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Lupus S, Lupus C

Lupus Screen, Lupus Confirm
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Véo
English

System information

Short name ACN (application code number)
Lupus S 28390
Lupus C 28391

Intended use

In vitro assays to screen for (Lupus S) and to conrm (Lupus C) the
presence of lupus anticoagulants in dtrated plasma on the indicated
cobas t analyzers. The assay is intended as an aid in the diagnosis of
anti-phospholipid syndrome.

Summary

These clotting tests use diluted Russell’s viper venom rea”nt tor activation
of factor X in the patient’s plasma according to a standardized method.’
Lupus anticoagulants (LA) are antibodies against negatively charged
phospholipids associated with proteins like p-2-glycoprotein' or
prothrombin.” These antibodies prolong the clotting times of
phospholipid-dependent tests like aPTT or PT.

LA are observed in autoimmune disease (systemic lupus erythematosus) or
recurrent fetal loss and are considered as a risk factor for thrombotic
events.2'3* Presence of LA can be either transient or permanent,®*
Presence of LA is an important marker for recurrent thrombosis and may
induce anticoagulant therapy.

Test principle

Ru”ell's viper venom directly activates factor X to Xa, which converts
prothrombin to thrombin in the presence of phospholipids and factor V.
Thrombin transforms fibrinogen into insoluble fibrin. The time between
reagent addition to the plasma and dot formation is measured.

Lupus S contains Russell's viper venom and a low phospholipid
concentration. The presence of LA in a sample will delay clot formation in
this sample. Lupus C contains Russell's viper venom and a high
phospholipid concentration which neuri-alizes the LA in the sample. The
clotting time is therefore normalized if LA is present in the sample. If the
clotting is still prolonged, mixing studies are recommended to investigate for
defidencies of factors I, V and X or presence of factor Xa inhibitors or
thrombin inhibitors @*®@®

As Lupus Screen/Confirm reagents directly activate factor X, the test is
insensitive to abnormalities of factor VIl as well as factors and inhibitors of
the intrinsic coagulation path.

Reagents * working solutions

cobast pack

Lupus S
SRN  Lupus Screen; Lyc hilized reagent containing Russell's viper
venom, low concentration of phospholipids, a heparin-neutralizing
substance, calcium chloride, buffers, stabilizers, sodium azide as
preservative and a dye.

8) Sart reacent

SRis in position A, B and C.

Lupus C

Lupus Confirm: Lyophilized reagent containing Russell’s viper
venom, high concentration of phospholipids, a heparin-neutralizing
substance, calcium chloride, buffers, stabilizers, ciprofloxacin as
preservative and a dye.

SRis in position A, B and C.
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Svstem-IO ISYSTEM 1

cobas 1511/ cobas 1711
Lupus 5:07 20057

LuEus C: 07 2005 8 cobas 1511/ cobas 1711

Precautions and warnings

For in vitro diagnostic use.

Exercise the normal precautions required for handling all laboratory
reagents.

Disposal of all waste material should be in accordance with local guidelines.
Safety data sheet available for professional user on request.

The reagents contain sodium azide (< 1" ) as a preservative. Reagents
containing sodium azide should be discarded with care to prevent the
formation of explosive metallic azides. If waste materials are dumped into
sinks, use copious quantities of water to flush plurrting thoroughly.

Avoid foam formation in all reagents and sample types (specimens,
calibrators and controls).

Reagent handling

The reagent in the cassette has been assembled into a ready-for-use unit
(cobas t pack).

All information required for correct operation is available via the cobas link.

Storage and stability

Store at 2-8 “C.

Store the cobas t pack upright.

The unopened cobast pack is stable up to the stated expiration date.

Stability of the opened cobas t pack:

on the cobas t analyzer 8 hours after reconstitution

Do not freeze.

Specimen collection and preparation
Only the specimens listed below were tested and found acceptable;
3.2 % citrated human plasma

Use standard sampling tubes made of plastic or siliconized glass. Strictiy
observe the ratio of blood (9 parts) to sodium citrate solution 0.11 M

1 part)."®

The sample types listed were tested with a selection  sample collection
tubes that were commercially aveulable at the time of testing, i.e. not all
available tubes of all manufacturers were tested. Sample collection systems
from various manufacturers may contain differing materials which could
affect the test results in some cases. When processing samples in primary
tubes (sample collection systems), follow the instructions of the tube
manufacturer.

The plasma should contain as few plateletes as possible, especially if
samples are frozen for later testing. Procoagulant phospholipids from
damaged or activated platelets influence the clotting time in the LA assay.®*
Centrifuge 15 minutes at 2500 g or such that the platelet count is

< 10000 plateiets/pL.

Double centrifugation is recommended. If samples are to be frozen, double
centrifugation is required.®-*

Stability:
at 15-25 X 4 hours
at-80 *C (x5®C) 14 days

Frozen plasma aliquots should be thawed within S minutes at 37 ina
waterbath, homogenized by carefully mixing without foam formation. Assay
thawed samples within 2 hours. Do not refreeze samples.

Materials provided
See "Reagents - working solutions” section.

Materials required (but not provided)
. 07138504190, Lupus Con, 2 x5 x 1 mL

m  General laboratory equipment
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

m Distilled or deionized water

« cobast coagulation analyzer. See User Assistance of the analyzer
concerned tor additionally required materials.

Assay

For optimum performance of the assays follow the directions given in this
document. Refer to the appropriate User Assistance for analyzer-specific
assay instructions.

The performance of applications not validated by Roche is not warranted
and must be defined by the user.

Procedure
Reference interval (RI)

Establish a reference interval for each lot of Lupus S and Lupus C reagent,
respectively. Use at least 40 Individual normal plasmas from healthy donors
and calculate the mean and the 2 SD range.” The mean clotting time of the
RI (MRI) should be used for normalization. A new reference interval has to
be created upon change of the reagent lot or the analyzer. To account for
intra-assay variability, data for the reference interval should be collected
over several days. It Is recommended to establish a new reference interval
for both reagents, Lupus S and Lupus C, even if there is a lot change for
only one of the two reagents, in order to account for variability between the
sample populations us”.

Calculation

The clotting times [s] of both the screening and confirm”ory test are to be
normalized against the MRI and are reported as ratios:

Screen Ratio = clotring time Lupus S of the patient plasma/ MRI Lupus S.
Confirm Ratio = clotting time Lupus C of the patient plasma/ MRI Lupus C.

Final results are expressed as Normalized Ratio s Screen Ratio/ Confirm
Ratio.

A Normalized Ratio of > 1.2 is considered a positive result and Implies
presence of LA.

The Screen Ratio, Confirm Ratio and Nomialized Ratio are calculated tests
and will not be automatically configured on the system after Installation of
the Lupus S and Lupus C application e-barcodes. For configuration of the
calculated tests, follow the Instruction in cobas t User Assistance under
“Creating a calculated te sf.

Interpretation of the results
Testing for LA is started with the Lupus S assay.
If the Saeen Ratio is < 1.2, presence of LA is not detected.

If the Saeen Ratio is > 1.2, presence of LA is suspected. In this case
further investigations using the Lupus C assay and, optionally, by mixing
studies are required. If the Confirm Ratio is < 1.2 and the Normalized Ratio
is > 1.2, presence of LA is detected.

The recommendations of the CLSI on Laboratory testing for the Lupus
Anticoagulant and of the Scientific and Standardization Committee of Lupus
Anticoagulant have to be considered.-*

Mixing studies

If the Saeen Ratio and/or Normalized Ratio are borderline, or the Confirm
Ratio is > 1.2, or the Normalized Ratio is < 1.2, or clotting times in both
screen and confirm tests are prolonged, mixing tests may be helpful for
further differentiation. Mixing studies allow differentiation between factor
deficiencies and the presence of an inhibition®-* but may be compromised
by anticoagulant antibody dilution.* Mixing studies are i*rformed on a 1:1
mixture of patient plasma with the reference pool.

Quality control

Controls are required lor checking the accuracy and reproducibility of the
results.

For quality control, use control kits as listed in the ‘Materials required (but
not provided)* section.

The control intervals and limits should be adapted to each laboratoiy’s
individual requirements. It Is recommended to perform quality control at
least every 6 hours (corresponding to the reagent stability after
reconstitution). Values obtained should fall within the defined limits. Each
laboratory should establish corrective measures to be taken if values fall
outside the defined limits.

Follow the applicable government regulations and local guidelines for
quality control.
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Limitations - interference

The effect of the following endogenous substances and pharmaceutical
compounds on assay performance was tested. No impact on results was
observed up to the listed concentrations.

Lupus Sand Lupus C;

Endogenous substances

Compound Concentration
Conjugated bilirubin 5mg/dL
Unconjugated bilirubin 5mg/dL
Hemoglobin 200 mg/dL
Intralipid 120 mg/dL

Criterion: Recovery within + 10 % of initial value.

The L'index flagging is deactivated in the e-barcode for the Lupus S and
Lupus C assays. Therefore Lupus S and Lupus C assay results will only be
flagged for H- and Hndices.

The impact of lipemia, hemoglobin and bilirubin was tested according to
Gtick.™*

No significant interference has been observed in a plasma pool spiked with
heparin up to a concentration of 0.8 IlU/mL for unfractionated heparin (UFH)
and 1.0 IU/mL for low molecular weight heparin (LMWH).

Drugs: No interference was found at therapeutic concentrations using
common drug panels.” - *

The presence of direct thrombin inhibitors, such as dabigatran, argatroban
and bivalirudin, or activated factor X (FXa) inhibitors, such as apixaban,
edoxaban and rivaroxaban, in the sample influences the assay results
which can be of clinical importance.

The fibrinolytic action of str*tokinase (fibrin clot and fibrino”n destruction)
prolongs the clotting times and thus alters the normalized ratio (NR).

In patients under oral anticoagulant therapy the activity of FXa and thrombin
is reduced and therefore LA results from these patients can be misleading.*
Persistence of LA antibodies should be determined 12 weeks after the Initial
finding to exclude the presence of transient antibodies that are not clinically
significant.’®

Commercially available normal control plasmas with unspecified levels of
citrate and platelets are not recommended as quality control in mixing
srijdies.

At least two screening assays based on different test setups should be
performed before exdusion of LA®*

For diagnostic purposes, the results should always be assessed in
conjunction with the patient’s medical history, clinical examination and other
findings.

