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Lupus S, LupusC

Lupus Screen, Lupus Confirm

ICOMTENTI

LupusS
06504183190

V60

Lupus C
06504787190

V60
English

System information

Short name ACN (application code number)
LupusS 28390
LupusC 28391

Intended use

In vitro assays to screen for (Lupus S) and to confirm (Lupus C) the
presence of li*us anticoagulants in dtrated plasma on the indicated
cobas t analyzers. H>e assay is intended as an aid in the diagnosis of
anti-phospholipid syndrome.

Summary

These clotting tests use diluted Russell's viper venom reagent for 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.A 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.*'* 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

Russell'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 neutralizes 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
defidendes of factors Il, 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

cobas t pack

Lupus S
SRA Lupus Screen; Lyophilized 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 Stall reagent

SR Is in position A, B and C.

Lupus C

SR> 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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cobas”

System-ID [SYSTEM 1

cobas 1511/ cobas 1711
Lupus S: 07 2005 7

Lupus 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 grL) 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 plumbing 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 comect operation is available via the cobas link.

Storage and stability

Store at 2-8 *C.

Store the cobas t pack upright.

The unopened cobas t 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:
i.Z % citrated human plasma

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

(1 part).~-*

The sample types listed were tested with a selection of sample collection
tubes that were commercially available at the time of testing, i.e. notall
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 plateietes 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 platelets/pL.

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

Stability:
at 15-25 “C 4 hours
at-80"C(x5"C) 14 days

Frozen plasma aliquots should be thawed within 5 minutes at 37 "C in a
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)
m [*07138504190. Lupus Con.2x5x 1 mL

* General laboratory equipment
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

m Distilled or deionized water

m cobas t coagulation analyzer. See User Assistance of the analyzer
concerned for 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 inlen/al (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 (URI) 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. Itis 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 used.

Calculation

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

Screen Ratio - ciotting 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 = Screen Ratio/ Confirm
Ratio.

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

17)e Screen Ratio, Confirm Ratio and Normalized 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 tesf.

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

If the Screen 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 Screen 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 performed on a 1:1
mixture of patient plasma with the reference pool.

Quality control
Controls are required for checking the accuracy and reproducibility ef the
results.

For quality control, use control kits as listed in the “Materiais required (but
not provided)' section.

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

Foliow the appiicable 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 bilimbin 5mg/dL
Unconjugated biiitubin 5mg/dL
Hemogiobin 200mg/dL
Intralipid 120mg/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 I-indices.

The impact of lipemia, hemoglobin and bilirubin was tested according to
Glide'®

No significant interference has been observed in a plasma pool spiked with
heparin up to a concentration of 0.8 IU/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.” -"»

ITie 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 in”Kxtance.

The fibrinolytic action of streptokinase (fibrin clot and fibrinogen destruction)
prolongs the dotting 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 misleadng.*
Persistence of LA antibodies should be determined 12 weeks afier the initial
finding to exclude the presence of transient antibodies that are not clinically
significant.” ®

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

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, dinical 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) EPOS requirements (2 aliquots per run, 2 nins per day,
21 days).”* The following results were obtained:
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Lupus Screen, Lupus Confirm

Lupus Screen Repeatability Intermediate 4 Pengo V, Tripodi A, Reber G, et al. Official communication of the
precision scientific and standardization committee on lupus
anticoagulant/phospholipid-dependent antibodies; update of the
Sample Mean Sb cv SD cv guidelines for lupus anticoagulant detection. J Thromb Haemostasis
(s) (s) (%) (s) (%) 2009;7:1737-1740.
LA Con Low 35.0 0.304 0.9 0.533 16 5 Genzen JR, Miller JL. Presence of direct thrombin inhibitors can affect
) the results and interpretation of lupus anticoagulant testing. Am J Clin
LA Con High 89.7 1.08 12 173 19 Pathol. 2005;124(4):586-593.
Plasma 1 32.3 0.217 0.7 0.470 15 6 Moore GW, Recent Guidelines and Recommendations for Laboratory
Plasma 2 454 0.501 11 0.963 21 Detection of Lupus Anticoagulants, Semin Thromb Hemost
' ' i 2014;40:163-171
Plasma 3 54.2 0.381 0.7 0.989 18 7 CLSI Document H21-A5, Vol.28, No.5,2008. Collection, transport, and
Plasma 4 68.5 0.560 0.8 1.14 17 processing of blood specimens for testing plasma-based coagulation
assays and molecular hemostasis assays; approved guideline, 5th
Plasma 5 95.5 0.622 0.7 1.38 14 edition.
Lupus Repeatability Intermediate 8 CLSI Document H3-A6. Procedures for the collection of diagnostic
) recision blood specimens by venipuncture; approved standard - Sixth Edition,
Confirm P vol. 27, No. 26,2007,
Sample Mean sD cv sD cv 9  Moore GW, Savidge GF. The dilution effect of equal volume mixing
(s) (s) (%) (s) (%) studies compromises confirmation of inhibition by lupus anticoagulant
LA Con Low 314 0.113 04 0.162 05 even when mixture specific reference ranges are applied. Thrombosis
' ' ’ ' Research 2006:118:523-528.
LA Con High 36.1 0.0982 0.3 0.189 0.5

10 Glick MR, Ryder KW, Jackson SA. Graphical Comparisons of
Plasma 1 30.7 0.145 0.5 0.176 0.6 Interferences in Clinical Chemistry Instrumentation.
Clin Chem 1986;32:470-475.

Plasma 2 33.9 0.169 0.5 0.219 0.6
11 Breuer J. Report on the Symposium “Drug effects in Clinical Chemistry
Plasma 3 342 0.109 03 0.202 06 Methods”. Eur J Clin Chem Clin Biochem 1996;34:385-386.
Plasma 4 33.0 0.210 0.6 0.275 0.8 12 Sonntag 0, Scholer A. Drug interferertce in clinical chemistry:
Plasma 5 405 0.210 05 0.360 0.9 _recommendauon_of drugs ar_]d thEIF concentrations to be used in drug
interference studies. Ann Clin Biochem 2001;38;376-385.
Normalized Repeatability Intermediate 13 Miyakis S, Lockshin MD, Atsumi T, et al. International consensus
Ratio precision statement on an update of the classification criteria for definite
antiphospholipid syndrome (APS). J Thromb Haemostasis 2006;4:
Sample Mean SD cv SD Ccv 205-306.
(NR) (NR) (%) (NR) (%) 14 CLSI Document EP05-A3. Evaluation of Precision of Quantitative
LA Con Low 1.10 0.00988 0.9 0.0199 1.8 Measurement Procedures. Vol. 24, No. 25,2014. Approved guideline,
. 3rd Edition.
LA Con High 2.45 0.0295 12 0.0485 2.0
A point (period/stop) is always used in this Method Sheet as the decimal
Plasma 1 1.04 0.00816 0.8 0.0184 18 separator to marie the border between the integral and the fractional parts of
Plasma 2 1.32 0.0145 11 0.0300 23 a decimal numeral. Separators tor thousands are not used.
Plasma 3 156 0.0117 07 0.0338 22 For further information, please refer to the appropriate User Assistance for
the relevant analyzer and Method Sheets of all necessary components.
Plasma 4 2.05 0.0159 0.8 0.0365 1.8 Symbols
Plasma 5 2.33 0.0187 0.8 0.0416 18 Roche Diagnostics uses the following symbols and signs in addition to

those listed in the 1S 0 15223-1 standard (for USA: see dialog.roche.com for

Method comparison definition of symbds used);

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

A . (SYSTEMI Anaiyzers/Instruments on which reagents can be used
correlation (%):
Number of samples mea“red: 286 IREAGENT | Reagent
Total agreement (%): 90.6 | CALIBRATORI Calibrator
The normalized ratios with the Lupus S and Lupus C assays were between _ > Volume after reconstitution or mixing
0.770 and 3.08.

iGTIN Global Trade Item Number

References

1 ExnerT, Papadopoulos Q, Koutts J. Use of a simplified dilute Russell's
viper venom rime (DRVVT) confirms heterogeneity among lupus
anticoagulants’ . Bl. Coag. Fibrinol. 1990; 1:259-266.
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Lupus C

Lupus Confirm

cobas'

MpunoxeHue 1 Pasgen npefHasHayeH CNeLuanbHO Ans MHC3PYKLMW HO MPUMEHEHMIO Ha PYCCKOM 5i3bIKe

MakcvmanbHo  fonyCTUMBbIN KO3(phMuUmeHT  Bapuaumn
pe3ynbTaToB Onpefe;eunns aHanuta B 04HOM M TOM ke o6pasLie
He npeBbMKnaET 3 %.

[Jonyctumblii  pa3bpoc  pe3ynbTaToB NpU  MapanienbHbIX
onpeaeneHnsx OAHOM NPobbl pasHbIMM Habopamu COCTaBsieT
He 6onee 5 %.

CneunduUUHOCTb bla3HaYeHHS:

TecT in vitro gna nogreepxaeHns (Lupus C) npucyTtcTeus
BONMYaHOYHbIX aHTUKOA17UKTOB B LIUTPATHOW nnasme hosu Ha
aHanmsatopax  cobas t.  TecT  ucnmonb3yeTcs  Kak
BCMOMOraTe/bHbIl METOZ B AnarHocTmke
aHTUHOCHONMMNAHOIO CUHAPOMA.

