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* Intended use
PATHFAST hs-cTnl is a product for in-vitro diagnostic use with the in vitro diagnostic
(IVD) automated analyser PATHFAST for the quantitative measurement of cardiac
Troponin | (cTnl) in human heparinized or EDTA whole blood and plasma. PATHFAST
hs-cTnlis intended to be used:

- asanaid in the diagnosis of acute coronary syndromes (ACS),

- inthe risk stratification in patients presenting with suspected ACS,

- by laboratory technician, nurse or physician,

- in hospital including emergency room, doctor’s office and clinical laboratory.
PATHFAST hs-cTnl is a device for near patient testing (NPT).

* Summary

Troponin complex consisting of three subunits |, T and C transmits intercellular calcium
signal to actin myosin interaction and regulates the contraction of striated muscle (1).
Cardiac isoforms of troponin I/T are expressed only in myocardium, differs from
skeletal troponin I/T and are a very sensitive and specific marker for myocardial cell
damage. An increasing number of patients with suspected ACS is a burden for
emergency departments worldwide (2). In 2015 European Society of Cardiology (ESC)
Guidelines recommended the use of cTn for diagnosis of NSTEMI with 99* percentile
as the cut off and for more accurate measurement of low troponin concentrations,
the use of high sensitivity cTn (hs-cTn), if the hs-cTh assay that cleared the high
sensitivity criteria recommended by IFCC is available (3, 4). The introduction of hs-cTn
assays enabled to develop the algorithm of fast triage of patients presenting with
suspected ACS (5). 2020 ESC guidelines advise a Class | recommendation, two serial
measurements of hs-cTn, on admission (0 h) and after 1 h (2 h), if there are the
validated cut offs for 0 h/1 h (0 h/2 h) algorithm of the assay, with which a large
proportion of the patients can be safely triaged for either rule-out for discharge or rule
in for lifesaving management (6).

* Test principle

The PATHFAST hs-cTnl procedure is based on chemiluminescent enzyme
immunoassay (CLEIA) and MAGTRATION. All required components for performing
the testing are packed in one reagent cartridge. By loading PATHFAST hs-cTnl into the
in vitro diagnostic system PATHFAST, cTnl can be accurately quantified within 17 min.
In this procedure, alkaline phosphatase labelled anti-cThl monoclonal antibody
(MoAb) and anti-cTnl MoAb coated magnetic particles are mixed with the sample.
cTnl contained in the specimen binds to the anti-cTnl antibodies forming an
immunocomplex with enzyme labelled antibody and antibody coated magnetic
particles.  After removing the unbound enzyme labelled antibody, a
chemiluminescent substrate is added to the immunocomplex. After a short
incubation, the luminescence generated by enzyme reaction is detected. The cTnl
concentration in the specimen is calculated by means of a standard curve.
*MAGTRATION” is technology of B/F separation where magnetic particles are
washed ina pipette tip and is a trademark or registered trademark of Precision System
Science Co., Ltd.

* Package composition of materials provided
Reagent cartridge 6 cartridges x 10 trays
The reagent cartridge consists of 16 wells. All wells with the exclusion of the sample
well (# 1) and counting well (# 10) are covered with an aluminium seal having a bar
code. All reagents for the test are filled in each well of the reagent cartridge. Do not
reuse a reagent cartridge. Thisis designed for single use only.

Wells  |[Form  |Ingredient Quantity  |Source

#1 Empty |Sample well - -

#2 Liquid  |Alkaline phosphatase 50 uL Calf intestine
conjugated anti-cTnl MoAb, Mouse
Na azide (< 0.1%)

#7 Liquid  |anti-cTnl MoAb coated 50 pL Mouse
magnetic particles

#13 Liquid ~ |Chemiluminescent substrate, 100 pL -
CDP-Star

#11 Liquid  |Sample dilution buffer 50 uL -
Na azide (< 0.1%)

#3,4,5 |Liquid |Washing buffer 400 pL &
Na azide (< 0.1 %),
Triton X-100 (< 0.1%)
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#1,6,8,9,10, 12, 14, 15, 16 are empty wells.
“CDP-Star” is a trademark or registered trademark of Applied Biosystems, LLC.

Calibrator 1 (CAL-1)
Calibrator 2 (CAL-2)
Calibrator diluent

2.0mLx 1 bottle (liquid, Na azide < 0.1%)
For 1.0 mL x 2 vials (lyophilized)
1.0 mLx 2 bottles (liquid, Na azide < 0.1%)

MC ENTRY CARD 1 sheet
Instruction for use 1 sheet
CONTROL DATA SHEET 2 sheets

Materials required but not provided

PATHFAST Analyser (Product #: 300929) and consumables
PATHFAST TIP (Product #: 300936)

PATHFAST WASTE BOX (Product #: 300950)

hs-cTnl Quality Control Materials

PATHFAST SAMPLE DILUENT 2 (Product #: PFO2D)

* Precautions and warnings
1. Do not peel off the aluminium seal of the reagent cartridge.
2 Handle the reagent cartridge by holding the edge of it and do not touch the
aluminium seal or the black well with your fingers.
When the reagent cartridge is dropped and damaged, do not use it.
Avoid contamination of saliva in the black well.
Avoid contamination of foreign substances such as fungi, bacteria and
detergent into the specimen.
After a certain period of storage or shipment, there may be some reagents
adhered to the aluminium seal. If such a condition is observed, gently tap the
cartridge on the table before use.
Store the reagent cartridges in an upright position at all times.
CAL-2 contains human serum. Although the used raw materials were negative
for HBs antigen, HIV antibody and HCV antibody, it should be handled as
infectious due to a risk of infections.
Used reagent cartridges contain bodily fluids. Handle with appropriate care to
avoid skin contact and injection.
Azide can react with copper and lead used in some plumbing systems to form
explosive salts. When disposing of azide-containing materials, they should be
flushed away with large volumes of water.
Dispose of all measured reagents and materials according to the standard
disposal method. For example, autoclave at 121 °C for 20 minutes. Follow
general precautions and handle all components as if capable of transmitting
infectious agents.
The PATHFAST reporting system contains error codes to warn the operator of
specific malfunctions. Any reports containing such error codes should be held
for follow-up. See the PATHFAST operator’s manual.
Patient samples may contain heterophilic antibodies that could react in
immunoassay to give a falsely high or low result. This assay has been designed
to minimize interference from heterophilic antibodies. Nevertheless,
complete elimination of this interference from all patient specimens cannot be
guaranteed. A test result that is inconsistent with the dlinical picture and
patient history should be interpreted with caution.
The results should be evaluated in context of all laboratory findings and the
total clinical status of the patient. In cases where the laboratory results do not
match the clinical picture or history, additional tests should be performed.
When any serious incident occurs in relation to the product, report to the
manufacturer and the competent authority in which the user and/or the
patient is located.
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Storage and expiration

Storeat2-8°C.

Store the cartridge tray with the label side up.

Avoid water damage during storage.

Do not open the cartridge tray until just before use.

Avoid contamination and exposure to direct sunlight.

CAL-1 can be used until the expiration date after opening.

CAL-2 is stable for 3 days at 2 - 8 °C and 1 month at -20 °C or lower after
reconstitution.

The expiration date is listed on each reagent cartridge and kit box label.
Do not use reagents beyond the indicated expiration date.
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Sample collection
Use whole blood or plasma collected with qualified collection tube containing Na-
heparin, Li-heparin or EDTA.

Sample stability
Whole blood sample must be stored at 2 to 25 °C and analysed within 4 hours after
collection.
Heparinized plasma samples are stable under the conditions bellow:
2t025°C: 24 hours
-20 "Cor lower: 1 month (freeze only once)
EDTA plasma samples are stable under the conditions bellow:
2t08°C: 24 hours
154025 °C: 6 hours
-20 "Cor lower: 2 months (freeze only once)

Sample volume: 100 pL
* Preparation and procedure

Refer to the PATHFAST operator’s manual for detailed information of the analyser
operation.

