MakeT MapKUPOBKWM Ha MeJNLIMHCKOE n3aenune
Habop peareHTOB /151 KONMYECTBEHHOI 0 onpeaeneHnsi oHKomapkepa CA 125
UMMYHOXEMUTFOMUHECLEHTHBIM METO0M B CbIBOPOTKE U MNJiasMe KPoBM YesioBeKa
Ha UMMYHOXUMKMYecKnx aHanmsatopax Alinity i «CA 125 11 PeareHTbl (Alinity i CA
125 11 Reagent Kit)»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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Habop peareHTOB ANs KOIMYECTBEHHOIO onpeaeneHns oHkomapkepa CA 125
NMMYHOXeMUTIOMUHECLLEHTHLIM METOAO0M B CbIBOPOTKE W MNyiasmMe KpPOoBW YenoBeka Ha
NMMYHOXUMMYECKNX aHanm3atopax Alinity i

«CA 125 Il PeareHTtbl (Alinity i CA 125 Il Reagent Kit)»

2 KapTpuaxa no 100 TeCcToB B COCTaBe:

- MwukpoyacTtuupl (Alinity i CA 125 Il Microparticles) - 2 x 6,6 mn
- Konwbtorar (Alinity i CA 125 NConjugate) - 2 x 6,1 mn
- WHCTpyKuus No npuMeHeHuo

MpousBoautens: Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, PA
19355, USA (CLLUA) ana Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden,
Germany (FepmaHusd) / PY Ne / oT__. . [/ WHctpykumio no
NMPUMEHEHUI0 Ha PYCCKOM A3bike: www.abbottdiagnostics.com/IFU /

Cepvisi, UCNONb30BAaTb A0, YC/IOBUA XpaHEHWNS yKa3aHbl B rpauyecknx CMBOax.
PaclummpoBKy rparyecknx CUMBOJIOB CM. B MHCTPYKLIMW.

ABTOpPM30BaHHbIN NpeacTaBuTes/lb N3roTOBUTESISA Ha TeppuTopun Poccum n apyrmx
cTpaH CHr:

OOLL,eCTBO C OrpaHNYeHHOM OTBETCTBEHHOCTbIO «30660TT JTabopartopus», 125171,
Poccua, 1. Mocksa, JleHMHrpaackoe wocce, 16A, ctpoeHue 1,
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. 08P49-30  IVD

Habop peareHTOB ANs KOMMYECTBEHHOIO onpeaeneHnst oHkomapkepa CA 125
NMMYHOXEMUTFOMUHECLEHTHBIM METO40M B CbIBOPOTKE W N/1a3Me KPOBW YesioBeEKa Ha
NMMYHOXUMMYECKNX aHanm3artopax Alinity i
«CA 125 Il PeareHTbl (Alinity i CA 125 Il Reagent Kit)»
2 KapTpuaxa no 600 TeCTOB B COCTaBe:

- Mwukpouactuubl (Alinity i CA 125 Il Microparticles) - 2 x 27,0 mn

- KoHbtorar (Alinity i CA 125 Il Conjugate) - 2 x 26,5 mn

- VHCTpyKUMA Mo NnpUMeHEeHUo

MpousBogutens: Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, PA
19355, USA (CLLA) ana Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden,
Germany (fepmaHus) / PY Ne / oT__ . . [/ WHctpykumio no
MPUMEHEHNI0 Ha PYCCKOM A3bike: www.abbottdiagnostics.com/IFU /

Cepus, UCNONb30BATH A0, YC/I0BUS XPaHEHUs yYKasaHbl B rpafuyecknx CUMBOSIAX.
PacLumppoBKy rpanyecknx CUMBOJIOB CM. B MHCTPYKLIMW.

ABTOpPU30BaHHbIV NpeacTaBuUTes/1Ib N3roTOBUTENSA Ha Tepputopun Poccumn n apyrmnx
cTpaH CHI:

OOLL,eCTBO C OrpaHNYeHHOW OTBETCTBEHHOCTBIO «3660TT JTaboparopus», 125171,
Poccusa, 1. MockBa, JTeHuHrpaackoe Lwocce, 16A, ctpoeHune 1,
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MakeT MapKUpPOBKM 6/10Ka KOMMOHEHTOB MEAULIMHCKONO M3aenuns, hacoBka 2 KapTpumka no 600
TecToB

CBefleHns 0 CTaHAapTax, NPUMEHSIEMbIX K 3TUKETKe Ha MI:

CraHgapt HanmeHoBaHMe cTaHZapTa

FOCT P NCO MeguumHcKne  m3denud  ANA  ANMArHOCTMKKM  in Vitro.

18113-1-2015 WHpopmaums, npegocTasnsemas N3roToBUTENEM
(MapkmpoBka). YacTb 1. TepmuHbl, onpefeneHus un obuime
TpeboBaHus.

OCT P NCO MeguunHckne  mn3genna  ana AWArHOCTUMKM  in vitro -

18113-2-2015 MHhopmaums, npepocTasnsemas Nnpou3BOANTENEM

(MapkvpoBKa) - YacTb 2: PeareHTbl And AWArHOCTMKM in vitro
AN NPOheCCUOHaIBHOMO MPUMEHEHMS.

OCT P UCO N3penna  meguumHckme.  CUMBONbLI,  NPUMeEHAeMble  npu

15223-1-2014 MapKMPOBaHNN Ha MeAULMHCKUX U3[enusax, 3TUKETKax U B
COMPOBOAMUTENIbHON  fOKYMeHTaumMn. Yactb 1 OCHOBHbIE
Tpe6oBaHus.

PacLLM1poBKa CUMBO/IOB MPECTaB/IEHA B MHCTPYKLMN.
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Tel. +496122580
Fax +49 61 2258 1244

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

65205 Wiesbaden

Postfach 1303, 65011 Wiesbaden

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.

A, 3amaH XaH (Zaman Khan), 3amectuTtens [upekTtopa perynsatopHoro otaena Esponbl,
BavxHero BocToka, Adgpuknm n TMaknctaHa 3660TT MmM6X M Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALWMM ya0CTOBEPSIO,
4yTo Mpunaraemble  JOKYMEHTbl B  HVXENPWBEAEHHOM 00beMe  CTpaHul,  SABAAKOTCA
3KCNJyaTaUMOHHON JOKYMeHTauuen. 3T JOKYMEHTbl MOJIHOCTbIO COOTBETCTBYHOT aKTyaslbHOM
[LOKYMEHTALUMM NPOU3BOANTENS.
JKcryaTaumoHHass — JOKyMeHTauus (Operational
documentation for medical device):

mn3genna

ANS MEAULIIHCKOIO

Habop peareHTOB /11 KO/MYECTBEHHOrO onpedeneHnsi OHKoMapkepa CA 125
NMMYHOXEMWTFOMUHECLIEHTHBIM METOZOM B CbIBOPOTKE W MJ/ia3Me KPOBM YesioBeKa Ha
NMMYHOXMMMYECKMX aHanmsaTopax Alinity 1 «CA 125 1l PeareHTbl (Alinity i CA 125 1I
Reagent Kit)»

Mo TeKCTy 3KCrlyaTauMOHHbIX [OKYMEHTOB BCTPEYatoTCsi BapuaHTbl HaMMEHOBaHUA MeLVILHCKMX
V30e/MiA, NPUBEAEHHbIE B Tab/iMLE HWKE, KOTOpble SBMSKOTCA CrpaBef/MBbIMA W PaBHO3HAYHbIMU
(Operational documentation contains the following true and equivalent short names of medical devices

listed in table):
HanmeHoBaHve  HavmeHOBaHVe MeAVLIMHCKOIO MU3LENNS Ha PYCCKOM Si3bIKe CokpalLieHHoe
Ha aHr/IMIACKOM HavMeHoBaHWe(Mo
fA3blke TEKCTY [I0KYMEHTa)
Alinity i CA 125 Habop peareHTOB /1 KO/MYECTBEHHOrO onpegeneHns CA 125 |l PeareHTbl
Il Reagent Kit oHKkomapkepa CA 125 uMMyHOoXxemuntomuHecUeHTHbIM — (Alinity i CA 125 I
METOJOM B CbIBOPOTKE M M/asmMe KpoBM 4enoBeka Ha Reagent Kit)
NMMYHOXUMUYECKMX aHanmsatopax Alinity i «CA 125 I
PeareHTb! (Alinity i CA 125 Il Reagent Kit)»
Alinity i CA 125 Kanmbpatopbl — gns  obecriedeHnss  npaBuibHOCTM  CA 125 I
Il Calibrators KOMIMYeCTBEHHOro onpefeneHna oHkomapkepa CA 125 Kanmbpatopbl (Alinity i

VIMMYHOXEMWTFOMVHECLIEHTHBIM METOZOM B CbIBOPOTKE Y
nnasme KpOBM  YefioBeKa Ha  UMMYHOXVIMUYECKUX
aHamzatopax Alinity i «CA 125 Il Kanm6partops! (Alinity i
CA 125 1l Calibrators)»

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888
Personlich haftende Gesellschafterin:
Abbott Management GmbH

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRB 12889

Geschaftsfuhrer:

Christian Grapow

Greg Ahlberg

Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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mbbott

linity i CA 125 KOHTpOnbHble — matepvanbl  Ana  mogTeepkaerns  CA 125 Il
.Controls BOCMPOM3BOAMMOCTY 1 MPaBU/IbHOCTU KONMYeCTBeHHOro  KOHTPO/bHble
onpeseneHus OHKOMapKepa CA 125 wmartepuanbl - (Alinity i

VIMMYHOXEMUIFOMUHECLIEHTHBIM MeTofloM B cbiBopoTke 1 CA 125 11 Controls)
nnasMe KpoBM  YenoBeka Ha  UMMYHOXVMUYECKMX

aHanmzatopax Alinity i «CA 125 |1l KoHTposbHble

matepuanbl (Alinity i CA 125 11 Controls)»

Cocras (contents):
# Title Number of
pages
I.  Instruction for use for Alinity i CA 125 Il Reagent Kit with ADDENDUM for 8
Russia.
2. WVHCTpyKums no npumeHeHuto CA 125 11 PeareHTsl (Alinity i CA 125 11 10

Reagent Kit) ¢ MPUTOXXEHVNEM pgns Poccuw.

Signed: Date:
Zaman Khan,

Associate Director Regulatory

Affairs EMEA and Pakistan, Abbott

Abbott GmbH & Co. KG. Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden

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

65205 Wiesbaden-Delkenheim
Germany
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nity i
125 1l Reagent Kit

Highlighted Changes: Revised August 2018.

rucions must be carefully followed. Reliability of assay results

mat be guaranteed If there are any deviations from these

tructions.
WARNING The concentration of CA 125 in a given specimen,
determined with assays from different manufacturers, can vary
dueto differences in assay methods and reagent specificity. The
results reported by the laboratory to the physician must include the
identity of the CA 125 assay used. Values obtained with different
assay methods cannot be used interchangeably. If, in the course
o monitoring a patient, the assay method used for determining CA
15 levels serially is changed, additional sequential testing should
ke carried out. Before changing assays, the laboratory MUST
confirm baseline values for patients being serially monitored.

| NAME
Alinity i CA 125 |l Reagent Kit

| INTENDED USE
The Alinity i CA 125 Il assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of OC
125 defined antigen in human serum and plasma on the Alinity i
analyzer.
The Alinity i CA 125 Il assay is to be used as an aid in monitoring
response to therapy for patients with epithelial ovarian cancer.
Serial testing for patient CA 125 Il assay values should be used in
conjunction with other clinical methods used for monitoring ovarian
cancer.

| SUMMARY AND EXPLANATION OF THE TEST

CA 125 |l assay values are defined by using the OC 125 monoclonal
antibody. OC 125 was generated through the hybridization of

mouse myeloma cells to spleen cells from a mouse immunized

with a human serous cystadenocarcinoma cell line called OVCA
433." Alinity | CA 125 |l is a second-generation assay for the
detection of OC 125 defined antigen. The assay utilizes the OC

125 monoclonal antibody, as the capture antibody coated onto
paramagnetic microparticles that bind molecules containing OC

125 defined antigen. These defined antigens are quantified using
acridinium-labeled M il antibody. The OC 125 monoclonal antibody
is reactive with repeating OC 125 defined antigen expressed by

a high percentage of nonmucinous ovarian carcinomas (serous,
endometrioid, clear cell, and undifferentiated histologies) and
epithelial ovarian carcinoma cell lines.”~ OC 125 defined antigens
were originally detected in normal peritoneal, pleural and pericardial
tissues of both fetus and adult. In the fetus, OC 125 defined antigens
have been localized in amniotic and umbilical epithelial and Mullerian
epithelial tissues. In the adult, localization has been identified in
endocervical and endometrial tissues and ovarian inclusion cysts
and papillary excrescences. However, OC 125 defined antigens

were not detected in fetal ovarian tissue or other normal adult
ovarian tissues or benign mucinous ovarian tumors.”* In serum, the
OC 125 defined antigens are associated with high molecular weight
glycoproteins heterogeneous in size and charge. The structure of the
CA 125 molecule, including closely situated repeating epitopes for
OC 125 and MI 1 antibodies has been proposed.®
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Serum CA 125 |l assay values are useful for monitoring the course
of disease in patients with invasive epithelial ovarian cancer.® In
a review of nine published studies, the overall correlation reported
between CA 125 serum levels and the course of the disease was
8/%® Persistently rising CA 125 assay values may be associated
with malignant disease and poor response to therapy, whereas
decreasing CA 125 assay values may indicate a favorable response
to therapy.®'"
A second-look, exploratory laparotomy may have been performed
previously to assess response to therapy. The benefit has recently
come into question because of high morbidity and low sensitivity in
detecting residual or recurrent carcinoma.'® In women with primary
epithelial ovarian carcinoma who had undergone first-line therapy
and were candidates for diagnostic second-look procedures, a CA
125 assay value greater than or equal to 35 U/mL was found to be
indicative of the presence of residual tumor.® ®"m'® However, a
CA 125 assay value below 35 U/mL does not indicate the absence
of residual ovarian cancer because patients with histopathologic
evidence of ovarian carcinoma may have CA 125 assay values within
the range of normal individuals,™ ®
Elevations of CA 125 assay values have been reported in
approximately 1-2% of healthy individuals,® ~ and in individuals
with nonmalignant conditions such as cirrhosis,'®  hepatitis,”~ '®
endometriosis, ®@* first trimester pregnancy,@B@" ovarian cysts® ®
and pelvic inflammatory disease.'® "®Elevations of CA 125 assay
values during the menstrual cycle have also been reported,\®
Non-ovarian malignancies in which CA 125 assay values have been
reported include endocervical ®® liver,® pancreatic,® ® lung,®
colon,® ® stomach,'® ® biliary tract,® ® uterine, ® fallopian tube®®
breast,® and endometrial carcinomes.®® @&The CA 125 assay is
not recommended as a screening procedure to detect cancer in
the general population; however, the use of CA 125 assay values
as an aid in the management of ovarian cancer patients has been
reported ®'®

| BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of OC 125 defined antigen in human serum and
plasma using chemiluminescent microparticle immunoassay (CMIA)
technology.
Sample and OC 125 coated paramagnetic microparticles are
combined and incubated. The OC 125 defined antigen present in
the sample binds to the OC 125 coated microparticles. The mixture
is washed. Mil 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
OC 125 defined antigen in the sample and the RLUs detected by the
system optics.

For additional information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.



m REAGENTS

Kit Contents

Alinity i CA 125 Il Reagent Kit 08P49

NOTE: Some kit sizes are not available in al countries. Please
contact your local distributor.

Volumes (mL) listed in the table below indicate the volume per
cartridge.

08P4920 08P4930
Tests per cartridge 100 500
Number of cartridges
per kit
Tests per kit 200 1000
Imicromwticlesl 6.6 ML 270 mL
1COMIUOw 61 mL 265 mL

Imicrohwticlesl anti-CA 125 (mouse, monoclonal) coated
microparticles in TRIS buffer with protein (bovine) stabilizers.
Minimum concentration: 0.09% solids. Preservatives: sodium azide
and ProClin 300.

lcomjucate] anti-CA 125 (mouse, monoclonal) acridinium-labeled
conjugate in phosphate buffer with protein (bovine) stabilizers.
Minimum concentration: 0.075 pg/mL. Preservatives: sodium azide
and ProClin 300.

Warr_li/regs and Precautions

« For In\tro Diagnostic Use
R-QAOLY

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 OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that

The folloning warnings and precautions apply to: McROPARNCLES

¢ )

WARNING Contain tromethamine hydrochloride*,
methylisothiazolones and sodium azide.

H317 May cause an allergic skin reaction.

H316* Causes mild skin irritation.

EUHO32 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

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

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302-IP352 IF ON SKIN: Wash with plenty of water.

P333-hP313 If skin irritation or rash occurs: Get
medical advice / attention.

P362-MP364 Take off contaminated clothing and wash
it before reuse.

Disposal

PS01 Dispose of contents / container in

accordance with local regulations.

* Not applicable where regulation EU 1272/2008 (CLP) or OSHA
Hazard Communication 29CFR 1910.1200 (HCS) 2012 have been
implemented.
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The following warnings and precautions apply to:

WARNING Contains methylisothiazolones and :
azide.

H317 May cause an allergic skin reaction.

EUHO32 Contact with acids liberates very toxit

Prevention

P26l Avoid breathing mist / vapors / spray.

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

P230 Wear protective gloves / protective
clothing / eye protection.

Response

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

P333-bP313 If skin irritation or rash occurs: Get
medical advice / attention. LB

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

Disposai

P501 Dispose of contents / container in

accordance with local regulations.

Safety Data Sheets are available at wwwv.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 .

Reagent Handling

«  Upon receipt, gently invert the unopened reagent kit by rotating
it over and back for 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.

« After mixing, place reagent cartridges in an upright position for
1 hour before use to allow bubbles that may have formed to
dissipate.

« If areagent cartridge is dropped, place in an upright position
for 1 hour before use to allow bubbles that may have formed to
dissipate.

« Reagents are susceptible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent ievel in
the cartridge and cause insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity ci-series Operations Manuai,

Section 7.

Reagent Storage
storage Maximum  Additional Storage
Temperature  Storage Time Instructions
Unopened 2tos'C Until Store in upright position.
expiration  If 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
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storage Maximum  Additional Storage
Temperature  Storage Time Instructions

2t08'C Until Store in upright position.

expiration if 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.

eagerts may be stored on or off the system. If removed from the
fatem store reagents with new replacement caps in an upright
\sition 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
emsure they remain upright.
Far 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
arar 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.
Far troubleshooting information, refer to the Alinity ci-series
Operations Manual, Section 10.

| INSTRUMENT PROCEDURE
The Alinity i CA 125 Il 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.

m SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
The specimen types listed below were verified for use with this

assay.
Other specimen types and collection tube types have not been
verified with this assay.

Specimen Types Collection Tubes
Serum Serum
Serum separator
Plasma Tripotassium EDTA
Sodium Heparin
Lithium Heparin

« Performance has not been established using body fluids other
than human serum and plasma.

« 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.

« When serial specimens are being evaluated, the same type of
specimen should be used throughout the study.

Specimen Conditions

* Do not use:

- heat-inactivated specimens
- grossly hemolyzed specimens
- specimens with obvious microbial contamination
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« 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.

« 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.
Specimens should be tree 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.

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.

Prepare frozen specimens as follows:

« Frozen specimens must be completely thawed before mixing.

« 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.

« If specimens are not mixed thoroughly, inconsistent results may
be obtained.

« Recentrifuge specimens.

Recentrifugation of Specimens

« Transfer specimens to a centrifuge tube and centrifuge.

« 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.

Specimen Storage

Maximum
Specimen Storage ) .
Type Temperature  Time Special Instructions
Seruny 2tos'C 7 days Specimens may be
Plasma stored for upto 7

days refrigerated at
2-8'C prior to being
tested. If testing will
be delayed more
than 7 days, serum
or plasma should be
stored frozen at -20C
or colder.

If testing will be delayed more than 24 hours, remove serum or
plasma from the clot, serum separator or red blood cells.

Avoid multiple 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.

| PROCEDURE

Materials Provided

08P49 Alinity i CA 125 Il Reagent Kit

Materials Required but not Provided

¢ Alinity | CA 125 |l assay file

« 08P4901 Alinity | CA 125 Il Calibrators

. 08P4910 Alinity i CA 125 Il Controls or other control meterial
¢ 09P1540 Alinity i Multi-Assay Manual Diluent

«  Alinity Trigger Solution



¢ Alinity Pre-Trigger Solution

¢ Alinity i-series Concentrated Wash Buffer

For information on materials required for operation of the instrument,
refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,
refer to the Alinity ci-series Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity

ci-series Operations Manual, Section 5.

« If using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

« To minimize the effects of evaporation, verity adequate sample
cup volume is present prior to running the test.

¢ Maximum number of replicates sampled from the same sample
cup: 10
- Priority:

“  Sample volume for first test: 75 pL
°  Sample volume for each additional test from same sample
cup: 25 pL
- S3 hours on the reagent and sample manager:
® Sample volume for first test: 150 pL
Sample volume for each additional test from same sample
cup: 25 pL
- >3 hours on the reagent and sample manager:
Replace with a fresh aliquot of sample.

« Refer to the Alinity i CA 125 |l calibrator package insert and/
or Alinity i CA 125 Il control package insert for preparation and
usage.

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

«  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 with CA 125 Il value exceeding 1000 U/mL are flagged

with the code "> 1000.0 U/mL" and may be diluted with either the
Automated Dilution Protocol or the Manual Dilution Procedure.
Automated Dilution Protocol

The system performs a 1:10 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
factor.

Manual Dilution Procedure

Suggested dilution: 1:10

An additional 1:10 dilution may be made if needed.

Add 50 pL of the sample to 450 pL of Alinity i Multi-Assay Manual
Diluent.

The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result. The result should be > 20 U/mL before
the dilution factor is applied.

If the operator does not enter the dilution factor, the result must be
manually multiplied by the appropriate dilution factor before reporting
the result. If a diluted sample result is s 20 U/mL, do not report the
result. Rerun using an appropriate dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-
series Operations Manual, Section 5.

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.
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Once a calibration is accepted and stored, al subsequent sV®

may be tested without further calibration unless: FE\)(P'@
A reagent kit with a new lot number is used.
Daily quality control results are outside of statistically-basi

quality control limits used to monitor and control system ® y, *

performance, as described in the Quality Control Procedui

section of this package insert.

- If statistically-based quality control limits are not availal\esd”® \\ tes*
then the calibration should not exceed a 30-day limit foY\dv® . \0~ ~

recalibration frequency.

This assay may require recalibration after maintenance to critical L \TI'W
parts or subsystems or after service procedures have been

performed. \( &

Quality Control Procedures to na |
The recommended control requirement for the Alinity i CA 125 o'os’d-'il 'Krﬂldm' A
assay is that a single sample of each control level be tested once FR £ ta(l@\olg

every 24 hours each day of use.
Additional controls may be tested in accordance with local, state,

and/or federal regulations or accreditation requirements and your aaS my,, s
laboratory's quality control policy.
To establish statistically-based control limits, each laboratory 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 resullts 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 of fRR?
* Multiple reagent lots o®
« Multiple calibrator lots &P
* Multiple processing modules (if applicable) . ftieV
« Data points collected at different times of the day na
Refer to published guidelines for information or general control &
recommendation, for example Clinical and Laboratory Standards
Institute (CLSI) Document C24-A3 or other published guidelines, for Trie
general quality control recommendations.@"
« If more frequent control monitoring is required, follow the

established quality control procedures for your laboratory. F
« 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.

« 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 0 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 Manuai.

| RESULTS

Calculation

The Alinity i CA 125 |l assay utilizes a 4 Parameter Logistic Curve fit
data reduction method (4PLC, Y-weighted) to generate a calibration
and results.

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.



en

fhe

&7isgng Interval
tiginterval is defined as the range of values in U/mL which
Jelimits of acceptable performance for linearity, imprecision,

NRfro/A -'GT) easuing interval of the Alinity i CA 125 assay is 1.1 to

;8;[[( "hfis Bte

fler,

L ®@m

°*"e\rei

Oii',w»(n

. eivcn
'lots

5/M3-5/130ey

IMITATIONS OF THE PROCEDURE

MQay /MV@flesuits should be used in conjunction with other data; e.g.,

~néyrptons, results of other tests, and clinical impressions.
ffthe Alinity i CA 125 Il results are inconsistent with clinical

" evidence, additional testing is recommended.

Heterophilic antibodies in human serum can react with reagent
immunoglobulins, interfering with IN Vo immunoassays. Patients
routinely exposed to animals or to animal serum products can
ke prone to this interference, and anomalous values may be
observed. Additional information may be required for diagnosis.\®
« Specimens from patients who have received preparations of
mouse monoclonal antibodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA). Such specimens
may show either falsely elevated or depressed values when
tested with assay kits such as Alinity i CA 125 Il that employ
mouse monoclonal antibodies. Additional clinical or diagnostic
information may be required to determine patient status.*"**

« Patients with confirmed ovarian carcinoma may have
pretreatment CA 125 assay values in the same range as healthy
individuals. Elevations in circulating OC 125 defined antigen may
be observed in patients with nonmalignant disease. For these
reasons, a CA 125 assay value, regardless of level, should not
be interpreted as absolute evidence for the presence or absence
of malignant disease. The CA 125 assay value should be used
in conjunction with information available from clinical evaluation
and other diagnostic procedures. The Alinity i CA 125 Il assay
should not be used as a cancer screening test.

* Representative performance data are given in the EXPECTED
VALUES and SPECIFIC PERFORMANCE CHARACTERISTICS
sections. Results obtained in individual laboratories may vary.

| EXPECTED VALUES
This study was performed on the ARCHITECT i System.
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.
It is recommended that each laboratory determine its own reference

range based upon its particular locale and population characteristics.

