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Last version of the IFU: 09.2022

TEST NAME
In vitro reagents kit for rapid detection of procalcitonin (RAMP Procalcitonin) (hereafter
test kit, RAMP Procalicitonin)

One kit includes materials to run 28§ tests.

WARNING!

For in vitro diagnostic use only

Failure to follow RAMP Procalcitonin test procedure may result in invalid and/or
erroneous results. Read the entire Instructions For Use prior to performing test.

INTENDED USE

RAMP Procalcitonin assay is a qualitative immunochromatographic test indicated for use as in
vitro diagnostic product used with 8 RAMP Reader or RAMP 200 instrument to measure levels
of prohormone procalcitonin (PCT) in human EDTA anti-coagulated whole blood. RAMP
Procalcitonin assay is intended for professional use only and is to be used in conjunction with
other laboratory findings and clinical assessments as an aid in the risk assessment of progression
to severe sepsis and septic shock.

POTENTIAL USERS
Physicians and diagnostic laboratory personnel who have been trained and admitted to
work with RAMP Procalcitonin test in accordance with the established procedure.

INDICATIONS AND CONTRA-INDICATIONS FOR USE, SIDE EFFECTS

Indications for use: RAMP Procalcitonin assay is intended to be used in conjunction
with other laboratory findings and clinical assessments as an aid in the risk assessment of
progression to severe sepsis and septic shock.

Contra-indications for use, side effects: not found.

SUMMARY

In the absence of infection, the prohormone procalcitonin (PCT) is expressed in thyroid C-cells
and subsequently undergoes post-transiational cleavages to yield mature calcitonin [1]. The
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circulating plasma concentration of PCT in healthy individuals is very low [2,3]. Conversely,
microbial infection triggers a substantial increase in the expression of PCT in non-
neuroendocrine cells throughout the body which are unable to perform the necessary post-
translational cleavages resulting in increased serum PCT concentrations [1].

Serum concentrations of PCT increase proportionally to the severity of infection, ranging from
slightly elevated in infections with minor systemic inflammatory response to very high values in
cases of severe sepsis and septic shock {2-4]. Sepsis is a common and frequently fatal condition
that is the result of the body’s excessive inflammatory response to an infection. Despite advances
in critical care medicine, sepsis and septic shock are leading causes of death in intensive care
units [4-6].

The speed at which appropriate therapy is provided in sepsis cases impacts patient outcomes
(6,7). The traditional method of sepsis diagnosis however, relies on culturing blood, urine or
cerebrospinal fluid which takes upwards of 24 hours, lacks sensitivity and specificity and
frequently does not correlate to the manifestation of clinical symptoms [2,3]. Altematively over
20 years of research suggests PCT is an excellent biochemical marker for sepsis as it is highly
specific for bacterial infections and correlates strongly with their extent and severity [4,8-12].
Research suggests that a PCT concentration <0.5 ng/mL can be considered normal while
concentrations greater than 2 ng/ml are highly suggestive of severe sepsis [3,13,14]. The
RAMP Procalcitonin assay should not be used in the diagnosis or prognosis of conditions other
than sepsis such as non-specific complaints, dementia, malaria, tuberculosis, syncope, urinary
tract infections and post-cardiac transplant graft failure [2,15].

TEST EXPLANATION END PRINCIPLE

The RAMP Procalcitonin assay is a quantitative immunochromatographic test for the
determination of procalcitonin levels in EDTA whole blood. Mixed EDTA whole blood is
applied into the sample well of the test cartridge. The red blood cells are retained in the sample
pad, and the separated plasma migrates along the strip. Fluorescent-dyed particles coated with
anti-procalcitonin antibodies bind to procalcitonin, if present in the sample. As the sample
migrates along the strip, procalcitonin-bound particles are captured at the detection zone and
excess fluorescent-dyed particles are captured at the control zone.

The RAMP instrument then measures the amount of fluorescence emitted by the complexes
bound at the detection zone and at the control zone. Using a ratio between the two fluorescence
values, a quantitative reading is calculated. For further information on the use of the instrument,
refer to the RAMP Reader and RAMP 200 User Manuals,
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STABILITY, STORAGE, TRANSPORTATION

Store RAMP Procalcitonin test kit at +2 °C ~ +8 °C. Unopened kit is stable until the indicated
expiry date. The storage at +15 °C ~ +25 °C for 14 days is permissible,

The opening of the kit box does not influence on the expiry date. Once the pouch with test
cartridge and assay tip opened, they must be used or discarded within 60 minutes.

Do not freeze. Do not use the kit beyond the stated expiry date or in the case of storage
conditions violation.

The RAMP Procalcitonin test kit is to be transported by all kinds of covered vehicles in
accordance with corresponding rules under storage conditions.

If transportation temperature conditions were violated the kits cannot be used.

RAMP Procalcitonin test kit reagents
The RAMP test kit contains all the reagents necessary for the quantification of procalcitonin in
EDTA whole blood.

MATERIALS PROVIDED

Each RAMP Procalcitonin kit contains enough materials to run 25 tests, including:
. Test cartridge and test tip in individual pouch - 25 pes.

) Sample buffer; 0,15 mi/vial - 25 vials.

. Transfer device,
® Lot card.
. IFU.
é,‘h .'w. ; e : : ] .' o , : W’" ' 3% i T | F O TSR
1 Test Cartridge and 1 Assay Tip in foil pouch, with desiccant. 25

The Test Cartridge contains monoclonal antibodies to procalcitonin
(active component) immobilized on the nitrocellulose membrane

The Assay Tip contains latex fluorescent-dyed particles coated with anti-
procalcitonin antibodies and sodium azide (conservative)

Sample Diluent, 0,15 mM» in a vial 25
Contains animal protein, surfactant and ProClin300/ProClin950
(preservative)

Transfer Device* for sample intake, dilution, and transfer into the sample 1
well
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Lot Card in anti-static pack; contains lot specific information to be 1
inserted into the instrument

Instructions for use** 1

*_ the volume is indicated on the device
** . the Instructions for Use (hard-copy form) mey be presented separately

MATERIALS REQUIRED (BUT NOT PROVIDED)

» RAMP Reader System instrument, with accessories, Response Biomedical Corporation,
registered in Russian Federation, Registration Certificate No P3H 2014/2188, or

*» RAMP® 200 System including RAMP® 200 Control Module and RAMP® 200 Test
Meodule, with accessories, Response Biomedical Corporation, registered in Russian
Federation, Registration Certificate No ®C3 2010/06545.

« Specimen collection tubes: EDTA {Venous Whole Blood)

LOT CARD CALIBRATION

Each RAMP test kit includes a lot card that is individually packaged in an anti-static pouch. The
lot card provides information specific to the kit test cartridge lot, including lot number,
expiration date, and standard curve information. For further details on loading lot-specific
information, see the RAMP instrument User Manual. No additional calibration beyond insertion
of the lot card is necessary. This operation is required only once per test kit lot.

For each new lot, remove the lot card from its pouch and insert it into the lot card slot on the
instrument. Once the lot card has been uploaded, retum to its pouch and do not discard. Avoid
touching the contacts at the end of the lot card.

WARNINGS AND PRECAUTIONS

» For in vitro diagnostic use.

