbIX Pe3y/bTaToB.

YT06bl MONYYNTL penpe3eHTaTVBHbIE AaHHble A/ fanbHeliLuel

paboThbl CUCTEMBI, B JaHHOE MCCNefoBaHVe HEO6X0ANMO BK/IOUUTB

BO3MOXHbIE MPUUMHBI BapnabenbHOCTH:

e HecKo/bKO COXpaHeHHbIX Ka/IMbpoBOK

* PasHble cepun peareHTOB

* PasHble cepun KanmbpaTopos

e Pa3Hble aHaMTHYeCcKue Mogynm (ecniv NPYMEHNMO)

* PesynbTarbl, Nonyvyaemble B pasHoe Bpems CyTOK

WHhopmaumio wm obLume pekomeHaumm rno KOHTPO/O KayecTsa

CM, B OMNy6/MKOBaHHbLIX PYKOBOACTBAX, Hanp., B AOKyMeHTe C24-A3

MHCTUTYTa KNMHUYECKMX 1 nabopaTopHbIX cTaHaapToB (CLSI) wim B

Opyrvx ony6/IMKOBaHHbIX PYKOBOACTBAX.

e Ecnn npoueaypbl Ballein nabopatopun TpebytoT 6osee 4acToro
MOHWTOPUHIA KOHTPOASA KayecTBa, CefyiiTe NPUHATON NpakTuKe.

e Ecnu pesynbTaTbl KOHTPO/A KauyecTsa He COOTBETCTBYIOT
MPUHATLIM KPUTEPUAM, YCTaHOB/EHHbIM Balleil nabopaTopued,
3HaYeHNs pe3y/bTaToB TeCTMPOBaHMA 06pasLoB OT NauyeHToB
MOFyT 6bITb COMHUTENbHBLIMW, CrieflyiiTe MPUHATLIM Balleld
nabopaTopueli NpoLeaypam KOHTPOnsA kadvectsa. MoxeT
noTpe6oBaTLCA MOBTOPHasA Kambposka. VHpopmaumio
006 ycTpaHeHUM HewncnpaBHOCTel cM. B PykoBoacTBe Mo
akcnnyatauum Alinity ci-series, Pasgen 10.

e Tlocne 3arpyskvi B CUCTeMy HOBOW Cepun peareHTa win
KasmbpaTopa MpoBepbTe pesyrnbTaTbl KOHTPO/A KavecTsa U
KPUTEPUN NPUEMIEMOCTU.

PekoMeHgaunm no npoueaype KOHTPONS KavyecTBa

PexkomeHfaumn no npoueaypaM KOHTPOSs KavecTsa slabopaTtopum

cM. B "Basic QC Practices”. James O Westgard, PhD®

I'Iop,TBep>K,u,eH|/|e 3afaB/IEHHbIX XapaKTepucTmnkK Tecrta

MpoTOKObI A1 MOATBEPXKAEHNS 3aSAB/IEHHBIX B MHCTPYKLMN

no NPUMEHEHUIO XapaKTepUCTUK TecTa CM. B PyKOBOACTBE

no akcnnayataumm Alinity ci-series. Pasgen "MoarsepxaeHue

3as1B/IEHHbIX XapaKTepUCTUK TecTa".

I PE3YNILTATHI

Pacuet

AHanuzatop Alinity i paccunTbiBaeT pesynbTar 41 Tecta Alinity i
Syphilis TP Ha ocHoBe cooTHoLleHust RLU o6pasLa 1 noporosoro
RLU (S/CO) ans Kaxkaoro o6pasiia 1 KOHTPOSIS.

Moporosoe 3HauveHne RLU = Kannbpatop 1, cpegHee RLU x 0.20

Moporosoe 3HaveHWe RLU coxpaHsieTcsi nocne KaimbpoBKu O1si
KaXKOW cepun peareHTOoB.

S/CO = RLU o6pa3sua/Toporosoe 3HayeHne RUU



WHTepnpeTtaunsa pesynbTatos
Moporosoe 3HaveHWe cocTaBnseT 1.00 S/CO.