The distribution of CA 125 Il assay values determined in 811
specimens is shown in the table below:
Distribution ot ARCHITECT CA 12511 Assay Values
Percent (%9

Number of 0-35 351-65  65.1-100 >100
Subjects u/mL U/mL U/mL U/mL
APPARENTLY HEALTHY
Females 99 89.9 6.1 4.0 0.0
(Premenopausal)
Femeles 97 99.0 10 0.0 0.0
(Postmenopausal)
MALIGNANT CONDITIONS
Ovarian Cancer 166 49.9 143 48 32.8
Breast Cancer 50 80.0 20.0 0.0 0.0
Colorectal Cancer 50 84.0 4.0 100 20
Endometnal Cancer 25 96.0 4.0 0.0 0.0
Lung Cancer 50 60.0 18.0 10.0 12.0
NONMALIGNANT CONDITIONS
Ovarian Disease 100 90.0 9.0 10 0.0
Urogenital Disease 49 837 143 20 0.0
Hypertension/CHD 100 88.0 110 0.0 10
Benign Endometrial 25 84.0 8.0 4.0 4.0
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In this study, 94.4% of the healthy female subjects had CA 125 II
assay values at or below 35.0 U/mL (mean = 16.4, SD = 13.0). Itis
recommended that each laboratory establish its own reference value
for the population of interest.
Monitoring of Disease Status In Patients Diagnosed with Ovarian
Cancer
Changes observed in serial CA 125 assay values when monitoring
ovarian cancer patients should be evaluated in conjunction with
other clinical methods used for monitoring ovarian cancer patients.
The effectiveness of the ARCHITECT CA 125 Il assay as an aid in
the monitoring of disease status in ovarian cancer patients was
determined by assessing changes in the CA 125 levels in serial
serum samples from 63 patients compared to changes in disease
status.
A study involving a total of 306 observations was performed with an
average number of 4.9 observations per patient. A significant change
in CA 125 level was defined as at least a 10.75% increase in assay
value [i.e., 2.5 times greater than the assay's total % CV (4.3%)).
Seventy-seven percent (77% or 85/111) of the positive patient
samples correlated with disease progression while sixty-one percent
(61% or 81/132) of serial samples showing no significant change
in CA 125 assay value correlated with no progression. The total
concordance in this study was sixty-eight percent (68 % or 166/243).
The following table presents the data in a 2 x 2 classification
scheme.

Change in Disease State per Sequential Pair
Change in CA125

Concentration Progression No Progression Total
>10.75% 85 51 136
< 10.75% 26 81 107
Total m 132 243

The following table provides the per patient distribution. Ninety-
eight percent (98% or 46/47) of the significantly increased serial
samples per patient correlated with disease progression while thirty-
eight percent (38% or 6/16) of serum sets showing no significant
change in CA 125 level correlated with no progression. The total
concordance in this study was eighty-three percent (83% or 52/63).
Change in Disease State per Patient
Change In CA 125

Concentration Progression No Progression Total
>10.75% 46 10 56
< 10.75% 1 6 7

Total 47 16 63

| 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 EPO5-A2M
Testing was conducted using 1 lot of the Alinity i CA 125 Il Reagent
Kit, 1 lot of the Alinity i CA 125 Il Calibrators, and 1 lot of the Alinity i
CA 125 |l Controls and 1 instrument. Three serum-based panels were
assayed in a minimum of 2 replicates at 2 separate times per day on
20 different days.

Within-Run Within-Laboratory
(Repeatability) (Total)*
Sample n  Mean (U/ml) sD %cv SD %CV
Panel 1 120 39.3 183 4.7 1.89 4.8
Panel 2 120 271.2 512 19 9.11 34
Panel 3 120 570.7 10.74 19 15.65 27

®Includes within-run, between-run, and between-day variability.

P 1 Abbott



Lower Limits of Measurement

A study was performed based on guidance from CLSl EP17-A2"
Testing was conducted using 3 iots of the Aiinity i CA 125 Il Reagent
Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Biank (LoB), Limit of Detection (LoD),
and Limit of Quantitation (LoQ) values are summarized beiow.

Uni
LB’ 01
L 03
L(Q 0.6

®The LoB represents the 95th percentiie from n a 60 repiicates of
zero-anaiyte sampies.
>The LoD represents the iowest concentration at which the analyte
can be detected with 95% probabiiity based on n a 60 repiicates of
iow-anaiyte level samples.

The LoQ was determined from n a 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met.

Linearity

A study was performed based on guidance from CLSl EPO6-A."™
This assay is linear across the measuring interval of 11 to
1000.0 U/mL.

interference

Potentially Interfering Endogenous Substances and Potentially
Interfering Drugs

This study was performed on the ARCHITECT i System.

The ARCHITECT CA 125 Il mean assay specificity is < 12%
Recovery studies were performed to compare sera containing the
following compounds at the indicated concentrations with control
sera.

INTERFERING SUBSTANCE

Test Gopourd Test Gooartration
Blinkin Dnyd
Herogcin 50y
To Aden Lyd
Trigvesricks 3ydL
CHEMOTHERAPEUTIC AGENTS

Test Grpourd Test Gooartration
Cabatin TOpyit
Osdatin 16 pyl
darinezde 03pgiL
Gdatosherice Topgir
Dearetesae ICpg/mL.
Doaukidn L16pgim
LeLooain 268 g
Mipheian 28t
Mitrdreate Syt
Paditad 35mgit

Potentially Interfering Other Conditions

This study was performed on the ARCHITECT i System.

The ARCHITECT CA 125 Il assay was evaluated using specimens
with HAMA and Rheumatoid Factor (RF) to further assess the assay
specificity. Five specimens positive for HAMA and five specimens
positive for RF were evaluated for % recovery with OC 125 defined
antigen spiked into each specimen at 35 and 250 U/mL; mean %
recovery results are summarized in the following table.

Qlinical Godition Nurrber of Soedirens Mean %oRecovery
HAMA 10 B
R 10 97
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e A A At e
Method Comparison oso't dve" " oH
A study was performed based on guidance from CLSI EROB
the Passing-Bablok regression method.*® AH
Cardation Coif*
Uhts Qodfidert Interoet Sape WEL'®
2

KV'® .
Seum Unl 120 10 06 0%

Alirityi CA15 I
S ARCHTECTA
=l [Pa'®, eE® m Ik
High Dose Hook 0

This. stu(ywas performed_on the ARCHITECT i System. /

High dose hook is a phenomenon whereby very high level specir *®'® (,va)® p(ac" 0®
ray-read within the’ dynamie-range-of the &ssay. For the 0010t dooxer .0
CA 125 |l assay, no high dose hook effect was observed when i

samples containing up to approximately 180 000 U/mL of QC 126- <26
defined antigen were assayed. LI (o]
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Note for number formatting:

« Aspace is used as thousands separator (example: 10 000
specimens).

« A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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ADDENDUM
to the Instruction for Use Alinity i CA 125 Il 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 ifstored 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, BS EN 13641, BS EN 13612, BS EN 1SO 15223-1, BS EN 1SO 18113-2, BS
EN I1SO 18113-3, BS EN 1SO 23640, EN 1SO 14971, EN ISO 13485, Medical Device
Regulation GSR 78 E

POTENTIAL USER

The Alinity i CA 125 Il 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 analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any dnjgs

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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Mty |
/125 Il PeareHThl
ntyi CA 125 Il Reagent Kit)

(oenerHble n3veHeHuns. Pepakuus: asryct 2018 T.

VB0 TOUHO CreaIoBaTb MHCTPYKLMAM. Tipv OTK/IOHEHM OT
TP HAIBKHOCTL PE3Y/ILTATOB TECTA He rapaHTVpyeTCsl.

|IPEOMTPEXIEH/E: 3HaueHus KoHueHTpauuin CA 125 B
G onpeeneHHbie C KCToMb30BaHMeM TECTOB Pas/IMUHbIX
/vBroToB/TENEY, MOTYT BapbMPOBATLCA BCMEACTBYE Pas/muuii
SPvEFEVbX METOAVK 1 CrieumcMYHOCTN peareHToB. Mo
(JooobLLEHM pe3ynbTaToB Bpady labopaTopus Ao/DkHA YKasbiBaTb
MPUVEHEHHYI0 MeToAVKY onpeaeneHns CA 125, 3HaveHus,
NoyHeHHBE NMPU MPYIMEHEHMN PA3/INYHBLIX METOAVIK, He MOryT
VCNONBE30BATECS B3aMMOo3ameHsieMo. B criydae ecriv B xone
MOHUTOPVHTA COCTOSIHUSA NaLeHTa GbUi UCro/b30BaHb!
pasvMHHbE METOAVIKU M3MepeHmnst yposHA CA 125, HeobxoayimMo
MPOBECTU [IONO/HATESBHOE MOC/IeA0BaTE IbHOE TECTUPOBAHME.
Mepen 3ameHoli MeToauky naboparopus OBA3AHA ycTaHoBUTbL
6a30BbE 3HAYEHUS pe3y/bTaToB B 06pasLiax NauveHTos Mnpu
[YHaMHECKOM MOHUTOPUHTE.

| HAVMEHOBAHVE (CokpalLieHHOe)
CA 125 1L PeareHTsl (Alinity i CA 125 Il Reagent Kit)

| HABHAUEHVE
Tect ¢ ucnonb3oBaHviem CA 125 Il PeareHTbl (Alinity i CA 125 I
Reagent Kit) siBnsetca XeMWIIOMUHECLIEHTHBIM UMMYHOAH&/TM30M
Ha MykpodacTmuax (CMLA) [y KONMUECTBEHHOTO OMpeae/ieHns
aHTVreHa, BbiAB/AeMoro aHtuTesiamm OC 125, B CbIBOPOTKE U
Viasvie KpoBuY YeroBeka Ha aHasmsarope Alinity i.
Tect ¢ vcnonb3oBaHueM CA 125 Il Pearextsi (Alinity | CA 125
I Reagent Kit) npuvmMeHsieTcs B kauecTBe BCMOMOraTe/1sHOro
CpeficTBa MOHUTOPUHIA TEPaNeBTUYECKOrO OTBETA Y MaLVIEHTOK
C 3MUTENMATTEHBIM PaKOM SVYHVIKA. 3HAYEHUS, MOyYeHHbIE
np1 AnHaMnyeckom uccnenosaHuy yposHa CA 125 I, A0/DKHbI
UCrO/b30BATLCA B COMETAHMM C APYTUMA KITMHUYECKMI METOAAMA
[/ MOHUTOPUHTa paKa Sy4HUKA.

| KPATKOE OMMCAHVIE TECTA

Onpepenenne CA 125 Il NpoBoAUTCA C MOMOLLH0 MOHOK/IOH&VTbHOTO
aHTuTena OC 125. AHtuTeno OC 125 6bI10 Mosy4eHo MyTem
rMbpMan3aLn MbILLMHBIX KTETOK MVEMOMbI C K1eTKamm

ceneseHKkM MbilLiel, IMMYHW3MPOBaHHBIX KIIETKaMI CEPO3HONA
LmcTafileHoKapLMHOMBI YenoBeka (MnHnsa OVCA 433)." Tect
Alinity i CA 125 |l signsieTcs METOAVIKOI OnpeaenieHns aHTureHa,
BbisIB/IEMOro aHTuTenamm OC 125, BTOPOro MOKO/EeHVS.

B TecTe ucnosnb3yroTcs napaMarHUTHbIE MUKPOYACTULIbI,
CEHCMOWM3MPOBaHHbIE MOHOK/IOHaUTbHBIMM aHTUTEamMn OC

125, 3axsarbiBatoLLMMM MOSEKY/bl, COAEPaLLMe aHTUreH,
BbIAB/eMbI aHTUTenamn OC 125, KonmuecTBeHHOe onpeseneHvie
aHTUreHOB OCYLLECTB/ISIETCS C MOMOLLBHO aKpUAYH-MEYEHbIX
aHTuTen ML1. MoHok/oHaubHble aHTuTena OC 125 pearvpytoT €
MOBTOPSAIOLLYMICA MOC/IEA0BATENBHOCTAMA aHTUIEHa, BbISIB/IAEMOTO
aHTuTenamm OC 125, 3KCMPeccHpyemoro KeTkamm 60/IbLLIMHCTBa
HEMYLIMHO3HbBIX KpPLIVHOM SVUHMKA (CEPO3HBIX, SHOOMETPUOMIHDBIX,
CBET/IOKNMETO4HbIX 1 HeadhdpepeHLMPOBaHHbIX) U KETOYHbIMA
JVHVSIMA 3NUTENNaTBHON KapLMHOMbI SUYHKKOB.™ ~ BHauane
aHTVIreHbl, BbisBNseMble aHTvTenamm OC 125, 6bum 06HapyXeHbl B
HOPMasTbHbIX TKaHSX OPIOLLIMHBI, MUIEBPbI U Neprikapaa Kak rnioga,
TaK 1 B3poC/bX. Y MVI0fa aHTUreHbl, BbiBseMble aHTutenamm OC
125, BbBMAOTCS B SMUTE/IMM aMHVOHA U MYMOYHOTO KaHaTuka,

a TaKKe aNUTeNINM MIUIEPOBbIX MPOTOKOB. Y B3POC/bIX aHTUIeH
O0GHaPYXVBAETCS B ANUTENMN LUEVK MaTKW 1 SHOOMETPYM, a
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TaKke MHKMO3UBHBIX KACTaX SMUHMKA U COCOUKOBbIX PaspacTaHusiX.
OpHako aHTUreHbl, BbiABIAeMble aHTUTElaMn OC 125, He
0BHapyXVBaKOTCA B TKAHSX SIVHHUKOB V104 U APYTUX, Kpome
NepeYmCIEHHbIX, HOPMaTbHbIX TKAHSIX AMYHUKOB B3POC/bIX WK B
TKaHsIX [JO6POKAYECTBEHHBIX MYLIMHO3HbBIX OMyXOnei sniHvka. B
CbIBOPOTKE KPOBW aHTWreHbl, BbiB/sieMbie aHTuTenamm OC 125,
CBA3aHb! C [/IMKONPOTENHAMW C BbICOKOV MOJEKY/ISPHON MaCCO,
pasHoro pasmepa 1 3apsifa. Ha fiaHHbIi MOMEHT cyLuecTByeT
onvicaHne CTpyKTypbl Morekyribl CA 125, B ToM uncrie 6/m13ko
pacronoXeHHbIX MOBTOPSIHOLLYIXCA 3NUTONOB A/ aHTuTen OC 125 n
mmn."

Onpepenexvie 3HaveHuii CA 125 Il B CbIBOPOTKE KPOBU
UCTONb3YeTCA A1 MOHUTOPWHTA TEYEHUs 3a00/1eBaHUA Y
MaLMEHTOK C UHBA3MBHbLIM PaKOM AUHVKAL® Mo JaHHbIM AEBSTU
Ory6/MKOBaHHbIX UCCMe0BaHWI 06LLAS KOPPEALWA MexXay
ypoBHAMU CA 125 B CbIBOPOTKE KPOBW 1 TEHEHMEM 3a60/1eBaHA
cocTaBnsieT 87/%® lMocTosHHoe yBe/mueHne 3HaveHuii CA 125
MOXET 6blTb CBA3AHO CO 3/10KA4ECTBEHHOCTbLIO 3a60/EBaHUA 1
Cr1aboCTbO TeparneBTUHECKOro OTBETa, TOra KaK CHKEHVE YPOBHA
CA 125 MOXeT CBUAETENbCTBOBATL B MOMb3Y 3GIHEKTUBHOCTY
NPOBOAVMOTO SleYeHA.® "

PaHee A5 OLeHKV TepaneBTUYECKOro OTBETa UCTO/Ib30Ba/IaCh
3KCrUIopaTvBHas Nanapotomus. LienecoobpasHocTb Toi
npoLieslypb! HejaBHO Oblia MoCTaB/IeHa Mof, COMHEHVE 13-3a
BbICOKO/ CMEPTHOCTMN Y HU3KOI YyBCTBUTENIBHOCTU B AWArHOCTVKe
OCTaTO4HOV KapLMHOMbI WM ee peLpyayBa.'® Y eHLLWH C
NEepPBUYHON 3NUTENMANTBHOM KAPLIMHOMON SNYHUKE, NpOLLeALLINX
KypC Tepanuii Nepeoli IMHAN 1 ABMSIOLLYIXCA KaHAMAATaMM Ha
MOBTOPHOE [VarHOCTUKO-XVPYPrUYECKOe BMELLIATENLCTBO, YPOBEHD
CA 125, BblilLie w1 paBHbiii 35 UL, ykasbiBaeT Ha Hanmume
OCTaTo4HOM Onyxom.® '®Tem He meHee, yposeHb CA 125 Huke
35 U/mL He 03HauaeT OTCYTCTBIE OCTAaTOYHON 3/10KA4ECTBEHHOM
OMMyXO/IM AMYHVKE, TaK KaK MauyeHTKN ¢ rMCcTonarosiornyeckm
NOSTBEPKAEHHOV KapLWIHOMON ANYHMKA MOTYT UMETb 3HaueHns CA
125 B AvanasoHax HopMasibHbIX 3HAUEHUI 300poBbIX Soaei.N ®
MoBblLLeHMs 3HauYeHWIA CA 125 HabnogaoTest npumMepHo 'y 1 - 2%
300pOBbIX /HIEN® " 1y JI0AEN C TaKUMN HE3/10KAYECTBEHHBIMM
COCTOSIHUSIMK, KaK LUMppOo3 reyeHn,'®  renarur,"M'®
SHOOMETPUO3,'®"* Npn 6epeMEeHHOCTU B NEPBOM TIMMECTPE, BRIR"
KUCTBI SNYHVKOB,® @Ra TakoKe BOCTaVIUTESbHbIE 3a60/eBaHV s
OpraHoB Mav1oro Tasza.'® @Talke CoobLLANIoCh O MOBbILEHUN
yposHs CA 125 B 3aBUCHMOCTM OT (a3bl MEHCTPYa/TbHOro

LKMIA®® @K 3/10Kka4eCTBEHHbLIM OMyXO/1AM, MPU KOTOPbIX TaKKe
nosbILLatOTCS YpoBHY CA 125 (MOMUMO KapLMHOMbI SUHHUKA),
OTHOCSITCS paK LUeiik MemkA®® neyeHm,'® nomKesya04HoON
enesbl,'® ® nerkoro, ® ToncToi Kvwkv,'® ® xenyaka,'® ®
XENUHbIX MyTei,'® ® Markv, ® chasvioneBoii TRyoLIER MOJIOHHON
*enesbi® 1 KapuyHomMa SHIOVETPVA.BR) @ Tect Ha CA 125 He
PeEKOMEHAYETCS NMPYMEHSTTL [ CKPVHWHIa paka cpeay obLuel
MOMyNALN, OfHAKO M3BECTHbI C/lydan UCTMOMb30BaHNS Pe3y/sTaToB
Tecta Ha CA 125 B kauecTBe BCroMorare/ibHbIX nokasareneii npu
BELIEHNN NaLWEHTOB C PaKOM ANYHMKAL

m B/IO/TOMMMYECKUE MPUHUWIMbI MPOLIEAYPBI
[JaHHbIIA TECT SIBNSETCA [ABYXCTYMEHUATbIM MMMYHOAHA/IM30M
[ KONMYECTBEHHOIO ONPEeNneHust aHTUTEHa, BbIB/ISEMOrO
aHTUTenam OC 125, B CbIBOPOTKE U M/1a3Me KPOBUW YerioBeka Ha
OCHOBE TEXHO/IOMN XEMWIIOMUHECLIEHTHOTO MIMMyHOaHa/I13a Ha



MuKpoyacTmuax (CMIA).

CMeLLMBAIOTCA 1 MHKYOUPYHOTCA 0BpaseL, U NapamarHUTHbIe
MMKPOYaCTULbI, CeHCMOUM3MpoBaHHbie OC 125. MpucyTCcTByIOLLME
B 06pasLie aHTureHbl, BbisBsieMble aHTUTenamMm OC 125,
CBA3LIBAKOTCS C MUKPOYACTULIAMU, CEHCMOUU3MPOBaHHbIMM OC
125. Mocne NpoMbIBKW A0OABNAETCA akpUaVH-MeUeHbIA KOHborar
M11 a5 06pasoBaH/s PeaKLVIOHHOW CMEeCK, CMECh MHKYOMpYeTCS.
lMocre creaytoLLero Lyikia MpoMbIBKY K PeakLyiOHHOM cMecy
[06aBnA0TCA Npe-TpUrrep 1 Tpurrep.

Monyvaemast B pesyribTare XeMWIIOMVHECLIEHTHas peakLyist
M3MEPSIETCS B OTHOCUTESTbHBIX CBETOBbIX eanHuLax (RLU). Mexay
KO/IMYECTBOM aHTUreHa, BbIsB/SieMOoro aHtuTesiamMm OC 125, B
ob6pasLe v RLU, AeTeKTMpoBaHHbLIMW OMTUKOW CUCTEMBI, CYLLIECTBYET
npsiviast 3aB1CUMOCTb.

MoppobHYt0 MHChopMALWIO O CUCTEME U TEXHOMIOMM aHa/In3a CM. B
PykoBozcTe o akcrinyatauym Alinity ci-series. Pazgen 3.

| PEAFEHTBI

Cogep)kumoe Habopa

CA 125 |l PeareHTs! (Alinity 1 CA 125 Il Reagent Kit) 08P49
MPUMEYAHVIE: HexoTopble ¢hacoBkM AOCTYMHbI HE BO BCEX CTpaHax.
O6patunTech K BaLLeMy MECTHOMY AUCTPUOLIOTOPY.

O6bem (ML), ykazaHHbI B TabnmLUe Hbke, 0603Ha4aeT 00LEM Ha
KapTprK.

51] 08P4920 08P4930
KonmyecTBo TecToB B 100 500
KapTpumpKe

Konnyectso > 2
KapTpumkeii B Habope

Konm4ecTso TecToB B 200 1000
Habope

IMICROPARTICLES | 6.6 ME 210 mE
1ICONJUGATE 1 61 TE 265 TE

[MxcBOB*HTIHS | MUMKpOYacTuULbl, CEHCUOWIN3VPOBAHHbIE
aHtuTenamMm K CA 125 (MbILLMHbIMYM, MOHOK/TOH&UTbHLIMI) B
TP13-6ychepe ¢ NpoTEHOBLIMM (BbI4bMMI) CTABUIM3ATOPaMN.
MuHvanbHas koHUeHTpaLws: 0.09% Teepaoro BeLLecTsa.
KoHcepsaHTbI: a3vg, Harpus 1 ProCHN 300.

|cOHBMCATEL  AKpUaVH-MEYEHBI KoHbtoraT aHTuTen Kk CA 125
(MbILLMHBIX, MOHOK/OHaTbHBIX) B dhocdiatHom Bydhepe ¢
NpOTEMHOBLIMK (Bbl4bUMY) CTabumsaTopamMu. MHMaibHas
KoHUeHTpauus: 0.075 ua/TE. KoHcepBaHTbl: asug, Harpys 1 Prodn
300.

MpeaynpexaeHns 1 Mepbl NPefoCTOPOXHOCTM
®

«  [ns ararroctukm IN Miro

’ IR« ONLY |

Mepbl NPeA0CTOPOXHOCTH

BHVIMAHME: [iaHHbli1 NpofdyKT npeanonaraeT padoty ¢
obpasLamn, nomydeHHsIMU OT YeroBeka. PekoMeHyeTest cunTaTb
BCE MaTepyasibl, MosfyUeHHble OT YEMOBEKa, NOTEHLMATILHO
VH(PEKLMOHHBIMA 1 06PALLATLCA C HAMM B COOTBETCTBUM
co CTaHgapToM Mo 06paLLEH o C reMOKOHTaKTHBIMM
nartoreHamu, paspaboTaHHbiM YripasneHviem CLLA no oxpaHe
TpyAA ¥ MPOMbILLIEHHON rurveHe (OSHA). Mpn pabote ¢
mMarepuasiam, CoAepXaLLyMA Wi MPeAfIoNoXUTENLHO
CoAepaLLIMN VHCPEKLIMOHHbIE areHTbl, CrieayeT cobmnoiatb
npasiwia G1oorMyeckoli 6e3onacHoOCT, ypoBeHb 2, W apyrve
COOTBETCTBYHOLLME NpaBWia GVOsorMYeckoil GesonacHoCTU. @™
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Crepytolve npenynpexaeHns U Mepsb! MpeaoctopoxHocLMN\aajr® AR
OTHOCATCA K: |microparticl — ~vo

<!> cP®*

NPELYMPEXXAEHVE Cogepxut TpomeTamuHa ruapoxiopu(™(\e roaP™™
METWIM30TUA30/10HbI U B30 Herpke, - 1\ o}'ﬂ@
H317 Moxer sbizsigarh annepfiectio kox: - b0’ U'?@'DM
peaxLyo. 4 o®
H316* BbI3bIBaeT fierkoe pasgpakeHue koxu. ipel 10°
EUHO32 IMp1 KOHTaKTe C KCMoTaM1 0opasyeTex A
BbICOKOTOKCMUHBI FEB. AeEF e
MpegoTBpaLLeHve a4 Op
P26l M3beratb BapxaHusA TymMaHa/mapos/ ’
asposoneil.
p272 He BbIHOCUTL 3arpsisHEHHYI0 0aeXay C
abo4ero MecTa. A 10, A’
P280 |E|0nb3OBaTbCF| 3alLMTHBIMM NepyaTkamu/ OCP®'p‘%
3aLLMTHON ofiexXao/cpeACTBAMU 3aLLMTLI
rnas.
PearviposaHune
P302+P352 MNPV MOMALAHAA HA KOXKY: TMpoMbiTs
6O0/IbLLIMM KONMYECTBOM BOfp. CRBR'
P333+P313 Mpn pasaparkeHnn KOXU Wi NosiBfieHm pe®®
cbinv: OBpaT!TLCA K Bpady.
P362+P364 CHsTb 3arpsisHEHHYIO OAEXIY W BbICTUPaTb
e nepey, VCIoMb30BaHVEM. acP”
Ytunusauus PR®
P501 YTnvsupyiite copepxvMmMoe/koHTeliHep B OoPP°
COOTBETCTBIV C CAHUTAPHBIMW HOpPMaMM p:-k)o"
P® (CaHlMvH 2.1.7.2790-10 ot 09.12.2010). [R%"

* He npvMeHVMO Ha TeppuTopum AelicTBus PernamveHta EC
N° 1272/2008 (CEP) wm CraHgapTa ornoBeLLeHust 06 ornacHoCcTn
YnpagneHusi CLLA no oxpaHe Tpyza 1 NPOMbILLITEHHON TMrveHe

CrepytoLve npefynpeXxaeHs U Mepbl MpeoCTOPOXHOCTU
OTHOCATCA K: Joowjugat”

(0]

MPEAYNPEXXAEHVE COAEpHUT METW3OTUA30/IOHbI 1 a3un,
HaTpus.

H317 MOXET BbI3bIBaTb A/IEPIVHECKYIO KOXKHYIO
peakuuio.

EUHO32 lMp1 KOHTaKTe C KCMoTammn obpasyeTcst
BbICOKOTOKCWYHbINA ras.

MpepoTBpaLLeHre

P261 W3beratb BAbXaHVS TymaHa/napos/
aspo3oneli.

P272 He BbIHOCUTL 3arpsisHEHHYHO OfieXay C
pabouero mMecta.

P280 Monb30BaTLCS 3aLLUTHBIMM NepyaTkamu/
3aLIMTHON ofexao/cpeacTBaMy 3alLTbI
71as.

PearnposaHue

P302+P352 MNP MOMAIAHAA HA KOXY: TMpoMbims
6O/bLLMM KOMMYECTBOM BOAb!.

P333P313 MMpn pasapakeHn KXW W NOSIB/IEHN
cbinv: OBPaTUTLCA K Bpady.

P362+P364 CHSITb 3arpsi3HEHHYI0 OAeXy U BbICTVPaTL
ee repes, UCrnosb30BaHNEeM.