« For professional use only.

» For use by qualified personnel per local, state, or Federal regulations or accrediting agency
requirements.

+ A medical device is intended for single use only. Do not reuse.

» Read the entire Instructions for Use (IFU) prior to use. Directions should be read and followed
carefully, or invalid or crroneous results may occur.

« Diagnostic and prognostic uses of the RAMP Procalcitonlu assay in non-septic discases (e.g.
non-specific complaints, dementia, malaria, tuberculosis, syncope, urinary tract infections and
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post-cardiac transplant graft failure) or non-infectious conditions (e.g. bumn trauma, extensive
surgery, heatstroke and pancreatitis) have not been tested.

» Do not interchange or mix components of different RAMP tests, lots or components from other
manufacturers.

» Do not use the kit or any kit component beyond the stated expiry date.

« Do not use any vigibly damaged components.

» Do not insert a cartridge on which blood or any other fluid is spilled, into the instrument.

» Exercise standard precautions required for handling all laboratory reagents and patient samples.
Use individual protection equipment

» The device contains material of animal origin and should be handled as a potential biohazard.

« The sample buffer provided contains ProClin®, a potential skin sensitizer. Avoid spilling or
splashing reagents containing ProClin on skin or clothing. In case of contact, thoroughly flush
with water.

SYSTEM QUALITY CONTROL

The RAMP instrument has error checking and self-diagnostic functions (Internal Quality Control
(IQC)) that assure system integrity. These include algorithms and measurements used to confinn
acceptable operator technique, sample handling, and test performance. Frequency of IQC may be
programmed at desired intervals.

Valid results are displayed only after all performance requirements have been met,

Each RAMP assay has built-in controls. Test cartridges have a control zone that is scanned as
part of the test protocol to ensure proper sample flow.

Control limits for each lot of test cartridges are established during the manufacturing process and
are incorporated in the test-specific lot parameters. If a control result does not meet
specifications, the sample result is not reported and a message is displayed.

TEST RUN MESSAGES

When the RAMP instrumeant is unable to continue a specific task it will emit an audio alarm
and display a message. Refer to the RAMP User Manual ‘Troubleshooting Guide’ section for a
full description of all messages. If repeated tests give unexpected or inconsistent results, contact
the authorized representative of Response Biomedical Corporation in Russian Federation.
SAMPLE COLLECTION AND PREPARATION

« Use ONLY EDTA Whole Blood (K2EDTA tubes are recommended).

» Other sample types and anticoagulants have not been evaluated. Do rot use samples that have
been frozen.
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« Avoid short draws and blood samples that show gross hemolysis as these may interfere with the
test and cause erroneous results, If this occurs, another blood sample should be obtained and
tested.

» Testing must be completed within 2 hours of phlebotomy. However, if this is not possible, the
EDTA whole blood can be stored for up to 2 days at +2 to +8°C. If stored, allow biood samples
to equilibratc at +18 to +25°C for at least 15 minutes prior to use.

PROCEDURE
Prior to sample preparation allow all components to come to room temperature (at +18 to +25°C)
for at least 15 minutes,
» Keep the test cartridge and test tip in the sealed foil pouch until ready for use. Once opened,
test cartridges and test tips must be used or discarded within 60 minutes.
» The test cartridge, test lip, and buffer vial should be discarded after a single-use. Do not reuse.
1. Prepare RAMP instrument for test cartridge. Refer to the appropriate RAMP User Manual for
detailed instructions on Starting 2 Test.
2. Ensure that the EDTA whole blood or sample is well mixed by gentle inversion.
3. Uncap the buffer vial and place upright on a clean, dry level surface, or in a holder.
4. Open a test pouch and remove the test cartridge and tip. Place the test cartridge on a clean,
level surface. Firmly attach the test tip to the supplied transfer device.
5. Before inserting the test tip into the sample, fully depress the transfer device plunger.
6. Insert the tip into sample and fully release plunger. The test tip should fill with 75 uL of blood
7. Immediately transfer the filled test tip into the buffer vial close to, but not touching, the
bottom.
8. Mix sample slowly by fully pressing and releasing the plunger 10 times; while keeping the tip
submerged in the buffer for optimal mixing and to minimize air bubbles.
9. Once mixing is complete, draw 75 pL of sample into the test tip by releasing the plunger one
final time and immediately dispense liquid into the sample well of the test cartridge. Small
droplets may remain in the tip; this is expected.
10, Immediately insert the test cartridge fully into the instrument and press until firm resistance
is felt.
11. The instrument will draw the cartridge in and test development will begin,

| 12. The instrument will analyze the cartridge and report the resuit in approximately 15 minutes.

= 13. Record the result, if required. For additional information on printing and/or uploading results,
plcase refer to the User Manual.
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14. Remove the used test cartridge and discard all used test components according to local
biohazard procedures (see “Utilisation™), DO NOT reuse.

For additional information on the general operation and troubleshooting of the instrument, please
refer to the RAMP User Manual.

LIMITATIONS

» Factors such as technical or procedural errors or the presence of substances in blood specimens
other than those that have been evaluated (see Interference section of this IFU), may interfere
with the RAMP test and cause erroneous results.

+ As with any immunoassay, patient specimens may contain heterophilic antibodies that may
result in either falscly elevated or depressed results. Presence of these antibodies may be due to
elevated levels of theumatoid factor, treatment with mouse monocional antibodies for diagnostic
or therapeutic purposes, or other undetermined factors. The RAMP test has been formulated to
reduce the effects of heterophilic antibodies, but complete elimination of heterophilic
interference from all samples cannot be guaranteed.

EXPECTED VALUES

The RAMP Procalcitonin Expected Values (reference range) study was conducted at one
clinical site and included 125 apparently healthy individuals (59 women, 66 men). The normal
range for the RAMP Procalcitonin assay (determined as the 95th percentile of these results)
includes values <0.36 ng/mL. No statistically significant bias due to gender, age or ethnicity was
observed in this study. Each laboratory should investigate the transferability of the expected
values to its own patient population and, if necessary, determine its own reference range.

MEASUREMENT RANGE

0.20 to 200.0 ng/mL.

PCT levels in excess of 200 ng/mL are reported as greater than (>) 200.0 ng/mL, values below
0.20 ng/mL are reported as less than (<) 0.20 ng/mL.

DETECTION LIMIT

To determine the Limit of Blank (LoB), 60 replicates of a blank material were tested. The LoB,
estimated as the non-parametric determination of the 95th percentile of all 60 replicates, was
determined to be 0.20 ng/mL.

To determine the Limit of Detection (L.oD), 13 replicates each of 4 low level EDTA whole blood
samples were tested over 4 runs. The LoD was calculated to be 0.36 ng/mL.
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TRUENESS
Has not been determined because of absence of International standard sample.

PRECISION

Repeatability and precision estimates were obtained using three levels of frozen control materials
(spiked pooled plasma samples) and three lots of RAMP Procalcitonin assay, tested in duplicate
over 20 days, two runs per day for a total of 80 replicates per level. The precision of the RAMP
Procalcitonin test is shown in the following table.

