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MHCTPYKLWWN MO NCNONb3OBAHWIO
MEAVWUMNHCKOIoO N3AENNA
«Habop peareHToB, KanubpaTtopbl U KOHTPONWU LA OMPeLeneHuns in vitro ypoBHS

MeTOoTpeKcaTa Ha UMMYHOXUMUYecknx aHanmsatopax ARCHITECT i»

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM
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4.  ARCHITECT Methotrexate Extended Range Controls 3
(package insert) including ADDENDUM to the
package insert of ARCHITECT Methotrexate Extended
Range Controls

5 ARCHITECT metotpekcat peareHT (ARCHITECT 10

Methotrexate Reagent Kit) HCTpyKLMA no
MCNOJIb30BAHUIO TECT-CUCTEMbI Ha PYCCKOM Si3bIKe,
BK/IOHAA NPUNOXEHME.

6. ARCHITECT meToTpekcar Kanvbparopsl 3
(ARCHITECT Methotrexate Calibrators) HcTpyKuna
Mo MCMNO/Mb30BaHMIO Ha PYCCKOM A3bIKe, BK/HOYas
NPUNoXeHwe.

7.  ARCHITECT meToTpekcat kKoHTponu (ARCHITECT 4
Methotrexate Controls) IHCTpykuua no
NCMNOJIb30BAHUIO HA PYCCKOM fi3blKe, BK/tOYas
NPUNOXEHNE.

ARCHITECT meToTpeKcar KOHTPOM pacLUMpPeHHOro 3
ananasoHa (ARCHITECT Methotrexate Extended

Range Controls) MIHCTpyKUus No UCNOJb30BaHMIO Ha

PYCCKOM fi3bIKe, BK/HOYasA NpUIoXeHue.

Michael Fritz,

Manager Regulatory/Quality Europe, Middle East,
Africa (EMEA) and Pakistan, International Regulatory
Affairs & Division Labeling

Abbott
2e/6-0r-/( Abbott GmbH & Kt

Abbott GmbH & Co. KG IVex-Planck-Ring 2
IMax-Planck-Ring 2 65205 Wiesbaden
/ 65205 Wiesbaden-Delkenheim

Germany

Abbott

Page 2 A Promise for Life
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Key to Symbols

Consult instructions for use.

Manufacturer

Store at 2-8'C

Sufficient for

Use by/Expiration Date

Assay Specific Diluent
Conjugate

Contains sodium thiocyanate.
Contact with acids liberates
very toxic gas.

Control Number

Global Trade Item Number
Information needed for
United States of America only

In Vitro Diagnostic Medical
Device

Lot Number
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MICROPARTICLES
MULTI-ASSAY MANUAL DILUENT
PRE-TRIGGER SOLUTION
PRODUCED FOR ABBOTT BY
PRODUCT OF USA

REACTION VESSELS

REAGENT LOT

[REPLACEMENT CAPS

Rx ONLY

SAMPLE CUPS

SEPTUM

TRIGGER SOLUTION
WARNINOi SENSmMZER

WASH BUFFER

Microparticles

Multi-Assay Manual Diluent
Pre-Trigger Solution
Produced for Abbott by
Product of USA

Reaction Vessels

Reagent Lot

List Number

Replacement Caps

For use by or on the order of
a physician only (applicable to
USA classification only)

Sample Cups
Septum
Serial Number

Trigger Solution

Warning: May cause an
allergic reaction.

Wash Buffer
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NAME
ARCHITECT Methotrexate

INTENDED USE

The ARCHITECT Methotrexate assay is a chemiluminescent microparticie
immunoassay (CMIA) for the quantitative determination of methotrexate in
human serum and piasma on the ARCHITECT i System with STAT protocol
capability. The measurements obtained are used in monitoring levels of
methotrexate to ensure appropriate therapy.

SUMMARY AND EXPLANATION OF TEST

Methotrexate (MTX, amethopterin) is a folate antimetabolite. It is an
analog of aminopterin, which is also derived from folic acid. The molecular
structure of methotrexate differs from folic acid in that it has a hydroxyl
group in place of the 4-amino group on the pteridine ring and there is no
methyl group at the N position.

Methotrexate is an antineoplastic drug used solely or In combination
with other antineoplastic drugs for the treatment of leukemia and other
diseases.'Relatively low doses of methotrexate have been used
in the treatment of nonmalignant diseases such as severe psoriasis,
asthma, rheumatoid arthritis, sarcoidosis, and transplantation therapy.®"
Intermediate to high doses of methotrexate with Leucovorin rescue have
been used with favorable results in the treatment of osteogenic sarcoma,
leukemia, non-Hodgkin’s lymphoma, lung and breast cancer.®'®
Methotrexate levels are monitored to avoid excessive toxic effects of the
drug and to determine when to intervene with counter-acting ‘rescue’
therapy. Adverse reactions include myelosuppression, stomatitis, nausea,
vomiting, convulsions, liver and renal abnormalities, anemia, leukopenia,
thrombocytopenia, osteoporosis, neurotoxicity, and leukoencephalopathy.®
There are no current indications for monitoring low dose methotrexate
therapies.

BIOLOGICAL PRINCIPLES OF THE PROCEDURE

The ARCHITECT Methotrexate assay is a one-step immunoassay for
the quantitative determination of methotrexate in human serum and
plasma using CMIA technology with flexible assay protocols, referred to
as Chemiflex.

Sample, anti-methotrexate coated paramagnetic microparticles, assay
specific diluent, and methotrexate acridinium-labeled conjugate are
combined to create a reaction mixture. The anti-methotrexate coated
microparticles bind to the methotrexate present in the sample and to
the acridinium-labeled conjugate. After washing, Pre-Trigger and Trigger
Solutions are added to the reaction mixture. The resulting chemiluminescent
reaction is measured as relative light units (RUJs). There is an inverse
relationship between the amount of methotrexate in the sample and the
RUJs detected by the ARCHTECT i System optics.

For additional information on system and assay technology, refer to the
ARCHITECT System Operations Manual, Section 3.

REAGENTS

Reagent Kit, 100 Tests

ARCHTECT Methotrexate Reaoent Kltj2P.49)

¢ IMICROPARTICLEs|I 1 Bottle (6.6 mL) Anti-methotrexate (mouse
monoclonal) coated microparticles in MES buffer with non-protein
stabilizers. Minimum concentration: 0.073% solids. Preservative:
ProClin 300.

CONJUGATEI 1 Bottle (15.0 mL) Acridinium-labeled methotrexate
conjugate in citrate buffer with non-protein stabilizers. Minimum
ooncerrtration: 22 ng/mL. Preservative: ProClin 300.

* |ASSAY SPECIFIC DtLUENT| 1 Bottle (5.9 mL) Assay Specific Diluent
containing MES buffered saline diluent. Preservative: ProClin 300.

Assay Diluent

ARCHTECT Multi-Assay Manual Diluent (7D82-50)

* IMULTI-ASSAY MANUAL DILUENTi 1 Bottle (100 mL) ARCHTECT
Multi-Assay Manual Diluent containing phosphate buffered saline
solution. Presen/ative: antimicrobial agent.

Other Reagents

ARCHITECT Pre-Trioner Solution

¢ lpre-trigger solution! Pre-Trigger
(w/v) hydrogen peroxide.

ARCHTECT Trigger Solution

¢ [trigger SOLUTIONI Trigger Solution containing 0.35N sodium
hydroxide.

ARCHTECT Wash Buffer

¢ IWASH buffer! Wash Buffer containing phosphate buffered saline
solution. Preservatives: antimicrobial agents.

Solution containing 1.32%

9-1C-00_Eng_R6In.indd 2
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WARNINGS AND PRECAUTIONS

tS"
e livd|
« For In Vitro Diagnostic Use
e IRXONLYI
Safety Precautions ¢ A coa™l  geassto’
« CAUTION: This product requires the handling of human specirra at®™" jeq «\e
It is recommended that all human sourced materials be consideiiFot & tefe'
potentially infectious and handled in accordance with the E8H09®'*°%
Standard on Bloodborne Pathogens.™ Biosafety Level 2'® or ot» Sec"® Sto»@9®
appropriate biosafety practices'®-* should be used for materials tti* |et*
contain or are suspected of containing infectious agents. I' ApCH*
The following warnings and precautions apply to these components: s
«  Microparticles - N toan
Conjugate
WARNING: Contains methylisothiazolones
H317 May cause an allergic skin reaction.
Prevention TYrer 1=
P261 Avoid breathing mist / vapors / spray.
p272 Contaminated work clothing should not be tefe's nar
allowed out of the workplace.
P280 Wear protective gloves / protective clothing reh'
| eye protection.
Response
P302-TP352 IF ON SKIN: Wash with plenty of water. doesP®'
P333fP313 If skin irritation or rash occurs: Get medical dLOtaa*
advice / attention. for Wit
P362fP364 Take off contaminated clothing and wash it 09®f®
before reuse.
Disposal
P501 Dispose of contents / container in defetlt
accordance with local regulations. jasuH
The folltwing warnings and precautions apply to the Assay Specific oe P
Diluent: sys*

WARNING: Contains methylisothiazolones and
sodium thiocyanate.

H317 May cause an allergic skin reaction.

EUH032 Contact with acids liberates very
toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective clothing
| eye protection.

Response

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

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

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

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

« Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

« Fora detailed discussion of safety precautions during system operation,
refer to the ARCHTECT System Operations Manual, Section 8.

Reagent Handling

« Do not use reagent kits beyond the expiration date.

« Do not pool reagents within a kit or between reagent kits.

« Before loading the reagent kit on the system for the first time, the
microparticle bottle requires mixing to resuspend microparticles that
may have settled during shipment For microparticle mixing instructions,
refer to the PROCEDURE, Assay Procedure section of this package
insert.

¢« Septums MUST be used to prevent reagent evaporation and
contamination and to ensure reagent integrity. Reliability of assay
results cannot be guaranteed if septums are not used according to
the instructions in this package insert.

9/15/2014 334



> To avoid contamination, wear clean gloves when placing a septum
on an uncapped reagent bottle.

« Once a septum has been placed on an open reagent bottle, do
not invert the bottle as this will result In reagent leakage and may
compromise assay results.

« Over time, residual liquids may dry on the septum surface. These

'Pec/
) are typically dried salts and have no effect on assay efficacy.
S For a detailed discussion of handling precautions during system

0, operation, refer to the ARCHITECr System Operations Manual,

other  section 7.

ftaf

Reagent Storage

Ps- -ITC

o 2* The ARCHITECT Methotrexate Reagent Kit must be stored at
2-8*C in an upright position and may be used immediately after removal
from 2-8‘C storage.

* When stored and handled as directed, the reagents are stable until the
expiration date.

¢ The ARCHITECT Methotrexate Reagent Kit may be stored on board the
ARCHITECT f System for a maximum of 30 days. After 30 days, the
reagent kit must be discarded. For information on tracking onboard time,
refer to the ARCHITECT System Operations Manuai, Section 5.

* Reagents may be stored on or off the ARCHITECT i System, if reagents
are removed from the system, store them at 2-8'C (with septums and
replacement caps) in an upright position. For reagents stored off the
system, it is recommended that they be stored in their original trays
and boxes to ensure they remain upright. If the microparticle bottle
does not remain upright (with a septum installed) while in refrigerated
storage off the system, the reagent kit must be discarded.

« For information on unloading reagents, refer to the ARCHITECT System
Operations Manual, Section 5.

Indications of Reagent Deterioration
When a control value Is out of the specified range, it may indicate
deterioration of the reagents or errors in technique. Associated test
results are invalid and samples must be retested. Assay recalibration may
be necessary. For troubleshooting information, refer to the ARCHITECT
System Operations Manual, Section 10.

INSTRUMENT PROCEDURE

¢ The ARCHITECT Methotrexate assay file must be installed on the
ARCHITECT i System with STAT protocol capability from an ARCHITECT
i System Assay CD-ROM prior to performing the assay.

* When the Methotrexate (MTX) assay file is installed, calculated assays
MTX20ug, MTX20UM, MTXAOOug, MTXAOOuUM, MTXSOOOug, and
MTX8000uM are automatically installed in order to perform calculations
on diluted samples. These calculated assays are used In place of
entering manual dilution factors.

« Three of the calculated assays must be uninstalled prior to running
the Methotrexate assay. Each laboratory should determine which
calculated assays to uninstall based on their individual unit of measure
requirements.

« IF laboratory results are reported in |tmol/L,
THEN uninstall calculated eissays 3030 (MTX20ug), 3031
(MTXAOOug), and 3032 (MTX8000ug) per ARCHITECT System
Operations Manual, Section 2, as these will not be used.