S/CO WHTepnpeTaums
<100 HepeakTuBHbIli
S 100 PeakTuBHBbIl
®narn

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOrYT COMPOBOXAATLCA
VHopmMauueli B none "®narn”, OnncaHue naros, KOTopble MOTyT
nosiB/IATLCSA B 3TOM MO/, CM. B PyKOBOACTBE MO 3KCniyataumm
Alinity ci-series, Pasgen 5.

I OrPAHNYEHWA NMPOLIEAYPBI

e TlonyyeHune NOXHO MOMOXKUTENbHBIX PE3Y/IbTATOB MOXHO
0XVAATb MPY 1CNOb30BaHMM NH06Oro Habopa peareHTOoB.
[lons NOXHO MONOXMTENbHbLIX Pe3y/bTaToB 3aBUCUT OT
crneymgmryHocTN Habopa peareHTOB, KauecTBa obpasua u
XapaKTepUCTVKN MCCreyeMOoi MonynsLvn.

e Ecnu pesynbTatbl TecTa Alinity i Syphilis TP He cooTBeTCTBYHOT
KIMHNYECKO KapTVHe, PeKoMeHAyeTCs NMpoBOAUTL
[ONOMHWTeNbHOe nccnefoBaHve A4S NOATBEPKAEHNA
pesynbTaToB.

e Hu ogvH U3 AMarHoCTUYECKMX TECTOB He rapaHTVpyeT Toro,
4To 06pasLibl He CofepPXaT HU3KYI KOHLEHTPaLMIO aHTUTeN K
TR yTO 6GbIBAET Ha paHHeN cTagun MHekumn. CnefoBaTensHo,
nonyyeHVe OTpMLIATENIbHOTO Pe3ynbTaTa He NCKYaeT
BO3MOXHOCTN MHMLMPOBaHUA cUUNNCOM. 1 MOCTaHOBKU

[MarHo3a MoXeT NoTpe6oBaTLCs AOMO/HUTEbHAS MH(OPMaLKS.

I CMELUNPUNYECKNE PABOYME
XAPAKTEPUCTUKN

B gaHHOM paspgene npefcTaBneHbl AaHHbIE MO Penpe3eHTaTUBHbIM
paboumm xapakTepucTUKaM. PesynbTaTbl, NOMyYeHHble B OTAENbHbIX
NabopaTopusX, MOTYT OT/IMYATLCA OT MPUBEAEHHDBIX JaHHbIX.

Ha aHannsatope Alinity i n cucteme ARCHITECT i System
MCMONb3YITCA OfHN N Te Xe peareHTbl N COOTHOLUEHMS obpa3ua/
peareHTa.

Ecnn He ykasaHo Apyroe, Bce UccnefoBaHUS MPOBOAWMIUCH Ha
aHanmsatope Alinity i.

BocnponssoanmocTtb

Bocnpon3soAMMOoCTb BHYTpK NlabopaTopum

Bbl10 NpoBegeHo uccnefoBaHe B COOTBETCTBUN C
pekomeHpaumamu gokymeHTa CLSI EPO5-A2. ViccneposaHue
npoBoAwnock ¢ ucnonb3osaHneM 3 cepuid Syphilis TP PeareHToB
(Alinity i Syphilis TP Reagent Kit), 3 cepuii Syphilis TP
Kanu6patopos (Alinity i Syphilis TP Calibrator), 3 cepuii Syphilis
TP KoHTposnbHbIX MaTepuanos (Alinity i Syphilis TP Controls) Ha 1
aHanu3arope. [iBa KOHTPonA 1 5 NaHenel pekanbLyHPOBaHHOM
nnasmMbl KPOBM YeNOBEKA UCCNEA0BAINCL HE MeHee YeM B 2
noBTopax 2 pasa B AeHb B TeueHue 20 aHeAN