Mean Value Repeatability Within-Laboratory Precision
(ng/mL) %CV
0.58 16.0-18.7 15.8-193
2.72 8.0-9.0 7.7-93
92.7 6.6-8.5 7.2-94

Precision estimates for whole blood samples were obtained using spiked EDTA whole blood and
one lot of RAMP Procaleitonin assays. Whole blood samples were evaluated at three levels
across the reportable range of the RAMP Procalcitonin assay and were each tested in replicates
of 10 in a single run. The precision performance of the RAMP Procalcitonin assay was found to
be 14.1, 6.8 and 8.2 %CV at 0.75, 3.00 and 103.2 ng/mL respectively.

ANALYTICAL SPECIFICITY
No cross-reactivity was observed for calcitonin (up to 5 ng/mL), katacalcin (up to 10 ng/mL) or
a-CGRP and B-CGRP (up to 30 ng/mL).

HOOK EFFECT
No high dose hook effect was observed for the RAMP Procalcitonin assay up to the highest
level tested (~2000 ng/mL).

INTERFERENCE

None of the following factors has been found to influence the RAMP Procalcitonin assay
* Hemolysis (hemoglobin to 500 mg/dL)

« Bilirnbinemia (conjugate bilirubin to 40 mg/dL; unconjugated bilirubin to 40 mg/dL)

» Hyperlipidemia (triglycerides to 3260 mg/dL)
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« Human serum albumin (to 2.4 g/dL)
However it is recommended not to use samples that appear to be clearly hemolyzed, lipemic or

icteric and to collect a new sample if possible.

11 commonly used pharmaceutical compounds were evaluated for potential interference in the
RAMP Procalcitonin assay. Compounds were evaluated by spiking different concentrations of
each individual potential interferent into EDTA whole blood with procalcitonin added to provide
levels of ~0.50 and ~10 ng/mL. The pharmaceutical compounds listed in the following table
were tested at the indicated concentration and found to have no interference with the RAMP
Procalcitonin assay.

Tested Compound Tested Concentration
Acetaminophen 180 mg/dL.
Acetylsalicylic Acid 240 mg/dL

Ibuprofen 144 mg/dL
Cefotaxime 200 mg/dL
Dobutamine 25 ug/mL T
Dopamine 30 mg/dL

Heparin Sodium Salt 28.8 U/mL
Noradrenalin 5 pg/mL

Vancomycin 1.8 mg/mL

Imipenem 100 mg/dL
Furosemide 40 mg/dL

TECHNICAL SERVICE AND REPAIR
RAMP Procalcitonin test kit is not the subject of technical service and repair

WASTE UTILIZATION

Remove the used test cartridge from the reader. All the wastes (reagents, sample material,
package) as well as the non-used expired reagents must be utilized in accordance with SanPiN
2.1.3684-21 “Sanitary and epidemiological requirements for the maintenance of the territories of
urban and rural settlements, for water bodies, drinking water and drinking water supply,
atmospheric air, soils, residential premises, operation of industrial and public premises,
organization and conduct of sanitary and anti-epidemic (preventive) measures™, Unused reagents
and the wastes that did not contact with sample material belong to class A of medical wastes.
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The samples used as well as every waste contacted or contaminated with biological materials
belong to class B of medical wastes.

EXPIRY TIME

18 months.

The kits or its components should be used until the expiry date on the kit label. Do not use
beyond it.

GUARANTEE

The Manufacturer's guarantee is valid if the test is used in accordance with the IFU. All waming
and precautions should be taken unto consideration. The guarantee is valid until the expiry date
indicated on the kit label.

In the case of kit package or components found damaged, contact with Analytica Ltd. company,
the authorized representative of Response Biomedical Corporation in Russian Federation.

MANUFACTURER AND DEVELOPER
Response Biomedicel Corporation

1781 — 75" Avenue West, Vancouver,
British Columbia V6P 6P2 Canada,

Tel. +1 604 456 6010, fax +1 604 456 6066

AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
ANALYTICA Ltd.
Serebryakova Proezd 2, BK. 1,
Moscow, 129343 Russian Federation
For correspondence: 129343, Moscow, post box 93
Tel (495) 737-03-63, (800) 200-19-89
Fax: (495) 737-03-65
.analytica.

info(@analytica.ru
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SYMBOLS USED

Symbol | Meaning
Box label

" "Batch Code

Catalogue number

In vitro diagnostic Medical Device

Harmful, irritant

CE Mark

Manufacturer

(o]

e

ol

4’ Temperature Limit
X

L]

Use-by Date

Authorized Representative in European Community

Consult Instructions for Use

W Contains Sufficient for 25 Tests

TRV Bar Code

Test Cartridge/Assay Tip Pouch Label (Foiled Pouch with Desiccant)
Do Not Reuse

Batch Code

[ov]
EBJ Consult Instructions for Use
)

SENE—

Test Cartridge Marking

Do Not Reuse

RAMP Sample Diluent Vial Label (Vial, 0,15 ml)
Harmful, irritant

Batch Codc
Lot Card Label (Anti-Static Pack)
Attention — Observe Precautions For Handling
Electrostatic Sensitive Devices
Lot Card Symbols K

[roT] Batch Code
g Use-by Date
A Caution
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SHORT PROCEDURE

1. Prepare whole venous blood samples to be tested. Prepare your RAMP instrument for test
cartridge.

2. Uncap the buffer vial and place upright on a clean, dry level surface, or in 2 holder.

3. Open a test pouch and remove the test cartridge and tip. Firmly attach the test tip to the

supplied transfer device.
4. Fully depress the transfer device plunger, insert the tip into sample and fully release plunger.

5. Transfer the filled test tip into the buffer vial. Mix sample slowly by fully pressing and
releasing the plunger 10 times. '

6. Dispense 75 pL of diluted sample into the sample well of the test cartridge.

7. Immediately insert the test cartridge fully into the instrument. It will analyze the cartridge

and report the result in approximately 15 minutes.

8. Treat and utilize the wastes.
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ADDENDUM TO

INSTRUCTIONS FOR USE OF

IN VITRO REAGENTS KIT FOR RAPID DETECTION OF PROCALCITONIN
(RAMP PROCALCITONIN)

This addendum contains the information concerning specific pathology, population/demographic
aspects of the test, the list of regulation documents the test corresponds to, as well as the
diagnostic sensitivity and specificity data obtained during the clinical evaluation of the test
within the Russian registration procedure.

The diseases, pathologic conditions or risk factors assoclated with the test: sepsis, septic
shock

Population and demography aspects associated with the test: The test has not any population
or demography limitations.

Diagnostic sensitivity and specificity

The investigation was performed during the Russian test registration procedure and included the
measurement of PCT concentration of 22 patients with sepsis (10 men, 12 women} and 125
healthy persons (blood donors). Cut-off level of 0.5 ng/ml was used.

Both sensitivity and specificity were 100%.

The list of International Standards and other regulation documents the test corresponds to:

Document Name
Directive 98/79/EC Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on in vitro diagnostic medical

devices.

[SO 13485 Medical devices- Quality management systems -
Requirements for regulatory purposes.

[SO 14971 Medical devices ~ Application of risk management to medical
devices.

ISO 15223-1 Medical devices - Symbols to be used with medical device
labels, labeling and information to be supplied - Part 1:
General requirements.

