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Operation manual
gent kit "Rapid test for quaiitative detection of D-dimer in human piasma, serui
biood using immunochromatographic methods" (D-dimer rapid test cassette)

INTENDED USE
A kit "Rapid test for qualitative detection of D-dimer in human plasma, serum or whole blood using
immunochromatographic methods™ (D-dimer rapid test cassette) is used for qualitative detection of D-
dimer in human plasma, serum or whole blood in order to facilitate diagnosis of deep vein thrombosis

(DVT), pulmonary embolism (PE) and disseminated intravascular coagulation (DIC) by
immunochromatographic method.

For a single use of the kit for the intended purpose.

For the in vitro clinical laboratory diagnosis.

Potential users of the product

Laboratory units of healthcare centers.

Professional level of potential users

The doctor of clinical laboratory diagnostics, medical laboratory technician.

Indications

At the diagnosis of deep vein thrombosis (DVT), pulmonary embolism (PE) and disseminated
intravascular coagulation (DIC).

Contraindications

When using by specially trained persoimel and taking into account the intended use
contraindications are not identified.

Possible adverse effects

When using by specially trained personnel and taking into account the intended use adverse
effects are not identified.

Description of the target analyte, information on its scientific validity
D-dimer is a biomarker that generally indicates the activation of hemostasis and fibrinolysis. It is the
product of the disruption of fibrin, which is formed during the disintegration of cross-linked fibrin under
the influence of plasmin-induced fibrinolytic activity. Fibrin D-dimer being the marker of fibrin forming
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fruption is widely used in clinical assessment procedures to detect activation of the blood

Btion system. Since plasma levels of D-dimer are elevated after the clot formation, D-dimer
irement is usually used in combination with clinical parameters during the initial evaluation in case
ispected acute venous thromboembolism (VTE). Elevated levels of D-dimer are prognostic”riteria
IA—arious conditions, including venous thromboembolism, disseminated intravascular coagulation,
diovascular disease, infectious diseases and cancer. The concentration of D-dimer normally ranges

A 0 to 500 ng/ml. Rapid test for qualitative detection of D-dimer in human plasma, serum or whole
iood using immunochromatographic methods (D-dimer rapid test cassette) is used for qualitative
germination of D-dimer in specimens of human whole blood, serum or plasma. The test uses

Inonoclonal antibodies for selective determination of elevated D-dimer levels in human whole blood,
/serum, or plasma.

Kit composition and complete set

Test cassette A rectangular plate 73x25x5,5 10 units
made of white plastic with two windows, inside
of which goat anti-mouse 1gG and D-dimer-McAT were applied
to the membrane and dried on the control line; and monoclonal
antibodies against D-dimer conjugated with gold were applied on
one ofthe filters; the plate is packaged hermetically in an individual
laminated foil package with desiccant’.

Buffer solution for Solution containing sodium chloride 0.02%/sodium phosphate L unit
sample asic/casein, sodium salts/ kanamycin sulfate 0.025%; sodium azide 0.02% (3,0 ml)
dilution transparent colorless liquid, pH 7.4+/-0.1

Disposable Pipette of colorless transparent plastic with balloon-like 10 units
pipettes extension at one end

Note:

,One package of laminated foil includes 1test cassette and 1disposable pipette.

There are no materials in the device that come into direct or indirect contact with the patient's body and
personnel using the device, while meeting the requirements of the operational documentation (instructions
for use).

, The device does not contain medicines and pharmaceutical substances.

" including disposable pipette
The kit components are packed in a box, the operation manual is enclosed in the box.
The package includes: a kit of reagents, operation manual, certificate.
GENERAL CONSUMER PROPERTIES
The basic version of the kit allowes the study of 10 samples.
Sterilization of the device
The device does not require the sterilization.
Software for device work
Absent.
Maintenance and repair of the device
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jce ckies not require maintenance and is not repairable.

PRINCIPLE OF OPERATION

Her rapid test cassette is an express test for carrying out a chromatographic immunoas”y that
jides an anti-D-dimer antibody conjugated with colloidal gold particles, an antibody to the D-dimer on
Atest line and an IgG-class antibody on the control line. During testing, samples of whole blood, serum
/plasma react with particles coated with an antibody to the D-dimer coated on the test strip. The mixture
i»en migrates upward on the membrane by capillary action and reacts with the antibody to the D-dimer
4qppiied in the region of the test line. 1f the sample contains a D-dimer, a single purple line appears in the
test line region. The presence of this purple line indicates a positive result, while its absence indicates a
I negative result. To serve as a procedmal control, a purple line will always appear in the control line

region indicating that proper volume of specimen has been added and membrane wicking has occurred.

SPECIMEN COLLECTION AND PREPARATION
25 mcl of human serum or plasma (K2EDTA, sodium citrate 3.2%, sodium heparin, lithium heparin) or 50
mcl of whole blood.

For collection fingertip whole blood specimens:

Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.

Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of the
middle or ring finger.

Puncture the skin with a sterile lancet. Wipe away the first sign of blood.

Gently rub the hand fi'om wrist to palm to finger to form a rounded drop of blood over the puncture site.

Place a sample of fingertip whole blood to the test cassette using a capillary tube:

Touch the tip of the capillary tube to a drop of blood to fill the tube with approximately 50 mcl.
Avoid the air bubbles formation.

Place the rubber bag in the top of the capillary tube, then squeeze the bag to expel the whole blood
on the specimen well of test-cassette.

Separate serum or plasma from blood immediately to avoid hemolysis. Use only clear, non-
hemolyzed specimens.

Testing should be performed immediately after specimen collection. Do not leave the specimens at
room temperature for a long time. Serum and plasma specimens may be stored at 2-8°C for up to 3 days.
For long-term storage, specimens should be kept below -20°C. Whole blood collected by venipuncture
should be stored at 2-8°C if the test is to be run within 2 days of collection. Do not freeze whole blood
specimens. Whole blood collected from fingertip should be tested immediately.

Bring specimens to room temperature prior to testing. Frozen specimens must be completely
thawed and mixed well. Specimens should not be frozen and thawed repeatedly.

If specimens are to be shipped, they should be packed in compliance with local regulations
covering the transportation ofetiologic agents.
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oUection of blood samples should be performed in accordance with good practice by
jlctune (TOCT P [Russia State Standard] 53079.4-2008 “Ensuring the quality of clinical laboratory
Neoes').

ANALYTICAL AND DIAGNOSTIC CHARACTERISTICS
Atical sensitivity (the minimum detectable concentration) is 380 ng / ml.
t sensitivity of the Kit is determined from the reference positive biological samples containing the D-
Amer, as a percentage of the samples determined by the kit as positive, and is 100%.
Specificity of the kit is determined from control negative biological samples that do not contain D-dimer,
as a percentage of samples identified by the Kit as negative, and is 100%.

PRECAUTIONS

For professional in vitro diagnostic use only. Do not use after expiration date.

The test device must remain in the sealed pouch until use.

Do not eat, drink or smoke in the area where the specimens or kits are handled.

Handle all specimens as if they contain infectious agents. During all procedures observe established
precautions against microbiological hazards, and follow the standard procedures for proper disposal of
specimens.

Wear protective clothing such as laboratory coats, disposable gloves or eye protection when specimens are
being tested.

The used test, specimens and contaminated materials must be discarded according to local regulations.

Humidity and temperature can adversely affect results.

Do not mix components from different lots.

The kit is biologically safe; however, it is necessary to deal with the samples as a potentially infectious
material.