Reagent preparation

1. Reagent cartridge: Ready to use.

2. CAL-1: Ready to use. (Limited to use with reagent of the same lot.)

3. CAL-2: Transfer the whole volume of one bottle of calibrator diluent into one

vial of CAL-2. Do not use different lots of calibrator diluent to dissolve CAL-2.
Stand for 15 minutes at room temperature after the reconstitution. Mix gently
and ensure that calibrator is completely dissolved. (Limited to use with reagent
of the same lot.)

Installation of master calibration curve

1. Installation of a master calibration curve is necessary when a new reagent lot
is used.
2. Install the master calibration curve by reading the bar code on MC ENTRY

CARD, which is enclosed in each package, with the hand-held bar code reader
of PATHFAST.

User calibration

1. User calibration is necessary when a new reagent lot is used after installation
of the master calibration curve from MC ENTRY CARD.

2. User calibration is also necessary every 4 weeks after the first user calibration.
(MC ENTRY CARD is not required.)

3. The calibrators, CAL-1 and CAL-2, must be tested both in duplicate. Therefore,
4 reagent cartridges, two for CAL-1 and two for CAL-2 are necessary for user
calibration.

4. Place the reagent cartridges in the cartridge rack, and then dispense
approximately 100 pL of CAL-1 and CAL-2 in sample wells to load onto
PATHFAST.

5. Push the START button of PATHFAST and perform assay for the calibration.

Quality Control assay (QC assay)

1. QC assay is indispensable for assuring validity of sample results. QC assay is
performed after every calibration to check the calibration curves and to obtain
data from QC samples for quality control. After each calibration, with each new
shipment of previously calibrated test kit, or whenever the institution wishes
to verify the performance of the system, analyse two levels of quality control
material with known concentrations of cTnl.

Good laboratory practice recommends the use of appropriate quality controls.
It is recommended to follow national, federal, and local guidelines for quality
control. If controls do not perform as expected, do not use the test results.
Repeat the test or call your authorized PATHFAST distributor for technical
service.

Sample assay

1. Place the reagent cartridge in the cartridge rack, then dispense approximately
100 pL of sample into a sample well of a cartridge.

2. Load the cartridge rack onto PATHFAST and push the START button of
PATHFAST to perform sample assay.

Note

1. When a whole blood sample is used, the whole blood contained in a blood
collection tube should be mixed gently just before dispensing. (Do not use a
vortex mixer)) After dispensing the whole blood sample and loading the
cartridge on PATHFAST, the assay must be started immediately.

2. When fibrin threads or clots and ather insoluble materials are present in the
plasma sample, such material must be removed by centrifugation or filtration.

3. When samples are left for more than 5 minutes after dispensing into a sample

well, a lower result will be obtained analysing whole blood because of blood
sedimentation and a higher result will be obtained analysing plasma because
of increasing cTnl concentration by evaporation.
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4. When a whole blood sample is used, input of an individual haematocrit value
of the sample in PATHFAST is optional.
By Samples with results above 50000 ng/L should be diluted with sample diluent

(Product#: PF02D) and retested if a quantitative result is desired or
alternatively, they can be reported as > 50000 ng/L.

= Specific performance data
Representative performance data on the PATHFAST are given below.

Metrological traceability

The calibrator for PATHFAST hs-cTnl is traceable to the reference material NIST
Standard Reference Material for Human Cardiac Troponin Complex SRM2921 of the
National Institute of Standard and Technology in USA which certified concentration
for human cTnl.

Precision (repeatability)
Precision was assessed with whole blood and plasma samples at each 5 concentration
levels. The samples were tested in 20 replicates. The following results were obtained.

Whole blood Mean (ng/L) S.D. (ng/L) CV. (%)
Level-1 20.8 1.73 8.3
Level-2 168 10.0 6.0
Level-3 713 49.5 6.9
Level-4 12180 781 6.4
Level-5 43447 2433 5.6
Plasma Mean (ng/L) S.D. (ng/L) CV. (%)
Level-1 216 1.87 8.7
Level-2 176 7.45 4.2
Level-3 578 23.8 4.1
Level-4 14188 604 43
Level-5 42034 1974 4.7

Precision (reproducibility)

Plasma samples at 8 concentration levels within the measurement range were
assayed in duplicate in each run, 2 runs per day, for 20 days with 1 reagent lot on 1
instrument, for a total of 40 runs. The within-run and total coefficient of variations
(CV.) were calculated with standard deviations (S.D.) according to the CLSI EP5-A2
protocol. The following results were obtained.

Mésn Within-run precision Total precision

Sample (ng/Y) S.D. CV. S.D. CV.

(ng/L) (%) (ng/L) (%)
Level-1 213 125 59 1.55 73
Level-2 259 1.27 4.9 131 5.1
Level-3 34.9 1.56 4.5 1:72 4.9
Level-4 44.9 1.43 32 201 4.5
Level-5 180 9.18 5.1 11.0 6.1
Level-6 575 215 37 374 6.5
Level-7 14292 623 44 787 55
Level-8 41750 2153 52 2304 55

Analytical sensitivity

Limit of blank (LoB): 1.23 ng/L

Limit of detection (LoD): 2.33 ng/L

Limit of quantitation (LoQ): 14.2 ng/L (CV. 10%)

The CV. value at the 99" percentile concentration (29 ng/L) is 6.6%.

Linearity

¢Tnl antigen was spiked into plasma at 3 concentration levels (85.0, 7154, 55931 ng/L).
The samples were serially diluted with 10-fold using PATHFAST SAMPLE DILUENT 2
and assayed.

The recovery rate against the theoretical value was within 92- 103% up t0 55931 ng/L.

Assay range: 2.33 - 50000 ng/L
The assay range was set from the results of LoD and linearity.

High dose hook effect

cTnl antigen (approximately 44900000 ng/L) was serially diluted and assayed. There
was no high dose hook effect for the samples with their cTnl values up to 44900000
ng/L.

Analytical specificity

Interference of endogenous substances

The following factors were found to have an effect of less than 10% on the assay at
the concentrations indicated in parentheses.

Free bilirubin (60 mg/dL)
Conjugated bilirubin (60 mg/dL)
Lipemia (3000 FTU)



Triglyceride (1000 mg/dL)
+aemoglobin (haemolysis) (1000 mg/dL)
Rheumatoid Factor (500 1U/mL)

Interference of exogenous substances
The following drugs which might be used in target patients were found to have an
effect of less than 10% on the assay at the concentrations indicated in parentheses.

Acetaminophen (20 mg/dL)
Acetylsalicylic acid (0.3 ng/mL)
Allopurinol (2.5 mg/dL)
Ampicillin (5 mg/dL)
Ascorbic acid (3 mg/dL)
Atenolol (1 mg/dL)
Caffeine (10 mg/dL)
Captopril (5 mg/dL)
Digoxin (5 ng/mL)
Dopamine (65 mg/dL)
Erythromycin (20 mg/dL)
Furosemide (2 mg/dL)
Methyldopa (2.5 mg/dL)
Nifedipine (6 mg/dL)
Phenytoin (10 mg/dL)
Theophylline (25 mg/dL)
Verapamil (16 mg/dL)

Cross-reactivity
The following substances have no significant cross-reactivity on the assay at the
concentration indicated in parentheses.

ctnC (1000 ng/mL)
cTnT (1000 ng/mL)
sTnl (1000 ng/mL)

Reactivity to various troponin forms was calculated to the result of cTnl-T-C complex.
The assayed values of each troponin form listed below are within +20% of ternary
CTnl-T-C complex (21744 ng/L).

Free cTnl
Dephosphorylated cTnl
Phosphorylated cTnl
Correlation between samples of plasma and whole blood
X % Anticoagulants n Slope | Intercept r
Li-heparin 68 0.962 0.415 0.995
Whole Na-heparin 68 | 0.964 0.000 0.993
Plasma blood
o0 EDTA-2K 68 | 098 | 0018 | 0.99%
EDTA-2Na 68 | 0972 0.000 0.992

The regression equation was calculated by Passing-Bablok fit.