In vitro diagnostic medical devices — Information supplied by
ISO 18113-1 the manufacturer (labelling) - Part I: Terms, definitions and

general requirements
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Document

Name

ISO 18113-2

In vitro diagnostic medical devices — Information supplied by
the manufacturer (labelling) - Part 2: In vitro diagnostic
reagents for professional use.

ISO 23640

In vitro diagnostic medical devices - Evaluation of stability of
in vitro diagnostic reagents.

SOR/98-282

Canadian Medical Devices Regulations.

CLSI C28-Al3¢c

Clinical Laboratory Standards Institute.
Defining, establishing, and verifying reference intervals in the
clinical laboratory; Approved guideline - Third Edition.

CLSI EPS-A3

Clinical Laboratory Standards Institute.
Evaluation of precision of quantitative measurement

procedures; Approved guideline - Third Edition.

CLSI EP7-A2

Clinical Laboratory Standards Institute.
Interference testing in clinical
chemistry; Approved guideline — Second Edition.

CLSIEP17-A

Clinical Laboratory Standards Institute.
Protocols for determination of limits of detection and limits of

quantitation; Approved guideline.

CLSI EP25-A

Clinical Laboratory Standards Institute.
Evaluation of stability of in vitro diagnostic reagents;
Approved guideline,
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3KCNMNYATALMOHHAA AOKYMEHTAUWA HA MEOULUHCKOE U3AENUE

MHCTpYXUMA NO NPUMEHEHHIO

HaGop pearenTon in vitro AnA akcnpecc-onpeaeneHUA NPOKaNLUNTOHNWHA
(RAMP Procalgcitonin)

/nodn

Wma: Yma Mayp

DomkHocTe: 3amecTuTens Avpekropa

Otaen OueHkK KauecTBa U HOPMAaTUBHO-NPABOBOro obecneueHun

Noanucano 8 Moem npucyTcTeumn 3 oktabps 2023 roaa Ymon lMayp

Noanwuce: /nodnuck/
Hukonait H. EckvH, HoTapuyc npouHUun BputaHckaa KonymGus
NnueH3un BbiAaHa HA HEOTPaHUHEHHLIR CROK

Hukonait H. Eckmn, Hotapuyc

201-223 Becr bpoasei

Banxysep, B.K. V5Y 1P2

Ten.: 604-416-0154

NuueH3ns BbiaaHa Ha HEOTPaHUUEHHBIA CPOK

Pecnoxc Buomegukan Kopnopeium
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JlaTa NOCACAHEro NepecMoTpa HCTPYKuURK: 09-2022

Hanmenosanwe
HaGop pearesToB in vitro Jfa 3KCnpecc-onpefencsus npoxansuutonnHa (RAMP
Procalcitonin) (zanee — HaGop, HaGop pearenTos RAMP Procalcitonin).
HaGop paccuwray Ha 25 onpeaeaeawn

BHHMAHHE!

Tonepko A8 AMArHOCTUKH in vitro

HecoBmoacHue MHCTPYKUMH NO MpHMEHCHHIO K Halopy pearesHToB ANA ONMpPEACHSHHA
NPOKATLUKTORHHA MOXET NPHBECTH K HEOGOCHOBAKRBIM WK OLWMGOMHEIM Pe3yNLTATAM.

Iepea ucnonb3opaHueM HaGOPa BHWMATEALHO H3YUHTE KHCTPYKLHIO MO NPHMCHEHUIO.

Hazuagenne

HaGop  pearentos RAMP  Procaleitonin - 270  AuarHocTHHecKui
HMMYHOXpomaTorpaduueckuii Tect ¢ QuryopecueHTHON JeTeKuMeR ANd KOMUYECTBEHHOro
onpefeneHua in Vitro NPOropMoHa HpokanbuHTOHKHHA B uenbHOd (JATA) seHo3HOH KpoBH
yenoBeKa ¢ NoMoNbIO ananuzaropos RAMP® 200 System unn RAMP Reader System. HaGop
pearetoe RAMP Procakcitonin npeanasuauen  7ToAbkO Ans  NPOdeccHOHANBHOrO
ucnonb3osanns. Tipencrasnser cofol BCIOMOrATENLHOE CPEACTBO UTA ANATHOCTHKY in Vitro.

IMoTeRuHaALHLIH MOTPeOATENL

Bpauy % CEUMATHCTH CO CPEAHHM MEANUMHCKHM OGPasoBaHHEM, NPOICALIHE Oy icHNe
W aonymeunsle k paBore ¢ Habopom pearewros RAMP Procalcitonin 8 yCTaHORNEHHOM
nopsaKe.

ITokazaBus, NPOTHBONOKAAHNS K NO6OYHbLIE ABNECHHS

IMoxazanun: Habop peareito RAMP Procaicitonin ucnonssyercs B8 KauecTse
HHCTPYMCHTA ANR OLUEHKA PHCKA DAa3BUTHA THKENOr0 Cencuca W CEenTHHECKOro LIOKA.
PesynbraTel @HANN3A AOMKHBI MHTECPNPETHPOBATHCA B COBOKYIHOCTH C AAHHBIMH APYruX
AHArHOCTHYCCKUX HCCNCAOBAHMIA U KANKRHYecKoit uupopManne.

IlpoTnBonokasanus u noGoynble ABJEHHS — NpU paGoTe ¢ HIAETHEM HE BLIABIEHLI.

Obwan nudopmanusn
Tlpu oTcyTCTBAM WH(EKUNN nporopMon npokanbukTonun (PCT) sxcnpeccupyercs 8 C-
KNRETKAX LIHTOBHAHOM Jenesbl M BRNOCACACTBHM NOABEPracTCs MOCTTPAHCAALUHOHHOMY

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



NPOLECCHHTY, B pesyasTare Kotoporo ofpasyerca xansuutonwH [1}. Koruentpauus
NPOKANLUATONUHA B UMPKYAMpYIOUIEH NIa3Me 310POBLIX NHU KpaRiHe HHika [2,3). C apyro#t
CTOPONB, MUKpOGHEA MHQEKUMA BH3LIBACT CYUICCTBEHHOE yBenuueHue axcnpeccud PCT B
KJIETKAX BCETrO OpraHH3Ma, HE ABAAIOWMXCSH HEHDOIHAOKPHHHBIMM, B KOTOPLIX HE MOXET
NPOXOAWTL MOCTTPAHCNALMOHHLIN NPOLECCHHT; B PEIYALTATE 3TOrO0  YBENWHYHBAETCA
kouueHTpaiua PCT B cusopotke [1].

