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Blote S T Hangzhou Biotest Biotech Co., Ltd.

APPLICATION INSTRUCTION

Set of reagents «Express test for troponin | assay in the human plasma, serum
and whole blood by the immunochromatography method (CARDIAC
FROPONIN | RAPID TEST)

Designation

The set of reagents «Express test for troponin | assay in the human plasma, serum and whole
blood by the immunochromatography method (CARDIAC TROPONIN | RAPID TEST) is designed
for the qualitative determination of the cardiac troponin I (cTnl) with the purpose of diagnostics of
the myocardial infarction (MI) in the whole blood, serum or plasma by the imunochromatography
method.

For the single use of the appliance according to its purpose.

For the clinical laboratory diagnostics in vitro.

Potential customers of the appliance

Laboratory subdivisions of healthcare centers.

Professional level of potential users

Physician for the clinical laboratory diagnostics, medical laboratory technician.

Indications

Quialitative detection of cardiac troponin | (cTnl) to diagnose myocardial infarction (MI).

Contraindications

When used by specially trained personnel and taking into account the intended use of
contraindications are not identified.

Possible side effects

When used by specially trained personnel and taking into account the intended use of side
effects are not identified.

Target analyte description, data on its scientific validity

Cardiac Troponin | (cTnl) is a protein, contained in the cardiac muscle and having the
molecular weight of 22.5 kDa. Troponin 1is a part of the complex of three sub-units, including
Troponin T and Troponin C. Together with tropomyosine this structural complex forms the basic
component, regulating the calcium-sensitive activity of the AT-phase of the actomyosine in striated
skeletal and cardiac muscles. After the myocardium damage Troponin | gets into blood 4-6 hours
after the beginning of pain. The release of cTnl is equivalent to such of CK-MB, but while CK-MB
levels begin normal 72 hours later. Troponin 1levels remain increased during 6-10 days, providing
the larger myocardium damage detection level. The high specificity of cTnl measurements in order
to reveal myocardium damages can be demonstrated in such conditions as perioperative period, after
marathons and the blunt injury of the chest. The cTnl release also has been registered at heart
diseases, not referred to the acute myocardial infarction (AMI), such as unstable angina pectoris,
congestive cardiac failure and ischemic diseases, referred to the coronary artery bypass grafting.
Due to its high specificity and sensitivity in the myocardium tissue Troponin | lately became the
most preferable biomarker of the myocardium infarction.

CARDIAC TROPONIN I RAPID TEST is a simple test, using the composition of particles,
covered with antibodies to the anti -cTnl, and the capture reagent to reveal the cTnl in the whole
blood, serum or plasma. The minimal detection level is 0.5 ng/ml.
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Complete set
1.1.Test holder Rectangular tablet 70x22x7 (length x width x thickness), 1.1.Test holder
made of white plastic with two windows: S-round - for the
sample input, II- oblong (test area) with two markings: T
(Test) - closer to the round window, C (Control) - eloser to
the upper part of the oblong window

1.2. Buffer solution  Transparent colorless liquid 1.2. Buffer solution
for the sample for the sample
dilution dilution
1.3. Disposable Colorless transparent plastie dropper with balloon-like 1.3. Disposable
droppers extension one the one end, volume 40 mel droppers
Note:
1 One package of laminated foil comprises 1 test holder and 1 disposable dropper with the
desiccant.

2. The appliance does not contain any materials, directly or indirectly contacting the
organism of the patient and personnel, using the appliance, while observing requirements of the
maintenance documentation (application instruction).

3. The appliance does not contain pharmaceuticals or pharmaceutical substances.

Set components are packed in a box, the box contains the application instruction.

MAIN CONSUMER PROPERTIES
The basic set option allows to study 10 samples.
Appliance sterilization methods
The appliance does not require sterilization. -IANGH
Appliance software
Absent.
Technical maintenance and repair of the appliance
The item does not require technical maintenance and cannot be repaired.

METHOD PRINCIPLE
Hab6op peareHToB «3Kcrnpecc-TecT dla Ka4eCcTBEHHOro onpeaenieHNss TPoroHWHa | B nnasme,
CbIBOPOTKE W LENMbHON KPOBWM 4YenoBeKa MeTOAOM MMMyHoxpomaTtorpadmm» (CARDIAC
TROPONIN | RAPID TEST) saBnsetca XxpomMartorpamyeckuMm  MMMYHOTECTOM,
BKJ/THOYAIOLLIMM aHTU-CTN1-aHTUTeNa, KOHBIOMMPOBaHHbIE C YacTMLAaMN KOJIJIOMAHOIO 30/10Ta,
aHTUTeNa NPoTUB aHTU-cTN! Ha TeCT-MHUK U aHTUTeNa IgG Ha KOHTPOSIbHON JIMHWN.

The set of reagents “Express test for the troponin | assay in the human plasma, serum and
whole blood by the immunochromatography method” (CARDIAC TROPONIN | RAPID
TEST) is a chromatographic immunotest, including anti-cTnl-antibodies, conjugated with
colloidal gold particles, antibodies to anti-cTnl on the test line and IgG antibodies on the
control line.

During the testing the whole blood, serum or plasma sample reacts with particles, eovered with
antibodies to anti-eTnl, on the test strip. Then the mixture chromatographically migrates up on
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the membrane, mtluenccd by capillary forces, and reacts with anti -cTnl -antibodies on the
membrane in the test line area

If the sample contains the cardiac Troponin 1(cTnl), the color line will show in the test line
area, witnessing the positive result.

If the sample does not contain the cardiac Troponin I (cTnl). the color line will not be reHected
in this area, what witnesses the negative result,

A\s procedure control the color line will always appear in the control line area, showing, that
the due sample volume has been inserted and the membrane is capillary moisturized.

COM.En iON OFS\A\MmM:SAM) n s IREP.ARM ION
Serum or plasma(K23DTA, 3,2%sodium citrate,sodium heparin, lithiumheparin) of the human
blood, volume of 50 mcl, whole blood, volume of 75 mcl.

. To collect whole blood samples from the finger:

. Wash patient’s hand with soap and warm water or clean it with the sponge with alcohol
Let dry.

ry. Massage the hand without touching the place of puncture in the direction to the tip ot

the long or third finger.

. Puncture the skin with a sterile lancette. Wipe out first drops of blood appeared.

. Carefully rub the hand from the wrist to the finger in order the round blood drop
appears.

. Place the whole finger blood sample in the test holder with the capillary pipe;

. Touch the blood drop with the end of the eapillary pipe to fill the pipe for about 75 mcl
Avoid air bubles.

. Place the bolus in the upper part of the capillaiw pipe, then cornpre.ss the bolus m order
to force out the whole blood on the support for test holder samples,

. Immediately separate the serum or plasma from the blood to avoid the hemolysis. Use
only clean non-hemolysed samples,

. ‘fhe test should be performed immediately after the collection of samples. Do not leave

samples at the room temperature for a long time. Serum and plasma samples can be stored at 2 - 8°C
for 3. If the long time storage is necessary, samples are stored below -20°C. If the test is performed
within 2 days since the blood collection, the whole blood from the vein should be stored at 2 - 8°C.
Don’t freeze whole blood samples. The test of the whole blood from the finger should be performed

immediately.

. Before the test bring samples to the room temperature. Before the test frozen samples
should thaw completely and be mixed It is not allowed to freeze and defrost samples again

. If samples are to be transported, it should be packed in cofnromity with local rules for

the transportation of disease agents.
» Blood samples should be collected in conformity with the good practice by vein puncture
method (GOST R 53079.4-2008 «Provision for the quality of clinical laboraton," studies »).
= ANAIA TIC AND DIAGNOS I1C FEATURES
» Analytic sensitivity (minimum detectable concentration) - 0,5ng/ml,
» The test sensitivity is deteimined by control biological indices. Containing the cardiac
Troponin I (c'fnl), as the per cent of samples, deteimined by the test as positive, and makes 100%.

» The set specificity is determined by control negative biological samples, not containing
the cardiac Troponin 1(cTnl), as the per cent of samples, determined by the set as negative, and
makes 100%.

» The time for the test to get the deteimined color is NMT' 20 mm.
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e SAFETY MEASURES
Only for professional in vitro diagnostics. Don’t use after the expiration of the shelf
life.

» The test should be stored in the sealed package till the direct use.