Expected values

Lupus S: 20.5-33.6 s

Lupus C: 24.0-31.6 s

These values correspond to the 2.5® and 97.5®' percentiles of results
obtained from a total of 200 human plasma samples. Normalized Ratio

cutoff: 1.2. The cutoff was determined according to CLSI H60A using a total
of 200 samples. The cutoff was calculated using the mean 2 SD.

Normal values may vary due to local conditions and patient populations.
Factors such as the sampling procedure, sample storage conditions and the
method of measurement can also affect the results.

Each laboratory should investigate the transferability of the expected values
to its own patient population and if necessary determine its own reference
ranges.

Specific performance data

Representative performance data on the analyzers are given below.
Results obtained In individual laboratories may differ.

Precision

Repeatability and intermediate precision were determined using human
samples and controls in accordance with the CLSI (Clinical and Laboratory
Standards Institute) EPO5 requirements (2 aliquots per mn, 2 runs per day,
21 days)."™ The following results were obtained:
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Lupus Screen, Lupus Confirm

Lupus Screen Repeatability Intermediate

precision
Sample Mean SD Ccv SD Ccv
») (s) (%) (s) (%)
LA Con Low 35.0 0.304 0.9 0.533 1.6
LA Con High 89,7 1.08 12 1.73 1.9
Plasma 1 32.3 0.217 0.7 0.470 15
Plasma 2 45.4 0.501 11 0.963 21
Plasma 3 54.2 0.381 0.7 0.989 18
Plasma 4 68.5 0.560 0.8 1.14 1.7
Plasma 5 95.5 0.622 0.7 1.38 14

Lupus Repeatability intermediate

Confirm precision
Sample Mean SD cv SD CcVv
») ®) (%) (s) (1)
LA Con Low 31.4 0.113 0.4 0.162 0.5
LA Con High 36.1 0.0982 0.3 0.189 0.5
Plasma 1 30.7 0.145 0.5 0.176 0.6
Plasma 2 33.9 0.169 0.5 0.219 0.6
Plasma 3 34.2 0.109 0.3 0.202 0.6
Plasma 4 33.0 0.210 0.6 0.275 0.8
Plasma 5 40.5 0.210 0.5 0.360 0.9

Normalized Repeatability Intermediate

Ratio precision
Sample Mean SD CcVv SD CcVv
(NR) (NR) %) (NR) (%)
LA Con Low 1.10 0,00988 0.9 0.0199 1.8
LA Con High 2.45 0.0295 12 0.0485 2.0
Plasma 1 1.04 0.00816 0.8 0.0184 18
Plasma 2 1.32 0.0145 11 0.0300 2.3
Plasma 3 1.56 0.0117 0.7 0.0338 2.2
Plasma 4 2.05 0.0159 0.8 0.0365 1.8
Plasma 5 2.33 0.0187 0.8 0.0416 18

Method comparison

A comparison of the Lupus S and Lupus C assays, with paired test
calculation and Nee normalized ratio as final result, on a cobas 1711
analyzer (y) with an automated coagulation assay (x) gave the following
correlation (%):

Number of samples measured; 286

Total agreement (%): 90,6

The normalized ratios with the Lupus S and Lupus C assays were between
0.770 and 3.08.
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A point (period/stop) is always used in this Method Sheet as the dedmal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

For further information, ple~e refer to the appropriate User Assistance for
the relevant analyzer and Method Sheets of all necessary components.
Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223-1 standard (for USA; see dialog.roche.com for
definition of symbols used):

ICONTENTI Contents of kit

[SYSTEM | Analyzers/Instruments on which reagents can be used
[REAGENT! Reagent

[CALIBRATOR! Calibrator

Volume after reconstitution or mixing

Global Trade Item Number

COBAS and COeAS T are irademailu o | Roche.
All othei product names and irademarKs are the property of Ne «1 respective owners.
Addrtlons, deMtions or chartges are Ittdicaled by a change bar in Ihe margin.

020t9, Roche Diagnostics

CE

d

Roche Diagnostics GmbH. Sandholer Sirasse 116, D-B830S Mannheim
www.roche.com

<{“Roche”
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Lupus Screen

cobas®

MpunoxeHve 1 Pasaen npefHasHaueH CneLmanbHo AN UHCTPYKLMM MO NPUMEHEHMIO HA PYCCKOM Si3bIKe

MakcumManbHO  AOMNYCTUMbIN KO3(h(pMLWEHT  BapuaLmu
pe3ynbTaToB OMNpeAeNieHNs aHanmsa B O4HOM W TOM e obpasLe
He npesbLULLer 3 %.

Jonyctumblii  pa3bpoc  pesynbTaToB  MpU  MapanienbHbIX
onpeeneHnsx OfHON Mpob6bl pasHbIMKM Habopamu COCTaBnsieT
He 6onee 5 %.

CneungpunyHoOCTb BasHaYenHs:

Tect in vitro gna ckpuHuwa (Lupus S) npucyTcTBUS
BO/MIYAHOYHbIX aHTUK0al7/IAHTOB B HUTPATHOWN Nnasme KPOBU Ha
aHanusaTopax cobas t. Tecr ncuonb3syeTcs Kak
BCMOMOraTe/bHbIi MeTOq B [NarHocTuke
aHTUHoCHONNNNAHOK CUHAPOMA.

MokasaHua

Tect in vitro ana ckpuHuHra (Lupus S) npucyTcTBus
BO/TYAHOYHbIX aHTMKOArynsHTOB B HATPATHON MasMe KPOBU Ha
aHanu3atopax  cobas I TecT  UCMonb3yeTcd  Kak
BCMOMOraTe/bHbIi MeTo[, B [marHocTuke
aHT1oChoNMNMABIOro CUHAPOMA.

lMpoTrBoOnokasaHua
He npumeHnmo. W3pgenve nmpegHasHaueHO Ans nabopaTopHOi
OVarHoCTUKMN.

Mo6ouyHble gencTans
He npumeHumo. W3genve npegHasHadeHo Ans nabopaTopHOi
ANarHoCTVKMW.

pH
SR (A, B, C): 6,0-8.0

(‘rabunbltoCTb

HeBckpbiTas kacceTa cobas t cTabwibHa [0 OKOHYaHWs
YKa3aHHOr0 Cpoka rofjHOoe3n, MakCUMasbHO 24 Mec. C JaTbl
N3roToB/EHUSA. ,Cl,aTy N3roToBNEHUA CM. Ha YNaKOBKe.

KomnnekT' noctasku

PeareHTbl B KacceTe ANns MOATBEPXAEHUA Ka4yeCTBEHHOro
onpeaeneHns BonYaHou]lbIX aHTMKOoalynsHTOB B LMTpaTHOM
nnasme KpoBM Ha aHanmsatopax lemocTasa aBTOMaTU4YeCKUX
cobas t (Lupus C/ Lupus Confmn cobas t systems).

YnakoBka

PeareHTbl roTOBbl K MPUMEHEHWIO, MOCTAaBNAKOTCA B COCTaBe
KacceTbl (kacceta cobas t). OfHa KacceTa paccumtaH Ha 60
TecToB. KacceTa pasfieneHa Ha Tpu oTAeneHus (jrakoHa); A, B n
C.

PeareHT SR HaxoguTcs Bo (hnakoHax A, B. C.

MepBMYHas ynakoBKa: Kacceta

[NapameTpbl KacceTbl;

MaTepuan; KacceTa - HOMU3TWMEH, KPbILLIKW - MOMCTUPOI.
Pa3mepbl KacceTbl (anmMmna/lumpuHal/ebicoTa); 82 mm + 10%/ 35
MM + 10%/ 60 mm + 10%

O6bvem nyctoro (nakoHa B
BMECTUMOCTb): 13,2 Mn £ 10%
TonwmHa cTeHKku (nakoHa: 1,8 mm + 10%

Bec: 80 r+ 10%

Twn pasmeLLeHns Ha Npubope; KPeHUTCS B CheuyanbHbIX Ha'3ax
Ha aHanmsarope

MeTog 3a60pa peaicHta W3 KacceTbl; acnupaums

[abapuTHble pasMepbl KpbilleK (h1akOHOB B NMEPBOM, B30POM U
TPeTbeM OTAENEHNsX Kaccelbl(thnakoH J1, pnakoH B, dnakoH C):

KacceTe (MaKCVIMaJ'IbHaFI

2020-05, V 2.0 Pycckuii
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[LnuHa (Bcein Kpbiwkm): 21,6 mm £ 10%
LLInpmHa (Bcein Kpbiwkm): 21,6 Mm +10%
BebicoTa (Bceid Kpbilkn): 13 mm = 10%

Bce pasmepHble JOMYCKW BbINOMHEHLI cOrfacHo 1SO 2768-LkK,
1SO 8015 n DIN 16901-150.

KacceTa ynakoBaHa B Npo3payHblii NOAN3TUNEH.

PeareHTbl ynakoBaHbl repMeTUYHO.

YnakoBka u3fenus obecrneumBaeT [OCTATOYHYHO 3alUTy OT
MeXaHW4YecKnX, KIMMaTioleCKux BO3fAEeNCTBUIA NpW  YCroBuM
cobntofeHns Npasua TPAHCMOPTUPOBKN U XPaHEHNS.