KORUCHTpaUsA NPOKANbUMTOHMHA B CHIBOPOTKE BOIPACTHET IPONOPUHOHANLHO CTENCHH
TAKECTH UHPEKIIHOHHONO MPOLECca, HAHHHAA C HESHAYATENLHO MOBBIWCHHEIX 3HAYEHHH npu
cnabo BLIPAXKEHHOM CHCTEMHOM BOCMRAMTENBHOM OTBETE M 33KAHUWBAZ OUCHb BHICOKHMH
KOHHEHTPAUMAMH 0pU TAKENOM CENCHCE M  CenTMYeckoM wWoke [2-4]. Cemcunc -
reHepanu3oBaHHOe  3a00NEBAaHME, HACTO  3GKAWYMBAIOIICECA  CMEDTEABHLIM  HCXOACM,
BOZHKKAIOILEE KAK PE3YNLTAT YPEIMEPHONO BOCNANHTEALHOTO OTBETA OPraHu3Ma Ha WHOEKLMIO.
HecMOTp HA YCNEXH PasBHTHS DERHUMAETOJNIOTHM, CENCHC M CENTHYECKHH WOK OCTAaKTCA
HAUGONCC HACTHIMMK NPHUAHAMH CMEPTH B OTAENEHUAX HHTECHCHBHOMR Tepanui [4-6].

OPEKTUBHOCTD JICUCHHA NALUCHTA NPH CENCHCS HANPAMYIO 3ABUCHT OT CKOPOCTH
nonydeHHs WM cooTeercTeyiomeR Tepanui [6,7). ORpHMako TPARHUHOHHBIM METOJOM
ONArHOCTHKH CEfICHCa gBNfeTCA  OSKTEPHOJNOTMMECKMIA @HANH3 KPOBH, MOYH HIH
CMBHHOMO3MOBOMH JKHAKOCTH, KOTOPHIH 3aHKHMaeT Gonee 24 vacos, He 0DafAeT AOCTATOHHLIMA
YYBCTBHTENIBHOCTLIO H CICUMGMTHOCTHIO, B NOMYMeHHMA PesyAbTaT “acTo HE KOpPeAMpyer ¢
BHIPAXKEHHOCTLIO KAMHHuecKHX cumnromoB [2,3). Tlpn stom Gonmee vem 20-meTHne
uccnenosaHua noxasamy, 4to PCT ssnserca OMEHb XOPOWHM OHOXHMHUCCKAM MaPKEPOM
cencrca, TaK KaK OH BLICOKO crieuHduueH ans GakTepHansHbix uHpexkuuit W cTporo
KOPPENHPYET C MACIITAG0M H TRXKECTHIO BHbekLwH [4,8-12].

Kax nokazsipaloT Hcohenoranus, koHuenTpausn PCT menee 0,5 ur/mn MOXEO cHHTaTL
HOPMaNLHBEIMH, 8 KOHUEHTPAUWH, NpeBbllAoMe 2 HI/MA, C BHICOKOH BEPOATHOCTLIO
YKA3LIBAIOT Ha TAXemwt cencuc (3,13,14]). Unra AMarHocTHKM M NMPOrHO3a2 APYTHX, KpOME
CEncHca, NATOROTHYSCKHX COCTOSHMA — Hecneuuduueckue xanobbi, ACMEHLUA, MARAPHA,
TyGepkynes, oOMOPOKH, MH(EKUMM MOHEBLIBOAALUMX AYTSH H OTTOPKEHHE TPAHCIIAHTATA
cepaua [2,15}— nabop pearenros RAMP Procalcitonin nenons3osars xe cienyer.

Ipuanna MeToaa

HaGop pearentos RAMP Procalcitonin ocHoBaH ka MeToae uMmyHoxpoMatorpadmuu ¢
tpayopeclieHTHON  Zerekuuel ¥ DpeAHasHaueH A  KOJNHYECTBEHHOTO  ONpeAeneHHs
NPOKANbUHTOHMHA B UENBHOK BeHO3HOW Xpoed. CMewaHuLIii C MEYCHHbLIMM AHTHTEIaMU
obpazen BexosHoR kposu ¢ 3JITA BHOCAT B AYHKY MiA ofpasua Tecr-kacceTsl. OGpasen
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NPOXOAMT YEPes BOWTLIBRAOLWMA CNOH, B KOTOPOM KACTOUHBIC SNCMEHTH! 3aQCPKHBAIOTCH, @
nNasMa KpOBW MMTPHpYeT nasiee BAOAb Xpomavorpaduueckoll memGpann. Conepxaiumiics B
ofpasue NPOKANLUMTOHMH CBA3LIBAETCA € AHTHTENAMH K TNPOKANLLHTOHMHY, KOTOphie
cop6HpPOBaHBI Ha MOBEPXHOCTH JIATCKCHLIX YACTHU, MEYEHHBIX (IYOPECIEHTHBIM KpacHTENeM,
Koraa B3secs NOCTUraeT 30WL! NPOABNECHUN, HacTHLBl NIATEKCA, CBA3ABLIMG INPOKANBUMTOHHH,
durcHpyloTca Ha mMemOpate B 30HE TECTOBOK NANOCH, 8 H3BLITOWHBIE, HE CBASABLIKC AHANHT
YACTHLB! ABRTAIOTCA JANbiie H GHKCHPYCTCS B KOHTPOALHOH 30HE.

3aTeM ¢ MOMOLILIO AHANK3ATOPA H3MEPAIOT HHTEHCHBHOCTD GAYOPECUCHUHN, H3TYYaeMol
KOMIIEKCAMH YacTHll, CBA38BWIHMMCA C AHTHTENAMH B TCCTOBOW M B KOHTPONLHOA 30HE, Mo
COOTHOLWICHHIO MHTEHCHBHOCTH (MIYOPCCUCHIMHK B 3THX ABYX 30HAX aHANH3ATOP PACCUHTHIBACT
KOHKLEHTPaLMIO BELIECTBA B HCXOAHOH npobe. J{na nonyuenus Gonee noapobuod uHdopmauum
o6 ucnonb3opaHWK ananusatopa RAMP® 200 System unan asanuzatopa RAMP Reader
System pocnoneayiTech PyKoBoacTaaMu NONL30BATENS HA 3TH AHANH3ATOPLE,

CrabrabnocTs, XpaHeHHE, TPAHCROPTHPOBKS

Hesckpeitbiii naGop pearentos RAMP Procalcitonin crabunen 10 yxa3aHHOro cpoka roHOCTH
NpY XpaHeHuWd upu Temreparype +2°C - +8°C unn B TeueHwe 14 aMeRt npu XpaHeHHH NpH
Temneparype +15°C - +25°C. BekpuiTHe ynakoBku HaG0pa peareHToB HE CKa3LBaCTCA Ha Cpoke
roaHocTH. [10CiHe BCKPBITAA NEpBHYHON YNMAKOBKHA HaXOAALMCCH 8 HEH Tecr-kaccera M
HAKOHEUHHK AOMKHEI GBITH UCNOAB3OBAHL! B TeueHHe 60 MHHYT WAM YTHAM3UposaHbl. He
3aMOPAXHBATL KOMIIOHEHTH HaGopa. Henb3d uCnonb3osaTh HaGop MM MOGOA KOMIIOHEHT
Habopa NOCNE MCTEYEHWA CPOKAa FOAHOCTH. W3fenus, XPaHHBIUHECA ¢ HApYUICHWEM YCNOBuid
XPAHEHNS, MPUMEHEHKIO He NoANexKaT.