« |IF laboratory results are reported in pg/mL,
THEN configure the instalment to report the alternate units of pg/mL
according to the ARCHITECT System Operations Manual, specifically
the “Change the result units setting“ of Section 2,
AND uninstall calculated assays 3027 (MTX20uM), 3028
(MTX400UM), and 3029 (MTX8000uM) per ARCHITECT System
Operations Manual, Section 2, as these will not be used.

¢ For detailed information on assay file installation and deletion, and
viewing and editing assay peirameters, refer to the ARCHfTECT System
Operations Manual, Section 2.

« For specific details on ordering a calculated assay, refer to the
ARCHfTECT System Operations Manual, Section 5.

« For Information on printing assay parameters, refer to the ARCHTTECT
System Operations Manual, Section 5.

« Fora detailed description of system procedures, refer to the ARCHTTECT
System Operations Manuai.

C-00_Eng_Reln.indd 3
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SPECIMEN COLLECNON AND PREPARATION FOR ANALYSIS

Specimen Types

Note: Do not use collection tubes with separator gei.

¢ Human serum or plasma samples tested for methotrexate should be
protected from light.

« The specimen collection tubes listed below were verified for use with the
ARCHITECT Methotrexate assay. Other specimen collection tubes have
not been tested with this assay.
¢« Human serum collected in tubes without separator gel (red top

tubes only)
¢ Human plasma collected In tubes without separator gel
« Dipotassium (Kj) EDTA
¢ Sodium Heparin
¢ Lithium Heparin

* Performance has not been established for the use of cadaveric
specimens or body fluids other than human serum or plasma.

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

Specimen Conditions

¢ Human serum or plasma samples tested for methotrexate should be
protected from light.

« Do not use specimens with the following conditions:

* heat-inactivated

« pooled

« grossly hemolyzed

* obvious microbial contamination

« For accurate results, serum and plasma specimens should be free of
fibria 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 disposable pipettes or pipette tips.
* Replace disposable pipettes or pipette tips between samples.

* Replace pipette tips between serial dilution steps for samples and
controls.

* Replace gloves if contamination is suspected.

Preparation for Analysis

* Follow the tube manufacturer's processing instructions for serum and
plasma collection tubes. Gravity separation is not sufficient for specimen
preparation.

* Mix thawed specimens thoroughly by low-speed vortexing or by Inverting
10 times. Visually inspect the specimens. If layering or stratification is
observed, continue mixing until specimens are visibly homogeneous. If
samples are not mixed thoroughly, inconsistent results may be obtained.

« To ensure consistency In results, specimens must be transferred to a
centrifuge tube and centrifuged at a Relative Centrifugal Force (RCF)
a 10,000 x g for 10 minutes before testing If
« they contain fibrin, red blood cells, or other particulate matter,

« they require repeat testing, or

« they were frozen and thawed.

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.

« Inspect all specimens fbr bubbles. Remove bubbles with an applicator
stick before analysis. Use a new applicator stick fbr each specimen to
prevent cross contamination.

Specimen Storage

¢ Human serum or plasma samples tested for methotrexate should be
protected from light

* Specimens may be stored on or off the clot or red blood cells
« for up to 1 day at room temperature
« for upto 2 days at 2-8'C

« |If testing will be delayed more than 2 days, remove serum or plasma
from the clot or red blood cells and store at -10'C or colder.

« Avoid more than 3 freeze/thaw cycles.

Specimen Shipping

« Package and label specimens In compliance with applicable state,

federal, and international regulations covering the transport of clinical
specimens and Infectious substances.

« It is recommended that specimens be removed from the clot or red
blood cells.

« Ship at 2-8'C (wet ice) or frozen (dry ice). Protect from light.
« Do not exceed the storage time limitations listed above.
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PROCEDURE
M aterials Provided
* 2P48 ARCHITECT Methotrexate Reagent Kit

Materials Required but not Provided
* ARCHITECT | System
* ARCHITECT Methotrexate Assay Rle, may be obtained from:
¢ ARCHITECT i System e-Assay CD-ROM found on
www.abbottdiagnostics.com
e ARCHITECT i System Assay CD-ROM
2P49-01 ARCHITECT Methotrexate Calibrators (A-F)
2P49-10 ARCHITECT Methotrexate Controls (L. M, H, and X) or other
commercially available controls
2P49-15 ARCHITECT Methotrexate Extended Range Controls (Y and Z)
7D82-50 ARCHITECT IMum-ASSAY mahual muiemt |
ARCHITECT [PRE-TRICGER SOLUTION
ARCHITECT TRIGGER SOLUTION
ARCHITECT WASH BUFFER
ARCHITECT REACTION VESSELS
ARCHITECT SAMPLE CUPS
ARCHITECT
ARCHITECT REPLACEMENT CAPS |
Microcentrifuge tubes or equivalent
Pipettes or pipette tips (optional) to deliver the specified volumes.
For information on materials required for maintenance procedures, refer to
the ARCHITECT System Operations Manual, Section 9.

Assay Procedure

« Before loading the reagent kit on the system for the first time, the
microparticle bottle requires mixing to resuspend microparticles that
may have settled during shipment. After the first time the microparticles
have been loaded, no further mixing Is required.

« Invert the microparticle bottle 30 times.

« Visually Inspect the bottle to ensure microparticles are resuspended.
If microparticles are still adhered to the bottle, continue to Invert the
bottle until the microparticles have been completely resuspended.

« If the microparticles do not resuspend, DO NOT USE. Contact
your Abbott representative.

« Once the microparticles have been resuspended, place a septum
on the bottle. For Instructions about placing septums on bottles,
refer to the Reagent Handling section of this package Insert.

« Load the reagent kit on the ARCHITECT 1 System with STAT protocol
capability.

« Verify that all necessary reagents are present.

« Ensure that septums are present on all reagent bottles.

« Order calibration, if necessary.

« For information on ordering calibrations, refer to the ARCHITECT

System Operations Manual, Section 6.
* Order tests.

« For information on ordering patient specimens and controls, and
for general operating procedures, refer to the ARCHfTECT System
Operations Manual, Section 5.

¢ Minimum sample cup volume is calculated by the system and printed
on the Orderllst report. To minimize the effects of evaporation, verify
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: 60 pL
« Sample volume for each additional methotrexate test from the
same sample cup: 10 pL

¢ S3 hours on-board:

* Sample volume for first test: 150 pL
« Sample volume for each additional methotrexate test from the
same sample cup: 10 pL

« >3 hours on-board: Replace with a fresh sample (patient
specimens, controls, and calibrators).

« If using primary or aliquot tubes, use the sample gauge to ensure
sufficient patient specimen Is present.

* Prepare ARCHITECT Methotrexate Calibrators and Controls.

* Mix calibrators and controls by gentle Inversion before use.

* Hold bottles vertically, and dispense recommended volumes into
each respective sample cup.

* Recommended volumes:

« for each Calibrator (A-F): 5 drops
« for each Control (Low, Medium, and High): 5 drops

9-1C-00_Eng_Reln.Indd 4
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Load samples. ow pethO'
« Forinformation on loading samples, refer to the ARCHITECT Systen vjort®
Operations Manual, Section 5. fub®
Press RUN. Reri'O"® '
For optimal performance, it Is important to perform routine maintenanc«®" A \fot
as described in the ARCHfTECT System Operations Manual, Section 9. to'
Perform maintenance more frequently when required by laboratory B
procedures. -3 peth0
OF-
Specimen Dilution Procedures a.
Specimens with a methotrexate concentration greater than 1.500 pmol/L 0.
(0.682 pg/mL) will be flagged as “> 1.500 pmol/L” ("> 0.682 pg/mL”") n
. . [ , TesX
and must be diluted with the Manual Dilution Procedure. PO
Note: Specimens with a very high Methotrexate concentration may be 4,.e\o'r
flagged with the following Error Code: “1232/ Result cannot be calculated,
final RLU read Is outside the specification of the highest calibrator.” Dilute apP

the patient sample using the Manual Dilution Procedure below and rerun
using the appropriate calculated assays.

Caution: In order to prevent cross contamination, do not remove
dropper tips from the ARCHITECT Methotrexate control bottles. Use
caution when handling control bottles and caps.

Replace pipette tips between samples, controls, and serial dilution
steps.

Manual Dilution Procedure

The suggested dilution for the ARCHITECT Methotrexate assay is 120.
Up to 3 serial dilutions are made to the sample (1:20,1:400, and 1:8000).
If a sample requires dilution, run one replicate of the Medium control
and the diluted X, Y, and Z controls along with the diluted samples.
All samples in bold font below will be tested. Some tubes prepared
are for Intermediate steps in the serial dilution procedure and will not
be tested.

Note: For all manual dilutions:

Diluent - ARCHfTECT Multi-Assay Manual Diluent
DF - Dilution Factor

Serial Dilution of Specimen > 1.500 umol/L f> 0.682 uo/mU
1 Label 3 microcentrifuge tubes to be used for the dilution of the
specimen:
Tube #1 DF-20
Tube #2 DF-400
Tube #3 DF-8000
2. Add 950 pL Diluent to each of the 3 tubes.
3. Add 50 pL of the patient specimen to Tube #1.
a. Vortex the sample for 10-30 seconds to mix.
b. Tube #1 DF-20 is ready for testing.
4. Remove 50 pL from Tube #1 (Step 3b) and add it to Tube #2.
a. Vortex the sample for 10-30 seconds to mix.
b. Tube #2 DF-400 Is ready for testing.
5. Remove 50 pL from Tube #2 (Step 4b) and add it to Tube #3.
a. Vortex the sample for 10-30 seconds to mix.
b. Tube #3 DF-8000 Is ready for testing.
Serial Dilution of Controls X. Y. and Z
6. Label 6 microcentrifuge tubes to be used for the dilution of the
controls:
Tube X DF-20
Tube Y1
Tube Y2 DF-400
Tube 71
Tubez2
Tube Z3 DF-8000

Note: Only the tubes labeled with “DF” will be tested.

7. Add 950 pL Diluent to each of the 6 tubes.
8. Dispense 5 drops of Control X Into a separate tube.
a. Remove 50 pL of Control X from this tube and add it to Tube X
DF-20.
b. Vortex the sample for 10-30 seconds to mix.
c. Tube X DF-20 Is ready for testing.
9. Dispense 5 drops of Control Y into a separate tube.
a. Remove 50 pL of Control Y from this tube and add it to Tube Y1.
b. Vortex the sample for 10-30 seconds to mix.
c. Tube Y1 will not be tested.
10. Remove 50 pL from Tube Y1 (Step 9c) and add it to Tube Y2
DF-400.
a. Vortex the sample for 10-30 seconds to mix.
b. Tube Y2 DF-400 is ready for testing.
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Dispense 5 drops of Control Z into a separate tube.

ICT-Sy«e” a Remove 50 pL of Control Z from this tube and add it to Tube Z1.
b. Vortex the sample for 10-30 seconds to mix.
nem m tested.
lugi® 12 Remove 50 pL from Tube Z1 (Step 11c) and add it to Tube Z2.
by ® ® Vortex the sample for 10-30 seconds to mix.

(, Tujje z2 will not be tested.
13 Remove 50 pL from Tube Z2 (Step 12b) and add it to Tube Z3
DF-8000.
a. Vortex the sample for 10-30 seconds to mix.
b. Tube Z3 DF-8000 is ready for testing.
Test the Medium Control, Control X (1:20 dilution), Control Y (1:400

be dilution), and Control Z (1:8000 dilution). Refer to the appropriate table
) below.
:Eé:_ﬂtne Test diluted patient samples using the calculated assays files per the
appropriate table below.
* FOR laboratory results reported in pmol/L:
‘hope y p p
Use To Order Order Assay File
(oA} « Medium Control (to evaluate run validity) MTX
« Control X (1:20 dilution)
. _— MTX20UM*
« Patient Sample (1:20 dilution)
« Control Y (1:400 dilution) MTX400UM*
« Patient Sample (1:400 dilution)
« Control Z (1:8000 dilution)
MTXSOOOuUM*

« Patient Sample (1:8000 dilution)
*Note: Do not enter the manual dilution factor in the order screen.

The assay file calculates the result based on the appropriate
dilution factor.

FOR laboratory results reported in pg/mL:

To Order Order Assay File
¢ Medium Control (to evaluate run validity) MTX
« Control X (1:20 dilution)

. o MTX20ug*
« Patient Sample (1:20 dilution)
« Control Y (1:400 dilution) MTX400Ug*
« Patient Sample (1:400 dilution) g
« Control Z (1:8000 dilution)

MTXBOOOug*

« Patient Sample (1:8000 dilution)

*Note: Do not enter the manual dilution factor in the order screen.
The assay file calculates the result based on the appropriate
dilubon factor.