[MokasaHus

TecT in vitro gna nogreepxaeHuns (Lupus C) npucyTcTeus
BO/IYAHOYHbIX @HTMK0A17M1AHTOB B LMTPATHON nia3me KpoBY Ha
aHamsatopax — cobas t.  TecT  ucmomb3yeTcs  Kak
BCMOMOraTe/bHbIl MeTOof, B AVarHocTmKe
aHTUoChoNMNUAHOro curogoma.

MPOTHBOHOKAa3aHWK
He npuveHuMo. M3genve npefHasHauveHo fAns NabopaTopHOii

ONarHoCTUKN,

Mo604HbIe AeiACTBUM
He npumeHnmo. W3gelUle npefHasHaueHo fAnsi nabopaTopHoOi
[MarHoCTUKu.

pH
SR (A, B, C): 6.0-8.0

Crabunbi<ocls

HeBckpbiTas kaccera cobas t cTabunbHa [0 OKOHYaHWS
YKa3aHHOro CpoKa TrOAHOCTW, MakcuMasibHO 24 MecC. C fAartbl
M3roToB;eHuA. [laTy U3roToBNeHNsA CM. Ha YNaKOBKe.

KOMHNEKT noctaBku

PeareHTbl B KacceTe A/ TMOAFBEPX;1EHNS1  Ka4eCTBEHHOMO
onpefeneHns BOMYAHOUHbIX aHTUKOAl7nsHTOB B LWTPATHOW
nnasmMe KpoOBM Ha aHawT3aTopax remoctasa aBTOMAaTUYeCKMX
cobas t (Lupus C/ Lupus Confirm cobas t systems).

YnakoBka

PeareHTbl rotoBbl K MPUMEHEHWIO, MOCraBAAOTCA B COCTaBe
Kaccerbl (kacceTa cobas t). OgHa KacceTa pacc>WraH Ha 60
TecToB. Kaccera pasgeneHa na pu otaeneHus (dnakoHa): /1, B
C.

PeareHT SR HaxoamTcsa BO hnakoHax A, B, C.

MepBnYHas ynakoBka: Kaccera

MapameTpbl KacceTbl:

MaTepuan: KacceTa ® NONITUMEH, KPbILLIKA - NOANCTUPON.
Pa3mepbl kacceTbl (gnHa/lmpuHa/ebicoTa): 82 mm + 10% / 35
MM + 10%/60 Mm + 10%

O6bem myctoro (nakoHa B
BMECTMMOCTb): 13,2 Mn+ 10%
TonwmHa cTeHku rakoHa: 1,8 Mmm+ 10%

Bec: 80 r+ 10%

Tun pa3melleHuns Ha npubope: ThenmTcs B cnelmanbHbIX Nasax
Ha aHanm3arope

MeTog 3a60pa peareHTa U3 Kaccerbl: acnvpauus

[abapuTHble pa3mepbl KpbILeK ()1akoHOB B MepBOM, BTOPOM U
TpeTbeM OTAeneHuAxX Kaccerbi(hnakok A, nakoH B, gnakoH C):

KacceTe  (MakcuMaibHas

2020-05, V 2.0 Pycckuii
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[nuHa (Bceit KpbIwKK): 21,6 MM + 10%
LLnpwuHa (Bcelt Kpbiwku); 21,6 Mm £10%
BblicoTa (Bceii Kpbiwkn): 13 mm = 10%

Bce pasmepHble A40MYCKN BbIMOMHEHbI cornacHo ISO 2768-mk,
1SO 8015 v DIN 16901-150.

KacceTta ynakoBaHa B Mpo3payHblIii MOAN3TUIIEH.

PeareHTbl ynakoBaHbl repmMernyHo.

YnakoBka u3fenvsa obecreymBaeT [OCTATOYHYIO 3alUTy OT
MEXaHWYECKMX, KNUMaTUYeCKMX BO3AEWCTBMIA NpW  YCNoBUM
cobnofieHns npasLu! TPaHCMOPrMPOBKM 1 XPaHEHNS.

Mapkuposka

OTUKETKM U NPOLLECC MapKUPOBKWM COOTBETCTBYIOT CepuiiHbIM
craHgapTam EN 1SO 18113-1, 1ISO 18113-2. EN ISO 15223-1.
B cootsetctBum ¢ AVNPEKTUBAMW EC Roche Diagnostics
1Ccnonb3yeT CnedytoLLyie CUMBOIbI U 3HaKK;

ONMANCATHH« C'tuon

l O6plTinc<t Kw kKx yw T 00 I_Fv'l TosmMOAM amMmn»cw 0l«
I NTW«MMUI0O viiro
rNH Kjra.io.uuja Kuwcp Homep JD1f
M Mpowaunnurca U' C'poaronioew
CE Thw CE IS10) A sn ypoerwoncTm
S Te-KuK ropaueNl nuww wkC | Tneneperypsbi!

, CoAGXLIAOrO gocuTouHO
Igdri 1ﬁo.hln].l4f| HOMep npenmT aan apoewHiES »

|UP|UU||(CT|N) WNW «CTM T»CTO»

U BMp%

MapKnpoBKa KacceTbl C peareHToM

1 HanmeHoBaHue

2. CopepXMMOro A0CTaTo4HO LUbl NPOBEAEHWA M-KOHYeCcTBa
TecToB(60)

3. KaTanoxHsblii Homep

4. W;teHTU(MKALMOHHBIA  HOMep
aHa/IMTUYecKoin cuctembl (System-ID)

Habopa ana IO

5. TonbkKo Ans AMarHocTuKy in viuo
6. CE-mapkupoBka

1. HasBaHue 1 agpec npoussoauTens
8. CTpaHa npoucxoxaeHus

9. Homep nota

10, Cpok rogHoctu

V. [dara npousBoacTsa

12 TemnepatypHblii granasoH

13.  Jlorotun npov3soanTens

14.  LWTpux-Kop

15.  O603HayeHWe crnocoba XpaHeHWs YNakoBKM, YyKasaHue
Kakas 13 CTOPOH [0/KHa ObITb CBEPXY

16. [MpegynpexpaeHve: O6patutecb K
NPUMEHeHNIo

17.  TenedoH ropsyeit nuHum B EC

18. B - O603HaueHWe Ha KOpryce KacCeTbl MOMOXeHUs
peareHTa SR

19. C - O603Ha4eHWe Ha Kopryce KacceTbl peareHTa SR

20. A - O603HauyeHMe Ha Kopnyce KacceTbl peareHTa SR

21.  'noba;u>Hblin Homep npegmeTa Toproean (GTIN)

22. QR-kof

VHCTPYKUMM 1O

MaKeT MapKUPOBKM Ha PYCCKOM fi3blKe



Lupus C
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MpunoxeHve 1. Pasgen npegHasHadeH cneumnanbHo ANs UHCTPYKUMM MO NMPUMEHEHUIO HA PYCCKOM Si3blKe

Peaicirrbi m kacceTe gna noaTBepXAeHasn KaueCTBEHHOTO OHPefenebIHsA
BOMYAHOYBLIX AHTKOArynsHTOB B LBTPATHON nnasMe KpoBWM Ha
aHanmsaTopax remoctasa aBlomaTHYeckux cobas t (Lupus C/ Lupus
Conflrm cobas | sys(ems)

FeiTicipauuouuoe ygocToBepeBHe No

Cpok MHICINCM. He ynakoBke

Temnepartypa !thaHeH>1 CM. He ynakoBke

Homep noTa cM. Ha ynakoBke

Mponssogurens: «Roebe DlaguosUcs GmbH» ("Pow [HarnocrHkc
FH6X"), Sandhofer Strassc 116, 68305 Manubeim, Germany, Nepnanus
Wrgenve npegHasnayeHo ToNbKO 4718 4BArHOCTHKH {0 vitro
Yunonsomoueblinblii MpefcTaBETeNb NPOH3BOABTENS Ha TeppuTopun P®:
OG6LUECTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbIO «Pow [luarHocTuka Pyc»
(OO0 <(Pow AnarHocTuka Pyc»), 107031, Mocksa, TpybHas nnowagb, 4.2
Ten: +7 495 229-69-99, hakc: +7 495 229-62-64.

E-mail: moscow.recepUon_dia@roche.com

Kar. Homep: 06504787190

TpebuBHUHA K MapKNpOBKe FPynnoBOi ynakoBKy
(TpPHWUCNOP3 HOM Tapbl), yCTaHOB/IEHHbIE N3FOTOBUTENEM
ToBap € TpaHCMOpTHOM OpynmnoBoi) MapKUPOBKOW YNakoBKM
UCMO/b3YeTCA  TOMbKO AN MepemeLieHns  U3fenns ¢
MPOMN3BOACTBEHHON  M/OWAAKM [0 COBCTBEHHOTO  CKMafa
NPOVN3BOAUTENS Ha TEPPUTOPUK CTpaHbl M3roToBWTENs. T.O.
TOBap C TPaHCMOPTHO/ MapKWPOBKOA He MOCTaBMsieTCs Ha
TeppuTopnio P®. Ha TpaHCMOPTHOA MapKMPOBKE YKa3aHbl
CBEAEHVS, VIMEIOLLMECA Ha PErynspHoii MapKvpoBKe, B TOM
uncne faTa NPoOM3BOACTBA NPOAYKTa (hUKCUPOBaHa.