Reagent kit, in accordance with Sanitary Regulations and Standards 2.1.7.2790-10 "Sanitary and
epidemiological requirements for the handling with medical waste" refers to Class A - waste that does not
have contact with the biological fluids of patients, infectious patients. Class A - epidemiologically safe
waste, approximated in composition to solid domestic waste (SDW).

Recovery or destruction, and disinfection of reagent kits should be carried out in accordance with Sanitary
Regulations and Standards 2.1.7.2790-10 "Sanitary and epidemiological requirements for the handling
with medical waste” and Methodical Guidelines 287-113 "Guidelines for disinfection, pre-sterilization
cleaning and sterilization of medical devices".

The list of risks identified during the risk einalysis process, and methods for risk management are presented
in a separate document (see Risk Analysis).

DIRECTIONS FOR USE
Materials required but not provided
Containers for collection of plasma, serum or venous blood specimens
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/Ly centrifuge

i lancets (for fingertip whole blood only)
~rinized capillary tubes and dosing rubber bag (for fingertip whole blood only).
the test device, specimen, buffer solution and/or controls to reach room temperature (15-30°C)
)Drto testing.
/ Bring the pouch to room temperature before opening it. Remove the test device from the sealed pouch
fad use it for an hour.
Place the test device on a clean and level surface.
/ For serum or plasma specimens: Hold the dropper vertically and transfer 1 drop of serum or plasma
. (approximately 25 mcl) to the specimen well then add a drop of buffer (approximately 40 mcl) and start
the timer. See figure below.
For venipuncture whole blood specimens; Hold the dropper vertically and transfer 2 drops of
venipuncture whole blood (approximately 50 mcl) to the specimen well and a drop of buffer
(approximately 40 mcl), then start the timer. See figure below.
For fingertip whole blood specimens: Using capillary tube; Fill the capillary tube and transfer
approximately 50 mcl of fingertip whole blood to the specimen well in the test device, add 1 drop of
buffer (approximately 40 mcl) and start the timer. See figure below.

~  1drop of serum or 2drops of venipuncture
|J plasma whole blood
'/1drop of drop of
buffer buffer
l© ~ = 10 0> I Tur

whole blood I I e

[:E 1drop of positive negative invalid
buffer result result result

1©  ~s-

3. Wait for the purple line(s) to appear. Read results at 15 minutes. Do not interpret results after 20
minutes.

INTERPRETATION OF RESULTS
(Refer to the figure above)
POSITIVE RESULT;* Two distinct lines appear. One purple line should be in the control line region (C)
and another apparent purple line should be in the test line region (T).
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/ Thbe intensity of the color in the test line region (T) will vary depending on the concentration of
4r in the specimen. Therefore, any Shade of color in the test line region (T) should be considered
tc.
«ATIVE RESULT: The appearance of one purple line in the control line region (C). No line appears
N test line region (T).

MALID RESULT: Control line (C) fails to appear. Insufficient specimen volume or incorrect
jibcedural techniques are the most likely reasons for control line failure. Review the procedure and repeat
4> test with a new test cassette. If the problem persists, discontinue using the test kit immediately and
contact your local distributor.

QUALITY CONTROL
An internal procedural control is included in the test. A purple line appearing in the control line region (C)
is considered as an internal tool for monitoring the test procedure. It confirms adequate membrane
wicking.
Control standards are not supplied with this kit; however it is recommended that positive and negative
controls be tested as a good laboratory practice to confirm the test procedure and to verify proper test

performance. Samples for external quality control should be tested in accordance with the quality control
standards established in your laboratory.

LIMITATIONS
1. D-dimer rapid test cassette is for the in vitro diagnostic use only. This test should be used for the
detection of D-dimer in whole blood, serum or plasma specimens only. Neither the quantitative value nor
the rate of increase in D-dimer level can be determined by this qualitative test.
2. D-dimer rapid test cassette will only indicate the qualitative level of D-dimer in the specimen and
should not be used as the sole criteria for the diagnosis of deep vein thrombosis (DVT), pulmonary
embolism (PE) and disseminated intravascular coagulation (DIC).
3. To confirm the obtained results, additional specimen analyzes should be performed in accordance with
the guidelines of local health authorities, for example, enzyme immunoassay.
4. As with other diagnostic tests, all results must be interpreted together with other clinical data available
to the physician.
5. This test is for screening purposes only.
6. A negative test result does not exclude the possibility of thrombosis. Therefore, in order to establish an
accurate diagnosis, the result obtained with the help of D-dimer rapid test cassette should be used in
conjunction with clinical data.
7. False positive result is possible in cases of liver disease, high rheumatoid factor, pregnancy, injury.
8. False negative results are found in cases where the analysis is taken too quickly after the thrombus

formation, in the presence of anticoagulants in the blood
Attention!

This device will give the real result only in the case of strict compliance with the instructions for use.

EXPECTED VALUES
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is of D4limer rapid test cassette using have been compared to the results of leading
Jtialiy available rapid tests (products that are trusted in the market), and during the comparison,
Irall test accuracy was confirmed as 97%.

PERFORMANCE CHARACTERISTICS
,nthit> and specificity of samples obtained from apparently healthy blood donors, as well as of
Aples obtained from patients
jin&roet rapid test cassette was validated using samples obtained from apparently healthy blood donors,
jas well as by means of samples obtained from patients. The results show that the sensitivity of the D-
« dimer rapid test cassette is 97.4%, and the specificity is 98.1% in compare to other rapid tests

Ni Method A Other rapid test Total
Results Positive result Negative result results
1D-dimer rapid test
1 Positive result 76 2 78
i cassette
Negative result 2 101 103
Total results 78 103 181
Precision

For the results of the same assay

Intra-serial precision was determined for 15 series of the following three samples; levels of D-dimer in
samples were 0 meg / ml, 0.5 meg / ml and 5 meg / ml. The specimens were correctly identified in more
than 99% of cases.

For the results of different assays.

Inter-serial precision was determined for 3 independent assays using the same three samples; 0
meg / ml, 0.5 meg / ml and 5 meg / ml of D-dimer. Three different batches of D-dimer rapid test cassette
(whole blood/serum/plasma) were tested using these samples. Samples were correctly identified in more
than 99% of cases.

Cross reactivity

D-dimer rapid test cassette was tested with the following positive samples; fibrinogen, fibrin monomer, 5
types of hepatitis B virus (HBsAg, HBsAb, HBeAg, HBeAb, HBcAb), syphilis, antibodies to hepatitis C
virus, antibodies to HIV and antibodies to H.pylori. According to the results of the testing cross-reactivity
was not revealed.

Interfering substances
The following potentially interfering substances were added to the negative and positive samples for the D-dimer.

Acetaminophen; 20 mg/dL caffein; 20 mg/dL bilirubin; 1000 mg/dL
Acetylsalicylic acid; 20 mg/dL creatine; 200 mg/dL Oxalic acid; 600 mg/dL
Gentisinic acid; 20 mg/dL Ascorbic acid; 20 mg/dL cholesterol; 800 mg/dL
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leoglobin: 1000 mg/dL Allpumin; 10,500 mg/dL triglycerides; 1600 mg/dL

to the results of the testing no one substance in said concentrations is interfering.

EXPIRE DATE

jc shelf life of the kit is 2 years.
ikit with expired shelf life is not a subject to application.

STORAGE AND STABILITY
Storage (stability)
Storage of the kit in the manufacturer's packaging must be at room temperature or in the refrigerator (at a
temperature 2 - 30 ° C) ensuring a regulated temperature regime with a daily temperature record
throughout the shelf life. DO NOT FREEZE.
The test device is stable through the expiration date printed on the sealed pouch.

Storage (stability) after opening

Opened buffer solution must be stored at room temperature or in the refrigerator (at a temperature 2 - 30 °
C) during the entire shelf life indicated on the package. DO NOT FREEZE. The contents of one
individual package for single use. The kit is stable until the expiration date.