IF results are obtained for 2 dilutions of the same patient sample, THEN
report the result with the lowest dilution factor per the appropriate table
below,

¢ FOR laboratory results reported In pmol/L:

If results ate obtained from
MTX20UM and MTX400uM
MTX400uM and MTXSOOOuUM

Then report result from
MTXZOuM
MTX400uM

FOR laboratory results reported in pg/mL:

if results are obtained from
MTX20ug and MTX400ug
MTX400ug and MTXBOOOug

Then report result from
MTX20ug
MTX400ug

Note: If your laboratory uses the ‘Result Details Report", then the calculated
result Is provided next to the carrier/position (C/ P) and Is circled In the
Result Details Report example below. Do NOT report the result next to the
Constituent Assay MTX.

Cc/P Result Units Range Flags Code
A765/3 QzzOOJ  umol/lL
Module Constituent assay Result Flags
1 MTX 0.068 umol/L

IC-00_Eng_Relnindd 5
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Calibration
¢ Test Calibrators A-F in duplicate. The calibrators should be priority
loaded.

* A single sample of each ARCHTTECT Methotrexate Low, Medium, and
High Control must be tested to evaluate the assay calibration. Ensure
that assay control values are within the ranges specified in the
respective control package Insert.

« Calibration Range: 0.000 to 1.500 pmol/L (0.000 to 0.682 pg/mL)

« Once an ARCHTTECT Methotrexate calibration is accepted and stored,
ail subsequent samples may be tested without further calibration unless:
« A reagent kit with a new lot number Is used or
« Controls are out of range.

« For detailed information on how to perform an assay calibration, refer to
the ARCHITECT System Operations Manual, Section 6.

QUAUTY CONTROL PROCEDURES

The recommended control requirement for the ARCHTTECT Methotrexate
assay is that a single sample of each Low, Medium, and High Control be
tested once every 24 hours each day of use. It is recommended that
Controls X, Y, and Z be diluted and tested with diluted samples.

For detailed dilution procedure Instructions and quality control, refer
to the PROCEDURE, Specimen Dilution Procedures section of this
package insert.

If the quality control procedures in your laboratory require more frequent use
of controls to verify test results, follow your laboratory-specific procedures.
Additional controls may be tested In conformance with local, state,
and/or federal regulations or accreditation requirements and your
laboratory's quality control policy.

Each laboratory should establish control ranges to monitor the acceptable
performance of the assay. If a control Is out of its specified range, the
associated test results are Invalid and the samples must be retested.
Recalibration may be indicated.

If a diluted control is out of its specified range, the associated specimen
dilution test results are invalid. Specimens and controls must be prepared
again. Refer to the PROCEDURE, Specimen Dilution Procedures section
of this package insert.

Verification of Assay Ciaims

For protocols to verity package insert claims, refer to the ARCHITECT
System Operations Manual, Appendix B.

The ARCHTTECT Methotrexate assay belongs to method group 6.

RESULTS

Calcuiation

The ARCHTTECT Methotrexate assay uses a 4 Parameter Logistic Curve fit
data reduction method (4PLC, Y-weighted) to generate a calibration curve.
Alternate Result Units

¢ The default unit for the ARCHITECT Methotrexate assay is pmol/L

« When the alternate result unit, pg/mL, is selected, the following
conversion factor is used by the system:
« Conversion Formula:
(Concentration in pmol/L) x (0.45444) - pg/mL
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 ARCHITECT System
Operations Manual, Section 5.
Measuring Interval
Measuring interval is defined as the range of values in pmol/L which
meets the limits of acceptable performance for both imprecision and
bias for an undiluted sample. For the studies described in this package
insert, the remge is 0.040 pmol/L (Limit of Quantitation - LoQ) to
1.500 pmol/L (0.018 to 0.682 pg/mL).

UMITATIONS OF THE PROCEDURE

« Do not use collection tubes with separator gel.

« Samples to be tested for methotrexate should be protected from light.

* Results should be used in conjunction with other data; e.g., symptoms,
results of other tests, and clinical Impressions.

« If the methotrexate results are Inconsistent with clinical evidence,
additional testing is recommended.

9/15/2014 3:34;



* Specimens from patients who have received glucarpidase
(carboxypeptidase 82) as a high-dose methotrexate rescue therapy
should not be tested with the ARCHITECT Methotrexate assay for
at least 48 hours following the last dose of glucarpidase.’® These
specimens have Increased serum levels of 4-[[2,4-dlamino-6-(pteridinyl)
methyl]-methylamino]-benzoic acid (DAMPA) that result from
metabolism of methotrexate by glucarpidase. ® DAMPA crossreacts with
the methotrexate antibody used in this assay. Oncologists on the clinical
team should notify the laboratory when glucarpidase is administered.®@®

* Aminopterin is derived from folic acid and crossreacts with the
methotrexate antibody used in this assay.

* 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 anomalous
values when tested with assay kits such as ARCHfTECT Methotrexate
that employ mouse monoclonal antibodies. Additional Information may
be required for diagnosis.

« Heterophilic antibodies In human serum can react with reagent
immunoglobulins, Interfering with In vitro immunoassays.®@® Patients
routinely exposed to animals or to animal serum products can be prone
to this interference, and anomalous results may be observed. Additional
information may be required for diagnosis.

EXPECTED VALUES

No precise relationship between methotrexate serum levels and
antineoplastic efficacy has been established, although levels below
approximately 0.02 pmol/L were seen as necessary for resumption
of DNA synthesis.®® The correlation between serum methotrexate drug
concentration and duration of tumor cell exposure has been shown to
predict methotrexate toxicity.

Following high-dose methotrexate treatment with Leucovorin rescue,
patients with a 24-hour serum methotrexate concentration >10 pmol/L, a
48-hour level >1.0 pmol/L, and a 72-hour level > 0.1 pmol/L are at an
increased risk of toxicity.®@®

Toxicity is typically present In the form of myebsuppression, stomatitis,
nausea, vomiting, convulsions, and liver and renal abnormalities.®
Anemia, leukopenia, thrombocytopenia, osteoporosis, skin and mucosal
Involvement with a fatal outcome have also been reported. Neurotoxicity
and leukoencephalopathy are also reported as toxic effects Involving
methotrexate.®

SPECIFIC PERFORMANCE CHARACTERISTICS

Data in the SPECIFIC PERFORMANCE CHARACTERISTICS section were

generated using the ARCHITECT i 2000sr System.

Assay results obtained in individual laboratories may vary from data

presented.

Precision

The ARCHITECT Methotrexate assay is designed to have within-laboratory

(total) imprecision of s 7.5% CV for samples with methotrexate

concentrations between 0.040 pmol/L and s 12.500 pmol/L and S 10% CV

for samples with methotrexate concentrations > 12.500 pmol/L.

A study was performed based on guidance from the National Committee

for Clinical Laboratory Standards (NCCLS) document EP5-A2.®® The

ARCHITECT Methotrexate Controls, Extended Range Controls, and 5 levels

of human serum panels (Panels 1,3, and 5-7) and 2 levels of human

plasma panels (Panels 2 and 4) were assayed. All samples were tested in

replicates of 2 at 2 separate times per day for 20 days. Additional replicates

for Panels 6 and 7 were performed to assess precision at the measuring

interval boundaries. The data are summarized in the foltawing table.
Within-Laboratory

Mean Within Run (Total)

Sample N (pmoliL) SD %CV SD %CV
Low Control 80 0.072 0.0023 3.2 0.0029 4.0
Medium Control 80 0.436 0.0134 31 0.0148 3.4
High Control 80 0.949 0.0401 4.2 0.0402 4.2
Control X 80 10.011 0.4060 41 0.4642 4.6
Control Y 80 55.645 19365 3.5 24197 4.4
Control Z 80 554.900 20.0998 3.6 39.0768 7.0
Panel 1 80 0.065 0.0026 41 0.0029 4.6
Panel 2 80 0.101 0.0044 4.4 0.0053 5.3
Panel 3 80 1.103 0.0475 4.3 0.0547 5.0
Panel 4 80 7,966 0.2683 3.4 0.3084 3.9
Panel 5 80 1679.100 60.8687 3.6 83.4626 5.0
Panel 6 160 0.047 0.0020 4.4 0.0025 5.4
Pane! 7 160 1347 0.0554 41 0.0590 4.4

9-1C-00_Eng_Beln.indd 6
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Recovery

The ARCHITECT Methotrexate assay is designed to have a

recovery of 100 + 10% for samples with methotrexate concentrations

0.040 pmol/L to 1.500 pmol/L.

A study was performed with 5 serum and 5 plasma samples that

spiked with known amounts of methotrexate to create samples aoraCC"rj®

the measuring interval. The concentration of methotrexate was determin*|2S-ri®
using the ARCHITECT Methotrexate assay and the resulting perca#j£--j*
recovery was calculated. The mean percent recovery was 97% for setunwS"—

samples and 98% for plasma samples.

Lineality

The ARCHITECT Methotrexate assay is designed to have a deviation
linearity within £ 10% for samples with methotrexate concentrations from
0.040 pmol/L to 1.500 pmol/L.

A study was performed based on guidance from the NCCLS document
EP6-A.®® Serum and plasma dilution sets with methotrexate concentrations
ranging from 0.010 pmol/L to 2.001 pmol/L were prepared gravimetrically
and evaluated. The observed deviation from linearity was within + 10% br
samples from 0.040 pmol/L to 1.500 pmol/L.

An additional study was performed using serum and plasma samples with
methotrexate concentrations tanging from 1.2 pmol/L to 2500 pmol/L
The samples were prepared gravimetrically and diluted using serial 1:20
dilutions into the measuring interval with ARCHITECT Multi-Assay Manual
Diluent Regression of assayed methotrexate concentrations was linear
throughout the range.

Sensitivity

Limit of Quantitation fLoQI

The ARCHITECT Methotrexate assay is designed to have a Limit of
Quantitation (LoQ) of s 0.040 pmol/L.

Based on guidance from the Clinical and Laboratory Standards Institute
(CLSI) document EP17-A2@® a study was performed with 4 zero-level
samples and 8 low-level methotrexate samples (targeted to approximately
0.010,0.020, 0.030, 0.040, 0.050, 0.080, 0.100, and 0.200 pmol/L). These
samples were tested in 6 separate runs over 4 days using 2 reagent lots
and 2 instruments. The LoQ is defined as the lowest amount of analyte
in a sample that can be quantitatively determined with a Percent Total
Allowable Error < 25%. The LoQ for the AITCHI1tu 1 Methotrexate assay
was 0.020 pmol/L

Limit of Blank and Limit of Detection

In the same study, the Limit of Blank (LoB) and Limit of Detection
(LoD) were determined. The LoB was 0.005 pmol/L and the LoD was
0.009 pmol/L.

Interference

Potentially Interfering Drugs

A study was performed based on guidance from the CLSI document
EP7-A2@® Potentially interfering drugs were evaluated to determine
whether methotrexate concentrations were affected when using the
ARCHITECT Methotrexate assay. The drugs listed below were spiked
into samples with methotrexate concentrations at the medical decision
points of approximately 0.050 pmol/L and 1.000 pmol/L. The samples were
assayed, and the methotrexate concentrations of the spiked samples were
compared to reference samples. The ARCHITECT Methotrexate Assay did
not crossreact with the major metabolite 7-Hydroxymethotrexate.

The drugs were tested at 1000 pmol/L except where noted. The data are
summarized in the following table.

The compounds /Vninopterin and DAMPA were also tested in serum at
1000 pmol/L in the absence of methotrexate and the cross-reactivity was
61% and 46%, respectively.
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UINFORMATION FOR USA ONLY |
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1PRODUCED FOR ABBOTT BY |

1IPRODUCTOF USA 1

IRx ONLY 1

IWARNING: SENSUTZER |

Caution

Consult instructions tor use

Manufacturer

Store at 2-8'C

Use by/Expiration date

Calibrators A, B, C, D, E, and F

Concentration

Contains sodium azide. Contact with

acids liberates very toxic gas.
Distributed in the USA by
Global Trade Item Number

Information needed for
United States of America only

In Vitro Diagnostic Medical Device
Lot Number

Produced for Abbott by

Product of USA

List Number

For use by or on the order of a
physician only (applicable to USA
classification only)

Warning: May cause an allergic
reaction.
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ADDENDUM for Russia

to the package insert of ARCHITECT Methotrexate Calibrators

SHIPPING CONDITIONS

ARCHITECT Methotrexate Calibrators should be shipped in accordance
with the storage requirements mentioned in the package Insert: vertical
position of reagent bottles, shipping temperature under 2-8'C.

WARRANTY OBLIGATIONS

The manufacturer guaranties the quality of the valid results of the test tor
the period of time mentioned on the package label as expiry date. This
date correspond to 8 months from the date of Calibrators manufacturing
on condition that all requirements of this package insert are followed
including the storage of ARCHITECT Methotrexate Calibrators under 2-8'C.
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RCHITECT
SYSTEM

Methotrexate Controls

INTENDED USE

The ARCHITECT Methotrexate Low, Medium, and High Controls are for
the estimation of test precision and the detection of systematic analytical
deviations of the ARCHITECT i System when used for the quantitative
determination of methotrexate in human serum and plasma. ARCHITECT
Methotrexate Control X is used to provide assurance of accuracy when
performing manual sample dilutions.