Mapkuposka

STUKETKM M MPOLECC MapPKUPOBKW COOTBETCTBYIOT CEpPUIHBIM
craHfaptam EN ISO 18113-1, ISO 18113-2, EN ISO 15223-1.
B cootBetctBun ¢ AVNPEKTUBAMIW EC Roche Diagnostics
1CMOMb3YeT CNefytoLLe CUMBO/IbI U 3HAKY;

PmiM4
K<n.10%HbI/i HOMep

bwcCC

OnmaemHHe
O6paTw Kb K LW IcTpyKw i Ko
{LWIOMMPOO

TonbkoaM AwmocTaka ID
vura

{KMupHOra
C'POKFONHOCTX

A T wpounakTm
d i

Tencaon OB anunn - ec

r306anwbiii BOHCP NpeaMeT»
loprueau (CTIN)

TemmpeTypw i gaew o1
i
Coa*|>%1woco »CXW rouj ao
V Xa opompew TN

KosumMTmMncT

CcECHBI B

BmMp\

MapKnpoBKa KacceTbl C peareHTom

1 HavmeHoBaHue

2. CoAepXMMOro 4oCTaTouHO AHS NPOBeLeHUs M-KONMYecTsa
TecToB (60)

3. KartanoxHbliii Homep

4. M AEHTUDUKALMOHHBIA  HOMep
aHa/IMTNYECKON cucTemMbl (System-ID)
TonbKO ANs ANarHocTMKK in vitro
CE-mapKnpoBKa

Ha3ssaHwue 1 agpec nponssoauTens
CTpaHa NpoucxoxaeHus

Homep nota

10. Cpok rogHocTtu

WM. [artanpou3soAcTsa

12.  TemnepaTypHblil AnanasoH

13.  Jlorotun npou3soanTens

14.  LTpux-Kopg

15.  O6o3Hauellle cnocoba XpaHeHWs YMaKkOBKW, yKasaHue
Kakas 13 CTOPOH [O/MKHa 6b1b CBEPXY

16. MpepynpexpaeHue; O6patutecb K
NMPUMEHEHIO

17.  TenedoH ropsueii nuHun B EC

18. B - O603HayeHVWe Ha KOpryce KacceTbl MONOXeHUs
peareHTa SR

19. C - O6o3HauyeHMe Ha Kopnyce KacceTbl peareHTa SR

20. A - O603Ha4eHne Ha Koprnyce KacceTbl peareHTa SR

21.  [no6anbHblii HoMep npeameTa Toprosaun (GTIN)

22. QR-kopg

Habopa pgns MO

©o NG

VHCTPYKLUMK 1O

MakKeT MapKMpPOBKU Ha PYCCKOM s3blKe
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cobas®

Mpunoxexve 1. Pazgen npegHasHaueH CNeLMaibHO AJ1s MHC1PYKLUM MO NMPUMEHEHWIO Ha PYCCKOM fi3blKe

Peir«BTbl B KacceTe [N  KauyecTBEHBOrO
oBpefeneaBs BOM4Yaa0uBblX AaTBKOAl71saros B
LUBTPaTBO/ W;UTMe KPOBB Ba aHanB3aTopax
remocrata asTomaTByeckux cobai | (Lupui S/
Lupus Screen cobas t systems)

A

Peran payBoHHoe ygocToBepeHne Ne ot
CpoK rofiHOCLU CM. Ha YrnakoBke

TemnepaTypa XpaHeHUst CM. Ha yNnakoBKe
Homep nota cM. Ha ynakoBke

MposiaogBTens: «Kocbe  Diagnostics
AHarHocTHke T'm6X"), Saodbofer Strasse
MaoBbeim, Germaoy, epnaBas

WTaenHe npefBaTsayeBo TONLKO ANS AaATMOCTUKA in vitro
YNONBOMOYEBHbI  MpefcTaBUTeNb  NPOB'1BOAHTENs  Ba
TeppBTOpPBB P®: O6LLECTBO C OrpaHNYeHHO OTBETCTBEHHOCTbIO
«Pow [AwnarHocTvka Pyc» (OOO «Pow [uarHoctnka Pyc»),
107031, MockBa, Tpy6Has nnowaab, [-2 Ten: +7 495 229-69-99,
thakc: +7 495 229-62-64.

E-mail: moscow.reception_dia@rocbe.com

C1bI1>»
116,

("Poww
68305

Kar. Homep: 06504183190

Ha MaKeT MapKipOBKM Ha PYCCKOM fi3blKe AOMOAHUTENIbHO HaHeceH
CUMBO/:

A

TpeboBaHNsA K MapKMpoBKe rpynmnoBoi ynakoBKu
(TpaHCnopTHO Tapbl), yCTAHOBNEHHbIE U3rOTOBBTENEM
ToBap C TpaHCMOPTHOW (rpynmnoBoil) MapKMPOBKOW YNakOBKM
UCMOMb3yeTcs  TOMbKO  AM  MepemelleHns  u3genms  C
MPOV3BOACTBEHHON  LUIOW@AAKM A0 COBCTBEHHOTO  CKNaja
Npou3BOAUTENS HA TeppuTOpUM CTpaHbl M3roToBuTens. T.o.
TOBap C TPAHCMOPTHON MAapKMPOBKOM He MOCTaBMseTcsd Ha
TeppuToputo P®. Ha TpaHCMOPTHOW MapKMpPOBKe YKasaHbl
CBEAEHUs, MMEIOLMeCs Ha PerynapHoii MapkupoBKe, B TOM
yucre farta NpPou3BOLCTBa NPOAYKTa PUKCMPOBAHA.

OcTtopoxHo! ObpaTuTeNnb K MHCTPYKLMMU NO
NPHMEHENNIO.

Ycnosusa TpaHCNOPTUPOBKHM

Mepen oTNpaBKoW C 3aBOAa NPOAYKT NPOXOAUT KOHTPO/NbHbIE
npoBepku. MeXayHapo4Hble CWUMBO/bI  Ha YMNakoBKe W
creuyaibHble  MHCTPYKUMWM M0 06palLeHUio  yKasblBatoT
TPaHCMOPTMPOBLUMKY, Kak crefyer obpawarbci € 3TUM
npogyktom.  TMpu  MmofyyYeHUM NPOAYKTa  BHUMATEbHO
OCMOTpUTE  ynakosky. [pu  Hanuuum  Mo6bIX  CNefos
HerpasuIbHOro 06paLLeHns UM MOBPEeXAeHns lleMefneHHo
o("atutecb B OTAeN OOCMYXMBaHWA KWETTTOB KOMMaHUM
«Roche Diagnostics CrtbH» ("Pow AHantoctuke MmoX") nam
K permoHa/IbHOMY NOCTaBLLMKY.

TpaHCNOPTMPOBKA OCYLLECTBASETCA BCEMMU BMAabLL TPaHCNOpTa
B KPbITbIX TPaHCMOPTHbIX CPeACTBaxX B COOTBETCTBUW C
npasunamMn nNepeBO3KW TPY30B, [eACIBYIOWMMU HA KKAOM
BUfe TpaHcropTa. Temnepartypa npw TpaHcropTuposke 2-8°C.

CrepunHTayHs
M3genve  noctasBnseTca  HeCTepW/bHbIM.  He  mogfiexur
NOBTOPHOMY MCNO/b30BaHNIO nvnn cTepunu3aumm
nosb30BaTesNeMm.

Tpe6oBanns K oxparne OKpyxatoLieii cpesp

MeAnLMHCKOe N3Aenne NpX UCMob30BaHUM, TPAHCMOPTUPOBKE
M XPaHEHWM He OKa3blBaeT HEeraTMBHOW BO3AEWCTBUS Ha
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UeNIoBEKA 1 OKPYXKAlOLLYO Cpedy Mpu CoG/IOfeHNN YcnoBuii
NPUMEHEHU W Mep NPEefOCTOPOXHOCTH, YKasaHHbIX B
MHCTPYKLUWW.

Y1tnnusayns

Bo un36exaHne BO3MOXHOIO 3arpsisHEHNs OKpyXKatoLLeld cpefpbl
peareHTbl B KacceTe C MCTEKLIMM CPOKOM FOAHOCTY, a Takxke
0TX04b|, MCMOb30BaHHbIX peareHToB, BOMKHbI
YTUN3MPOBATHCA B COOTBETCTBUM c MeCTHbIM
rocyAapCTBeHHbIMU W / WA GONBHUYHLIMU  HOPMATUBHBLIMU
TpeboBaHMAMMN.

MpaBunbHOE  YHUUTOXEHWe WM yTwimsaums  Bygert
NOALEPXKMBATb  COXPaHEHWe  MPUPOAHBLIX  PECYpcoB W
COfle/iCTBOBATL 3alLMTE 340POBbSI YEN0BEKA W OKPY>XKaroLLei
cpefpl.

Y 1unusauHs 0TX00B YNaKoBKU.

YnakoBka npogykumm «Roche Diagnostics CTbM» ("Pow
[OnarHoctmke I'm6X") paspaboTaHa C UMbl CBefeHUs K
MUHUMYMY 3arpsi3HEHWS OKpYXKatoLLiei cpefbl Mpy COXPaHeHNn
LIeOCTHOCTM  MPOfyKTa BO BpeMs  TPaHCMOPTMPOBKM U
XpaHeHWs. YNakoBOUHbIE OTXOAb! AO/KHbI YTUIN3MPOBATLCA B
MECTHbIX MyHKTax c6opa YMmakoBKMW, B CreLuanv3vpoBaHHble
KOHTeliHepbl, pacrnoNoXeHHbIe B MyHULMNanMTeTax.
YTunmsauua usgenus ¢ UCTEKWUM CPOKOM TOAHOCTM U
0TXOA0B, MUCMO/Ib30BAHHbIX PeareHToB.

Mpy yTUAM3AUMM U YHUUTOXEHUN U3LENWiA C  UCTEKLLUM
CPOKOM TOAHOCTW, a TaKkKe OTX0AO0B, WCMO/b30BaHHbIX
peareHToB, He06X0AMMO [elCTBOBaTb B COOTBETCTBUM C
TMIMEHNYECKUMM HOpPMaTMBaMM W CNefoBaTb O(ULMaIbHbIM
VHCTPYKLMAM MO YTUAN3ALMUN U YHUUTOXKEHNIO MOTEHLMATBHO
WH(EKLMOHHOTO U XMMWYECKOr0 Matepuana, MPUHATBIM Ha
TeppuTopuK Poccuiickoii defepauyn n B gaHHOM JIMY.
KnoueBbIMM BOMpOCaMu B CTpaTernn ynpasieHUs OTXOAamMu
ABNSETCA ONTUMM3ALMA TaKTUK U MOAXOLOB K KOHEYHbIM
NPOAYKTaM, a Takke MUHMMMU3ALMUSA BO3.MOXHOrO 3arpsi3HeHms
OKpY>KaroLLeii cpefpl.

bonee nNoApoGHYIO  MH(OPMALMIO  MOXHO  NOMYUUTb Y
npoussoguTens  /  yMOMHOMOYEHHOTO  MpeAcTaBuUTens
NpOoV3BOAUTENS.