Storage (stability) imitation of shipment conditions

It should be transported in the original packaging of the manufacturer, which protects the product from
external influences, on all modes of transport in covered vehicles in accordance with the rules of
transportation operating in this type of transport at a temperature of 2 to 30 ° C for the entire shelf life.
When carrying out loading and unloading operations and transportation, the requirements of handling
marks on  packaging and  shipping  containers  should be  strictly  observed.
If the transportation and storage conditions are not observed, the medical device caimot be used!

SALE CONDITIONS
For health care institutions.

MANUFACTURER WARRANTY
The production is certified for compliance with the requirements of international standards Directive
98/79 / EC, ISO 13485 quality management system.

For questions related to the quality and handling of the reagent kit "Rapid test for the qualitative
determination of D-dimer in human plasma, serum and whole blood by immunochromatography"
(D-dimer rapid test cassette), please contact; Limited Liability Company "ROTANA", OO0 "ROTANA",
117342, Russia, Moscow, General Antonov str., 3A, tel. / Fax; +7 (495) 646-28-61, med@rotana-rfru
Manufacturer:

0571.83058000 WEB: www.bfotests.com.cn
L LWB: 0571.88633388 Blttr www.blotests.com.cn
........... -'~"binfests,com.cn KiS." InfoCbtotests.com.cn
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>X Bioit” Biotech Co.,Ltd, China
JPB Road. Zhongtai Street, Yuhang*District, Hangzhou, 311121-P.R. China
N5 7 1 -«8630899
"«6-571-88633388
4ofized representative of the manufacturer in the territory of the Russian Federation
M LU Liability Company "ROTANA", OO0 "ROTANA"
342, Russia, Moscow, General Antonov str., 3A, tel. / Fax : +7 (495) 646-28-61, med@rotana-rf.ru
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CEPTUNPUNKAT

KomuTeT no cogencTeumio mexayHapogHoli Toproene KHP KuTtaiickas Manata MeXayHapogHOW TOprosm
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Komuret no coaelicrsmio MexayHnapoanoii Toprosire KHP
Kuraitckas [lanara MexXAyBapOAHOMK TOProBiIH

CEPTUOHUKAT
Ne 193300B0/008869

HacTosIuuM CBHACTENBCTBYIO NOMIHHHOCTD MEYRTH KOMIAHHY
Hangzhou Biotest Biotech Co. Ltd (Xamawxoy Brorecr Baorex Ko.

JItx) Ha NPHIOXEHHON HHCTPYKLHE N0 IPHMEHEHHIO.

Kommurer no cogelicremio

MexayHaspoaro# roprosne KHP

Ileuats

INommacs ynomomModernoro mmia: Yen Yenr

Hara: 15 MIOJIA 2019 T'OZJA
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B8 1 o t e 8 THangzhou Biotest Biotech Co., Ltd.

Howmep: RP5173700
BCTYIUIEHHA B CHATY: 27 ausapa 2016 r.
Hus: Jlyna Xy
© JoAXEOCTS: TeXHHIeCKHH ABPEKTOP
Jara: 27.01.2016
Hoanucs
HHCTPYKUMHA
NO MPHMCHEHHIO

HaGop pearenToB «JKcnpecc-TecT IS KAYECTBENHOro onpeaesenns JI-aumepa
(D-dimer) B nia3me, CHIBOPOTKE H HEAbHON KPOBH 4eJI0BEKA METOIOM

aMMynoxpomaTorpadum» (D-dimer rapid test cassette)
Hasnauenne

Habop pearcHToB «JKCIpecc—TecT AAA KaYecTBeHHOro onpeaencHna Jl-nmumepa (D-dimer) B nnasme,
CbIBOPOTKC H LCJILHOH KPOBH 4eNOBEKa METOAOM HMMyHoxpomaTorpapun» (D-dimer rapid test cassette)
NpeAHA3HAYCH A4 KAUYeCTBEHHOro ompexencHua Jl-aumepa (D-dimer) B nmasMe, CHBOPOTKE H HEeAbHON
KPOBHK NeNnoBeKa B uenax obnervenna anarnocrukn tpombosa rayboxux ser (TT'B), nerousoit smbonun (JI9)
# paccesunoit sayrpucocymucroi xoarynsumu (PBK) meronom ummynoxopomaTorpahun.

Jng oaHOKpaTHOTO NPEMEHEHRA Habopa N0 HA3HAYEHHIO.

Jns knuaudeckolt naGoparoproit AMArHOCTHKH invitro,

Horennuanbubie NoTpelNTEAN HINCAHR

JlaGoparopHbie NOAPaIACICHAA Ne4eOHO-NPOPHAAKTHICCKHX yapekaeHni.

lNpodgeccnonansuniil ypoBeRb NOTERIAANLABLIX NOAL30BATENCH

Bpau xnnHHYecKol 1a6opaTOpHO# JMATHOCTHKH, MEIMUHHCKHI 1aGopaTOpHLIH TEXHHK.

Hoxasanns

Mpr muarsocTrke TpomGo3a rayGokux BeH (TIB), nerounolt sMGomum (JI9) u paccessHoH
BryTpucocymicroit xoaryasunu (PBK).

IIpormBONOKA3aNNAR

TTpH UCRONBIOBAKMA CNICLMANBHO O0YMCHHBIM NEPCOHANOM H € YUCTOM NPHMEHCHHA 110 HA3HAYCHHIO
NPOTHBONOKA3AHNA HE BLIABJICHEL.

Boamoxnabie nofovunnte aciicTansg

ITpu RCUIOAS30BAHHH CHCLHAATLHO 06YUCHHHIM NEPCOHANOM M C YHCTOM NPHMCHCHHS IO HA3HAYCHMIO
nobounnte AclicTEHA He BLIABNIECHEL,
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Onucanne NENEBOTO AHAJNNTS, CBEACHHAR 0 er0 Hayunoli ofocnobannocTH

D-mamep aBasercs OHOMapKepOM, KOTOPHIH B LEOM YKa3HBACT HA AKTHBAKHMIO TEMOCTa3a M
¢ubpunonnza, OH ssAgercs NPOAYKTOM pacnana ¢ubpuxa, kotopuiift ofpasyercs npr pacnane
nepexpectocmuToro dubpuna nox pozuelcTeuem MHAYUHpOBaHHOH IuasMuHOM GubpunonrTHIeCKOH
axTHeHOCTH. D-mumep $uGpuna, asnsiommitcs mapkepom obpasopaHns M pacnaga ¢ubpuua, Haxomur
MUPOKOS MPUMCHCHHC B MPOLGAYPAX KIHHUYCCKOH OLCHKA B ULCAAX BHIABACHHA AKTHBALMH CHCTCMBI
cBepThIBAHHA KpoBH. [lockonbKy nocne 06Pa3loOBAHMA CTYCTKa B MUIA3ME OTMEYAIOTCA NMOBLINICHHLIE YPOBHH
D-aumepa, n3meperne D—aumepa 005MHO HCIIONB3YIOT B COMETANHH ¢ KIWHWYECKHMH NAPAMETPaMH B XOC
HCXOMHOK OLCHKH B ClIydac TNOAO3PEHHA HA OCTPYIO BeHO3HYI0 TpoMmGoamGomuio (BTJ). TNoswiieHnnie
yposHE' D-uMepa ABJNAIOTCH NMPOTHOCTHHECKHM KPHTEPHEM Pa3fiMYHBIX COCTOSHMIA, BKNIOWMAS BCHO3HYIO
TpoMOGOIMOOMHIO, PACCEARHYIO BHYTPHCOCYARCTYIO KOAPYNAUMIO, CEpACYHO-COCYAHCThC 3aloscsanus,
nadexunonnsic 3a6oneBaHHA W pak. J-IMMep B HopMe koneGrercs B mpeaenax or 0 o 500 Hr/mn.
SKenpecc—TecT Wik KaueCTBCHHOrO onpeacnehns J-aumepa (D-dimer) B nnasme, CHBOPOTKE H UENBHOMH
KPOBH 4eCNOBEKa MeTofioM HMMMyHoXxpomarorpaduu» (D-dimer rapid test cassette) npeacraenser coboii
IKCAPECC—TECT A KONHYECTBEHHOrO onpeacienHa D-numepa B 0bpasuax uenbHoi KposH, CHBOPOTKH HIH
nnasMy. B TecTe HCHONL3YIOTCH MOHOKIOHANLHEIE HTHTENA JUIA BHIGOPOYHOTO ONpefcAcHHA TORBIICHHBIX
ypoBHeH D—nuuep& B UEMbHOM KPOBKR, CHIBOPOTKE HAK IUIA3ME,