YTtunusaumsa

Ps01 YTWnvsupyiite coaepxMMoe/KoHTeNHep B

COOTBETCTBUV C CaHUTaPHLIMM HOpMam
P® (CanlMuH 2.1.7.2790-10 ot 09.12.2010).
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IMy3bIpbKA B peareHTe Mory

YPOBHA peareHTa B kaptpue *
acnvpaumn peareHTa, Kotopasi MOXeT
npaBwibHOCTL PBAYHbTaT?

K HEA0CTaTOuYHOM
N

N peareHTamy npu
qug(rﬁgylo KOBOACTBE M0 3KCTlyaTaLmm
paboTe C' aHa/M3aToOpOM CM. BEI KOBO, varay
AH cl-serles, Pasgen 7.

XpaHeHune peareHToB

Makc.

Jo XpaHuTe B BEPTUKI,HOM
HeBckpbIThili 2 - 8C

. OKOHYaHWS TOMOKEHUN.
KapTpunja cpoka EC/M KapTpumK XpaHuicst
rOAHOCTU He BEPTVKa/1bHO,

aKKypaTHO nepesepHUTe
KapTpuox 10 pas u
nepes, Vcrnosb30BaHneM
ocTaBbTe Ha 1 yac

B BEPTUKA/IHOM
MOSIOXEHWN.

XpaHuTe B BEPTUKA/IbHOM

OKOHYaHWS TOIOKEHUH,

cpoka ECnm kapTpumK XpaHunics

TOAHOCTV  He BEPTUKA/IBHO,
YTUNN3UPYIATE KapTPUIK.
He vicnoneayiite
MOBTOPHO KPbILLKA
peareHTa M3roToBuUTesst
WM 3aMeHsiemMble
KPbILLIK/ BBAMY pricka
KOHTaMUHaLMM 1
BO3MOXHOCTU HapyLLIEHNS
pabouMX XapaKTepUCTUK
peareHTa.

PeareHTbl MOXHO XpaHWTL Kak Ha

]
ee. nocne

A peareHVWWWww

rp ~T M "« ™ a-8C. peareHtbl, xpaHamecs
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ynakoBKax and obecneyeHns ] »»TOB U3 CUCTEMbI CM. B

JianasoHa [LT CTVIMbIX 3Ha " T.BIOLLNX TECTOB crepyet
lopue peareHToB. PesyrbTarbl c°C BETCTBYOLLMX

cunTaTh HeBEPHbIMM, 06pasLbl « 0 N - A |;YY;"6poBka TecTa,
MoBTOPHO. MOXET rnoTpe6osaThb

-_Teii cM B PyKoBofCTBE
MHEhOpMALMIO 06 YCTPAHEHUM HEMCTIPABHO TEN CM.
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npoBeaeHNEM TecTa halina TecTa, NpocmoTpe
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CbIBOpOTKa KPOBU

Mnasma Kposu

CocTosiHne 06pasLos
He vicnonbayiite:
06pa3sLpl, MHAKTVBMPOBAHHbIE HarpeBaHNeM
CWIbHO remo/vavipoBantblie 06pasLibl
06pa3sLpl C 3aMETHOV MUKPOBHOI KOHTaMuHaLwel
YTOObI NOMYUUTb MP-UMbHBLIO pe3srarYVWWWWwwh

CbIBOPOTKM 1 M/iasvbl 'P®"  yacTul,. O6pasiibl ChbIBOPOTKA
3pUTPOLIMTOB U pYTUX ALVOHHYIO W
0Bl NaUVEHTOB

VH B
OMBO/ITUUECKYHO TEpaniio, MOryT COAEPXaTb %‘6&
pe3ynkTate He3akoHYEHHOro 0BPA30BaHNs CryCTKO

NepeKPeCTHOM KOHTaMUHALIM.

—"Abboli



Ypanvte ny3bipbkv anmMKaTopom A0 Hayana TeCTVPOBaHMS.
Vcnonb3yiiTe HOBbI anmmkaTop AfiA Kaxaoro obpasua, YTobb!
n3bexarb NepekpecTHON KOHTaMUHALWN.
[na nonyyeHns cornacoBaHHbIX Pe3y/bTaToB pekomMeHayeTcs
NPOBOAVTL MOBTOPHOE LIEHTPUADYTpoBaHe 06pasLIoB nepef,
TEeCTUpOBaHVEM, C/IN
*  OHW cofepKar dmOprH, SPUTPOLMTLI WK ApyTve TBepaple
yacTub!.
MPYMEYAHVE: Ecrin 0bpasLibl coaepxat dmvbpuH, SpUTpoumTbI
W Apyrvie TBepAple YacTulpbl, NepeMeLLaiiTe Ux Ha BopTekce
Ha HU3KOW CKOpOCTM Wk nepeBepHyB 10 pa3 nepes NOBTOPHbIM
LIEHTPMADYTPOBaHMEM.
lMoaroToBbTE 3aMOPOXEHHbIE 06pasLbl CeayoLLMM 06pasoM:

 Tepep nepemelLBaHEM 3aMOPOXEHHbIE 06pasLibl HEOBXOAYMO

MO/THOCTBLHO Pa3MOpPO3UTb.

*  TwaTensHoO NepemeLLalite pasvMopoXeHHble 06pasLibl Ha
BOPTEKCE Ha HV3KO CKOPOCTY WM akkypaTHO nepeBepHyB
npobupkn 10 pas.

*  BusyanbHO npoBepsTe 06pasLpl. Ecim HabnopaeTces

paccnoeHve Win CTpaTdmkaLms, MoBTopsiiTe NepeveLLBaHe
[0 TeX rop, noka 06pasLipl He CTaHYT BU3Ya/bHO OfIHOPOAHBIMM.

* HepgocratouHoe nepemelLBaHne 06pasLoB MOXET MPUBECTU K
MO/YHEHWIO HETOUHbBIX PE3Y/ILTATOB.

*  PexoveHayeTca NpoBOAYTL NOBTOPHOE LIEHTPMCDYTpoBaHyie
06pasLoB.

lMoBTOpHOE LIEHTPUCYMpoBaHYie 06pasLoB

¢ TMomectute 06pasLbl B LEHTPUYXHbIE MPOBUPKA 1
LieHTprCchyTUpyiTE.

e [InA TeCTVpOBaHMSA MOMECTUTE OUMLLIEHHbI 0bpaseL), B
yaLueyky A8 06pasLoB Wi BTOPUUHYLO Npobupky. Ecrm nocne
LieHTpUdoypoBaHI st B 06pasLie MpuCyTCTBYET IMMUAHBINA CrIoiA,
nepeHecuTe TO/MbKO OYMLLIEHHBIV 0bpaseL, 6e3 MNeMUYecKoro
marepuana.

XpaHeHune 06pasLioB

Makc, Bpemsa CneunanbHble

Tun o6pasua TemnepatTypa XpaHeHus VHCTPYKUNK
CbiBopoTka/ 2 - 8'C 7 oHeli lNepep TecTVpoBaHMEM
niasma obpasLbl MOXHO
KpOBU XpaHUTb B

XOMOAWTbHMKE
[0 7 oHeit npu

Temneparype 2 - 8C.
Ecnv TectuposaHve
oTKIabIBaeTCA

6oriee yem Ha 7 fHel,
06pasLipl CbIBOPOTKA
W 1/1asmvbl criefyet
3aMOpO3UTb U XPaHUTb
npv Temneparype
-20'C wm Hwxe.

Ecnm TectupoBaHve oTkiaapiBaeTes 6onee yYeM Ha 24

yaca, OTAe/mTe CbIBOPOTKY WK MU1a3My KPOBUW OT CryCTKOB,
pasaenv TessHoro e UM 3PUTPOLINTOB.

M36eraiiTe MHOrOKpaTHbIX LIMKIOB 3aMOPO3K/Pa3MOpPO3KM.
TpaHcnopTupoBska 06pasLoB

YnakoBbIBaiiTe 1 MapkvpyliTe 06pasLibl B COOTBETCTBUM C
rocyapCcTBeHHbIMK, thefepabHbIMA Y MEXIYHAPOHLIMA
Tpe6oBaHMAMM M0 TPAHCMOPTUPOBKE KIMHUYECKMX 0OpasLIoB 1
VH(PEKLIVIOHHBIX BELLIECTB.

| MPOLIEAYPA
Mpepoctasnsemsle MmaTepvasl
08P49 CA 125 Il PeareHTs! (Alinity i CA 125 Il Reagent Kit)
Heobxoanmble, HO He NpefocTaBseMble MaTepuasbl
e Alnity ICA125 Il cpaiin TecTa
¢ (08P4901 CA 125 Il Karm6patopb! (Alinity | CA 125 |l Calibrators)
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08P4910 CA 125 Il KoHTporibHble Matepuraribl (Allnity |
Controls) v gpyroli KOHTPOMbHbIA MaTepuan
09P1540 YHuBepcasbHbili pasbasuTess i Py{HORO p
(Allnity | Multi-Assay Manual Diluent)
Pacteop Tpurrepa (Allnity Trigger Solution)
Pacteop npe-tpurrepa (Allinity Pre-Trigger Solution)
KOHLEHTPMPOBaHHbI NpoMbiBatoLLiA Gychep (Alinity i-sei iof0®
Concentrated Wash Buffer)
VHdhopmaLmio o Matepurasiax, HeoOXoaMMbIX A/ paboThl .
aHanmsaropa, cM. B PykoBofcTse o akcruyatauym Aluly 841 smoT  pesr
Paznen 1 0
WHdpopmaLmio o matepurasiax, HeobxoavMbIX /i npoLeayp TelCT WR
TEXHNYECKOrO 0BC/y»MBAHWSA, CM. B PyKOBOACTBE M0 3Kcrvyaray o
Alrily cl-3erles. Pazgen 9.
Mpoueaypa aHanmnsa P9
MoppobHoe onucaHve MpoLeaypbl NPOBEAEHU TeCcTa CM. B ’
PykosozcTse no akciyartauymn Allly cl-3erles. Pasnen 5. A
VHdhopmaLmio 06 obecreveHn AoCTato4HOro obbemMa 0opasLa 18"
naLyeHTa rpu 1cnosb30BaHUA NEPBUYHBIX W &/IMKBOTHbIX
npo6upok cM. B PykoBozacTBe Mo akcrnyatauym Allnity ci-series
Paznen 4.
e YT100bl MUHUMM3VPOBATL 3ACHEKTHI CTIAPEHNS, Nepes, poc
npoBefeHnem Tecta yoeauTech, YTo B Yallieyke 19 06pasLios
NpUCYTCTBYET AOCTAaTOUHbIA 06beM 06pasLia.
¢ MakcymasibHoe YMCrIo MOBTOPOB M3 OfHOW Yalleykun A

obpasua: 10 KGQJQ(DE

c

I "?’(X#Pi

- Tp1opuTeTHble 06pasLIL: .00"g°°
" Obbem obpasLlia 4151 NpoBeseHVs nepBoro Tecta: 75 pL
® OGbeM ofpasla [ MPOBEEHMS  KaKOro 0=+,

[0NOMHYTENBHOTO TeCTa M3 OAHON YaLlieyky /s obpasya:
25pL

- S3 yacoB B cucTEME YNpaB/ieHns obpasuami v
peareHTamu:

» O6bem obpasua AnA NpoBeaeHVs nepsoro Tecta: 150 pL Op*
® O6beM  obpasua [ MPOBEdEHVst  KadKaOoro
[ONOMHVTENBHOTO TECTa U3 OAHON YaLLieyky /s obpasya: o
25 pL \

- >3 yacoB B cvcTEME yrpaB/eHust obpasuammn n

peareHTamu:

o

TpebyeTcs cBeXas anmkeoTa obpasLa.

¢ HchopmaLyio O NMOLArOTOBKE Y VCTIOMb30BaHUN KarimbpaTopos
1 KOHTPO/IEH CM. B MHCTPYKLWW MO MpuMeHeHno kK CA
125 |l Kanmbpatopam (Allnity | CA 125 Il Callbralorsiim
B MHCTPYKUMW Mo npumeHeHno K CA 125 Il KOHTposbHbIM
Matepraniam (Alinity | CA 125 Il Controls).

¢ VHdhopmaLmio 06 06LLMX OnepaLMoHHbIX MpoLeaypax cM. B
PykosozacTse o akcrninyatauymn Allnity ci-series. Pasgen 5.

e [InA AOCTWXKEHUA OMTUMaSTBHBIX PabOUMX XapaKTepUCTUK
BaXHO Crief0BarTb CTaHAaPTHLIM MPOLelypamM TEXHUYECKOTO
00Cy)XMBaHNS B COOTBETCTBMN C PyKOBOACTBOM O
akcnnyatauum Allnity ci-series. Pazaen 9. Ecrv npasuna pabotsbl
B BalLlell laboparopum TpebyHoT Gosiee HacTOro TEXHUYECKOTO
06C/Ty)XMBaHVS, CnefyiiTe NPUHSITON NpakTuKe.

Mpoueaypbl pa3sefeHns 06pasLoB

O6pasubl co 3HaveHusamMy CA 125 I, npesbiatoiymi 1000 U/mL,

nomevatorest kogom "> 1000.0 U/mL" 1 MoryT 6bITb passeaeHsb! ¢
1CMO/b30BaHNEM MPOTOKO/I& aBTOMATUHECKOTO Pas3BefieH!s Win
npoLeaypb! PyHHOTO pasBeaeHs.

MpoTokoN aBTOMAaTMYECKOro pasBejeHuns

CvicTema pasBoguT obpasel, B npornopummn 1:10 1 aBTomaTiecku
paccUMTLIBAET 3HAYEHVE KOHLIEHTPALMW, YMHOXAs pesy/isTar Ha
COOTBETCTBYHOLLIA (hakTop pasBeaeHus.

Mpouyenypa py4yHOro passefeHuns

PekoveHayemoe passegeHve: 110

MoxeT notpe6oBarbest MOBTOPHOE passeeHue B nponopumm 1:10.



M. O6pasua k 450 pL YHvBepcanbHoro Pasbasurens
A passesieHns (Alinity i Multi-Assay Manual Diluent).
JO/MEH BBECTU (PaKTOp passefeHns Ha
1.m (O6pazew) wm “Control” (KoHTposb) akpaHa Create
b3paatb 3akas3). Crctema GyaeT UcnonbL30BaThb AaHHbIA
~ H W A [AaBTOMATUYECKOrO pacyeTa KOHLEHTpaLmm
imy_ . J hcoo0LLeHVa pesynbTara. 3HaueHne
'SHIES janomwHo cocTasnsTb > 20 UmL a0 npumveHeHns dhaktopa

Er

““«DaR

CeTop He BBeN (haktop passeaeHns, " 3@ ™ "' °
"J'cl.se, Wb pesyrbTaT Ha COOTBETCTBYIOLLMA (PaKTOp pass A

o

[«nnyatauym Alinity oi-series, Pasgen 5.
a’aen5

NpoBEAEHN KarIMBPOBKM CM. B PykoBOACTBE MO
Krnyataumm Alinity ci-series, Pazgen 5.

g o OLEHKN Kal'lVI6pOBKVI Tecta HeO6XOAI/IMO NpOTECTUPOBATL
S

erles
(FXMHATMA 1 coxpaHeHus

,Cnepywuive o6pasLbl MOXHO TecTupoBaTb be3 np 4
(annbposkn, KpomMe Tex cnyyaes, Korga.

ﬂ'FI Mcnonb3yeTcs Habop peareHToB C HOBbIM HOMEPOM CEpuUM.

®340B

Pe3ynbTaThl exeAHEBHON npoLeAypbl KOHTPONSA

rprr—

[lomKkeH npesbilLaTb 30 AHEN.
MoXeT NoTpeGoBaThCs MOBTOPHAA Ka/MBPOBKA TeCTa nocrie

= ::r=r1r1 =5 —
npoueayp.

Mpouenypbl KOHTPO/ISA KayecTBa

» 0 -»»

.nnitw i

WM aKKPELVTALMOHHBIMY TPEGOBAHWAMM W MOATUKOI KOHTP
KauecTBa Ballieli laGopaTopun.

[nsi noyueHns CTaTUCTMYECKM 060CHOBAHHOTO AvianasoHa
KOHTPO/IA Kaxkaas nlaboparopusi A0/DkHa YCTaHaBMBaTL

T 5"OHel ¢ fanbHenLMM onpeaenieHneM OXMAAEMOrO CpesiHero
r oRBunrot 3Ha4YeH1a 1 Bapnabe/IbHOCTV CPEAHIX 3HAYEHN
plraralrHalre Maro™aropl' Ha OCHOBE MO/yYEHHbIX PE3y/ILTaTOoB.
UToGb! MO/Y4MTL penpeseHTaTVBHbIE JaHHbIe /11 AasbHEALLIE
[60Tbl cMTeMbl,'B JaHHOE UCCNeoBaHVe HeOOXOAMMO BKIHOUUTL
BO3MOMXHblE MPVUVHBI BapHabesibHOCTU.

¢ HeckonbKo COXpaHEeHHbIX Kann6poBOK

PasHble cepuy peareHToB

PasHble cepumn KamopaTopos

PasHble aHanmMTUYeckvie Mofym (EC/ NPUMEHVMO)

PesynbTaTbl, NonyyaeMble B pasHoe BPeMsi CyTOk

WHdopmaymio nnm obuwne pekomeHgauymm no
CM B ony61uKoBaHHbIX PyKOBOACTBax, Hanp., B

MHCTUTYTa KNUHUYecknx n nabopatopHeix ctangaptos (CLS1) nnn

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

BS—= = =S H =
MOTYT GbITb COMHUTENBHLIMK. Crieyvite
na’patopueli npoLeaypam KoHTponA Kavectsa. MoxeT
n” Ao TbCs MOBTOpHasi KayMGPOBKa. VHdopmaLwo
00 ycTpaHeHWM HeucnpasHoCTeli cM. B PykoBoacTee
akcrinyatauum Alinity ci-series, Pazaen 10.
nnrne 3arpy3k1 B CYCTEMY HOBOIN Cepumn peareHTa wim

KPUTEPUN MPUEM/IEMOCTU.

PekomeHgaLuum o npoueaype KOHTPOJIS KadecTsa
pekoMeHAaLMM Mo NPoLEAypam KOHTPO/A K a ™ a  fiabopat p
cm B “Basic QC Practices”, James O Westgard, Ph.D.
MNoaTeepxaeHe 3adaBNEeHHbIX XapakTepucTuk Tecta
[MpOTOKO/bI LA NOATBEPKAEHNSA 3aSIB/IEHHbBIX «

Mo NPUMEHEHWIO XapaKTEPUCTUK TecTa A

no akcnnyataumn Alinity ci-series. Pazaen lMoarsepxaeHve
3asB/IEHHbIX XapaKTepUCTUK TecTa .

| PE3YJIbTATHI

muty i CA 126 Il UCAOMNYAT

pe3yNLTATOB.

cdnaru
N\ r =

Alinity ci-series. Pazgen 5.

a ii/mL KOTOPbW cooTBeTcTBYeT rpaHuuam npuemnembix
pa6ouunx xapakTepucTuK Ans MHENHOCTN, BOCNPON3BOANMOCTM

ulrepsaTusmepeHus Tecta Alinity i CA 125 VcoctaensieT 11 -
1000.0 U/mL.

u O PAHNYEHVA MPOLIEAYPDLI

PesyrbTars! crieflyet VHTeprpeTVpoBaTs B
OPYTMU JaHHBIMK; Harp., CUMITTOMaMK, pesy/isTatamu Apyri
TECTOB  K/MHUYECKUMI NPOSIBNEHUAMA U [Ip.
EC/m pesynbtartbl Tecta Alinity i CA 125 ViHe cooTBETCTBYHOT
KMHWYECKOI KapTVHe, peKOMEHAYETCS NMPOBECTU
[OMo/HUTESIbHOE TECTUPOBAHVE.
retepotwibHble aHTUTENa B CbIBOPOTKE KPOBU “en°Beka
MOry”~ BCTynaTb B peakyutio ¢ UMMYHOrnobynuHamu peareH
nHTepdeprpya B nmmyHoaHamse 1N Vo, Mawuvene,
Hax"LMecs B NPVBbIMHOM KOHTAKTE C XMBOTHLIMU /NGO
cnakTaMMW CbIBOPOTKV KPOBU XWBOTHbIX, B GOMbLLEN
CTerneHn noaBepeHbl Noao6HoN nHTepdepeHLvmn. s
MOCTAHOBKM [yiarHo3a MOXET NoTpe6oBarLCA A0MONHUTESbHAs
1GQ)
O6pasLpl, NosyyeHHble OT NaUWeHTOoB, KoTopble NpAanu
roenaparbl W3roTOB/IEHHbIE HA OCHOBE MOHOK/MOHa/TbHBIX
rr_TM .TM .»”r”TM . = -
Liensix MOryT COAepXaTb HesoBeyeck e aHTuTena npotvis
IbMMHBIXTHTUTEN (HAMA). Moao6Hble o6pasub! mpu
ncecnefoBaHuy B Tectax, Ucronb3yrowmx “ O ~oHan” bl
MbILLMHbIE aHTUTENa, Taknx Kak Aiinity i CA 125 i, mon”"
MEMOHCTOMPOBATL JIOKHO 3aBblLLIEHHbIE WM JIOXHO
3aHVDKeHHble pesynbTarbl. 1A onpeaeneHys craryca nauyieH
MOXET MoTPeboBaTLCA AOMOSHUTESLHAA KIMHMYECKas Wik
JAnarHocTnyeckas MHpopmaLys.

Abbott



e [aLyieHTbl C NOATBEPKAEHHBIM AVarHO30M KapLHOMbI
ANYHMKA MOTYT UMETb 3HaueHnss CA 125 10 fiedeHrst B ToM
Xe AvanasoHe, YTo 1 300poBble Noau. MoBbILLEHVE YPOBHA
LIMPKY/IMPYHOLLIErO @HTUreHa, BbIsB/seMoro aHtutenamm OC
125, MOXeT HabMAATLECA Y NaLUVIEHTOB C HE3/I0KA4ECTBEHHbIMM
3a6onesaHusMU. [NoaTomy pesynbTar Tecta Ha CA 125,
HEe3aBVICMMO OT 3HaYEHUS, He CrieflyeT VHTEPNPETMPOoBaTL
Kak abcoroTHoe [0KA3aTe/bCTBO HaVIMYMA WK OTCYTCTBUS
3/10KaYECTBEHHOTO 3a60M1eBaHNs. Pesynbtarbl Tecta Ha CA 125
HeOGX0AYIMO VIHTEPNPETVPOBATL B COYETAHUN C KIMHUYECKOI
OLIEHKOW 1 ApYrMM AMarHOCTUYECKIMU NpoLiesypamm.
Tect Alinity i CA 125 N Henb3s Mcnonb30BaTh B KayecTse
CKPUHWHIOBOTO TecTa Ha pak.

¢ [laHHble MO penpeseHTaTUBHLIM PaboUMM XapakTepUCTUKaM
npeacTasneHs! B pasaenax OXXUOAEMbIE 3HAYEHSA
1 CMELUMNPUNYECKNE PABOYME XAPAKTEPUCTVIKI.
Pesynbtarbl, Mo/lydeHHbIe B OTAEbHLIX SIAB0paTOpUsX, MOryT
OT/M4aTLCA OT NPUBEAEHHBIX JAHHBIX.

m O)KMAAEMbIE 3HAYEHNA
[JaHHoe vccneaosaHve NpoBoawioch Ha cucteme ARCHITECT |
System.
B gaHHOM pasfenie npeAcTas/ieHbl aHHbIe M0 pernpeseHTaTBHLIM
pabouMM XapakTepucTUKam. PesyrsTarbl, NoslydeHHbIe B OTAEMbHbIX
n1aboparopusix, MOryT OT/IMHATLCS OT NPUBEAEHHBIX JAHHBIX.
Kaxrpoii naboparopumn pekomeHayeTcs ycTaHaB/MBaTb COOCTBEHHbIV
pedhepeHCHbIN AyianasoH, OCHOBaHHbIA Ha crelmdivike pervoHa v
XapaKTepUCTUKaX MOMy/IALMN.
Pacnpenenenve 3HaveHmii B Tecte Ha CA 125 Il npu 1ccriefoBaHAm
811 06pa3LoB NpeacTaB/eHo B TabMLE HIDKE:

Pacnpepenenyie 3HaueHnii B Tecte AHCHTBCT CA 12511

MpoLieHT (%)

Kon-sote- 0-35 351-65 55.1-100 >100
ctvpyembix  WWE  UfiiL u/mL u/mL
KMMHUYECKN 300POBbE
XKeHuwyHb! (B nepvion 29 89.9 6.1 40 0.0
npemeHonay3bl)
XKeHuwyHb! (B nepvion 97 99.0 10 0.0 0.0
nocTMeHonays3bl)
3/IOKAYECTBEHHBEE 3ABOSTEBAH/A
Pax sinuHvKa 166 49.9 143 4.8 32.8
Pak MOJIo4HOIA Jxenesbl 50 80.0 20.0 0.0 0.0
KoropekrarbHbli pak 50 84.0 4.0 10.0 2.0
Pak aHgomeTpusa 26 96.0 40 0.0 0,0
Pax nerkoro 50 60.0 18.0 10.0 12.0
HES/IOKAHECTBEHHbIE 3ABO/TEBAHS
3ab0reBaHre AMUHNKa 100 90.0 9.0 10 0.0
3aboresaHve 49 837 143 2.0 0.0
MOYENosI0BOli CUCTEMbI
vnepreHsus/IBC 100 88.0 110 0.0 10
JlobpokavecTseHHoe 25 84.0 8.0 40 40

3a60r1eBaHvie 3HAOMETPUS

8 [AHHOM UCCNEA0BaHNN Y 94,4% 300POBbIX XEHLLWH
3HaueHus Tecta Ha CA 125 Il 6bum Hwke win pasHbl 35.0 U/mL
(cpepHee 3HaueHve = 164, CKO = 130). Kaxzoli naboparopun
PpEKOMeHAYEeTCS YCTaHOBUTL CBOI COBCTBEHHBIN pethepeHcHbI
[AvianasoH 3HauYeHWin 41A vcciedyemoli nomnynsaumm.

MOHWUTOPWHT COCTOSIHWSI MALMEHTOK C AUArHO30M paka siMuHmKa
IpY MOHWTOPYHIE COCTOSIHUS MALWIEHTOK, CTPaJAOLLMX pakoM
ANYHUKA, M3MEHEHVS 3HaYeHWI, Habnofaemble B Cepun TECTOB

Ha CA 125, crefiyeT UHTEPNpeTMpoBaTb B COMETAHN C AaHHbIMA
OPYrUX KIVMHUYECKUX METOAVIK, MPpeaHasHaueHHbIX A1 MOHUTOPYHIa
paka AM4HMKa.