Expected values

. Reference limit

Using the PATHFAST hs-cTnl assay, the calculated value for the 99 percentile for
cTnl in heparin plasma samples of 490 apparently healthy individuals was 29 ng/L.
Measurable normal value and gender specificity

The gender specific 99" percentile and the measurable number of healthy subjects
between LoD and 99% percentile was identified. The measurable number of
healthy subjects between LoD and 99" percentile was 487 (66.3%) from 734
(Males: 382, Females: 352) healthy subjects with exclusion criteria: age <18, HbAlc
26.5%, NT-proBNP > 125 ng/L < 75 years, NT-proBNP > 450 ng/L > 75 years, eGFR
<60 mL/min/1.73m2 As the result of this study, PATHFAST hs-cTnl was classified as
a high sensitivity cardiac troponin assay (level - 2) defined by IFCC (4, 7).

[N

o

e Gender specific Measurable
n 99" percentile concentrations > LoD
(ng/L) (%)
Overall 734 279 66.3
Males 382 29.7 78.8
Females 352 203 52.8

The expected values/reference values may vary from laboratory to laboratory and
from country to country depending on various factors. It is therefore recommended
for each institution to establish corresponding expected/reference values.

Diagnostic performance criteria

To identify cTnl cut off values for 0 h/1 h algorithm recommended by 2015 and 2020
ESC Guidelines (3,6), cTnl concentration were measured using the PATHFAST hs-cTnl
assay in EDTA plasma samples obtained at O h and 1 h after admission to the chest
pain unit (CPU) from 1221 patients with suspicion of NSTEMI (669 for derivation and
610 for validation). As the result of the combination of two cohorts the identified cut
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offs for 0 h rule-out and 0 h/1 h rule-out showed 100% and 99.7% NPV respectively,
and for O h/1 h rule-in showed 80.1% PPV. In total more than 62% patients could be
triaged (5).

0 h Rule-out algorithm of patients with symptom 2 3 h before presentation

NPV Sensitivity Specificity | Ruled-out
Cutoff "l | %) %)
<3ng/L 792 100 100 46.5 322
0/1 h Rule-out algorithm
NPV Sensitivity | Specificity | Ruled-out
Cut off n
(%) (%) (%) (%)
<4ng/Land "
20-1h<3ng/L 1221 99.7 99.1 58.1 47.2
0/1 h Rule-in algorithm
NPV Sensitivity Specificity Ruled-in
Cut off n
(%) (%) (%) (%)
>90ng/Lor
A0-1h>20ng/L 1221 80.1 65.7 96.2 15.6
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Symbols
LSI Medience Corporation uses the following symbols and signs in addition to those
listed in the EN ISO 15223-1:2021 (Medical devices - Symbols to be used with
information to be supplied by the manufacturer - Part 1: General requirements).

[ | This symbol means “Device for near patient testing”.
(Symbols for self-testing and near-patient testing under the VD
Regulation 2017/746/EU. MedTech Europe. Dec. 13, 2018)

ol =

CARTRIDGE : Reagent cartridge
CAL : Calibrator 1
CAL : Calibrator 2

H

DILUENT : Calibrator diluent

MC ENTRY CARD : Entry card for master calibration curve

CONTROL DATA SHEET : Datasheet for control

* PATHFAST: JP Registered Trademark No.5982733

Summary of safety and performance is available from:
European Database on Medical Devices (EUDAMED).

Contact for technical assistance
www.pathfast.eu/contact
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LS| Medience Corporation
1-2-3 Shibaura, Minato-ku,
Tokyo 105-0023, Japan

PHC Europe B.V.
Nijverheidsweg 120, 4879 AZ, Etten-Leur,
Netherlands
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PATHFAST™ gpicokoayBerBuresibubiii Tpomonun I
<PEAI'EHTBI JUISI PATHFAST>

60 onpenenenuii

- Haznauenue

PATHFAST soicokouysctsutensHsiit Tponoxu 1 (PATHFAST hs-cTnl) —
OTO NPOAYKT AN AWArHOCTHUKH in VitI‘O, npumeﬂﬂemmﬁ C aBTOMATH4YCCKUM
aHanmzaropoM PATHFAST 1ng kONMYECTBEHHOrO M3MEpPEHHsS CEPAEUHOrO
Tponouuna I (cTnl) B renapuHU3MPOBaHHON HENBHON KPOBM M MNA3ME MU
LCJIbHOM KpoBK M Masme ¢ DJITA.

Hponykr PATHFAST BeicokouyBcTBuTensHblii Tpornonun [ npeanasnaven
JUIS KCTIOJb30BAHMUA

- B KayecTBe BCMOMOraTe/lbHOTO CPEACTBA JUISl IAWACHOCTMKH OCTPOrO
Koponaproro cusapoma (OKC),

- IpU CTPATH(UKAIMK PUCKA Y NALKEHTOB C nojo3pennem Ha OKC,

- TabOPaHTOM, MEJCECTPOM KK BpAUOM,

= B 6OHLHI/IU,C, BKJIIOYAs OTACJCHHWE HEOTJIONKHOM IOMOWUH, KabuHeT Bpava M
KIMHUYECKYIO  J1ab0paTopuio. PATHFAST  BBICOKOYYBCTBHUTENBHBII
TpononuH 1 sBnseTCS NPOAYKTOM, HMCIONB3YeMbIM JUIS BHENABOPATOPHOIO
uccnenosanus (NPT).

- KpaTkas nadopmanus

Tpononuuoseiit kommeke, cocTosmuit n3 Tpex cyoweunui I, T u C, urpaet
OCHOBHYIO POJIb B Mepeliaue BHYTPUKJIETOYHOTO KANbLMEBOr0 CUTHANA NpHU
B3aUMOJICHCTBHM AKTHHA M MHO3MHA U PEryIMPYeT COKPALICHUE TONEpPeHO-
nosnocatsix Mol (1). Cepaeunsie n3odopmel Tporonuna I/T nokanu3yroTes
HCKIIOYHTENBHO B MHOKapJe, OTIMYAIOTCs OT Tporonuna I/T ckeneTHsIX
MBI ¥ TPEACTABISIOT COOOM KapAMOocHeUM(UUHEI U UYyBCTBUTENBHBIHA
MapKep INOBPEXKICHMSA KICTOK MHOKapja. PacTywmiee 4Mcno naumeHTos ¢
nonospenreM Ha OKC sBnsercss OpemeHem s OTAENEHMH HEOTIONKHON
nomomm BO Bcem Mupe (2). B 2015 roamy Esponeiickoe 006mecTBo
kapjuonoros (ESC) pexomennoano ucrosnssosars Tporonun (cTn) s
AuarHocTiky uHdapkra muokapaa 6e3 noxséma ST-cermenta (MM6nST) ¢
TOPOrOBbLIM 3HAUCHHEM 99 MpOUEHTHNL, a It GONee TOUYHOrO W3MEpEeHHs
HU3KUX KOHLCHTPALWHA TPONOHMHA - MCIONB30BATh BBICOKOYYBCTBUTEIBHbIIA
tpononun (hs-cTn), ecnu JOCTYNEH COOTBETCTBYIOIMI aHATHM3, KOTOPBIi
YAOBJIETBOPACT KPUTCPUSAM BBICOKOH 4yBCTBUTENBHOCTH, PEKOMEHAOBAHHbIM
MexaynapoaHoii  denepaumeii KIMHMYECKOH XHMHM U J1abopaTopHO
meanumnel IFCC (3, 4). Bueapenne aHaiusa Ha BbICOKOYYBCTBUTEIBHbLIH

TPONIOHMH  MO3BOJIMIO  pa3paboTaTh  anroput™  OBICTPOH  COPTHPOBKMU
nauuentos ¢ mopospennem Ha OKC (5). CornacHo pykosoacrsy ESC 2020
peKOMEeHyeTcs Knacc i JBAa  IOCTEI0BATENLHBIX n3MepeHust

BBICOKOYYBCTBHTE/IBHOTO TponoHuHa Npu noctyminenuu (0 4) u yepes 1 yac (2
4), €CIIH CYWIECTBYIOT NOATBEPKACHHBIC IOPOroBbie 3HaueHus ans 0 u/l 4 (0
4/2 ) anropuTMa aHaNn3a, ¢ MOMOLIBIO KOTOPOro GOMBIIAS H4acTh MALUCHTOR
MOXET OBITh 6E30MaCHO OTCOPTHPOBAHA JHGO JUIA MCKIIOUCHMS BBIIHCKH,
JIMGO VTSl IPUHATHS MEP IO CIIACCHMIO KU3HH (6).