BHyTpu cepun

(noBTOpsiemMocTb) BHyTpn na6opatopun (obuee)’
Kon- CpepHee CKO %kB
O6pasey, BO (s/co) CKO %KB (Avana3oH”) (AnanasoH")
Ol'p/l.a]'erl:i-bﬁ 359  0.03 0.003 9.9 0.004 121
KOHTDO'B (0.002 - 0.005)  (7.7-14.6)
oKL 3550 265 0.067 25 0.117 4.4
KOHTO'b (0.109-0.127) 4.2-47)
MebA 352 051 0014 28 0.022 43
(0.021 - 0.023) (3.9 - 4.6)
MHebLB 360 118  0.031 2.6 0.045 3.9
(0.043 - 0.048) (3.7-4.1)
MebC 352 3.38 0.149 4.4 0.180 5.3
(0.112 -0.267) (3.3-8.1)
MesLD 360 631  0.123 1.9 0.200 32
(0.189-0.221) (3.0 - 3.4)
MebE 360 008  0.007 87 0.007 95
(0.005-0.010)  (6.7-12.7)
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MunHUManbHoe U MakcuMasibHoe 3HavyeHuss CKO wim {Il_rL § s
K&KMION KOMOVHALWW CEpUM peareHTa v aHaimsatopa. = - $aA 0ugq I
~ Pe3ynbTaTbl UCCNEA0BAHUS CEPUN BbIXOAWM 3a Npejenbi™ ~ ~  a
YCTaHOB/IEHHOIO Anana3oHa. Ha ocHoBe pekomeHAaumii AokyXK w. ;} @
CLSI EPO5-A2 6bl10 npoBefieHO uccnefoBaHve ¢ 1CMo/b30BaH
3ameLLatoLLeli cepyn, pesynbTaTbl NpUBEAeHbI B Tabnvue. bes 16~ ® o

yyeTa pe3y/bTaToB A1 3aMeLlatoLLeli cepym, BOCMPOM3BOAMMOCTb
BHYTpY cepun (MOBTOPSEMOCTb) cocTaBmnia 5.6% KB, a
BOCMPOV3BOAUMOCTb BHYTpUY slabopaTopum (06LLast) coctaBuna 6.4%
KB.

cneunduyHoCTb

Bcero 6bu10 nccnefosaHo 5119 o6pasLoB OT AOHOPOB Kposu 1 531
06pasLoB OT rocnUTa/IN3NPOBaHHbIX MaLUEHTOB C UCMO/Mb30BaHNEM
TecTa Alinity i Syphilis TP. ViccnefoBaHre NpoBOAWIIOCH C
vcnonb3oBaHveM 3 Habopos Syphiiis TP PeareHTtoB (Alinity i
Syphilis TP Reagent Kit) u 1 cepumn Syphilis TP KannbpaTtopos
(Alinity i Syphilis TP Calibrator) n 1 cepun Syphilis TP KOHTpo/bHbIX
MaTepuasnioB (Alinity i Syphilis TP Controls) Ha 4 aHann3aTopax
Alinity i.

B cOOTBETCTBMM C MEPBUYHLIM Pe3ynibTaToM Bcero 3 obpasuia,
noslyyYeHHble OT JOHOPOB KPOBW, GbUN JIOXKHO PEaKTUBHLIMU.

Hn ogvH 13 MoBTP 06pa3uoB He Gbl1 NOATBEPKAEH Kak
MONOXUTENbHBIA MO pe3y/bTaTaM A0NONHWUTENBHOTO UCCNef0BaHUS.
H1 ogyH obpasel, OT rocnUTaIM3MPOBaHHbIX NaUMEHTOB He Obln
JIOKHO PEaKTUBHbLIM.

Alinity 1 Alinity i
Syphilis  Syphilis
TP TP Alinity i Kommepueckuii
NepsP MNoBTP Syphilis TP, TecT Ha cudunuc,
Kon- (% ot (% o1 cneuntuyHoOCTb'  cneunduyHOCTD'
Kateropus BO  06uWero)”™ o6uiero) (95%-i1 An) (95%-i1 An)
BHO,CD-QIB 5119 3 (0.06) 2 (0.04) 99.94% 99.98%
Kpoan (5116/5119) (5349/5350")
(99.83 - 99.99%)  (99.90- 100.00%)
,Lh-[n:l 2424 2 (0.08) 1 (0.04) 99.92% 99.96%
CbBOpOTKA (2422/2424) (2618/2619")
KoosiA (99.70 - 99.99%)  (99.79- 100.00%)
,Lh-[n:l EBVbl 2695 1(0.04) 1 (0.04) 99.96% 100.00%
Koosu (2694/2695) (2731/2731%)
(99.79- 100.00%)  (99.87- 100.00%)
rmwm 531 0 (0.00) 0 (0.00) 100.00% 100.00%
BeHbE (531/531") (523/523)
MeLYEHTb| (99.31 - 100.00%)  (99.30- 100.00%)