Bblna ycraHoBneHa adhdektmBHoCTb Tecta ARCHITECT CA 125 I

B Ka4eCTBe BCrOMOrare/l,Horo CpefCcTBa MOHUTOPYHIA COCTOSTHUS
NaLVEHTOK C PakoM SMYHVIKA MyTEM OLIEHKN U3MEHEHWS YPOBHEN
CA 125 B cepum 06pa3LOB CbIBOPOTKM KPOBY OT 63 MaLlWeHToK B
CpaBHEHUN C U3MEHEHVISIMW B CTa[uM 3a00/1eBaHyS.
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WccnepoBaHue Brkovano Beero 306 HabnoaeHve, aqe
Hab/OEHUIA HA OOHOTO NaLueHTa coctaBuwio 4.9. Bbro s
3HauUTeNbHOE M3MeHeHVe ypoBHA CA 125 - yBeninyeHueps VA b
TecTe Mo MeHblUei Mepe Ha 10.75% [T.e., B 2.5 paza BLe
YKB (4.3%)].

CeMbeCAT CeMb MPOUEHTOB (77%) wi 85/111 nonowrent
06pasLioB OT NaLMEHTOK KOppeMpoBasn ¢ nporpeccueli
3ab0M1eBaHIs, B TO BpeMsi Kak LLECTbAECAT OfyH npoueHT @
wm 81/132 cepuiiiHbIX 06pa3L0B, He MOKA3ABLUMX 3HAYUTENBK
n3mMeHeHus 3HadeHnss CA 125, koppenmpoBar C OTCyTCTB/EM
nporpeccyn. OBLLAs COrNacoBaHHOCTb AAHHOTO MocenpeaH™
COCTaBWNA LLIECTLAECAT BOCEMb NPOLIEHTOB (68%) wn 1652431
Tab/mLe HKe NpeacTas/ieHbl JaHHbIE B Cxeme KraccucmkaLy
2x2.

‘68" ,B O

LonOB® nT- Mrove
Vi3meHeHvie cTaaym 3abenesaHya Ha NocneaoBaTelbHy0 napy

Vi3MeHeHvie B KOHLIEH- OrcyTcTare

Tpaumm CA125 IMporpeccua nporpeccumn ObiLee
>10.75% 85 51 136
< 10.75% 26 8l 107
Obiiee 111 132 243

Tabnmua pacnpeaeneHus pesybTaTtoB Ha OAHOro nauveHTa Pl
npefcras/eHa Hke. [eBsHOCTO BoceMb MpoLeHToB (98%) win

46/47 cepuiiHbix 00Pa3LOB OT K0l MaLMEHTKA CO 3HAUUTENBHEIM ic™
YBE/IMYEHVIEM KOPPENMPOBA/IN C NPOrpeCcCreil, B TO BpeMst Kak

TPOUATL BOCEMb NPOLEHTOB (38%) wim 6/16 HabOPOB CbIBOPOTOK ApO
KPOBY, He MOKa3bIBaBLLUMX 3HAYUTESBHOrO U3MEHEHUS YPOBHA 00
CA 125, Koppennposasm ¢ OTCyTCTBMEM Mporpeccun. ObLLas

COrIaCoBaHHOCTL [AHHOMO UCC/IE0BaHV s COCTaBWa CEMbIECAT

ceMb MpoLEeHTOoB (83%) wn 52/63. CieP*
Vi3MeHeHVie CTaaun 3a60MeBaHIsA Ha KaX/oro NaLeHTa
Vi3MeHeHvie B KOHLEH- Orcytctere
Tpaum CA125 Mporpeccya nporpeccumn ObiLee pOp
>10.75% 46 10 56 461
< 10.75% 1 6 7 Og,epf
ObLLee 47 16 63
ar
| CNELUWVPUNYECKME PABOYVE
XAPAKTEPUCTUKU

B gaHHOM pasfene npeAcTas/ieHbl jaHHbIe M0 pernpeseHTaTBHLIM
pabounM XapakrepucTvkam. PesynsTarbl, NoyYeHHbIE B OTAESbHbIX
n1aboparopusix, MOryT OT/IMYATLCS OT MPUBEAEHHbIX JAHHBIX.

Ha aHanusarope Alinity i n cucteme ARCHITECT i System
CrO/b3YHOTCS OfIHN 1 Te e peareHTbl 1 COOTHOLLIEHWS 0bpasLa/
peareHTa.

Ecrm He yKasaHo [pyroe, Bce uccrnefosaHusl NPoBOAWINChL Ha
aHarmzarope Alinity i.

BocnponssogumocTb

BocnpousBoavMoCTb BHyTpY slabopaTopun

BbI1o NpoBesieHo vccneaoBaHie B COOTBETCTBAN C
pekoMeHdaLmaMmn fokymeHTta CLS| EP05-/42.M ViccnepoBaHve
NPOBOAWIOCH C 1CroNb3oBaHeM 1 oepumn CA 125 |l PeareHToB
(Alinity i CA 125 Il Reagent Kit), 1 cepum CA 125 Il Kanmbpatopos
(Alinity i CA 125 Il Calibrators) 1 1 cepym CA 125 Il KOHTPOSIbHbIX
Marepuasios (Alinity i CA 125 Il Controls) Ha 1 aHasmsaTope. Tpu
MaHesv CbIBOPOTKM KPOBM GbU MPOTECTVPOBAHLI HE MeHee Yem B 2
noBTOpax 2 pasa B eHb B TeueHvie 20 AHeil.

BHyTpM cepum (NoBTO-  BHyTpM NaGoparopum

Ko CpemHee psieMoCTb) (obiuee)’
Obpasel BO (UmL) a0 9%KB [e)@)] %KB
Marens 1 120 39.3 1.83 47 189 4.8
Maxens 2 120 271.2 512 19 911 34
MaHenb 3 120 570.7 10.74 19 15.65 27

A Br/oYaeT BapuaberbHOCTL BHYTPU CEpu, MeXy Cepusivi 1
MEXY OHSMA.
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(0eHo vccreioBaHMe B COOTBETCTBUM C

/AW pokymenTta CLSI EP17-A2.” iccneposaHve

b C Mcronb30BaHveM 3 cepuii CA 125 Il PeareHToB

125 Il Reagent Kit) Ha 2 aHanm3aTopax B TeveHve He
V. Hanbonee BbicoK/e 3HaueHus npenena 6naHka

Angi

R Jnena o6HapyxeHus (MO) 1 npesena KoMYecTBEHHOro
seHm (MKO) nprBeneHb! HUDKe.
>>0"0 UL
01
-“A0B3. 03
0.6

onpesagereH kak 95-1 NpoLeHTWb Mo pesy/sTataM
[MooBaHVst 06Pas3LIOB C Hy/IEBOI KOHLIEHTpaLmeli aHamTa B
MNOBTOpaXx.
~ onpeaernieH Kak camast Hii3kasi KOHLIEHTpaLmst, npu
PO/l @HA/INT MOXET GbITb BbISIBEH C 95%-11 BEPOSITHOCTHHO
pesyrbTaram vccneoBaHns 06pasLoB C HUSKVMU YPOBHAMA
TLEHTpaLWM aHanmMTa B N1 60 nosTopax.
m [KO onpesernieH Kak camasi Hu3kasi KOHLIEHTpaLms aHanuTa ¢
IMKCMaUTBHBIM I0MYCTUMbIM 3HAYEHVEM BOCTIPOM3BOAVMOCTU 20%
'8 MO pesy/bTaram 1ccneoBaHs 06pasLoB C HASKUMM YPOBHSIMM
KOHLIEHTpaLWM aHamTa B N a 60 noBTopax.

JInHeliHoCTb

Bbino npoBefeHo uccneoBaHvie B COOTBETCTBUAN C
pekomeHpaumamm fokymeHTa CL 31 EPOG-A.

JIMHEHOCTb AaHHOTO TecTa COXPaHSETCA B MHTEPBAVIE M3MEpPEHs
11 - 1000.0 w/rnE.

VHTepdepeHyms

MoTeHUpaibHO MHTEPhepu pytoLLME SHAOrEHHbIe BELLECTBa U
noTeHUMaIbHO MHTEpAheprpytoLLIvie nperaparb!

[JaHHoe vccneaoBaHve NpoBoawIoch Ha cucteme ARCHITECT |
System,

Cpeppss cneupdpmuHocTs Tecta ARCHITECT CA 125 Il cocTasnsiet
S 12% ViccnenosaHns BbIXOAA ObUIM BbINOMHEHbI A1 CPABHEHMUA
CbIBOPOTKY KPOBW, COAEPXALLIEN CrieaytoLLe BeLlecTsa npu
YKa3aHHbIX 3HAYEHNSAX KOHLIEHTPALWIA, C KOHTPO/BHOM ChIBOPOTKOW
KPOBMW.

Viceriesyemoe BeLecTo KOHLIEHTPALWSA UCCTIEAYEMOrO BELLECTBA

Bwpy6IH 20 mg/dL
emornobuH 500 mg/dE
OByt Genok 12g/dL
Tournuueovab! 3g/dL

XUMNOTEPANEBTUYECKWE MPEMNAPATDI

Viceneyemoe BeLecTo KOHLIEHTPALWS 1CC/IEYEMOrO BELLECTBa

Kap6onnatmH 500 pg/mL
LivennatmH 165 pg/mL
KnoTpumazon 0.3 pg/mL
Linknodpoccpammp, 500 pg/mL
[lekcaMeTasoH 10pg/mE
[loKCopyBULmMH 1,16pg/mL
JelikoBOpUH 2.68 pg/mL
MendanaH 2.8 pg/mL
MetoTpexcar 45 pg/mL
Maknvrakcen 3.5 ng/mL

[Jpyrvie noTeHUManbHO MHTEPCIEPVPYIOLLIME COCTOAHWA

[JaHHoe nccnefosaHve NpoBoawiocs Ha cucteme ARCHITECT |
System.

Bbuia npoeeseHa oLeHka Tecta ARCHITECT CA 12511 ¢
1cronb3oBaHrieM 06pasLos ¢ HAMA 1 peBMaTonaHbIM
dpaktopom (RF) /s nocrieaytoLLeii oLeHK/ cneumdimyHoCcTU
Tecta. [smb 06pa3LoB, NoNeXUTENbHLIX HA HAMA, 1 nsmb
00pasLoB, NonoXUTE/bHbIX Ha RF, 6bUM OLieHeHb! Ha % BbIXOA

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

C [06aB/eHHbIM K KakIOMYy 06pasLly aHTUIeHOM, BbIAB/IIEMbIM
aHTuTeNnamm OC 125, npu 3HaueHusIX KoHLeHTpauwii 35 n 250 n/TE.
3HaueHnsa cpeaHero % BbiXxofa NpeAcTas/ieHbl B TabnmLe Hbke.
KnuHuyeckoe coctosHie

Kon-Bo 06pasLios CpeaHuii % Bbixofa—
HAMA 10 %
97
/E 10

CpaBHeHne MeTof0B

BbIio NpoBefieHo vcceoBaHie B COOTBETCTBUM C
pexomeHgaumsammn aokymeHta CEBL EPO9-A3 € 1Crosb30BaHreM
mMeToga perpeccun Passlna-Bablok ®

Koodpp
Epr- Kon- koppens- lMepece- Ha-  [anasoH KoH-

HMUBI BO UMM YeHME KMOH  LeHTpaLym
AlinityiCA125 Coioporka UmE 129 100 005 0985 27-9823
Il B cpaBH. ¢ KpoBu

ARCHITECT CA

1511

AhhekT BbICOKON [,03bI

[JaHHoe vccnenoBaHve nposoaniocs Ha cucteme ARCHITECT |
System.

OdhdhexT BbICOKOI 4036l MPEACTaB/SET COO0I SRMEHVE, NPY KOTOPOM
06pasLibl C BbICOKOW KOHLIEHTpaLWe# MOryT AEMOHCTPVPOBaTL
pesynbTarthbl B Npefenax AMHaM1yeckoro avanasoHa tecta. Mo
1ccneoBaHMM 06pasLoB C YPOBHEM aHTUIEHa, BbISB/IAEMOTO
aHTUTenamm OC 125, npubnusutensHo Ao 180 000 ng/mE B Tecte
ARCHITECT CA 125 Il He Habmniopanock achapexta BbICOKOM A03bl.
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Alinity 1 ARCHITECT ABASIKOTCA TOPrOBbIMA MapKamn KOMMaHWn
Abbott Laboratories B paznmuHbIX topucavkumsix. Bee gpyrue
TOProBble Mapky SIBMSKOTC COOCTBEHHOCTLIO COOTBETCTBYHOLLIX

B/IaJE/bLEB.
CE

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

M fl

Germany
496122580

IPROPUCED FOB ABBOTT BY |

Fujirebio Diagnostics, Inc.

201 Great Valley Parkway

Malvem, Pennsyivania 19355, USA
CepsucHas nogaep>kka: Obpallaiitecb kK CBOEMY MECTHOMY
npefcTaBUTENIO MM CMOTPUTE KOHTAKTHYIO UH(hopMaLuio Ans
Balleli cTpaHbl Ha calite www.abbottdiagnostics.com
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Abbott Laboratories
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©2016, 2018 Abbott Laboratories
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MPUNOXEHNE

KunHeTpykumn MO npumeHenunto CA 125 |l PearenTbl (Alinity i CA 125 Il Reagent Kit)
Ans Poccun

TPAHCTIOPTUPOBKA

M3genne  peKOMeHAYeTCs  TpaHCMOpTMpOBaTb Npu  Temnepatype 2-8RC B
TEPMOKOHTEHepax OHOPA30BOr0 NO/b30BAHNSA, COAEPXKALLNX XNaf03NEMEHTbI, UK
B TEPMOKOHTEHepax  MHOTOKPaTHOTO  MPUMEHEHUS  C  aBTOMATWUYECKU
noAAepKMBAEMOii TEMNePaTypoil UNM B aBTOPE(PUXEPATOPaX C WUCMONb30BAHUEM
TEPMOMHANKATOPOB. M3aenne 0CTaeTcs CTabubHBIM 0 OKOHYaHWsi CPOKa FoAHOCTY,
YKa3aHHOTO Ha YnakoBKe. IMpu TPaHCMOPTUPOBaHUM C HApYLLUEHUEM TEMMEPATYPHOrO
pexxuma M3fenue He MOANEXWUT NPUMEHEHWHO. TPaHCMOPTUPOBKA OCYLLECTBASIETCS
BCEMMW BUAAMW TPaHCNOPTA B KPbITbIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBUM C
npaBunamu NepeBo3KM rpysoB, AEMCTBYIOLWMMMU Ha KXKAOM BUAE TPAHCMOPTA.

TAPAHTUNHBLIE OBA3ATE/ILCTBA

Mpon3BoANTENb rapaHTUPYeET, YTO MPU NPaBUNLHOM XPaHEeHUM 1 0GpaLLeHnn nsgenune
0CTaeTcs CTabUbHbLIM [0 NCTEYEHUS CPOKA FOAHOCTN. MaKCUMasbHbI CPOK FOAHOCTY
MEAMLMHCKOTO W3fienns He Gonee 12 mecsueB ¢ AaTbl MPOM3BOACTBa. M3genwe,
XpaHWBLUEECS C HapyLUeHWeM pernaMeHTMPOBaHHOTO MPOW3BOANTENEM peXuMa,
NPUMEHEHWIO He MOANEXMT.

TEXHUNYECKOE OBCNY>XVUBAHWE

He TpebyeTcs.

TEKYWWI PEMOHT

He TpebyeTcs.

AAHHBIE  gna  YTUIU3AUUN N YHUYTOXEHNA
MEANLUNHCKOIO N3AENNA

MeguumHcKoe usgenne yTUAMMPYIOT U YHUUTOXAIOT B COOTBETCTBMM C NpaBunamu
o6palleHnss ¢ MeAULMHCKUMM  OTXOAamu, pernameHTupylowmmmucs  CaHluH
2.1.7.2790-10 ot 12.12.2010 «CaHWTapHO-3NWAEMUONOTNYECKMe TpeboBaHNsS K
06paLLeHNIo C MEAULIMHCKAMM OTXOAaMI».

Heo6XoAnMo cnefoBaTh HaLMOHaIbHBIM CTaHAapTaM Mpu nepejade U yTUAM3aLuu
U3[ieNns, ero KOMMOHEHTOB U YMaKoBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLMNHCKOE WU3AENVE

98/79/EC, BS EN 13641, BS EN 13612, BS EN 1SO 15223-1, BS EN ISO 18113-2, BS
EN ISO 18113-3, BS EN 1SO 23640, BS EN 1SO 14971, EN 1SO 13485, MeauLUmnHcKue
n3genus PerynuposaHue GSR 78 E

MOTEHUWANBbHbIA MOTPEBUTE/b

MeguuyHekoe usgenme CA 125 I PearenTbl (Alinity 1 CA 125 Il Reagent Kit)
npefHasHa4yeHo [ANs  WUCMOMb30BaHUS B Pas/UUHbIX  KIMHWKO-1a60PaTOPHbIX
YCNOBWSIX, BK/IOYas, 63 orpaHnyeHns, GobHULbI 1 1a6opaTopum, NepcoHan KoTopbIx
npotuen o6yyeHune no Ucnonb3osBaHWIO aHanuatopa Alinity i.

NH®OPMALIMA 0 HAANYNN B MEAVLIMHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPUNBHOCTb

MocTaBnseTcs B HecTepunbHOM Buge. CTepunusauus nepej NpYMeHeHUEM He
TpebyeTcs.
NMH®OPMALNA o]
NMPUMEHEHWA

He NogneXxuT noBTOPHOMY NPUMEHEHMIO.

MATEPUAbI XUBOTHOTO NMPONCXOXAEHNA

Martepuanbl >KMBOTHOTO JIPOUCXOXAEHWA MPOBEPEHbl U PUCKW npumeHeHns MA

BO3MOXHOCTM MOBTOPHOIO

yKasaHbl B [acnopTe 6e3onacHocTu. Macnopta 6e30MacHOCTI MOXHO HaliTW Ha caiiTe
www.abbottdiagnostics.com nnn o6paTuTech K MECTHOMY NpeACTaBUTEeNtO.
MOKA3AHWA n MPOTUBOMOKA3AHWA

He npumeHumo.

YCNoBNA XPAHEHNA N NTPUMEHEHNA

XpaHeHne MeaULMHCKOro u3genus npu Temnepatype oT 2“C fgo 8°C fomkHO
OCYLLLeCTBNATLCA B XONOAWbHBIX KaMepax Uan B X0NoAuNbHUKaX, 0becneynBatoLmnx
PernameHTUPOBaHHbI TEMNEPaTYpHbIi  PEeXUM C  eXefHEBHOW perucrpauueit
Temneparypbl.
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65205 BucbaaeH
n/a 1303,65011 BucbageH

Mognuce; /nognucano/

3amaH KxaH (Zaman Khan)

3amecTuTenb AnpeKTopa

Mo HOPMAaTUBHO-NPABOBOMY PerynMpoBaHuio
PervioH EBBA v NakuctaH

3660TT M'M6X & Ko. KIF

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

65205 BucbageH-[enbkeHxanm
MepmaHua

FOpuanueckwii agpec: BucbageH
PaiioHHbIN cyn BucbapeHa HKA 4888

Hecyu.l,vu7| NepPCOHa/IbHYHO OTBETCTBEHHOCTb KOMIMaHbOH!

3660TT MeHemKMeHT T'M6X
HOpuanueckuii agpec: BucbageH
PaiioHHbIN cyn BucbageHa HKA 12889

Jata: 1 nons 2019 r.

/MeyaTb: 9660TT
2660TT FM6X & Ko. KT
Makc-TTnaHkK-PuHr 2

65205 BucbapgeH/

YnpaBnstoLLmMid:

KpuctmaH Mpanoy (Kristian Grapow)
I"per Anbbepr (Greg Ahiberg)
Mpegcenatens HabnOAaTENLHOIO COBETA:
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Poccwiickas ®degepayus. Nopog MockBa.

JeBATHaguaTOoro nond ABe ThbICAYN AeBATHaLLAaTOro roga.

4, BopoHuHa EBreHnss BnaguMmmpoBHa, BPEMEHHO UCMOJHSAOLWAass 0683aHHOCTU HOTapuyca
r. MockBbl bBaxTagse O3nbmupbl HpbeBHbLI, CBUOETENbLCTBYHO MNOAJ/IMHHOCTL  MNOAMNUCU
nepesojuvika Yncrakosoi Bukrtopun AMUTPUEBHDI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTL noAnucasLLEero AOKYMEHT yCTaHOB/eHa.

3apeructpupoBaHo B peectpe: 77/52-H/77-201 9-
B3bickaHo no Tapudpy 100 pyo6.

YnnayeHo 3a okasaHue ycnyr npaBoBOro Y TEXHWYECKOro xapakrepa: --

E.B. bopoHuHa

Bcero npoLwHypoBaHo, NPOHYMEpoBaHO
W CKpenaeHo neyartafg.....2CM...JIUCT..
BPWVO Hotapuyca.
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npunoxeHue 3

«COIMNMACOBAHO» «YTBEP>XXOAHO»

[VpeKTop perynsatopHoro otaena [vipeKTop HanpasneHns

[INarHoCTUYECKOro NoApasaeneHus «KnunHunueckue nccneposanuns», Poccna/CHI
O6LLecTBa ¢ orpaHnyeHHoi oteeTcTBeHHocThio OO0 «Hesancrmas nabopatopus UHBUTPO»
«3660TT ®Poccun 1 cTpaHax

CHI

T.A. NNabuHcKas
19r.

NMHCTPYKLUWMA

o NpMeHeHnI0 Ha MeaULMHCKOE 13fenve
Habop peareHTOB 47151 KO/IMYECTBEHHOIO onpeaenieHns oHKoMapkepa CA 125
UMMYHOXeMUTIFOMUHECLIEHTHBIM METOLOM B CbIBOPOTKE U MNia3Me KPoBUM YesioBeKa Ha
UMMYHOXUMm4eckmnx aHanmzaTopax Alinity 1 «CA 12511 PeareHTbl (Alinity i CA 12511
Reagent Kit)» nponssogcTBa 9660TT T'M6X &Eo. KI', NepmaHnsa

oT «19» nionga 2019r.
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Konmns

Abbott GmbH & Co. KG Trl. +4961 22580
Max-Planck-Ring 2 Fax +49 6122 581244
65205 Wirabaden

Postfach 1303,65001 Wie,sbaden

Abbott

1, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below

are the operational documentation. These documents are in a full accordance with actual manuals
of manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutenb [upeKkTopa perynsTtopHoro otgena EBponsl,
BnavmkHero BocToka, Adpukn n MakmuctaHa 3660TT mox u Ko. KIT (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAwyM ya0CTOBEPSIO,
4yTO MpunaraeMble  AOKYMEHTbl B HWKENPUBELEHHOM 00beMe  CTpaHWl,  ABIAHOTCA
3KCN/yaTauMOHHON [OKyMeHTauueld. 3TN AOKYMEHTbI MOHOCTLIO COOTBETCTBYHOT aKTyaslbHOM
[LOKYMEHTaLUMN NPOU3BOAUTENS.

3KcnnyaTalUMOHHAs  AOKyMeHTaums  ANS  MeauumHckoro  umsgenus  (Operational
documentation for medical device):

Habop peareHTOB [N KONMYECTBEHHOK  oOnpefeneHns OHKomapkepa C/1 125
NMMYHOXEMUTIOMUMECLIEHTHLIM METOAOM B CbIBOPOTKE W MN/a3Me KPOBW YesloBeKa Ha
NMMYHOXMMUYecknx aHanmsatopax Alinity i «CA 125 Il PeareHtbl (Alinity i CA 125 I
Reagent Kit)»

Mo TEKCTY 3KcnnyaTauuMoHHbIX [AOKYMeIrToB BCTpPevatoTCss BapUaHTbl HanMeHOBaHWI MeANLNHCKNX
V|3,u,en|/||7|, npmBedeHHbIE B Ta6I'II/ILI.e HXKe, KOTOpblE ABNAKOTCA ChnpaBeaIMBbiIMM U pPaBHO3HAYHbIMU

(Operational documentation contains the following true and equivalent short names of medical devices
listed in tabic);

HanmeHoBaHne  avmeHOBaHWe MeAWLMHCKOrO U3AeNNsS iia PyCCKOM f3blke CokpalLeHHoe
Ha aHr INACKOM nanMeHoBaHue(Mno
A3bIKe TEKCTY JOKYMEHTa)

Alinity i CA 125 Ha6op peareHToB [AnA Ko/jMuvecTBeHHOro onpedenedns CA 125 T1 PeareHTbl
11Reagent Kit oHKomapkepa CA 125 wummMyHoxemuntoMumecueHTHeIM — (Alinity i CA 125 11
MeTOAOM B CbIBOPOTKE W MyiasMe KpoBu 4YenoBeka Ha Reagent Kit)
UMMYHOXUMUYECKMX aHanm3aTopax Alinity i «CA 125 N
PeareHTbl (Alinity i CA 125 N Reagent Kit)»
Alinity i CA 125 Kuwwwbpatopsl A5 ob6ecneyeHus npasuibHocTn  CA 125 n
11 Calibrators KO/MYECTBEHHOrO oOnpefienieHns oHkKomapkepa CA 125  Kanubpatopsl (Alinity i
VMMYHOXEMUMFOMUNECLIEHTHBIM MeToAoM B cbiBopoTke M CA 125 A Calibrators)
nnasmMe  KpOBM  Y€NOBEKA HA  UMMYHOXMMUYECKUX
aHanmsatop:« Alinity i «CA 125 11 Kannépatops! (Alinity i
CA 125 W Calibrators)»

Sit/, der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Ge.schiifl.sfiibrer:

Personlich haftende Gesclbchafterin: Christian Grapow Page i of 2
Abbott Management GmbH Greg Ahlberg

Sitz der Geseilschaft: Wiesbaden Vorsitzender des Anfsichtsrates:

Amtsgericht Wie.sbaden HRB12889 .Jaime A. Contreras
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Abbott

Alinity i CA 125 KWwnponbHble
Il Controls

martepuanbl ana NOATBEPKAEHUS
BOCMPOM3BOAMMOCTA U MPaBWUILMOCTU  KONMYECTBEHHOIO
ornpeaeneHns OHKOMapKepa CA 125
MMMYHOXeMWU/TIIOMUHECLIEHTHBIM METOLOM B CbIBOPOTKE U
nnasme KpoBM  YefioBeKa Ha  MMMYHOXVMUYECKUX
aHasmszatopax Alinity i «CA 125 Il KOHTponbHble
matepuanbl (Alinity i CA 125 Il Controls)»

CA 125 1l
KOHTpOsbHbIe
matepuasibl - (Alinity i
CA 125 1 Controls)

CocrTas (contents);

# Title Number of
pages
1 Instruction for use for Alinity i CA 125 11 Reagent Kit with ADDENDUM for 8
Russia.
2. WHcTpykums no npumeHeHuto CA 125 |1 PeareHTs! (Alinity i CA 125 I 10

Reagent Kit) ¢ NMPUNIOXXEHVEM pgna Poccun.