YCnoBua TpaHCNOPTUPOBKY

Mepesd OTMPaBKOW C 3aBOAA MPOAYKT MPOXOAWT KOHTPO/IbHbIE
MpoBepku. MexayHapoaHble CUMBO/IbI  Ha  YMakoBKE U
creupanbHble  MHCTPYKLMM  No  o6palleHuio  yKasblBaloT
rpPaHCHOPTUPOBLUMKY, Kak cnegyeT o6pawatbcd € 3TU.M
npogykTom. Mpyv  NOAyYeHUU  MPOAYKTa  BHUMATENLHO
OCMOTpWTE  yMakoBky. [pu  Haimuum  No6bIX  CNefos
HCMPaBU/IbHUIO 06pPALLEHNSA Wil MOBPEXAEHUA HeMeLIEHHO
obpatutecb B OTAeN OOCNYXMBaHWA K/IMEHTOB KOMMaHUM
«Roche Diagnosiics GmbH» ("Pow AunarHocTke MM6X") nnm
K perHOiiajUIHOMy nocTasLLmKYy.

'IpancnoprmpoBka OCYyLLEeCTBNSAETCA BCEMU BUAaMM TpaHcnopTa
B KPbITbIX TPaHCMOPTHbIX CPeACTBaX B COOTBETCTBUU C
npaBunamm nepeBo3KW rPy30B, AEMCTBYIOLMMU Ha KaX4oM
Bue TpaHcnopTa. TemnepaTtypa npu TpaHcnopTuposke 2-8°C.

Crepunusauyunsa
Vl3p,en|/|e NnocTaBNAeTCcA  HECTEPUNbHbIM. He noanexunT
NOBTOPHOMY MCcno/sb3oBaHNO nivnn crepunusalmnm
Nnosb3oBaTenem.

Tpe6oBaHMs K 0XpaHe OKPYXatoLLeii cpespl

MeZMLMHCKOE 13AenMe NpU UCMOMb30BaHMM, TPaHCMOPTUMPOBKe
M XpaHEHWM He OKasblBaeT HEraTMBHOrO BO3AEHCTBUS Ha
yenoBeKa W OKpYXatou(yro cpedy Npu COGMIOAEHWN YCNoBuMii
MPUMEHEHNs 1 Mep MpedOCTOPOXHOCTY, YKa3aHHbIX B
VHCTPYKLMM

YTunnsaHHa

Bo n3bexaHne BO3MOXHOIO 3arpsi3HEHUst OKpYXKaroLLeld cpefibl
peareHTbl B KacceTe C MCTEKLUMM CPOKOM FOAHOCTY, a Takke
0TXOfpl, 1CMO/b30BaHHbIX peareHToB, [OMKHbI
YTUIN31NPOBaTLCA B COOTBETCTBUM C MECTHbIMU
rocyfapcTBeHHbIMA U / 13W 60NbHUYHBIMWA  HOPMATUBHLIMU
Tpe6oBaHUAMM.
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MpaBuibHOE  YHUUTOXEHWE W yTwimsaums  Oypgert
NoAAepPXKUBaTb  COXpPaHEHWe  MPUPOAHBLIX  PecypcoB 1
COfle/icTBOBATL 3allille 340POBbSi YeN0BEKA U OKPY>XKaroLLei
cpefpl.

YTunusaumsa 0TX0408 YNakoBKU.

Ynakoska npogykumm «Roche Diagnostics GmbH» (“Poww
OA{arHoctvke Tm6X"™) paspaboTaHa C UeMblO CBeAeHMs K
MUHUMYMY 3arpasHeHus opyxxaroLueii cpefbl Mpy COXpaHeHUm
LIeNlOCTHOCTM  MPOAYKTa BO BPEMS  TPaHCMOPTMPOBKW U
XpaneHus. YNakoBOUHble 0TX0bl AO/MKHbI YTUINM3MPOBATLCA B
MECTHbIX MyHKTax c6opa YnakoBKW, B CreLMLLLI3MPOBaHHbIE
KOHTeliHepbl, PACMOMOXeHHbIe B MyHULMNaUTeTax.
YTunusauma usgenmsa ¢ UCTeKIWMM CPOKOM FOAHOCTU K
OTXO0[0B, UCMO/b30BaHHbIX PeareHToB.

Mpy yTioW3anum W YHUUTOXEHUU W3[EAMIA C  UCTEKLIMM
CPOKOM TOfHOCTW, a TaKXe OTXOfOB, WCMO/Mb30BAHHbIX
peareHTOB, HeO6XOAMMO [eiCTBOBaTb B COOTBETCTBUM C
rLU'ViEHUYECKUMN HOpMaTMBaMU W CNeaoBaTb OduumaibHbIM
VHCTPYKLMAM MO YTUAN3ALMN U YHUUTOXEHUIO NOTEHUMaIbHO
VH(EKLMOHHOTO M XMMUYECKOro Martepuana, MpUHATLIM Ha
Tepputopun Poccuiickoi Pefepauyun 1 B gaHHOM J1MTY.
KntoueBbIMM BOMpOCaMW B CTPaTerny ynpasfielln OTX04amu
ABMAETCA ONTUMU3ALNSA TaKTUK W MNOLXOAOB K KOHEYHbIM
NpoJyKTaM, a Takke MUHUMU3ALUA BO3MOXHOIO 3arpssHeHus
OKpY>KatoLLeli cpefpl.
bonee noppobHyto
npoussowrrens  /
NpoV3BOAUTENA.
YTunmsauma  [o/KHa  NPOBOAUTLCA B COOTBETCTBUM  C
MECTHbIMW ~ HOPMamn  3aKOHOJATeNbCTBA, a TaKkKe B
COOTBETCTBUM C MPOTOKOMAMMU MEANLIMHCKOTO YUPEXAEHNS, Tae
MCcnonb3yrTCa AaHHblE MeAULIMHCKNE U3aenns.

IMe yTnnn3mposaTb COBMECTHO C 6bITOBLIMU OTXOAAMU.

WH(OPMALMIO  MOXHO
YMNOTHOMOY€EHHOT0

nonyunTb Yy
npeAcTaBuTeENs

FapaHTUitHble 0653aTeNbCTBA

MponssognTens (komnaHms <(Roche Diagnostics GmbH»

("Pow [AuarHocTvke [M6X")) rapaHTMpyeT, 4TO W3gdenve

COOTBETCTBYET CreumpunKaLmam, 3adB/eHHbIM Ha 3TUKETKe.

MpousBoanTenb HeceT OTBETCTBEHHOCTb 3a PaboTy W3aenuii

TONbKO B CAyyae WX NPaBUILHOTO  WCMOMb30BaHWA B

COOTBETCTBUM C WHCTPYKLUWMEW, a Takke COO/OAEHUS NpaBun

XPaHeHUs 1 TPaHCMOPTUPOBKM.

M3genvs gO/mKHbI MCNO/b30BaTLCA TO/IbKO 0 UCTEYEHNS CPOKa

rOAHOCTW, KOTOPbIA YKa3aH Ha yNakoBKe.

HACTOALLAA OrPAHNYEHHAA FTAPAHTUA
3AMEHSIET COBOW VIHbIE FTAPAHTUN, OAHO3HAYHO
BbIPAXXEHHbIE N1/ MOAPA3YMEBAEMbIE, BK/TKOUAA
NOBYHO NMOAPA3YMEBAEMYHO FTAPAHTUIO
MPUTOAHOCTU ansa KOMMEPYECKOI'O
NCMOMb30OBAHNA UNW ONA MHOBON UHOW LIEENN.
KOMMAHWA ROCHE DIAGNOSTICS GmbH HE HECET
OTBETCTBEHHOCTU 3A C/TYYAMHbIE, HEMPAMbIE.
CMEUVATIBHBIE TN KOCBEHHBIE YBbITKN.

Mo BOMpocaMm, CBA3aHHbIM C Ka4eCTBOM U3AENWiA, a Takke C 1xX
paboToOi.  HY)XHO  o6pawatbcd K  YNONHOMOYEHHOMY
NpeACTaBUTENO NPOM3BOAUTENA HA TeppuTopumn Pd:

O6LiecTBO € OrpaHW4YeHHOW  OTBETCTBEHHOCTbIO  «PoLu
[narHoctuka Pyc» (OOO «Pow [uarHoctuka Pyc»), 107031,
MockBa, TpybHad nnowagb, 4.2, Ten.: (495) 229-69-99, daxc:
(495) 229-62-64



Lupus C CObaS®

Lupus Confirm
MpunoxeHune 1 Pa3gen npegHasHayeH crneLmanbHO 408 MHCTPYKLMKU MO MPUMEHEHNIO Ha PYCCKOM A3bike

Mperewmnk HO Ka4yecTBy (peknamawms)

MopsfoK npefbsBleHNs peknamauuiA M OTBETOB Ha HUX
perynupyetcs rpaxpaHCKUM MpaBoM. Peknamaums  MOXeT
NpeabaBATECA TOMBKO M0 TakUM BOMpoOcaMm, KOTOpble He
SBMAANCL NPEAMETOM MPUEMKW ToBapa, MNPOM3BEAEHHON B
COOTBETCTBUM C YC/IOBUAMM Or0BOpA.

Mo Bcem BOMpocam, CBA3AHHLIM C OOC/TY)XUBAHWEM W3Lennd,
Heo6X0A1MO 06paTUTLCA K YTIO/THOMOYEHHOMY MpPeACTaBuUTeNto
MpON3BOAUTESA.

B cnyyae peknamauun obpallarbCs K Npou3BoaUTeNto 1 / uim
YNOHOMOYEHHOMY NPeACTaBUTENO NMPOU3BOAUTENS.