Refer to the ARCHITECT Methotrexate reagent package insert and
ARCHITECT System Operations Manual for additional information.

CONTENTS

4 Bottles (8.0 mL each) of ARCHfTECT Methotrexate Controls. Controls L,
M, H, and X are prepared with USP Grade Methotrexate added to
recalcified human plasma. Preservatives; sodium azide and ProClin 950.
The controls are at the following concentrations:

Target Concentration / Range

pmol/L pg/mL
Control IcONCi |ranoe| ICONCi |range|
lcontrollll 0070 0.048 - 0.092  0.032 0.022 - 0.042
lcontrollml  0.450 0.304 - 0.596  0.204  0.138 - 0.2/1
lcontrollhl 1000 0.675 - 1.325 0.454  0.307 - 0.602
ICONTROL|X|  10.000  6.750 -13.250  4.544  3.067 - 6.021

Each laboratory should establish its own conoentration ranges for new
control bts at each control level. This can be accomplished by assaying
a minimum of 20 replicates over several (3-5) days. Sources of variation
that can be expected should be Included in this study in order to be
representative of future system performance. These may include:

* Multiple stored calibrations

* Multiple reagent lots

¢ Multiple calibrator lots

¢ Multiple processing modules

« Data points collected at different times of the day

« Multiple technicians performing manual dilution procedure

These results should be applied to your laboratory's quality control
practices.

PRECAUTIONS

e |ivd]|

« For In vitro Diagnostic Use
IRXONLY |

l \ CAUTION; This product contains human sourced and/or
potentially infectious components. Refer to the CONTENTS section
of this package insert. No known test method can offer complete
assurance that products derived from human sources or inactivated
microorganisms will not transmit infection. Therefore, all human
sourced materials should be considered potentially infectious. It is
recommended that these reagents and human specimens be handled
in accordance with the OSHA Standard on Bloodborne Pathogens.”
Biosafety Level 2* or other appropriate biosafety practices®” should
be used for materials that contain or are suspected of containing
infectious agents.

The controls contain recalcifled human plasma that was tested

and found to be nonreactive for HBsAg, HIV-1 RNA or HIV-1 Ag,
anti-HIV-1/HIV-2, and anti-HCV.

0 en
T] Methotrexate

REF 2P49-10

C2P490
611-016 9/14

The following warnings and precautions apply to these components:
* Controls L, M, H, and X

WARNING: Contains methylisothiazolones and
sodium azide.

H317 m May cause an allergic skin reaction.

EUH032 Contact with acids liberates very
toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

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

P280 Wear protective gloves / protective
clothing / eye protection.

Response

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

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

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

Disposal

P501 Dispose of contents / container In
accordance with local regulations.

« Safety Data Sheets are available at www.abbottdlagnostics.com or
contact your local representative.

Handling Precautions

¢ Caution: In order to prevent cross contamination, do not remove
dropper tips from the ARCHITECT Methotrexate Control bottles.
Use caution when handling control bottles and caps.

STORAGE

* ARCHITECT Methotrexate Controls are stable until the expiration date
when stored and handled as directed.

« Do not use past expiration date.

* ARCHITECT Methotrexate Controls must be stored at 2-8'C in an
upright position and may be used immediately after removal from
2-8'C storage.

a'c

2*CH

QUALITY CONTROL PROCEDURES

The recommended control requirement for the ARCHITECT Methotrexate
assay is that a single sample of each Low, Medium, and High Control
be tested once every 24 hours each day of use. It is recommended
that Control X be diluted and tested with diluted samples. For detailed
dilution procedure instructions and quality control, refer to the ARCHITECT
Methotrexate reagent package insert. Specimen Dilution Procedures
section.

If your laboratory quality control procedures require more frequent use of
controls to verify test results, follow those procedures. Additional controls
may be tested in conformance with local, state, and/or federal regulations
or accreditation requirements and your laboratory’s quality control policy.
The control values must be within the acceptable ranges specified in the
control package insert. If a control is out of its specified range, the
associated specimen test results are invalid and must be retested.
Recalibration may be indicated. If a diluted control is out of its specified
range, the associated specimen dilution test results are Invalid and must
be retested.

+10_Eng.Acln.indd 1 9/16/1014 7:34;i
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PREPARATION FOR USE
e« The ARCHITECT Methotrexate Controls may be used immediately
after removal from 2-8'C storage. .
¢ Mix the controls by gentle inversion before use. A Caution vage
¢ To obtain the recommended volume requirements for the Low, Medium,
and High Controls, hold the bottles vertically and dispense a minimum . X
of 5 drops of the controls into each respective sample cup. I:' a Consult instructions for use
¢« The ARCHITECT Methotrexate Control X must be diluted per the
ARCHITECT Methotrexate reagent package insert. Specimen Dilution

Key to Symbols

Manufacturer
Procedures section, and then run as a control with diluted samples.
* Replace pipette tips between serial dilution steps.
* Replace gbves if contamination is suspected. el Store at 2-8'C
« After each use, tightly close the caps and return the controls to 2-8'C
storage. Use by/Expiration date
« For information on onJering controls, refer to the ARCHRECT System .
Operations Manual, Section 5. Concentration
» To troubleshoot control values that tall outside the control range, refer Contains sodium azide. Contact with
to the ARCHITECT System Operations Manual, Section 10. lcontainsiazidel acids liberates very toxic gas.
BIBUOGRAPHY contbolll I lcomthollim]

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

Contrais L, M, H, and X
coHTRoLINllcomTBOI TiA

US Department of Health and Human Services. Biosafety in IDISTRIBUTEB in the USABY | Distributed in the USA by
Microbioiogical and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009. Jctin] Global Trade Item Number
World Health Organization. Laboratory Biosafety Manual. 3rd ed. .
L Information needed for
Geneva: World Health Organization; 2004. IHFOHMATION FOR USA OHLY A .
United States of America only
Clinical and Laboratory Standards Institute (CLSI). Protection of
Laboratory IMjrkers from Occupationally Acquired Infections; Approved [ivo] In Vitro Diagnostic Medical Device
Guideline—Third Edition. CLSI Document M29-A3. Wayne, PA;
CLSI; 2005. Lot Number
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/IDENDUM for Russia

' jifie package insert of ARCHITECT Methotrexate Controls

iPPING CONDITIONS

CHITECT Methotrexate Controls should be shipped in accordance
| the storage requirements mentioned in the package insert: vertical
)sition of reagent bottles, shipping temperature under 2-8*C.

tomRANTY OBLIGATIONS

The manufacturer guaranties the quality of the valid results of the test for
tie period of time mentioned on the package label as expiry date. This
| Jate correspond to 8 months from the date of Controls manufacturing
on condition that all requirements of this package Insert are followed
I including the storage of ARCHITECT Methotrexate Controls under 2-8'C.

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



9-1C-15_Ena_Acin.inrid 1

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

ARCHITECT
SYSTEM

Methotrexate Extended
Range Controls

INTENDED USE

The ARCHITECT Methotrexate Extended Range Controls are used to
provide assurance of accuracy when performing manual sample dilutions.
Refer to the ARCHITECT Methotrexate reagent package insert and
ARCHfTECT System Operations Manual for additional information.
CONTENTS

2 Bottles (8.0 mU each) of ARCHITECT Methotrexate Extended Range
Controls. Controls Y and Z are prepared with USP Grade Methotrexate

added to recaloified human plasma. Preservatives: sodium azide and
ProClin 950.

The controls are at the following concentrations:
Target Concentration / Range
pmol/L pg/mL
Control ICONCi IRANGE| ICONCI Irangel
ICONTROLIYI 50.000 30.000- 70.000 22.722  13.633- 31811
ICONTROL 1Z1 500.000 320.000 - 700.000 227.220 145.421 - 318.108

Each laboratory should establish its own concentration ranges for new
control lots at each control level. This can be accomplished by assaying
a minimum of 20 replicates over several (3-5) days. Sources of variation
that can be expected should be included in this study in order to be
representative of future system performance. These may include:

« Multiple stored calibrations

* Multiple reagent lots

¢ Multiple calibrator lots

¢ Multiple processing modules

« Data points collected at different times of the day

* Multiple technicians performing manual dilution procedure

These results should be applied to your laboratory's quality control
practices.

PRECAUTIONS

¢ livpl

* For In Yrtro Diagnostic Use
* IRXONLYI

A CAUTION: This product contains human sourced and/or
potentially infectious components. Refer to the CONTENTS section
of this package insert. No known test method can offer complete
assurance that prrxiucts derived from human sources or inactivated
microorganisms will not transmit infection. Therefore, all human
souroed materials shrould be considered potentially Infectious. It Is
recommended that these reagents and human specimens be handled
in accordance with the OSHA Standard on Bloodborne Pathogens.™
Biosafety Level 2® or other appropriate biosafety practices®” should
be used for materials that contain or are suspected of containing
infectious agents.

The controls contain recalcified human plasma that was tested
and found to be nonreactive for HBsAg, HIV-1 RNA or HIV-1 Ag,
antl-HIV-1/HIV-2, and anti-HCV.

Color:

me 0"+

Methotrexati -rber- - .e»c

]

REF 2PA915 _ .o

C2P4Q0 ™
611'046 9/14 giorae®

fot \t*
Opert
The following warnings and precautions apply to these components: 1;2(;:
* Extended Range Controls Y and Z
. ) ) BleUC
WARNING: Contains methylisothiazolones and
sodium azide. t. \ﬁs
o u
H317 May cause an allergic skih
EUHO032 Contact with acids liberates very
Prevention  toxic gas. 3
P261 Avoid breathing mist/ vapors / spray.
pP272 Contaminated work clothing should not
be allowed out of the workplace.
P280 Wear protective gloves / protective
clothing / eye protection.
Response
P302+P352 IF ON SKIN: Wash with pienty of virater.
P333+P313 If skin irritation or rash occurs: Get
medical advice / attention.
P382+P364 Take off contaminated clothing and wash
It before reuse.
Disposal
P501 Dispose of contents / container In
accordance with local regulations.
« Safety Data Sheets are available at www.abbottdiagnostics.com or
oontact your local representative.
Handling Precautions
« Caution: In order to prevent cross contamination, do not remove
dropper tips from the ARCHITECT Methotrexate Extended Range
Control bottles. Use caution when handling control bottles and
caps.
STORAGE
¢ ARCHITECT Methotrexate Extended Range Controls are stable until
the expiration date when stored and handled as directed.
« Do not use past expiration date.
¢ /\RCHITECT Methotrexate Extended Range Controls must be stored
at 2-8'C in an upright position and may be used immediately after
removal from 2-8'C storage.
rvC
el
QUALITY CONTROL PROCEDURES
The recommended control requirement for the ARCHITECT Methotrexate
assay is that a single sample of each Low, Medium, and High Control
be tested once every 24 hours each day of use. It is recommended that
Control Y and Control Z be diluted and tested with diiuted samples. For
detailed dilution procedure instructions and quality control, refer to the
/LRCHfTECT Methotrexate reagent package insert. Specimen Dilution
Procedures section.
If your laboratory quality control procedures require more frequent use of
controls to verify test results, follow those procedures. Additional controls
may be tested in conformance with local, state, and/or federal regulations
or accreditation requirements and your laboratory's quality control policy.
The control values must be within the acceptable ranges specified in the
control package insert. It a diluted control is out of its specified range, the
associated specimen dilution test results are invalid and must be retested.
Black | 9161101

Mark
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ADDENDUM for Russia

to the package insert of ARCHIItCI Methotrexate Extended Range
Controls

SHIPPING CONDITIONS

ARCHITECT Methotrexate Extended Range Controls should be shipped
in accordance with the storage requirements mentioned in the package
insert: vertical position of reagent bottles, shipping temperature under
2-8'C.