Signed: J

Zaman Khan,

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

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

65205 Wiesbaden-Delkenheim
Germany

Date: _a_-54r3Pii

Abbott

a Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden
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Alinity |
CA 125 Il Reagent Kit

Read Highlighted Changes; Revised August 2018.

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

WARNING: The concentration of CA 125 in a given specimen,
determined with assays from different manufacturers, can vary
due to differences in assay methods and reagent specificity. The
results reported by the laboratory to the physician must include the
identity of the CA 125 assay used. Values obtained with different
assay methods cannot be used interchangeably. If, In the course
of monitoring a patient, the assay method used for determining CA
125 levels serially is changed, additional sequential testing should
be carried out. Before changing assays, the laboratory MUST
confirm baseline values for patients being serially monitored.

m NAVE
Alinity i CA 125 Il Reagent Kit
I INTENDED USE

The Alinity | CA 125 |l assay is a chemiluminescent micropartiole
immunoassay (CMIA) used for the quantitative determination of OC
125 defined antigen In human serum and plasma on the Alinity |
analyzer.

The Alinity | CA 125 Il assay is to be used as an aid in monitoring
response to therapy for patients with epithelial ovarian cancer.
Serial testing for patient CA 125 Il assay values should be used In
conjunction with other clinical methods used for monitoring ovarian
cancer,

m SUVIVARY AND EXPLANATION OF THE TEST

CA 125 |l assay values are defined by using the OC 125 monoclonal
antibody, OC 125 was generated through the hybridization of

mouse myeloma cells to spleen cells from a mouse immunized

with a human serous cystadenooaroinoma cell line called OVCA
A33" Alinity | CA 126 1l Is a second-genoration assay for the
detection of OC 125 defined amigen. The assay utilizes the OC

125 monoclonal antibody, as the capture antibody coated onto
paramagnetic microparticles that bind molecules containing OC

125 defined antigen. These defined antigens are quantified using
acridinium-labeled MI 1 antibody. The OC 125 monoclonal antibody
is reactive with repeating OC 125 defined antigen expressed by

a h®h percentage of nonmucinous ovarian carcinomas (serous,
endometrioid, clear cell, and undifferentiated histologies) and
epithelial ovarian carcinoma cell lines.*® OC 12S defined antigens
were originally detected in nommal peritoneal, pleural and pericardial
tissues of both fetus and adult. In the fetus, OC 125 defined antigens
have been localized in amniotic and umbilical epithelial and Mullerian
epithelial tissues. In the adult, localization has been identified in
endocervical and endometrial tissues and ovarian inclusion cysts
and papillary excrescences. However, OC 125 defined antigens
were not detected In fetal ovarian tissue or other normal adult
ovarian tissues or benign mucinous ovarian tumors.” In serum, the
OC 125 defined antigens are associated with high molecular weight
glycoproteins heterogeneous in size and charge. The structure of the
CA 125 molecule, including closely situated repeating epitopes for
OC 125 and M il antibodies has been proposed.
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Serum CA 125 Il assay values are useful for monitoring the course
of disease in patients with invasive epithelial ovarian cancer.” In

a review of nine published studies, the overall correlation reported
between CA 125 serum levels and the course of the disease was
8® Persistently rising CA 125 assay values may be associated
with malignant disease and poor response to therapy, whereas
decreasing CA 125 assay values may Indicate a favorable response
to therapy®™

A second-look, exploratory laparotomy may have been performed
previously to assess response to therapy, The benefit has recently
come into question because of high morbidity and low sensitivity in
detecting residual or recurrent carcinoma,’®In women with primary
epithelial ovarian carcinoma who had undergone first-line therapy
and were candidates for diagnostic second-look procedures, a CA
125 assay value greater than or equal to 35 U/mL was found to be
indicative of the presence of residuat tumor®"*' ” m However, a
CA 125 assay value below 35 U/mL does not indicate the absence
ol residual ovarian cancer because patients with histopathologic
evidence of ovarian carcinoma may have CA 125 assay values within
the range of normal individuals.* ®

Elevations of CA 125 assay values have been reported in
approximately 1-2% of healthy individuals® ” and in individuals

with nonmalignant conditions such as cirrhosis,®  hepatitis,”" '®
endometriosis, ®®" first trimester pregnancy/ ®®@" ovarian cysts® @&
and pelvic Inflammatory disease.’® Elevations of CA 125 assay
values during the menstrual cycle have also been reported ®®)
Non-ovarian malignancies in which CA 125 assay values have been
reported Include endocenical ®® liver, ®pancreatic, ®® lung, ®
colon,’®® stomach, ®® biliary tract, ®® uterine,'®fallopian Iube®®
breast, ®and endometrial cardnomes®@®- @&The CA 125 assay Is
not recommended as a screening procedure to detect cancer in
the general population; however, the use of CA 125 assay values
as an aid in the management ol ovarian cancer patients has been

reported @

1BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of OC 125 defined antigen in human serum and
plasma using chemlluminesceni micropartiole immunoassay (CMIA)
technology.
Sample and OC 125 coated paramagnetic microparticles are
combined and Incubated. The OC 125 defined antigen present in
the sample binds to the OC 125 coated microparticles. The mixture
is washed, M11 acridinium-labeled conjugate Is added to create a
reaction mixture and incubated. Following a wash cyole, 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
OC 125 defined antigen In the sample and the RLUs detected by the
system optics.
For additional information on system and assay technology, refer to
the Alinity oi-series Operations Manual, Section 3,



IREAGENTS

Kit Contents

Alinity i GA 125 Il Reagent Kit 08P49

NOTE; Some kit sizes are not available in all countries. Please
contact your local distributor.

Volumes (ml) listed in the table below indicate the volume per

el

08P4920 08P4930
Tests per cartridge too 500
Number of cartridges 2 2
per kit
Tests per kit 200 1000
MCROM&TIAES 6,6 mL 270mL
lcoHjuoKrel 61 mL 265 mL

(micro« * ticlislant-CA 125 (mouse, monoclonal) coaled
microparticles in TBIS buffer with protein (bovine) stabilizers.
Minimum concentration: 0.09% solids. Preservatives: sodium azide
and ProClin 300.

rcawjutt«e| anti-CA 125 (mouse, monoclonal) acridintum-labeled
conjugate in phasphate buffer with protein (bovine) stabilizers.
Minimum concentration; 0.075 pg/mL. Preservatives: sodium azide
and ProClin 300.

Warnings and Precautions

«  For In\tro Diagnostic Use

e I"~OMBI

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 OSHA
Standard on Bloodbome Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that

The following wamings and precautions apply to:

<$>

WARNING Contain tromethamine hydrochloride*,
methylisothiazolones and sodium azide.

H317 May cause an allergic skin reaction.

H316* Causes mild skin irritation.

EUHO32 Contact with acids liberates very toxic gas.

Prevention

P26l Avoid breathing mist / vapors / spray.

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

P280 Wear protective gloves / protective
oiothing / eye prolection.

ResDonse

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

P333+P313 If skin irritalion or rash occurs: Get
medical advice / attention.

P362+P364 Take oft contaminated clothing and wash
it before reuse.

Disposai

Ps01 Dispose of contents / container in

accordance with local regulations.

* Not applicable where regulation EU 1272/2008 (CLP) or OSHA
Hazard Communication 29CFR 1910,1200 (HCS) 2012 have been
implemented.
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The foliowing wamings and precautions apply to:

(0]

WARNING Contains methylisothiazolones and sodium
azide.

H317 S'avcause an allergic skin reaction.

EUHO3? Contact with acids liberates very toxic gas.

Prevention

P61 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.

ReSDonse

P02 P352 IF ON SKIN; Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get
medical advice / attention.

P32T-P364 Take off contaminated clothing and wash
it before reuse.

Disposal

Ps0L Dispose of contents / container in

accordance with local regutetions.

Safety Data Sheets are available at www.abbondiagnostics.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.

Reagent Handling

«  Upon receipt, gently invert the unopened reagent kit by rotating
it over and back lor 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 Inthe square on the reagent kit to indicate to
others that the inversions have been completed.

« After miking, place reagent cartridges In an upright position for
1 hour before use to allow bubbles that may have formed to
dissipate.

« if areagent cartridge is dropped, place in an upright position
(or 1 hour before use to allow bubbles that may have formed to
dissipate.

* Reagents are susceptible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridge and cause Insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during

system operation, refer to the Allnity ci-series Operations Manual,

Section 7.

Reagent Storage

storage Maximum  Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8C Until Store in upriglit position.
expiration  If 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



Storage Maximum  Additional Storage
Temperature  Storage Time Instruetiona
Opened  2to's'C Until Store in upright position,
expiration || 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

pedomance.

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 2to 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 cl-serles
Operations Manual, Section 10.

I INSTRUVENT PROCEDURE
The Alinity | CA 125 |l 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 priming 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.

= SPECIMEN QOLLECTION AND PREPARATION
FOR ANALYSIS
Specimen Types
The specimen types listed below were verified for use with this
assay.
Other specimen typos and collection tube types have not been
verified with this assay.s

Specimen Types Coliection Tubes
Serum Serum
Serum separator
Plasma Tripotassium EDTA
Sodium Heparin
Uthium Heparin

« Performance has not been established using body fluids other
than human serum and plasma.

« 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.

« When serial specimens are being evaluated, the same type of
specimen should bo used throughout the study.

Specimen Conditions

* Do not use:

- heat-inactivated specimens
- grossly hemolyzed specimens
specimens with obvious microbial contamination
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« 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.

« 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 lubes. Gravity separation Is not sufficient tor specimen
preparation.

« 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.

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

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

recentrifugation.

Prepare frozen specimens as follows;

« Frozen specimens must be completely thawed before mixing.

«  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,

« If specimens are not mixed thoroughly, inconsistent results may
be obtained.

* Recentrifuge specimens.

Recentrifugation of Specimens

« Transfer specimens to a centrifuge tube and centrifuge.

« 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.

Specimen Stotage

Maximum
Specimen Storage
Type TerpdNare  Time Special Instructions
Seruny 2t08C 7 days Specimens may be
Plasma stored for up to 7

days refrigerated at
2-8'C prior to being
tested, if testing will
be delayed more
than 7 days, serum
or plasma should be
stored frozen at -20'C
or colder.

If testing will be delayed more than 24 hours, remove serum or
plasma from the dot, serum separator or red blood cells.
Avoid multiple freezefthaw 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.

= PROCEDURE

Materials Provided

08P49 Alinity i CA 12S It Reagent Kit

Materials Required but not Provided

¢ Alinity i CA 125 |l assay tile

e (08P4901 Alinity i CA 125 Il Calibrators

« (08P4910 Alinity | CA 125 Il Controls or other control material
¢ (09P1540 Alinity | Multi-Assay Manual Diluent

¢ Alinity Trigger Solution



Aliinity Pre-Trigger Solution
Alinity {-series Concentrated Wash Buffer
For intormatton on materials required for operation of tho instrument,
refer to Ih© Alinity ci-series Operations Manual. Section .
For Information on materials required for maintenance procedures,
refer to the Alinity ci-series Operations Manual, Section 9.
Assay Procedure
For a detailed description of how to run an assay, refer to the Alinity
ci-series Operations Manual, Section 5,
. It using primary or aliquot tubes, refer to the Aiinity ci-series
Operations Manual. Section 4 to ensure sufficient specimen is
resent.
0 minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the test.
Maximum number of replicates sampled (tom the same sample
cup; 10
- Priority;
»  Sample volume for first test; 75 pL
Sample volume for each additional test from same sample
cup; 25 pL
s 3 hours on the reagent and sample manager.
¢ Sample volume for first test; 150 pL
Sample volume for each additional lest from same sample
cup; 25 pL
>3 hours on the reagent and sample manager:
«  Replace with a fresh aliquot of sample.
Refer to the Aiinity | CA 125 il calibrator package insert and/
or Alinity i CA 125 It control package Insert for preparation and

uF%)raggeéneral operating procedures, refer to the Aliinity oi-series
Operations Manual. Section 5.
For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-senes Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.
Sample Dilution Procedures
Samdles with CA 125 il value exceeding 1000 U/mL are "»980
with the code "> 1000,0 U/mL" and may be diluted with edher the
Automated Dilution Protocol or the Manual Dilution Procedure,
Automated Dilution Protocol
The system performs a 1:10 dilution of the sample »nd automaticaHy
Calculates the concentration by multiplying the result by the dilution
factor.
Manual Dilation Procedure
Suggested dilution: 1:10
An additional 1:10 dilution may be made if needed.
Add 50 pL of the sample to 450 pL ol Aiinity i Multi-Assay Manual
Diluent.
The operator must enter the dilution (actor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automaticaliy calculate the concentration of the
SmpTe and report the result. The result should be > 20 UimU before
the dilution factor is applied.
If me operator does not enter the dilution factor, tho result must »
manually multiplied by the appropriate dilution factor before rep
the result. If a diluted sample result is s 20 U/mL. do not report the
result. Rerun using an appropriate dilution.
For detailed information on ordering dilutions, refer to the Aiinity ci-
series Operations Manual, Section 5.
Calibration
For instructions on performing a calibration, reler to the Annny ci-
series Operations Manual, Section 5.
Each assay control must be tested to evaluate the assay calibration

g
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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.

Dally 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 ttiis package insert.

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

This assay may require recaiibration after maintenance to critical
parts or subsystems or after service procedures have been
performed.

Quality Control Procedures

The recommended control requirement (or the Aiinity i CA 125
assay is that a single sample of each control level be tested once
every 24 hours each day of use.

Additional controls may be tested in accordance with

and/or federal regulations or accreditation requirements and your
laboratory’s quality control policy.

To establish statistically-based control limits, each laboratory shou d
establish its own concentration target and ranges for new comroliots
at each clinically relevant control level. This can be a”*ornpl

by assaying a minimum of 20 replicates over several {3-5) <A«and
using the reported results to establish tire expected average (target)
and variability about this average (range) tor 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 modules (if applicable)

Data points collected at different times of the day

Refer to published guidelines for information or general oontroi
ralm ertdatior, for example Clinical and Laboratory Srandards
institute (CLSI) Document C24-A3 or other published guidelines,
general quality control recommendabons.

If more frequent control monitoring is required, okow he

established quality control procedures for your

u quality control results do not meet the abceptance cntena

defined by your laboratory, sample results may be suspect.

Follow the established quality control

laboratory. Recalibration may be necessary. For troubleshooting

information, refer to the Aiinity ci-series Operations Manual,

fevtorola/ity control results and acceptance criteria following a
change of reagent or calibrator lot.

Quality Control Guidance

Reler to “Basic QC Practices" by James O Wes”ard, Ph D, for

guidance on laboratory quaiity control practices,

Verification of Assay Claims

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

Assay Claims in the Alinity ci-series Operations Manual,

I RESLLTS

Calculation ~

The Alinity i CA 125 Hassay utilizes a 4 Parameter Loglstlc Curve (|t
data reduction method (4PLC. Y-weighted) to generate a calibration
and results.

Flaas
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.



Measuring Interval

Measuring interval is defined as the range of vakJes in U/mL which
meets the itmits of acceplabie performance tor linearity, imprecision,
and bias.
The measuring interval of the Alinity i CA 125 1l assay is 11 to
10000 U/mL.

ILIMTATIONS OF THE PROCEDURE

¢ Results should be used in conjunction with other data; e.g.,
symptoms, resuts of other tests, and clinical impressions.

« |t the Alinity | CA 125 Il results are inconsistent with clinical
evidence, additional testing is recommended.

« Heterophillc antibodies in human serum can react with reagent
immunaglobulins, interfering with IN W0 immunoassays. Patients
routinely exposed to animals or to animal serum products can
be prone to this Interference, and anomalous values may be
observed. Additional Information may be required for diagnosis/\®

¢ Specimens from patients who have received preparations of
mouse monoclonal antibodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA). Such specimens
may show either falsely elevated or depressed values when
tested with assay kits such as Alinity 1CA 126 Il that employ
mouse monoclonal antibodies. Additional clinical or diagnostic
information may be required to determine patient status.*""""

« Patients with confirmed ovarian carcinoma may have
pretreatment CA 125 assay values in the same range as healthy
Individuals. Elevations In circulating OC 125 defined antigen may
be observed In patients with nonmalignant disease. For these
reasons, a CA 125 assay value, regardless of level, should not
be interpreted as absolute evidence for the presence or absence
of malignant disease. The CA 125 assay value should be used
in conjunction with Information available from ctinical evaluation
and other diagnostic procedures. The Alinity | CA 125 Il assay
should not be used as a cancer screening test.

* Representative performanoo data are given in the EXPECTED
VALUES and SPECIFIC PERFORMANCE CHARACTERISTICS
sections. Results obtained in individual laboratories may vary,

1 EXPECTED VALUES
This study was performed on the ARCHITECT | System.
Representative performance data are provided In this section.
Results obtained in individual laboratories may vary.
It Is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
The distribution of CA 125 |l assay values determined in 811
specimens Is shoan in the table below:

OistHbulion of ARCHIfiICT CA 125 iii Assay Values

Perceul (%)

Number A 0-35 35.1-65 66.1-100 >100
Subjects U/mL U/mL UlroL UlralL

APPARENTLY HEAITHY
Feeles <] 89.9 81 40 0.0
(Premenopausal)
females 97 99.0 10 0.0 DO
(Postmenopavsal)
MALIGNANT CONDITIONS
Ovarian Cancer 166 439 143 4.8 32,8
Breast Cancer 50 80.0 20,0 0,0 0.0
Colorectal Cancer 50 84.0 40 10.0 2,0
Er*omelria!l Cancer 25 96.0 40 0.0 0.0
Lung Cancer 50 60.0 180 10.0 120
NONMALIGNANT CONDITIONS
Ovarian Disease 100 90.0 9,0 10 0,0
Urogenital Disease 49 837 143 20 0,0
Hypertensiott/CHD 100 88.0 11,0 0.0 10
Benign EndofneUNal 25 84,0 S.0 40 4,0

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

In this study, 94.4% of the healthy female subjects had CA 125 |l
assay values at or below 350 U/mL (mean - 164, SD- 13.0). Itis
recommended that each laboratory establish its oan reference value
for the population of interest.
Monitoring of Disease Status in Patients Diagnosed with Ovarian
Cancer
Changes observed in serial CA 125 assay values when monitoring
ovarian cancer patients should be evaluated in conjunction with
other clinical methods used for monitoring ovarian cancer patients.
The effectiveness of the ARCHITECT CA 125 |l assay as an aid in
the monitoring of disease status in ovarian cancer patients was
determined by assessing changes in the CA 125 levels in serial
serum samples from 63 patients compared to changes in disease
status.
A study Involving a total of 306 observations was performed with an
average number of 4.9 observations per patient. A significant change
in CA 125 level was defined as at least a 10.75% increase in assay
value [l.e., 2,5 times greater than the assay's total %CV (4.3%)].
Seventy-seven percent (77% or 85/111) of the positive patient
samples correlated with disease progression while sixty-one percent
(6t% or 81/132) of serial samples showing no significant change
In CA 125 assay value correlated with no progression. The total
concordance in this study was sixty-eight percent (68% or 166/243).
The following table presents the data in a 2 x 2 classification
scheme.

Change in Disease State per Seguenliad
Change INCA125

Concentration Progression Ho Progression Total
>10.76% 85 51 136
< 10.75% 26 al 107
lota! m 132 243

The following fable provides the per patient distribution. Ninety-
eight percent (98% or 46/47) of the significantly increased serial
samples per patient corelated with disease progression while thirty-
eight percent (38% or 6/16) of serum sets showing no significant
change in CA 125 level correlated with no progression. The total
concordance in this study was eighty-three percent (83% or 52/63).
Change in Disease State per Patten!
Change INCA125

ConcentroOoR Progression Ho Progression Total
>10.75% 46 10 56
< 10,75% 1 6 7
Total 47 16 63

m SPECIFC 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 CLS EP05-A2.""
Testing was conducted using 1 lot of the Alinity 1CA 125 Il Reagent
Kit, 1 lot of the Alinity i CA 125 Il Calibrators, and 1 lot of the Alinity i
CA 126 Il Controls and 1 Instrument. Three serum-based panels were

assayed in a minimum of 2 replicates at 2 separate times per day on
20 different days.

Witltin-Ron Wiftla-Laboratory
(RapealaMvy) (Total)"
Sample n  Mean (U/mL) D % cv so % cv
Panel 1 120 39.3 183 4.7 189 48
Panel 2 120 271,2 512 19 911 3.4
Pane! 3 120 570.7 10.74 1.9 15.65 27

“ Includes within-run, between-run, and between-day variability.

a Abbott



Lower Limits of Measurement

A study was performed based on guidance from CLSl EPIT-AZ"
Testing was conducted using 3 lots of the Alinity i CA 125 Il Reagent
Kit on each of 2 instrumenis over a minimum of 3 days. The
maliimum observed Limit of Blank (LoB), Limit of Detection (LoO),
and Limit of Quantitation (LoQ) values are summarized below.

U
loB* a1
Lo 03
LoQ 06

“ The LoB represents the 95th percentile from nr 60 replicates of

zero-analyte samples,

" The LoD represents the lowest concentration at which the analyte
can bo detected with 95% probability based on n a 60 replicates of
low-analyte level samples.

The LoQ was determined from n > 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 20 ¥CV was met.

Linearity

A Study tvas performed based on guidance from CLS EPO6-A™
This assay is linear across the measuring interval of 11 to
1000.0 UmL.

Interference

Potentially Interfering Endogenous Substances and Patentially
Interfering Drugs

This study was performed on the ARCHTECT i System.

The ARCHITECT CA 125 Il mean assay specrificity is s 12%
Recovery studies were performed to compare sera containing the
following compounds at the indicated concentrations with control
sera.

INTERFERING SUBSTANCE

Test Godtfiouiki Test Goroertration
BIHfUbin Dngd
HoiR 600 nedL
Tod Raen 12ad
Tiigyoaes 3y
CHEMOTHERAPEUTIC AGENTS

Tet Gnpoud Test GoroenlHios
Catgdatin S0pyrl
Agein 166 pym
Garinezde 03ftighrL
Gdadhogdremice ot
Dearieiiesoe 10MB
Doauddn 116fighL
Leuoain 268 Mk
Myfeian 28pym
Mirarede i
Paditaed 35mghlL

Polenlially Interfering Other Conditions

This study was performed on iho ARCHITECT i System.

The ARCHITECT CA 125 |l assay was evaluated using specimens
with HAMA and Rheumatoid Factor (RF) to further assess the assay
specificity. Five specimens positive for HAMA and five specimens
positive lor RF were evaluated for % recovery with OC 125 defined
antigen spiked into each specimen at 35 and 250 U/mL: mean %
recovery results are summarized in the following table.

Cinical Grdun N.ber o Seedmes MenYoRenay
HAMA 10 b
R Q R
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Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using

the Passing-Bablok regression method.*
Cardation Corperiralon
Uis n Codfiden Ineoet Sqe Rae
Aintyi CAISii Ssun Uni 120 10 G 05 2783
\SARCHTECTAA
150

High Dose Hook

This study was performed on the ARCHITECT i System.

High dose hook is a phenomenon whereby very high level specimens
may read within the dynamic range of the assay. For the ARCHITECT
CA 125 |l assay, no high dose hook effect was observed when
samples containing up to approximately 180 000 U/mL of OC 125
defined antigen were assayed.
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Note for number formatting:

10 and Bas Esfiation Usrg Paiert Sanes
i ire—ThrdEjﬁmosoownrgthpogA%.V\aym,

« Aspace Is used as thousands separator (example: 10 000

specimens).

A period is used to separate the integer part from the fractional

part of a number written in decimal form (example: 3.12%).
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ADDENDUM
to tha Instruction for Use Alinily ICA 125 Il Reagent K« (for Russia)
SHIPPING

Recommended shipping condillons for device is 2-8 In singienise thermo containers
containlf>g coolant elements, or in reusable thermo conlalnors with automatically
maintained temperature or in autorefrigeralors using thenmal Indicators. Device is
stable until the expiration date mdicated on the package. Oovic© is no longw" suitable
for use if shipping temperature limits have been violated. Ship inan enclosed carrier
vehicle of any kind in accordanc» wth shipping rules, applicable to the respective
carrief.

WARRANTY

Manufacturer guarantees dtat dewce remaps stable until the expiration dale when
stored and handled as directed. Tha maximum shelf life of the medicaf device is 12
months from dale of manufacturing. Device must be discarded ifstored 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 requireinents of
SanPIn  2.1.7.2790-10 dated December 12. 2010 ‘Sarritary epklemioiogicai
Requirements for the Management of Medical Waste".

Transarnit and dispose of a pitxluct and its components and packaging in accordance
vnth local regulations.

LIST OF APPLICABLE STANDARDS

9fl/79/E.C, BS EN 13641, 8S EN 13612, BS EN I1SO 15223-1, BS EN ISO 18113-2, BS
EN 1SO 16113-3, BS EN ISO 23640, EN 1SO 14971. EN 1SO 13485. Medical Device
Regulation GSR 78 E

POTENTIAL USER

The Alinity i CA 12511 Reagent Kit is intended to be used in a variety of clinical and
laboratory conditions, Iryjtuding, without limitelion, hospitals and laboratories, v ose
poreonnel have been trained in the use of the Alinity | analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does no! 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 animat origin are tested and risks of using MO are indicated in SDS. Safety
Data Sheets are avaiiabls at www.abbottdlagnostics.com or oontaci your local
representative.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not applicabte.

STORAGE AND USE CONDITION
storage of Medical device ata temperaUjre of 2 *Cto 8 *C $10MCbe earned out in cold

rooms or in refiigsrators providing a regulated temperature regime with a daily
temperature reconi,
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Alrnity i
CA 125 Il PeareHThl
(Alinity i CA 125 Il Reagent Kit)

Cm. BblgeneHHble n3veHeHns. Pegakums: asryct 2018 .

Heo6X0mMO TOUHO C/ieaOBaTb UHCTPYKLYASIM. i OTKIOHEHUM OT
VHCTPYKLMIA HAZIEXHOCTL PE3Y/ILTATOB TECTA He rapaHTUpyeTCs.