It is prohibited to take food, drink or smoke in places for the work with samples.

All samples should be treated as samples, containing agents of infectious diseases.
During all procedures observe provided safety measures for the work with microbiological
sources of danger, as we;; as observe standard procedures for the due disposal of samples.

While working with samples wear protective clothes, including the laboratory coat,
disposable gloves and goggles.

All used tests, samples and contaminated materials should be disposed in conformity with
local norms.

Humidity and temperature can impact results.

Do not mix components from different batches.

Safety measures when operating the set - observance of rules "Instructions on measures
for the prophylactics of spreading of infectious diseases while working and clinical & diagnostic
laboratories of healthcare centers " (App. by the Ministry of Healthcare of USSR on January 17
1991), GOST R 52905-2007 (ISO 15190:2003).

The set is biologically safe, anyway, studied samples should be treated as potentially
infect material, while strictly observing safety requirements at serologic studies of materials,
potentially infected by agents of | and Il pathogenicity groups (SR 1.32322-08).

The set of reagents in conformity with SRN 2.1.7.2790-10 «Sanitary & epidemiologic
requirements for the treatment of medical waste » is referred to the class A - epidemiologically
save waste, which composition is close to the one of domestic garbage.

Sets of reagents should he disposed of or destroyed, disinfected in conformity with SRN
2.1.7.2790-10 "Sanitary & epidemiologic requirements for the treatment of medical waste " and
MI 287-113 "Methodic instructions for the disinfection, pre-sterilization cleaning and
sterilization of medical appliances "

The list of risks, qualified in the process of the risk analysis, as well as its management

methods are represented by a separate document (see Risks Analysis).e

« MODE OF APPLICATION
Heob6xoaumblie maTepuasbl, He BXOAAWMNE B KOMINEKT
Necessary materials, not included in the test
Test tube for sampling of plasma, serum or blue blood.
Laboratory centrifuge.
Timer.
Lancets sterile (only for whole blood from a finger).
Heparinized capillary pipes and distribution flasks, measuring bolus (only for the
whole blood from the finger).
« Control panel of positive biologic samples, containing the cardiac Troponin |
(cTnl (Lot No:CTNI 180514 -01).
» Control panel of negative biologic samples, not containing the cardiac Troponin |
(cTnl(Lot No: 170228).
Preparation for work
Before the test set components should be heated to the room temperature.
Before opening the package bring it to the room temperature.
Take the test holder from the sealed package and use it during one hour.
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Place the test holder on the clean and even surface.

Analysis method

For serum and plasma samples:

Molding the dropper vertically, place 2 drops of the serum or plasma(about 50 mcl) on the
sample support and then add 1 dropper of the buffer solution (about 40 mcl) and switch on the timer.
See the picture below.

For whole blood samples from the vein: Holding the dropper vertically, place 3 drops of the
whole blood (about 75 mcl) on the sample support and then add 1 drop of the buffer solution (about
40 mcl) and switch on the timer. See the picture below.

For whole blood from the Finger: While using the capillary pipe: Fill the capillary pipe and
place about 75 mcl of the whole blood from the finger on the sample support in the test holder, add
1drop of the buffer solution (about 40 mcl) and switch on the timer. See the figure below.

Add when the color line(s) appear(s). Count results in 10 minutes. Do not read results in

20 minutes.
"1 7 nropji of 3Mrro*c"ArpUTalse
S
M " L™ i , JPAGnF
»® |
\ K
« NV
) ‘ (o St ]
NCH | (o) )
il /M d:
Velmilt A Lud
- Ranee Ivdid
(my/1 1 Uiup uf Uulfu?
pf!
[:s=s i e
WE7 [

INTERPRETATION OF RESULTS
(See illustration above)

POSITIVE RESULT;* fwo lines appear. One color line should appear in the control line
area (C), and another clear color line- in the test line area ('I").

* NOTE: The intensiveness of coloring in the test line area (T) depends on the Troponin 1
concentration in the sample. In this juncture any level of coloration in the test line area (T) is
considered as positive result.

NEGATIVE RESULT: The appearance of one color line in the control line area (C). No
line in the test line area (T).

INVALID RESULT: No control line. Insufficient sample volume or incorrect test procedure
are most probable reasons of the control line absence. In such case study the procedure again and
repeat the test with the new test holder. If the problem is not solved, immediately stop using the test
system and contact the local distributor.

* QUALITY CONTROL

The test procedure comprises the test procedure control with the LFIA method. The color
line in the control line area (C) is considered as the internal instrument for the test procedure control.
Its appearance confirms the due flowing in the membrane.
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Control standards are not included in the test holder set; anyway, according to principles of
the good laboratory practice is it recommended to use both positive and negative control to confirm
the test performance procedure and to check the due character of the test performance.

Samples for external quality control have to be tested according to the standards of quality control
established in your laboratory.

e RESTRICTIONS
e Only for in vitro diagnostics.
e The set is used for cTnl detection in whole blood, serum or plasma samples (K2EDTA, sodium
citrate, sodium heparin, lithium heparin).
« This test set cannot determine the quantitative value of the cTnl or the level of increase of its
concentration.
* The set shows only the cTnl presence in the samples and cannot be used as sole criteria for the
diagnostics of the myocardium infarction (M1).
* In order to confirm obtained results additional analyses of samples should be performed in
conformity with guidelines of local healthcare authorities, for example, the immunoenzyme analysis.
* Results should be interpreted only in combination with other clinical data, being at physician’s
disposal.
» This test is designed only for screening purposes.
e The negative test result does not exclude the possibility of the myocardium infarction. So for the
exact diagnosis the result, obtained with the set, should be used in combination with the clinical data.
e The false positive result can be observed at patients with unstable stenocardia, intra coronary
thrombosis or a chronic renal failure and also at some other diseases.

» The false-negative result does not exclude a myocardial infarction since the research can be
conducted prior to release of troponin.

» Attention!
* This set will provide the correct result only if the application instruction is strictly
observed.

 EXPECTED VALUES
Results of set use were compared with results of use of available ones - the leading
commercial test cTnl EIA with use of clinical samples (reliable marketed products), and in the course
of comparison was pointed out the good test sensibility, making 98,8%, with the specificity of 98,9%.
 TECHNICAL FEATURES
UyBCTBUTENbHOCTb U CMELNPUUHOCTD
The set of reagents “Express test for the troponin I assay in the human plasma, serum and
whole blood by the immunochromatography method” (CARDIAC TROPONIN I RAPID TEST)
(cat.Ne. CTNI-C41) was evaluated on the basis of samples, obtained from evidently healthy blood
donors, as well as on the basis of samples, obtained from patients. Results show that the test
sensibility is 99,8%, and the specificity - 99.5% relatively to other express tests.

Method Other express test Final It
The set of reagents “Express test Results Positive result Negative result ihaf resu
for the troponin lassay in the Positive result 158 7 165

human plasma, serum and
whole blood by the

immunochromatography .
method” (CARDIAC Negative result 2 603 605

TROPONIN | RAPID TEST)
(cat.Ne. CTNI-C41)

Final result 160 610 770
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*Confidence intervals

* Precision

For results of the same analysis

The between-rub precision was determined for 15 series of following 5 samples; samples
levels at negative, cTnl 1,0ng / mL, cTnl 5.0ng / mL, cTnl IOng / mL, ¢cTnl40ng / mL. Samples
were determined correctly in more than 99% cases.

For results of different analyses

The interserial precision was determined for 15 independent analyses with use of same three
samples: negative, cTnl 1,0ng / mL, ¢cTnl 5.0ng / mL, ¢cTnl 10ng / mL, cTnl 40ng / mL. Samples
were determined correctly in more than 99% cases.

Cross-reactivity

The set of reagents “Express test for the troponin 1 assay in the human plasma, serum and
whole blood by the immunochromatography method” (CARDIAC TROPONIN | RAPID TEST)
passed the check on the basis of following positive samples: 10 000 ng / ml Skeletal Troponin I,
2000 ng / ml Troponin T, 20 000 ng / ml cardiac myosin, rheumatoid factor (RF), HAMA, HCV,
HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, syphilis, HIV, anti-H.pylori, MONO, anti-CMV, anti-
RUBELLA and anti-TOXO. Results did not show any cross-reactivity.