WARRANTY OBLIGATIONS

The manufacturer guaranties the quality of the valid results of the test for
the period of time mentioned on the package label as expiry date. This
date correspond to 8 months from the date of Extended Range Controls
manufacturing on condition that all requirements of this package insert

are followed including the storage of ARCHITECT Methotrexate Extended
Range Controls under 2-8'C.
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CBOP OBPA3LLA N MOATOTOBKA K AHANTN3Y
Tunbl o6pasuos

O6paslbl CbIBOPOTKA WM NNasMbl KPOBW, NpeAHasHauyeHHble Ans
aHanM3a Ha MeToTpekcaT, HeOGXO4MMO XPaHWTb B 3aLLWLLEHHOM OT
cBeTa MecTe.
"0 61(iK

W |onb3oBwMOlBMNOCT$S A CHIWA

e CXBO6bLXLWGLW®"
ré)?eBpitceoiilierNe arArAATA'AAp SAE AN
In~n~"stelispm ~s~telisg”
« [nasma KpoBu Yenoseka B Npobupkax 6e3 cenapaTtopHOro rens
e [fAukanuii (Kr) EDTA
¢ Hartpwit renapwvH
e JlnTnii renapvH
Paboune xapakTepucTVKu He 6blIM ycTaHOBMEHbl AnA 06pasuos,
B3SiTbIX Y TPYNOB, U A8 UHbIX XUAKOCTE opraHn3Ma Kpome CbiBOPOTKM
WM Nnasmbl KPOBU.
B aHanusatope He npegycMmoTpeHa Bepudvkauus Tuna ob6pasua.
MpoBepka o6pasLa Ha NPUroAHOCTb K aHan3y BXOAUT B 06513aHHOCTU
orneparopa cucTeMmbl.

CocTosfiHMe o6pasLoB

.

O6pasLibl CbIBOPOTKM WUAW Na3Mbl KPOBM YenoBeKa, NpeHasHaueHHble

[Ns aHanM3a Ha MeToTpekcaT, Heob6XCANMO XpaHUTb B 3allULLEeHHOM

OT cBeTa MecTe.

He ncnonb3yiite o6pasubl B CneayoLmx COCTOSHUSAX;

*  MHaKTMBMPOBaHHbIe HarpeBaHueM

*  NynupoBaHHble

*  CUJ/IbHO reMO/IM3NPOBaHHbIE

* C 3aMeTHO MWKPOGHOI KOHTamuHaumei

YT1o6bl NONYUUTb MpaBW/bHble pe3y/bTaTbl, 06pasLbl CbIBOPOTKMA W

nnasmbl KPOBW AO/MKHbI GbITb OTAENEeHbl OT nbpuHa, 3PUTPOLUTOB

1 ApYyrux TBepAblx YacTuy. O6pasibl CbIBOPOTKA KPOBU MaLMEHTOB,

nonyvatoLWmx aHTUKOAryIALMOHHY UK TPOMGOIMTUYECKYHO Tepaniio,

MOryT cofepxatb (ubpuH BBUAY HE3aKOHYEHHOro o06pa3oBaHuA

CryCTKOB.

B Lenax npefoTBpalleHns NepekpecTHoil KOHTaMUHaLMKN UCNoNb3yiiTe

0/}HOPa30Bble MUMNETKN UM HAaKOHEUYHWKM [/ MUNeTOK.

+ [pousBoguTe CMeHy OAHOPA30BbIX MUMETOK W HAKOHEYHWKOB /1S
nuneTok nepep pa6oToil ¢ oyepeaHbIM 06pa3LOM.

+ [pon3BoAUTe CMEHY HaKOHEYHWKOB A1 NUNEeTOK nepef KaxAbiMm
3Tanom cepuitHoro passegeHns 06pasLoB NauMeHToB U KOHTPONENA.

B cnyyae nopospeHuii Ha Hanuuune

nepyarkm.

KOHTaMuHauyun, CMeHute

MoparotoBka kK aHanusy

CnepyiiTe  ykasaHusiMm  npousBoguTens  npobupok ans  cbopa
06pasLioB CbIBOPOTKM M NiasMbl KPoBuW. MMpu noArotoBke o6pasLoB k
TECTUPOBAHUIO TPaBUTALMOHHOTO pasaesfieHnst HefoCTaToOuHO.
TwarensHo nepemelante pa3MOpOXeHHble ob6pasubl  Ha
BOPTEKCE Ha HWU3KOW CKOPOCTU WAM nepeBepHyB npo6upku 10 pas.
BusyanbHo oueHuTe obpasubl. Ecnu Habnogaetcs paccnoeHve wam
cTpatudmkaums, npogosxaiite nepemellnBaHvMe o Tex Mop, noka
o6pasibl He CTaHyT BU3yanbHO OfHOPOAHbIMU. Ecnn nepemelunBaHne
6blI0 NPOBEAEHO He TLaTe/lbHbIM 06pasoM, NonyyeHHble pesy/nbTaTbl
MOTYT BbITb HECOTIACOBAHHbBIMM.

[lNA NonyyeHUs cornacoBaHHbIX pe3ynbTaToB 06pasLbl JOMKHbI Gbrb
nomelLleHbl B LEHTPUMYXTHble Npo6upku W'oTueTpudyrnpoBaHsl npu
OTHOCUTENbHON LeHTpo6exHoi cune (OLC) r 10000 x ¥ B TeueHune 10
MUWHYT nepef TecTUpoBaHWeM, ecnm

e OHM copepxaT CUOPUH, IPUTPOLUTBI WM Apyrne TBepable
yacTuLbl,
* cywecTeyeT HeobXxoANMOCTb nposefeHus NOBTOPHOrO

TECTUPOBAHMA WK
*  OHU GblNN 3aMOPOXEHbI N PA3MOPOXEHbI.

[lNst TECTMPOBAHMA NepeHecuTe OYNLLEHHbI o6pasel, B Yalleuky ais
06pasLoB MM BTOPUYHYI NPoGKpKYy. B cnyyae LeHTpUdyrmpoBaHHbIX
06pasLoB C JIMNUAHLIM  CMOeM, criefyeT NepeHoCUTb  TOMbKO
OuMLLEeHHbI MaTepuan 6e3 MNUAHOTO Cos.

MpoBepbTe BCe 06paslibl HAa OTCYTCTBME B HUX My3bIPbKOB. YAasuTe
ny3blpbKM  aNMNAMKaTOPOM [0 Hayana TecTUpoBaHusi. Vcnonb3yiite
HOBbIi annaukatop Ana kaxgoro o6pasua, u4Tobbl M3bexcarb
nepekpecTHO KOHTaMUHaLuK.
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XpaHeHune obpasLos

npn
O6pasLbl CbIBOPOTKM WU NNa3Mbl KPOBU YeloBeKa, npeHasHaueH

[N aHanM3a Ha MeToTpeKkcaT, Heo6XOo4¥MO XPaHWUTb B 3alLuLieH
OT cBeTa MecTe.

O6pasLbl MOXHO XpaHUTb CO CrycTKamu, 3puTpoumTaMm nm Ges«

* [0 1 AHA Npu KOMHATHOI Temnepatype unn

e [0 2 gHell npu Temnepartype 2-8'C

Ecnn TecTupoBaHue oTknafblBaeTcs 6onee 4em Ha 2 AHA, yaant
13 06pasLoB CbIBOPOTKA WAW MNasMbl CTYCTKW WAU 3pUTPOLMTBI 1
xpaHute npu Temneparype -t0'C unm Huxe.

He npoeoguTte 6onee 3 LMKNOB 3aMOPO3KM/Pa3mMOpPO3KM.

TpaHcnopTupoBka 06pasLos

YnakoBblBaiiTe n Mapkupyiite o6pasLbl B COOTBETCTBUN C MECTHbIMU 1
MeX/yHapoAHbIMU TPe6GoBaHUAMMN N0 TPAHCMNOPTUPOBKE KIMHUYECKUX
06pasLoB N NHAEKLMOHHbIX BELLECTB.

PekomeHayeTcs yaannTb 13 06pasLoB CrycTKi UAKU 3PUTPCLUTEI.
TpaHcnopTupyiitTe npu TemnepaTtype 2-8'C  (MOKpbli nepd) wwm
3aMOPOXEHHbIMKU (CyXxoli nea). 3awuwaiite ot ceeTa.

He xpaHnTe o6pasLbl Nocne UcTeueHus cpoka rofHoCTH, ykasaHHOro
BblLLIE.

MPOLIEAYPA
MpepoctaBnsemble MaTepuansl

.

2P49 AMCHITECT metoTpekcat peareHT (AHCHMECT Methotrexate
Reagent Kit)

HeobxofumMble, HO He NpefoCTaBAsieMble MaTepuansl

ARCHIIECI t System

daiin Tecta AMICHITECT Methotrexate, fOCTYNHbIA Ha:

« [ucke ARCHITECT 1 System e-Assay CD-ROM Ha
www.abbottdlagnostics.com

e [Jincke ARCHITECT i System Assay CD-ROM

2P49-01 ARCHITECT meToTpekcar kanmbpatopsl (ARCHITECT

Methotrexate Calibrators) (A-P)

2P49-10 ARCHITECT meToTpekcat koHTponu (ARCHITECT

Methotrexate Controls) (L, M, H n X) nnu no6ble gpyrue

KOMMepueckue KOHTponm

2P49-15 ARCHITECT meToTpeKkcar KOHTPOM pacLUMpeHHOro

avanasoHa (ARCHITECT Methotrexate Extended Range Controls)

(Yh2

7D82-50 ARCHITECT Imuukkssay mahwu.mlueht |

ARCHITECT [PRE-TRIQOER SOLUTION

ARCHITECT TRIOOER SOLUNOH |

ARCHITECT | At DUNNIR

ARCHITECT

ARCHITECT | SAMPLE OUPS

ARCHITECT

ARCHITECT REPLACEMENT CAPS

MuKpOLeHTPUMYXHbIE NPOGUPKA NN SKBUBANEHTHbIE

MUNeTKN MM HaKOHEYHWKM A5t TMNETOK (ONLUMOHHO) A/t J03MPOBaHNS

yKasaHHbIX 06bEMOB.

MHhopmauio o Matepuanax, Heo6Xo4UMbIX /151 poLeayp TeXHUYeCcKoro

06CNyXnBaHNUA, OM.

B PykoBoACTBE MO 3KCMAyaTauuu cucTeMmbl

ARCHITECT, Pasgen 9.

Mpoueaypa aHanusa

Mepepg 3arpy3koii Habopa peareHToB Ha GOPT cUCTEMbI B NepBblii pas

Heo6X0AMMO NepemeLLaTh COAepXMMOe (hiakoHa ¢ MUKpPoYacTULamm

NS pecycneHAupoBaHNs MWKPOYacTWL, OCEBLUMX Ha AHO npu

TpaHcnopTuposke. ocne 3arpysku chrakoHa ¢ MukpoyacTulamu B

nepBbIii pa3 AanbHeiwero nepeMellnBaHus He Tpebyetcs.

« TlepeBepHute hnakoH ¢ Mukpovactuyamu 30 pas.

e BusyanbHo y6eguTecb, UTO MWKPOYacTMLUbl BO  (hnakoHe
pecycneHaupoBaHbl. Ecnn MukpovacTulpbl BCe elle npuctanT K
cTeHkaM hnakoHa, npofonxaiite nepesopaynBaTb (ONakoH A0 MX
NOJIHOrO pecycneHANpPOBaHNS.

* Ecmm MUKpOYacTULbl He pecycneHanpyloTcs, HE
VICMONB3YNTE UX. O6paTutech K MecTHOMY NpeAcTaBuUTesio
KomnaHuu Abbott.

» [locneToro Kak MMKpOYacTULbl pecycneHAnpoBaInch, NOMecTuTe
MeM6paHy Ha hnakoH. MHCTPYKUMM No NoMeLLeHnto memépaH Ha
thnakoHbl cm. B pasgene Ob6palieHne ¢ peareHTamu [aHHOro
BKNaplLLA.

3arpysute Habop peareHToB B cuctemy ARCHITECT / System c

noafepxkoin npotokona STAT.

* Y6eantecb, YTO MPUCYTCTBYIOT BCE HEOOXOAWMblE A/ aHanusa
peareHTbl.

- VAV

eivw



" b,

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



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

W

\#



'PB3pTbTaTbl  [O/KHbI oueHuBatbCs B COBOKYMHOCTU c
ilj"' HOX(HO ~ AOTOMHUTENBHBIMM - AAHHLIMM, HAMp., CAMATOMAaMM, pesysibTaTamm
m*°-Ages  APYIUX TECTOB M K/IMHWUYECKUMU HABMIOLEHUSIMM.

Ecm  pesynbTarbl  TecTa Ha MeTOTPEKCaT He  COOTBETCTBYHOT
My K/IMHUYECKON KapTuHe, peKoMeHayeTCsl NpoBeAeHNe A0NO/THUTEIbHOTO
YCTl bk TECTUPOBaHNS.