MPEAYNPEXXAEHVE: 3HameHst KoHUeHTpauuii CA 125 B
obpasLie, onpefereHHbie O UCroMb30BaHVEM TECTOB Pas/IMUHbIX
V3rOTOBUTE/IEN, MOTYT BapbVPOBATLCS BLMIEACTBYE pasnquii
NPYMEHSIEMbIX METOZMK 1 CELMADMUHOCTU peareHToB. Mon
COOOBLLIEHUN PE3yrLTATOB Bpady JSaboparopust A0MKHA YKasbIBaTb
NPMMEHEHHYI0 MeToayky onpeaenerys CA 125, 3HaveHns,
MOTyYeHHbIe MPY MPUMEHEHN PasINYHBIX METOAYK, HE MOTyT
UCMO/b30BATLCA B3aVMo3amMeHsiemo. B crydae ecrm B xoae
MOHUTOPUHIA COCTOSHIA NaLyieHTa ObUn UCTIO/Nb30BaHb|
paznuHble MeToaykv u3mMepeHns yposHst CA 125, HeobxomMo
MPOBECTV AOMOSHUTESBHOE MOCTEAoBATE IHOE TECTVPOBAHNE.
Mepen, 3ameHoli MeToavki naboparopust OBHA3AHA ycTaHOBUTL
6az0Bble 3Ha4eHVA Pe3yrbTaToB B 06pasLaX MaLyeHTos npu
[OYHAMVYECKOM MOHUTOPUHTE.

| HAMUMEHOBAHWE (CokpaljeHHoe)
CA 125 1l Pearens! (Alinity | CA 125 Il Reagent K/

IHA3HAYEHWE

Tect ¢ ucrnonb3osaHreM CA 125 Il PeareHTs! (Alinity | CA 125 1l
Reagent Kit) SB19€TC XeMWIOMUHECLIEHTHBIM MMMYyHOAH&/M30M
Ha MukpodacTuuax (CMIA) A5t KONMUYECTBEHHOTO Onpese/ieHns
aHTUreHa, BbieAemMoro aHmuTeslamv OC 125, B CbIBOPOTKE U
/iasve KpoBu Yeroeka Ha aHanmsarope Alinity .

Tecr ¢ vcrnonb3oBaHvieM CA 125 Il Pearertbl (Alinity | CA 125

Il Reagent K/) npuveHsieTcst B KauecTBe BCIOMOraresbHoro
Cpe[CcTBa MOHUTOPUHIa TeparneBTUHECKOrO OTBETa Y MaLMeHTOK
C 3MUTENMATEHBIM PAKOM AMYHMKAL 3HAYEHVS, NOTyYeHHbIe

NpyY ANHaMNYECKOM uccneosaHmm yposHs CA 125 I, Ao/mkHbI
UCTOMb30BATLCA B COMETAHUN O APYTVIMA KIMHUYECKV M METOAaMA
L7171 MOHUTOPUHIa paKa. AMHHKA.

BIKPATKOE OMUCAHWNE TECTA
Onpepenenvie CA 125 Il npoBoayuTCcs O NMOMOLLH MOHOK/IOH&VTLHOTO
aHvmena OC 125. AHumenio OC 125 6b110 MosydeHo MyTemM
mMepUay3aLN MbILLVMHBIX KIETOK MEOMbI C KNETKaMM
cerieseHK1 MbILLeN, UMMYHV31POBaHHbIX KIeTKaMy CeposHOi
LCTaieHoKapLMHOMBI Yeroseka (nMvHma OVCA 433)." Tect
Alinity i CA 125 |l sIBnsieTcst METOAVKOI ONpeerieHnst aHTUreHa,
BbIAB/AEMOTO aHTUTenaMmn OC 125, BTOPOro MOKOSIEHMS.
BTecTe 1cnonb3ytoTes napamarHUTHbIe MUKDOYACTULLbI,
CEHCMOWTIN3MPOBAHHbIE MOHOKTOHaVTbHBIMM aHTUTEamy OC
125, 3axBaTbIBaOLLYIMM MOSIEKY/ b, COAEPKALLME aITTUNEH,
BbRMeMbIA aHTUTENlaM OC 125. KonmuecTBeHHoe onpesgseHne
@HTUIEHOB OCYLLIECTB/IAETOA C MOMOLLHO aKpAVH-MEYEHbIX
aHvTen MLL MoHok/oHarbHble aHTUTesa OC 125 pearvipytot ¢
TMOBTOPAHOLLYMICS MOC/IEL0BATENBHOCTAMM aHTVIMEHa, BbISB/ISEMONO
aHTVTeniamm OC 125, aKkCrpeccrpyemoro KieTkamm 60/bLLMHCTBA
HEMYLIMHO3HbIX KapLWHOM SIMHHMKE. (CEPO3HBIX, SHAOMETPUONAHBIX,

CBET/IOKNETOHHLIX 1 HeamdpdepeHLPOBaHHbIX) Y KIETOYHbIMA
JMHVSIMA SMUTENM&/IBHOMN KapLIMHOMBI IMHHIKOB.' - BHavane

aHTUreHbl, BoBIeMbe aHTUTElaMn OC 125, b 06HapYXeHb! B
HOpMAVTbHBIX TKAHSIX GPHOLLIMHBI, TUIEBPBI U Meprikapia Kak rviofa,
TaK 1 B3pOC/bIX. Y M/108a aHTUreHbl, Boissembie aHtutesiamm OC
125, BLEBMAOTCA B SMUTENMN aMHUOHA 1 MYTNOYHOTO KaHATVIKA,
aTaKKe aM1TeNNY MIO/IIEPOBLIX MPOTOKOB, Y B3POC/IbIX aITTUreH
0BHaPY)VIBAETCS B AMMTENNW LLIEVKN MaTK/ 1 3HAOMETPUM, &
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TaKKe VHKMO3MBHBIX KACTaX AVHHUKA 1 COCOHKOBBIX PaspacTaHiisiX.
OpHako aHTUreHs|, BoiBseMble aHtUTelamm OC 125, He
0BHaPYXMBAIOTCA B TKAHSIX SIMUHMKOB MV104A U [PYTVX, KpoMe
NepeUVCrIEHHbIX, HOPMaYTbHbIX TKAHSIX SIVHHVKOB B3POC/bIX WK B
TKaHsIX 06POKA4ECTBEHHBIX MyLWHO3HBIX OMyXosieli sndHmka.” B
CbIBOPOTKE KPOBUW aHTUreHbl, Bois/sievbie aHtuTeriammn OC 125,
CBSA3aHbI C IMIVKOMPOTENHAMY O BbICOKOV MOJIEKY/ISIPHOI Maccoi,
pasHoro pasvepa v 3apsfa. Ha AaHHbIA MOMEHT CyLLEeCTByeET
onmcaHre CTpyKTypbl Morekyribl CA 125, B ToM umcrie 6/13Ko
PacrorioXeHHbIX NMOBTOPSHOLLYIXCA 3nuTonoB Ay aHtvTen OC 125 n
MIM.*

Onpenenervie 3HadeHnii CA 125 Il B CbIBOPOTKE KPOBY
UCrONb3yeTCst [/ MOHUTOPUHIa TEYEHUS 3a00/1eBaHns Y
NaLYIEHTOK C UHBA3VBHBIM PaKoM sHHUKA,® [0 AaHHbIM AEBSTN
Ony6/MKOBaHHbIX MCC/IE0BaHWIA 0OLLIAA KOpPErsiLySt Mexay
yposHaMM CA 125 B CbIBOPOTKE KPOBM 1 TEUEHNEM 3a60/1eBaHA
cocTaB/sieT 87/%® MocTosHHOE YBEe/MHeHVe 3HaueHni CA 126
MOXET ObITb CBA3AHO CO 3/10KA4ECTBEHHOCTLIO 3a00/1eBaHMA 1
C/1abOoCThO TEPArNEBTUHECKOrO OTBETA, TOIAA KaK CHYDKEHVE YPOBHA
CA 125 MOXET CBULETEECTBOBATL B M0/1b3Y 3tpdIeKTMBHOCTU
NPOBOAVIMOrO JleqeHnA ®™

PaHee [/151 OLieHK/ TeparneBTNYeCcKoro OTBETa UCTIO/b30Bas1ach
3KCropaTvBHas nanapoTomis. LienecoobpasHocTs aTov
npoLieaypb! HEAABHO Oblia MOCTaB/IEHA M0, COMHEHVe 13-3a
BbICOKOV CMEPTHOCTV W HI3KOW YyBCTBUTE/BHOCTU B AY@rHOCTUKE
OCTaTO4HOl KapLWHOMbI WX €€ PeLamMBa.® Y XeHLLWH C
NEPBUYHON SMUTEMMANBHOW KapLMHOMOW SIMHHIKA, MPOLLIeALLIMX
KypC Tepanuu NepBoii /IMHAN 1 SIBMSIOLLXCS KaHaMAaTaMn Ha
MOBTOPHOE ANArHOCTUKO-XVIPYPIMYECKOe BMELLIATENBCTBO, YPOBEHD
CA 125, BbiLle wm paBHbiii 35 U/mL, yKasbiBaeT Ha Hasmuve
OCTaTouyHO/ OMyKoM®- "« Tem He MeHee, ypoBeHb CA 125 Hivke
35 U/mL He 03Ha4aeT OTCYTCTBIE OCTATO4HOI 3/10KA4ECTBEHHOM
OMyXO/N AMHHVKA, TaK KaK MaLYEHTKW C rMCTOMNATO/OMMYecky
NOATBEKAEHHON KaPLWIHOMOW SIMYHMKa MOTYT UMETb 3HakeHns CA
125 B AyianasoHax HOpMaVTbHbIX 3HAYEHMIA 300POBLIX JIHOAEA.” -®
MoBbILLEHST 3HAUEHWI CA 125 HabnroparoTes npuvepHo Y 1 - 2%
300POBbIX HQEEA®- " W'y MHOAEVi C TakMMN He3oKa4eCTBEHHLIMM
COCTOSHUAMM, KaK LMPPO3 NeveHn.® " renatuT,'™
3HAOMETPVO3,'®" Npu 6epemMeHHOCTY B NePBOM TRUMECTPE,*RI®
K/CTbI SMMHVKOB®- & Taloke BOCTIa/IATESTbHble 3a00/1eBaHUA
OpraHoB Masioro Tasa.-  Takke CooBLIaNIoCk O NOBbILLIEHN
yposHs CA 125 B 3aBYCYMOCTY OT (asbl MEHCTPYa/bHOTO
WKMax® K 3710Ka4ecTBEHHbLIM OMyXOrM, MPY KOTOPbIX TakoKe
rnosbiLLaoTCs YpoBHN CA 125 (OMMMO KapLIMHOMbI SVHHUKA),
OTHOCSITCS PaK LLIEVKA MaTKI,-* MeyeH, ® NommKesyA04HOI
»enesbl, ®® nerkoro, ®TO/ICTON KULLIKL, ®® xenyaKa, ®®
XeMUHbIX NMyTeld, ®® MaTk,” charrionmesoli TpyObl.* MOsIoYHON
Xenesbl ® kapuyHoMa SHOOVETVA®®-  TecT Ha CA 125 o
pexoMeHyeTCA MPUMEHSTTL A1 CKPVYHUHTA paKa cpeay obLLei
MOMy ALY, OfHaKO U3BECTHbI C/Tydau UCTOMb30BaHNA PesyrsTaroB
Tecta Ha CA 125 B kauecTBe BCriomoratesbHbIX nokasaresein npu
BEAEHUN MaLMEHTOB C PakoM AuYHMKa. "

IEVONOrMYECKUE MPUHLWMALI NPOLIEAYPHI
[JaHHbIii TeCT SBMseTcs ABYXCTyMeH|aTbIM UMMYHOaHa/30M
[/ KOJMYECTBEHHOTO OMpeie/ieHNs aHTUreHa, BbIIBFEMOro
aHTuTeniamm OC 125, B CbIBOPOTKE U MN/1a3vie KPoBW YerioBeka Ha
OCHOBE TEXHO/TOMM XEMWTOMVHECLIEHTHOTO VMMyHOBHa3a Ha



MukpodacTuuax (CMIA).

CMeLLMBAIOTCA U MHKYBMPYIOTCS 06paseL, 1 MapamarH THbIe
MVKPOYACTULLbI, CEHCMBWM3MPOBaHHbIe OC 125. MpucyTcTBytoLLME
B 06pasLie aHTUreHbl, Boasiembie aurumesiamm OC 125,
CBS3bIBAIOTCS C MUKDOHACTULIAMM, CencubmnnimamposaHHbiMm OC
125. Mocrne NpoMbIBKA A0GABMHETCH akpUAYH-MEYeHbIV KOHbHorar
M11 a5 06pasoBaHyisi PEAKLMOHHON CMECK, CMECh VHKYOUPYETCS.
lMocrie cremytoLLEro LvKna NPOMbIBKA K PeakUVIOHHON cMech
[0GABAOTCA NPE-TPUITEP 1 TPUITEP.

lMonydaemas B pesyribTare XeMWTOMVHECLIEHTHaA peakLyis
MBMEPSIETCA a OTHOCUTE/TbHBIX CBETOBLIX eanHMLIAX (RUJ). Mexay
KO/MYEeCTBOM aHTUreHa, BbIBsemoro aHturesiamm OC 125, B
o6pasue 1 RLU, AeTeKTMpoBaHHbIMY OMTVKO CUCTEMBI, CyLLIECTBYET
npsviast 3aBYICYMOCTb.

IMoapoBHYH0 MHCHOPMALIO O CCTEME Y TEXHOMOMM aHau3a CM. B
PyxoBozctBe no akcrutyaraumm Alinity ci-series. Pazaen 3.

IPEATEHTBI

Cogep>k1moe Habopa

CA 125 |l PeareHTs! (Alinity | CA 125 MReagent Kit) 08P49
MPMEYAHVE, HexoTopble ¢hacoBk/ AOCTYMHbI HE BO BCEX CTpaHax.
ObpatuTech K BaLLieMy MECTHOMY [VICTPUOBIOTOPY.

O6beM (ML), ykazaHHbIA B TabnmLe Hibke, 0603HauaeT 06bLeM Ha
KapTPALPK.

08P4920 08P4930
KonuuecTso TecToB B ) 500
KapTPNIIe
Konnyectso 2 )
KapTpUmKell B Habope
KonuuecTso TecToB a
Hagope 20 10D
IM1CBOTBT1C1.E3]| 66”1— 270“1_
ICOKJ USATE] 6,1 nL 265 nL

rMICBOPAATWLESL  MUKPOUACTVLBI, CEHCMBWIVPOBaHHbIe

aHTenamm K CA 126 (MbILLMHBIMY, MOHOK/IOH&TbHBIMIA) B
TRIS-6yhepe ¢ NpoTenHOBLIMM (BbIUbVMM) CTABWIM3ATOPAMN.
MuHviaribeHan KoHueHTpauys: 0.09% TBepaoro BeLLecTsa.
KoHcepsaHTb!; a3vg Harpust 1 ProClin 300.

[cowjuoxtel AKPUOMH-MEUEHbIA KOHBHOraT aHTVTeN K CA 125
(MbILLMHBIX, MOHOKTOH&VBHLIX) B choccharHoMm Gychepe ¢
MPOTEVHOBLIMM (BbIHbMMM) CTabUIBaTOpaMy. MHUMasIHas

KoHUeHTpaums: 0.075 pg/niL. KoHcepsaHTbL: asva Harpust 1 PraClin
300,

MpBgYNPE)KAEHNA 1 MEPbI NPEA0CTOPOXHOCTY

«  [Ona avarHocum INMro

,  pudwrl
Mepbl NpefoCcTOPOXHOCTH

BH/MAHVE: [aHHbIii NpofyKT npeafionaraeT padoty ¢
obpasLiamy, No/yUeHHbIMA OT HerioBeKa. PexomMeHayeTes cumTarb
BCE Marepviasibl, NosydeHHbIe OT YerioBeka, MoTeHLarbHO
VHCDEKLIVIOHHLIMA 1 OBPALLIATECS C HAMM B COOTBETCTBAW
co CraHagpToM Mo 06paLLEHMIO O FEMOKOHIaKTHLIMA
naroreHamu, paspaboTaHHbIM YrpasneHrem CLLA no oxpaHe
Tpyaa v npOVIVLIneHHoH rrveHe (OSHA). Mpy pabote ¢
mMareprasiaMy, ConepaLLyIMA WK NMPELIONOXUTESTBHO
CoAePKaLLWVIMU MHCPeKMOHHbIE areHTbl, criefyeT coonoaaTL
npasia GVoMOrMHECKO GE30MAacHOCTH, YPOBEHb 2, WK ApyTVie
COOTBETCTBYHOLLME NpaBuia Brosoryeckoli GesonacHocn @@
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CrenyrolLyie NpeaynpexaeH/s Y Mepbl MPeaoCTOPOXHOCTU
OTHOCSTTCA K,

@ 1

MPEOYTIPEXXOEHVE  Coaepx TTpOMETaMHA MOPOXIOpNIT,
METW30TUE30/IOMbI 11 @31, HaTPA.

H317 MoxeT BbBbIBaTb A/VIEPINHECKYHO KOXKHYHO
peakLpto.

H316* BbBbIBAET /1ErKOe paspadKeHne KOXU.

EUHO32 [PV KOHTaKTe C KCoTamy obpasyeTcst
BbICOKOTOKCUYHb I Tas.

MpepoTepatLieHve

P261 Visberatb BOpxaH/s TymaHa/mapos/
aspo3osieli.

p272 He BbIHOCUTB 3arpsi3HEHHYIO oaexXay C
paboyero mecta.

P280 IMonb308aTECA 3ALLMTHBIMA NepyaTkamm/
3aLLUMTHOI ofieXao/CpenCTBaMA 3aLLTLI
17183,

PearvposaHve

P302+P352 MNPV MOMALDAHA HA KOXY: MpombiTs
6O/ILLIMM KONMYECTBOM BOfpL.

P333+P313 [Mpn pasapaxeH KO Wini NosiseHn
Cbiny; OBPaTUTLECA K Bpady.

P382TP364 CHATb 3arpsisHEHHY0 OAEXY U BbICTUPaTbL
0e repeq, UCTo/Nb30BaHNEM.

Ymmsaupa

P501 YWmsvpyte CoaEPHMOE/KOHTBIAHED B

COOTBETCTBAY OCaHUTAPHBIMW HOPMAMA
P® (CanlvH 2.1.7.2790-10 ot 09.12.2010),

* He MpUMEHMMO Ha TeppuTopin AeiicTBust PernavieHTa EC

Na 1272/2008 (CLP) ww CraHzapTa OroBeLLeH/st 06 OracHOCTU
Ynpaenexust CLLIA no oxpaHe Tpyda v NMPOMbILLYIEHHON MrvieHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

CrefytoLLyie NpeaynpexaeHrst U Mepbl MPenoCTOPOXHOCTY
OTHOCATCS K;

P

MPEOYTIPEXOEHNE  Cofgpxu T METWIM3OTUA30/I0Hb! 1 asv,

HarpA.

H317 MOXET BbBbIBATb &/VIEPTUHECKYHO KOXHYIO
peakupio.

EUHO032 [Mp1 KOHTaKTe C KUCNoTamm obpasyetcs
BbICOKOTOKCUUMbIN Tas.

MpepoTepatLieHve

P2s1 Vi36erats BabXaH/A TyMaHa/Mapos/
aspo3onei.

p272 He BbIHOCUTL 3arpsAsHEHHYHO OAEXKay C
paboyero mecta

P280 [Mosb30BaTLECS 3aLLUMTHBIMM NepyaTkamm/
3aLLMTHOV oaeXao/cpeCcTBaMU 3aLLYTLI
mas.

PearviposaHve

P302+P352 PV MOMALDAHAN HA KOXY: TMpovbiTs
6O/ILLM KONMYECTBOM BOfp.

P333+P313 [Mpn pasapaskeHn KO Win MosiseHnn
cbinu: OBPaTUTLECA K Bpady.

P362+P364 CHATb 3arpsAsHeHHyI0 0AeX/Iy 1 BbICTVPaTL
ee repeq, VCro/b30BaHNEM.

Ymnmsaupa

P01 Ywwvsmpyiite CoaBPKIMOE/KOHTEVHED B

COOTBETCTBAM C CaHUTapHLIMM HOpMamn
Ptp (CanrvH 2.1.7.2790-10 ot 09.12.2010).
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bago@6esonacHocv AOCTYMHLI Ha caiiTe
www.abbottdiagnoslics-com wim y MecTHoro npeacrasuTesis.

MoapoBHyto MHAIOPMALIO O HEOBXOAUMbIX Mepax
MPEAOCTOPOXHOCTU MpY paboTe € aHa/v3aTopom cv. a PykoBoacTse
1o akcryatauymn AH ci-series, Pazaen 8.

ObpalLieHvie C peareHTamm

« TMocrie nosyyeHus Habopa PacroroxUTe HEBCKPLITYHO KOPOOKY
3e/1EHOVi NOI0COI CBEPXY U aKkKypaTHO MepeBepHUTe K cebe
1 OT cebsl (Ha 180 rpaaycoB) 5 pas, 3arem pacrnonioxvre
KOpOGKy 3e/1eHOV MOIOCOM CHU3Y 1 CHOBA NepeBepHITe
K cebe 1 ot cebst (Ha 180 rpaaycoB) 5 pas. B pesynsrare
JVIKOCTb ByAEeT paBHOMEPHO pacrpeaerieHa no BHyTPeHHel
MOBEPXHOCTU (/1aKOHOB, HAXOMALLYIXCA BHYTPV KapTpumka. Mo
TPaHCNOPTUPOBKE PeareHToB MVKPO4aCTULb! MOTYT OCECTb Ha
MeMGpPaHy KpbILLIKA peareHTa.

- loctaBbTe OTMETKY Ha YNakoBKe peareHTa, 03Ha4aroLLo,
4TO OHa Bblria NepeBepHyTa B COOTBETCTBIM C
VHCTPYKLMSIMA.

[locrie NepeMeLLMBaHUS 1 Mepes, UCro/b30BaHVeM OCTaBbTe
KapTPUDK peareHTa Ha 1 4ac B BEPTUKa/IbHOM MOSIOKEHN 0
MICHE3HOBEHMS My3bIPBKOB, KOTOPbIE MOM/IM 06pa30BaTLCA MU
nepemeLLViBaHN.

»  EC/m KapTpumk peareHTa OMpoKUHY/ICS, MpuBeaVTe ero
B BEPTVIK/IHOE MOMIOXEHME W ocTaBbTe Ha 1 yac ao
MICHE3HOBEHWS! My3bIPbKOB, KOTOPbIE MOT/IM 06PAa30BaTLHCS.

*  PeareHTsl noasepkeHs! hopmMrpoBaHIIO NeHbI W My3bIPbKOB.
IMy3bIpbk1 B peareHTe MOryT NoMeLLiaTb OnpeaerieHnio
YPOBHA peareHTa B KapTprmke N MPMBECTU K HEAOCTATOHHON
acnupaLym peareHTa, KoTopast MOXET 3HaUMTE/bHO B/MSTL HA
NPaBWILHOCTb Pe3y/bTaTOoB.

MoapobHy0 MHGOPMALYIO 06 OBpALLIEHN M C peareHTamMn Mpn

paboTe ¢ aHanv3aTopom CM. B PykOBOACTBE MO aKCrUTyaTauyum

Alinity ci-serles, Pagnen 7,

XpaHeHue peareHTos

Makc.
Temneparypa Bpems [JononHurenbHbie
XPaHEHUAA  XPaHEHWA  MHCTPYKLMM M0 XPaHEHMIO
HeBckpbIThili 2 - 8C o XpaH1Te B BEPTVKA/THOM
KapTprmke OKOHYaHVIS MOJIOXEHNN.
Cpoka Ecrm KapTpumk XpaHwics
FOOHOCTV  He [BepTUKASIEHO,
aKKyparTHO rnepeBepHUTe
kapTprmK 10 pas n
nepes, 1Cro/b30BaHNeM
ocTaBbTe Ha 1 Yac
B BEPTUKA/ILHOM
TO/IOKEHVA.
Ha 6opTy Temneparypa 30 fHelt
8 cvicteve
Bekpbrmbiii - 2 - 8'C o XpaHuTe B BEPTVKA/THOM
KapTpug* OKOHUYaHWA MONICKEHNN.
cpoka Ecrm kaptpumk XpaHuwica
rOAHOCTY  He BEPTVIKATLHO,
YTWIM3MPYIATE KaPTPUIK.
He vicrionk3yvite

MOBTOPHO KPbILLIKV
peareHTa 13rotoBUTeNs
WM 3aMeHsieMble
KPbILLIKA BBAZY prCKa
KOHTaMVHaLWA 11
BO3MOXHOCTV HapyLLieHWs
PaboUMX XapakKTepuCTVK
peareHTa.

PeareHTbl MOXHO XpaHUTL Kak Ha 6opTy CUCTEMBI, Tak U BHe
ee. [Mocre V3BneYeHns peareHToB 13 CYICTEMbI XpaHuTe VX B
BEPTUKA/THOM MOSIOKEHN O HAAETLIMM HOBbLIMM 3aMEHAEMbIMA
KpblILLKamu npun Temnieparype 2 - 8'C. PeareHTbl, XpaHALyecs
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BHE CUCTEMbI, PEKOMEHYETCS XPaHUTb B (habprHHbIX /IOTKaX U
YMNaKoBKaxX 151 06ecrieveHsi BEPTUKATLHOTO MOJIONEHNA.
MoapobHYo MHGOPMALMIO O BbIFPY3KE PeareHToB U3 CUCTEMbI CM. B
PykosogacTse o akcryaraummn AltiHy cl-8arles. Pasaen 5,
[Mokasarenn nopun peareHToB

OLLmbKa KarmMBPOBKA WK BbXOL, 3HAYEHUS KOHTPO/A 3a NMpeaesbl
[yianasoHa [oMyCTUMbIX 3Ha4EeHWIA MOXET CBLETE/LCTBOBATL O
ropye peareHToB. PesyrsTatbl COOTBETCTBYIOLLYIX TECTOB CriefyeT
CuMTaTb HEBEPHBIMY, 06PasLIb! 0/MKHLI ObITb MPOTECTVPOBaHDI
MOBTOPHO. MOXET noTpeboBaTLCA NMOBTOpHas KaopoBKa TecTa.
ViHchopmaLto 06 yCTpaHeHUV HencrpaBHOCTel cM. B PyKoBoaCTBe
o akcruyarauym Afly cP3enes, Pazaen 10

m MPOUEAYPA PABOTbl HA AHANTN3ATOPE
Heobxoaymo ycraHoByTL doeiin TecTa AllmHy (CA 125 Il nepen,
npoBeaeH/em Tecta Ha aHarmsarope ATy I.

IMoppobHYr0 MHhopMaLto 06 YCTaHOBKe cheiina TecTa, MpocMoTpe
1 PefAKTMPOBaHWM NapamMeTpoB aHasmsa CM. B PykoBOACTBe M0
aKkcnnyarauym Allrily cl-5erles, Paznen 2.

VHchopmaLyio 0 BbIBOAE Ha Nevarhb NapaveTpoB aHasisa CM. B
PykoBozcTse o akcryarauym Allrlly cl-3erles, Pazoen 5.
lMoppo6Hoe onucaHue npoLieslyp paboTbl C CUCTEMOI OM. B
PykoBozcTse Mo akcryarauym AHKy cl-sarlss,

m CBOP OBPA3LUA U MOATOTOBKA K AHANMN3Y

Tunbl 06pas3LoB

MepeurcrnerHbie Hvke TUMbl 06pasLoB Obiiv BEpUGMLIMPOBaHbI HA
NPUrOAHOCTL K MCTO/Mb30BaHWIO B JaHHOM TecTe.