Interfering substances

Following potentially interfering substances were added to both negative and positive

Acetaminophen: 20 mg/dI Caffeine: 20 mg/dI Bilirubin: 1000 mg/dI
Acetylsalicylic acid: 20 mg/dl Creatine; 200 mg/dl Oxalic acid: 600 mg/dl
Gentisic acid; 20 mg/dI Ascorbic acid; 20 mg/dl Cholesterol: 800 mg/dl
Hemoglobin: 1,000 mg/dl Albumen: 10,500 mg/dl Triglycerides: 1,600 mg/dl
According to analysis results no substance is interfering in given concentrations.
SHELF LIFE

Set shelf-life - 2 years.

The set with expired shelf life cannot be used.

» STORAGE AND STABILITY

Storage (stability)

The set should be stored in the manufacturer’s package at the room temperature or in the
refrigerator (at 2 - 30°C), providing for the regulated temperature mode with daily registration of the
temperature) during the whole shelf life. DON’T FREEZE.

The set is stable before the expiration of the storage period, indicated on the sealed package.

Storage (stability) after opening
The opened buffer solution should be stored at the room temperature or in the refrigerator (at 2 -
30°C) within the whole shelf life, indicated on the package. DON’T FREEZE. The content of one
individual package is designated for single use. Don’t use after the shelf life is expired.

Storage (stability) (imitation of transportation conditions)

Should be transported in the original manufacturer’s package, protecting the production from
external effects, on all kinds of transport in covered vehicles according to rules of transportation, valid
at this kind of transport at 2-30 °C during the whole shelf life.

While carrying out the stevedoring and transportation requirements of manipulation signs, put
on the package and transportation tare, should be strictly observed.

The medical appliance should not be used if transportation and storage terms of the medical
appliance are not observed!

RELEASE TERMS
For healthcare institutions.
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MANUFACTURER’S GUARANTEES
The manufacturing site has got the quality management system, certified as corresponding
with requirements of international standards of the Directive 98/79/EC, 1SO 13485.

On matters, referred to the quality and circulation of the set of reagents “Express test for
the troponin | assay in the human plasma, serum and whole blood by the
immunochromatography method” (CARDIAC TROPONIN 1 RAPID TEST), please, contact:
ROTANA Limited Liability Company, ROTANA LLC, 117342, Russia, city of Moscow, General
Antonova str., 3A, tel./fax +7 (495) 646-28-61, med@.rotana-rfru .

Manufacturer:
IlangZhou Biotest Biotech Co.,Ltd, Kutan

17#, Futai Road, Zhongtai Street, Yuhang District, Hangzhou, 311121-P.R. China
Tel.: +86-571-88630899 .

Fax: +86-571-88633388.
Authorized representative of the manufacturer in the territory of the RF:
ROTANA Limited Liability Company, ROTANA LLC
117342, Russia, city of Moscow, Generala Antonova str., 3A, tel./fax +7 (495) 646-28-61,
med@,rotana-rfru

BUBNNOTPAD®UA

e 1 Adams, et al. Buoxumunyeckme mMapkepbl TpaBMbl MUOKapga. VmmyHoaHanwus
Uupkynauma 88: 750-763, 1993.

2. Mehegan JP, Tobacman LS. Cooperative interaction between troponin molecules bound to
the cardiac thin filament. J.Biol.Chem. 266:966, 1991.

3. Adams, et al. Diagnosis of Perioperative myocardial infarction with measurements of
cardiac troponin 1. N.Eng.J.Med 330:670, 1994.

4. Hossein-Nia M, et al. Cardiac troponin | release in heart transplantation. Ann. Thorac.
Surg. 61: 227, 1996.

5. Alpert JS, et al. Myocardial Infarction Redefined, Joint European Society of Cardiology
American College of Cardiology: J. Am. Coll. Cardio., 36(3):959, 2000
» 6. American College of Cardiology: J. Am. Coll. Cardio., 36 (3): 959, 2000

Number: RP5115603

Effective date: 2018-05-29
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CEPTUPUKAT

KomunTeT no cofelicTBUIO MexayHapoaHoi Toprosre KHP KuTtaiickas Manata MexayHapoAHO TOpros/u
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KomureT no coxeltctmo MexayHapoauoi roprosne KHP
Kuratickas [lanara MexayHapoaHO# TOprosim

CEPTHOUKAT

*

Ne 193300B0/003227

HacrosmM CBHACTENLCTBYIO NONIMHHOCTD INEYATH KOMIIAHHH
Hangzhou Biotest Biotech Co. Ltd (Xauaxoy Buorect Buorex Ko.
Jita) Ha NpHAOXKEHRON HHCTPYKINHH 1O NIPHMEHECHHIO,

Komurer no conelictenio

MexxayHapoxHol Toprosie KHP

Hem§

Tommack ynorHoOMOYeHHOTO nuta: Yen Yenr

Iata: 21 MAPTA 2019 FOZIA
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B i 0te s THangzhou Biotest Biotedi Co.,

MHCTPYKLUWNA

NO NPUMEHEHWIO

Habop peareHToB «QKCMpecc-TeCcT A1 KAYeCTBEHHOI0 ornpejesnieHns
TpornoHuHa | B nna3mMe, CbIBOPOTKE U LIe/IbHOW KPOBW YenoBeKa MEeTOA0M
nmmyHoxpomatorpagpumn» (CARDIAC TROPONIN I RAPID TEST)

Ha3HaueHue

Habop peareHTOB «3JKCMpecc-TeCcT [AN1A KAYeCTBEHHOro onpefesieHWa TPoOMoHUHa | B nfasme,
CbIBOPOTKE U Lie/IbHOM KPOBW YenoBeKa MeTo4oM MMMyHoxpomaTtorpaduu» (CARDIAC TROPONIN | RAPID
TEST) npegHasHa4veH A4 Ka4eCTBEHHOI 0 BbISAB/IEHMA cepedHOro TponoHuHa | (cTnl) ¢ uensto AuarHOCTUKN
NHpapkTa mnokapga (M) B LLeNbHOI KPOBU, CbIBOPOTKE UK Nia3Me MeTOAOM MMMYHOXpoMaTorpapuu.

[nsa 04HOKPATHOro NPMMeEHeHNs Habopa No HasHaYeHU!o.

[ns KNTMHWMYeCKon NabopaToOpHON ANMArHOCTUKNM invitro.

MoTeHUManbHbIE NOTPEOUTENN U3LeNns

NabopatopHble noapasgeneHns ne4ebHo-NPoPUIaKTUUYECKUX YUPEXAEHWIA.

MpodeccnoHanbHbI YpOBEHb NOTEHLMAbHbBIX M0/Ib30BaTe/Nei

Bpay KnnMHnyeckol nabopaTopHON ANArHOCTUKMW, MeLULUHCKUIA NabopaTOPHbLIA TEXHUK.

MNokasaHuga

KauecTBeHHOro BbifiBNieHMe cepfievyHoro TponoHuHa | (cTnl) ¢ uenbio AMarHOCTUKKM NMH(papKTa
Muokapga (MM).

MNpoTuBOMNoOKasaHng

Mpy Mcnonb3oBaHWUK cneyuanbHO 06yYEeHHbIM NEPCOHANOM M C YYeTOM NMPUMEHEHUSA MO HA3HAYEHUIO
NMPOTUBOMOKAa3aHWA He BbISIBNIEHbI.

B03mM0OXHbIe NO6OYHbIE AeliCTBUS

Mpy Mcnonb3oBaHWM CneumanbHo 06YYEHHbIM MePCOHaNoOM U C YYeTOM NPUMEHEHUS MO Ha3HAYEHUIO
no6oYHble AeiACTBUSA He BbISB/IEHbI.