YTunusaums  [o/dkHa MPOBOAWTLCS B COOTBETCTBUM C
MECTHbIMW ~ HOpPMaMV  3aKOHOJATeNbCTBA, a Takke B

COOTBETCTBMM C NMPOTOKO/1aMW MEANLMHCKOTO yupexaeHus, rae
MCNonb3yrTCA AaHHbIE MEAULMHCKNE U3aenns.

He yTnnusmposaTb COBMECTHO C ObITOBbIMU oTXogamu.

apaHTuWiiHble 06H3aTeNbCcrea

Mpounseogutens (komi]a]id «Roche Diagnostics Crobl»
("Pow [AparHocTuke ['M6X™)) r3aHTupyeT, 4TO u3denve
COOTBETCTBYET CreuudmKaLmam, 3asBfeHHbIM Ha 3TUKETKe.
Mpou3BoanTenb HeceT OTBCTCTBEHHOCTb 3a paboTy w3genuit
TONMBKO B CAyYyae WX MpaBWIbHOMO WUCMO/b30BaHWUS B
COOTBETCTBUM C WHCTPYKUWENW, a Takke COBNOAEHWS npasun
XPaHeHWS Y TPaHCMOPYMNPOBKU.

M3genuns fomkHbI MCNo/b30BaTbCs TONBKO 40 NCTEUEHNS Cpoka
FOAHOCTW, KOTOPbIN yKa3aH Ha ynakoBKe.

HACTOALLAA OM’AHNYEHHAA FTAPAHTUA
3AMEHSIET COBOM WHBIE TAPAHTUW, OAHO3HAUHO
BbIPAXXEHHBIE /T MOAPA3YMEBAEMBIE. BK/TKOUAA
NIOBYHO NOAPA3YMEBAEMYHO FAPAHTUIO
MPNTOAHOCTIN and KOMMEPYECKOI'O

WCMONb3OBAHNA UM ANA NHOBONA UHOW LEMN.



Lupus S cobas’

Lupus Screen
MpunoxeHue 1. Pa3gen npefHa3HayeH crewmanbHO 418 MHCTPYKLMU MO NMPUMEHEHWNIO Ha PYCCKOM fA3bIKe

KOMMAHNA ROCHE DIAGNOSTICS GmbH HE HECET
OTBETCTBEHHOCTW 3A C/IYYAMHbIE. HEMPSIMbIE.
CNEUNANBHBIE NN KOCBEHHBIE YBbITKN.

Mo Bompocam, CBA3aHHLIM C KaUeCTBOM WM3AENMWIA, a TaKkKe C NX
paboToi, HYXHO  06pawaTbCsi K  YNONHOMOYEHHOMY
NPeACTaBUTENO NPOM3BOAUTENS HA TeppuTopumn PO:

O6LEeCTBO € LUPAHWMYEHHOW  OTBETCTBEHHOCTbIO  «PoLy
[OwnatHoctmka Pyc» (OO0 «Pow [AwnarHoctka Pyc»), 107031,
Mockea, Tpy6Has nnowgagb, 4.2, Ten.: (495) 229-69-99, dakc:
(495) 229-62-64

MpeTeH3HB N0 KayecTBY (peknamawus)

MopsgoK npeabsBneHWs peknamauuii M OTBETOB Ha HWX
perynupyetca rpaxgaHcKvm npasoM. Peknamauus MoOXeT
NPeLbaBAATLCA TOMbKO MO TakuM BOMpPOCaM, KOTOpble He
ABMANNCL NPEAMETOM MNPUWEMKU TOBapa, MPOW3BEAEHHON B
COOTBETCTBUM C YC/OBUAMU JOrOBOpA.

Mo Bcem BoOMpocam, CBA3aHHLIM C OOCNY>XMBAHWEM W3AeNNS,
Heo6Xx0AMMO 06paTUTLCA K Y MONHOMOYEHHOMY MpefCcTaBuTeNto
MpOV3BOANTENS.

B cnyuae peknamauuy obpaliatbCsi K NpoM3BOAUTENO W [ uan
YMNONHOMOYEHHOMY MPeACTaBUTENO NPOU3BOANTENS.

Mpoussogutens:

«Roche Diagnostics GmbH» ("Pom AunarHoctuke Mm6X")
Sandhofer Strasse 116,68305 Mamiheim, Germany

Ten.: +49 621 759 0; dakc: +49 621 759 2890

YNO/IHOMOYEHHbI NpescTaBUTENb NPOU3BOANTENS:

OO6LLECTBO C  OFPaHWYEHHO  OTBETCTBEHHOCTbHO — «PoOT
[OuoTiocTrka Pyc» (OO0 «Pow AnarHoctuka Pyc»)

107031, Mocksa, TpybHas niowagb, 4.2

Ten.: +7 495 229-69-99, thakc: +7 495 229-62-64

MNprvmeyaHue:

AHanuszaTop remocTasa aBTOMaTuMueckwii cobas t  Ans
OMarHOCTUKM in Vitro C  NPUHaNEXHOCTAMW, BapuaHTbl
ncnonHenus: cobas t 511 coagulation analyzer, cobas t 711
coagulation analyzer, npoussoacTBa "Pow, [wnarHocTtuke
m6X", TepmaHus, perucTpaumoHHoe ygoctosepeHue P3H
2021/14548

Vicnonb3yeTcs COBMECTHO C;

- Habop KOHTPO/bHLIX MaTepuanoB A1 KOHTPONSA KayecTsa
onpefeneHns BOMYaHOUHbIX aHTWKOArynsHToB B LMTPaTHOM
nnasmMe KpoBM Ha aHaimu3aTopax remocras’sa aBTOMAaTUYECKMX
cobas t (Lupus Con cobas t systems), mpoussogcTea "Powl
[JwvarHoctuke FM6X", MepmaHus).

2020-05, V 2.0 Pycckuii
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MepeBOA C aHTIMIACKOTO M HEMELLKOTO S3bIKOB Ha PYCCKUIA 513bIK

3eenep aHA Ap. Pennmer (Seeler & Dr. Fellmeth)

HoTapuanbHaa KoHTopa
HoTtapuanbHas KoHTopa 3eenep aHA Ap. ®ennmvet (Seeler & Dr. Fellmeth) Ne7* 23*68161 MaHHxainm

YaocTtoBepeHue Konum

HacTtosawmm cerogns noATBEPXKAAETCA BEPHOCTb KOMMK C NPeEACTaBNEHHOIO OpUrmnHana JOKyMeHTa.

r. MaHHxalim, 24.09.2021 .
[Mognwce]

Knayausa 3eenep (Claudia Seeler)
HoTapuyc B I. MaHHxaiim

[Fep6oBas nevats: Knayausa 3eenep (Claudia Seeler)
HoTapuyc B r. MaHHXaiim]

I»

HoTapua;lbHast KoHTopa 3eenep aHg Ap. dennmert (Seeler & Dr. Fellmeth)*Ne 7, 23*68161 MaHHxaiiM * aeHTUPUKALMOHHBIA HOMEp NaTe/bLupKa
HAC DE308834223
Ten. +49621860862-0 « daxc +49 621 860 862-89 * KANZLEI@NOTAR1AT-07.DE « WWW NOTARIAT-Q7.DE
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[[Torotun: «PoL»)
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

TekcT Ha pPYcCKOM $3blke VIHCTPYKUMM MO MPUMEHEHMIO Ha MefMLMHCKOe u3genme: PeareHTbl B
KacceTe [N KauyeCTBEHHOro OnpefeneHnUs BONYaHOYHbIX aHTUKOArynsiHTOB B LMTPaTHONM nnia3ve
KpOBM Ha aHa/sm3aTopax reMocTtasa aBTomaTuyeckmx cobas t (Lupus S/ Lupus Screen cobas t systems)

npoussoacTea «Pow AuarHoctnke MvieX» (Roche Diagnostics GmbH), CaHgxodep LLitpacce 116,
D-68305 MaHHxaiim, "'epmaHust (Sandhofer Strasse 116, D-68305 Mannheim, Germany)

PA3SPABOTUNK
«Pow AmarHocTrke Mm6X» (Roche Diagnostics GmbH), MepmaHus.
CaHpxotep LLTtpacce 116, D-68305 MaHHXaiimM, MepMaHus
(Sandhofer Strasse 116, D-68305 Mannheim, Germany)

YTBepXaeHo

«Poww AyarHocTuke MveX» (Roche Diagnostics GmbH)

[Hata: 23 ceHTA6pa 2021 roga

OT vieHn

[nogrmes]

AHppea Bebep

(Andrea VWeber)

MeHepkep oTzena r106a15Horo HopMaTVBHO-MPABOBOr0 PEry/MPOBaHKA

LLramn [LLiramn: «Powu OparHocTtuke MmeX» (Roche Diagnostics GmbH)
CaHpxodpep LLitpacce 116

D-68305 MaHHXaliM

(Sandhofer Strasse 116, D-68305 Mannheim)]

2021

171

«Poww AuarHocTrike MM6X»; CaHgxodep LLitpacce 116; D-68305 MaHHxaiim (Roche Diagnostics GmbH; Sandhofer Strasse 116; D-68305
Mannheim); Ten,:+49 621 759 0; hakc:+49 621 759 2890

MeCTO HaxoxaeHVs opraHa ynpasneHns: . Matumaim - PerncTpaLnoHHbIl CyA: Cy/ NepBOi MHCTaMMHH I.MaHHxaliMa, No B TOProBOM peecTpe:
3962 - MpasneHue: Knayc Xabepga (Claus Haberda); AHgpeac LLmuTy, (Andreas Schmitz)
Mpencepatens HabntoaaTensHoro coseta: A-p Tomac LLnHekep (Dr, Thomas Schinecker)
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IOQVENTI

Lupus S
06504183190 V 60

Lupus C
06504787190 W60
AHINNIACKNIA

CucTteMHas uHdopmauus

KpaTkoe Ha3BaHue ACN (Homep TecTa)

Lupus S 28390
Lupus C 28391
Ha3HaueHune

TecTbl in vitro gna ckpuHuHra (Lupus S) wu
nogTeepxkaeHns  (Lupus C) npucyTcTBuUS
BO/IYAHOYHbIX aHTWUKOArynsHTOB B LUTPATHOWA
nnasMe KpoBM Ha YKasaHHbIX aHa/m3aTopax
cobas t.  Tect  wucnonb3yetcs  Kak
BCMOMOraTe/lbHblii  MeTOf, B AMArHOCTUKe
aHTM(oChOMMUAHOTO CUHAPOMA.