MNepBP = MNepBMYHO peaKTMBHbINA, MOBTP = MOBTOPHO peaKTVBHbI,
AW = [foBepuTenbHbIi UHTepBa

~ CrneumnyHOCTb Bblna paccymMTaHa Ha OCHOBE NepBUYHO
peaKTMBHbIX 06pa3sLoB.

A [lononHUTeSbHbIe McCefjoBaHHble 06pasLbl He ObUTN NepBUYHO
peaKTUBHLIMM.

YyBCTBUTENBHOCTb

Mpy aHanM3e NOATBEPXAEHHBIX UCTUHHO MOIOXMTENbHBIX 06Pa3LIoB
TecT Alinity i Syphilis TP npogeMoHCTpypoBan YyBCTBUTE/ILHOCTb
100.00%. Bbuno nccnefoBaHo 412 NONOKUTENbHLIX Ha CUNANC
06pa3uoB ¢ ncnonb3oBaHMeM 3 Habopos Syphilis TP PeareHToB
(Alinity i Syphilis TP Reagent Kit), 1 cepun Syphilis TP
Kannépatopos (Alinity i Syphilis TP Calibrator) un 1 cepun Syphilis
TP KoHTponbHbix MaTepuanos (Alinity i Syphilis TP Controls) Ha 2
aHanmsaTopax Alinity i. O6pasLbl 1ccnefoBanncbL B O4HOM MOBTOpeE.
Te e 412 NonoXuUTeNbHbIX Ha CUpUIMC 06pasLoB Bbun
ucenefoBaHbl C UCMO/b30BaHMEM KOMMEPYECKOro TecTa Ha
CUUANC U NPOAEMOHCTPUPOBANN YyBCTBUTENbHOCTL 100.00%.
O6pasLibl 1CCMNefoBa/INCL C UCMOMBb30BaHMEM 1 cepum
KOMMEPYECKOro Habopa peareHToB, KasmbpaTopoB U KOHTPO/el
Ana onpefeneHns cudunmca Ha 1 aHanmsarope. O6pasLibl
nceneoBainNcL B OAHOM MOBTOpE.

Abbott
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IO/Ty4eHHbIe OT NauMeHTOB C pas/INyHbIMM
*"4(MMM COCTOSHUAMM U 3a60M1EBaHNAMM, HE CBSA3aHHbLIMN
|'myeit cndmnuca, nccnenoBany Ha npeameT BO3MOXHOW

thepeHumm B TecTe ARCHITECT Syphilis TR
pasLoB, onpeaenieHHbIX Kak peakTuBHble B TecTe ARCHITECT