OnucaHue LEeNeBOro aHannTa, CBefieHNs 0 ero Hay4yHoli 060CHOBAHHOCTH

CepgeuHbliTponoHuH | (cTnl) aBnsetca 6enkom, cogepXKawMMca B CEPAEYHON MbILLe Y MMEeHLUM
MONeKyNApHbIV Bec 22.5 ka. TPONOHWH | ABNSETCA YacTbHO KOMMJEKca U3 TpeX NoAbeANHUL, BKNHOYAKOLW UM B
cebs TponoHuH T n TponoHuH C. BmecTe C TPOMOMUO3UHOM [aHHbIA CTPYKTYPHbIA KOMMeKC obpasyeT
OCHOBHOW KOMMOHEHT, PEerynvpyrowmii KanbUnin-4yBCTBUTENIbHYO aKTUBHOCTb AT-(a3bl aKTOMUO3MHA B
NOMepeYyHoNon0caTon CKeNeTHOW W cephedyHoin Mblwuax. lMocne nospexaeHus Muokapga TpPonoHuH |
nocTynaeT B KpoBb cnycTs 4-6 yacoB nocne Havana 6onu. BbicBo6oxgeHue cTnl aHanormyHo TakoBoMy
CK-MB, Ho B T0 BpeMsa Kak ypoBHu CK-MB cTtaHOoBATCA HOpMaibHbIMKW CNyCTHA 72 Yaca, ypoBHU TponoHuHa |
OCTalTCA MNOBbIWEHHbIMM B TeyeHue 6-10 [Hein, npepocTaBnsAs 60nee LWMPOKOE OKHO O6GHapyXeHus
noBpexaeHns Muokapga. Bbicokas cneuymuyHOCTb U3MepeHWid cTnl B Lensx BbIABIEHUA MOBPEXAEHWIA
MuoKapza bblna npogeMOoHCTPUPOBaHa B TaKUX YCI0BUAX KaK NepuonepaTUBHbIN Nepnog, nocsie mapagoHOB U
TYnoi TpasMmbl rpyau. BbeicBo6oxeHue cTnl Takke 6blL0 3aMKCUpoOBaHO Npu 3aboneBaHUAX cepAua, He
OTHOCALWMXCA K OCTPOMY MH(apKTy Muokapga (ONM), Takux Kak HecTabunbHas CTEHOKapAws,, 3aCTOMHas
cepfeyHas HefoCTaTOMHOCTb U MLWeMuyeckue 3ab0neBaHUs, CBA3aHHble C LUIYHTUPOBaHWEM KOPOHApPHON
apTepun. bnarogaps CBOMM BbICOKUM CMeunpUYHOCTA U YyBCTBUTENILHOCTY B TKAHW MMOKapga TponoHuH | B
rnocrefHee BPeMs CTasl CaMbIM NPeAnoYTUTEIbHbIM BMOMapKepoM UH(apKTa M1oKapaa.

CARDIAC-TROPONIN | RAPID TEST npeacTasnseT co60i NpoCcToi TeCT, B KOTOPOM UCMNONb3yeTca
coyeTaHMe 4acTuL, NOKPbITbIX aHTUTENaMn K aHTU-cTnl, u peareHT 3axBaTa 415 BbiaBneHUsA cTnl B Le/bHOWA
KpOBW, CbIBOPOTKe UK niasmMme. MUHUMaNbHbIN YpoBeHb 06HapyxeHUs cocTasnset 0.5 Hr/mn.

TecT-kacceTa MnaHwWweT NpPAMOYronbHON hopMbl 70X22X713 nnacTvka 6enoro useta ¢ 10 wr.
NBYMSI OKOLLUKamW; BHYTPU KOTOPOr0 Ha HaHECeHbl U BbICYLLEHbI KO3bW
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aHTHVbiHiHHDbielgG 1 TponoHuHa | -MKAT Ha KOHTPO/IbHOW IMHWK, a Ha
OLMH ¥3 (PUNBTPOB MOHOK/NOHA/IbHbIE aHTUTENa MPOTUB TPOMoHuHa |,
KOHBIOTMPOBAHHbIE  C  30/10TOM;  YMaKOBaHHbIA  repMeTUYHO B
NHAMBUAYANbHYIO YNAKOBKY C EeCUKAHTOM, 13 (DONbI TaMUHUPOBAHHOW™

BydepHblit pacTBop, cogepxawuii  0,02% Hatpua xnopup/ docar Hatpuda, 1wrt. (3,0 mn)
pacTsop Ans LBYXOCHOBHbI/Ka3enH, conn Hatpua/ 0,025% kaHamuumHa cynbdart;
pasBefeHns 0,02%; a3npg HaTpusa; Npo3payHas b6ecuBeTHas XUAKOCTb
obpasya
OpHopa3oBble MuneTka M3 6ecLBETHOrO MNPO3pavyHOro naacTmka ¢ 6annoHoobpasHeiM 10 WwT.
NMUNeTKN paclwpeHnem Ha OHOM KOHLe
MprmMeyaHme:
1. B oaHy ynakoBKy 13 )0nbrv NammMHUPOBaHHOW BXoAMUT 1 TecT-KacceTa M 1 ogHOpa3oBas MMNeTka ¢
LECUKaHTOM.

2. B cocTase n3pennd OTCYyTCTBYKT MaTepuanbl, BCTynakwuwune B HeI'IOCpe,CI.CTBEHHbIVI nnn
OI'IOCpeAOBaHHbIVI KOHTaKT C OpraHM3sMoM nayuneHTa U nepcoHana, ncnonb3yrwou,ero n3pgenne, npm BbiINOTHEHUN
Tpe6oBaHUI aKCNAyaTalLWOHHON AOKYMeHT auum (MHCTPYKLUM MO NPUMEHEHUIO).

3. B cocTase n3penna OTCyTCTBYHT /IeEKapCTBEHHbIE CpPeACT Ba M (*)apMaLI,EBTVI‘-IeCKVIE Cy6CTaHLLIAM.

KomnoHeHTbl Habopa ynakoBaHbl B KOPOOKY, B KOPOOKY BIOXEHA MHCTPYKLMS N0 NPUMEHEHNIO.

B KOMNNeKT NOCTaBKM BXOAAT: HA60Op peareHTOB, MHCTPYKLMA MO NPUMEHEHWIO, CepTUdMKaT.

OCHOBHBbIE MOTPEBUTE/NTIbCKUNE XAPAKTEPUCTUKN
Ba3oBbIii BapMaHT KOMNeKTaLum Habopa No3BONsET nccnegosaHne 10 o6pasuoB..
MeToabl cTepunnsaummn n3genns
WN3penue He TpebyeT cTepununsayuu.
MporpammHoe obecneveHne paboTbl M3genuns
OTtcyTcTBYeT.
TexHUYEeCcKoe 06CTy>XKNBaHWE N PEMOHT U3LeNNA
N3penve He TpebyeT TEXHUYECKOTO 06C/TYXNBaHNA N HE NMOANEXUT PEMOHTY.

NMPUHLWM AENCTBUA
Habop peareHTOB «3JKCNpecc-TeCT [A/I1 KayeCTBEHHOro OrnpejeneHus  TponmoHwuHa | B mnnasme,
CbIBOPOTKE U Lie/IbHON KPOBY YesioBeka MeTofoM ummyHoxpomatorpagpum» (CARDIAC TROPONIN | MAPKO
TEST) ABNIAETCH XpoMaTtorpamyecKUMUMMYHOTECTOM, BK/IHOYAKO LWL MM aHTu-cTnl-aHTnTEN],
KOHBIOITMPOBaHHble C YacTuuamu KONNOMAHOrO 30/10Ta, aHTUTena npoTuB aHTu-cTn! Ha TecT-IMHUKU W”
aHTuTena IgG Ha KOHTPO/IbHON NUHUN.

Mpu TecTupoBaHUM o6pasel, LEeNbHOW KPOBMW, CbIBOPOTKM WAW NAa3Mbl pearmpyeT C 4vacTuuamu,
MOKPbITbIMW aHTUTENAaMM NPOTUB aHTU-CcTnl, HAa NONIOCKe TecTa. 3aTeM CMeCb XpomaTorpaumyeckn Murpupyet
BBEPX N0 MembpaHe Noj AeicTBMEM KanuANAPHbIX CU U pearnpyeT ¢ aHTu-cTn! -aHTuTenamMmu Ha membpaHe B
paiioHe TeCTOBON-TUHUN.

Ecnn o6pasel, COAEPXUT cepAeydHblii TPONOHUH | (cTnl), uBeTHasA NMHUSA NOSBUTCSA B 061aCTW TECTOBOW
NMHUK, YKa3blBas Ha MONOXUTeNbHbIV pe3ynbTar.

Ecnu obpasew, He COAepXUT cepaeYHblii TponoHuH | (cTnl), uBeTHas NMHUS He ByaeT oTo6paXxkatoTCs B
3TON 061aCTN, YTO YKa3biBaeT Ha OTpULaTe/bHbIN pe3ynbTar.