TeopeTnyeckoe 060CHOBaHMe

B Tectax Ha CBepTbIBAEMOCTb  KpOBU
npUMeHseTcA pa36aB/EHHbIN peareHT,
cogepawmii  an  ragiokm - Paccena,  ans
aKkTMBaumm (aktopa X B Ma3mMe KpoBu
naumeHTa no CTaHA4apT13MPOBaHHOM
MeToaMKe.” BoOnYaHOUHble aHTUKOarynaHThbl
(BA) — 9T0 aHTMTENa K OTpuULaTe/bHO
3apsHKEHHbIM - (pochonmnuaam, CBsi3aHHbIM €
6enKkaMu, TakKMMU Kak p-2-rnKonpoTenH’ nnm
NPOTPOMOVH.N DTW aHTUTena YyBennyMBaroT
BpeEMA CBepTbiBaHMSA KPOBM B Tectax ¢

(oconmnuaamu, Hanpumep AYTB nnn MB.

BA  Habnwogalotcas  npu ayTOMMMYHHbIX
3a60n1eBaHMAX (CUCTEMHAs KpacHas BOMYaHKA)

Kog cuctemsl levsTtVE

Lupus S: 07 20057  cobas t 511/cobas t 711

Lupus C: 07 20058  cobas t 511/cobas t 711

MpuHUWN meToaa

Apn ragrokn Paccena HanpsiMyto akTUBMpyeT
(haktop X [0 (hakTOopa Xa, KOTOpbIN
npeobpasyet MNpPOTPOMOUH B TPOMOUH B
npucyTCTBUN hoconmnngos 1 gaxrtopa V.
TpombuH  npesBpawaer  (MOPUHOTEH B
HepacTBOPUMBIA  (MOPUH. 3MepsAtoT Bpems
MeX [y Ao6aBneHnem peareHTa B niasMy KpoBu
1 06pa3oBaHNEM CrycTKa.

B Lupus S cogepxutca ag ragrokm Paccena u
HU3Kas KOHLIeHTpauusa (hocthonmnmaos.
Hanmune BA B o6pasue  3amennsier
obpasoBaHMe B Hem cryctka. B Lupus C
COAepXXuTcs a4 raftokn Paccena v BbicoKas
KOHUEHTpaumsa  qocdonmnugos,  KOTOpble
HenTpanusytoT BA B 06pasue. Takum 06pasom,
ecm B o6pasue cogepxutca BA, Bpems
CBepTbiBaHUA HopMmanmsyeTcd. Ecnn  Bpems
CBEPTLIBAHMA KPOBWM BCE elle YAJIMHEHO,
PEKOMeHAYeTCA NPOBECTM TECTbl CMeLnBaHUA
4N14 BbisBNeHWA feduumTa daktopos Il, V n X
VAN HalmumMe UHIrMGMTOPOB (hakTopa Xa wm
NHIMOMTOPOB TPOMOMHA. N

MockonbKy peareHTbl Lupus Screen/Confirm

HanpsMyto  akTUMBUPYIOT (hakTop X, TecT
HEeYyBCTBUTENEH K  W3MEHEHUSM  YPOBHS
(aktopa VII, a Takke akTopoB U
NHIMBGUTOPOB BHYTPEHHEro nyTu

CBepPTbIBaHUS.
PeareHTbl — paboune pacTeopbl

WM MOBTOPSAIOLLMXCA NOTEPAX nNnojda W KacceTa cobas t

pacCMaTpMBatOTCA  Kak  (DaKtop  pucka

BO3HWKHOBEHMSI TDOMOOTUYECKNX COObITUIA. N> Lupus S

Hannune BA MOXET ObiTb BPEMEHHLIM WK R L _ o

NnocToaHHbIMAN*  Hannune BA  aBnsetcd upus Screen: ”V'ocb”fm”pOBaHHb'”

BaXXHbIM  MapKepom PeLnanMBUPYIOLLErO PeareHT, COAEPKALLMIA A4 TaAioKM

TPOMG03a M MOXET  MHAYLMpoBaTb Paccena, HU3KYH0 KOHLEHTpaLuio

aHTVKOArYNSHTHYIO Tepanuio. (pOCHONMMINAOB, renaput-
HeUTpann3ytoLLee BeLLECTBO, X10pUL
KanbLms, 6ydepbl, CTabUIM3aTopsbl.
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

a3y HaTpua B Ka4eCTBe KOHCEPBaHTa U
Kpacutenb.

a) CtapToBbIil peareHT (Start reagent)
SR HaxoauTtca B nosnunn A, B n C.

Lupus C

Lupus Confirm: nnotnnn3npoBaHHbIii
peareHT, COAepXXaLlmnii 84 ragtoku
Paccena, BbICOKYH KOHLEHTpaLuto
(hocthonmnuaos, renapuH-
HeNTpann3ytoLLiee BELLEECTBO, X/10pUL
KanbLus, 6ydepbl, cCTabUNN3aTopsl,
LMNPOMIOKCaLMH B KAYECTBE
KOHCEepBaHTa 1 KpacuTerib.

SR HaxoguTca B nosvumn A, B n C.
Mepbl NPefoCTOPOXHOCTY U

npeaynpexaeHuns
TOnNbKO N5 in Vitro AnarHOCTUKW.

Cobntoparite CTaHAapTHble Mepbl
NPeaoCTOPOXHOCTH, Tpebyemble npu
obpalleHMn co  BCeEMM  1abOPaTOPHbLIMK
peareHTamu.

YTUnM3npyitte 0TXofbl B COOTBETCTBUM C
MECTHbIMM MpaBuIamm.

MacnopT 6e30MacHOCTVM  MPeAOCTaBSeTCS
npoecCMOHalbHOMY  MO/b30BaTeNO MO
3anpocy.

PeareHTbl cogepxat asug Hatpusa (< 1r/n) B
KauecTse KOHCepBaHTa. PeareHThl,
cogepxaime  asug HaTpus, cnepyet
YTUN3MPOBATb C OCTOPOXKHOCTbIO,  YTOObI
npeaoTBpaTUTb  00pa3oBaHME  B3pPbIBYATbIX
MeTa/l/IMYeCKMX  asmaoB.  Ecnm oTxogbl
YOANAOTCA B PaKOBWHbI,  UCMOMb3YWTe
00/bLUOe KOMMYECTBO BOAb! AN TLUATENbHOM
MPOMBIBKU.

CnegyeT un3beratb 06pa3oBaHMsi MeHbl A4
NOO6LIX TWUMNOB peareHToB M Npo6 (06pasubl,
Ka/MbpaTopbl ¥ KOHTPO/IbHbIE MaTepuabl).

MpurotosneHne paboyer o pacTeopa

PeareHT rotoB K NPUMEHEHNIO, MOCTaBNSETCS B
cocTaBe KacceTbl (KacceTa cobas t).

Heobxoaumass AN KOPPEKTHOWM  paboThbl

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

cobas’

NH(opMaLMa [OCTYMHa nocpeacTBoMm cobas
link.

XpaHeHune n cTabuibHOCTb
XpaHuTb npn 2-8 °C.

XpaHuTb KacceTbl cobas t B BEPTMKaNbHOM
MONOXEHWM.

HeBcKpbITas KacceTa cobas t cTabunbHa 10
OKOHYaHM1s YKa3aHHOr0 CPOKa rofHOCTMW.

CTabnnbHOCTb BCKPbITON KacceTbl cobas t:

Ha 6opTy aHasm3aTtopa 8 4acos nocre
cobas t pacTBOpPeHus

He 3amopaxkmsaTb.

C6op M nNOAroTOBKa
“ccnefoBaHus

MaTepuana ans

TOMbKO MepevncneHHble HUDKE TUMbl 06pasLoB
Oblnu MPOTECTUPOBaHbI U MpPU3HaHBbI
npuemnemMbimMu ans npoBeaeHNs
nccnefosaHuii: 3.2 %  uuTpaTHas  nnasMa
KpOBM

Wcnonb3oBatb  CTaHAapTHble  MPo6MpKu,
npefHasHayeHHble Ans oTbopa 06pasuos, U3
nnacTtMaccbl WM CUIMKOHU3WPOBAHHOIO
cTekna. HeobxoAMMO CTPOro OTC/EXMBATb
COOTHOLLEHMe KoNnyecTBa Kposwu (9 yacTeid) K
pacTBopy umuTpata Hatpus 0.11 M (1 vactb).”*

YKasaHHble TUNbI o6pasLoB OblM
MPOTECTUPOBaHbI C MPUMEHEHMEM MPOBMPOK
and oréopa  npob6,  KoTopble  6blLK
KOMMEpPYECKM  AOCTYMHbl  Ha  MOMEHT
npoBefeHns  TeCcTMpoBaHWs, T.e.  Obln
MPOTECTUPOBAHbI HEe BCE BO3MOXHbIE TUMbI
NPOBMPOK He BCex npoussoauTenein. CUCTEMbI
cbopa 06pa3L0B pasIMyHbIX MPON3BOAUTENEN
MOTYT COfepXaTb pa3/iyHble  BELLECTBa,
KOTOpble B HEKOTOpbIX  ClyyasX MoryT
MOBNMSTb Ha pe3y/bTaTbl UCMbITaHWA. [Mpw
06paboTKe 06pa3LLOB B MEPBUYHbLIX MPOGMPKAX
(cuctemax  cbopa  06pa3uyoB)  crefyiTe
WNHCTPYKLMAM NPON3BOANTENSA NPOBMPOK.

Mnasma [JO/MKHA COAepXaTb Kak  MOXHO
MeHbLle  TPOMOOUMTOB, OCOGEHHO  ec/n
o6pasubl 3aMOpPaXXMBaKOTCH ans

rnocneaytoLLero TECTUPOBAHMS.
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

MpoKoarynsHTHbIE doconmnupl "3
MOBPEXAEHHbIX unu aKTVUBMPOBAHHbIX
TPOMGOLMTOB BAMAIOT Ha BPEMSI CBEPTbIBAHNS
B TECTe Ha

LleHTpudpyrmnpyinte 15 muHyT npu 2500 g nnm
Tak, 4TOObl MOKasaTeNb TPOMOOLMTOB Oblf
< 10000 TpOMGOLMTOB/MKJI.