= Ilpynuun ananu3za

llpouenypa mnposenenus ananmmsa PATHFAST  BBICOKOUYBCTBHTENBHBIIL
Tpononnn 1 ocHoBaHa Ha XEMUIIOMHHECLEHTHOM HMMYHO(EPMEHTHOM
anamuse (CLEIA) ¢ ucnons3osanmem Texsomornn MAGTRATION. Bee
HEOOXO/MMBIC KOMIMOHEHTDI JUISl NPOBEJEHUS AHANM3A YNAKOBAHBI B OZMH
KapTpupk ¢ pearenramu. 3arpysuB PATHFAST BbICOKOUYYBCTBHTEIBHBIIA
Tpononnn I B cucremy st auarnoctuky in vitro PATHFAST, MOXKHO TOYHO
onpenennts konuuectso Tponmowuna 1 B Tewenwe 17 munyr. B jpaHHOi
npoueaype menouHas Qocdaraza, MedyeHHas MOHOKIOHAIBHBIMU AHTUTETAMH
x Tpononuny 1 (MoAb), n MoHOKJIOHaNBHBIE aHTHTena kK Tpononnuy | Ha
MarHWTHEIX — 4acTHLAX  CMemMBalOTCa ¢ obpasuoM. Tpomonun I,
coiepxaluuiics B 00pasue, CBA3BIBACTCA C aHTuTeNamu K Tpononuny I,
00pasys UMMYHOKOMIIIGKC C MEYCHHBIMM (DEPMEHTOM AaHTHTENaMH U
AHTUTEIaMM Ha MarHuTHbIX vacTunax. llocne YAanCHus HCCBA3ABIUMXCS
MEUCHBIX (JCPMEHTOM aHTHTEN K HMMYHHOMY KOMILIEKCY [06aBiseTcs
XEMHUJIIOMHHECUCHTHBIH cyOcTpar. Tlocne HenpoAoKUTEIbHON MHKYGaMu
noj  BO3JCHCTBMEM  (DEPMEHTHONH  peakumu B CMECM  HAuMHAETCS
momunecuenuust. Konuentpammo Tpononusa [ B 00pasle paccHHTHIBAIOT ©
MOMOLIBIO CTAHJAPTHOMN KPUBOIA.

*MAGTRATION — or10 Texuonorua pasgeinchus B/F, Nnpu  KOTOpOWH
MarHuTHBIE YaCTUUbI TPOMBIBAIOTCA B HAaKOHEUYHMKe. JlaHHAas TEXHONOTrHsS
ABJACTCA TOPrOBOM MapKOH WM 3aperdCTPUPOBAHHON TOProBOH MapKoif
komnanuu Precision System Science Co., Ltd.

* Cocras nocrasisiemoro na6opa

Kaptpumxk ¢ pearentamu: 6 kaprpupkeil X 10 10TKOB

Kaprtpumwi ¢ pearcutamn coctonT 13 16 siyHox. Bee yHku, Kpome JIYHKW IS
obpasua (Nel) u nyskn s cuuTsiBanus (Nel10) 3ameuaransl almoMHHACBON
Gombroft  co wrpux-konom.. Kaknas fynka kapTpmmka  3anojHeda
pearcHTamu Ui TECTMPOBaHMs. 3anpellaercs HCIONb30BaTh KAPTPUIDK C
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peareHTamu NOBTOPHO. ﬂpeﬂnamalleu WCKHOYHUTENIBHO ULt OJIHOPa30BOIro
HUCTIOJIb30BaHKA.

Jlynku |Dopma Hurpeanenr Kosuectso [Mctounuk

#1 |Ilycras Jlynxa Juis oOpasua - -

Kuueunuk
TEJCHKA
Mblp

#2  |[XKuaxas  |llenounas pocdarasa, 50 mkn
KOHBIOIHPOBAHHAS ¢
MOHOKJIOHAJILHBIMM
antutenamu K Tpononuny I,

Harpus a3un (< 0.1%)

#7 |XKuakas  |Mouoknonaneusie  antutenal S0 mxn  [Mblmb

K Tponounny [ Ha
MarHuTHBIX YaCTHLIAX

# 13 |unkas | XeMHIIOMUHHCUCHTHbII 100 mxn |-

cyoctpar CDP-Star

#11 |Kuakas |Bydep  ans  passegenus| SO Mka |-
00pa3Los

Hatpus azun (< 0.1%)

#3,4, Kunkas  |[Ipomsisounsiii Oydep 400 Mxn |-
5 Harpusa azun (< 0.1%),

[TAB Triton X-100 (< 0.1%)

#1,6,8,9,10, 12, 14, 15, 16 — nycTole NyHKH.
“CDP-Star” apssieTcs TOPropoii Mapkoil Wil 3aperucTpUPOBAHHON TOProBoii

mapkoii komnauun Applied Biosystems, LLC.

Kanu6parop 1 (CAL-1) 2.0 ma x | ¢nakoH (KMAKWI, HaTpUs
asnn < 0.1%)
Kanu6parop 2 (CAL-2) g 1.0 mMn x 2 (Qnakona

(mopunnzoBanpIii)

Paz6asurens mns kanubpartopa 1.0 mn x 2 ¢nakon (KWIKWi, Hatpus

azun < 0.1%)
Kapra MC ENTRY CARD | wryka
MHCTpyKLEA O NPUMEHESHIIO 1 wryka
[Tacnopt KoHTpONIS 2 WTYKH

Heo0xoaumeie MaTepuasibl, He BXOASIIME B KOMILIEKT M0OCTABKH
Ananuzarop PATHFAST (npoayxr Ne: 300929) 1 pacxoamsle Matepuanbi
Haxoneunnk PATHFAST (npoayxr Ne: 300936)

Konteitnep ans orxono8 PATHFAST (npojykr Ne: 300950)
KouTrponeHble MaTepuasl A1 BEICOKOUYBCTBHTENLHOIO TPONOHMHA |
Pas6asurens s o6pazuos PATHFAST 2 (npoaykt Ne: PFO2D)

= MepsI 1pegoCTOPOKHOCTH

1. He cHumath amoMUHHEBYIO (GONBIY ¢ KapTpUDKa.
2. JlepxxaTh KapTpuDK TOJBKO 3a Kpail u
ATFOMUHUEBOTO MOKPBITHS UITH YE€PHOM JIYHKH.

3. He nonb3osatscst KapTpHDK C peareHTamyi B CIyyae ero najeHust wi
MOBPENICHHS.

4. M30eraTh 110N1a/1aHUs CIIOHBI B YEPHYIO JIYHKY.

5. Msberats nonananus B 06paseil NOCTOPOHHIX BELICCTR, TAKUX KaK rpHOKH,
OaKTepny 1 MOIOLINE CPEICTRA.

6. Tlocie ONpe/ICNEHHOrO  MEpHOAa XPAHEHHA MM TPAHCHOPTHPOBKH
HEKOTOpOE KOJIMYECTBO pearcHTa MOKET MPUAMOHYTh K aTOMUHMEBOI
(onere. B Takom cnyuae, nepei MCIOJIb30BAHMEM AKKYPATHO IMOCTYUHTE
KapTPHIKEM 110 CTONY.