[pyrvie Tvinbl 06pasLEB 1 NPOBUPOK A coopa 06pasLIoB He Gbiii
BepVCHMLMPOBaHbI HaL MPUMOAHOCTL K MCTIONE30BaHO B AgHHOM
TecTe.

11 06pasLos Mpobupkm a5t copa 06pasLIos
CbiBOpoTKa KPOBM  ChIBOPOTKA KPOBY

CbIBOPOTKA KPOBU C pasfe/mre/isHbIM refieM
Mnasva Kposw Tpukarivesast conb EDTA

Harpuii renapuH
JTviA renapuvH

«  Paboumre XapaktepucTki He Obliv YCTaHOBEHbI A1 ApYTUX
XVOKOCTEV OpraH13mMa, KooMe ChIBOPOTKA U M/ia3Mbl KPOBY
YerioBeka.

* [ina aHanvsaTopa He NpeaycMoTpeHa onums BepudmkaLym
TVINOB MCMO/b3yeMbIX 06PasLIoB. B 06s13aHHOCTH onepaTtopa
CYICTEMbI BXOAMT MPOBEPKA MPaBWILHOCTU YKA3aHIs TUMOB
06pasLIoB, UCMOMb3yeMbIX B TECTE.

*  [pv rccnenoBaHMM cepuiiHbix 06pasLIOB UCTONL3YIATE OaVH 1
TOT e Tvin 0bpasLia Ha MPOTSHKEHVN BCETO VCCrefoBaHIS.

CocTosiHe 06pasLI0oB

e He vcrioneayitte;

- 06pasLpl, VHaKTVBMPOBaHHbIE HarpeBaHeM
- CWIbHO reMon3VpoBaHbie 06pasLpbl
- 06paslbl C 3aMETHOV MUKPOBHOI KOHTaMMHALWIel

¢ YroBbl NOMy4MTL MPaBWIbHBbIE Pe3yribTaTbl, 06pasLpbl
CbIBOPOTK/ Y M/1a3Mbl KDOBU CrieflyeT OTAeMTb OT dmbpuHa,
SPUTPOLMTOB 1 ApyTVX 1BBpapX YacTul., O6pasLibl CbIBOPOTKM
KPOBYI NaLWIEHTOB, MO/TYHALOLLYIX BHTUKOBTY/ALIOMHYO WK
TPOMOOMTUHECKYIO Tepariviio, MOryT CoAepkaTb mbpyH B
pesyrbTare He3akoHYEHHOro 06pas0BaHMs CryCTKOB.

*  PexoveHayeTcs 1Cronb30BaHNe OHOPa30BbIX MUMETOK
1 HAKOHEYHMKOB /151 MUNETOK [/ NPeOTBPaLLEHNS
NEPEKPECTHON KOHTaMUHALWN.

MoaroToBKa K aHanmay

o CriemyVite MHCTPYKLMSIM M3TOTOBUTE/IA NPOBMPOK A5 chopa
06pasLoB. Mpv NoaroToBke 06pasLOB K TECTUPOBaHIIO
rPaBUTALIMOHHOTO Pa3aerieH st HEAOCTATOHHO.

«  O6pasLibl He AO/MKHbI COAEPKATL MY3bIPHKOB BO3yXa.



\

Ypante My3bIpbki anr/ivKaropom [0 Hadavia TECTVPOBaHYIA.
Vicrionbayiite HOBbI anmvkarop A Kkaoro o6pasya, Htobs!
136eXaTh NEePeKPeCTHON KOHTaMUHALMN.

L™ rio/ly4eHmns coriacoBaHHbIX Pesy/sTartos peKoMeHdyeTcs

NpPOBOAMTL MOBTOPHOE LIEHTPUChYTVpOBaHVie 06pasLIoB neper,

TECTVIPOBaHVEM, €C/N

¢ OHV coAepXarT dwibpyH, IpUTPOLTLI WK ApyTVe TBepable
YacTiLpl.

MPYMEHAHVE: Ecriv 06pasLibl coaepxar gmopiH, SpUTpoLUTbI

W ipyrvie TBepable YacTviLpl, NepemeLLiaiiTe VX Ha BOpTekce

Ha HYI3KOW CKOpPOCTU WK NepesepHyB 10 pa3 repes, MoBTOpHLIM

LIEHTPUCDYTVIPOBaHVIEM.

MoaroToBsTE 3aMOPOXEHHDbIE 06pa3Lbl CrieayOLLIVIM 06PAasOM:

« [Mepen nepeveLLmBaHeM 3aMOPOXKEHHbIe 06pasLibl HEOOXOAMMO
MO/THOCTBIO Pa3MOPO3UTL.

»  TiaTernbHO NepemMeLLialiTe pasMopOXeHHble 06pasLbl Ha
BOPTEKCE Ha HW3KOM CKOPOCTU WM aKKypaTHO MepeBepHyB
npo6upkv 10 pas.

*  BvsyansHo nposepbTe obpasupl. Ecm HabniopaeTest
paccrioeHvie W CTpatchmkaLys, NoBTOpsiATe nepeMeLLvBaHie
[0 Tex rop, noka obpasLipl He CTaHyT BU3yaubHO OfHOPOAHLIMA.

* HepocrarouHoe nepemeLLMBaHme 06pasLIoB MOXET NPYBECTU K
MO/TYHEHVIO HETOUHbIX PE3Y/ILTATOB.

*  PexomerayeTcsi NpoBOaMTL MOBTOPHOE LIEHTPMAYTpoBaHm e
06pasLoB.

IMoBTOpHOE LEHTPUCDYTVpOBaHME 06pa3LOB

¢ [omecTute 06pasLibl B LEHTPUGWKHbIE NPOGUPKA 1
LIEHTpUdDyTVIpyiTE.

*  [ins TeCTMPOBaHVIA MOMECTVTE OUMLLIEHHBI 06paseL) B
vaLLieyky Ay 06pasLioB Wi BTOPUUHYO Npobvpky. Ecrm nocne
LIEHTP1ADYTVpOBaHUS B 06pasLie MpUCYTCTBYET /MNAHLIA CrION,
nepeHecvTe TO/bKO OHMLLIEHHBIN 0BpaseL, 6e3 MNeMUIECKOro
marepviaria.

XpaHeHvie 06pasLoB

Makc, Bpems CrieLiyiarbHblie
Tvn obpasua Temreparypa  XpaHeHust VHCTPYKLMM

CbiBopotka/ 2 - 8C 7 bHeii lMepen TecTVpoBaHEM
niasva 06pasLp! MOXHO
KpoBY XPaHUTL B
XOTOAWTbHVKE
[0 7 fHev npn
Temneparype 2 - 8C.
Ecrm TectvposaHve
oTKaabBaETCSt
6oriee yem Ha 7 [Hew,
06pasLibl CbIBOPOTKA
W asMbl criefyet
3aMOpPO3UTh W XPaHTL

npu Temneparype
-20'C w1 HKe.

Ecnmn TectupoBaHmne OTKIaabIBaeTcs Goree Yem Ha 24
yaca, oTAe/mTe CbIBOPOTKY WK MU1asmy KpPoBM OT CryCTKOB,
pasfe/MTe/bHOrO et W SpUTPOLIATOB.

V136eraiiTe MHOTOKPaTHbIX LIMK/IOB 3aMOPO3K/Pa3MOPO3KA.
TpaHcnopTMpoBKa 06pasLoB

YnakoBbIBaliTe 1 MapkvpyiiTe 0bpasLibl B COOTBETCTBAV C
rOCYAAPCTBEHHLIMM, dheaeparibHbIMA 1 MEXIYHaPOHLIMA
Tpe6oBaHMAMY MO TPAHCTIOPTVPOBKE KIMHWYECKVX 00pasLIoB U1
VH(PEKUMOHHBIX BELLIECTB.

= MPOLELYPA

MpepocTasnsemble marepyasbl

08P49 CA 125 Tl PeareHTsI (Alinity | CA 125 Il Reagent Kit)
Heobxoavmble, HO He NpefocTasnseMble MaTepuasbl

e Alinity i CA125 Il dbeiin Tecta

e (08P4901 CA 125 Il Kavwibparops! (Alinity | CA 125 Il Calibrators)
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08P4910 CA 125 Il KoHTporibHble Matepurarisl (Alinity | CA 126 A B 0
Controls) w1 apyroli KOHTPO/bHBIA MaTeprian

¢ (09P1540 YHvBepcarsHbIii pazbaBuTesb [/t PyYHOTO pasBesieH/s
(Alinity | Multi-Assay Manual Diluent)

« Pacrteop Tpurepa (Alinity Trigger Solution)

« Pactsop npe-tpurtepa (Alinity Pre-Trigger Solution)

¢ KOHLEHTp1poBaHHbI NpoMbiatoLLmie Gychep (Alinity j-series
Concentrated Wash Buffer)

WHchopmaLmio o Mateprianax, HeooxooyIMbIX Ay paboTb

aHarmzatopa, cM. B PykoBozcTtee no akcrutyartaumm Alinity ci-series.

Paznen 1

VHdhopmaLmio o MaTepraniax, HeodXoamMbIX A5 npoLeyp

TEXHNHECKOrO OBC/TYXMBaHA, CM. B PyKOBOACTBE 10 3KCrUTyaraLym

Alinity ci-series, Pazaen 9.

Mpoueaypa aHam3sa

IMoppoGHoe oncaHvie NpoLieAypbl MPOBEAEHNA TecTa CM. B

PyxoBozcTBe no akcrutyaraumm Alinity ci-series, Pazaen 5.

¢ HdopvaLpo 06 obecrieyeH i AOCTaTo4HOro obbema obpasLia
naLveHTa npu UCno/b30BaHM NEPBUYHBIX W &/MKBOTHBIX
npo6upok cM. B PykoBOACTBE Mo aKcruyatauym Alinity ci-series,
Paznen 4.

¢ Urobbl MUH/MM3VPOBATL TErCTbI cnapennst, nepes,
npoBeieHVieM TecTa yoemTeCh, YTO B Yallleyke /1 06pasLoB
NpYICyTCTBYET AOCTATOMHbIA 0ObeM 0GpasLia.

¢ MakcumasibHOe HMCrIo MOBTOPOB M3 OAHOM YalLieykn A

obpasua: 10
- TMpvopuTeTHble 06pasLpbl:
«  O6Lem obpasLia A/1A NpoBesieHrs nepBoro TecTa: 75 pL
e OObeM 0OOpasia AnA  MpOBEOEHAS  K&XXAO0ro
[OMNO/HUTE/IBHOrO TECTa M3 OfIHON YarHe KA1 06pasLa;
25M
- S3 yacos ii cvcTeMe yrpaBrieHyst obpasLiamy 1
peareHTamu:

“

O6bem 0bpasLa ArA npoBeseHn s nepsoro Tecta: 150 pL
» O6beM o6pasua A MPOBEOEHWA  Kadaoro
[OMNO/HUTE/BHOrO TECTa M3 OfHOM YalLIeykyl 1A 06pasLia:
25 pL
- >3 Yacor3 B c1CTeMe YrpaB/ieHvst obpastiamm v
peareHTarmm:
TpebyeTca cBeXast amKBoTa 06pasLa.
¢ VHdopmaLyto O MoAroTOBKe U MCTOMNb30BaHNN KaribpaTopos
1 KOHTPO/IEN CM. B MHCTPYKLMM MO MprMeHeHno K CA
125 MKanveparopam (Alinity | CA 125 Il Calbralor3)uiinm
BUHCTPYKLWM Mo npyveHeHnio K CA 125 Il KOHTPO/ibHbIM
Mareprarnam (Alinity i CA 125 Il Controls),
¢ VHchopmaLyto 06 06LLMX OrepaLXoHHbIX MpoLeaypax av, B
PyxoBozctse no akcrutyarauym Alinity cl-series, Pasaen 5.
e [l [OCTVPKEHMA OMMaVTbHBIX PaBoUMX XapaKTEPUCTUK
BaXHO C/IEI0BaTb CTAHAAPTHLIM MPOLIEAYPamM TEXHUHECKOTO
0OC/y*VBaH1SA B COOTBETCTBUM C PyKOBOACTBOM M0
akcrutyataumm Alinity ci-serles. Paznen 9, Ecrm npaBwia paboTb!
B BalLeli laboparopym TpebytoT 6oriee HacToro TEXHUYECKOrO
06C/Y)XMBaHVS, CrieflyyiTe MPUHSTOM NpaKT/Ke.
Mpoueaypb! passefeHus 06pasLIoB
O6pasLibl co 3HaueHmsMm CA 125 I, npesbitLatoyiai 1000 Uiml,
romMevatoTcst Kogom > 1000.0 U/mL" u moryT 6bITb pasBeaeHb ¢
VCTO/MB30BAHMEM MPOTOKO/Ia aBTOMATUHECKOrO PasBEAEHUSA Wi
MPOLIEAYPbI PYHHOTO pasBeaeHus.
IMpoTOKON aBTOrMAaTUHECKOTO Pa3BeaeHs
Cvcterva passoguT obpasel, B nporopuym 1:10 1 aBToMaTieckv
PacCUNTLIBAET 3HaYEHVIE KOHLIEHTPALWW, YMHOXasA pesysisTar Ha
COOTBETCTBYHOLLIA ChaKTOp pasBedeHVs.
Mpoueaypa py4Horo passeagHVs
Pexoverayemoe passefeHve; 110
MoxeT notpeboBaTLCst NOBTOPHOE passeaeHve B nporopuvn 110,



IpGeaste DI 06pasuia k 450 [L- YHIBEPCALHOMO pastasuTtes
OApyuworo passeneHys (Alinity 1Multi-Assay Manual Diluent),
Orieparop o/KeH BBECTU (DBKTOP pasBeAeHA Ha BKIaaxe
“Specimen” (O6paseLy) wim “Control" (KoHTporb) akpaHa “Create
Order” (Co3parb 3akas). Cuctema ByaeT UCNo/b30BaThb faHHbIA

(aKTOp pasBeieHUst [/ aBTOMATVHECKOrO pacyeTa KOHLeHTpaLvm

06pasLia 1 cooOLLEHVA pesyribTara. 3Ha4eH e KOHLIEHTpaLmm

obpasLia Jo/mKHO cocTasnATs > 20 UmL Ao npyMeHeHyst doaktopa
passeaeHnA.

Ecnmn oneparop He BBe/ ¢iaktop passeieHus], He0BXoaMMO

YMHOXUTb pe3y/ibTar Ha COOTBETCTBYHOLL ChakTop pasBefeHs

[0 COOOLLIEHVA pesyrbTata. Ecim 3HaueHve KOHLeHTpaLyin

pasBefeHHoro obpasiia s 20 UmL, He coobLLgiite STOT pesysisTar.

[MoBTOpUTE TECT, UCTOMNBL3YA MPABWILHOE pPasBeeHVe.

Mofo06HYH0 MHChopMaLIKO O 3aKase pasBefieHuii cM. B PykoBoacTBe

o akcrutyarauum Alinity ci-series, Pazaen 5.

Kannbposka

VIHCTpYKUWM O NMpoBefeH KarmbpoBkv CM. B PykoBOACTBe Mo

akcrutyaraum Alinity ci-series. Pasgen 6.

[N oLeHKN KaMBPOBKM TecTa HEOBXOAMMO MPOTECTUPOBATL BOE

KOHTPOM.

lMocrie NPUHATUA 1 COXPaHEHUS PE3Y/bTaTOB KayIMOPOBKW TECTa BCO

rocneytoLLyie 06pasLipl MOXHO TECTVPOBaTL 6e3 npeaBapUTebHON

KaUIMOPOBKY, KPOME TEX C/YHaeB, Koraa:

*  Vcrions3yetcst Habop peareHToB C HOoBbIM HOMEPOM CEpUN.

*  PesynbTarbl eXeaHeBHON NMpoLeaypbl K TPOA KaYecTsa
HaxXoJATCA BHE CTATUCTUYECKM 0BOCHOBaHHOIO [yiarnasoHa
KOHTPO/IA KQ4ECTBA, VCTO/b3yeMOro /11 MOHUTOPUHIa 1
KOHTPO/IA PaboHMX XapaKTePVCTUK CCTEMbI, KaK YKa3aHo B
pazzene "TpoLeaypb! KOHTPO/IA Ka4ecTBa* AaHHON MHCTPYKLMN
10 MPUMEHEHNIO K peareHTy.

- Ecm ctatnctnyeckyt 060CHOBaHHbIN AyianasoH 3HaueHui
KOHTPO/A HEOCTYTIEH, TO NEPVOZ, MeXay KarMopoBKaMn He
[O/DKeH npesbILLatb 30 AHEN.

MoeT notpeboBaTbCs MOBTOPHAsA KarIMGPOBKa TecTa rocre

MpOLIeAYPb! TEXHUHECKOTO OBC/TY)VIBAHUS OCHOBHBIX YacTeit

CHCTEMbI WX €€ KOMMOHEHTOB WX MOC/IE MPOBEAEHVS CEPBUCHBIX

npoueayp.

Mpoueaypbl KOHTPOIA KayecTBa

Pexoverayemble TpeboBaHMA N0 KOHTPOSTO kavecTsa Tecta Alinity i

CA 125 || 3aK/H04aroTCs B TECTUPOBaHUM MO OAHOMY KOHTPO/THO BCEX

YPOBHEN kadble 24 yaca, TO eCTb Kadfple CyTKW 3KCruTyaTaLmm.

JlononHuTenbHble KOHTPO/M CriefyeT TECTUPOBATL B COOTBETCTBAM

C MECTHbIMI, FOCYAaPCTBEHHLIMM WM chefeparibHbIMA 3aKoHaMN

WM aKKpEeaUTaLMOHHbIMV TPEGOBAHWAMM 1 MOSMTVKOV KOHTPO/S

Ka4ecTBa BaLLieii flabopaTopyn.

L1 nomyyeHrs ctaTucTuieckn 060CHOBAHHOTO AyianasoHa

KOHTPOSIA KaXKOAs Siaboparopyist [o/pkHa YCTaHaB IMBATL

000CTEEHHbIE LieNeBble 3HaUEHS KOHLIEHTPaLWIA 1 AyanasoH

KOHLIEHTpaLWIA [i151 HOBbIX CEPUIA KOHTPOSIEN Ha KXKOO0M KIMHUYECKA

3Ha4MMOM YPOBHE KOHLIEHTpaLmn. B xofe viccrieaosaHms

NpOBOAMTCS He MeHee 20 MOBTOPOB Ha MPOTSDKEHN HECKOSTBKIX

(3 - 5) Helt ¢ JanbHENLLIMM OnpesieNieHVieM OXULAENMONO CPEHEro

(LeneBoro) 3HaueHVs U BapUAGEBHOCTU CPEAHVX 3HAUEHMI

(ovanasoHa) B SiabopaTopy Ha OCHOBE MO/TyHEHHbIX PE3y/ILTATOB.

Urobb! NO/YHUTL penpeseHTaTynbie faHHbie /s fanbHeLel

paboTbl CCTEMBI, B IAHHOE VICCIeioBaHMe HEOOXOAYMO BK/THOUUTL

BO3MOXHbIE MPUUMHLI BAP1ABesHOCTU:

*  Heckonbko coxpaHeHHbIX KarMBpoBOK

¢ PasHble cepum peareHToB

* PasHble cepum KanmbpaTopos

¢ PasHble aHa/MTMyECK e MOy (EC/N MPUMEHVVIO)

¢ PesynbTarl, nosydaeMble B pasHoe Bpemsi Cyrok

ViHchoprviaLyio win obLLivie pekoMeHAALIMM M0 KOHTPOSIO Ka4ecTsa

CM. B OMy6/IMKOBaHHbIX PyKOBOACTBAX, Marp., B JokyMeHTe C24-A3

14HcTUTyTa KIMHUYECKVX 1 fiabopatopHbX ctaHaapTos (CLSI) win B
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[OpYrvX Onyb/MKoBaHHbIX PyKOBOLOTBaX.3"

«  Ec/m npougnyps! BaLlein laboparopun TpeGyroT 6oriee YacToro
MOHVTOPVHIa KOHTPO/IA KQYECTBA, CIEAYITe MPUHSITOI NpakTuKe.

*  Ecim pesynsTarsl KOHTPO/S KaYecTBa He COOTBETCTBYHOT
NPVHSTTBIM KPUTEPUSIM, YCTaHOR/EHHBIM BaLLIEN labopaTopyiey,
3HaYEHVS pesy/bTaroB TECTVIPOBAHIA 06pasLOB OT NaLyieHToB
MOFYT GbITb COMHUTE/bHLIMW. CrieayiiTe MpUHSTLIM BaLLei
nabopartopuei NpoLieaypam KOHTPOA KadecTsa. Moxet
noTpe6oBaTLCs NOBTOPHAs KaybpoBKa. ViHchopviaLyio
06 yCTpaHeHW HeviCpaBHOCTel cM. a PykoBoACTBe Mo
akcrnyataumm Alinity ci-series, Pazgen 10,

 [locre 3arpy3k1 B C/ICTEMy HOBOV CepuM peareHTa Wi
KanmépaTopa NpoBepsTe Pe3y/bTarbl KOHTPO/IA KadecTsa U
KpYITEPVW MPEMIEMOCTU.

PekomeHaaLyv Mo npoLeaype KOHTPOs KayecTBa

PexomMeHaaLWM NO MpoLeaypaM KOHTPO/A KauecTsa flaboparopun

cm. B “Basic QC Practices". James O Westgard, Ph.D”

MoaTBeprkaeHVe 3asB/IeHHbIX XapakTepUCTUK Tecta

IMpoTOKO/bI A9 MOLTBEPKAEHVA 385B/EHHBIX B UHCTPYKLMN

M0 MPUMEHEHVIO XapaKTEPUCTVK TecTa CM. B PykoBoacTBe

no akcrutyaraumm Alinity ci-series, Pazaen “TogrsepxaeHve

3a5IB/IeHHbIX XapaKTepUCTUK TecTar.

m PE3Y/IbTAThHI

Pacuer

Tect Alinity i CA 125 Il ncronb3yeT YeTbipexmapameTpuieckui
JIOTVICTUHECKUIA METOZ, anmpOKCUMAaLIn KprBoii (4PLC,
Y-B3BELLIEHHasA KPVBast) 11 MOMyHEHUS Ka/IMIGPOBOYHON KPUBOIA 1
pesy/TaroB.

cdnarun

PesyrbTarbl HEeKOTOPbIX TECTOB MOTYT COMPOBOMXIATLCA
VHchopmaLweli B nore "dnarn”. OnvcaHre ¢yiaros, KoTopble MoryT
MOSIB/IATECA & 3TOM 071, CM. B PYKOBOACTBE M0 3KCTUTyaTaLym
Alinity ci-series, Pazgen 5.

ViHTepBan n3mepeHua

VIHTepBan 3MepeH\s onpeaenseTcsl Kak AyanasoH 3HaueHuii

B U/mL, KOTOpbI/i COOTBETCTBYET rpaHvLIaM npremiemMbIx
PaboUMX XapaKTePUCTUK A1 SIMHEVHOCTY, BOCMPOV3BOAMMOCTY U
OTK/TOHEHMSA.

WHTepsan vaveperusa Tecta Alinity i CA 125 |l coctasnsieT 11 -
1000.0 U/ml,

m OTPAHWYEHWA NMPOLUELYPHI

*  PesynsTars! crieflyeT VHTEPMPETVPOBaTL B COBOKYTNHOCTU C
OpYrMA JgHHBIMY, Hanp., CUMITTOMamK, pesyrisTarami Apyrvx
TECTOB, KIMHUYECKAMM MPOSIBIEHAAMA U .

*  Ecrm pesynbtarsl Tecta Alinity | CA 125 Il He cOOTBETCTBYIOT
KIMHUYECKON KapTVHe, PeKOMEH/YETCA NMPoBECTU
[OMNO/HVTENbHOE TECTVPOBAHME.

*  TeTepodmbHble aHTVITENa B CbIBOPOTKE KPOBU YerioBeKa
MOryT BCTyMaTb B PEaKLMIO C UMMYHOITI0BY/IMHaMN peareHTa,
vHTEpdepvpys B uvMyHoaHarwmze IN L0, Mawpen,
HaxoAsLLYIEC B MPMBLIMHOM KOHTaKTE O XMBOTHbIMM /B0
C MpOoAyKTamy CbIBOPOTKW KPOBU XMBOTHbIX, B GOMbLLEHA
CTerneHn noaBeKeHbl Noao6tHoON vHTepdhepeHLwn. [
MOCTaHOBKY AVarHo3a MOXeET MoTPeboBaTbCA A0NONHUTESLHASA
VHchopvaLys,™

*  O6pasLipl, MosydeHHble OT MaLyIeHTOB, KOTopbie MPVHMaI
npenaparbl, M3rOTOB/IEHHbIE HA OCHOBE MOHOKTOHa/TBbHBIX
MbILLMHBIX aHTUTES, B AYarHOCTUYECKMX WK TepaneBTUHEeCKUX
LIe/siX, MOTYT COAEKaTb YerioBeyeck e aHTUTeNa NpoTvie
MbILLMHBLIX aHTVTEN (HAMA). MoaobHble o6pasiibl mpu
1CCefoBaHN B TECTaX, UCTOMb3YHOLLYIX MOHOKTOHaUTbHbIE
MbILLWHbIE aHTUTENa, Takmx Kak Alinity | CA 125 II. moryT
[EMOHCTPVIPOBATL JIOKHO 3aBbILLEHHbIE WIN JIOXHO
3aHVDKeHHble pesyrbTatbl. [i1A onpeferneHya craryca nauyeHTa
MOXET roTpe6oBaTLCA ,ClpI'IOl'IHVI“TVe\J'IbHaﬂ KMH1YecKkas Wi

[VarHocT/HeoaA



e [MauveHTsl ¢ NoaTBEPKAEHHBIM MarHO30M KapLMHOMbI
ANYHVKA MOTYT UMETL 3HaueH s CA 125 0 fiedeHrst B ToM

Xe [yianasoHe, HTO 1 340poBble /oy, [oBbILLEHVE YPOBHA
LIMPKY/IMPYIOLLIErO aHTUreHa, BbiesieMoro aHturenamm OC
125, MOXET HabroaTLECS Y NALYIEHTOB C HE3/I0KAHECTBEHHLIMM
3ab0/1eBaHVsIMU. [MosToMy pesysbTar Tecta Ha CA 125,
HE3aBY/ICMO OT 3HaUeHVIs, He CrigyeT MHTEPNPETVPOBATL
KaK abCosHoTHOE [0Ka3aTe/bCTBO HAYMA WK OTCYTCTBUS
3/10KA4ECTBEHHOIO 3ab0sieBaHns, PesyrbTarbl Tecta Ha CA 125
HeoOX0AyIMO VHTEPNPETVIPOBATL B COMETAHUN C KIVHUYECKOI
OLIEHKO 11 ApYTVIMM [NarHOCTUHECKUMI MPOLIEAyPaMui.
Tect Alinity i CA 125 Il Hefb3s UCMOMNbL30BaTh B KAYECTBE
CKPVHWHIOBOTO TeCTa Ha pak.