TpaHCIOPTUPORKE HIACAHA MOXET OCYLICCTBARTLCA BCEMH BUAAMH TPAHCTIOPTA B KPbIThIX
TPEHCMOPTHBIX CPeACTBaX B COOTBETCTBHM C MPABHAAMN NEPEBO3OK, NEHCTBYIOWMMH Ha
TPRHCNOPTE AAHHOTrO BUAA. TPAHCTIOPTHPOBKA BO3MOXKHA TONMBKO C cofinioaeHnem YyCNOBHA
XPaAHCHHA.

W3aenus, TPAHCMIOPTHPOBAHHLIE C HAPYILEHHEM TEMIIEPATYPHOrO pexuMa, NPUMEHEHHIO

HE MOAMeX@AT.

Cocras uaGopa pearenTos in vitro ang xcapecc-onpeneends npokaasaouronuna (RAMP
Procalcitonin)

HaGop pearenros RAMP Procalcitonin conepxut Bce pearenThl, Heobxoaumaie ans
KOAMYECTBEHHOrO ONpPELENeHHA NPOKANbLLUMTOHKHA B UCIBHOA Beno3uoi kposu (JATA).
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O6uee onucaHmne

Habop peareHTOB BK/IHO4aeT

1 TecT-KacceTa ¥ HaKOHEYHVK B MHAMBUAYaNbHOM YNakKoBKe - 25 LuT.

2. PacTBop ans passegeHmst o6pasuos oobemom 0,15 mn Bo diakoHe - 25 priakoHOB.

3. YCTpOICTBO N1 BHeCeHUs obpasua.

4. KapTouka cepun.

5. IHCTpYKUMA N0 NPUMEHEHUIO

( oi l«w ii.iuupa Ko 1imLciiio
11

TecT-kacceTa (Test Cartridge) - 1 wT. 1 HakoHeuHUK (Assay Tip) - 1 25
LT,
B (DO/IbrMPOBaHHON YNakoBKe C BNaronorfioTuTenem
AKTUBHbIA WHIPEAMNEHT TeCT-KacceTbl - MOHOK/IOHa/IbHbIe aHTUTena K
NPOKanbUUTOHUNY,  UMMOOW/IN30BaHHbIE  HA  HUTPOLLENHO/IO3HOM
mMeMbpaHe
OfHOpa3oBbIli NOAMNPONUIEHOBbLIN HaKOHEUYHUK (Assay Tip) coaepXuT
NaTeKCHbIe YacCTULbl, MeYeHHble (YOpPeCLEeHTHbIM KpacuTenem, Ha
MOBEPXHOCTM KOTOPbIX COP6UPOBaHbl aHTWUTeNa K MPOKaIbLUTOHUHY U
asuf HaTpus B Ka4yecTBe KOHCepBaHTa
PacTtBop ana passegeHus obpasuos (Sample B) o6bémom 0,15 M BO 25
(hnakoHe
PacTBOp, CoAepXalLnii 6eM10K XMBOTHOIO NPOUCXOXAEHUS, CYpP(aKTaHT 1
npoknuH  300/npoknuH 950  (ProCHN300/ProClin950) B KauyecTBe
KOHCepBaHTa
YcTpoilcTBO Ans  BHeceHus o6pasya (Transfer Device) * —
npefHa3HayeHoO NS B3ATUSA, pasBefeHVs U BHEeCeHWs o6paslia B OKHO
TecT-KacceTbl
KapTouka cepumn (Lot Card), B aHTUCTATUYECKON YNaKOBKE - COLEPXUT
NH(opMauuto, cneunuduyHyo ans cepum (NapTum) AaHHOrO Habopa u
npeAHas3HayeHa AN BBOAA 3TOW MH(OpMaLMmn B aHaM3aTop
VHCTpYKUMA NO NPUMEHEHUID** 1

*- [103MPOBaHHbIN 06bEM YKa3blBaeTCA NPOM3BOAMTENEM Ha YCTPOWCTBE A4/ BHECEHUS 06pasua

** - YHCTPYKUMSA MO NPUMEHEHMIO HA OYMaXKHOM HOCUTENle MOXET MOCTaBNATLCA OTAENbHO OT

Habopa.
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Jns paGorst Habopa pearentos RAMP Procalcitonin neo6xoanmel Ceayiotlue usacnns,

He BxoadAwWwye B cocrap Habopa:

- Anamazarop dquiyopumeTpaueckuil ia sxenpecc-guarHocTiki RAMP Reader System ¢
NPUHANMEXHOCTAMH, TIpOM3BOACTBAa Response Biomedical Corporation, Kahana
(peructpannonHoe yaocroseperue Ne P3H 2014/2188), wiu

- Aranusatrop pnyopumerpuuecknii RAMP® 200 System B cocTase KOHTPONLHOMO MOAYAS
RAMP® 200 Control Module 1 TecTosoro Moayna RAMP® 200 Test Module ana
nabopaTopHbIX WCCNENOBaHWH in Vitro, ¢ MPHUHAANEKHOCTAMH, NMpOK3BOACTEa Response
Biomedical Corporation, Kawana (perucrpaudorHoe yaocrosepenne Ne @C3
2010/06545);

- TipoBupxu nas cGopa obpasuos: ¢ IATA (uenbHas BERO3HAA KPOBb).

Kanubposixa

Kaprouka cepHH B MHIWBHAYANbHOH AHTHCTATHUCCKOH YNAKOBKE, BXOJARWAS B COCTAB
kaxaoro HaGopa, cosepkuT HHpOpMauMio, cneuuduunylo Ans HabopoB AaHHOM Cepun
(napTHH), B TOM HKCNE KOA MAPTHH, CPOK TOAHOCTH W NapaMeTphi KannbposouHoH KpHBOH.
Bosnee noapobxas ruGopMaLUs COACPKHTCA B PYKOBOACTBAX NONL3OBATENS HA AHAAU3ATOPLI
RAMP 200 System uan RAMP Reader System. Jononuurensioll kanuGposky He Tpebyertcs,
BCA MHGOPMALIMA BBOAMTCA B SHAH3ATOP C MOMOWLIO KAPTOHKK CEPHH. ITO AEAACTCA TONLKO
onwWH pas s Kaxao#H cepu (mapTHu) HaGopos.

Jns Hagana paboTul ¢ KaxuoH HOBOH cepuei (napTueli) HaGopa peareHToB HEOOXOMMMO
H3BNEYL KAPTOYKY CEpHM M3 YNAKOBKH W BCTABHTh €¢ B CHELMANbHOE rHE3I0 AHANU3ATOPA.
Tlocne Toro, kKak uHGPOPMALUMA ¢ KAPTOUKH cepui GYIeT CYNTAHA H COXPAHCHA, UIBNEKUTE €6 U
sepunTe B ynakosky. He BrifGpacuisaiite xaprouky cepun. He kacafirech KOHTaKTOB Ha KOHUE
KapTOMKU CEPUN.