7. Beerna Xpauurte KapTpHDKK C pearcHTaMK B BEPTUKAIBHOM TTONOMKCH .

8. Kamubparop CAL-2 cONEpIKMT HENIOBEYECKYIO CBIBOPOTKY. XOTs
UCIOJIb3YEMOE ChIPBE OBIIO OTpPHULATENbHBLIM Ha anturen HBs, anTturena k
BUY u antutena k Bupycy renaruta C, B CBS3HM C PUCKOM 3aPKEHHS C HIM
cre/lyeT oOpamaThes Kak ¢ HH(EKLUHOHHBIM MATEPHANOM,

9. Mcnons30BaHHBIE KAPTPUDKH C PEATEHTAMM COAEPIKAT OMOJOMHUCCKME
xuakoern.  C HuMM  caeayeT  obpamarscs ¢ COOTBETCTBYIOUICH
OCTOPOKHOCTBIO, UTOOBI M30EKATH KOHTAKTA C KOMKEH ¥ MHHLEKLIUHN.

10. A3uj MOXKET BCTYNATh B PEAKUMIO ¢ MEIBIO W CBUHLIOM, HCTIONB3YEMbIMH B
HEKOTOPBIX BOJIONMPOBOJIHBIX CHCTEMAX, C OOpa3OBaHHEM B3PLIBOONACHBIX
coneid. [Ipn yrunmsauun azuacoiepKalinx MAaTEPHaioB MX CIELYET CMBIBATH

HE KacaTbCs najblamMu

" GONBIIUMH 00HLEMAMU BOJIbI.

11, YrunnsuposaTs Bce HCNONB30BAHHBIC pPEArcHTh U MaTepuabl B
COOTBETCTBMH ~ CO  CTaHJAPTHBIM  METOJOM  yTHinm3aumu. Hanpuwmep,
aBTOK/IaBUpOBaTh Npu temrneparype 121 °C B teuenne 20 munyrt. Cnenyer
cobmonare 06UME MEPbl MPEIOCTOPOKHOCTH M OOPAIAATECh €O BCEMM
KOMITOHCHTAMH KakK € NOTCHUMAIbHO HH()ECKIMOHHbIMU areHTamMu.

12, Cucrema oruernoctn PATHFAST  comepuT  Koabl  OIHGOK,
NPEAYNPEKAAOIUME  ONeparopa O KOHKPETHBIX HEHCHpaBHOCTAX. JII0ObIC



OTUETHI, COACP/KALUME TAKMe KOZBI OWMOOK, CrleayeT COXpaHiATh Ul
nanbHeiiero paccMotpenus. CM. pyKOBOJICTBO ONEpaTopa PATHFAST.

13. OOGpaszupl NaUMEHTOB MOIYT COACPIKATH rerepo(uiIbHbIE  AHTHUTENA,
KOTOpBIC MOTYT BCTYNaTh B PEAKUMIO B MMMYHOAHAIW3E M JaBaTh JOXHO
BLICOKMIl WM HU3KWil pesynprar. Jlamueid anams Obul paszpaboTan s
MUHMMU3AUMN  BIIUMAHNSA FC’I‘C]’)O(I)HHLHLIX AHTUTE]. Tem He MeHee, I0JIHOC
yeTpaHeHye Takoro BIMAHMA BO BCEX 00pasuax MalyMeHToB rapaHrtnposarh
HEBO3MOXKHO. Pe3yapraT ananusa, He COOTBETCTBYIOUIMM  KIMHUUECKOI
KapTMHE M auamHesy  MalMeHTa,  CIICAyeT — WHTCpNpernposars ¢
OCTOPOIKHOCTHLIO.

14. PesyiibTaThl CleyeT OLEHMBATH B KOHTEKCTE BCEX JIAGOPATOPHLIX AAUHLIX
M 06Wero KIMHUYECKOro cTaTyca nawyenra. B ciyuasx, korja pesynbTarbl
NaBOPATOPHBIX MCCIEA0BAHMI HE COOTBETCTBYIOT KJMHHYECKOH KapTUHE WU
a"naMmuesy, cJielyeT npoBeECTH JIOITOJIHUTEIIbHbBIC UCCIIe1I0BaHMSA.

I5. IIpn BO3HMKHOBCHMM JIIOOOTO CEPHE3HOrO MHUMACHTA, CBA3AHHOTO C
[POLYKTOM, COOOILMTE 00 ITOM NPOM3BOAMTENO M KOMIETCHTHOMY Oprasy, B
KOTOPOM HAXOJMTCS MOJIb30BATEND W/MIIN TALMCHT.

Xpaneuue ¥ CPOK roJHOCTH

1. Xpauuts npu Temneparype 2-8°C.

2. XpauuTh NOTOK JUISl KAPTPUJLKA STUKETKOM BBCPX.

3. M3Berarh noBpeKACHHs BOJLOK BO BpeMs XpaHEHMUS.

4. He BckpbIBaTh KAPTPULK JIO UCII0JIL30BAHMS.

5. M36erarh 3arpsA3HEHMS U BO3NCHCTBMA MPAMBIX COJHEHHBIX ayuei.

6. Iocne otkpuitus kanuOparop CAL-1 MOXKHO MCNOJB30BATE L0 MCTCHCHUA
CpoKa roJIHOCTH.

7. Tocne pactsopenust kanuopartop CAL-2 crabuiieH B TEUCHUE 3 el npu
temneparype 2-8 °C u B Tewenue 1 mecsua npu Temneparype -20 °C unm
HIDKE.

8. CpOK roJIHOCTH YKa3aH Ha KAK/IOM KapTPULKE ¢ PearcHTamn M STHKETKE Ha
Kopobke ¢ HaboPOM.

9. 3anpelaeTcs HCNoNb30BaTh PEArenThl MOCHE HCTEYCHMS YKA3aHHOro cpoka
rOAHOCTH.

3abop npod
VCIONb30BATS LEbHYIO KPOBb WIM TLI3MY, COOpaHHbIe JOMKHbIM 06pasoM B
POGUPKY € HATPUS FENapUHATOM, JIMTHS renapuHaToOM Wil DHTA.

CrabunbHocTh 00pasuos

O6pasupl UENbHOH KPOBH HEOOXOAMMO XpaHMIb pH TEMIEpaType 2-25°C, a
aHalM3 IPOBOINTCS B TCUCHHME 4 4acoB nocine 3a60pa.

OOpa3supl  renapuHU3MpPOBAHON  MIa3Mbl cTabuibHbl  NpH
CHEYIOMMX YCIOBUM:

2-25°C: 24 yaca

220°C wm uke: 1 Mecsiw (TONBKO /s OHOKPATHO# 3aMOPO3KM).
O6pasupl niasmsl ¢ DATA  crabuibHbl NpH COOJIO/ICHHM  CIEQYIOIIMX
YCIIOBUI:

2-8°C: 24 vaca

15-25°C: 6 uacos

220°C K HiKe: 2 MECSLA (TOJbKO JULsl O/HOKPATHOH 3aMOPO3KHM)..

co6MmOoACHUH

O6Bem o0pazua: 100 mxJL.

- llOLll"OTOBKﬂ pCﬂl‘CllTOB u npoueuypa aHa/3a

[Togpobuyio  uudopmaumio o pabore aHanusaropa cM. B PYKOBOACTBE
oneparopa PATHFAST.

IloAroToBKA peareuToB

|. KapTpuok ¢ peareHTOM: TOTOB K HCII0J1b30BAHMIO.