PekomeHayeTcs ABOVHOE
LeHTpuyrpoBaHne. Ecnn obpasupbl SOMKHbI
ObITb  3aMOpOXeHbl,  TpebyeTca  [BOIHOE
LieHTpUyruposaHme. N

CTabunbHOCTb:

npn 15-25 °C 4 yaca

npu -80 °C (£ 5°C) 14 aHel
3aMOpOXKeHHble a/IMKBOTbI nnasmbl

HEeobX0AMMO Pa3mMopo3nNTb Ha BOAAHON GaHe B
TeyeHne 5 MUHYT npu 37 °C N OCTOPOXHO
nepemeLuatb Ans obecneyveHns OAHOPOAHOCTY,
n3beras 06pa3oBaHWsA MeHbl. TecTMpoBaHWe
Pa3MOpPOXKeHHbIX ~ 06pasLoB  HeobXoaMMo
BbIMNONHUTL B TeyeHWe 2 4acoB. He
3amopaxuBaniTe 06pasLibl MOBTOPHO.

CocTaB Habopa
Cwm. pa3gen «PeareHTbl — paboune pacTBopbI».

Heobxoaumble MaTepuanbl (He BXOAAT B
Habop)

1 Il 07138504190, Lupus Con, 2 x 5 x
1mn

m  O6ulee nabopaTtopHoe 060pya0BaHNE

®  [IMcTUNNnpoBaHHaa Unn
[lenoHn3NpoBaHHasa Boaa

m  AHasm3aTop reMocTasa aBTOMaTUYECKUI
cobas t. Npn HeobxoaMMOCTN B
[ONOMHUTENbHBIX MaTepuanax, CMOTpUTe
PYKOBOACTBO MO/b30BaTeNs.

cobas'

Ha MeToauKu, He YTBEPXKAEHHbIE KOMMaHMeld
Roche, rapaHTVK He pacnpoCTPaHsIHOTCS.

MeTop,
PechepeHcHblii nnTepsan (RI)

YCTaHOBUTE  pehepeHCHbI  MHTepBan  A/1a
Kaxgoro nota peareHTta Lupus S mn Lupus C.
C ucnonb3oBaHnem He MeHee 40 OTAeNbHbIX
06pasyoB  HOpPMasibHOM  NJa3Mbl  KPOBY,
MOMlyYeHHbIX  OT  3[0POBbIX  [OHOPOB,
paccumTainTe cpefHee 3HayeHWe U [ManasoH
2SDAN  [nd HOpManu3aumMm  UCMOb3yinTe
CpefHee 3HayeHWe BpPeMeHW CBepTbiBaHMA
o6pasuoB pedepeHcHoi rpynnbl Rl (MRI).
Mpyn cMeHe noTa peareHTa WM aHaimsaTopa
Heob6Xo4MMO YCTaHOBMTb HOBbIM R1. 14 y4yeta
aHa/IMTUYECKON BapuabenbHOCTU [aHHble AN
pacyeta Rl Heobxo4MMO cobupatb B TeyeHue
HECKO/IbKUX  AHeidl. HoBbI  pehepeHCHBbIiA
NHTEepPBa/I PEKOMEHAYeTCs yCTaHaBMBaTb /14
obomnx peareHToB, Lupus S u Lupus C, pgaxe
eC/IN MEeHSeTCA NI0T TO/IbKO OAHOI0 U3 HuX,

4yToObl  Y4YecTb  BapuabenbHOCTb  MexXay
pedepeHCHbIMY rpynnamu.

PacueT

Hopmanu3osatb OTHOCUTE/ILHO MR1

HeoOX0AMMO BpeMs CBepTbIBaHMSA Kposu [c],
MosTly4eHHOE Kak Npu CKPUHWHIOBOM, TaK W Mpu
NMoATBepPXKaatoLwem  TecTe.  PaccumTaHHble
3HaYeHNs 0TOBPaXKatOTCA B BUAE OTHOLLEHWIA:

CKPMHWMHIOBOE  OTHOLUEHWE =  Bpems
cBepTbiBaHMst Lupus S ans obpasya nnasmbl
naymeHTa/ MRI Lupus S.

MoaTBepXKaatoLlee  OTHOLUEHME =  Bpems
ceepTbiBaHus Lupus C gns obpasua nnasmbl
nauneHta/MRI Lupus C.

KoHeuHble pe3y/bTaTbl BbIPAXAlOTCS B BUfe
HOPMaM30BaHHOTO OTHOLLEHUS =
CKPUHIHIOBOE OTHOLLEHMe/NMoATBEpXKaatoLLee

AHanms OTHOLLIEHWE.

ans Nony4YeHns OMTUMabHBIX Pesy/nbTaTos HOpManM3oBaHHOe  OTHOWEHMe > 12

TECTOB CNEAYNTE ykasaHWAM, NPEACTABNEHHBIM oy 1raetcq  nonoxumTenbHbIM pe3ynbTatoM W

B AAHHOW MHCTPYKUMK.  VIHCTDYKUMM  mio npeanonaraeT Hanume BO/14aHOYHOI0

BbINO/IHEHNKD ~ TeCTa  Ha  KOHKPETHOM AHTUKOAryIAHTA.

aHanmsaTope npuBeAeHbl B COOTBETCTBYIOLLEM

PykoBo/CTBe Mo/ib30BaTess. CKPUHWHTOBOE, NnoATBeEPXKAALOLLIEE "
HOPMa/IN30BaHHOE  OTHOLUEHUSA  SBMIAKOTCA
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

pacyeTHbIMM TecTamMM W He MOryT ObITb
HaCTpoeHbl B Nprbope aBTOMaTUYeCKW nocre
CKaHMpPOBaHNA LUTPUXKOLOB MeTOAMK Lupus S
n Lupus C. [Ans HaCTPOMKMN pacyeTHbIX TECTOB
CNnefynTe  WHCTPyKuMsM B PykoBoAacTBe
ronb3oBarens cobas t B pasgene «CosfaHue
pacyeTHOro TecTax.

VHTepnpeTauua pesynbTaToB

TecTuposaHue Ha BO/IYAHOYHBIA
aHTuKoarynsHt (BA) HaumHaeTcs C TeCTa
Lupus S.

CKPVHMHIOBOE OTHOLleHMEe <1.2 03Hauvaer,
4yTO BA He 06Hapy»XeH.

CKpPUHMHTOBOE OTHOLLEHMe > 1.2 03HauvaerT,
4yTo CnefyeT 3anofo3puTb MpucyTcTeue BA.
B atom cnyyae Heob6XoAMMbI [anbHeiLne
nccnepoBaHMs € UCMNOMb30BaHWEM  TecTa
Lupus C 1, BO3MOXHO, TecTa CMeLUMBaAHUSA
(MukcuHr-Tecta). CKPUHWHIOBOE OTHOLLIEHWE
<12 n Hopmann30BaHHOE OTHOLLEeHWe > 1.2
03HauaroT, 4To BA 06Hapy»XeH.

HeobxoauMo yuuTbIBaTb PEKOMeHZaLuu Mo
nabopaTopHOMY TECTMPOBaHUIO Ha
BO/IYAHOYHbIA  aHTMKOArynsHT — HCTUTYTa
KMMHUYECKNX W N1a60PaTOPHbIX CTaH4apTOB
(CLSI) n KomuTteta no craHgaptusauuu
TeCcTMpPOBaHUA Ha BOMTYAHOYHbIN
aHTMKoarynaHT (Standardization Committee of
Lupus Anticoagulant).*

Teem cMeLLMBaHUS

Ona  guddepeHLMaibHON  AUarHOCTUKK  TecT
CMeLMBaHUA (MUKCUHT-TECT) WCNOMb3YKT B

CneflyroLLmx cryyasx: MorpaHn4Hoe
CKPUHMHIOBOE ~ W/WNM  HOPMAaIM30BaHHOE
OTHOLLEHWE, MOATBEPXKAAIOLLEE OTHOLLIEHNE

> 1.2; HOpM&IM30BaHHOE OTHOLLEeHMe < 1.2;
YO/IMHEHVE BpeMEeHW CBepTbiBaHWA KPOBW MO
pe3ynbTaTam n CKPUHWHIOBOr O, n
NOATBEPXKAAIOLLIEr0 TeCTOB. TECT CMeLLMBaHUSA
nomoraetr  auddepeHuMposats  geuunut
(pakTOpa CBepTbIBaHUA W MPUCYTCTBUE €ro
VHIMBUTOPOB ™ 0HAKO ero pesysnbTaTbl MOryT
ObITb  MCKaXKeHbl BC/EACTBME  pa3BefeHus
MHIMouTopa cBepTbiBaHWA.NTeCT CMeLUVBaHS

BbIMNONMHAETCA c MCnoJib30BaHNEM ansa
nccnegosaHMAa CMecu nnasmbl  MauneHTa C
4/ 8
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cobas'

HOPMa/bHOW NYNMPOBaHHON nnasmoit (1:1).

KoHTponb KayecTBa

[ns NpoBepKM TOYHOCTU M MOBTOPSIEMOCTM
pe3ynbTaToB  TpebyeTca  MCMOMb30BaHMe
KOHTPO/IbHbIX MaTepuasnos..

[ns KOHTPONSA KayecTBa WUCMNO/b3yiTe Habopb!
KOHTPO/IbHbIX MaTepuasioB, MepevyncieHHble B
pasgene «Heobxoaumble matepuanbl  (He
BXOAAT B HA6Op)».

KOHTPO/bHblE MHTEPBa/bI 1 MPeAenbl AOMKHbI
OblTb  aANTMPOBaHbl B COOTBETCTBUM C
VHAMBUAYIbHLIMU  TPEGOBAHMAMU  KXKAIOV
nabopatopun.  PeKOMeHZyeTcs  BbINOMHATL
KOHTPO/b KauecTBa Mo KpaiHein mMepe Kaxaple
8 uacoB (B COOTBETCTBUW CO CTabUMbHOCTbIO
peareHTa Mocfie pacTBopeHus). lonyuyeHHble
3HaYeHMs [0MKHbI HAaXOAUTLCS B
YCTaHOB/EHHbIX npegenax. Kaxaas
na6opaTtopust [0/KHa BblpaboTaTb MpaBuWna,
MO3BONSIOLLIME  TMPUHATL  KOPPEKTUPYIOLLIME
Mepbl B C/lyyae, €ClM 3HauYeHWsi BbIXOAAT 3a
YCTaHOB/EHHbIE MPeAenbl.