B KayecTBe KOHTPO/A Npoueaypbl B paloHe KOHTPONLHON NMHUKN BCerga NosBUTCA LBeTHasA NNHUSA,
MoKasblBaroLas, YTo Oblfl BHECEH Hafnexawuii obbem obpasua M NpoM30oLWo KanwuinsipHoe YBNaXHEHWe
mMeMOpaHbl.

CBOP OBPA3LUOB N X TMOAITOTOBKA

. CbiBopoTKa unu nnasma (K23A4TA, 3,2 %unTpat HaTpus, HaTPWUl renapuH, NUTUIA-renapuH)
KPOBW YenoBeKa, 06beMOM 50MKN, LieNbHAas KPOBb 06bEMOM 75MKI1.

. [nsa coopa 06pa3uoB LEeNbHOW KPOBU M3 NanbLa:

. BbIMOiTe pyKYy nauneHTa ¢ MblJIOM W TeNI0i BOLOW UM OYUCTUTE ee NPU NMOMOLLY TaMMOoHa Co
cnupTom. [laiiTe BbICOXHYTb.

. MomaccupyiTe p)ucy, He nNpMKacasacb K MecTy NMyHKUWUW, B HAMpPaB/ieHUY KOHYMKA CPeHEro nim

6€e3bIMSIHHOIO NasbLa.
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. MpokonuTe KOXY Npu NOMOLM CTEPUNBLHOIO NaHueTa. BeITpuTe nepBble NMOABMBLUMECA Kanau
KPOBW.

. OCTOpPOXHO NOTPWUTE P>TCYy B HamnpaBfieHWW OT 3aNACTbA K Nasbly, YTOObl B MeCTe MyHKLMWM
nosiBMUMach Kpyrnas Kannis KpoBw.

. MomecTuTe ob6pasel, LeNbHONW KPOBU M3 Nanbla B TECT-KacCeTy MNpy NOMOLLM KanwuinspHoin
TPyOKM;

. MPUKOCHUTECH KOHYMKOM KanuanspHoW Tpyb6KWM K Karjie KpoBW, YTOObl HANoONHUTbL TPYOKY
NPMMepPHO Ha 75MKN. N36erainTe o6pa3oBaHuNs My3bipbKOB BO3AYyXa.

. MoMecTuTe WapUK B BEPXHIOK YacTb KanuANAPHOW TPY6GKW, 3aTeM COXMUTE LlapuK, 4ToObl
BbITECHUTb Lie/IbHYI0 KPOBb Ha NOAJNIOXKY 415 06pa3L,0B TeCT-KacceThbl.

. HemenneHHo oTAennTe CbIBOPOTKY MWW niasmy OT KPOBM BO M30eXaHWe remonusa.
Ncnonb3yliTe TONbKO YNCTble HEreMONN3NPOBaHHbIE 06pasLbl.

. TecT cnegyeT npoBecTU cpasy e nocne cbopa ob6bpasyoB. He octaBnsiite obpasubl npu

KOMHATHOW TemnepaType Ha AnuTenbHoe Bpemsi. O6pasubl TbIBOPOTKM U MNNa3Mbl MOXHO XpPaHWUTb MNpu
Temnepatype ot 2 ao 8°C go 3 agHeit. MNMpu HeO6XOAMMOCTH LONTOBPEMEHHOIO XpaHeHMs 06pasubl XpPaHAT Npwu
Temnepatype Huxe -20°C. Ecnu TecT 6yaeT NpoBefeH B TeyeHue 2 Heil ¢ MOMeHTa cbopa KpOBU, LeNbHYHO
KPOBb M3 BeHbl CNeAyeT XpaHUTb Npu Temnepatype oT 240 8°C. He 3amopaxuBaliTe 06pasibl LeIbHOM KPOBMW.
TecT LenbHOM KpoBM 13 Nanbla ciefyet NpoBecTU HEMEAJ/IEHHO.

. Mepen npoBefeHneM TecTa [foBeguTe o06pasubl [0 KOMHATHOW TemnepaTypbl. [epef
NpoBefeHNEM TecTa 3aMOPOXXeHHble 06pasLbl 4O/MKHbI MOMHOCTHIO OTTasATb, U UX HEOOXOAMMO MepeMeLlaTh.
Henb3a NOBTOPHO 3aMOpaXusaTb U pasMopaxnsaTb 06pasLibl.

. Ecnn o6pasubl nopanexar TpaHCNOPTUPOBKE, WX cliegyeT ynakoBaTb B COOTBETCTBMM C
MeCTHbIMUW MpaBuaaMm TPaHCMOPTUPOBKY BO36YANTeNel 3a60/1eBaHNIA.
. C6op 06pa3L,0B KpOBM [JOMXKEH MPOM3BOAMTLCA B COOTBETCTBUM C HaANeXallleli NpPaKTUKON

MeTO-gaoM BeHenyHkumm (FTOCT P 53079.4-2008 «O6ecneyeHne KayecTBa KAMHWMYECKUX nabopaToOpPHbIX
NC-Cef0BaHN»).
AHANMNTUNYECKWME N ANATHOCTUNYECKNME XAPAKTEPUCTUKN

AHanuTnyeckas YyBCTBUTENBLHOCTb (MMHUMA/IbHO onpejensemas KOHUeHTpauusa) - 0,5Hr/mn.

YyBCTBUTENBHOCTL Habopa onpefensieTcs no  KOHTPOJIbHbIM MONOXUTENbHBIM 6UONOTMYECKUM
obpasuam, cofepxalium cepaeydHblii TponoHuH | (cTnl), Kak NpoueHT 06pa3LoB, onpesfe/eHHbIX HA60POM Kak
MoNoOXuTesnbHble, U cocTaBnseT 100%.

CneunduyHocTb Habopa onpeaenseTcsa N0 KOHTPOJIbHbIM OTpULAaTe/IbHbIM 6M0N0rnyecknum obpasuam,
He cojepXalmm cepfeyHblii TponoHuH | (cTnl), Kak npoueHT o06pasuoB, onpedeneHHbIX HaboOpoM Kak
oTpuuaTensHble, 1 coctasnset 100%.

Bpems Bbixofa Tecta Ha BM3yasibHO OMNpesenseMyo OKpacky He 6onee 20 MUH.

MEPbI MPEAOCTOPOXHOCTW

. TonbkKo ANnA NpoeccMoHanbHOW AMarHOCTMKK in vitro. He ncnonb3oBaTb MOC/Ae UCTEYEHUS
CPOKa XpaHeHus.

. TecT cnefyeT XpaHUTb B 3aneyaTaHHONW YyNakoBKe A0 MOMEHTa HenocpeiCcTBEHHOIO
MCMOo/b30BaHNA.

. B mecTtax gng pabotbl ¢ ob6pasuamm UM KOMNAEKTaMW 3anpeLaeTcd NpuUHMMaTh Nuwy, nutb
WU KYpUTb.

. Co Bcemu ob6pasyamu HeobxoAMMO obpawarbcs Kak Cc obpasuamu, cogepxalmnmu

B0O36yAuTeneil MH(HEKLNOHHbIX 3ab0neBaHNin. Bo BpeMs Bcex npouesyp cobnogainTe npefyCMOTPeHHbIE Mepbl
NPeLoCTOPOXHOCTU AN paboTbl C MUKPOOBMONOrMYECKUMU UCTOYHMKAMW OMacHOCTM, a TakKXe crnegyuTe
CTaHZapTHbIM NpoueAypam HaAnexallein ytunmsaunm obpasLos.

. Mpu paboTe c obpasyammn HafeHbTe 3alMTHYHO CMeuogexay, B TOM 4yucie nabopaTtopHblii
Xanar, 0Hopa3oBble NepPYaTKM M 3alUTHbIE OUKM.

. Bce ncnonb3oBaHHbIE TeCTbl, 06pasLbl U 3arpA3HeHHble MaTepuansl nogsaexar yTuamsauum B
COOTBETCTBMU C MECTHbIMW HOPMaMMW.

. BnaxHocTb 1 Temnepatypa MOryT He61aronpuATHbLIM 06pa3oM BAUATL Ha pe3y/bTaTbl.

. He cmelunBainTe KOMMNOHEHTbI U3 pPa3HblX NapTUiA.