Cocras 1 xoMILIekTARNR Habopa
Tect-Kaccera Mnaxmwer npaMoyroibolt popmut 73 x25x5,5 13 nnactuka Genoro usera | 10 mwr.
C OBYMA OKOIIKAMH; BHYIDH KOTOporo Ha MemOpaHy HaneceHM
BRICYIIICHBI X03bH aHTUMBIHHEIC IgG 1 JI-mimep-MxAT Ha XOHTpONILHOMN
NRHKEY, 3 HA O/MH U3 GANBYPOB MOROKIOHAILHEIE aHTHTENA npors -
JMMCpa, KOHBIOTHPOBAHHEIC ¢ 30J0TOM; YIAKOBAHHBIH TCPMCTHYHO B
HHIHBHIYAIEHYIO YTIAKOBKY C ACCHKAHTOM, H3 (JOIbIH /IAMHHHPOBAHHOH'

Bydepuiii pacTRop, copepxamuit 0,02% natpus xnopun/ dochar Harpms, | 1 mr. (3,0 Mn)
pacTeop ans ABYXOCHOBRbIt/Ka3eHH, conn HaTpra/ 0,025% xanamuuuna cynbdar;

pasBsesenn 0,02% asup warpus; npospaynas Gecupernas xuakocts, pH 7.4 +/- 0.1

obpasiia

Oanopasossie TTuneTka u3 GecuBETHOrO MPO3PAUHONO IUIACTHKA ¢ GannorHoobpasubiM | 10 wT
NHTCTKH PacIIHPEHKEM Ha OIHOM KOHLIE

ONROCPEODBANHLIE KOHMAKM C OpP2AHUSMOM NAYUERMA U NEPCOHAAA, UCROALIYIOWE20 u3deAue, npu
suinoanenls mpebosanuli IKCRAYAMAYUORHOU OOKYMEHMAYUY (URCMPYKYUY RO NPUMERERUI0).
3. B cocmase uzdenus omcymemeyiom aexapcmeennvie cpedcmea u hapmayesmuneckue cybemanyus.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU koA




r—

KomnoueHTn HaGopa ynakopaHs! B X0poGky, B KOpoOKy BIOXKeH HHCTPYKITHA N0 NPHMEHEHHIO.
B xoMILIEXT ROCTABKH BXORAT: RAGOp pearcHTOB, HHCTPYKUKA 110 MPHMCHERUIO, COPTHRHKAT.

OCHOBHBIE NOTPEBHTEJILCKHE XAPAKTEPHCTHKH
/ Ba3oBbilt BapHaHT KOMILIEKTAURH Habopa no3sonser uccnenosanue 10 obpasuos.

Merobl CTEPRAHIANNE HIC/IAR

Hznenne He TpebyeT CTCPHIHIAUMM.

Tporpammuoe ofecnievenne paboTn HIACARS

OrcyrcrByer.

Texamgeckoe ofcnyxupanue H PEMONT HISETHR

Wanenue He Tpelyer TEXHHUECKOrO 06CHYKHBAHAA U HE NIOUICKHT PEMOHTY.

NPHHUMI AERCTBUA

D-dimer rapid test cassette npeacvasnser coboi  JKCWpecc-TeCT UIA  NPOBCACHHA
XpOMaTorpapHICCKOrONMMYHOAHANIN3A, B COCTaB KOTOPOro BXOAAT A&HTHTENO Kk  D-auMepy,
KOMBIOTHPOBAHHOS ¢ YACTHHAMH KOJUIOHAHOTO 30/I0T4, AHTHTENO0 K D-auMmepy Ha TECTOBOH NHHWM #
auTHTesno knacca IgG Ha korTponbHONi AMKHHK. BO BpeMs TecTnpoBanus 06pasibl LETbHON XPOBH, CHBOPOTKH
WAM NJIa3MBl BCTYNAIOT B PEAKUMIO ¢ YACTHUAMK, NOKPHITHIMA aHTHTENIOM K D-AHMeEpy, HAHCCCHHBIMK Ha
TECT-NIONOCKY. 38TeM CMeCh XPOMaTOrpadHuUECKH MHIpHpYeT BBEepX no memOpane mon AeiicTHeM
KANWINAPHLIX CHJI H pearupyeT ¢ antHtenoM k D-auMepy, nanecennnim B o6nactw Tecrosoli munun. Eom
obpasen copepxur D-gumep, B 00acTH TECTOBOM JHHUM MOSBHTCA O/HA AHRHA (UOJIECTOBOIO IBETA.
Hannune Takoi ¢uoncTOBON IHHHH YKAIHIBACT HE NONOKUTENLHBIH pE3ynbTaT, a OTCYICTBHE — Ha
OTPRUATENLHEH pe3ynbraT. B xaUecTBE KONTPONA NPOUCAYPH SIPOBEACHHS TECTA B 06/NACTR KOHTPONLHOMN
NMHUK BCCTAR AOJDKHA NOABAATLCA IHHUA PHONCTOBOTO LBETA, CBHACTEINLCTBYIONIAN O TOM, ¥T0 0Gpasen Guun
AoGasiicH B IOCTATONHOM 0GBEME H IMPOH3OLINIO 3aTEKAHHE B MeMOpany.

CBOP OBPA3IIOB H HX HOAIOTOBKA

. Cusoporka nau nnasma (K23/ATA, 3,2 % unrpar natpus, HaTpuil renaput, nuTHi-ICNApHK)
KpOBH uenonexa, 06peMoM 25 Mk, He/iHan kposb o6bemMom 50 Mxa.

. Hna cGopa 06pa3uoB USTLHOH KPORH U3 Nanbla;

. BuiMoitTe pyxy NauHeHTa ¢ MBUIOM M TEIUION BOAOH MM OHHCTHTE €€ NPH NOMOUH TAMIIOHA
c0 cinpToM, Jalre BEICOXRYTS.

° TomaccupyiitTe pyKy, HC MPHKAcCAACh K MECTY MYHKIUH, B HANPaRNCHUA KOHSHKAE CpeAHero
M GE3LIMANHONO NANBLA.

. ITpoxosrTe KOXY IPH NOMOIIA CTEPHIILHOTO NAHICTA, BLITpHTE ITepBLie NOABHBIBHECA KANNH
KPOBH.

] OCTOpOXHO NOTPHTE PYKY B HaNpaBICHHH OT 3aNACTHA K NaNbiy, YTOOH B MECTE MYHKUKRE

NOABUAACH KPYTHAR KAIUIX KPOBH.