Syphilis TP 1 XeMUOMUHECLLEHTHOM UMMYHOaHaImM3e Ha
TpenoHemy (TP-CLIA), no pe3ynbTataM NOATBEPXAALOLLErO
TECTUPOBaHWA BbUIN onpefesnieHbl 60 Kak peakTuBHble (OTMEYEHbI
®B TabnuLe HWXKE), MM60 Kak HeonpeaeneHHble (OTMeYeHbl
B Tabnumue Huxke). MoATBepXaeHHasA peakTUBHOCTL 06pasLoB
He CTaNla HEOXWAAHHOCTBIO, MOCKO/bKY Y NMOCTaBLUMKa ObUn
3arpoLueHbl 06pasLpl ¢ 3afaHHLIMU MEAVNLIMHCKUMU COCTOSAHUSIMU,
1 MOCTaBLUMK He NpefocTaB/AaN pesy/bTaTbl NpefLecTByYoLWero
TeCTUPOBaHNA 3TUX 06Pa3Li0B Ha MH(EKLMIO crutunmca.
1 13 10 o6pa3uos kateropum "CMV 1gG", 1 13 10 o6pas3LoB
kateropum "HIV, 1 13 7 06pa3uos rpynnbl "MOHOKIOHa/IbHbIE
rvnep 19G", 1 u3 10 06pasLoB KaTeropum "AHTUTENA KE. coli"
(0TMeYeHbl B Tabnvue HWKe) 6bUn onpeseneHbl Kak peakTUBHbIE
B TecTe ARCHITECT Syphilis TP, HO He 6blv NOATBEPXAEHDI
[OpYryMn TPENOHEMHBbIMU WX HETPEMOHEMHbIMU TeCcTamu,
MCMONb30BaBLUMMUCA B ;AHHOM UCCIef0BaHUN.
1 n3 11 06pasLoB KaTeropum “"ToHopes" 1 2 13 6 06pasuos
kaTeropun "HTLV-N" (0OTMeYeHbl B Tabnumue Hke) Gbun
onpefeneHbl Kak peakTuBHble B TecTe ARCHITECT Syphilis TR
0[IHaKO NPOBEPUTb WX Npy nomoLun apyrux Tectos (TP-CLIA,
RPR, TP-PA, peakuus abcopbumn yopecumpyrowmx aHTUTen K
TpenoHeMe [FTA ABS]) He npeacTaBnsieTcA BO3MOXHbIM, MOCKO/bKY
06pasLibl ¢ JaHHbIMA MEAULMHCKUMWN COCTOSHUSMU SBNSOTCA
obpasuamu nnasmMbl KPOBU.
Kon-Bo peakTUBHbIX

pe3ynbTaTtoB B TecTe

KnuHmueckas kaTeropus Kon-so ARCHITEaS

Xnamugns 15 1®
1gG k yntomeranosupycy (CMV) 10 R

1AM k unTomeranosupycy (CMV) 10 1>
AyToaHTUTena K fByxuenovye4yHoit JHK 3 0

IgG k Bupycy dnwTeiiHa-bapp (EBV) 10 R

1M k Bupycy dnwTteiiHa-Bapp (EBV) 24 0
AuTuTena k Escherichia coli (£ COli) 10 R

FoHopes 11 1
HAVAB IgG 10 0
HBC IgM 4 0
Femoguanus 10 0

Bupyc renatuta A (HAV) 10 R

Bupyc renatuta B (HBV) 10 0

Bupyc renatuta C (HCV) 10 R

Bupyc npoctoro repneca (HSV) 10 1*
UYenoBeueckme aHTUTENA NPOTUB Mbl LW UHbLIX aHTUTEN 10 0

(HAMA)

Bupyc ummyHopaechuunta yenoseka (HIV) 10 1+
T-numdoTponHelii BUpyc yenoseka 1 (HTLV-1) 10 0

T-numcoTponHblii Bupyc 4yenoseka Il (HTLV-11) 6 2"
BakumMHupoBaHHble NPOTUB rpunna 20 0

Nentocnupos 6 0

IgM Kk Bo36yauTenio nenTocnuposa 5 0

BonesHb Naiima 10 0

MoHOKnoHanbHble runep IgG 7 R

AHTUHYKNneapHbie aHTuTena (ANA) 10 0

MNonuknoHaneHsie runep 1gG 3 0

BepemeHHble 90 0

PesmaToUAHbI thakTop 10 0

Rubella 1gG 10 0

CnucTemHan KpacHas BO/nYaHKa 10 0

196 « Toxoplasma gondii 12 0

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

Kon-Bo peakTUBHbIX
pe3ynbTaTtoB B TecTe

KnuHunyeckas kateropus Kon-so AHCH1LW'Syphilis TP

1gM « Toxoplasma gondii 3 0
MonyyaTenn TpaHcnnaHTarta 10 0
Bupyc BeTpsHO ocnbl 10 0
O6uee 409 13