¢ [JlaHHble NO penpeseHTaTvBHbIM PabouMM XapakTeprcTUkam
npeacrasneHsl B pasaenax OXXVMIOAEMbIE 3HAYEH/A
1 CMELNPNHECKVE PABOHVIE XAPAKTEPVCTUKA.

PesyrsTarbl, noydeHHbie B OTAEMBHBIX IA00paTopysiX, MOryT
OT/IMHATLCS OT MPMBEAEHHBIX JAHHbIX,

m OXKVNOAEMbBIE 3HAYEHUA
[JaHHoe viccrienosaHve npoBoawioch Ha cvucteme ANICHTECT |
System,

8 [iaHHOM pa3ferie NpeacTas/ieHb! faHHbie M0 PerpeseHTaTBHLIM
paboumm xapaktepucTvkam. PesyrsTarbl, noydeHHbie B OTAe/bHbIX
nabopaTopusiX, MOryT OT/MHATBECS OT MPVBANEHHBIX [aHHbIX.

Kavknoii fiaboparopyin pekoMeHayeTcs yCTaHaB/MBaTbL COOCTBEHHb I
pedhepeHcHbIv AyianasoH, OCHOBaHHbIN Ha crieLyidovike pervioHa v
XapaKTepyCTVKaX MoMy AL,

PacnpeneneHrue 3HaueHuii B Tecte Ha CA 125 Il npu viccnefoBaHm
811 o6pasLioB NPeACTasieHo B Tab/MLIE HYDKE:
__ Parwpspenessia sHauesnné « tecta ARCHTECT CA125 H

MpBLeHT(%

Kon»oTe- 0-35 351-65 65.1-100 > 100

cTupyembix  U/mL U/mt U/mt wirat
KMMHNHECK/ 300POBbE
XKeHwWyHbI (B neprog, 93 89,9 61 4,0 00
npemeHonayabl)
YKeHuwmHbI (B nepvog, 9? 99.0 10 0.0 0.0
rocTMeHonay3bl)
3/IOKAHECTBEHHB E 3ABQ/TEBAHAA
Pak smyHuKa 166 49,9 14,3 4.8 328
PaK MOJIOUHOI XKeNblbl 50 80,0 20,0 0.0 0,0
KornopeviasbHblii pak 50 84,0 4,0 10.0 20
Pak aHaomeTpra 25 96.0 4,0 0.0 0.0
Pak nierkoro 50 50,0 180 10.0 120
HE3MOKAYECTBEHHBE .3A6QMERAH/A
3abonesaHvie AniHKa 100 90.0 9.0 10 0.0
3ablLLeB3Hve 49 837 143 20 ab
MOYErosIoBOVi CCTEMbI
TvnoprevsusIBC 100 88.0 11.0 0.0 10
Jlo6pokavecTBeHHoe 25 84.0 8,0 4,0 4,0

3a60/1eBaHVIE SHOOMETPUS

B faHHOM vccnenosaHn y 94,4% 300P0BbIX XKEHLLWH

3HaueHust Tocta Ha CA 125 Il Gbrm Hvke win paBHbl 35.0 U/niL
{cpenHee 3HaueHve » 164, CKO - 13.0). Kaxxaoii naboparopum
PPEKOMEHAYETCS YCTAHOBUTL CBOV COBCTBEHHBI pediepeHcHb I
[yanasoH 3HaueHWiA sl viecielyemol Momy isiLym.

MOHUTOPWHI COCTOSHNSA MaLWIEHTOK C AMarHO30M paka sn4HuKa
IpY MOHUTOPUHIE COCTOSHIA MALVIEHTOK, CTPAJAMOLLYIX PakoM
ANYHVKA, VBMEHEHVS 3HAYEHWI, HaOMgAgeMble B Cepu TECTOB
Ha CA 125, crieflyeT UHTEPNPETUPOBATL B COMETaHMN C JaHHBIMA
OPYTUX KIIVHAHECKUX METOMK, MPefHasHaueHHbIX [/151 MOHATOPUHT &
paka An4HUKa.

Bbina ycraHosneHa adhdpextveHocTs Tecta ARCHITECT CA 12511

B KaueCTBe BCrioMorare/IHoro CpeicTsa MOHUTOPMHTA COCTOSHUA
MaLWVIEHTOK C PakoM SIMUHMKA MyTem OLIEHKW VBMEHEHS! YPOBHEN
CA 125 B cepum 06pasLiOB CbIBOPOTKU KPOBU OT 63 NaLyeHTOK B
CpaBHEHUN C VBMEHEHVSIMM B CTaMN 3a00/1eBaHVSA.
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*r
Viccrienosarie Brtosarnio Beero 306 HabroeHve, a cpeaHee uicra' ‘0
HaO/MHoaeHNA Ha QHOrO NaLyieHTa coctaBwio 4.9, Bblio BoSBMEHO
3HaumTerNbHOE U3MeHeH e yposHA CA 125 - yBennyeHne 3HaueHVs B
TecTe Mo MeHbluel Mepe Ha 10.75% [T.e., B 2.5 paza BblilLe 06LLETO

%KB (4.3%)).
CeMbﬂeCﬁa&“é'ﬁ@@%ﬂﬁ&%ﬁ%%%%%ﬁ&@wgapye‘ prok
99 eHé-I!WIe BKOHLaL'L}!*/I CTBU Orpecc
e o mwewmﬁrﬁéfpgmw rpoLeHT (6190
Wyp 81132 cepuiitbIxX o6p§,§u,os He NoKa3gBLLIMX 3HAUUTE[LHOr0
VRNeHena sHaderna CA 125, Koppermposg ¢ OTCyTCTBMEN,
Qrpeccim. OOlLiast COrgEPBAHHOCTL AHHONO ca
COCTaBW/Ia LLECTRAECAT BOCEMb MPOLIEHTOB (68%) wn 166/243. B
Tafymup pasEPepeCFEPRBYIFFB BECREMErRBauMeiaL N
ApeZcrapneHa Hoke. [JeBAHOCTO BOCEMb MPOLEHTOB (98%) win
46/47 cepyiiHbIX 06Pa3LOB OT KKAO0N NaLMEHTKA CO 3HAUMTE TbHBIM
yBE/MUEHEM KOPPEMPOBaVIM C MPOrPeccuel, B TO Bpemst Kak
TpMALATL BOCEMb MPOLIEHTOB (38%) WM 6/16 HaBoPOB CbIBOPOTOK
KPOBU, HE MOKa3bIBABLLUMX 3HAUNTE/BHOTO VIBMIEHEHWS YPOBHA
CA 125, koppermpoBasiv ¢ OTCyTCTBMEM Nporpoccun. OBLLps
COM/1aCoBaHHOCTb JAHHOTO UCC/IE0BaHIA COCTaBW1A CEMBAECST
CeMb MPOLEHTOB (83%) wm 52/63,

M3manuus Ctaguna 3a60neBaHVs Ha KaKaoro naupieHta

/i3MeveHHe B KOHLEH- Orcyrctare

Tpauum GA 125 Mporpeccusa nporpeccumn ObLLee
> 10.75% 46 10 56
< 10.75% 1 6 7
ObiLpe 47 16 63

ICI'IELI,I/I(DI/I'-{ECKI/IE PABOYME
XAPAKTEPUCTUKN

B [AgHHOM pazaene npeacTas/ieHbl JaHHbIE MO Pernpe3eHTaTviBHbIM
paboHMM XapakTepyCTViKam. PesyrisTarbl, NMosyYeHHble B OTAESbHBIX
J1abopaTopusx, MOryT OT/IMHATECS OT MPUBEAEHHBIX [AHHBIX.

Ha aHanuzarope Alinity rv cucteme ARCHITECT i System
VICTIO/B3YHOTCA OfIHN U Te Xe peareHThl 1 COOTHOLLIEHUs obpasLia/
peareHTa.

Ecrm He ykasaHo Apyroe, BCe VCCIefoBaHNA NPOBOAWINCH HA
aHanmzatope Alinity .

Bocnpou3sognmocTb

BocrporssoayMoCTb BHyTPM Siaboparopun

BbIro NpoBeieHo viccrieoBaHne B COOTBETCTBAN C
pexomMeHaaLwmaMm aokymeHTa CLSI EPO5-A2."3 ViccrienosaHve
MPOBOAWIOCH C MCrosib30BaHMeM 1 cepum CA 125 Il PeareToB
(Alinity i CA 125 Il Reagent Kit), 1 cepun CA 125 Il Kanvibparopos
(Alinity i CA 125 I Calibrators) n 1 cepun CA 125 Il KOHTPOrbHbIX
Marepranos (Alinity i CA 125 Il Controls) Ha 1 aHanmsarope. Tpu
MaHesM CbIBOPOTKV KPOBY BGblivi MPOTECTUPOBaHbI HE MEHee YeM B 2
NoBTOpaXx 2 pasa B AeHb B TeueHne 20 AHeil.

BHyTp1 cepum (nosTo-  BHyTpu laGoparopum
Kog-  Cpepree pAeMOCTb) {obLuee)'
O6paseL, =) (U/mt) KO %K8 o %KB
[MaHerb 1 120 39.3 183 47 189 48
Marens 2 120 271,2 512 19 911 34
MaHerb 3 120 570,7 1DJ4 13 15.65 27

® BwtouaeT BaprabebHOCTb BHYTW CEpIM, MExXIy CeprsiMm 1
MeXay AHSMU.



/ W)kume rpaHNLbl U3MEPEHNS
BnlOnposeneHo vccnefiosakine B COOTBETCTBIM C
pexoveHpaLysmi fokymerTa CLSI EPV-ML Viccnenosarmne
NPOBOAYVIOCH C Mcrionb3oBaHvieM 3 cepuii CA 125 |l PeareHTos
{AlMty | CA 125 Il Reagent Kit) Ha 2 aHarm3aTopax B TeueHvie He
MeHee 3 [Heli. Havboree BbIcoKVe 3HaueHust npeaena braHka
(MNB), npenena obHapyxweHus (MO) 1 Npeaena KONMUYECTBEHHOTO
onpesenenus (MKO) npviBeaeHb! HbKe.

U/mL
ne' 01
m 03
MKO' Q6

" [1b onpeaeneH kak 95-/ NpoLEHTWIb MO pesy/isTataM
vcereoBaHWA 06pasLIOB C Hy/eBOW KOHLiEHTpaLyeli aHarvma a
n a 60 nosTopax.

IO onpeferneH kak camas H13Kast KOHLIEHTpaLysi, npu
KOTOPOIA aHa/IMT MOXET ObITb BbISR/IEH C 95%-/i BEPOSITHOCTHIO
M0 pesyribTaram MCCeaoBaHV sl 06pasLIoB C HBKMM YPOBHAMM
KOHLIEHTpaLmmn aHasta B N 60 rosTopax.

KO onpefernieH Kak camast HUA3Kast KOHLIEHTpaLus aHasmra o
MaKCUMasbHbIM AOMYCTUMBIM 3HAa4eHVIeM BOCTIpou3BoayMocTy 20%
KB o pesysisTaram mecriefosaHns 06pasLios O HUSKMM YPOBHAMM
KOHLIEHTpaLmmn aHasAta B M r 60 rosTopax.

JInHeHOCTb

BbIro NpoBeeHo 1ccefoBaHne a CoOTBETCTBIM C

pekomeHpaLmamy aokymerta CL5L EPOG-A™M

JIMHEHOCTb AGHHOTO TeCTa COXPaHSETCA B MHTEPBATIE M3MEPEHS

11 - 1000.0 U/mL

VHTepchepeHums

lMoTeHLWarnbHO MHTEPCEpVPYIOLLYIe 3HAOreHHbIE BELLEeCTsa U

NOTEHLMa/LHO MHTEPChepUpytoLLME Mpernaparb!

JaHHoe vnccnenosaHve nNpoBoauiocs Ha cucteme ARCHITECT |

System,

CpepHsia crieumdomyHocTs Tecta ARCHITECT CA 125 |l coctaensiet
12% ViccnenoBaHus BbXOAa Obl BbINOSHEHbI A1 CPABHEHVS

CbIBOPOTKM KPOBY, COAEPXALLIEN CrieaytoLLyie BeLLecTsa npu

YKa3aHHbIX 3HAYEHVSIX KOHLIEHTPALIIA, C KOHTPO/TLHO ChIBOPOTKOIA

KPOBY,

VHTEP®EPVIPYIOLLIEE BELLIECTBO
Vleenenyemoe BeLLECTBO KOHLIEHTpaLus UccricAyoMoro BoTecToa
Brwwmpy6uH 20 mg/dl.
emornobuH 500 Tu/dL
O6LLyii Gerok 129(11
Tovrmuepnap! 30/A
XIMOTEPAINEBTVHECKVE MPETAPATDI
Ylccregyemoe BELLBCT&O KOHLeHTpaLws nceneayoMoro eolactvia
Kap6oTtatnH 50D po/t!.
Livcnnaren 165 p9/mL
Knorpumasast 0,3 pg/mL
500 ug/mL
[B>«<averason 10 P9/mL
JlokcopyouLyH 1.16pg/ml
J1eiiKoBIpYH 2.68 pg/mL
MenderaH 2,8 py/mL
Merorpexcar @g/ml
Maknvrakcen 3.6 OQ/ml

[pyrve noTeHUmasIbHO MHTERCHEPVPYIOLLIE COCTOSHUA

JaHHoB vccnenoBaHMe NpoBoawIock Ha cucteme ARCHITECT |
System,

Bbiia nposeaeHa oLeHka Tecta ARCHTECT CA 12511 o
1crornb30BaHveM 06pasLos ¢ HAMA 1 peBvaTonIHbIM
dpaktopom (RF) As nocneyroLLei OLEeHKX creLychniHOCTU
TecTa. 51 06pasLoB, NonoxTeNbHbIX Ha HAMA, 1 nsTb
00pasLioB, MosoKUTENbHbLIX Ha HF. Bbln OLIEHEHbI Ha % BbXOA
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C A06aB/IEHHBIM K KXKOOMY 06pasLy aHTUIeHOM, BbER/IEMbM
aHTenamm OC 125, npy 3HaueHUsIX KoHLeHTpaLwii 35 1 250 UimL.

3HaueHus cpeaiHero % BoXoaa NPeACTaB/eHb! B Tab/mLe HDKE.
KnuHnueckoe coctosiHme Kone6 o6pasLos Cpepnuii % auiopa
HAMA 10 9%

RF 10 97

CpaBHeH1e MeTo40B

BbI1o MpoBeaeHo 1ccreaoBaHie B COOTBETCTBAN C
pekomeHaaLmammn aokymeHTa Cl151 EPO9-A3 ¢ 1Crofnb30BaHveM
MeTofa perpeccmn Pa851naBablok"®

Koadph.
Enn- Kon- koppens- lMepece Ha-
HALBI €0 ummn yenre  KoH
Alnllyi CA1?75 Cebeopotka wnH. 129 100  -005 095
CpaBH.C KpOBY
ARCHITECT CA
125«

JnanasoH KoH-
LieHTpaLmmn
2.7-982.3

OdhchekT BbICOKOW A03bI

JaHHOB uccnepoBaHne Nposoawiock Ha crcteme ARCHITECT |
System,

0hdpexT BbICOKOV A03bI MPEACTARMSET COOO SBMEHVE, MPY KOTOPOM
06pasLipl C BbICOKOW KOHLiEHTpaLyeli MoryT AeMOHCTPVPOBATL
pesyrsTarbl B npefesax AMHaMUYeCKoro AvanasoHa Tecta. Mo
1CCrefioBaHNM 06Pa3LIOB C YPOBHEM aHTUreHa, BbISBIAEMON0
aHtuTenamm OC 125, npuenusntensHo Ao 180 000 ng/mL B Tecte
ARCHITECT CA 125 Il He Habnoparniock adhchekra BbICOKOV A03bl.
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11000 06pasLos).
> B KayecTBe pazfe/mrerit AeCTUYHBIX 3HAKOB UCTIONb3yeTes
Touka (Mpvvep: 3.12%).
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MPNNOXXEHNE

KunnHetpykumm D MpumeHernto CA 12S Il PearenTsl (Winity i CA 125 1l Reagent Kit)
Aans Poccun

TPAHCMOPTUPOBKA

M3genve  pekomeHpyeTcs  TpaHcnopTuposBaTb Npu  TemnepaType 2-8“C B

TEpMOKOHTEVIHean 0AHOPa30BOr0 NMoNb300aMUA, coAepXKanx X1afao3NeMeHTbl. NN /\ % b b

8 TepMOKOHTeﬁHean MHOTOKpaTrHoro NpUMeHeHNA C aBTOMaTU4ECKN )1 l \ O tt
NOAAEPXXMBAEMOli TEMMepaTypoil unu B ABTOpethpuKepaTopax ¢ UCMo/b3oBaHUEM

* Abbott QifiUH .i Co KG
Mex-P!nr."b-4,;1

{;5?05 Visl,am)mm

TEPMOVMAVKATOPOB. V3fen1e 0CTaeTCs CTaGUNbHBIM [0 OKOHYaHWS CPOKa FofAHOCTY,
YKa3auTIoro Ha ynakoeke. Mpu TpaHaTOPTMPOBaHMM C HapyLUEHWEM TeMMEPaTYpPHOro
peXxuMa W3[enve He MOANEXWUT MPUMEHEHNIO. TPAHCMOPTV(I<KKA OCYLLECTBNSETCS
BCEMW BMAAMU TPAHCMOPTa B KPbITbIX TPAHCMOPTHbLIX CPEACTBAX B COOTBETCTBUM C
npasunamu NepeBoAm rpy3os, AENCTBYKILMMI Ha KKLOM BUZE TpaHCMopTa.

FTAPAHTUAHBIE OBA3ATE/NILCTBA

TMpeXX3BOANTENb rapaHTUPYET, YTO NMPY NPaBUILHOM XPaHEHWM 1 06pALLEHUMN U3aeNve
0CTaeTcs CTabNbHBIM 40 UCTEYEHMS CPOKA FOAHOCTU. MaKCUManbHbIV CPOK FOAHOCTM
MEAMLIMHCKOTO U3fenus He Gonee 12 MecsaueB € AaTbl MPOW3BOACTBa. V3genwe,
XPaHMBLUEECS C HapyLUEHWEM PErNaMeHTUPOBAHHOTO MPau3e0AUTENEM PEXUMA,
MPUMEHEHNIO HE MOANEXUT

TEXHUYECKOE OBCNYXWUBAHUE

He TpebyeTcs.

TEKYLW WA PEMOHT

He TpebyeTcs.

AAHHbIE Ang YTUNN3ALNN n YHUUTOXEHNA

MEOVWUWNHCKOIO U3AENNSA

MeAnUMHCKOe M3fenue YrunnsupyroT Y YMUYTOXaKOT a COOTBETCTHUM C MpaBunamm hci

obpalleHns € MeW UMHCKUMW  OTXOfaMmK, —pernameHTupytowmmmcs  CaHluH

2,1.7.2790-10 oT 12,12.2010 sCaHUTapHO-anuAeMMUOTIOTMYeCKMe TpebGoBaHus K 1ij o1
06palLLeHNo ¢ MOANLMTIOKAMM OTX0JaMU».

3 1
Heo6xo41Mo CnefjoBaTh MaLMOHAT>Wb!M CTaHAapTaM Npu nepegade v yTUAM3auum ~Nn -r-n- )
A A poar>us mapTam npu nepepaie M yTuvsaly y AK) 4 - £ CAC o>
n3gennn, ero KOMMoOHeHTOB 1 ynaW]ElOl. - Ty —_

NEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET . c-'m--tar ylif
MEANUWNHCKOE U3AENNE Py , < rli ei
9&7w c, 8S EN 13641. BS EN 13612, BS EN ISO 15223-1. 8S EN ISO 18113-2. BS

EN 1SO 18113-3, BS EN ISO 23640. BS EN ISO 14971, EN ISO 13485, MeanumMmcKLu

nzgenuu PelyrrupoeaHune GSR 78 E

MNOTEHUMANBHbIN NOTPEBEUTENb

MegunumnHckoe wn3genve CA 125 |1l PeareHtsl (Alinity i CA 125 Il Reagent KU

npeAHasHa4yeHo [ANs  UCMONMb30BaHWA B  Pa3/MUHbIX  KNWHWUKO-1a60PaTOPHbIX

yCnoBusx, BKIKOYast, 6e3 orpaHuyeHuns, 601bHULbI M nabopaTopui, NepcoHan Kot 3bix

npoLuen 06yyeHne no ncnonb3oBaHUto aHanusatopa Alinity i.

WH®OPMAUNA O HANNYNN B MEAVNLWNHCKOM U3[ENNN

NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPUNBbHOCTb

MocTaBnsieTcss B HecTepunbHOM Buge CTepunusauuii nepef npUMeHeHreM He
TpebyeTtcs.

VMH®OPMALNA (@] BO3MOXHOCTU MOBTOPHOIO
NMPUMEHEHWNA

He nrwnexurt nostopgamy npyMeHeHuto.

MATEPUWANDBbI XNBOTHOIO NMPONCXOXAEHWNA

Martepuanbl XMBOMIOTO MPOUCXOXAEHUSA MPOBEPEHbl WM PUCKM MpuUMeHeHus MA
ykasaHbl B flaciiopre 6e3onacHocTy, MaaTopTa 6e3onaa«)cTv MOXHO HalTK Ha caiiTe
www.abbottdiegnosti<».ajm unu oATaTuTech K MBETHEH/Y NPeACTaBUTEN!o,
MOKA3AHUA N MPOTUBOMOKA3AHNA

He npumeHumo.

yCnoBua XPAHEHUA N MPUMEHEHNA

XpaHeHWe MefuLMMocoro W3fenus npu Temnepatypa oT 2*C o 8‘C A0mMKHO
OCYLLECTBAATLCS @ XOTHOAMMbULIX KamMepax WK s XONOANbHINKAX, 0GecreymneatorLmx
pernaMeHTUPOBaHHbI  TEMMEPATYpHbIA PEXUM C  eXeAHEBHO perucTpauueit
Temneparypbl.

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



2660T1T M'6X & Ko. KIr Ten:+496122580
Makc-TnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303, 65011 BucbaneH

Mogrucs: MOOVCAHY fara: 1HGRZNOT,

3amaH KxaH (Zaman Khan)

3amecTuTeNnb AnpekTopa

Mo HOPMAaTUBHO-MPABOBOMY PErY/IMPOBaHUID
PervnoH EEBA n MakucraH

3660TT 'M6X & Ko. KIT

3660TT 'M6X & Ko. KI
Makc-I"naHk-PuHr 2

65205 BucbageH-enskeHxanm
"epmaHus

MbeTs: H00TT
FoTTTvVEX &K K™
Vac! TerAH 2
66406 BogeH

KOpugnyeckmnin agpec: BucbageH

PaiioHHbIV cyg BucbageHa HKA 4888 YnpaBnsitoLmii:

HecyLymin nepcoHaIbHY0 OTBETCTBEHHOCTb KOMMAHbOH: KpuctmaH IMpanoy (Kristian Grapow)
3660TT MeHepKMeHT MM6X I"per Anbbepr (Greg Ahlberg)
FOpuamnueckunin agpec: BucbageH Mpeacenatens HabnAaTeNbHOMO COBETA:
PaiioHHbIN cyf BucbageHa HKA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

OunymansHoe 3acBNe'TeNbCTBOBAHNE

HactoAawmm ouunriubilo  yaocToBepseTcs, 4TO r-H 3amaH XaH
3660TT TM6X & Ko. KI' Makc-M.tank-Pnur 2, 6520.5 BucbageH,
CO6CTBEHHOPYYHO NOCTaBUN BbILIECTOALLYIO MOAMUCH B MPUCYTCTBUN
noAnucaBLLEroca rlpe.acefaTens MECTHOrO CyAa.

BucbageH, (59.47.20/9 .

Ne B peecTpe 722/19

MownwuHa B cooTBeTCTBUM C [on0XeHnem o cbopax B pasmepe 6 eBpo
onnayeHa

/nognucaHo/

MpeacesaTens MeCTHOrO cyfa

/MeyaThb: MecTHbI cyar. Bucbagen X1 *2/

ImovcaHa/lnar 2000,

TeCT B IKVEHTE «OTVATALYOH-BA [OKVEHTALYF HA 8HTW/OKOM V/OCKOMI SBbKaX
MUHCTHOCHBEET.

[Bpesq, C_ AW M HVELKOIQ SBoKOB HAL y0CM SBbK BoMTHEH MEEBQHAQM]
CTAOEV BTV JwnvesHon

U
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Poccwuiickasa degepayms. Nopog MockBa.

JeBATHagUaTOro Ui ABe ThiCAYM AeBATHAALATOro roja.

4 BopoHuHa EBreHnss BnagummnpoBHa, BpEMEHHO UCNOJHAKOLWAA 0653aHHOCTU HOTY J
r. MockeBbl bBbaxTagse 3nbmupbl HpbeBHbLI, CBUAETENLCTBYHO MNOAJ/IMHHOCTb )en
nepesoayvka Ymncrakoso Buktopun MUTPUEBHbI.

Mognucb caoenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTL nognucasLlero 4OKYMEHT yCTaHOB/IEHA.

3apernctpmposaHo B peectpe: Ne77/52-H/77-201<5""
B3bickaHo no Tapudpy 100 py6.

YnnayeHo 3a okasaHue yc/nyr NnpaBoBOro 1 TEXHUYECKOro xapakrepa: --

E.B. bopoH'
Mognucb

MpoLwmTo B KONM4yecTee JT*? MCTOB

« 2Wn ropa
OunpekTop Hanpa'eneH'vis "KnnHuyeckne mncenenosaHms'

Bcero npowHypoBaHo, NMPOHOMEpPOBaHO
M cKpenneHonevyaTblo...IUCT

000 «MHBUTPOIN-" BPVIO HOTapUYCA.......eeeeeeeiiiee e )
® Moanuch
(N ICD -
A. 3. HoBuko("§' =
U | MeuaTb

Poccuiickas ¢ /31 -|po Mocksa

[JeBATHan' Jw ,Be ThiCAYM AEBATHAALATOrO rofa.

A, Bopr CcBr BnagyMupoBHa, BPEMEHHO WCMOJHSOLLAsA 06513aHHOCTU HoTapuyca I. MockB_

AnbmlL .Opber » CBMOETENbCTBYHO BEPHOCTb KOMUK C NpeacTaB/IEHHOIoO MHE AOKYMEHTa.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2019-

B3bickaHo no Tapudpy: 22 .0 p .
YnnayH"\pgaa™asaHve ycryr npaBoBoro U TEXHUYECKOro XapakTtepa: -

E.B. BopoHuHa wCTUu. O

Bcero npoLwwHypoBaHoO, NPOH_y|*epoBaHo
N cKpenseHo nevar
BPVO Hotapuyc
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