Mpown3sBoanTeNs:

«Roche Diagnostics GmbH>» ("Pow AnarHoctuke Mm6X")
Sandhofer Strasse 116,68305 Mannheim, Germany

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

YNoMHOMOYEHHbIN NpecTaBUTeNb NPOM3BOAUTENS:

O6LIeCTBO  C  OrPaHUYEHHON  OTBETCTBEHHOCTHIO  «Poly
[JwnarHoctuka Pyc» (OO0 «Poww AnarHocTmka Pyc»)

107031, Mockea, Tpy6Has nnowagp, 4.2

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

HpHMeyvaunHe:

Nrrarrusatop  remMoctasa  aBTOMaTWYecKuii  cobas t  ans
OMArHOCTUKM in Vitro ¢ NpUHaANeXHOCTAMKW,  BapuaHTbl
ncnonHeHns: cobas t 511 coagulation analyzer, cobas t 711
coagulation analyzer, npoussogcTBa "Pow [umarHocTuke
rm6X", lepmauns, perucTpaunoHHoe ygoctosepeHne P3H
2021/14548

Vicrronb3yeTcs COBMECTHO C:

* Habop KOHTPO/bHLIX MaTepuanoB [/ KOHTPONS KadyecTsa
onpefeneHnst BOMYAHOYHLIX aHTUKOArynsiHToB B LMTPATHOM
nnasMe KpOBKM Ha aHanM3aTopax remMocTasa aBTOMaTU4ecKnx
cobas t (Lupus Con cobas t systems), npoussoacTsa "PoLu
[Ovarnoctrke FM6X". FepmaHus).

2020-05, V 2.0 Pyccknii
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MepeBof, C aHTIMIACKOrO M HEMELIKOTO A3bIKOB Ha PYCCKMIA 513bIK

3eenep aHg Ap. Pennmet (Seeler & Dr. Fellmeth)

HoTapnanbHasa KoHTopa
HoTapuanbHas koHTopa 3eenep 3HA Ap. ©ennmeT (Seeler & Dr. Fellmeth) Ne7* 23*68161 MaHHxalim

Y [oCTOBEpPEHUE KONMUN

HacTosLLmM ceroHa NoATBePK/AaeTca BEPHOCTb KOMUK C NPe/CcTaB/IeHHOro OpUrnHana JoKyMeHTa.

r. MaHHxarim, 24.09.2021 .

[Moanwuce]
Knayaus 3eenep (Claudia Seeler)
HoTapuyc B r. MaHHXainm

[Fepbosas nevats: Knayams 3eenep (Claudia Seeler)
HoTapuyc B r. MaHHxalim]

HotapmansHas koHTopa 3eenep aHA Ap. dennvet (8eeler & Or. Pelltenl)*Ne 7,23*68161 MaHHXaiiM * aeHTUMKALMOHHBIA HOMEP NiaTe/bLLKa

HAC OE308834223
Ten. +49621860862-0 * dakc +49 621860 862-89 « KAN2LEI@QNOTARIAT-07.Dn * WWWmNOTARIAT-07 PE
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[JTorotvin: «PoLw]

ms_06504183190VvV2.0

Lupus S, Lupus C

Lupus Screen, Lupus Confirm

TekcT Ha pyCCKOM fi3blke VIHCTPYKUMM MO MPUMEHEHUIO Ha MEOMLMHCKOE m3fenve: PeareHTbl B
KacceTe ANs MOATBEPXKAEHUS KauyeCTBEHHOro OnNpedeNieHns BOMYaHOUHbIX aHTUKOArynsHToB B
LUMTPaTHON MnasMe KPOBW Ha aHa/m3aTtopax remocrasa aBTomaTuvyeckmx cobas t (Lupus C/ Lupus
Confirm cobas t systems)

npoussoacTea «Pow AuarHocTvke Mm6X» (Roche Diagnostics GmbH), CaHpaxodep LLitpacce 116,
D-68305 MaHHxaiim, epmaris (Sandhofer Strasse 116, D-68305 Mannheim, Germany)

PA3PABOTUMK
«Poww AunarHoctmke Mv6X» (Roche Diagnostics GmbH), MepmaHms.
CaHpxodep LLTpacce 116, D-68305 MaHHxaiim, "'epmaHns
(Sandhofer Strasse 116, D-68305 Mannheim, Germany)

YTBepKIeHO

«Poww AvarHocTtuke MvieX» (Roche Diagnostics GmbH)

[Hara: 23 ceHTsops 2021 roga

OT 1vieHn

[mogrmcs)

AH[pea Bebep

(Andrea Weber)

MeHepkep oTAena rnobasibHoro HopMaTVYBHO-MPABOBOIO PEry/MPoBaHsA

LLiramn [LLiramn: «Pow AuarHocTuke MveX» (Roche Diagnostics GmbH)
CaHpxodep LLitpacce 116

D-68305 MaHHxaiim

(Sandhofer Strasse 116, D-68305 Mannheim)]

2021

11
«Poww Ay HocTrke Mv6X»; Canaxodep LLTpacce 116; D-68305 ManHxavim (Roche Diagnostics GmbH; Sandhofer Suasse 116; D-68305
Mannheim); Ten,:+49 621 759 O; chakc: +49 621 759 2890
MeCTO HaXOXzeHWst OpraHa ynpasneHust: r. MaHHxalim - PervcTpaLyoHHbiIi cys: cyz nepBoit MHCTaHLMK r.MaHHXaliMa, Ne B TOproBOM peecTpe:
3962 - Mpaenenue: Knayc Xabepaa (Claus Haberda); AHgpeac LLmuTy, (Andreas Schmitz)
Mpepcenatens HabnoaaTeNnbHOro coseta: A-p Tomac LLnHekep (Dr. Thomas Schinecker)
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

Lupus S
06504183190 W 60

Lupus C
06504787190 V60
AHTINACKINIA

CucteMHasa nHgpopmaymsa

KpaTkoe Ha3BaHue ACN (Homep TecTa)

Lupus S 28390
Lupus C 28391
HasHauyeHue

TecTbl in vitro gns ckpuHuHra (Lupus S) u
nogreepxgeHus  (Lupus C) npucytcTBus
BO/I4aHOYHbIX aHTUKOArynsiHTOB B LMTPaTHOW
nnasmMe KpoBM HA YKa3aHHbIX aHamM3aTopax
cobas t.  TecT  uMCMonb3yeTcs  Kak
BCMOMOrate/lbHbliAi  MeTO4 B AMArHoCTMKe
aHTM(OCHONUNUAHOIO CUHAPOMA.

TeopeTnyeckoe 060CHOBaHMe

B Tectax Ha CBepTbiBaEMOCTb  KPOBM
NpUMeHsieTcs pa3baB/ieHHbI peareHT,
cofepxawii A ragookm - Paccena,  ans
akTuBaumy (paktopa X B Mna3Me  Kposu
naumeHTa no CTaHAapTU31POBaHHOM
MEeToAMKe.N BON4YaHOYHblE aHTUKOArynsHTbl
(BA) — 23T0 aHTUTENa K OTpuLaTensHo

3apsHKeHHbIM  hochonmnugamM, CBS3aHHbIM C
6enkamm, TakMMmn Kak (3-2-rMKonpoTenH' nm
MPOTPOMOUH.A  3TU  aHTUTENa YBENNYUBAKOT
BpeMsi CBepTbiBaHWA KpOBM B TecTtax C
(hocpomnupamu, Hanpumep AYTB v MB.

BA HabnwopgatoTca  npu ayTOMMMYHHbIX
3a00/1eBaHNAX (CMCTEMHas KpacHas BOJIYaHKa)
WX NOBTOPAIOLIMXCA MOTEPAX Mnoja W
paccMaTpvBatOTC  Kak  (PaKTop  pucka
BO3HVMKHOBEHWS TPOMOOTUYECKMX COObITURR. NN
Hannume BA MOXeT ObITb BPEMEHHbIM WK

cobas’

/T
cobas t 511/cobas t 711

Koz cuctemsl
Lupus S: 07 2005 7

Lupus C: 07 2005 8  cobas t 511/cobas 1711

MpuHYUMN metoga

An ragokum Paccena Hanpsimyto akTvBuUpyeT
thaktop X A0 (hakTopa Xa, KOTOPbIR
npeobpasyetT MPOTPOMOMH B TPOMOMH B
npucyTcTBuM hoctonmnuaos U aktopa V.
TpombuH  npeBpawaer  ¢ubpuHOreH B
HepacTBOPUMbIA  (PUOPUH. V3MepsatoT Bpems
MeX [y fo6aBeHeM peareHTa B niasmy Kposu
1 06pa3oBaHMEM CrycTKa.

B Lupus S cogepxutca a4 ragrokmn Paccena m
HM3Kan KOHLEHTpaums (hocchonmnmzos.
Hamune BA B o6pasue  3ameqiser
obpa3oBaHMe B HeM cryctka. B Lupus C
COAEpPXUTCA A4 raftokm Paccena v BbICOKas
KOHUeHTpaums  (hoconmnuaos,  KOTopble
HelTpanu3ytoT BA B 06pasue. Takum 06pasom,
ecm B o6pasue cogepxutca BA, Bpewms
CBEpPTbIBaHWA HOpManm3yetcs. Ecnm  Bpems
CBEPTbIBAHNA KPOBWM BCe elle  YA/IMHEHO,
peKoMeHZyeTCsi MPOBECTU TECTbl CMELLMBaHUA
Ans BblgBNeHNsA gedmumta daxtopos I, V n X
WX Ha/IMye MHIrMeMTOPOoB (hakTopa Xa wm
NHIMBUTOPOB TPOMOUHA. N

Mockonbky peareHTbl Lupus Screen/Confirm

HanpAMy0  akTuBMpytoT akTop X, TecT
HEYYBCTBMTENIEH K  WM3MEHEHUSM  YPOBHS
(pakTopa VII, a Takke (pakTopoB U
WHIMOMTOPOB BHYTPEHHEr0 nyTK

CBEPTbIBAHNS.
PeareHTbl — pabouwne pacTBOpbl
KacceTa cobas t

Lupus S

Lupus Screen: NMohIN3MPOBaHHbII

noctosHHbIM. M Hannune BA  aBnsetcs .