®06pa3upbl 66U NpoBepeHbl B apyrux Tectax (TP-CLIA, RPR, TP-
PA, FTA-ABS) 1 noATBepXAeHbl Kak peakTUBHbIE,
e O6pasubl 6bm nNposepeHbl B Apyrux Tectax (TP-CLIA, RPR, TP-
PA, FTA-ABS) 1 He 6bU1 NOATBEPXKAEHbI Kak peaKTUBHbIE.
' O6pasLbl 6bUM OLeHEHbI KaK peakTuBHble B TecTe ARCHITECT
Syphilis TP, Ho He 6bU1 NpoBepeHbl B apyrux Tectax (TP-CLIA, RPR,
TP-PA, FTA-ABS) 13-3a OrpaHUYeHul, HaknaablBaeMbIX XapaKTepom
obpasua.

B TecTe TP-CLIA 06pas3ubl 6bUM OLeHEHbI Kak pPeaKTUBHbIE;
B TecTax TP-PA n FTA-ABS 06pa3sLibl 6bUn OLEHEHbI Kak
"HeonpeneneHHo".

NHTepgepeHuns

[aHHoe mnccnefoBaHne NpoBoaunock Ha cucteme ARCHITECT i
System.

MoTeHUManbHO MHTEPhEPUPYIOLLME 3HAOrEHHbIE BeLLecTBa
MoTeHuManbHaa nHTeptepeHLuus coctasuna < 0.40 S/CO
pasHuLpl 415 oTpuULaTeNbHbIX 06pasLoB 1 < 20% S/CO pasHULpl
151 peakTVBHbIX 06pa3Li0B MPY NMepPeUnCIEHHbIX HIDKE YPOBHSX
VHTepdepeHTa.

MoTeHyManLHo UHTeptepupyoLne

BeljecTBa KoHLeHTpauus nHTepthepeHTa

Tpurnuuepupasbl < 3000 mg/dL
Bunupy6uH <20 mg/dL
Benok <1l2g/dL

remorno6uH < 500 mg/dL

Abbott
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thopmart umcen:

e B kauecTBe pasgenvTens TbiCAY UCMONb3yeTcs npoben (Mpumep:
10 000 06pa3LoB).

e B KayecTBe pasgenuTens AecATUYHbIX 3HAKOB MCMOMb3yeTes
Touka (npumep: 3.12%).
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npumeHennio Syphilis TP PeareHTs! (Alinity i Syphilis TP Reagent Kit)

«/IOPTUPOBKA

pekomeHgyeTcs  TpaHcnopTupoBaTb Npu  TemnepaType 2-8°C B
/NN<OKOHTEHBpax 0iHOPA30BOro MO/b30BaHUS!, COAEPXKALLMX XNaf03IEMEHTbI, U
TepMOKOHTeﬁHean MHOrokparHoro npuMmeHeHna Cc aBTomMaTtnvyeckn
NoAAEPKMBAEMO TEMNEPATYpPOii UK B aBTopedpkepaTopax ¢ UCNOoMb30BaHUEM
TePMOHANKATOPOB. I/I3p,env|e ocTaeTcsa cTabubHbIM A0 OKOHYaHWA CPpOKa rogHoCTw,
yKa3aHHOro Ha ynakoske. [py TpaHCnopTUpOBaHUM C HapyLLeHWeM TemMrnepaTypHoro
pexuma nsgenve He MoASIEXMT NPUMEHEHWIO. TpaHCNOPTUPOBKa OCYLLECTBASETCA
BCEMW BUAaMN TpaHCropTa B KPbITbIX TPAHCMOPTHbLIX CPeACcTBax B COOTBETCTBUM C

npasunamu NepeBo3ky rpy3oB, AEMCTBYIOLLMMUN Ha KXXOOM BUAe TpaHcnopTa.
TAPAHTUMHBIE OBA3ATE/ILCTBA

Mpou3BOAMTENb FrapaHTVUPYET, YTO NPU NPaBU/ILHOM XPaHEHWUW 1 06PALLEHUN U3aenre
0CTaeTCs CTabUbHLIM 0 UCTEYEHUSI CPOKA FOAHOCTU. MaKcyMasibHbIi CPOK FOAHOCTU
MEAMLMHCKOTO WU3fenus He Gonee 12 MecsiueB C faTbl NpOM3BOACTBA. M3aenve,
XPaHUBLUEECS C HapyLUIEHUEM PEraMeHTUPOBAHHOTO MPOW3BOAUTENEM PEXUMA,
NPUMEHEHWIO HE MOL/IEXNT.