. Habop 6uonormueckn 6e3onaceH, OAHAKO C uccnegyeMbiMu o06pa3uamMmy  HeobXxoammo

06paLLaTbCs Kak C NOTEHLMANbHO UHPULMPOBAHHBIM MaTePUaoM.
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. Habop peareHToB, B COOTBETCTBUM c CanlluH 2.1.7.2790-10
«CaHNUTapHO-3aNMAeMNoNornyeckne TpeboBaHMa K obpalieHnto ¢ MeSULUHCKAMU OTX04aMU» OTHOCMTCH K
Knaccy A - 0TX0fbl, He UMeloLLMe KOHTAKTa C OMONOTMYECKUMUN XULKOCTAMM MaLMeHTOB, MHEKLNOHHBIMU
60nbHbIMK. Knacc A - anugemmonornyeckn 6esonacHble OTXOAbl, NPUOAMXKEHHbIE MO COCTaBY K TBEPAbIM
6bITOBbIM OTX04aM (TBO).

. YTUnnsaum uan yHUUTOXeHWe, Ae3nH(eKunto HabopoB peareHTOB chneayeT NPOBOAUTbL B
cooteTcTBUN ¢ CaHluH 2.1.7.2790-10 "CaHuTapHO-anugemMuonornyeckme tpeboBaHuUs K 06paLleHunto C
MeguLMHCKMUMK  oTxogamn” u MY  287-113  "MeToAMuYecKMe  yKaszaHUA N0 Ae3nHdeKkuuu,
npeAcTepuUIn3aUMOHHON OYNCTKE U CTEPUAN3ALUMN U3LENNIA MEAULUHCKOTO Ha3HaYeHUs",

. MepeyeHb pUCKOB, NAEHTUDNLMPOBAHHBIX B MPOLLECCE aHa/IM3a pUCcKa, U cnocobbl ynpasneHus
VMW NpeSCcTaBneHbl OTAENbHBIM JOKYMEHTOM (CM. AHann3 pUCKOB).

Cnocob NPMMEHEHUA

HeobxoanMble MaTepuasbl, He BXOAALNE B KOMMIEKT

Mpobupka A1 B3aTUA 06pa3L0B M1a3mbl, CbIBOPOTKM UM BEHO3HOW KPOBMU.

LleHTpudyranabopaTopHas.

Talimep.

NaHueTbiCcTepUNbHbIE (TONBKO ANA LEeNbHOW KPOBY M3 NanbLa).

enapuMHW3NpPOBaHHbIE KanuaispHble TPYO6KN 1 LO3UPOBOYHBIN WapuK (TONbKO ANA LEeNbHOW KPOBY U3
nanbua).

Mepen npoBejeHMEM TecTa TecT-KacceTa, obpasel, 6ydepHblIA pacTBOpP W/MAN KOHTPOSbHbIE
o6pasubl JO/MKHbI HarpeTbCs O KOMHaTHOM TemnepaTypbl (17230°C).

1 Mpexae 4eM BCKPbITb YNaKoOBKY, [0OBeAUTe ee [0 KOMHATHOW TemmnepaTypbl. W3Bnekute
TeCT-KacceTy W3 repMeTUYHON YyNakoBKM MU UCNOJb3YITE ee B TEYEHWE OAHOT0 Yaca.
2. [MomMecTMTe KaCcCeTy Ha YNCTYH0 M POBHYHO MOBEPXHOCTb.

[ns 06pasLoB CbIBOPOTKM AN NNa3mbl:

BepTukanbHo yaepxuBas nuneTky, NoMecTuTe 2 Kanau CbIBOPOTKM UAM nnasmbl (0Kono 50 MKn) Ha
NoAN0XKy Ana obpasua, a 3aTeM gobasbTe 1Kannto 6ygepHoro pacteopa (0kono 40 MKN) 1 BKNKOUUTE Taimep.
CM. PUCYHOK HMXe.

[na o6pa3uoB LenbHOW KPOBWM W3 BeHbl: BepTukanbHO yAepXwBasa NUNETKy, Nomectute 3 Kanau
LenbHoi Kposu (OKono 75 MK) Ha NOANMOXKY Ans obpasua, a 3atem fobasbTe 1 Kanato 6ydepHoro pactsopa
(okono 40 mMKn) 1 BKNtOUYMTE Taiimep. CM. pUCYHOK HUXE.

[na obpa3uos LenbHOW KpoBM U3 nanbua: Mpu Kcnonb3oBaHUM KanwuanapHon Tpybku: HanonHute
KanunnspHy Tpy6Ky U NOMECTUTE OKOM0 75 MK Le/IbHON KPOBWU U3 ManbLa Ha MoAM0XKKY And obpasua B
TecTe-KacceTe, 4o6aBbTe 1 Kanaw 6ygepHoro pacteopa (0kono 40 MKA) U BKNKUYKUTE TaiiMep. CM. pUCYHOK
HIXe.

JoxanTecb NOABNEHUA LBETHOW NMHUN (-1id). CunTaiiTe pesynbTathl Yepe3 10 MUHYT. He cumTbiBalite
pe3ynbTathbl Yepe3 20 MUHYT.

ef(HV/ML TRvaNavr
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MHTEPMPETALUVNA PE3YJ/IBTATOB
(Cm. nnniocTpaumnio BblLLe)
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MONOXWUTENbHbBIN PE3Y/NIbTAT;* MossneHne AByX NUHUA. OfjHa LBETHasA NMHWA JO/MKHA
NnosiBUTbLCS B 06/1aCTM KOHTPONbHOW nuHumM (C), a ewe oAHa YeTKas LBeTHas IMHWUA- B 06N1acTU TeCTOBOW
nmHum (T).

* MPUMEYAHWME; WNHTEHCMBHOCTb OKpalmMBaHUs B 06n1acTu TecToBOW NUHUM (T) 3aBUCUT OT

KOHUeHTpauun Troponin | B o6pasye. Mo 3Tol npuyunHe nobas cTeneHb OKpalnBaHUsA B 061acT TeCTOBOM
AMHUK (T) cumTaeTcs MNONOXKUTENbHLIM Pe3y/bTaTOM.

OTPULATENIbHbIN PE3YNbTAT; MNosBNeHWe OAHON LIBETHOW NWHWUM B 061aCTU KOHTPObHOIA
nvHum (C). OTcyTCcTBME NMUHUK B 061acTu TecToBOMn NnHuK (T).

HEOEWCTBUTE/IbHbIN PE3Y/IbTAT; OTCYTCTBME KOHTPOMbHOW NMHUW. HemoCTaTOUHbIIA
o6bem o6pasua UM HeBepHasa npouefypa NpPoBefeHUs TecTa ABNAKTCA Hanbonee BEPOATHBIMU NPUYNHAMU
OTCYTCTBMSA KOHTPO/SIbHON NMHWUKW. B 3TOM cnydae elle pas usyumte npouesypy v noBTOpUTe TeCT C HOBOM

TecT-KacceToil. Ecnm npo6nema He GyaeT pelleHa, HEMEANEHHO MpeKpaTuTe UCMNONb30BaTb TECT-CUCTEMY U
CBSXKUTECH C MECTHBIM AUCTPUOLIOTOPOM.

KOHTPOJ/Ib KAYECTBA
B npouefypy npoBefeHUs TecTa BK/IKOUYEH KOHTPONb MpoLeAypbl MpoBefeHus TecTa. lMosiBneHue
LBETHOI NMMHMK B 06/1aCTU KOHTPONbHON NHMKM (C) paccmMaTpmBaeTCs B Ka4ecTBe BHYTPEHHEro MHCTPYMeHTa
KOHTPONS NnpoLeaypbl NpoBeAeHNs TecTa. Ee NosiBNeHne NOATBEPXKAAET HaANeXalllee 3aTeKaHNe B MeMOpaHy.
KOHTPO/bHbIE CTaHAaPTbl B KOMMIEKT TECT-KacCeTbl He BXOASAT; TEM He MeHee, COr/lacCHO MPUHLMNaM

Haanexatlein nabopaTopHOl NPakTUKM PEKOMEHAYETCS MCNONb30BaTb MOMOXWUTENbHbIA U OTPULATE/NbHbI
KOHTPONb [ANs MOATBEPXAEHMA MpoueAypbl NPOBefAeHMA TecTa M MPOBEPKM Hag/exallero xapakrepa
npoeefeHnsa Tecta. O6pasubl AN BHEWHEro KOHTPONS KayecTBa AO/MKHbI ObiTb MPOTECTUPOBaHbI B

COOTBETCTBMM CO CTaHAapTaMy KOHTPO/A KayeCTBa, yCTaHOBNEHHbLIMMW B Balleii nabopaTopumm.