BaDKHbIM MapKepom PeLnABUPYIOLLErO PEAreHT, COAEPKALLNAN A, TAfIOKN

Tpom603a " MOXET NHAYUMPOBaTb Paccena, HU3KYH KOHLEHTpauyio

aHTVKOAryNIAHTHYIO TEpanuio. (pocthonMNINAB, renapuH-
HenTpan3yoLLee BELLEeCTBO, X10pUa,
Kanbuus, 6ytepbl, cTabunmsaropsl,

2020'05, V 2.0 AHrAnnnckum 1/ 8
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

a3nf HaTpus B KaYecTBe KOHCEpBaHTa 1
KpacuTesb.

a) CTapToBbIii peareHT (Start reagent)
SR HaxoguTtca B nosuuumn A, B n C.

Lupus C
SR*  Lupus Confirm: nmomnunsnpoBaHHsbIil
peareHT, COAepXXaLlnin 84 ragtoku
Paccena, BbICOKYH KOHLEHTpaLmio
(hocthonmMnnAo., renapuH-
HeMTpan3ytoLLee BELLECTBO, X/TI0PUA
Kanbuus, 6ydepsl, CTabunmnsaTops,
LUMnpothIoKcaLuH B Ka4ecTse
KOHCepBaHTa 1 KpacuTe/ib.

SR HaxoauTtca B no3vuun A, B u C.

Mepbl NpesoCTOPOXKHOCTU 1
npesynpexaeHuns

TofbKO N8 i Vitro AMarHoCTUKW.

Cobntopaiite CTaHAapTHble MepbI
NpPeaoCTOPOXKHOCTH, Tpebyemble npu
obpalleHMM €O BCeMM  NabopaTopHLIMMU
peareHTamm.
YTUNnU3npynTe OTXoAbl
MECTHbIMM NpaBuiamm.
Macnopt  6e30MacHOCTM  MpPefoCTaB/sfeTcs
NPO(eCCUOHa/IbHOMY  M0/1b30BaTeNt0 MO
3anpocy.

B COOTBETCTBMUN C

PeareHTbl cogepxxat asug Hatpua (< 1r/n) B
KayecTBe KOHCepBaHTa. PeareHTbl,
cogepxkatpe asmg HaTpws, cnepyet
YTUNN3NPOBaTb C  OCTOPOXXHOCTHHD, YTOObI
npefoTBpaTuTb  06pasoBaHMe  B3pbIBYATbLIX
MeTa/IIMYeCKMX  asmngos. Ecnnm  oTxogpl
YOANAOTCA B PaKOBWHbI,  WCMOMb3yinTe
00/bLLIOE KOMMYECTBO BOAbI ANS TLATENbHOM
NMPOMBIBKW.

Cnepyet wusberatb 00pa3oBaHWs MeHbI A1
NOO6LIX TWUMNOB peareHToB U Npo6 (06pasuibl,
KanmbpaTtopbl Y KOHTPO/bHbIE MaTepuasbl).

MpuroToBneHne paboyero pacTeopa

PeareHT rotoB K NPYMEHeHNI0, NOCTaB/AETCS B
cocTaBe KacceTbl (kacceTa cobas t).

Heobxoanmas AN KOPPEKTHOM  paboThbl

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

cobas’

MH(opMaLWst IO0CTYMNHa MOCPeAcTBOM cobas
link.

XpaHeHune n cTabunbHOCTb
XpaHutb npu 2-8 °C.

XpaHUTbL KacceTbl cobas t B BEPTUKa/IbHOM
NOJI0>KEHUN.

HeBckpbiTast KacceTa cobas t cTabuibHa Ao
OKOHYaHWS YKa3aHHOI0 CpOKa rofiHOCTMU.

CTabuNnbHOCTb BCKPbITOI KacceTbl cobas t:
Ha 60pTy aHanM3aTopa 8 YacoB nocne

cobas t pacTBopeHus

He 3amopaxunsaTb.

Céop ® noAroTtoBka Mmartepuana Aans
nccnefoBaHus

TO/IbKO NepeyvncnieHHble HUXKE TUMbl 06pasLoB
Oblnn MpOTEeCTMPOBaHbI U MPU3HAHbI
npuemnembimMu ans npoBeseHus
nccnepoBaHuii: 3.2 % HMTpaTHas nnia3va
KpoBU

cnonb3oBatb  CTaHZapTHble  MPOBUPKM,
npefiHa3HayeHHble Ans oT6opa 06pasuoBs, M3
nnacTtMaccbl WM CUIMKOHU3MPOBaHHOIO
cTekna. HeobxoAuMMO CTpOro OTC/IEXMBATb
COOTHOLLEHME KONMYecTBa KpoBu (9 yacTeil) K
pacTBopy umtpara Hatpua 0.11 M (1 yactb).*"

YKa3zaHHble TUNbI 06pasLos Obl
NPOTECTUPOBaHbI C MPUMEHEHMEM MPOGMPOK
and - otéopa  npob6,  KoTopble  Gbln
KOMMEPYECKM  AOCTYMHbl  HAa  MOMEHT
NPoBeeHNs  TECTUPOBaHWA, T.e.  Obln
NPOTeCTUPOBaHbI He BCE BO3MOXHbIE TUIbl
NPOBMPOK He BCeX NpoussoauTeneit. Cuctembl
cbopa 06pasLoB pa3INYHbIX NPOU3BOAUTENEN
MOTYT CofepXaTb  pa3/nyHble  BELUECTBa,
KOTOpble B  HEKOTOPbIX  C/ly4asx MoOryT
MOBNUATb Ha pe3ynbTaTbl WUCMbITaHWA. [pn
06paboTke 06pa3LOB B NePBMYHbIX NPOOMPKax
(cuctemax  cbopa  06pasuoB)  creayiTe
WHCTPYKLUMAM NPOM3BOAMTENS NPOOMPOK.

lMnasva [omkHa cofepxKatb
MeHbLle  TPOMOOUMTOB,  OCOGEHHO  ecim
06pasLibl 3amopaxuBatoTcs s
nocnegyoLLero TECTUPOBAHUS.

KaK MOXXHO

2020-05, V 2.0 AHTrnuniAckmnii
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

MpokoarynaHTHble (hocthonmnupl n3
NOBPEXKAEHHbIX nnu aKTUBMPOBAHHbIX
TPOMOOLIMTOB B/IUAIOT HA BPEMS CBEPTbIBAHUA
B TecTe Ha BAM

LleHTpudpyrupyiite 15 MuHyT npu 2500 g nm
TakK, 4TOObl MOKa3aTe/lb TPOMOOUMUTOB Obin
< 10000 TPOM6OLMTOB/MKJI.

PekoMeHayeTcs ABOViHOE
LeHTPUcyrMpoBaHme. Ecnv o6pasubl AOMKHbI

ObITb  3aMOpPOXeHbl,  TpebyeTcA  [BOIHOe
LIeHTpUyrpoBaHme.N™*

C1abuibHOCTb:

npu 15-25 °C 4 vaca

npu -80 °C (£ 5 14 pHeit
3aMOpOXEHHbIE a/IMKBOTbI niasmbl

HeobXoaMMO PasMopo3UTL Ha BOAAHON HGaHe B
TeyeHne 5 MuHYT npu 37 °C 1 OCTOPOXKHO
nepemeLatb Ans obecneveHns OAHOPOLAHOCTH,
n3beras 06pa30BaHUA NeHbl. TecTupoBaHuWe
Pa3MOpPOXKeHHbIX ~ 06pasyoB  HeobXoAMMO
BbINOMHUTL B TeyeHMe 2 4acoB. He
3amopaxuBariTe 06pasLbl NOBTOPHO.

CoctaB Habopa
Cwm. pasgen «PeareHTbl — paboymne pacTBOpbI».

Heobxoanmble MaTtepuanbl (He BXOAAT B
Habop)

m 1l 07138504190, Lupus Con, 2 X 5 X
1mn

m  O6uee nabopaTopHoe 06opyAoBaHMe

m  [IUCTUNNMPOBAHHAs UNI
[eVIOHM3MPOBaHHas Boaa

m  AHa/sm3aTop reMocTasa aBTOMaTUYeCKMiA
cobas t. Mpn HeobxoAMMOCTHN B
[OMNOMHUTENbHLIX MaTepuanax, CMOTpUTeE
PYKOBOACTBO MO/b30BaTeNs.

AHanuns

NS NonyyeHns ONTUMasbHbIX PE3Yy/bTaToB
TECTOB C/ieflyViTe YKa3aHusM, NpeacTaBIeHHbIM
B JAHHON WHCTPYKUMW. VIHCTPYKUMM MO

a0)bas

Ha MeToauKmn, He yTBEpXAEHHble KOMMaHWel
Roche, rapaHTWK He pacrpoCrpaHsoTCS.