TEXHNYECKOE OBCNY>XXWUBAHUE

He Tpebyetcs.

TEKYWWNA PEMOHT
He TpebyeTcs.

OAHHBIE  pgnsa YTNNN3AUNN N YHUUTOXEHUA
MEAVNUNHCKOTO U3AENNA

MeauLMHCKOe u3genve yTUAN3MPYIOT N YHUUYTOXAIOT B COOTBETCTBUW C npaBuiamut
obpalleHnst C MeAuLMHCKUMK  OTXOAamu, — pernameHTupytommmucs  CaHluH
2.1.7.2790-10 oT 12.12.2010 «CaHuTapHO-anuagemMuonorndeckne TtpeboBaHust K
06paLLEHNI0 C MEAVLIMHCKUMU OTXOAaMI».

HeobxoanMo crefoBaTh HalUMOHabHBIM CTaHAapTam npu nepejade v yTunusaumm
U3Jenusl, ero KOMMOHEHTOB U YMaKoBKU.

NMEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLWNHCKOE U3ENNE

98/79/EC, 1272/2008/EC (CLP) B feiicTBytoleit pegakumm. 1907/2006/EC (REACH)
B AelicTytowleli pegakumm, PernaMeiTT (EC) 1069/2009, PernameHT (EC) 142/2011,
CLASS 2013 (B geiicTytoleii pegakuum), GHS (B aeiicTytowleli pegakumm), WHSR
YacTb 7.1 (B geiicTBytoweit pegakumm), 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
1ISO 18113-3, EN ISO 23640, EN ISO 20776-1, EN 13975, EN ISO 17511
NMOTEHUMNANBHbI W NOTPEBUTENb

MepuuuHckoe usgenve Syphilis TP PeareHtsl (Alinity i Syphilis TP Reagent Kit)
npefHasHayeHo [  UCMOMb30BAHWS B Pa3/IMYHbIX  KJIMHUKO-abopaTopHbIX
YCNOoBUSX, BK/OYas, 6e3 orpaHnyeHnsi, 601bHMLbI M NabopaTopun, NepcoHan KOTopbIX
npoLuen obyyeHue no UCnonb30BaHUo aHanm3aropa Alinity i.

MH®OPMALMA O HATNYUNU B MEQUUVMHCKOM N3LENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxT

CTEPUNBHOCTb

MocTaBnsieTca B HecTepunbHOM Buae. CTepunnsauus nepej npUMEHeHWeM He
TpebyeTcs,

NH®OPMALINA [} BO3MOXHOCTHU NMOBTOPHOTIO
NMPNMEHEHWA

He noanexuTt nOBTOPHOMY MPUMEHEHNIO.

MATEPWANDBI )XNBOTHOTO MPONCXOXAEHNA

MaTeprasnbl >XMBOTHOTO MPOUCXOXAEHWSI MPOBEPEHbl W PUCKW NpuMeHeHus MU
ykasaHbl B Macnopte 6e3onacHocTu. Macnopra 6e30nNacHOCTU MOXHO HaiiTh Ha caiite
www.abbottdiagnostics.com nnn o6patutecb K MECTHOMY NpeACTaBuUTento.
MOKA3AHNA N NMPOTUBOMNOKA3AHNA

He npumexumo.