OrPAHWMYEHWA
L TonbKo 414 AMarHoCTUKK in vitro.
2. Ha6op ncnonb3yoT ans BoigBneHns cTnl TonbKo B 06pa3uax Le/ibHON KPOBM, CbIBOPOTKN UN MNa3Mbl
(K23A4TA, untpat HaTpusi, HAaTPUIA TenapuH, NTUTUIA-renapuH).
3. Mpy nomown faHHOro Habopa TecTa He/b3d OnpefennTb KOMUYECTBEHHOE 3HAuyeHWe WAM CTeneHb
NOBLILIEHNA KOHLUEeHTpauun cTnl.
4. Habop yka3bliBaeT TO/IbKO Ha npucyTcTBue cTnl B obpasLe v He MOLNEXMUT UCMO/b30BAHUIO B KAYECTBE
eIVHCTBEHHOI 0 KpUTepUSA 4MarHOCTUKN ANArHOCTUKM MH(apKTa Muokapga (MM).
5. [na nNOATBEPXKAEHUS MONYYEHHbIX pe3ynbTaToOB ChneAyeT MPOBECTWM [OMO/IHUTE/NIbHbIE aHaNn3bl

06pa3yoB B COOTBETCTBMM C PYKOBOACTBAMM MeECTHbIX OPraHoOB 34paBOOXPaHEHWs, Hanpumep,
MMMYHO(EPMEHTHBI aHanus.

6. Pe3ynbTaTbl MOANEXAT WUCTONKOBAHWIO TONbKO B COYETAHUU C APYTUMU KAWHUYECKUMM [aHHbLIMM,
VMEILLMMICS Y Bpaya.

7. [laHHbIli TeCT NpefHa3HAY€eH TONbKO B LENSX NPOBEAEHUS CKPUHUHTA.

8. OTpuuaTenbHbIil pe3ynbTaT TecTa He UCK/OYaeT BePOATHOCTb MHapKTa MMokapaa. CneaoBaTensHo,

AN8 NOCTAHOBKM TOYHOTO MarHo3a pesynbTaT, NoAYYeHHbI Npu NoMoLLmM Habopa, He06X04MMO UCMOMb30BaTb
B COMETaHUN C KTMHUYECKUMUN AaHHbIMMN.
0. JI0XKHOMONOXMNTENbHbIA pe3ynbTaT MOXEeT HabNAaTbCA Y NaLMeHTOB C HECTabWUIbHOW CTeHOKapamnen,

BHYTPMKOPOHAPHbIM TPOMB0O30M MM XPOHUYECKOWN NOYEUYHON HeLOCTAaTOYHOCTLIO, a TaKXKe Mpu page apyrunx
3a60n1eBaHNA.

10.  JloXHOOTpMUATENbHbIA pe3ynbTaT He UCK/YaeT MH(apKTa MUOKapAa, T.K. UCCMEA0BaHWE MOXET
ObITb NPOBELEHO A0 Hayana BbICBOGOXAEHNSA TPONOHMHOB.
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BHumaHue!

[aHHbliA Habop obecne4ynmT nNpaBUibHbIA pe3ynbTaT TOMbKO B C/yyae HEYKOCHUTENbHOro

COBNOAEHUA UHCTPYKLMUN MO MPUMEHEHUIO.
OXWNAOAEMbBIE 3HAYEHWNA

PesynbTaTbl UCNO/b30BaHMA Habopa cpaBHMBANMN C pe3y/ibTaTaMn UCNOJIb30BaHUSA UMEIOLLMUXCA B
npofaxe - BegyLiero kommMmepyeckoro tecta cTnl EIA ¢ ncnons3oBaHneM KinHU4Yeckux obpasyos (NPoayKToB,
MoMb3YHOLWKXCS LOBEPUEM HA PbIHKE), U B XO/e CpaBHeHMS 6bl/la OTMeYeHa XopoLlas YyBCTBMTE/IbHOCTb TecTa
n cocrtasnset 98,8%, a cneyndpmnyHoCcTb cocTtaBnset 98,9%.

PABOYNME XAPAKTEPNCTUKWU

YyBCTBUTENbHOCTb M CMELUPUYHOCTD

Habop peareHToB «3KCMpecc-TeCcT A1 KAayeCTBEHHOro OmnpefefieHns TPOMoHuMHa | B nasme,
CbIBOPOTKE U LLeNbHON KPOBM YenioBeka MeToAoM nMmmyHoxpomatorpagumn» (CARDIAC TROPONIN I RAPID
TEST) (kaT.Ne. CTNI-C41) oueHvBanm Ha 0CHOBe 06pa3L,oB, NOMYyYEHHbIX OT OYEBUAHO 340POBbIX AOHOPOB
KPOBM, a TakXe Ha OCHOBe 00pas3uoB, MOJMIYYEHHbIX OT MauueHTOB. Pe3ynbTaTbl MOKa3biBaKT, YTO
4yyBCTBUTENbHOCTb Habopa cocTaBnser 98,8%, a cneynduyHoctb 98.9% OTHOCUTENbHO APYTrMX

MeTog Opyroit akcnpecc-TecT o
o . Torosbin
Habop peareHToB MonoxutensHoll OTpULATENBHBIN
PesynbTarsl pes3ynbTart
«JKcnpecc-TecT ans pesynbTart pesynbTar
Ka4yeCTBEHHOr0 MOoNoXWTENbHbIA pesynbTat 158 7 165
onpefefieHNs TPOMOHUHA
| B nnasme, CbIBOPOTKE "
LieNIbHON KPOBM 4YenoBeKa
MeTOof0M o
MMMYHOXDOMATOr Pty OTpuuaTenbHbIA pesynbTaT 2 603 605
(CARDIAC TROPONIN
| RAPID TEST) (kat.Ne.
CTNI-C41)
NTorosblii pesynbTat 160 610 770
To4yHOCTb

[ns pe3ynbTatoB 04HOMO ¥ TOFO e aHanunsa

BHyTpucepuitHyto TO4HOCTb onpegensnu ans 15 cepuii cnegyrowmx 5 o6pasyoB: ypoBHU 06pasLoB
npu oTpuuatensHolid, cTnl 1,0ng / mL, ¢Tnl S.Ong/ mL, c¢Tnl IOng / mL, cTnMOng / mL. O6pa3ubl 6biin
onpegenieHbl BepHo, 60nee yem B 99% cnyyaes.

[ns pe3synbtaTtoB pasHbiX aHaln30B

MexaycepuintHyt0 TOYHOCTb onpegensanu ang 15 He3aBUCUMbIX aHaNM30B C UCNOJIb30BaHNEM OLHUX U
Tex e Tpex o06pasyos: oTpuyatenbHblit, cTnl 1,0ng / mL, ¢Tnl 5.0ng / mL, ¢Tnl 10Ong / mL, cTnl40ng /
mL.O6pa3subl 6blA onpeaeneHbl BEpHO, 6onee yem B 99% cnyyaes.

lMepekpecTHasa peakTMBHOCTb

Habop peareHTOB «3JKCMpecc-TecT AN Ka4yeCTBEHHOro onpegeneHns TponoHuHa | B nnasme,
CbIBOPOTKE U Lie/IbHON KPOBY YenioBeka MeTofoM nmmyHoxpomatorpagpum» (CARDIAC TROPONIN | KAPLL
TE8T)npowen NpoBepkKy Ha OCHOBE CefAyHOLWMNX NONOXKUTeNbHbIX 06pa3yoB: 10 000 Hr / mn CKeneTHbIN
TPONoHUH |, 2000 Hr / mn TponoHuH T, 20 000 Hr / Mn cepfeyHbli MUO3UH, peBMaTouaHbli daktop (RF),
HAMA, HCV, HBsAg, HBsADb, HBeAg, HBeAb, HBcADb, cudunnuc,BUY, aHtu-H.pylori, MONO, aHTn-CMV,
aHTM-RUBELLA 1 aHTn-TOXO. Pe3ynbTaTbl He NOKa3ann NepeKpecTHOW peakTUBHOCTH.