MeTopg
PedpepencHblii nnTepsan (RI)

YCTaHOBUTE peepencHbliA  MHTepBan  A4id
Kagoro fnota peareHta Lupus S un Lupus C.
C ucnonb3oBaHveM He MeHee 40 OTAE/bHbIX
06pa3LoB  HOPMa/bHOM  Masmbl  KPOBM,
MOJlyYyeHHbIX  OT  3[40pOBblIX  [AOHOPOB,
paccumTainTe cpefHee 3Ha4YeHMe W AuanasoH
2SDA  [Ona  HopmanM3auuy - UCMonb3yiTe
CpegHee 3HauyeHWe BPEMEHW CBepTbiBaHUA
06pasuos pedepeHcHo rpynnbl Rl (MRI).
[Mpn cmeHe fnoTa peareHTa WUAK aHanusaTopa
Heob6X04MMO YCTaHOBUTb HOBbIN RI. 15 yyeTa
aHa/IMTUYECKON BapuabebHOCTN AaHHble A1
pacyeta Rl Heobxoanmo cobupaTtb B TeYeHUe
HECKO/bKUX AHel. HoBbIA  peepencHbIii
NHTEPBa/T PEKOMEHAYEeTCS yCTaHaB/MBaTb /14
obomnx peareHtoB, Lupus S u Lupus C, gaxe
€C/IN MEeHSeTCA NI0T TONbKO OAHOI0 U3 HuX,

4yTobGbl  Y4eCcTb  BapuabenbHOCTb  MeXay
pegepeHCHbIMI rpynnamu.

PacueT

HopmanusoBsatb OTHOCUTENLHO MRI

Heo6X0aVMMO BpeMsi CBEPTbIBaHWUS Kposu [c],
MONMyYeHHOe Kak Npu CKPUHUHIOBOM, TaK 1 Npy
MOATBEPXKAAlOLEM  TecTe.  PaccuuTaHHble
3HaueHUsi 0TOGPAKAIOTCS B BUAE OTHOLLIEHWIA:

CKPVHWHIOBOE  OTHOLUEHWE =  Bpems
cBepTbiBaHuA Lupus S ang obpasua niasmbl
naymeHta / MR1 Lupus S.

MMoaTeep)kparollee  OTHOLUEHME =  Bpemd
cBepTbiBaHMA Lupus C ana ob6pasua niasmbl
naupeHTa/MRI Lupus C.

KOHeuHble pesynbTaTbl BbIpaXAKOTCA B BUAE
HOPMaJ/IN30BaHHOIO OTHOLUEHUSA =
CKPUHNHIOBOE OTHOLIJeHVIe/I'IO,CI,TBep)K,D,aI'OLIJee
OTHOLLEHWME.

Hopmann3oBaHHOe  OTHOLWeHwe > 12
CUMTAETCA MOMOXUTE/IbHLIM  pe3ynibTatoM WU

npeanonaraet Hasmume BO/TYAHOYHOIO
BLINOMHEHMIO  TeCTa  HAa  KOHKPETHOM 5 moarvnaura,
aHanM3aTope MpPUBEAEHbI B COOTBETCTBYHOLLEM
PyKOBOACTBe Nosib30BaTens. CKPVHWHTOBOE, NoATBePKAAtOLLEE n
HOPMa/IM30BaHHOE  OTHOLUEHUS  ABASIKOTCA
2020-05, V 2.0 AHrnuiickui 3/ 8
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

pacyeTHbIMW TecTaMM W He MOryT OblITb
HacTpPOeHbl B NMPUOOpPE aBTOMATUYECKN MOc/e
CKaHMpOBaHMA LUTPUXKOLOB MeTOAUK Lupus S
n Lupus C. 19 HAaCTPONKM pacHeTHbIX TECTOB
CNefynte  WHCTPYyKumsaM B  PyKoBOACTBe
nonb3osarens cobas t B pasgene «Co3spnaHue
pacyeTHOro TecTa».

NHTepnpeTauus pesynbTaTos

TecTmpoBaHue Ha BO/MYaHOUHbIV
aHTUKoarynaHT (BA) HauMHaeTcs C TecTa
Lupus S.

CKpVHMHIOBOE OTHOLWeHWe < 1.2 03Hayaer,
4TO BA He 06Hapy»KeH.

CKpMHMHIOBOE OTHOLLEeHVe > 1.2 03HavaerT,
yTo CrnefyeT 3anofo3puTb npucyTcTene BA.
Batom cnyyae HeobXoAWMMbI [asbHenLimne
nccnefoBaHNA € WUCMOMb30BaHMEM — TecTa
Lupus C 1, BO3MOXHO, TecTa CMeLLUMBaHWSA
(MvKcuHr-Tecta). CKPUHWHIOBOE OTHOLLEHME
<12 » HopmasiM30BaHHOE OTHOLUeHWe > 1.2
03HauaroT, 4To BA 06Hapy>KeH.

HeobxogMMo yuuTbIBaTb PEKOMEHZALMM MO
nabopaTopHOMY TECTMPOBaHUIO Ha
BOMYAHOYHbIA  aHTMKOArynsHT  MHcTuTyTa
KMHWUYECKMX W NabopaTopHbIX CTaHLApTOB
(CLSI) n KomuteTa no CTaHgapTu3auun
TeCTUPOBaHWS Ha BO/TYAHOYHbIN
aHTMKoarynaHT (Standardization Committee of
Lupus Anticoagulant).A™*

TecT cMeLlBaHus

Ana  guddepeHLaIbHON  ANMarHOCTUKN  TecT
CMeLLnBaHNA (MUKCUHI-TECT) WCMOMb3YHOT B
CcrefyoLmx cnyyasnx: norpaHn4Hoe
CKPUHWHIOBOE  W/WM  HOPMaIN30BaHHOE
OTHOLLIEHWE; MOATBEPXKAaAtOLlee OTHOLLEHWE
>1.2; HOpPManM30BaHHOE OTHOLUEHWe <1.2;
YO/IMHEHVE BPEMEHW CBEPTbIBAHUSA KPOBU MO
pesynbTaTam n CKPVHWHIOBOTO, 7
MOATBEPXAAIOLLEro TeCTOB. TECT CMeLUBaHNA
nomoraet  audepeHumpoBaTs  Aeunumt
(bakTOpa CBepTbIBaHMSA W MPUCYTCTBME €ro
MNHIMOMTOPOBN™ 0IHAKO ero pesyibTaTbl MOryT
ObITb  UCKaXeHbl BCNeACTBME  pas3BefeHus
MHrMomTopa cBepTbiBaHUA. TeCT CMeLLVBaHWS
BbINOMHAGTCA  C  UCMO/b30BaHWEM  [A/1S
nccnefoBaHUA CMecU nnasmbl  MaupeHTa c

4 ] 8

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

HOPMa/IbHOI NynMpoBaHHOM nnasmoii (1:1).

KOHTpO/Ib KayecTBa

[lns NpoBepKM TOYHOCTVM U MOBTOPSEMOCTM
pe3ynbTaToB  TPeGyeTcs  WCMO/b30BaHMe
KOHTPO/IbHbIX MaTepUasios.

[ns KOHTPONsA KayecTBa WUCMO/b3yinTe Habopbl
KOHTPO/bHbIX MaTepuasioB, NepevncieHHble B
pasgene «Heobxogumble Matepuanbl  (He
BXOAAT B Habop)».

KOHTPONbHbIE MHTEPBa/bI U MPeAesbl AOMKHbI
ObITb  afanTUpOBaHbl B COOTBETCTBUM C
VHAMBUAYANIbHBIMA  TPEBOBaHUAMU  KXKLOW
nabopatopun.  PeKOMeHAyeTCsi  BbLLO/HAT
KOHTPO/Ib KayecTBa Mo KpanHein mepe Kaxiple
8 yacoB (B COOTBETCTBMM CO CTabW/IbHOCTHIO
peareHTa nocne pacTtBOpPeHus). [lonyyeHHble
3HayeHnst [O/DKHBI HaxoauTLCS B
YCTaHOB/EHHbIX npegenax. Kaxpaast
nabopatopus [AO/MKHA BblpaboTaTb MpaBuUna,
Nno3BoNAKOWME MNPUHATL  KOPPEKTMPYHOLye
Mepbl B C/lyyae, €C/IM 3HAYeHUs BbIXOAAT 3a
YCTaHOB/IEHHbIE Npesesbl.

CobntofainTe Bce AencTBytowme deaepanbHble
N MECTHble HOPMATMBHbIE aKTbl, KacatoLLmecs
BOMPOCOB KOHTPO/IS Ka4ecTBa.

OrpaHuYeHNs — UHTepdepeHLus

Bbiio  MPOBEPEHO  BAWSIHWE  CiEAYHOLLMX
9H/IOTEHHbIX BELIECTB M (hapMaLEeBTUYECKUX
npenapaToB Ha NPOBefeHMe aHaNM3a. BnusHve
Ha pe3y/nbTaTbl He HabMHAANOCk, BMIOTL A0
MepeYnCcIeHHbIX KOHLEHTpaLWIA.

Lupus S Lupus C:
SHI0reHHble BellecTsa

CoegunHeHne KoHueHTpauuns
KOHBLHOrMpoBaHHbIii 5wmr/gn
oMMpyouH

HeKoHbIOrMpoBaHHbIl 5 mr/on
ornnpyomnH

"emornobuH 200 mr/on
WHTpanunug 120 mr/pn

Kputepuit: PesynbTaT B npeaenax £10% ot

2020-05, V 2.0 AHTnunnckum
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Lupus S, Lupus C

Lupus Screen, Lupus Confirm

MCXOAHOro 3Ha4eHuA.