Mepnt npeaocTOPOKHOCTH, NPeYAPEKACHNHA

e H3nenue npeAHA3HAYCHO TONLKO A KHAMHOCTHKH in vitro.

o  W3aenue NpeaHa3HAuERO TONLKO M1% BPOJEcCHOHANLHOM NCNONb3OBAHNA.

o U3menue TNpeNHa3HAMEHO TOALKO JAA  KHCMOAL3OBAHMA  KBAAH(PHUMPOBAHHLIM
NEPCOHANOM B COOTBETCTBHM € MECTHBIMM WIH (PEeIepanbHLIMU  HOPMAETHBHBIMH
BOKYMCHTEMH,

¢ Hagense npeata’HaueHo ANA OAHOPASOBOTO NMPHMEHEHMA, HE NMOANEKHUT MOBTOPHOMY
MCMOAL3OBAHHIO.
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o Tlepex HCMONBLIOBAHMEM HEOOGXOKUMO MNPOUUTETH HHCTPYKUHIO MO NMPUMERCHHIO
. noNHOCTLIO. Bo M3bexanne NONyUCHUA HEBEPHBIX HAH OWHGOUHBIX PE3YNILTATOB HARO
CTPOTO CNEAOBATH YKA3AHHAM HHCTPYKUHH,

» Bo3moxHocTs MpuMeHenus HaGopa pearentos RAMP  Procalcitonin  npu
3a60NeBAHHAX, HE COMPOBOKAAIOWMXCA CeNncHcoM (Hanpumep, NpH HecheUrdHIecKuX
xanofax, AEMEHIMU, Manapuu, TyGepkynese, obMopokax, WHPEKUMAX MOUCBLIBOAAMX
NyTeH K OTTOPKCHHM TPAHCTIIAHTATA CEPANA) HIM HEMH(PEXUHOHHBIX COCTOAHMAX
(HanphMep, NpH Oxorax, OBWHPHLIX OnepaiBiaX, TEMOBMX YAapeX, MRHKPSATHTE) B
LeNAX QHArHOCTHKH MK NIPOrHOSHPOBAHMA TCUCHHA 3a00neBaHNA HE NCCNCAOBANACS.

¢ He momyckaeTca 3aMEH8 WIH CMEIIMBSHHE DSArCHTOB M3 pasHbix HaGopoB peareHTOB
RAMP Procalcitonin, XOMNOHCHTOB M3 PasHBIX cepnii OAHOTO W Toro xe¢ HaGopa
pearekToB RAMP Procalcitonin, a Take KCNOAL3OBAHWE PEArCHTOB APYTOro
NPOH3BOUHTENA,

o Heas3n ncnonsiosars xomnoHedTsl HaGopa pearentoe RAMP Procalcitonin no
MCTEe4EeHUH CPOKA MOAHOCTH, YKAa3aHHOTO HA ITHKETKE HaGopa.

» Henb3a ucnosslosare HaGop pearenTor RAMP Procalcitonin npy HAnHYMM BHAMMbBIX
NOBpeXACHUH.

e Hano cnemuth 3a TeM, 4TOObl TECT-KacceTa, NMOMELIAEMas B ZHATH3ATOP, HE Orina
HCTIAYKAHA CHAPYXH KPOBLIO HAH APYToi XMHAKOCTHIO.

o Heobx0AMMO CEACBATL CTAHAAPTHBIM MEPaM NPELOCTOPOXKHOCTH, HEOOXOANMBIM JNA
paboTy ¢ pearentamM M ofpasuamu nauuentos. [Ipu paGore ¢ uazenuem crneayer
WCTIONB30BATD CPCACTEA HHAXBHAYANLHOR 3aMTH.

o Pearentsl, BXOAsMe B COCTaB Halopa, CORCPXAT  BEILECTBA JKMBOTHOIO
nponcxoxacHus. C HUMY, K8K H € HCCIIEAyeMbiMH 05pasuamn, cnegyer ofpataTeca Kak
¢ NOTESHUHANLHO HHOEKUMOHHBIM MATEPHANOM.

o PactBop ana passenenus obpasuos coaepxuT ProClin, xoropbilt MOXeT BbI3bBaTh
pazapaxesHe npy nonageHus Ha KOXy. HeoGxoaumo nsberarb NpONMBAHHS WX
pasbpuiarseanHa pearenTos, copepkamux ProClin, Ha KoXy uiM onexay. B cayuae
TaKOro KOHTAKTA HANO TIMATEIIBHO NPOMBITH BOAOH,

Konrpoan kauecrsa

Anannsarop RAMP® 200 System uai RAMP Reader System ocCymecTaiser
camoauarnocTiky (IQC) u BuaBnseT nanuuue ownbok, 4To 00eCNEHHBALT KOHTPONL KauecTsa
APOBEACHHA aHANH3a (B TOM 4YMCRE NPUroToBacHUA ofpasua), paboThl nepcoHana H Camoro
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npouecca KMMYyHOXpomarTorpapuueckoro pasaencuus. CaMOIHArHOCTHKR Moxer OwiTe
3aNpOrpaAMMHPOBAHS YEPEs YCTAHABNHBACMBIE HHTEPBANLI BPEMEHH IO BLIGOPY NOAL3OBATENA,
PesynbTaTel MccnenoBanya ofpasuoB NOSBAKAIOTCA Ha AMCINCe TONBKO B TOM chyyac, Korfia
NIPOLIECC AHANN3E OCYLUECTRIEH B NOJIKOM COOTBETCTBHH ¢ 3aRAHHLIMU TPEOOBAHHAMH.

Habop pearenros RAMP Procalcitonin umeer 3anporpaMMHpOBANHHNE KOHTPOIbHbBIE
NOKa3aTeNH KauecTBA NPOBEACHUWA ananu3a. Kaxaas TeCT-KacceTa WMEST 30HY BHYTPEHHEro
KOHTPOAA, YCNEUIHOE CKEHWPOBAHHEC KOTOPOH CBHUIACTCALCTBYET O INPABHILHOM IBHIKCHHH
ofipasiia B TECT-KacCeTe.

KOHTponbHBIE NapaMeTphl ANA KaXKA0H CEPUM TECT-KACCET YCTAHABNWBAIOTCA B Npolecce
NPOH3BOACTEE H BKAMIOUEHH B KApTOUKY AaHHOM cepun. ECnM pesynsTaThl KOHTpONd He
YZOBNETBOPAIOT CNelHOHKAUKK, Pe3yNbTaT HCCICAOBAHMA 00pa3ua HE BhIAGETCH, & HA AVCIAce
TNIOKBAACTCA COOTBETCTRYIOWISE CoobleHHe.

Texymue coofuieHns

Ecan ananuzatop RAMP® 200 System win RAMP Reader System He MOXET NpOAOKATDL
BHINONHEHHE TEKYLIero 3aflaHMa, pa3fiactcsa 3BYKOBOH CHFHAN TPEBOrH, & Ha AuChiee
NOABNACTCA COOTBETCTBYIOWIAA HAANWCh. JAA noayveHHs noapoGHOR  uHdopmauyuu
obpausaiiTecs K PyKOBOACTBAM NONG30BATENS Ha aHamH3aTop RAMP® 200 System nim RAMP]
ECnu npH NORTOPHOM NPOBEACHHM BHANH3A NOTYHEHB HEOXHAAHHNE HIH HENPaBAONOAGHbIE
pE3YALTATHI, CHeAyeT OGPATHTBCA K YIIONHOMOHCHHOMY NPEACTABATEMO Komnanud Response
Biomedical Corporation ua Teppuropitd PO,

Tuxn ofpa3na, B3ATHE H NOATOTOBKA o0pasna

e HaGop pearentoB RAMP Procalcitonin npexnasHaden ana paboThl C UeAbHOA SEHOZHON
kpoBbio (anTukoarynaHt — DITA). Pexkomenayerca ucnonssoeate npoSupkr ana cbopa
ofpasuos c STA.