O6pasLibl nawlmeHToB, NPUHAMAIOLLNX rnokapnugasy

(kap6okcunentugasa Or) B kayecTBe [ETOKCUKALMOHHOrO npenapara
Ha (hoHe Tepanuu BbLICOKAM [O3amy MeToTpekcara, He [AO/MKHbI
uccnepgoeatbca B Tecte AHCHITECI Methotrexate B TeuyeHue no
MeHbLUen mepe YyacoB nocse nocsegHero npuema rawokapnuaasbl.”
[aHHble  o6pasubl  MMEIT  BbICOKME  CbIBOPOTOYHbIE  YPOBHU
4-[[2,4-pnaMnHO-6-(NTEpUANHUN)METUN]-MEeTUNAMNHO]-6eH301HO
kmcnotel  (DAMPA) kak pesynbTaT MeTabonusma  MeToTpekcara,
3anyLweHHoro  rnkapnugasoii.’® DAMPA nepekpecTHo pearupyet
C aHTWTenamm MeTOoTpekcata B [JaHHOM TecTe. KnuHuueckue
OHKOJI0TU A0/DKHbI YBEAOM/ATL 1abopaTopuio 0 npueme naLnMeHToM
rnkapnugasbl.”

¢ AMUHONTEPUHbI CUHTE3NPYIOTCA M3 (HONIMEBOI KNCNOTbI 1 NEPEKPECTHO
pearupyloT ¢ aHTUTeNnamm MeToTpekcara B JaHHOM TecTe.

e O6pa3ubl, MONy4YeHHble OT NaUWMEeHTOB, KOTOpble MpUHUMAaNU
NekapcTBEHHble npenapatbl, W3roTOBNEHHbIE W3 MOHOKIOHA/IbHbIX
MbILWMWHBLIX @HTUTEN, B [WArHOCTUYECKUX WAN TepaneBTUYECKUX
Lenax, MOryT cojepxartb YefioBeveckne aHTuTena npPoTUB MbILLNHbIX
aHTMTen (HAMA).*' [laHHble o06pasuybl MOryT AEeMOHCTPMPOBaTb
aHoOMasbHble 3HAYeHWs Npu aHanuse B TecTax, NofobHbIX ARCHITECT
Methotrexate, MCNONb3YIOLWNX MOHOK/IOHA/IbHbIE MbILUUHbIE aHTUTENa.
[lnAa nocTaHOBKM AuMarHo3a MOXeT noTpe6oBaTbCA A0NOMHUTESIbHAA
MHhopmaLms.

« TeTepohuibHble aHTUTENA B CbIBOPOTKE KPOBM YesloBeka MoryT
BCTynaTb B peakuuio ¢ MMMYHOrnobynnHaMu peareHToB, NpenaTcTBys
MMMyHOaHanu3y in vitro.* auneHTbl, HaxogAlWMecs B NPUBbIYHOM
KOHTaKTe C JKMBOTHbIMW NMGO C MPoAyKTamu W3  CbIBOPOTKM
KPOBM XWBOTHbIX, Haubonee 4acTo noaseprawTcs NOoA06GHOMY
B3aumopgeicTeunio. PesynbTaTtbl aHannsa nofobHbIX 06pa3LoB MoOryT
[EeMOHCTPUPOBaTb aHoMasbHble 3HauYeHWs. [19 NOCTaHOBKW AuarHosa
MOXeT noTpeboBaTbCcsi 4ONONHUTENIbHAA MHopMaLns.

OXXWOAEMBbIE PE3Y/IbTATHI

He ©6bil0  YCTAHOBMEHO OfHO3HAYHON  MNPAMOA  CBA3U  Mexay
YPOBHAMK MeTOoTpekcaTa B CblBOPOTKE KPOBU W 3(H(EKTUBHOCTbIO
NpOTMBOOMYX0/1EBOI Tepanun, ogHaKo 6blnaycTaHoBNeHa HE06X0ANMOCTb
noafAepXaHus MmeToTpekcarta Ha NpMMepPHOM ypoBHe Huxe 0,02 MKMonb/N
[/11 NPOA0/IXeHNsA cuHTesnposanma [ HK.~ Bbina npogemoHcTprpoBaHa
Koppensuns Mexzay KOHUeHTpauueii meToTpekcaTa B CbIBOPOTKE KpOBW
1 NPOAOMKMTENbHOCTLIO BO3AEWCTBMS Ha OnyxosneBble KNeTkn Ans
NPOrHO31POBaHUA TOKCUYHOCTU NPK UCMONb30BAHUN MeToTpekcaTa.

B pesynbTaTe npuema BbICOKMX [03 MeToTpekcaTa C nocfiefyowmmm
npuMeHeHneM JleiikoBopuHa B kayecTBe AeTOKCUKaLMOHHOro npenapara
6b1/10 YCTAHOB/NEHO, YTO HaNGOo bLIEMY TOKCUYECKOMY PUCKY NOABEPXEHbI
nauMeHTbl C KOHLIEHTpaLmeil MeToTpekoTa 3a 24 yaca [j0 TeCTUpoBaHuUs
>10 MKMOnb/N, 3a 48 vacoB [0 TecTuposaHus >1,0 Mkmonb/n 1 3a 72
yaca fjo TecTupoBaHua > 0,1 mMkmonb/n.A"

TUNUYHBIMKM  NPOSIBNIEHUSIMM  TOKCMYECKOTO  BO3AeiCTBUA  sBNIsieTcs
MWenocynpeccusi, CToMaTuT, TOLHOTA, PBOTA, KOHBY/IbCUU, U3MEHEeHUs
B NeyeHn u noukax.” Taloke coo6LLanoch 0 CBS3U aHeMuu, neikoneHnu,
Tpom6oneHnn, OCTeonopo3a, MyKO3asbHbIX NOPaXeHWii u nopaxeHwui
KOXW C neTanbHbIM MCXOA4OM. POSIBNEHNA TOKCUMYECKOro BO3AeicTBUA
npu npreme MeToTpekcaTa Takke BK/IOYaloT B ce6si HeliPOTOKCUUHOCTb
1 neiikosHuedanonaTuio.®

CNEUVOUNYECKME PABOYNE XAPAKTEPUCTUNKIN

[aHHble, npepcTaBneHHble B pasgene CMNEUVNPUNYECKUE PABOYVE
XAPAKTEPUACTUKW, 6binu nonyyeHbl € UCMOMb30BAHWEM CUCTEMbI
ARCHITECT | 2000sH.

PesynbTathl aHann3oB, NOJlyYeHHblE B OTAE/IbHbIX NaGopaTopusx, MoryT
OT/IMYaTLCA OT NPUBEAEHHbIX AaHHbIX.
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BocnponssoanmMocTb
Tect ARCHITECT Methotrexate paspaboTaH Tak, YTOGbI
BHyTpunabopatopHas  (o6was)  BOCMPOM3BOAMMOCTb  COCTaBnsna

£ 7,5% KB ans 06pasuoB C KOHLEHTpauuneil MmeToTpekcara B AuanasoHe
oT 0,040 mkmon/n po i. 12,500 mkmon/n n s 10% KB ana o6pasuos o
KOHUEeHTpauuamMm metoTpekcara > 12,500 Mkmon/n.

MccnepgoBaHne nNpoBOAMSIOCH B COOTBETCTBUW C  pekoMeHAauusmu
[OKYyMeHTa EP5-A2 HauwnoHanbHoro KomuTeTa KNTMHUYECKNX
nabopatopHbix cTaHgapTos (National Committee for Clinical Laboratory
Standards, NCCLS).“ Bblim wnccnegoaHbl ARCHITECT wmeTtoTpekcaT
KoHTponu (ARCHilfcCl Methotrexate Controls), ARCHIIECT meToTpekcat
KOHTPONW  pacwupeHHoro fguanasoHa (ARCHIIECT  Methotrexate
Extended Range Controls), naHenn o 5 ypOBHSIMM CbIBOPOTKM KPOBU
yenoseka (naHenun 1,3 n 5-7) n naHenn ¢ 2 ypoBHAMW NNa3mbl KPOBU
yenoseka (naHenn 2 un4). Bce o06pasybl 6bIAM  KUccnegoBaHbl B 2
nosTopax 2 pasa B pa3Hoe BpeMs CyTOK Ha NpoTskeHun 20 gHeld. Bbinn
npoBeeHbl A0NOHNTE IbHbIE NOBTOPbI MCCNef0BaHNs NaHeneit 6 n 7 gns
OLeHKM BOCMPOU3BOAMMOCTM TecTa Npu M3MepeHun 3HayeHuil rpaHuy
MHTepBanoB. [laHHble UCCNe0BaHNS CYMMUPOBaHbI B HUXENPUBEAEHHO
Tabnuue.

BHyTpu
BHyTpun na6oparopun
Kon- CpepgHee cepumn (Obuwee)
O6pasel BO (MKMoONb/n) CKO %KB CKO %KB
EOV:‘?’TKP"'OL 80 0,072 00023 32 00029 40
CpepaHuii
KO’JHT’;OM 80 0436 00134 31 00148 3.4
f;ﬁ;mt 80 0,949 00401 42 00402 42
KoHTponb X 80 10011 04060 41 04642 4,6
KoHTponb y 80 55,645 10365 35 24197 44
KoHTponb 2 80 554,900 20,0996 3,6 39,0768 7.0
MNavens 1 80 0,065 00026 41 00029 4,6
MNavent 2 80 0101 00044 44 00053 53
Mavens 3 80 1,103 00475 4,3 00547 50
MNavens 4 80 7,966 02683 3,4 03084 3.9
MNaxent 5 80 1679,100 60,8687 3.6 834626 5,0
MNaens 6 180 0,047 00020 44 00025 54
MNavens 7 160 1,347 00554 41 00590 4.4
Bbixog,

Tect ARCHIIECT Methotrexate pa3paboTaH Tak, 4To6bl UMeTb cpeaHee
3HaueHne Bbixoga 100 * 10% pns o6pasyoB C  KOHUeHTpauuei
meToTpekcaTta ot 0,040 mkmonb/n ao 1,500 MkMonb/n.

WccnepoBaHne 6bino0  npoBefeHO C  ucnonb3oBaHueM 5 o6pasuyos
CbIBOPOTKM KpPOBW 1 5 06pasuoB nna3Mbl KPOBW C [foGaBNeHWEM
M3BECTHOrO Ko/JMyecTBa MeToTpekcata Ans [OCTUXEeHUs ob6pasuamu
3HaueHuii B M3MepuUTENIbHOM WHTepBane TecTa. KoHUeHTpauus
MeTOTpekcaTta onpegensnacb c¢ wucnonb3oBaHnem Ttecta ARCHIIECT
Methotrexate, nocne 4ero paccuuTbiBasCA UTOTOBbIA NMPOLEHT BbIXOAA.
CpepHuii npoueHT Bbixoga coctaBun 97% ans o6pasyoB CbIBOPOTKM
KpoBU 1 98% Ans 06pasLoB Naasmbl KPOBU.

JInHenHoCTb

TecT ARCHIIECT Methotrexate paspa6oTaH Tak, 4UToO6bl UMETb OTK/IOHEHWE
OT NnHelHocTn + 10% Ans 06pas3LoB 0 KOHLEeHTpaLuuei meToTpekcara ot
0,040 mkmonb/n go 1,500 mkmonb/n.

WccnepoBaHue 6bino BbINOMIHEHO B COOTBETCTBUM C PEKOMEHAALMSIMU
nokymeHta EP6-A NCCLS." bbina npousBefeHa rpasumeTpuyeckas
NoAroToBKA NOPUMIA pasBefeHuidi CbIBOPOTKM W Nnasmbl KPOBU C
KOHLeHTpauueli metoTpekcara oT 0,010 mkmonbs/n go 2,001 MKMOnb/N u
nx oueHka. Habnogaemoe OTKNOHEHUE OT NIMHEeNHOCTN cocTaBuio + 10%
Ans 06pasLoB ¢ KoHueHTpauuei ot 0,040 mkmonb/n fo 1,500 Mkmonb/n.
BbiNo BLINONHEHO AOMONHUTENLHOE WCCNeAO0BaHWEe C UCMNONb30BaHWEM
06pasLoB CbIBOPOTKM 1 NAa3Mbl KPOBM C KOHLEHTPALMsIMU MeToTpekcaTa
B AuanasoHe 0T 1,2 mkmonb/n fo 2500 Mkmonb/n. O6pasubl 6bln
NOArOTOB/IEHbl PABMMETPUYECKM W pas3BefeHbl NyTemM CepuiiHbIX
pasBefeHwii B nponopuun 1:20 4N COOTBETCTBUSI W3MEPUTEIbHOMY
MHTepBasy TecTa C UCnonb3oBaHueM pyyHoro pasbasutens ARCHIIECT
Multi-Assay Manual Diluent. Perpeccusa npoTecTupoBaHHbIX KOHLLEHTpaLnii
MeToTpekcaTa NpoAEeMOHCTPMpOBana NMHENHOCTb NO BCEMY AWanas3oHy
M3MEpPUTENbHOro MHTEepBana.
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ARCH ITECT

SYSTEM

Methotrexate Controls

HA3HAYEHWE

ARCHITECT meTtoTpekcaT koHTponu (ARCHITECT Methotrexate Controls)
npefHasHayeHbl /11 OLEHKM BOCMPOM3BOAMMOCTUM U  BbISIBNEHUS
CUCTEMHbIX aHaNUTUYeCKnX oTKNoHeHnli cuctembl ARCHITECT i System
npu  KOMIMYECTBEHHOM OMpefeNeHnn MeToTpekcata B  CbIBOPOTKE
n nnasme kposu 4enoseka. ARCHTTECT wmeToTpekcar KOHTPO/b
(ARCHITECT Methotrexate Control) ypoBHsi X ncnonb3yetca Ans TOYHOTo
1 YBEPEHHOro pa3BefileHns 06pasLoB BPyUHYH.