B 31eKTPOHHbIX LUTPUXKOAAX TeCTOB Lupus Su
Lupus C onoBeLleHVE O BbICOKOM 3HAYeHUU
NHAeKca nnnemMmnn NHaKTUBUPOBAHO.
PesynbTatbl TectoB Lupus S u Lupus C
COMpPOBOXAAKOTCA MPUMEYaHNEM TONbKO O
BbICOKMX 3HaYeHMsAX WHAEKCOB remonvsa U
NKTEPUYHOCTH.

BnusHMe  nunemMun,  remornobuHa U
6UMpy6rHaA MPOBEPSNOCh B COOTBETCTBUN C
Glick.*

Mpn nccnesoBaHUM nyna nnasmbl,
coflepXkallerd renapvH B KOHLUEHTpaummn [o
0.8 ME/Mn (He(hpaKLMOHUPOBaHHbIA renapuH,
H®IMN) n go 1.0 ME/Mn (HU3KOMONEKYNSPHbIN
renapuH, HMI), 3HaunMmoli nHTepdepeHLnn He
06Hapy»XeHo.

JlekapcTBeHHble  cpeacTBa:  [MpuMeHeHwe
06bIYHBIX  NIEKAPCTBEHHbIX  CPEACTB B
TepaneBTUYECKMX  [03aX He  OKasblBaeT

3Ha4YMMOro BINAHNA Ha Pe3ynbTaThbl. 1L

MpucyTcTBYE B 06pa3Le NpsMbIX MHIMOUTOPOB
TPOMO6WHA, TaKUX Kak gaburartpaH, apratpobaH
N OGUBaNIMPYAMH, WAU UHIMOBUTOPOB (hakTopa
Xa, Takmx Kak anukcabaH, 3JokcabaH W
puBapoKcabaH, BNSET Ha pe3ynbTaTbl TeCTa,
4TO MOXET UMETb K/IMHUYECKOE 3HaYeHMe.

®UOPMHOINTMYECKOE JelicTere
CTPenTOKMHa3bl (paspyLleHve (uUépMHOBOIO
Tpomba M  (DMOpPUHA)  YA/IMHAET  Bpems

CBEPTbIBaHWS, BCMEACTBME YEro WU3MeHseTCs
HOpMa/In30BaHHOe OTHoLLeHKe (HO).

Y nauveHToB, NONyvaroLlMxX MepopasibHYHO
aHTUKOArynaHTHYH Tepanuio, akTMBHOCTL Xa
M TPOMOUHA CHUXKAETCA, NO3ITOMY pe3y/bTaTbl
onpegeneHns BA 'y 3TuUX nauuMeHToB MOryT
ObITb  HEOCTOBEPHLIMW.™*  [NepcucTUpOBaHME
aHtuTen  (BOMYAHOYHOTO  AHTMKOAry/sSiHTA)
cnepyet onpefenatb 4vepe3 12 Hefenb nocne
NePBUYHOIO 06HAPYXXeHUS, YTOObI UCKIHOYNTD
Ha/Inymne TPaH3UTOPHBLIX aHTUTEs, KOTOpble He
ABNAOTCA K/IMHUYECKN 3HAUUMBIMA.*M

[Na KOHTPONA KayecTsa TecTa CMELUMBAHNSA He
PEKOMEHAOYETCA WCMO/Mb30BaTb KOMMEPYECKN
OOCTYyMHbIE HOpMa/lbHbIE nnasmbl c
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cobas'

HEYTOYHEHHbIMU
TPOMOOLMTOB.

YPOBHSAMM  uuTpaTa WU

Ana mcknoveHns Hanmums BA Heobxoammo
BbIMOMIHUTL KaK MWHUMYM 2 CKPUHWHIOBBIX
TECTa, OCHOBaHHbIX Ha pa3HbIX MeTodax. ™

OueHKa MOMYYEHHbIX pe3ynbTaToB
NCCNeaoBaHMs B [IMArHOCTUYECKMX  LIeNsX
[O/MKHA MPOBOAMTLCA C  Y4YETOM  UCTOPUM
6onesHu nayueHTa, pe3ynbTaToB
KMHWYeCKOro  06CneaoBaHMs U apyrux
[aHHbIX.

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

3TN  3HayeHWA COOTBETCTBYKOT WHTepBany
mMexay 2.5-m n 97.5-M npoueHTUnaMU Ond
pe3ynbTatoB, MOMYYEHHbIX MNpPU aHaiuse B
o6wei cnoxHocTy 200 06pa3L,0B HOPMa/ILHOM
Nnnasmbl KPOBM YenoBeka. Hopmann3oBaHHbIN
KoaghhmumeHT cpesa: 1.2. Nloporosoe 3HayeHme
Ob110 onpegeneHo B cooTtBeTcTBMM ¢ CLSI
H60A c¢ wucnonb3oBaHnem 200 06pa3LoB.
lMoporoBoe 3HayeHue ObIIO0 paccyMTaHo C
NCNoMb30BaHNeM cpefHero 3HayeHusa + 2 SD.

HopMasibHble — 3Ha4YeHWst  BapbupylOTCs B
3aBMCUMOCTM  OT  MECTHbIX YCNOBWIA U
nonynsuuii naupeHToB. Takue (DaKTOpbl, Kak
npoueaypa oT6opa  06pasLoB,  YC/OBMS
XpaHeHUsi 06pasLoB W MeTo[ M3MEepeHus,
TaKXKe MOTyT BIUSATb Ha Pe3y/bTaThl.

Kaxpgas nabopatopus [O/MKHA MCCnenoBaTb
NPUMEHNUMOCTb  OXMAAEMbIX  3HAYEHUA K
nonynsumMn  CBOEro  pernoHa W npu
Heob6X04UMOCTN  OMpeaenuTb  COBCTBEHHbIN
AmnanasoH pethepeHCHbIX 3HAYEHWIA.

TexHuU4Yeckne xapakTepucTnku

TexXHUYecKne  XapakTepuUCTUKM TecTa Ha
aHa/In3aTopax npeacTaBeHbI HIDKE.
Pe3ynbTatbl, NONMYYEHHblE B  OTAENbHbIX

nabopatopusx, MOryT OT/INYaTbCA.
Bocnpou3soanMocTb (NPeLu3noHHOCTb)

MoBTOPsSIEMOCTb U BHYTpWIaGopaTopHas
MPeLM3NOHHOCTb 13MepPEHWIA BblWA
YCTaHOB/IEHbI C WCMOMb30BaHMEM 06pPa3LoB
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Lupus S, Lupus C cabas'

Lupus Screen, Lupus Confirm

6VIOMaTepI/IaI'IOB HenoBeka W KOHTPO/bHbLIX

MaTepuasioB B COOTBETCTBUM C TpeboBaHusiMm  Hopmanuso- BHyTpunabopasop-
BaHHOE [oBTOpsAEMOCTb HaA

pykosoacTea EPOS MIHCTUTYTA KNIMHUYECKUX U Grnowenue MPELV3MOHHOCTb

NnabopaTopHbIX CTaHAapToB (CLsI) Cperee  CTHA- yoan  CTAHA o

(2 @MKBOTbI Ha MOCTAHOBKY, 2 MOCTAHOBKN B Obpasey  3HadeHue g  Bapuaumu g’ BapraLum
Hik NR) Ry EV®) (g V™)
AeHb, 21 [ieHb).** Bblnn NonyYeHbl cnegytoLime (NR)

) LA Con Low 110  0,00988 09 0.0199 18
pesynbTarbl: LAConHigh 245 00295 12 0.0485 20
Mnasva 1 104 000816 08 0.0184 18

Luputi Bus punabopaTtopHas Mnasva 2 132 0.0145 11 0.0300 23
Serien MosropsemocTs MPEUN3HOHHOCTb Mnasma 3 1% 00117 07 0,0338 22
Craiu. Mnasma 4 205  0.0159 08 0.0365 18

Cpeguee "y * Koo - Crawg Ko Mnasva 5 233 00187 08 00416 18

06pi)}cu 3HaueHue (SD)I Bapuauun otk (SD) Bapuauum

© @ © @ V) cpaphenne meTogos
Lﬁos\cfm 0 0304 09 05%3 1o Mpn cpasHeHmmn TectoB Lupus S u Lupus C ¢
Lﬁigﬁn 89.7 108 12 173 19 pacyeToOM MapHOro TecTa U HOPMasIM30BaHHbIM
Masval 323 0.217 0.7 0.470 15 COOTHOLLUEHMEM B  KayeCTBe  KOHEYHOro
e o7 om0 oo 4l pesynbTata, BbINOMHEHHbIX Ha aHaM3aTope
Miasvad 685 0.560 0.8 114 17 cobas t 711 (y), C aBTOMaTWU3NPOBAaHHbLIM
Hresvas 955 0.622 07 138 14 KoarynsumMoHHbIM TeCTOM (X) Gbln MoMyYeHbl
cnepytowme koppenaumn (%):
Irupys MOBropsEMoCTb BHyTpHna6opaTopHas
Confirm npeumsHoHHocTs — KONIMUYeCTBO MCCNefoBaHHbIX 06pa3LoB; 286

CraHg.

C Koat. C . Koadh.