° TlomecTHTe 00paszen ucabHOH KPOBH H3 NaNbRa B Tec'r—xacoery NPH NMOMOIIA KAaNHUIAPHOE

TPYOKu:
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’ . TIpHKOCHUTECh KOHYHKOM KaNHUIAPRO! TpyOKkH K kamne KpoBH, 9TOOW HANONHHTL TPY6KY
npuMepro Ha 50 min. H3beralire 00pa3oBanma my3HphKOB BO3AYXA.

. IMoMecTHTE WAPHK B BEPXHIOID HACTh KAMHANAPHOH TPYOKH, 38TC€M COMMHTE mMAPHK, YTOOH
,’f BLITCCHHTS UEABHYIO KPOBb HA NOVIONKKY JUIA 00pa3ion TeCT—KACCETHI.
. HeMeIEHHO OTHENMTE CHLIBOPOTKY HAM TWIA3My OT KpOBH BO H30ekaHne reMonmMsa.

HcnonsayiTe TONbKO YHCTHIC HENEMONMH3HPOBAHHBIC 006pasLLI.

° TecT clefyeT MpPOBECTH cpaly xe nocie cGopa obpasuos. He ocrasmsiite obpasust npx
KOMHATHOH TemmepaType Ha IfHTENbHOE BpeMi. O6pasum CLIBOPOTKH W TIa3MBI MOXHO XPAaHHTh NpH
Temneparype o 2 10 8°C fio 3 aneit. [Ipi HEOGXOAMMOCTH AOATOBPEMEHROTO XPRHEHAR 00pasll XPAKAT NPH
Temneparype Hixe —20°C. Eciu Tect Gyaer nposesen B TeueHne 2 AHel ¢ MOMEHTR c00pa KPOBH, LCILHYIO
KPOBh M3 BCHB C/IGAYET XPaHMTh MpH Temneparype ot 2 0 8°C. He 3amopaxupalite obpasusl ueabHOH
KpoBH. Tect HeAbHON KPOBH H3 NANLIIA CACAYST POBECTH HEMEUICHHO.

. Mepen npoBeseHneM TecTa AosenauTe ofpasum A0 KoMHATHOH Temmeparyphl. [lepex
NPOBEACHHEM TECTA 38MOPOXKCHHEIE OOPA3UH AOKHH NONHOCTBIO OTTaATh, H HX HCOOXONAMO NEPEMERIATD.
Henb3aa NOBTOPHO 3aMOPAKHBATH H Pa3MOPAXKHBAETL 00pastibl.

. Ecnr ofpasusl MOMICKAT TPAHCHOPTHPOBKE, HX C/CHYET YNAKOBATL B COOTBETCTBHM ¢
MECTHLIMK npawnaml TPAHCTIOPTHPOBKH BO30yauTeneit 3abonesanmii.

. C6op o6pasios KpoBH AOKEH MPOH3BOAMTLCA B COOTBCTCTBHH C HAMEKAICH NMPaKTHKOA
mero-zoM serenyskini (TOCT P 53079.4-2008 «OGecneuctine Ka4ecTsa KAHHHYCCKHX Na00OPATOPHEIX HC-
cneaoBanuityn).

AHAJHTHYECKHE U JUATHOCTHYECKHE XAPAKTEPUCTHKH
o AHATHTHYECKAA UYBCTBHTCALHOCTh (MHHUMANBHO ONpPCHCNREMas KOHUCHTpauns) — 380

Hr/Mn.

° YyscrerrenbHocTs  Halopa onpegenserca  no KOHTPOJBHHIM  NOSIOKUTENbHEIM
GuonorueckrM obpasuaM, coaepaumM JI-ARMEp, KaK MPOUCHT 06pasinos, onpefeNeHRLX HaGopoM Kax
NONOXKHTENbREE, H cocrasuser 100%.

CneunduurocTs HaGOpa OMPENCAACTCA MO KORTPONbHBIM OTPHUATEHBHLIM GHONOTHICCKHM
ofpasnam, He conepaxammm J1I-aumep, Kak NPOUCHT 00pasLioB, ONPEACICHHBIX HAG0POM Kak OTPHUATCABHLIE,
H cocrasaxer 100%.

Bpems BLIXOAR TECTa Ha BH3YANLHO ONPEACAEMYIO OKpPacKy He Gonee 20 MEH.

MEPHI IPEAOCTOPOXKXHOCTH

. Toneko ia npodecCHOHANbHOR AMATHOCTHKH in vitro. He nCnonb3oBars nocie HCTCHCHRA
CPOKa XPARHEHHS.

L Tecr cnemyer XxpanHTL B 3aneHaTAHRON YNAKOBKE /0 MOMCHTR HENOCPEACTBCHHOTO
RCITONL3I0BAHHA.

B mecrax ana paborht ¢ o6pasiiaMu HIH XOMRUICKTaMM 3alPELIaeTCA NPHHAMATH NHLLY, HHTH
HAW KYPHTb.
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4 . Co Bcemu oOpasnamu HeoOxoaumo obpaimtatbes Kak ¢ O0pasliaMH, couepXKalulMH

po3byamTencit HupekuHOHHMX 320oneBanuit. Bo Bpema Bcex mponenyp cobmoasite npeaycMOTpeHHbIC

" MEpPH NPENOCTOPOKHOCTH ANs paboThl ¢ MMKPOGHONOrHHECKHMH HCTOYHMKAMH OfACHOCTH, @ TAXKE

cnenyitte CTAHAAPTHLIM MPOLCAYPAM HALIEKALICH YTHIH3AIMH 00pa3uoB.

. Ilpn pabore ¢ obpasuamMu BafeHLTE 2AMUTHYIO cneuoaexay, B ToM uucne jaboparopHuit
Xanat, ORHOPa30BLIC NEPYATKH U 3AILATHLIC OYKH.

° Bee ucnons3oBaHRbIe TECTH, 06pasibl K 3arpA3HEHHBIC MATEPHAIB NOANEKAT YTHAKIAUUK B
COOTBETCTBUH C MECTHBIMH HODMAMH.

. BnaxHOCTb B TEMUIEPATYPa MOTYT HEONaronpPHUATHLIM 06pa30M BAKATL Ha PE3YNLTATH.

. He cMelnBaiiTe KOMMOHCHTH M3 Pa3HBIX NAPTHiA.

. HaGop Ouonoruuecku OGesomacen, oAHako ¢ HcoicayeMblMH obpasnamy Heobxoaumo

ofpamarsca Kak ¢ NOTEHUHANLHO HHPHUHPOBAHHBIM MaTEPHAJIOM.

. HaGop pearedton, B coorserctenu ¢ CanlluH  2.1.7.2790-10 «Caunrapno-
IMHASMHONOTHYECKHE TPeGOBaHHA K OOPalICHNIO ¢ MEANUMHCKHMH OTXOAaMM» OTHOCHTCE K Kiaccy A -
OTXOABI, HE HMEIOIIHE KOHTAKTA ¢ OHONOIHYECKEMHA KHAKOCTAMH MaLMEHTOB, HHPEKUHOHHBIMH GONBHBIMH.
Knacc A - ’nuaeMsonorndecku 6Ge3onacHbIC OTXOAH, HPHOMKCIIHBIC MO COCTaBY K TBCPALIM OLITOBBLIM
orxoaam (TBO).