[lononHuTenbHyl wuHdopmauuio cMm. BO Bknagbiwe K ARCHITECT
meToTpekcar peareHTy (ARCHITECT Methotrexate Reagent Kit) un
PykoBogcTee no akcnnyatauuu cuctembl ARCHITECT.

COJAEPXWVMOE

4 cpnakoHa (8,0 mn kaxpabli) ARCHITECT wmeToTpekcaTt KoHTponei
(ARCHITECT Methotrexate Controls). KoHwTporm L, M, H un X
npoussefieHbl C UCNoMb3oBaHWEM MeToTpekcata ®apmakonen CLIA
(USP), pob6aaneHHOro B pekanbLuMHMpoaaHHylo naasmy KpoBu Yenoseka.
KoHcepBaHTbI: a3ug Hatpus u ProClin 950.

KOHTpo/nM umeloT crnepytolne KoHLeHTpauuu;

LleneBas koHueHTpauus/inanasoH

MKMONb/N MKr/MN
KoHTponb ICONCI IRANGE 1 ICONC] |RANOE]
lcontrolll | 0,070 0,048 - 0,092 0,032 0,022 - 0,042
lcontrollm| 0,450 0,304 - 0,596 0,204 0,138 - 0,271
Icontrollhl 1,000 0,675 - 1,325 0,454 0,307 - 0,602
ICONTROL x| 10,000 6,750 -13,250 4,544 3,067 - 6,021

Kaxpas na6opatopus fo/MkHa yCTaHaB/MBaTb COGCTBEHHbIE ANanasoHbl

KOHLEHTpauuii Ans HOBOW cepun KOHTPONEed Ha Kax4oMm YpoBHe

KOHLEeHTpauun. Mpoueaypy cnefyeT OCyW,ecTBAATb NyTeM NpoBeAeHUs

He MeHee 20 wccnepoBaHWii Ha NPOTSXEHWU HeCKoNbkux (3-5) AHei.

B faHHOe uccnepoBaHne Heo6XOAMMO BKKOUUTb BO3MOXHbIE MPUUMHBI

BapnabenbHOCTN, 4YTOGbI MOMyYNTb penpeseHTaTUBHblE [aHHble o

pa6ote cuctemsl. Cpeu NpUunH BapuabenbHOCTU MOryT hurypupoBatb:

¢ Heckonbko feicTByOWMX KaIMG6POBOK

* PasHble cepun peareHToB

* PasHble cepun kannbpaTopos

* PasHble aHanMTUYECKME MOLYMN

* PesynbTathl, No/ly4aeMble B pasHoe BpeMsi CyTOK

« [pouesypa py4HOro pasBefeHusi, NpoBefeHHas pasHbIMu
cneyunanucTamm

MonyyeHHble pesynbTaTbl CnefyeT WUCMNOMb30BaTb NpU

npoueayp KOHTPONs KayecTsa Balleil nabopatopuu.

pa3paboTke
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MEPbI MPEAOCTOPOXHOCTU
¢ Jivd]
e [ina anarHoctuku In Vilio

IRX ONLY |

A.BHI/IMAHI/IE; [aHHbIli NpoAykT copepxuT 6uomatepuansb
yenoseka W/MAN NOTEHUMANBbHO MHMEKLMOHHbIE KOMMOHEHTbI. CM.
pasgen COAEPXWMOE paHHoro Bknagpiwa. Hu oavH 13 N3BECTHbIX
MeTO/l0B TECTUPOBAHUA HE MOXET rapaHTUpoBaTb, YTO MONYYEHHbIE
0T uYenoBeka NPOAYKTbI WM WHAKTUBMPOBAHHbIE MUKPOOPTaHW3MbI
He MepeHoCAT MHekunio. MoaToMy BCe MaTepuasbl, MosyYeHHble
OT YesnioBeka, cnefyeT cuMTaTb MOTEHUWNANbHO WH(EKLNOHHbIMN.
PekomeHfyeTcsi  obpawatbCsi 0  3TUMKW  peareHTamum  u
6uomaTepuanamMu 4esoBeka B COOTBETCTBMM co CTaHaapToM mno
obpalleHnio C TeMOKOHTaKTHbIMU natoreHamu, paspa6oTaHHbIM
YnpaBnennem CLUA no oxpaHe TpyAa W NPOMBbILWIEHHOW rUrneHe
(OSHA)." TMpu pa6oTe ¢ MaTepuanamu, KOTOpble COAEepXar wnu
MOryT cofepxaTb WHMEKLMOHHblE 3/1eMeHTbl, cnegyeT cobnoaaTtb
TpeGoBaHus npasBun 6MONOrMYeckoil 6e30nacHoCTH, ypoBeHb 27,

MM ucnonb3oBaTb Apyrne MmeTodbl obecneyeHns 6GMONOrMYecKoit
6e3onacHocTn3.4.

KoHTponn cofiepxart pekasibLMHUPOBAHHY NiasMy KpOBM YesoBeka,

He peakTMBHYIO N0 pe3ynbTatam TecTupoBaHus Ha HBsAg, HIV-1 RNA

unu HIV-1 Ag, aHTu-HIV-I/HIV-2 1 aHTn-HCV.

Cnepywole  npegynpexgeHus u

OTHOCATCA K CNeAyloLnM KOMMNOHEHTaM:

¢ KoHTposm L, M, Hu X
NPEAYNPEXOEHWUE:
CoflepXUT METUIM30TUA30MOH W asuj, HaTpus.

Mepbl  NPesoCcTOPOXHOCTH

H317 MoXxeT BblI3blBaTb asfiepruyeckyto
KOXHYI0 peakLmio.
EUH032 Mpn kOHTaKTe c Kucnotamm

BbICBOG0X/JaeTCA BbICOKOTOKCUYHbIN ras.
P26inoTBpawiaferats BabixaHua TymaHa / napos /

aspo3soneii.

pP272 He BbIHOCUTL 3arpA3HEHHY0 ofexay C
pa6oyero mecra.

P280 Monb3oBaTbCs 3aLMUTHBIMU NepyaTkamm

/ 3aWuTHO ofexgoli / cpeacTBamu
3alunThl rnas.
PearvpoBsaHune

P302+P352 MPW NOMNALAHUN HA KOXY: MpombITh
60MbLWNM KOMYECTBOM BOfbl.

P333+P313 [pu pasgpaxeHnn KOXu Uam nosiBjieHumn
cbinu: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpA3HeHHy0 ofexay n
BbICTUPATb €e nepef UCNob30BaHNeM.

YTtunnusauusa

P501 YTnnnsupyiite cogepxumoe / KOHTelHep

B COOTBETCTBUW C CaHUTApPHbIMU
Hopmamu P® (CaulMuH 2.1.7.2790-10 ot
09.12.2010).

MacnopTa 6e30nNacHOCTN [OCTYNHbI Ha caiTe
www.abbottdiagnostics.com v y MectHoro npegacraButens.
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N NpefoOCTOPO)KHOCTM npu paboTe
(BMumanue: Bo un3b6exaHne nepekpecTHON
|/pansaiiTe HakOHeYHWKM-go3aTopbl €  dnakoHoB ARCHITECT
| meToTpekcar koHTponeii (ARCHITECT Methotrexate Controls).
CobntogaliTe 0CTOPO>KHOCTb NpU paboTe ¢ hnakoHamMun KOHTponei
nKpblweykamu.

KOHTamMuHauun He

WEHWE

' Mpu npasnnbHOM o6palyeHnn n xpaHeHnn ARCHITECT meToTpekcat
KoHTponeir  (ARCHnNIiCT  Methotrexate  Controls)  ocTatoTca
CTabWNbHLIMU 10 OKOHYaHWS CPOKa FOAHOCTH.

" He ucnonb3yiite nocne UcTeyeHust cpoka rogHoOCTU.
XpaHute  ARCHITECT  metoTpekcat  koHTponu  (ARCHITECT

Methotrexate Controls) npu TemnepaType 2-8'C B BepTVKanbHOM
nonoxeHuu. flonyckaeTcs MCnosib3oBaHNe HeNocpeacTBEHHO nocse
13BMIEYEHUS U3 MecTa XpaHeHus ¢ Temnepatypoii 2-8'C.

NS'€

rci

NMPOUEALYPbI KOHTPO/IA KAYECTBA

PekomeHayeMble Tpe6OBaHWA MO WCCNeA0BaHUIO KOHTPONs Ans paGoTbl
o Tectom ARCHRECT Methotrexate 3aknioyatoTcs B TeCTUPOBaHWM MO
opHomy o6pasuy Huskoro, CpefiHero n BbICOKOro KOHTpOnen kaxablie 24
uaca, To ecTb KaxAble CYTKU akcnnyatauuu. KoHTponb X pekomeHayeTcs
pasBoAUTb U TECTWpoBaTb C pasBefeHHbIMU o6pasuamu. ofpoGHYHo
MH(hopMauuio o npouefype pasBefeHUs W KOHTpPOsie kayecTBa CM.
BO Bknagblwe k ARCHITECT wmetoTpekcatr peareHTy (AACHMECT
Methotrexate Reagent Kit), pasgen "Mpoueaypsl passeseHns o6pasuos”.
Co6nogaiite npasuwna Baweli naéopatopuu, ecnu OHWM TpebyloT
60M1ee 4acToro WMCMoNb30BaHWUSA KOHTPOsell AN NPOBEpKU pes3ynbTaToB
TecToB. B COOTBETCTBUM C MECTHbIMU W/MNK heepasbHbIMU 3aKOHaMU,
TpeboBaHUAMMN akkpeauTauuyu WM MNONUTUKOW obecneuveHns kavecTsa
Baleii nabopaTopun MoryT TeCTUPOBATLCSA AOMOSHUTE IbHbIE KOHTPON.
3HauYeHUs KOHTPONS JO/MKHbI BbITb B Npeaenax AvanasoHa npuemiemMbix
3HaYEHWI, ykasaHHbIX BO BK/1afblLL€ K KOHTPO/I0. ECM 3HAUEHWe KOHTpoNs
BbIXOAUT 3a paMku 3aflaHHOro AuanasoHa, pesysbTaTbl COMPSHKEHHbIX
TEeCTOB cfeflyeT cuuTaTb HeaeicTBUTENbHbIMU, W 06pasubl [OMKHbI
6bITb NPOTECTMPOBaHbLI MOBTOPHO. MOXeT noTpe6oBaTbCst MOBTOpPHas
KanuépoBka Tecta. Ecnu 3HaueHne pa3BefeHHOro KOHTPONS BbIXOAMT 3a
pamku 3aZlaHHOro AuanasoHa, pesysnbTaTbl CONPSXKEHHbIX TECTUPOBaHUI
pasBefeHHbIX 06pa3yoB  cnegyeT  cuuTaTb  HeAENCTBUTE/bHbIMU.
O6pasLbl He06X04MMO NPOTECTUPOBATL NOBTOPHO.

NMnoArcAOBKA K NCMOJ/Ib3OBAHUIO

¢ AACHNECT wmeToTpekcaT koHTponn (ARCHITECT Methotrexate
Controls) MOXHO MCNONb30BaTh HENOCPEACTBEHHO MOC/e U3BMEYEHNS
13 MecTa XpaHeHusa ¢ Temnepatypoii 2-8'C.

« [epep ucnonb3oBaHWeM NepemellaiiTe, akkypaTtHO nepesopauuBas
hnakoHsbl.

¢ [ns nonyvyeHna pekomeHAOBaHHbIX 06beMoB Huskoro, CpegHero u
BbICOKOro KOHTponei aepxuTte nakoHbl BepTUKaNbHO W gobasbTe
no MeHbleil Mepe 5 Kkanenb KOHTpO/neil B COOTBETCTBYyHOLiME
yaweuku ana o6pasLos.