O6pasely 3Hgig:emi Oég Bapmaﬂ)mw Gﬂ?gD) Bapaz(ﬁmm O6uyee cootBeTcTBME (%): 90.6
© &) (CV) (%) © (CV) (%)

LA Con HOpMaJ'II/I3OBaHHbIe COOTHOLWUEHNA C TeCTamMu

Low o4 013 04 0.162 05 Lupus S u Lupus C coctasnsnm ot 0.770 [0
R %1 o8 03 0.189 o5 3.08.

a2 B ol 03 oxo  gp  CMMGOK/MTEpaTypel
Hﬂ:gxzi 2;(2) 8%28 82 gg% 82 1 3kcHep T., Manmagonynoc I., KyTtc XK.
Wava5 405 0.210 05 0.360 09 Vicnonb3oBaHve yMpoOLLEHHOro nokasarens
BPEMEHN pa36aBneHHOro peareHTa,
q:) cogepxawiero 4 ragokm  Paccena
(DRVVT), nossonser  NoATBepXAaTb
reTeporeHHoOCTb . BONMYaHOUHbIX

aHTUKoarynsHToB. CBepTbiBaHWE KPOBW U
(mbpuHonms. 1990; 1. 259-266.

2 [espese K. M. [Ix, Opten T. J1., MNMeHro B. n
COAaBT. JTabopaTopHble KpuTepun
aHTUgocoNMNUAHOro  CUHAPOMA:  CBA3b
SSC ¢ |ISTH. J>KypHan Tpom603a U
remocrasa. 2018; 16: 809-.

3. JokymeHT CLSI H60-A. JlabopaTopHble
MCMbITaHNA BONYAHOYHOTO aHTUKOAryNaHTa.
YTBepXaeHHOoe  pyKOBOACTBO  (anpesnb
2014 r.).

4 TMMeHro B., Tpunonn A., Pebep I'. 1 coasT.
OdmunanbHoe  COOOLLEHME  HAYy4YHOro
KOMMTETA M KOMUTETA NO CTaHAapTu3auun

6 / 8 2020-05, V 2.0 AHrnuiickuii

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



ms_06504183190V3.0

Lupus S, Lupus C
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aHTUTEeN, 3aBUCUMbIX OT  BOMYAHOYHbIX
aHTMKOoarynsaHToB/hochonmMnmnaos:

06HOBNEHMEe PYKOBOACTBA N0 06HaPY>KeHWIO
BO/MYAHOYHbIX aHTMKOArynsaHToB. XXypHas
Tpom603a 1 remocTasa. 2009; 7:1737-1740.

5 [eH3eH Ox. P., Mwunnep x. 1.
MpucyTcTBME  MPSMbIX  UHIMOGUTOPOB
TPOM6MHA MOXKET MOB/MMATbL Ha pPe3y/bTaTbl
M UHTEpPNpeTauuio pesybTaToB WUCMbITaHUA
BO/T4AHOYHOr 0 aHTUKoarynsHTa.
AMEPUKAHCKUIA  XXYPHaN  KIIMHUYECKOM
naronorunn. 2005; 124(4):586-593.

6 Myp I.Y. AKTyalbHOEe PYKOBOACTBO W
pekomeHzauum rno nabopaTopHoMy
[eTEKTUPOBaHMIO BOMYAHOYHbIX
aHTUKoarynsHToB. CeMuHapbl Mo TPOM6O3y
n remoctasy. 2014; 40:163-171.

7 [OokymeHT CLSI H21-A5, 1. 28, Ne 5, 2008.
3abop, TpaHCrnopTUpoBKa ” 06paboTKa
06pa3LoB KpOBM NS KOMIMYECTBEHHbIX
aHa/JIM30B Koarynsuum B njasme Kposu W
MOJIEKY/IAPHOrO remocTasa. Y TBepXXaeHHOoe
PYKOBOZCTBO, 5-€ n3faHue.

8 [AokymeHT CLSI H3-A6. [lpoueaypsl
3abopa AuarHOCTUYEeCKUX 06pasLoB KpoBu
METOIOM  BEHEMYHKUMW. Y TBEPXKAEHHbIN
CTaH4apT - LUecToe u3gaHue, 1. 27, Ne 26,
2007.

9 Myp TI.B, Caumpk TI. @D 3ddekt
pa3baseHns B nccnefoBaHNAX
CMeLLMBaHWS paBHOr0 obbema
obecrneuvBaeT MOLTBepPXAeHV e

WNHIMOMPYIOLWEro AeicTBUA BOMYAHOUYHOIO
aHTUKOArynsaHTa faxe B aHaIUTUYECKOW
0bnactn, cneuyuduyHoOM AN CMeCw.
WccnepoBaHus Tpom6o3a. 2006; 118:523-
528.

KOlrnuk M. P., Paiigep K. Y., bkekcoH C. A
I"padmueckne CpaBHeHuA XapakTepa
NHTephepeHLMN KIIMHNYECKON XMMUYECKON
annapatypbl. KnnHuyeckas xumud. 1986;
32:470-475.

11 bpeitep k. OTY4eT 0 CUMMMO3NYME
«J1eKapCTBEHHbI  3PEKT B OTHOLUEHUM
MEeTO/0B K/IMHUYECKOWA XUMUW».
EBponeicKuii XypHan KIMHUYECKO XUMUK
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N KIMHWYECKon ouoxmmmnn. 1996; 34:385-
386.

123oHTar O., LWonep A. JlekapCTBeHHas
MHTepepeHLMA B  KIMHUYECKON XUMUW:
PEKOMeHaLumn Mo BblIOOPY NIeKaPCTBEHHbIX

CPeACTB M WX  KOHUEHTpauuid  ans
1ccnefoBaHuiA NeKapCTBEHHOM
NHTepdepeHUMn.  AHHaNbl  KMHUYECKOM

ouoxmmnn. 2001; 38:376-385.

13Mwuskuc C., JlokwmH M. A., Auymm T. u
coaBT. MexayHapogHoe  KOHCEHCYCHOe
3asBeHe 00 OOGHOBMEHUWN  KPUTEPUEB
Knaccugukaumm onpegfenieHHoro
aHTuoconunugHoro cuHgpoma (APC).
XypHan Tpom603a ¥ remoctasza. 2006; 4
295-306.

14lokymeHt  CLSI  EP05-A3.  OueHka
npeun3noHHOCTH KOMMYECTBEHHbIX
npouenyp msmepeHus, 1. 24, Ne25, 2014.
YTBepXXaeHHOe PyKOBOZACTBO, 3-€ U3faHue.

Touka B [JaHHOW  WHCTPyKUMM  Bcerda
MCNonb3yeTcs AN pasfeneHus AecaTUUHbIX
paspsaoB, UTO6Gbl OTMETUTb TpaHWULy Mexay
UeNbIMA 1 APOGHLNMM YacTAMU AECATUYHOIO
uicna. Pasgenutenu Ans rpynn paspsaoB He
MCMOMb3YHOTCA.

ans NonyYeHns AOMONHNTENbHOM
MH(opMaumMm  obpawaitecb K PykoBoacTBy
NoNb30BaTeNs 19 KOHKPETHOIO aHanmn3aTopa u
K WHCTPYKUMAM ANs  BCEX HEOOXOAMMbIX
KOMMOHEHTOB.

CumBONbI

B [OMNOJIHEHWNE K NEepeyYncrieHHbIM B CTaH4apTe
ISO 15223-1, Roche Diagnostics npumeHsieT
cnepytowme cumBosbl 1 3Haku (gns CLLA: cwm.
dialog.roche.com ans onpeneneHns
NCMO/b3yeMbIX CUMBOJIOB):

lcontent]  CocTaB Habopa

| AHanunsatopbl/npnéopsbl, Ha
KOTOPbIX MOXHO UCMO/b30BaTh
peareHTbl

Ireagent] PeareHT

icALBRATOR!  Kaninbparop
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O6bem noce PacTBOPEHNS UMK
CMeLLIBaHUS

lou] Homep B crcTemMe MeXayHapoHol
TOProB/m

COBAS n COBAS T aBnatoTcA TOBapHbIMK 3HaKaMu
KomnaHum Roche.

Bce ocTanbHble Ha3BaHWS MPOAYKTOB W TOBAPHbIE 3HAKM
ABNAOTCS COBCTBEHHOCTbHIO COOTBETCTBYIOLLUX
BNafIeNbLEB.

JononHeHuns, yaaneHusa nam n3MeHeHns otobpaxaroTcs
Ha MHAMKaTope M3MeHeHuin B nonax. © 2019, Roche
Diagnostics

CE

Roche Diagnostics GmbH,

Sandhofer Strasse 116, D-68305 A Roche”
MaHHXalim

www.roche.com
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[Fepbosas nevatb: Knayams 3eenep (Claudia Seeler)
HoTapuyc B I. MaHHXaiiMm]

MepeBoz BbIMO/HMMA NEPEBOAUMK

["'payeBa BepoHrka AnekcaHapoBHa
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Poccuiickaa deaepauus
["opog MockBa
MepBoro gekabps Ase ThicAYN ABajLaTh MNePBOro roga
A, lMpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOANMHHOCTb NOANMCU NepeBoAYMKa 'payeBoit BepoHKM AneKcaHPOBHbI.
Mognuck caenaHa B MOEM MPUCYTCTBUW.
JInyHOCTbL NoAnucaBLLEro AOKYMEHT YCTaHOB/IEHA.

3aperucTpmpoBaHo B peectpe: Ne 21/86-H/77-2021- 670 - AN

Ynna4yeHo 3a COBepLLEHME HOTapuanbHOro aenictans: 400 py6. 00 kon.

E.E. lpokoLueHKoBa

MpoLHy
1 cKpenn

E.E. lNpoko
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