2. Kamabparop CAL-1: roTtoB K HCHOJIb30BAHHIO.
OrpaHyueHO PearcHTaMM OJHON NapTHM).

3. Kanubparop CAL-2: 100aButh COAEPIKUMOE OAHOTO (nakona pazdaBurens
s kanuGpartopoB B oauu (akod ¢ kanuoparopom CAL-2. 3anpelaeTcs
Mcnop3oBary pasdasuteny s pactsopenus CAL-2 u3 pasHbiX napTui.
[Tociie BOCCTAHOBJICHMS BhLACPIKMTE 15 MUHYT IPH KOMHATHOH TeMIepaType.
AKKypaTHo lcpemewiaiite u  yGeauTech, UTO  KamMOparop MONHOCTHIO
pactsopuiics. (MCIons308aHne OrpaHiieo pearcHTaMu oiHoH napTHy).
YeTanoBKa 0CHOBHOM KATMOPOBOYHON KPUBOH

1. Yeranoska OCHOBHOM KanuGpOBOUHOH KPHUBOH NPOBOAMTCS KaicIbidl pa3
NPy HAYANE UCMOJIb30BAHMS HOBOH NapTHH PEAreHToB.

2. Ycranoska OCHOBHOH KaiuOpOBOYHOH KpMBOM MNPOM3BOAMTC MYTCM
cunThiBaHMi WTpux-koja Ha kapre MC ENTRY CARD, xotopast
BXJIQJIBIBACTCA B KAK/IYIO YIAKOBKY, C MCMOJb30BAHUEM PYUHOrO CHUTHIBATEIS
wrpux-koaos ang PATHFAST.

[Monb30BaTENLCKAS KAMMOPOBKA

1. Tlomp3oBateinbckas — KanuOpoBka — HeoOXOaMMa,  KOIJa — HayMHACT
MCTIONB30BATBCA HOBAS MAPTHSl PEAreHTOB, [0CE YCTAHOBKM OCHOBHOM
KanuGpoBouHOi KpuBoii 10 MC ENTRY CARD.
2. T1oJb30BaTENLCKYIO KANIMOPOBKY HEOOXOAMMO OOHOBIIATE KAXNK/IbIC 4 nesenun
nociie npopesenus nepsoil kannoposkn (MC ENTRY CARD s aroro we
HYIKHA).

3. Jlomkubl 6bITH MPOTECTHPOBaHbI 06a Kkanubparopa, CAL-1 n CAL-2, B
ay6usx.  CnenopatellsHo, Ul NPOBENEHHs  KanuGpOBKM Tpebytotes 4
kapTpnpKa, asa st CAL-1 n asa ans CAL-2.

(Mcnons3oBanne
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4. VeTaHOBUTE KApTPUKK C PearcHTaMyu Ha UITaTis 1 KapTpUIKeH, 3aTeM
nomecture npumepno mo 100 mxn CAL-1 u CAL-2 B nyuxu s 00pasuos ais
sarpysku B PATHFAST.

5. Haxmure kuonky START wa PATHFAST w BbinonnuTe aHamas At
KaIMOPOBKH.

Kourpoas kadecTsa (anamus QC)

1. Auanu3 KOHTPOJIS KadecTsa HEOOXOMUM Juist 00ecretennus J0CTOBEPHOCTH
pe3yibTaToB 1o obpasuam. KOHTpoJb KkauecTBa NPOBOAUTCA NOCIE KaK10H
KaMGPOBKH, HTOOBI TIPOBEPUTH KATMOPOBOUHDIC KPUBBIE ¥ COXPAHHUTE JaHHEIC
[0 KOHTPONLHEIM 06pa3Lam sl KOHTPOJIA KaueCTBa anama3os. llocye KOKAOH
KanuGpoBKYM, NP KKAOH HOBOH [MOCTABKE paHee 0TKaJIMOPOBAHHOIO
TeCTOBOr0 Habopa WM BCAKMA pa3, KOI/a OpPraHM3alis dKenacT NpoBepHTh
paboTy CUCTEMBI, HEOGXOAMMO CPaBHUTH 004 YPOBHA MATEPUANOB KOHTPOIA
KauecTBa ¢ M3BECTHBHIMU YPOBHsiMM Tpornonnua L.

2. CornacHo npasujiaM HajuTexameil J7abopaTopHOM NPaKTUKK PEKOMEHIYETCA
HCHONB30BATH  COOTBETCTBYIOMIME  CPEACTBA  KOHTPOJIA  Kavecrsa.
PekOMEHyeTCS  CIIEJIOBATh HALMOHATIbHBIM, (DeAepanbHbiM W MCCTHBIM
peKOMEHJAUMAM 110 KOHTpojo kauectsa. Ecnu CpeacTsa KOHTPONA HE
paboTaloT  IOIDKHBIM o0pazoM, HE HCTONb3yiTe pe3ynpTaTsl  TECTOB.
[ToBTopute TECT MM OOPAaTMIECh K YNOJIHOMOYCHHOMY TMCTPUOBLIOTOPY
PATHFAST mist TEXHMYECKOH MOMAICPIKKH.

Auanu3 obpasua

1. TloMecTHTe KapTpH/K C PearcHTaMy Ha WITATMB IS KapTPHIDKEH, 3aTeM
no6aspTe npumepro 100 M1 00pasua B JlyHKy At 00pa3LoB KapTpuvia.

2. 3arpy3ure ITAaTUB C KapTPHIKAMK B PATHFAST ¥ HaKMMTE KHONKY
START na PATHFAST, uT0oObI BBIIOJIHMTE aHaIM3.

IIpumeuanus

1. Tlpu wucronp3oBaHuy 00pasua UEMBHOM  KPOBM  UCNBHYIO  KPOBD,
CoIepIKanIylocs B NpOOMpKe Ui 3a0opa, CrelyeT OCTOPOIKHO MepeMemarh
HEMOCPEICTREHHO nepen ee pacnpeneiieduenm. (He ucnonesylte BopTeke-
MUKCEp). AHaIM3 HEOOXOMMO Hadarh Cpasy I0cjie pacnpeieneHns obpasua
LENLHOM KPOBY M 3arpy3KM KapTpuKa B PATHFAST.

2. Ecin B o0pasue MiasMbl MPUCYTCTBYIOT HHTH MJIM CLYCTKH ¢ubpuna u
Jpyrue  HepacTBOpUMBIE — Marepuansl,  MX HEOOXOAUMO  yJaIuTh
UEHTPU(YrMPOBAHMEM MITH (PHIBTPALKCH.

3. Ecim o6pa3upl He MCIOJb3YIOTCS B TEUCHHMC bosiee 5 MHUHYT 10Cie
pacrpesieNenys o JyHKaM JJist 06pasios, Npy aHaiuse UeNbHOH KpOBK Oyner
nonyuen 6Gonee HM3KMII pE3yNbTaT M3-3a OCCAAHMS KPOBM, 4 NpH aHama3e
ia3Mpl  GyJeT [ojlydeH Gonee BBICOKHIL pesyibTarT u3-3a yBETHHUCHUA
xouuenTpauuy Tponoxuua I 3a cyer uenapesns.

4. Tlpu ucrnonb30oBaHuy o0pasua LeabHOH KpOBM BBOJ MHAHBHIYATEHOIO
3nauenus rematoxputa obpasua B PATHFAST He sBnseTcs 00513aTe/bHbIM.

5. O6pasupl C pesyistatom peime 50000 ur/n  cneayer pasbaBuTh
pasz6asutenem Ui o0pa3uoB  (MPOAYKT No:  PF02D) M noBTOpHO
IPOTECTUPOBATD, CCIM HYIKCH KOJMYCCTBCHHbIA PC3YJIbTAT, WM, B KAUCCTBE
aNBTEPHATHBBI, UX MOMKHO 3aPETMCTPUPOBATE C PE3YIHTATOM > 50000 Hr/.

* Cnenpduyeckne padoune XapaKTepucTHK

PernpeseHTaTHBHbC AaHHBIE 1O PabOYMM  XapaKTepUCTHKAM PATHFAST
PHUBCICHBI HMIKE.