. YTHAH3aUKKO HWIH YHRMTOXCHHE, AC3HHpEKHIO HaGOpOB peareHTOB ClieyeT NMPOBOAHTDL B
cooteercreun ¢ CanlluH 2.1.7.2790-10 "Cauntapro-snnnemmonorudeckue Tpebopanus x obpaiieHuio ¢
MCAMIMHCKHMK oTxoZaMr” u MY 287-113 “"Meroavueckne yxazaHHS nNO  AC3HHOEKLMH,
NPEACTEPHIUIALMOHHONR OTHCTKE R CTCPHAHZANHK BIXENHH MEAMIHHCKOrO Ha3HAYCHNA",

. Tlepeuctb pRCKOB, HACHTHROHUKPOBAHHLIX B MPOLECCE AHANHM3A PHCKA, H CHOCOOH yTIpaBlicCHHA
MMH TIPCACTABIICHB! OTASIIBHLIM JOKYMEHTOM (CM. AHANTH3 PHCKOB).

CNNOCOEB NPUMEHEHUA
Heo0xonnMbie MATEPHANIDI, He BXOARUBIE B KOMILACKT

Mpobupka ana B35TH 006PA3NOB NNAIMBL, CHIBOPOTKH HIN BEHO3HOI KPOBH.
Hentpudyra naGoparopHas.

Taiimep.
Jlanuern crepunbHbie (TOALKO VIR LERBHOH KPOBH H3 NANBILA).

[enapHHBIUPOBAHHLIC KATHINIAPHEIE TPYOKH H A03UPOBOYHAIH WAPHK (TONBKO ANA UEABHON KPOBH H3
nanbita),

Tlepen npoBeaesueM TeCTa Tecr-Kaccera, obpasen, Sygepuniii pacTsop W/RAR KORTPOAbHBIE
00PAULL AOKHBLI HATPETLCR A0 KoMuaTHoH Temuepatryps! (15-30°C).

1. Tpexae YeM BCKPLITL YNAKOBKY, ZOBCAKTE €C A0 KOMHATHON TeMnepaTyput. Mannexnre recr—
KACCETY H3 NepMETHYHOI YIIAKOBKH W HCNOMbYHTE ¢ B TEYCHHE OAHOTO Yaca.

2. TloMecTHTE KacCeTy Ha YHCTYIO M POBHYIO MOBEPXHOCTD.
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Ans o0pa3nos CLIBOPOTKH HAH RAAIMLI: BEpTHKANBHO YASPXKHBaAA MUNCTKY, NOMecTHTE 1 Kammo
CLIBOPOTKN HAH IasMbl (OKkoNo 25 MKN) Ha NOWIOKKY s obpasug, a 3areM axoGasnte 1 Kanaw
Sydepuoro pacraopa (oxono 40 M) H BrmounTe vafiMep. CM. PHCYHOK HIXKE.

DAINOB HERbHO} B Ibl: BepTHKansHo yACpKHBas NUINCTKY, HOMeCTHTE 2 KAIIH
uenbHoit kposw (okono 50 MKI) Ha noanoxKy Ans ofpasiua, a 3arem aoGasbre 1 kanmw Gydepuoro
pacreopa (0x00 40 MKI) H BKMIOUHTE TaliMep. CM. pUCYHOK HMXKE,

: Tlpu nenons3osanun kanmnspHo# Tpybku: Hanonamre

KRNHLIAPHYIO prﬁxy H NIOMECTHTE 0K0/10 S0 MK/ ueannoil KPoBH U3 NANLIA HA NOANOKKY JIA 00pasua B
Tecre—kaccere, AoGasbre 1 kamwmo Oydepmoro pacrsopa (okono 40 Mka) M sKmOYMTE TaliMep.
CM. pHCYHOK HHXe.

3. Joxaurech nogancHus NWuHH (-uil) dnonerooro npera. Cunraiite pesyabrTaTt Sepes
15 munyr. He cunrsiBaiire peaynsTarsl depes 20 MURYT.

i 4 )

~ Arasmaundtpanms Supivttvand
7 [ )

HHTEPIIPETAIIMA PE3VIBTATOB

(Cw. AinmMOCTpaLIHIO BHIIIIC)

MOJIOXKHKTENBHDBIH PE3YJIHLTAT:* lMossnenne aByx maunit, Onua nunus GHONCTORONO 1BeTa
JIOJDKHA NOABHTLCA B 06acTH xonTposbHOR AnuuK (C), a elie oxHA YeTKan AHHWUA PHOAETOBOFO LBETA — B
oﬁuacri TecToBoM nruuxn (T).

* NIPEMEYAHHE: HHTCHCHBHOCTD OKpamuBanus B oGnacTH Tecrosodt nubun (T) 3aBHCHT oT
konnenTpaunn D-mumepa B ob6pasue. [lo aroli npaumue mobas cTeness OKpamuBsaHua B OGNACTH TECTOBON
auHuy (T) CYHTACTCS NONOKUTENBHBIM PE3YALTATOM.

OTPHLATEJbHBIN PE3YJDLTAT: [Tosenenne onHON AWHMH (HONCTOBOTO WBETA B OGACTH
xoHTposbHOH nuHMM (C). OTcyreTBre nuuuH B 06nacTi Tectopoit anuuu (T).

HEZEACTBMTEJABHBIH PE3YJDBTAT: Orcyrcreue KOHTpombHOH mnuuu. HemocraTounsit
ofbeM 00pa3iia HIH HEBEpHAR MPOLCAYPA MPOBEACHHA TECTa ABNKIOTCA HAHGONCE BEPOATHHIMR MPHUHHAMK
OTCYTCTBHA KOHTPONbHON AHHUK. B svoM cayuae ewme pas usyuurTe npoucaypy H NOBTOPHTE TECT ¢ HOBON
TecT-Kaccerol. Ecin npobaema we Gyaer peiieHa, HEMEUICHHO NMPCKPETHTE HCTONL3IOBATH TECT-CHCTEMY H
CBAKHTECH C MECTHHIM AHCTPROBIOTOpOM.

KOHTPOJIb KAYECTBA
B npouenypy NpOBCACHHA TeCTa BKAIOYCH KOHTPO/Ib MpOUEAYPS NpOBEACHHA Tecta. [losnmnenue

NUHHK QHONETOBOIO LBETA B OONACTH KOHTPONbHOM AnHUK (C) paccMATPHBAETCH B KAYECTBE BHYTPCHHErO
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‘Hc'rpynema KOHTPO/IA MNPOUEAYPH NpoBeAcHhA TecTa. Ee mosBieHue NORTBEPKAIET Hauexauiee
3arexaHve B MeMOpany.

KOHTPONBHEIE CTRHARPTH B KOMIUICKT TECT—KECCETHl He BXOAAT; TeM HE MEHee, COraCHO MPHRIMIAM
Hamnexame# nabopaTopHOl NPAaKTHKH PEKOMEHAYETCA HCNOIb30BATH MOMOKKTECALHEIN H OTPHUATENBHHIN
KOHTPO/Ib JUIA NOATBCPRACHHA NPOUCAYPHl NPOBCACHHA TECTA H NPOBEPKH HAVICKAWICIO XApaKTepa
nposeficHH Tecta. OOpasubl And BHEIHETO KOHTPOJIA KauecTBa AOMKHB OHITh NWPOTECTHPOBAHE B
COOTRETCTBHH CO CTAHAAPTAMH KOHTPOJIA Ka4eCTBa, YCTAHOBJICHHBIMH B Ballleli naGopaTopun.