CobntopgaiiTe Bce geicTBytoWMe (efepasibHble
N MECTHble HOPMATWBHbIE aKTbl, KaCatoLLWECS
BOMPOCOB KOHTPO/S KauecTBa.

OrpaHuYeHns — NHTepgepeHL s

BbiN0  MPOBEPEHO  BAWSHUE  CEAYHOLMX
3H/JOMEeHHbIX BELIECTB ¥ (hapMaLeBTUYECKMX
MpenapaToB Ha NpoBeAeHVe aHann3a. BansHue
Ha pe3ynbTaTbl He HabGMHAANOCh, BMIOTL A0
MEePEUNCNEHHbIX KOHLEHTpaLMIA.

Lupus S v Lupus C:
SHAOreHHbIe BeLlecTBa

CoefimHeHwne KoHLeHTpaLus
KOHBbHOrMpoBaHHbIl 5 mr/an
onMNMpyouH

HeKoHbIOrMpPOBaHHbIi 5 mr/gn
onnmMpyouH

"emMorn1061H 200 mr/an
WHTpanunug 120 mr/gn

Kputepuii: PesynbtaT B npegenax +10% ot
2020-05, V 2.0 AHrAnnckni
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

MCXOAHOro 3Ha4yeHus.

B 3/1EKTPOHHBIX LUTPUXKOAAX TECTOB Lupus S u
Lupus C oroseLleHne O BbICOKOM 3HAYEHUU
NHAeKca nmneMun NHaKTUBMPOBAHO.
Pesynbtatbl TectoB Lupus S u Lupus C
COMPOBOXJAKOTCA MPUMEYaHVEM TOMbLKO O
BbICOKMX 3HAYeHUsIX WHAEKCOB remosinza wu
VKTEPUYHOCTW.

BnusHue  nmneMun,  remMorniobuHa  u
6UnMpy6rHa NpoBepssioCb B COOTBETCTBUM C
Click."™>

Mpw nccnefoBaHnm nyna nnasmbl,
coflepXkallerd renapvH B KOHLEHTpauuu [o
0.8 ME/mn (HedpaKLMOHMPOBaHHbIA renapuH,
H®IM) n go 1.0 ME/Mn (HW3KOMONEKYNSPHBbIN
renapuH, HMI), 3HauMmoin nHTephepeHLMn He
06HapY>XEHO.

JlekapCTBeHHble  cpeacTBa:  [pumMeHeHMe
06blYHbIX  IEKAPCTBEHHbIX  CpPeacT8 B
TepaneBTUYECKMX  [03aX He  OKasblBaeT

3HAUVMMOTO B/IMSHIA Ha pe3ynbTaTsl, 1112

MpucyTcTBre B 06pasLe NPAMbIX MHIMOMTOPOB
TPOMOWHa, TaKNX KaK gaburatpaH, apratpobaH
N GUBaNMPYAMH, WU UHIMOBUTOPOB (haKTopa
Xa, Takmx Kak anukcabaH, 3gokcabaH W
pvBapoKcabaH, BMMAET Ha pe3ynbTaTbl TeCTa,
YTO MOXET UMETb K/TMHNYECKOE 3HAYEHMeE.

PnOPUHONTIYECKOE flecTBUe
C3penToKMHa3bl (paspyLueHne (QU6pPMHOBOIo
Tpomba ¥  QUbpUHA) YAIMHSAET  Bpems

CBepTblBaHWSA, BCNEACTBME Yero M3MeHseTcs
Hopmanmn3oBaHHoe oTHoLleHue (HO).

Y nauueHToB, NONyvaroLMX MNePopasibHYHO
aHTMKOArynaHTHYIO Tepanuio, akTUBHOCTL Xa
M TPOMOMHA CHWXXAETCA, MNO3TOMY pe3y/bTaThbl
onpefeneHna BA y 3TuX naumeHToB MOryT
ObITb  HEAOCTOBEPHLIMI.™*  [MepcucTUpoBaHue

cobas’

HEYTOYHEHHbIMM
TPOMOGOLMTOB.

YPOBHSMU  UMTpaTa W

Ona vcknioveHus Hannums BA  Heobxoaymo
BbIMOMIHUTL KaK MUHUMYM 2 CKPUHWHIOBbIX
TecTa, OCHOBaHHbIX Ha pa3HbIX MeTogax.

OueHka MONYYeHHbIX pe3ynbTaToB
nccnefioBaHUA B AMArHOCTUYECKUX — LiENsx
[O/MKHA MPOBOAMTLCA C  YYETOM  WCTOPUM
6onesHu nauueHTa, pesynibTaToB
KNMMHUYecKoro  obcnefoBaHWs W ApYrux
[JaHHBbIX.

OXxunpgaemble 3Ha4YeHUA
Lupus S: 20.5-33.6 ¢
Lupus C: 24.0-31.6 ¢

3T 3HAYeHWs COOTBETCTBYIOT WHTEpPBaTY
mexagy 2.5-Mm n 97.5-m npoueHTUNaMU 4)1S
pe3ynbTaToB, MOJIYYEHHbIX NPV aHasm3e B
o6Luei cnoxxHocTy 200 06pa3LoB HOPMasILHOW
nnasMbl KPOBM YenoBeka. Hopmain3oBaHHbIiA
Ko3(hhmumeHT cpe3a: 1.2. Moporosoe 3HayeHne
Ob110 onpeaeneHo B cootBeTcTBMM C¢ CLSL
H60A ¢ wucnonb3oBaHvem 200 06pa3LoB.
MoporoBoe 3HayeHWe ObIN0 PaccCUNTaHO C
1CNo/sb30BaHWeM cpegHero 3HaveHus + 2 SD.

HopMaribHble — 3HaueHWsi  BapbUpyOTCA B
3aBUCMMOCTU  OT  MECTHbIX  YCMOBUIA U
NonynsuniA nauyeHToB. Takue (hakTopbl, Kak
npouesypa oT6Gopa  06pasLoB,  YCOBWS
XpaHeHVUs 00pasLoB U MeTof M3MepeHus,
TaKXKe MOTyT BNMSITb Ha pe3y/NbTaTbl.

Kaxgas nabopatopus [O/MKHA WCCneaoBaTh
MPUMEHUMOCTb  OXKMIAEMbIX  3HAYEHWIA K
MOMynsUMM  CBOEFO  PerMoHa M npu
Heo6GX0AUMOCTY  OMPeAeNUTb  COBCTBEHHbI
[nanasoH petiepeHCHbIX 3HAUEHWIA.

TexHNYeCKne XapaKTepUCTUKN

aHTUTEN  (BOMHAHOYHOTO  GHTUKOArYNIAHTA) TexHuyeckvie XapaKTEpPUCTUKM TecTa  Ha
CneayeT Onpefienats Yepes 12 Heaenb NOCMe  apanmsatopax npescTaBneHbl HIDKE.
NePBUYHOTO 0GHAPYXXeHWs, YTODbI UCKMOUUTE  Pegynbtathl, MOMYYeHHblE B OTAE/bHBIX
HaM4mMe TPaHSUTOPHBIX aHTUTEN, KOTOPbIE HE  jaGopaTopMAX, MOTYT OT/MUATECA.
ABNAOTCA KNIMHNYECKN 3HAYNMBIMUL.*?
Bocnpon3soAnMMOCTb (MPELM3NOHHOCTD)
[N KOHTPO/IA KauecTBa TecTa CMeLLMBaHUA He
PEKOMEHAYETCS MCMONb30BaTh KoMMepueckin | 1OBTOPSEMOCT 1 BHYTpunabopaTopHas
[OCTYMHblE  HOpPMaTbHble  nnasmbl ¢ PEUMSMOHHOCTL NSMEPEHNM Gbim
YCTaHOB/EHbI C WCMO/b30BaHMEM 06Pa3LI0B
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6|/|omaTep|/|anOB YesioBeKa W KOHTPOJIbHbIX

mMaTepuasioB B COOTBETCTBMM C TpeboBaHMsAIMM  Hopmanuso- BHyTpunatoparop-
BaHHOe ﬂOBTOpHEMOCTb Has

pykoBoacTea EPO5 VIHCTUTYTa KNMMHNYECKUX N orhowenve MPELMBHOHHOCTb

NabopaTopHbIX CTaHAapToB (CLSI) Cpemee  CTA- yoap  CTOA o

. 0 .
(2 2 IMKBOTbI Ha NMOCTAHOBKY, 2 MOCTaHOBKN B Obpasey  sHaderve ' qpyy’  Bapuaum (TS'S; BapuaLym

AeHb, 21 neHb)™ Bblin Nony4YeHsl CneayoLme R gy VIO gy (CVICR)

. LA Con Low 110 0.00988 0.9 0.0199 18
Pesy/bTarhl. LAConHich 245 00295 12 0048 20
Mnasma 1 104 0.00816 0.8 0.0184 18

Lupus BHyTpHNa6opaTopHas lMnasma 2 132 0.0145 11 0.0300 23
Screen MosTopsemocts MOEeL3HOHHOCTb Mna3ma 3 156 0,0117 0.7 0.0338 22
CraHg Mnasva 4 2.05 0.0159 0.8 0.0365 18

Cpepree oy Kosb o Crara. - Kosp. Mnasvia 5 233 00187 08 00416 18

Ob6pazel; 3HauveHue (SD)' Bapuaumn oTKA. (SD) BapHauHH
CV) (% CV) (%

© © O @ N chagenne meTogos

LA Con

35.0 0.304 09 0533 16

Lkog) Mpw cpaBHeHun TecToB Lupus S m Lupus C ¢
Hiehn 89.7 108 12 173 19 pacyeToM napHoro Tecta ¥ HOPMaIM30BaHHbLIM