MeTpoJoru4eckast Npoc/IeRuEaEMoCTh

Kanubpatop ais PATHFAST BbICOXOMYBCTBHTCIBHBIN Tporonun 1 numeer
[POCIEKUBACMYIO CBSA3b C ITANIOHHBIM MATEPHATIOM: CTAHAPTHBIH STaJOHHBIHA
marepuan NIST st cepieuHOro TPONOHHMHOBOIO KOMIUICKCA HeNIOBCKA
SRM2921 HausoHaIpHOTO MHCTUTYTA cTanjaptusauu u texnonornit CLUIA,
cepTH(HUUMPOBABLUETO KOHIeHTpauuo TponosuHa L

I peuu3uoHHOCTh (IIOBTOPSIEMOCTD)
[IpeLu3MOHHOCTh OLGHNBANM C UCIONb30BaHNeM 00pa3oB LeJbHOH KPOBU U
Ma3MBI 10 BCEM 5 YPOBHAM KOHUEHTpauuu. O6pasipl 051 NPOTECTUPOBAHbI
B 20 OCHCAOBATE/BHBIX IOBTOPAX. BTN NOTyIEHBI CIEAYIOWINE PE3YILbTATHL.

IenbHas Cpennee CranjapTHoe Koadpuument
KPOBb 3HaueHUE OTKJIOHEHHE papuauun (%)
(ur/m) (ur/m)
Yposens-1 20.8 1.73 83
YpoBeHb-2 168 10.0 6.0
Yposenp-3 713 49.5 6.9
Yposenp-4 12180 781 6.4
VposeHs-5 43447 2433 5.6
[Tnazma Cpennee CranaapTHoe Koadpuruent
3HAuCHUE OTKJIOHEHHE sapuauuu (%)
(ur/n) (ur/n)
VposeHs-1 21.6 1.87 8.7
VpoBeHb-2 176 7.45 42
VpoBeHs-3 578 23.8 4.1
Yposeun-4 14188 604 43
VpoBeHb-5 42034 1974 4.7




Ilpeuu3oHHOCTE (BOCNPOU3BOAUMOCTE)

OGpasupl nnasmel ¢ 8 ypOBHAMM KOHUEHTPAUMH B TNPEACHAX AMANA30HA
U3MEPEHUS aHANM3UPOBANNCH B LyOJIAX B KOKIOM LUKNE, 2 IMKIA B ACHb, B
TeyeHne 20 ameit ¢ 1 mapTueil pearenta Ha | mpubope, Bcero 40 1MKIOB.
Buyrpucepuitupiii n o6umit kospduiment sapuauuii (C.V.) paccumTbisam co
3HAYCHUAMH CTAHAAPTHOIO OTKIOHeHHUs (S.D.) B COOTBETCTBUM € MPOTOKOIOM
CLSI EP5-A2. Bply MOJTyYeHb! CEAYIONIUE PE3YILTATEI.

Koppeasiuus mexay 06pasuaMu naa3smMbl 4 LebHOH KPOBH

X y AHTHKOAry- | n Haknon | [lepece- r
JISTHTBI YEHUE
Jlutuit- 68 10.962 0.415 0.995
renapyuH
LlensHas Harpuii- 68 10.964 0.000 0.993
I " KpOBb renapuH
a3M
DITA2K 68 10985 0.018 0.990
6 i 0.00 0.992
SITA-2Na 68 0972 000

Bryrpucepuiinas Obmas

Cpeniee NPELUU3HOHHOCTh NPeLM3MOHHOCTD

Obpazernt 3HAYCHUE -
(ur/n) S.D. (ur/n) C.V. S.D. (ur/m) | C.V.
(%) (%)
VYpoBeHs-1 21.3 1.25 5.9 1.55 7.3
VYpoBeHp-2 259 1.27 49 131 5.1
Yposens-3 34.9 1.56 4.5 1.72 4.9
Yposens-4 44.9 1.43 32 2.01 4.5
YpoBeHs-5 180 9.18 5.1 11.0 6.1
YpoBeHs-6 575 21.5 3.7 374 6.5
Yposens-7 14292 623 4.4 787 5.5
YpoBeus-8 41750 2153 52 2304 5.5

ABanuTHYECKAA YYBCTBUTEILHOCTL

[Ipenen xonoctoro o6pasua (LoB): 1,23 ur/n

Tpenen obnapyxenus (LoD): 2,33 ur/n

Ilpenen komuuectsennoro onpenenenns (LoQ): 14,2 ur/n (koadduuuent
sapuauun C.V. 10%)

3HaveHne kod(QuuMenTa Bapually Npy KOHUEHTpauuu 99 npouentuns (29
HI/1) cocrasiser 6,6%.

Jluneitnocrs

Anturen Tpononnna I 01 po6asnen B miasmy B 3 koHuentpaumsx (85,0,
7154, 55931 wr/n). O6pasusl cepuitno paspomunuce B 10-KpaTHOM
COOTHOLUICHNH € IOMOWLIO pazbasutens s o6pasuos PATHFAST 2 u 3atem
nojasepranuck  aHanmusy.  CTeneHe  BOCCTAHOBJIEHMS — OTHOCHUTENBHO
TEOPETHYECKOTr0 3HAUCHMA HAX0AMIach B npeaenax 92-103% Bnnots 10 55931
HIY/TL.

JMuanazon ananusza: 2.33-50000 ur/n

Juanason awanusa GBI YCTAHOBNEH HA OCHOBE pe3ynbTatoB LoQ u
JIMHEAHOCTH.

Caepxno30Bbl1ii Xyk-3¢ppexr

Anrtured Tpononnna I (npumepno 44900000 ur/nm) b1 pasbaBieH M 3aTeM
MOABEPTHYT aHanu3y. Jnsa obpasuwoB co 3uauenusmu Tpomonuna I jo
44900000 ur/n cBepx03080ro XyKk-3(pekTa He HABTIOAANOCH.
AnanuTuyeckas cneuupuunocTs

NunTepdepeHuns 3H0reHHbIX BEIECTB

Beuio  obmapysceno, uTo  ClieAylOUIME  BEUECTBA B HIDKEYKA3AHHBIX

KOHUCHTpAaUMsAX — OKasbiBany  BiMsAHME MeHee 10% Ha  pesyibTaTsl

TECTUPOBAHMS.
Cpo6oauslit OuMpyouH (60 mr/aom)
CrazanHblit Gunpy6un (60 mr/nm)
Jlunemus (3000 EM®)
Tpurnuuepunst (1000 mr/nm)
['emorno6un (npu remonuse) (1000 mr/nm)
Pesmaronanslii haktop (500 ME/mu)

MuTepthepenuns 3K30reHHBIX BEMECTR

Boulo  obHapyikeHo, 4TO  CNCAyIOIIME NPEMaparsl, KOTOpblE MOIYT

MCIOJB30BATECA MALMCHTAMY, B HWJKEYKA3AHHBIX KOHLIGHTPALUAX OKA3bIBANM
BiMsiHKe Menee 10% Ha pe3ynbTarThl TeCTUpOBaHMSL.

AueramuHopeH (20 mr/an)
AleTUNCATHINIOBAS KUCIOTa (0.3 ur/mu)
AJUIONYPUHOJ (2.5 mr/mn)
AMIHUMITIUH (5 mr/an)
ACKOpOMHOBAs KUCITOTA (3 mr/mm)
AteHonon (1 mr/nn)
Kopeunn (10 mr/nn)
Kanronpun (5 mr/mn)
Jlurokcun (5 ur/mm)
Jodamun (65 mr/mn)
OpUTpOMULIMH (20 mr/mm)
Ddypocemun (2 mr/nn)
Merunona (2.5 mr/mn)
Hudeanmuu (6 mr/mm)
denuronn (10 mr/nn)
Teodunnun (25 mr/nn)
Bepanamun (16 Mr/nm)

IlepexpecTHast peaKTHBHOCTD

Cnepyromue  Bemectsa  He  OONAfalOT — 3HAYMTENBHOM  MCPEKPECTHOM

pé’,aKTl/lBIIOCTL}O npu aHanuse B KOHLLCHTpaul/lﬂX, YKa3aHHBIX HHKC,
Tponouun C (1000 ur/m)
Tpononun T (1000 ur/mn)
Tpononun I (1000 nr/mn)
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YpaBHeHHe perpeccun Ob110 paccunTano Metojom [lacunra-Eabnoka.