NHTepepupyowne BeliecTsa

Cnegyrowme nNoTEHUNANbHO UHTephepupytoLLne BellecTBa OblM A06aBMEHbl K OTpULATENbHBIM U

AueTamuHodeH: 20 mr/gn KodhenH: 20 mr/gn Bunupy6uH: 1000 mr/gn
AueTuncanuunnosas kucnoTa: KpeatuH: 200 mr/an LLlaBeneBas kucnota: 600 mr/an
20 mr/gn

eHTM3MHOBas Kncnota: 20 mr/an Ackop6uHoBas kucnoTa: 20 Mr/gn  Xonectepon: 800 mr/an
Femorno6uH: 1,000 mr/an Anb6ymuH: 10,500 mr/gn Tpurnnuepuabl: 1,600 mr/an
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Mo pe3ynbTaTaM aHanu3a, HW OLHO M3 BELWECTB B YKa3aHHbIX KOHLUEHTpauuax He fBfifeTcs
NHTEP(EPUPYIOLLINM.
CPOKropaHocTH
Cpok rogHoctn Habopa - 2 roga.
Habop ¢ UCTeKLUM CPOKOM FOLHOCTU NPUMEHEHUIO He MOAMEXMUT.
XPAHEHWE N CTABU/NIBHOCTb

XpaHeHue (cTabunbHOCTb)

XpaHeHune Habopa B yNnakoBKe NpeAnpuATUA-U3roTOBUTENA LO/MKHO OCYLLEeCTBAATLCA MPU KOMHATHOW
Temnepatype wam B XonogunbHuke (npu  Temnepatype oT 2 go 30°C), ob6ecneymBarollem
pernaMeHTUPOBaHHbIA TeMnepaTyPHbIA PeXUM C eXXeiHeBHOM perucrpawmeil Temneparypbl) B TeUeHME BCErO
cpoka rogHoctn. HE SAMOPAXWBATD.

Habop cTabuneH 4o AaTbl UCTEYEHUA CPOKA XPAHEHWA, YKA3aHHOr0 Ha 3arnevyaTaHHON ynakoBKe.

XpaHeHune (CTabWUIbHOCTL) NOC/e OTKPbLITUSA

BCKpbITbIn 6y(epHbIil pacTBOP CnefyeT XpaHUTb NP KOMHATHON TemnepaType Uan B XON04UbHUKE
(mpun Temnepartype ot 2 o 30°C) B TeyeHNe BCEro CPOKa rogHOCTU, YKa3aHHOro Ha ynakoske. HE
3SAMOPAXNBATb. Coaepxxnumoe 04HOM MHAMBUAYANLHON YNaKOBKU AN 04HOPa30BOro UCMONb30BaHNs. He
MCMoMb30BaTh MOC/e UCTEYEHUS CPOKA XPAHEHUS.

XpaHeHue (cTabUNbHOCTL) (MMUTALUSA YCNOBUIA TPAHCNOPTUPOBKN)

CnefyeT nepeBo3UTb B OPWUIMHANLHOW YMNakoBKe MNPOM3BOAWTENS, 3alivLLaloLLel NpoAyKLuMKo OT
BHELUHWX BO3/eiCTBUIA, Ha BCEX BMUAax TPAHCMOPTA B KPbITbIX TPAHCMOPTHbLIX CPeACTBaX B COOTBETCTBUU C
npaeBuniaMy NepeBo30K, AENCTBYIOLWMMMN Ha TpaHCMOPTe AaHHOro BMaa npu TemnepaTtype oT 2 go 30 °C B
TeyeHyie BCEro cpoka rogHoCTu.

Mpy nNpoBefeHUN MNOrpy3oyvHO-pasrpy3oyHbiXx paboT M TpaHCNOPTUMPOBAHUM  CrefyeT CTPOro
BbIMNOJIHATL TPE60BAHNA MaHUNYNALUOHHBIX 3HAKOB, HAHECEHHbIX HAa YNaKOBKe 1 TPaHCMOPTHOW Tape.

Mpy Heco6NOAEHUN YCNOBUI TPAHCMOPTUPOBAHUA N XPaAHEHUS MeAULUHCKOE U3fenne He NOLNeXUT
ncnonb3oBaHuio!

YCNnoBudA OTNYCI1CA

[nsa yupexaeHuii 3apaBooxXpaHeHuns.

FTAPAHTUW NPOUN3BOANTENA
Mpon3BOACTBO MMeeT CepTUPUUMPOBAHHYID Ha COOTBETCTBME TPebOBaHMAM MeXAYyHapOaHbIX
ctaHgapTos AupekTtuse 98/79/EC, ISO 13485cucTtemMy MeHe)KMeHTa KayecTsa.

Mo Bompocam, Kacawwmmca KayecTBa M obpalleHMs Habopa peareHToB «3JKcnpecc-TecT ANd
KauyeCTBEHHOrO onpeesieHUs TPONoOHMHa | B nnasme, CbIBOPOTKE U LEeIbHOW KPOBY YeN0BEKa METOA0M
nmmyHoxpomatorpagumn» (CARDIAC TROPONIN | RAPID TEST), cnegyet obpaliaTbCa No agpecy:
O6LWecTBO C OrpaHnYeHHol oTBeTCcTBEHHOCTLI0 "POTAHA", OO0 «POTAHAx», 117342, Poccus, r. MOCKBa,
yn. leHepana AHTOHOBA, 4. 3A, Ten./hakc +7 (495) 646-28-61, med@ rotana-rf.ru.

OpraHunsayna-npon3BoLnTeNb:

HangZhou Biotest Biotech Co.,Ltd, KuTali

17#, Futai Road, Zhongtai Street, Yuhang District, Hangzhou, 311121-P.R. China

Tel: +86-571-88630899.

Fax: +86-571-88633388.

YNONHOMOYEHHbIN NpeACcTaBUTENb MPON3BOAUTENA Ha TeppuTopun Pd:

O6LecTBO € orpaHnUYeHHon oTBeTCTBEHHOCTLIO "POTAHA", OO0 «POTAHA»

117342, Poccus, r. MockBa, yn. leHepana AHTOHOBa, A. 3A,Ten./cakc +7 (495) 646-28-61,
med@rotana-rf.ru
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MepeBof gaHHOro TeKCTa BbINOJIHEH NepeBoAYMKOM MnbyeHKo CepreeMJIEBreHbOBH4eM. %o,

noanunch § \
Poccuiickaa depgepauns N
"opoa MockBa. , N
BocemHaguaToro ceHTA6ps ABe Thbica4un ,D,eBFlTl’\LI,a'VI);O roga, 7'o
y m

A, Kopcuk Bnagumup KOHCTaHTUHOBWY, HoTapuyc ropoga MOCKBbI,cB*eTenb”
NOASIMHHOCTb Nnognucu nepesofumnka, NnoyeHko Cepres EBreHbeBnya.

Mopnwuce caenaHa B MOeEM MPUCYTCTBUN.

JIN4HOCTL NognucaBLUero JOKYMEHT YCTaHOB/EHA.

3apernctpupoBaHo B peectpe: Ne 77/2138-H/77-2019-~N!

B3bICKaHO rocyfapcTBeHHOM NoWAMHbI (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue yc/yr npaBoBOro M TexHMYecKoro xapakrepa: 200 py6. 00 kon.
’ B. K. Kopcuk

lep6oBas neyatb

HoTapuyca roposa MoCKBbI noanncCb
Kopcuka B.K.

Poccuiickas ®epepaums
["opoz, Mocksa
BocemMHafLaTOro ceHTa6ps ABe ThiCAYM AeBATHAALATOrO rofa.

A. Kopcuk Bnagummp KoHCTaHTMHOBWY, HOTapuyc ropoga Mocksbl,
CBMAETENBCTBYI0 BEPHOCTb KOMWUM C NPELCTAB/IEHHOTO MHE [OKYMEHTA.
3aperucTpupoBaHo B peectpe: Ne 77/2138-H/77-2019- f
B3biCkaHO rocyaapCTBEHHOM NowmHbI (No Tapudpy): 210  py6. 00 kon.
YnnayeHo 3a okaszaHue yc/yr npaBoBoro 1 TEXHUYECKOro xapakrepa: 1050
py6. 00 kon.

Bcero npowHypoBaHa NpoHYMepoBaHo
M ckpenneHo neHatbto 20 nucTt(a)(oB)

HoTapuny!
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