Mnasva | 32.3 0.217 0.7 0.470 15 COOTHOLLEHMEM B  KayeCTBE  KOHEYHOro

Mna3va 2 454 0.501 11 0.963 21

Mreova3 542 0381 07 0989 18 pe3ynbTaTa, BbINONHEHHbLIX Ha aHanm3aTope

Mnasva4 685 0.560 08 114 17 cobas t 711 (y), C aBTOMaTV3MPOBaHHbLIM

Mnasvas 955 0.622 07 138 14 KoarynsiuMoHHbIM TeCTOM (X) Obln MOMYYeHb!

cnepytowme Koppenauun (%):
Lupus MOBTODSEMOCTS BHyTpHNabopatopHas
Confirm P

noevnsHorHocTs  KOAIMYeCTBO UCCNef0BaHHbIX 06pa3LioB: 286
CpegHee %TTG:(T' Kosd. CraHg,. Koad. op-
ObpaseL, 3HaueHve (SD)  BaPHaUHH oTKn. (SO) Bapauym O6uuee cootseTcTBME (%): 90.6

© © (CV) (%) © (CV) (%)
HopMann3oBaHHbIe COOTHOLLEHUS C TecTamu

LA Con

Low o4 013 04 0.162 05 Lupus S 1 Lupus C coctasnsim ot 0.770 o
'-f“gﬁ” %1 00982 03 0.189 o5  3.08.
Mnasma 1 30.7 0.145 05 0.176 0.6 CHMCOK ﬂVITepaTypr
Masva2 339 0169 05 0219 06
o S o S o202 0 1 3kchep T., Managonynoc I, Kytte [pk.
eaS 405 0210 05 0.360 09 lcnonb3oBaHne YMpoLLEHHOTO MOKasaTeNs

BPEMeHM pa3baB/ieHHOro peareHTa,
cogepxawero A4 ragooks  Paccena
(DRVVT), Nno3BoNseT  MOATBEPXKAATb
reTeporeHHoOCTb BO/TYAHOYHbIX
aHTUKoarynsHToB. CBepTbiBaHME KPOBU U
(mépunHonmns. 1990; 1. 259-266.

2 [espese K. M. Ix, Opten T. J1., [NeHro B. n
COABT. NabopatopHble Kputepum
aHTUMOCHONUNUAHOTO  CUHAPOMA:  CBA3b
SSC ¢ ISTH. >XypHan Tpomb6o3a w
remocrasa. 2018; 16: 809-.

3. fokymeHT CLSI H60-A. JlabopaTopHble
UCMbITaHMS BOTYAHOYHOT 0 aHTMKOAry/isHTa.
YTBEPXAEHHOe  PyKOBOACTBO  (anpesnb
2014 r.).

4 TMenro B., Tpunogn A., Pebep I'. 1 coasT.
OgwmumansHoe  COO6LLEHME  HAy4HOro
KOMUTETa M KOMUTETa Mo crtaHhapTusauum
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aHTWTEeN, 3aBUCKUMbIX OT  BOMYAHOYHBIX
aHTMKoarynsaHToB/thoc(onmnuaos:

06HOBNEHME PYKOBOACTBA M0 06HAPYXXEHMIO
BOMYAHOYHbIX aHTMKOArynsHToB. XXypHan
Tpom6o3a 1 remocTtasa. 2009; 7:1737-1740.

5 [eH3eH K. P., Mwnnep K. J1.
MpucyTcTBME  MPAMBIX  WHIMOUTOPOB
TPOMOUHA MOXXET MOB/IMATb Ha Pe3y/bTaTbl
N NHTEPNpeTauuio pesy/ibTaTtoB UCMbITaHUA
BO/T4AHOYHOr 0 aHTUKoarynsHTa.
AMEPUKAHCKUA  XXYpHa/l  KIMHUYECKON
natonorun. 2005; 124(4):586-593.

6 Myp I Y. AKTyanbHOe pPyKOBOACTBO U
peKkomeHzauunu no nabopaTopHOMy
[leTEKTMPOBaHNIO BO/MYaHOYHbIX
aHTUKoarynaHToB. CeMuHapbl Mo TPOMOO3y
n remoctasy. 2014, 40:163-171.

7 OokymeHT CLSI H21-A5, 1. 28, Ne 5, 2008.
3abop, TpaHcrnopTUpoBKa ” 06paboTKa
06pasLoB KpOBWM NS KOMIMYECTBEHHbIX
aHa/IM30B KoarynauuvM B njasMe KpoBu ”
MOJIEKY/IIPHOrO remMocTasa. YTBepXKAeHHOe
PYKOBOZCTBO, 5-€ n3jaHue.

8 fokymeHT CLS1 H3-A6. [lpouenypsl
3abopa AuarHOCTUYeCcKMX 06pasLoB KpoBwu
METOLOM  BEHEMYHKUMW. Y TBEPXEHHbIN
CTaHAapT - LWecToe u3faHue, T. 27, Ne 26,
2007.

9 Myp T.B., Caupk TI.®. ekt
pasbaBneHus B 1ccneaoBaHNAX
CMeLUMBaHMS paBHOro obvema
obecneymsaeTt noATBEPXAEHNE

VHIMOMPYIOLWEro AeliCTBUA BOMYAHOYHOIO
aHTMKoarynsHTa [axe B aHa/IMTUYeCKOW
obnactv,  CcneumuyHoOn  Ons  CMECW.
WccnepoBaHua Tpombosza. 2006; 118:523-
528.

KOrrnnk M. P., Paiigep K. Y., [kekcoH C. A.
["pachnueckve CpaBHeHuA Xapakrepa
NHTEP(EPEHLMN KTMHNYECKOW XUMUYECKOA
annapartypbl. KnuvHuyeckaa xumuns. 1986;
32:470-475.

1 bpeitep [MHK. OTYeT 0 CUMNO3UYMe
«JlekapcTBeHHbI  3(heKT B OTHOLLEHUM
MEeTO/0B KTMHUYECKOWA XUMUU.
EBpPOMEenCcKMin XXypHan KIMHUYECKO XUMUK
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cobas'

N KNNHMYECKO 6uoxummn. 1996; 34:385-
386.

123oHTar O., Lonep A. JlekapCTBeHHas
NHTep(epeHLUMs B KIMHUYECKOA XUMUK:

* PEeKoMeHAaUuK Mo BbIGOPY NEKAPCTBEHHBIX

CpeacTB M MX  KOHUEHTpauuin — ans
nccneaoBaHuiA NeKapCTBEHHOM
nHTepepeHLMN.  AHHanbl  KIMHUYECKON

ornoxummn, 2001; 38:376-385.

13smuakuc C., JlokwnH M. A., Auymm T. u
CoaBT. MexayHapoaHOoe  KOHCeHCYCHOe
3adBfeHne 06 OOHOBNEHUWN KPUTEPUEB
Knaccugukawmn onpegeneHHoro
aHTUochonunuaHoro cuHgpoma (APC).
XXypHan Tpom6o3a u remoctasa. 2006; 4
295-306.

14okymeHt  CLSI  EP05-A3.  OueHka
NpeLm3noHHOCTK KONNMYECTBEHHbIX
npoueayp usmepeHus, T. 24, Ne25, 2014.
YTBepXXeHHOe PYKOBOLCTBO, 3-e u3gaHue.

Touka B [laHHOW  WHCTPYKUMM  Bcerfa
MCMONb3YeTCA [N pasfeneHns [AecaTUYHbIX
paspsagoB, YTO6bl OTMETUTL TpPaHULy Mexay
UeNbIMU 1 APOGHbIMM YacTsMK [eCATUYHOTO
ynicna. Pasgenutenn ans rpynn paspsiioB He
CNOMb3YHOTCA.

ans NonyYeHns AOMNONTHUTENbHO
MH(opMaumMm  obpawlaniTecb K PykoBoacTBy
NoNb30BaTeNsa 415 KOHKPETHOro aHam3atopa v
K WHCTPYKUMAM 18 BCEX HEOOXO4UMbIX
KOMMOHEHTOB.

CunmBOSbI

B [OMOJIHEHWNE K MEepeyncneHHbIM B CTaH4apTe
ISO 15223-1, Roche Diagnostics npumeHseTt
cnepytolime cMmBonbl U 3Haku (gna CLLA: cwm.
dialog.roche.com Aans onpeaeneHns
NCMO/Ib3yeMbIX CMBOJIOB):

INVENT  CocTaB Habopa

A AHanm3sartopbl/npnbopsl, Ha
KOTOPbIX MOXHO MCMO/b30BaTh
peareHTbl

IREAGENTI  PeareHTt

icaLeraTORl Kasimbpartop
8
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N  OGbem nocne pacTBOPEHUS UK
A cMelmBaHuA

Homep B crcTemMe MeXayHapoHOA
TOProB/n

COBAS 1 COBAS T sBnAoTCA TOBapHbIMWU 3HaKaMu
KoMmnaHun Roche.

Bce ocTasbHble Ha3BaHWS NMPOAYKTOB W TOBAapHbIE 3HAKU
ABNALOTCS COBCTBEHHOCTbIO ~ COOTBETCTBYIOLLMX
BNafeNbLeB.

JononHeHuns, yaaneHus uam n3aMeHeHUs oTobpaxaroTcs
Ha uHAMKaTope M3MeHeHwid B nonax. © 2019, Roche
Diagnostics

a

. Roche Diagnostics GmbH,
m  Sandhofer Strasse 116, D-68305
MaHHxanm
www.roche.com

"Roche”
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[Fepbosas nevatb: Knayaus 3eenep (Claudia Seeler)
HoTapuyc B I. MaHHXxaim]

MepeBof BbINOMHWUMA NEPEBOAUMK

['payeBa BepoHuka AnekcaHapoBHa
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Poccuiickaa depepauyms
MNopos Mocksa
MepBoOro gekabps ABe 1blcAYN ABajLaTb NepBOro roga
A, lMpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTb NOANMCK NepeBofuMKa MpayeBoil BepoHUKN AeKCaHPOBHbI
Moanuck chenaHa B MOEM MPUCYTCTBUN.
JInyHocTb nofnucasLLUero AOKYMeHT YCTaHOB/EHA.

3aperucTpmpoBaHo B peectpe: Ne 21/86-H/77-202-1-

Ynna4eHo ~MHoTapuanbHoro gencrsus: 400 py6 qo k

lMpoKoLleHKoBa
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