OzxuaaemMble 3HAYCHUS

1. Pedpepenmnotit npeden

C nomousto ananusa PATHFAST Bbicokouysersurensunii Tpononun [ 6bi10
YCTaHOBJICHO, 4TO pacueTHoe 3Havenue 99 npouentuns Tponoxnua [ 8
o0pasuax renapuHM3MpOBAHHON ruiasmMsl 490  NPaKTUUECKH  3J10POBbIX
WHAMBM/IOB COCTABMIIO 29 Hr/m.

2. M3sMepnmMoe HOpMAasbHOE 3HAYCHUE 1 TeHJICPHAs CreunpUUHOCTS
Ienpepnas  cneumduiHocts 99-H  NPOLCHTHAN, M3MEPUMOE  KOJMYECTBO
3M0pOBBIX  CyOBEKkTOB Mexcay LoD u 99-m  npouenTunem  Obuin
HACHTH(QUUNPOBAHBI. V3MEPEHHOE KOJIMUYECTBO 340POBBIX CYOBEKTOB MEICLY
LoD n 99-it npouentunsio cocrapuno 487 (66,3%) uz 734 (myxcunnsr: 382,
JKCHIUMHDL: 352) 310pOBbIX CYOBEKTOB C KPUTEPHSAMH WCKIIOYCHMS: BO3PACT
<18, HbAlc> 6,5%, NTpro-BNP>125 nr/n <75 ner, NT-proBNP> 450 ur/n
>75 ner, ¢eGFR<60 mn/mun/1,73M>. B pesynsTate AaHHOrO HCCICAOBAHUS
PATHFAST sricokouyBcTBuTebHBIIH Tpornonnn 1 6p1 knaccupuumposan Kak
BBICOKOYYBCTBUTENLHBIA TECT Ha CEPJEHUHbIA TPONOHHH (YpOBeHb — 2)
onpeaenenustii IFCC (4, 7).

5

["enpepnas H3mepumbie
n cneurGpuuHocTs 99-i KOHLeHTpalmu > LoD
NpOLEHTHIIN (HI/iT) (%)
Bceero 734 279 66.3
My>KUHHbI 382 29.7 78.8
KenumnHbl 352 203 52.8

Osxnpaemple  3HAUCHMS/STAIOHHBIC 3HAYCHUS MOTYT BapbUPOBATECA  OT
nabopaTopun K JIabopaTtopul M OT CTpaHpl K CTpaHe B 3aBUCUMOCTH OT
pasnuubbiX  pakTopoB. [lodTOMY KDKAOMY YUPSKACHHMIO PEKOMEHYETCS
YCTaHOBHUTH COOTBETCTBYIOLINE OKHIACMbIC/ITATIOHHbIC 3HAUESHUS.

Kpurepun adppexruBrocTn quaraocruku

Urobrl onpenenuts noporoesic 3navenus Tpononuna 1 ans anropurma 0/1 u,
peKOMEHI0BaHHOrO  pykosojcTeom ESC 2015 wu 2020 rr. (3, 6).
konuentpaunio Tpononuna I m3mepsnn ¢ nomowsto ananuza PATHFAST
BBICOKOUYBCTBUTEIILHBIA  Tpormonun [ B ofpasuax nnmasmer ¢ DJITA,
nonyyennsix y 1221 nauuenra ¢ nopospendem na MM6nST (669 ana
Jaepusauny n 610 g Banuaauuu) depe3 0 u v 1 u nocse rocnuTanu3aldy B
oTaenenne Heotnoxnoi kapauonorun (CPU). B pesynprare oObeauHenus
JIBYX TPYII BBIABICHHBIC NOPOTOBBIC 3HAYCHMS JUIst uCk/ouenus 0 u u 0/1 u
nokazann 100% u 99,7% nporHocTHUECKyl0 UEHHOCTh OTPULATEIBHOTO
pesynsTata (NPV) cooTBeTCTBEHHO, a s noaTBep kaeHus auarnosza 0 4/l u -
nokazanu 80,1% MpOrHOCTHUECKYIO LEHHOCTh MOJIOKHTENLHOIO Pe3ysibTaTa
(PPV). B ofueit caoknocty Gonee 62% MAUMEHTOB MOMIM  ObITh
NOJIBEPTHYTEI COPTHPOBKE (5).

Anroputym nekmouenust 0 4 B OTHOLWICHAU NAUMEHTOB ¢ CUMITTOMAMM > 3 4 JI0
obpaureHus

[Toporosoe n NPV | YyscrButensn | Crnewuduu- | Mckiodenue
3HaueHUe (%) octb (%) HOCTh (%) OUM (%)
<3 Hr/n 792 100 100 46.5 372
Anroputm nekmodenus 0/1 u o
IToporosoe n NPV | Yyscteutens- | Creuuduu- | Mekmoucnne
3HauYCHHUE (%) HOCTh (%) HOCTD (%) OHM (%)
<4 wur/nn 1221 99.7 99.1 58.1 472

A0 -1u<3

HI/N

Alroput™ noareepskaeHus 0/1 u

ITopororoe n PPV | Uyecteutens- | Cneunduu- | [Toarsepacie-
3HAuYCHUE (%) HOCTB (%) HOCTb (%) | Hue OUM (%)
> 90 ur/n 1221 | 80.1 65.7 96.2 15.6

UK

AQ - 1u>

20 Hr/n
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CumBoJIbI

L.SI Medience Corporation HCHONB3YET CIICAYIOWME CUMBOJbI M 3HAKM B
JONONHEHNE K TeM, UTo mepeuuciens B cranpapre EN 1SO 15223-1:2021
(Meauupuckne  w3giennst.  CHMBOIIBL,  MCHIOMB3YeMble ¢ MH(opMauuei,
npesocTasnsemoii nponssoauTenes. Yacts 1. Obue TpeOoBaHMsL).

e Jlanupiii cuMBON O3HAUAET «YCTPOMCTBO
JUIs BHENab0paTOPHOro UCCIIE0BaHMD).

”a (CumBOJIBI JUIS CaMOCTOSITENBHOIO

I 4 TECTHPOBAHUA u BHENA00PaTOPHOro

HCCEN0BAHUS  [PU B COOTBETCTBMU C
PernameHT 2017/746/EC. MedTech
Europe. 13 gexabpsa 2018 r.)

KapTpumk ¢ pearcHTamMmu

CARTRIDGE B AR
Kanubparop 1

Al 1 alHopaton
Kanubparop 2
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S Paz6asutens s kanudparopa
OHAURENT
I & : . Kapra BBOA@ OCHOBHOM KanMOPOBOUYHOI
A EMTRY CARD ! KpHBOif

[TacnopT KOHTPOJIS

CONTROL DATA SHEET

* PATHFAST: s3aperucTpupoBaHHas TOprosag mapxa B Slnouun JP Ne
5982733.

Kparkywo uudopmauuio 0 0(e300acHOCTH W 3 PEKTUBHOCTH  MOKHO
HOJYUYHThH B:
Epornieiickas 6a3a JaHHBIX 110 MEAULUMHCKOMY o6opynosanuio (EUDAMED).

KoHTakTHbIe AAHHbIE A8 TEXHHYECKOH MOAACPHKKHM:
www.pathfast.eu/contact.

~ LSI Medience Corporation
1-2-3 lubaypa, Munaro-ky, Tokuo 105-0023,
Slnounus

. PHC Europe B.V.
(SR Huiisepxaitnceer 120, 4879 AZ, Drren-Jlép,
Hunepinanp!
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