¢« ARCHITECT wmeToTpekcaT koHTponn (ARCHITECT Methotrexate
Controls) ypoBHsi X Heo6XoAWMO pa3BoOAWTL B COOTBETCTBUMU C
MHCTPYKUMAMKM  pasgena “Mpouefypbl  passegeHus  o6pasuos”
Bknagbiwa k ARCHRECT wmeToTpekcaT peareHty (ARCHITECT
Methotrexate Reagent Kit) 1 ucnonb3oBaTb Kak KOHTPO/IbHbINA
matepuan npu TeCTUpPOBaHWUN pa3BefjeHHbIX 06Pa3LoB.
« [pousBoauTe CMeHy HaKOHeYHUKOB A1 MUNETOK Nepes KaxabiM

3Tanom cepuitHoro passefeHus.

« B cnyvae nopgospeHuii

nepyarku.

Ha Hannuue KoHTaMUHaUWUKW, CMeHWTe
* [ocne Ka“kgoro WCMONb30BAHUA M/I0THO 3akpbiBaiiTe H1aKoHbI
KpblWKaMW 1 NoMeLyaiiTe B MECTO XpaHeHWs ¢ TemnepaTypoii 2-8'C.
¢ WHdopmauuo o0 3akase KoHTponeli cMm. B
akcnnyatauun cuctembl ARCHRECT, Pasgen 5.

PykosogctBe no

¢ VHdopmaunio no ncnpaBneHUo 3HAYEHU KOHTPONeW, BbIXOAALLMX
3a pamkv AuanasoHa npuemaemMbix 3HaueHuit, cM. B PyKoBoACTBe no
akcnnyatauun cuctembl ARCHRECT, Pasgen 10.
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XpaHuTb npu Temnepatype 2-8'C

Wcnonb3oBath Ao / Cpok rogHOCTH
KoHueHTpauus

CopepxuT asunj Hatpus.

Mpy KOHTaKTe O Kucnotammn
BbICBOGOXAAETCA BbICOKOTOKCUHHBbIA
ras.

KouTtponu L, M, Hu X

[AuctpnbbioTop B CLUA
Fno6anbHblii HOMep ToBapa

WHhopmauus Tonbko ans CLUA

MeguumnHckoe nsgenve ans
aunarHocTtuku In Vitro

Homep cepuun
MpownseegeHo ana Abbott
MpownssegeHo B CLUA
[Avnana3oH

KatanoxHblii Homep

[na ucnonb3oBaHNs MeANLUHCKUM
paboTHVMKOM / MO Ha3Ha4YeHWo Bpaya
(knaccudpmkaymus CLUA)

MpepynpexgeHne: MoxeT Bbi3blBaTb
annepruyeckyto peakuuio.
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<UEOYPbI KOHTPOIA KAHECTBA
(MeHgyemMble Tpe6GOBaHMSA NO WCCNEA0BaHWUID KOHTPONs Ans pa6oTsl
«toMm ARCHITECT Methotrexate 3rrknioyaloTcs B TECTUPOBAHUWM MO
tfuri o6pasuy Huskoro, CpefiHero n Bbicokoro koHTponeii kaxgsle 24
TO eCTb KaxAble CyTKM akcnnyaTtauun. KoHtponb Y n KoHTtponb Z
NeHAyeTCs pasBoAMTb U TECTUPOBATL C pa3BefeHHbIMK o6pasLamu,
(po6Hyto MHchopmaLMio 0 Npouesype pasBefeHNsa U KOHTPOSe KayecTBa
| Bo Bknagblwe Kk ARCHITECT meToTpekcat peareHTy (ARCHITECT
tihottexate Reagent Kit), pasgen "Mpoueaypsbl passegeHns o6pasLos”.
dniogalite npasuna Baweli naboparopun, ecnm  OHU  TpebyloT
/Be 4acTOro WCMo/Ib30BaHNS KOHTPONENR [ NpoBEpKNM pe3ynbTaToB
BCTOB. B COOTBETCTBUM C MECTHbIMU W/MNN heaepanbHbIMA 3aKOHaMK,
M6oBaHUAMMN akkpeguTauum WA MOMUTUKOW obecneuveHus kKayecTBa
BLUE nabopaTopyun MOryT TECTUPOBATLCS AOMONHUTE bHbIE KOHTPON.
jHaYeHVs1 KOHTPONSA [O/MKHBI GbITb B Npejenax AnanasoHa npuemnembix
HaueHuil, yKrcaaHHbIX BO BKMafbllle K KOHTponw. Ecnu 3HaueHue
0a3BefleHHOT0 KOHTPO/ISt BbIXOAUT 3a paMKu 3afaHHOro AnanasoHa,
pesynbTaTbl  COMPSDKEHHbIX TeCTUPOBaHWU  pasBefeHHbIX 06pasLoB
cnegyet  cumTatb  HefeincTBUTEeNbHbIMKM.  O6pasubl  Heo6xoaumo
NpoTeCTUPOBaTb NOBTOPHO.
MoAroToOBKA K NCIMOJ/Ib3OBAHUIO
« ARCHITECT wmeToTpeKkcar KOHTpONu
(ARCHRECT Methotrexate Extended Range Controls)
1CMoMb30BaTb HENOCpPeACTBEHHO MOC/fe U3BMeYeHUs U3 MecTa
XpaHeHusi ¢ TemnepaTtypolii 2-8'C.
« [epen ucnonb3oBaHueM nepemeLLainTe, akkypaTHO nepeBopauvBas
hnakoHs!.
*« ARCHITECT wmeTtoTpekcat KoHTponb (AHCHMECT Methotrexate
Control) ypoBHeii Y u Z Heo6XxofuMMoO pa3BofuTb B COOTBETCTBUM
C UWHCTpyKuusimu pasgena ‘Tpoueaypbl pasBefeHuss o6pasuos”
Bknagplwa K AHCHITECT wmetoTpekcar peareHty (ARCHITECT
Methotrexate Reagent Kit) 1 ucnonb3oBaTb Kak KOHTPO/bHbINA
«atepuan npu TeCTMPOBaHUN pa3BefeHHbIX 06pa3LoB.
* [lpon3BoanTE CMEHY HAKOHEYHWKOB A/t MUNETOK nepes KaxabiM
3TanoM cepuitHoro pasBefeHus.

paclWwupeHHoro AuanasoHa
MOXHO

*« B cnyyae nofo3peHuit Ha HanMuMe KOHTAMUHALWWU, CMeHWTe
nepyarku.
e llocne KaxAoro MWCNONb30BaHWS MIOTHO 3aKpblBaiiTe h1aKOHbI

KpbIWKaMU 1 nomeLtaiiTe B MECTO XpaHeHusi ¢ TemnepaTtypoii 2-8'C.
¢ WHdopmauuo o0 3akase KoHTponeli cMm. B PykoBogctee no
akcnnyatauun cuctembl ARCHITECT, Pasgen 5.
¢ VHdopmauuio No MCNpaBneHUo 3HAYEHW KOHTPONen, BbIXOAALLMX
3a pamkv fuanasoHa npuemseMblx 3HaueHuii, cM. B PykoBogcTse no
akcnnyatauun cuctembl ARCHITECT, Pasgen 10,

BUBNOIrPADUA

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

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

3. World Health Organization. Laboratory Biosafety Manuai. 3nJ ed.
Geneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Protection of
Laboratory Vtforkers fmm Occupationatiy Acquired infections; Approved
Guideiine—Third Edition. CLSI Document M29-A3. Wayne, PA
CLSI; 2005.

ARCHITECT sBnsietca ToproBoii Mapkoii komnanuun Abbott Laboratories B

pas/INYHbIX PUCANKLMAX.

Bce ToproBble Mapku SBASIOTCS COGCTBEHHOCTbIO COOTBETCTBYHOLLNX

BnajenbLes.
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Ten: +7 (495) 258 42 80
dakc: +7 (495) 258 42 81

Micnonb3yemble CUMBO bl

BHumaHue

A
B

CM. MHCTPYKLMK MO MUCNOb30BaHNIO
MpoussoaunTens

XpaHutb npu Temnepatype 2-8'C

2cn
U Wcnonb3oBatb Ao / Cpok rogHocTH
Torol KoHueHTpaums

CopepXunT asung Hatpus.

Mpu KOHTaKTe C Kucnotamu
BbICBO6GOXJAEeTCSA BbICOKOTOKCUYHBIIA
ras.

ToNTAINS: AZIDE |

TontroL ¥ 1konTROLE 1 KoHTponn Y u 2

bisTRIBUTED IN THE USABY | OncTpubbloTop B CLUA

IOTINI Fno6anbHbIli HOMep ToBapa
INFORMATION FOR USA ONLY | WHhopmaums Tonbko ana CLUA

MeguumnHckoe nsgenve ans
aunarHocTukm 1n \Zitro

Homep oepun
PRODUCED FOR ABBOTT BY | MpounssegeHo ans Abboll

lprobUCT OF USA 1 MpousseaeHo B CLUA

IRANGE 1 [vnanasoH
15=5 KaTanoxHslii Homep
Bxoney 1 [N5 MCnofib30BaHUs MeANLUHCKAM

paboTHWKOM / NO Ha3HauveHuo Bpaya
(knaccudpmkauuns CLUA)

Mpepynpe?4deHve: MoxeT Bbl3blBaTb
annepruyeckyo peakuuio.

IvARNINO: SENSITIZER |

Abbott
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MepeBof C HEMEMKOTO si3blKa Ha PYCCKMiA i3bIK

/TekcT npogy6nmMpoBaH HapyCCKOM SA3bliKe/

Mwuxasns $Ppu

PykoBoauTeNb 0TAeNa perynmpoBaHus 1 KauecTsa B CTpaHax
EBponbl, BavxHero Boctoka, Adpuku 1 MakuctaHa,
PYKOBOAMTENb MEXAYHAPOAHOr0 PerynsaTopHoro otaena un
MapKUPOBKY.
/Mognucs/ 11.02.2016 roga

2660TT TM6X & Ko. KI
Makc-INnaHk-PuHr 2

65205 BucbaaeH-[enkeHxainm
repmaHus

Appec kopnopauwuu; BucbageH,

YuacTkoBblii cyn BucbaneHa HKA 4888
AKLMOHEp, INYHO HeCyLUNit OTBETCTBEHHOCTb:
2660TT MeHegKMeHT TM6X

Appec kopnopauun: BucbageH,

YyacTkoBbIi cyn BucbageHa HAA 12889

2660TT TM6X & Ko. KI
Makc-InaHk-PuHr 2

0-65205 BucbageH,

M/s 1303, 0-65011, BucbaseH

Ten.:+49 6122 58 O
dakc: +49 6122 58 1244

2660TT

2660TT TM6X & Ko. KI
Makc-TnaHk-PuHr 2
65205 BucbageH

[lunpekTopa:

LWtedhaH Bonn, OxoH Kyntep
Mpepcenarens HabnogaTeIbHOro coseTa:
[xeiime A. KoHTpepac

2660TT
A promise for Life

2660TT

2660TT TM6X & Ko. KI
Makc-InaHk-PuHr 2
65205 BucbageH

11.02.2016 r. /Mognucs/

MepeBoj AaHHOTO TEKCTa C HEMELKOFO fi3blKa Ha PYCCKUIA A3blK CAenaH MHOW, nepeBOAYNKOM

KysHeuoBbiM Anekceem [laBnosuyem.

TpeboBaHua K TekCTy nepeBofa (MakcuMMmasbHas

TOYHOCTb, MepeBoa BCEX PEKBU3NTOB, FPaMOTHOE W3NOXEHWE, co6mo,quV|e TEPMUHONIOTUN U

T.N.) MHe pasbACHeHbl. [pUHMMaI

BbIMO/THEHHbLIX MHOK nNepeBoaoB AOKYMEHTOB.

Ha cebq NNYHYKO OTBETCTBEHHOCTb 3a BEPHOCTHb

O6s3ytocb cob6n0faTh TailHy COBeEpLUEHMUS

HOTapuanbHbIX AGVICTBMVI n CBG,EI,GHI/IVI, KOTOpPblE MHE CTa/ln M3BECTHblI B CBA3W C MepeBOaOM

LOKYMEHTOB.

Mognuce A
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F/ogo,q XuMKkn MockoBCKOl ob6nacTu.

WecTHaguaToro gpespans ABe ThbiCAYU WeCcTHagUaToro roga.

A, Mawmegosa WVHHa CraHuUciaBoBHa, HOTapuyc XUMKMHCKOIO  HOTapuasibHOrO  OKpyra
MOCKOBCKOW  06/1acTy,  CBUAETENbCTBYHO  MOA/IMHHOCTL  MOAMWCK,  CHEMAHHOM  MEPeBOAYMKOM
KY3HELIOBbIM AJIEKEEM TABJIOBUNYEM B Moem npucyTcTBMU. JINYHOCTb €ro yCTaHOBJIEHA.

3apernctpmpoBaHo B peecTpe 3a Neo
pudpy: 100 py6. +

N.C. MawmegoBa

Bcero npolwHypoBaHo,
? NnpoHymepoBaH”") N ck|a™aTleH;
nevyaTbio.
HoTapuyc,
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