OIrPAHHYEHHA
1. D-dimer rapid test cassette npenHasHaueH TOJNLKO ANA JABACHOCTHKH invitro. JlaHHH TecT
HCTIONB3YIOT VI8 BuARNeHHA D-amumepa Tonbko B o6pasuax UenbHOH KpOBH, CHIBOPOTKH HWH naa3Mbl. [pu
NOMOIIA AAHAOIO KONWYECTBEHHOTO TECTA HENL3A ONPEACHHTL KONHYECTBEHHOE 3HAYEHME MAR CTENCHb
NOBHICHKA KOHLICHTpauuK D-auMepa. '
2, D-dimer rapid test cassette yxasniBacT TONLKO Ha MpHCYTCTBHE D-xyimMepa B ofpasiie B Ke noanexHT
HCTIONb3OBAHMIO B KAYECTBE CAMHCTBEHHOTO KDHTEpHA AHAVHOCTHKM Tpombo3a rayGoxux Ben (TTB),
nerounoit :amGomnn (JI3) u pacceanHoit BHyTpRCOCYARCTO#H Koarynsuuk (PBK).
3. Jng noaTBEpACHUA WONYYCHHHX PE3YALTATOR CHCAYET NPOBECTH JAONONHHTENLHLIE AHANHIN
o0pas3uoB B COOTBETCTBHMH C PYKOBOACTBAMH MCCTHHIX OPraHOB 3/IPABOOXPAHCHHA, HANpHMEp,
UMMYHOPEPMEHTHBEN aHANIN3. ]
4, Kak ¥ npn HCNIONBL30BAKHH APYTHX SKCIPECC—TECTOB, PE3YALTATH NMOMIEHKAT HCTONKOBAHHIO TONLKO B
COMETAHUH C APYFHMH KNHHHYCCKUMH NAHRBIME, HMEIOIIUMHCS Y Bpava,
S. JlaHHEIA TCCT NpeHASHAYCH TOALKO B HE/AX MPOBSICHHUA CKPHRHHTA,
6. OTpHUATENbHEN pPe3yNbTAT TECTA HE HCKMIOMACT BEPOATHOCTS TpomGo3a. Cnenmoparensuo, ans
NOCTAHOBKH TOUYHOTO AMArHO33a PE3YNLTAT, MONYUEHHBIH 1PN NOMOILM IKCIIPECC—TecT I onpencnenns D-
JuMepa, HeoOXOMHMO HCTIONB3OBATL B COUETAHNH ¢ KTHHHYCCKHMHE JIAHHBIMK.
7. JIOKHOTONOXKMTENbHBIN  Pe3yNbTAT  BO3MOXKEH B caydasx OConesnd (EUCHH, BHICOKOIO
pesMaTonHoro $GaxTopa, GSPEMEHHOCTH, TPABM.
8. JIOXHOOTPHLIATS/ILHEIC PC3YALTATH  BCTPEHAIOTCA B CIy4adX, €CAH A&HAM3 BT CIOHIIKOM
Guictpo nocne gopmupobainus TpoMGa, HaNIMYHE B KPOBH SHTHKOBTYNAHTOB.
Buumanue!
JNaunoe ycTpolicTBo 0GECTICHHT NMPABHABHHI PE3yNBbTAT TONLKO B CIYYa¢ HEYKOCHHTENbHOTO cobmoaenns
WHCTPYKUHH N0 NPHMEHEHRIO.
OKHIAEMBIE 3HAYEHWUA

PesynbraTl Mcnons3oBauka D-dimer rapid test cassette CpaBHHUBANH ¢ PE3YALTATAMH HCNONL30BAHAS
HMEIOIIMXCA B MPOAANKE BEAYIUHX IKCTIPECC—TECTOB (IPOAYKTOB, NMONBIYIOLKXCH AOBEPHEM Ha PHIHKE), H B
xoje cpapHeuns GHIa MOATBEPXACHA O0IIaA TOTHOCTD TECTA Ha YpoBHE 97%,

PABOYHE XAPAKTEPHCTHKH
YyBCTBHTEILHOCTL H CHENHQNUHOCT, HA O00pa3naX,IOAYYEHHLIX OT OHEBHAHO 3AOPOBLIX

HOHODOR KNNRH. 8 TAKKE HA oﬁnnnax, llo.ny‘lellum OT BALHCHTOR
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‘ D-dimer rapid test cassette oucHuBaNH HA OCHOBE 006PA3LOB, NMOAYYCHHHIX OT OYEBHAMO IAOPOBHIX
ACHOPOB KPOBH, & TAKKC HA OCHOBE OOpa3loB, MOJYUCHHRIX OT MAUHEHTOB. Pe3yNbTaThi MOKA3HBAIOT, YTO
qyBcTBHTENLHOCT: D-dimer rapid test cassette cocrasaser 97,4%, a cnenudruHoOCTL ~ 98,1% OTHOCHTENLHO
HPYTHX KCTIPECC—TECTOB.

Meton Jlpyroik sxcnpecc—recT
Hroroapit
Monoxkurenshbiit [OTpHLATENSKBUH
. . PesynbTarnt [PE3YALTAT
D-dimer rapid test [pesynsrar pe3ynbTaT
[cassette Tonoxurensusiit pesynasrar 76 2 78
|0rpnumusauﬁ pesynsrat 2 101 103
Urorosniit pesynbrar 78 103 181
TomocTs

AJig pe3yALTATOB OHOIO H TOTO e AHAINIA

BuyTpHCCpHANYIO TOUHOCTL ofipeacnsnd ana 15 cepuit cnexyiommix Tpex o6pasuos: ypOBHH
oGpasuop D-numepa npu 0 Mxr/ma, 0,5 Mrr/mnt S Mr/mn. O6pasust GsUTH onpenenenst sepHo Goree ueM B
99% ciyuacs.

Hrs pesyabmamos pasnvix arasu306

MexnycepHiiRyio TOYHOCTD ONPENCHANH ANA 3 HEIABHCHMBIX aHANIH30B ¢ HCMONB3OBANHEM ORHEX H
Tex ke Tpex obpasuos: O mxr/mn, 0,5 Mxr/Ma 1 5 Mkr/ma D-numepa. Ha ocHoBe 3mux ofpasiios Guuinr

NPOBEPEHE TPH PAIHLIC TIAPTHH IKCTIPECC—TECTa (TECT-KACCETH) AN onpenencHns D-anmepa (B8 ueanHoOM
KpoBH/cHBOpOTKE/Tinasme). O6pasuni GuUm onpeaescHy BepHO Gonee yeM B 99% ciiydaes.
TlepexpecTHAN PEAKTHBHOCTD

D-dimer rapid test cassette mpoien NpoBEPKY Ha OCHOBE CIICAYIONMX NOMOXKHUTEILHHX 05pasiioB:
¢dubpunoren, monomep pubpuna, 5 Tunos supyca renarura B (HBsAg, HBsAb, HBeAg, HBeAb, HBcAD),

cudunKe, auTHrena x Bupycy renatuta C, anrtutena x BHY w awturena k H.pylori. Iepekpecrnaa
PEARTHBHOCTD MO PE3YNHTATAM MMPOBEPKH HE BHARNICHA,

Hurepdepupyoinue BeuiecTsa

Cneayromme noreHuHamHo HuTephepupylonpie semectsa GuiH NOGABIEHb K OTPHUATENLHEIM M
TIONOXHTEABHBIM 00pasuaM Ha D-aumep.

Auetamuoden: 20 Mr/mn F(odmm: 20 mr/an IBmpyﬁuu: 1000 Mr/nn
ALCTHICANHITHAOBAR xucno-mi(pea'mn: 200 mr/an [(llasenesas kucaoTa: 600 Mr/mn
0 mr/nn

eHTH3HHOBAN KKCHOTa: 20 Mr/an Ackopbunrosan kucnota: 20 mr/an {Xonecrepun: 800 mr/an

ll‘euomoﬁuu: 1000 mr/an AnLGyMun: 10,500 M/ Tpurmunepuast: 1600 mr/mn
Mo pesynsTavaM aHanuW3a, HH OXZHO M3 BEMECTS B YKA3AHHMX KOHLEHTDAUMAX He ABJINCTCA

HHTCPPCPHPYIOUINM.