YCNoBUNA XPAHEHWA N MPUMEHEHWNA

XpaHeHne MeAWLMHCKOro u3genus npu Temnepatype OT 2'C Ao 8RC [O/mMKHO
OCYLECTB/IATLCA B XO/I0AN/IbHBIX KamMmepax Unu B Xo/104UNbHUKaX, 06ecneqm3arou.|,mx
pernaMeHn-MpoBaHHbIli  TEMMEPaTYpHbIA  PEXVM C  €XedHEBHOW perucTpaupei
TemnepaTtypsbl.
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Abbott
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Abbott GtnbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
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2660TT N'M6X & Ko. KIK Ten:+ 4961 22580
Makc-TnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303,65011 BucbageH

Moanwck: /mognucakol Oata: 72 centabpa 2019 r.

3amaH KxaH (Zaman Khan)

3amecTutenb AMpekTopa

Mo HOPMAaTWBHO-NPABOBOMY PerynMpoBaHuio
PervoH EBEBA u MaknctaH

36601T 'M6X & Ko. KI

3660TT 'M6X & Ko. KIT
Makc-lnaHk-PuHr 2

65205 BucbageH-denbKeHXxanm
MepmaHua

MeyaTb: I660TT
d660TT IM6X & Ko. KT
Makc-Mnawk-Punr 2
65205 Bucbapgen/

Opunanyecknin agpec: BucbageH

PaioHHbIV cyn BucbageHa HRA 4888 Ynpasnsowmii:
Hecywimnii nepcoHanbHy0 0TBETCTBEHHOCTb KOMMaHbOH: Kpuctuan Mpanoy (Kristian Grapow)
3660TT MeHeKMeHT TM6X Fper Anb6epr (Greg Ahlberg)
tOpuauecknii agpec: BucbageH Mpeacepatens HabnogaTeNbHOrO CoBeTa:
PaifoHHbIi cys BucbaaeHa HRA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

0(1l)vmmnanbHoe :3acBnAeTeNbLCTBOBaHME

Hactoawmm oduunanbHO yaocToBepseTcs, 4YTo r-H 3amaH Xam
)660TT 1M6X & Ko. KI Makc-MnaHk-PHur 2. 65205 BucbageH,
COBGCUTCHUOPYUYNO HOCAABW/I BbILLIECTOSALLYIO MOHUCH B NPUCYTCTBUK
vonnucasmeloca npe.TccaarTenis .MecTHOI cyja.

BucbageH, 17.09,2019r

Ne B peectpe 807/19

11lowsHHa ¢ cooTBeTCTBUM € 1lonoxenvem o c6opax B pa:TMepe 6 eBpo
onnayeHa

/nognucaHo/

Mpepcenatens mccihoio cyaa

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

Inognucawo/l2 cenTabpa 2019 .

Jaman KxaH (Zaman Khan)

TekcT B OJOKYMEHT € <(9KCI'IﬂyaTaL|VIOHHaFI OOKYMEHT allua» Ha aHTANACKOM WpycckKOM A3bl KaxX
NONHOCT b COBNAfaceT.

Mepesog ¢ AHTANWCKOTrO ¥ HeMELKOTO A3blKOB Ha PYCCKMA 36K BLIMONHEH NEPEBOJYUKOM
UncT AkoBOW BukTopueid AmMuT puesHoi.
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Poccuiickas depepauusa. flopog MockBa.
AdBapguaTtb CeibMOro CeHTAGpPSA ABe ThiCAYU JeBATHaAALATOro rojga.

A, BaxTanse 3nbmMupa lOpbeBHa, HOTapuyc r. MOCKBHI, cBmnaeTenbCTBYO NOASIMHHOCTb
noanucu nepesofunka Ymctakoson Bukrtopuu JMUTPUEBHI.
Moanuce caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb MoANMCaBLIEro 4OKYMEHT yCTaHOBEHA.

3apernctpupoBaHo B peectpe; Ne77/52-H/77-2019- s
B3bickaHo no Tapugy 100 pyo6.

YnnayeHo 3a oKa3aHwue ycnyr npaBoBOro M TEXHWYECKOro xapakTepa; --

2.10. baxTaase
Bcero npouny yHymMepoBaHo
N CKpeneHr A....JINCT.

MNpowwnto B konnyectee ~ NUCTOB
« roga
[unpektop HanpaeneHusa" " KnnHn4eckne mccnenosaHms
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