CPOK 'OAHOCTH
Cpok romsocts HaGopa — 2 roaa.
HaGbop ¢ HCTEKIIMM CPOKOM FOAHOCTH MPHMEHEHHIO HE MOEKHT.
XPAHEHHE U CTABHJIBHOCTD
Xpanenne (cTabRALROCTD)
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XpancHuc Habopa B YIAKOBKC NPCANPHATHA-RINOTOBUTENA AONKHO OCYUIECTRAATLCE NIPH KOMHATHOH
munep&rypc WnH B XonommnbHuke (pu  Temmeparype or 2 mo 30°C), obecneunsaromien
PerJIAMEHTHRPOBAHHEIN TEMIIEPATYPHEIH PEXUM € eXeAHEBHONR perHcTpauueli TEeMNEPATYP) B TEHCHHE BCEFO
cpoka rogroctd. HE 3AMOPAXKHBATD.

Halop crabunen o AaThl HCTEYSHHS CPOKA XPAaHESHHA, YKA3aHROTO HA 3aNCYATAHHOH YaKoBKe.

Xpanenue (craSuabHOCTD) NOCAE OTKPLITHSR

Bexpuarsifi 6ydepHbili pacTBOp clieyeT XpaHHTb NPH KOMHATHON TEMNEPATYpe WIH B XONOAHALHHKE
(mpu Temnepatype or 2 o 30°C) B TeuCHHC BCErO CPOKA TOAHOCTH, YKa3aHHOro Ha ynakoske. HE
3AMOPAXHUBATD. Coaepxnmoe ool HHAHBHAYANbHOH YNaKOBKH IS OJHOPA30BOrO HCMONb3OBAHMA.
Ha6op crabnnen o ncTesieHUs cpoKa XPaAHEHHA.

Xpanenne (cTabHALHOCTD) (AMHTANRR YCIOBKIl TPAHCHOPTHPOBKH)

Chneayer neperosHTb B OPHIHHANBHON YNAKOBKE MPOH3BOAMTENA, 3BWMILAIOMICH TPORAYKUMIO OT
BHCHINHX BO3ACHCTBHI, HA BCCX BHAAX TPAHCNOPTA B KPHITHIX TPAHCHOPTHHIX CPCACTBAX B COOTBETCTBHH C
MPABRIAMH NEPEBO3OK, NEACTBYIONIHMHE Ha TPAHCTIOPTE AANHOTO BUAA MPH TeMiiepaType or 2 20 30 °C
TeYEeHHE BCETro CPOKA TOAROCTH.

[lpr npoBeAeHHH NOIPY3OYHO-PA3TPY3OYHEIX pPAGOT M TPaHCHOPTHPOBAHWH CAEAYET CTPOrO
BEITIO/THATL TPEOOBAHHMA MAHHITY/IRITHOHHBIX 3HAKOB, HAHCCEHHBIX HA YIIAKOBKE M TPAHCMIOPTHOMN Tape.

Tipu Hecobmoxerun ycnobuit TPAHCTIOPTHPOBAHHA M XPAHCHHA MEAKUMHCKOE H3NCNHE HE NMOMICKUT
HCIIONB30BAHNIO!

YCJOBUA OTNIYCKA
Jna yupexaeHuii 3ApaBoOXpaRCHHA.

TAPAHTHH NNPOHU3IBOANTENAA
MipouspoACTBO HMEET CEPTHOHUMPOBAHHYIO HAa COOTBETCTBHE TPeOOBAHHAM MEKAYHAPOAHBIX
cranaapros Jiupexruse 98/79/EC, ISO 13485cucTeMy MEHEIKMEHTA KAYECTBA,

Mo sonpocam, kacalomuMca kavecTsa ¥ obpauienns HaGopa pearcHTOB «IKCHpece-TecT ANS
KavecTnennoro onpeaenenun J-axamepa (D-dimer) 8 naasme, cLIBOPOTKE B REALHON KPOBN HeNOBEKS
meronom mmMyHoXpomaTorpadum» (D-dimer rapid test cassette), cieayer obpamiarbcs mo ampecy:
OGmecrso ¢ orpalnserHoi oTeTcTBeRHOCTLIO "POTAHA", 000 «POTAHAN, 117342, Poccus, r. Mocksa,
yn. lenepana AnTonosa, A. 3A, Ten/daxc +7 (495) 646-28-61, med@rotana-rf.ru

Opran3agns-pon3BoAHTENb:

HangZhou Biotest Biotech Co.,Ltd, Kuraii

174, Futai Road, Zhongtai Street, Yuhang District, Hangzhou, 31112]-P.R. China
Tel.: +86-571-88630899

Fax: +86-571-88633388
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‘ YnosnoMogeHnbil nPeACTABNTEIL NPOKIBOANTIN 1A TEPPHTOPHK PO:
O6mectso ¢ orpanuyexnoli orercraeHroctsio "POTAHA", OO0 «POTAHA»

117342, Poccua, r. Mockea, yin. ['euepana Awurtonosa, n. 3A,ten./dakc +7 (495) 646-28-61,
-rf.
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MepeBof JaHHOro TEeKCTa C KU TAaWCKOro A3bIKN 11 aHTIMIACKOTO S13blKa Ha PYCCKUIA A3bIK
CAenaH MHOM, NepeBoaUNKOM AneKceeBbIM AneKceem ANeKCaHPOBUYEM.

noanunch

Poccwiickas defepaums

"opoz Mocksa

TpuHaguaToro asrycTa Age ThiCAuM AeBATHaALATOMO roja

,ﬂ, AkumoB 'ne6 bBopucoBuy, HoT apuyc ropoga MOCKBbl, CBUAET eNbCTBY MOASIMHHOCT b NOANUCH
nepesoguymnka Anekceesa Anekces AnekcaHapoBsuua.

Mopgnuch coenaHa B MOeM NPUCYTCTBUN.

JINYHOCTbL MNOANMCAaBLIEro AOKYMEHT ycTaHOBNEeHa.

3aperncTpuposaHo B peecTpe: No 77/09-H/77-2019-6"y ' Nn
B3blcKkaHO rocyfapCTBEHHOW nownuHbl(no Tapudgy): 100py6.

YnnayeHo 3a oKa3aHWe ycNyr npaBoBOro M TexXHWUYecKoro xapakTepa: 20ii ;

NoANKCH

epboBasi neyaThb
HoTapwuyca r.MocCKBbI
Akumosa I'.b

Bcero npoWHYypoBaHo, MPOHYMEpPOBAHO

N CKPENnneHo nevyaTblo nncT (a)(oB.)

HoTapwnyc

NOANKCH

Poccuiickaa ®epepaums
lopof Mocksa
umunapguaTtoro asrycta gse TelcAaumn gesAaTElaguyuartoro roga
AknmoB”e6 bopucosuy, HoTapuyc ropoga MoCKBbI ,
cly™eT bCTBPTMEPUOCTL KONWUM C NPeACTaBNeHHOr0 MHe JOKYMEHTa,

| peectpe: Ne 77/09-H/77-2019-/9 -
AoTapyga'pBewtoil nownuHel (No Tapudy): 2 ‘fc  py6.
M yCNnyr NpaBoBOr0O in CXTHYCCKOrO XapakTepa:

/"knmoB

Bcero npoLumTo, NpoHyMepoBaHO, CKPEN/ieHo
neyatbto 2~ nuct(a) (oB)

Hotapuyc
J T.B. Aknvos
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