¢ Jpyrue Brasl o6pasios ¥ aHTHXOArYNIARTOB HE NIOLXONAIT AN COBMECTHONO HCMOMbL3OBAHUS
¢ Habopom pearentoe RAMP Procalcitonin. He wucnonssyiite ofpasumi mnocne HX
3aMOPaNUBAHNS.

e He ncnons3yiite o0pasusl, NOTYHEHHBIC NPH HEAOCTATOYHOM YPOBHE BaKyyMa B npobupxe, a
TAKXKE KPOBb C MPH3HAKAMHA IeMOIN3a, TAK KaK OTO MOXET MOBAHATL HA TECT ¥ NPHBECTH K
MONYYEHHIO OWNGOUHBIX PE3yNbTATOB. B 3THX cnyunadx cneayet oTobpaTh AN KCCAEN0BAHUA
apyroi o6paseu BeHO3IHOH KPOBH.

o TecTHposanwe ACHXKHO GbiTb 3ABCPIIEHO B TCHCHHWHM ABYX dWacos nochie daeboromun.
OaHako, ecnH Tako# sapHaHT HEBO3MOXEH, LUCIBHYK seuosuy'm kpoBb ¢ JATA moxHO
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XPaHHTh A0 ABYX AHeW npm Temneparype ot +2°C mo +8°C. B atom ciydac nepea
npopencHueM aHanusa obpaseu AomKeH OmiTh BsigepxkaH NpH Temnepatype o7 +18°C ao
+25°C ne meree 15 MHUHYT.

[poseneane anaausa

MMepen npoBefcHHEM aHANIM3a BCE HEOGXO[HMbBIC DEareHTH HeoGXOAWMO BBHIACPXATH INpH

KOMHATHOK TEMITEPATYPC B TEHCHNHE MO MeHbiieH mMepe 15-Ty MHHYT.

Habop cneayeT HCi10AB30BATE NpH TeMneparype or +18 o +25°C

He OTKpRIBAIHTE YNAKOBKY ¢ TECT-KacceTol W HaKOHCYHUKOM, NoKa He GyaeTe roToBul K
NPOBEACHNUIO aHanu3a. [1ocne BCKPLITHA YINAKOBKA TECT-KACCETA M HAKOHCHHHK ROAXKHBI
GLITE HCNOAL3OBAHL! B TeUeHHE 60 MHHYT UAH YTHTHIHPOBAHLL

TecT-KacceTa, HAKOHENHHK ¥ (UIAKOH W3-TIOA PacTBOpA ANS pasBeNcHUA obpasua AONKHBI
6biTh YTHANZRPOBAHE! NIOCAE HCNONBG20BAHAA. BTOPHUNO NX HCNONL30BATL HENb3A.

. ToarotoBeTe aWanu3aTOp ANM NpOBEAEHHA eHanksa. 3a gctanbHol Wndopmaumeit

obpaTuTeck K PykoBoacTsam nons3osarens Ha aHannsatop RAMP 200 System niu RAMP
Reader System.
TwaTensHO nNepemelnaiite ofpasen UeAbHOR BEHO3HON KPOBH, HECKONBKO pas NEpeBepHYB
38KpPBITYIO NpoGHpKY, HE BCTPAXHBAS ¢¢.
CHUMHTE KpHLWKY ¢ GRaKoHa, COREPKALLEro PACTBOP ANA passefcHRs ofpasuos.
IMomecTnTe MIAKOH HA CYXYIO FOPHIOHTRNBHYIO MOBEPXHOCTH W B NOAXOAAILAA WUTATHB.
Bekpoiite yNakoBKy, COACPXKALLYIO TECT-KAacceTy H HakoHeuHuk. TloMecTnTe TecT-Kaccety
HA YHCTYIO CYXYIO TOPU3OHTARBHYIO MOBEPXHOCTb. [INOTHO HEACHLTE HAKOHEUHHK Ha
NHNCTKY.
BLIsKMHTE NAYHXKED [HNETKK A0 KOHLA NEPEA TeM, KAK NOTPY3UTL ero B obpasewt BeHO3HOH
KpPOBH.
Morpy3sKHTe HaKOHeYHUK B OOpasell BEHO3HOW KPOBH, NMOAHOCTLIO OTTIIYCTHTE MAYHXKEP.
HakoHeMHUK 3anONHATCA 75 MK BeHO3HON KPOBH.
Cpasy nepeHecHTe HaKOHeqHHWKX B (nakoH ¢ pPacTBopoM Jgnia passeachus oGpa3uos.
OnyCcTHTE KOHYMK HAKOHEMHMKa NOYTH 1O AHa (nakona, HO He KacalTeCh OHa.
CMmewnalite ofpasell ¢ pacTsopoM ANA Pa3BEACHHA, MEASIGHHO BhDKMMAA W OTNYCKaA
naywxkep 10 pas. CrapaiiTech KRKaAw# pas BunyckaTs BO nakox nonnbit obwem cmecu. Bo
H3abexanHe NONANAHKA NY3bIPHKOS BO3RYXA HAKOHEUHHUK AOMKEH GbITh BCE BPEMA NOTPYHKeH
B pacTBoOp.
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Cpennee 3aa4enne Bocapon3BoaAnMOCTD: BocnpowasoaumMocTs
nponaabun'i'onuug (wr/mn) BHYTPECEPHE - | - MEOXAY CCPHAMN
0,58 16,0 - 18,7 15,8-19,3
2,72 8.0-90 7,7-93
92,7 6,6 - 8,5 72-94

Bocnpounssogumocth HaGopa pearentoB RAMP Procalcitonin  (npocnexusacMocTs
3HavyeHuit) Ans o6pa3sLoB UENBHOA BEHO3HOH KPOBH OLCHHBANK, namepsas conepxanne PCT
ofpasuax uenbHOMW BERO3HOH KpoBM, B KOTOpHIC OblIK AOGaBACHL! W3BECTHLIE KONMYECTBA
aHanyra, Ucnonsiosan Habop pearetos RAMP Procalcitonin oaHol ceprn (naprum). Tpy
ypoBHs 00pasuoB LenbHOH BeHO3HOR KpoBH, xoHueHTpeuMu PCT 8 xoTophIX nonaaann Ha
pasnHvHbie YMacTKH JManasoHa wimepenui naGopa pearentos RAMP Procalcitonin, nosTopHo
namepsanucs 10 pas 8 omHo# nocraxoeke. BocnpoussoaumocTh naGopa peareHtos RAMP
Procalcitonin 6bina onpeaenena xak 14,1, 6,8 n 8,2 %CV nns xoHuentpauwit 0,75, 3,00 1 103,2
HI/MA COOTBETCTBEHHO.

Ananutrveckas cnenu@uunocTs

[lepexpecTHaa peaxums ¢ KaNLHUTORHHOM (A0 5 Hr/mn), kaTakansuuHOM (fo 10 Hr/mn), a
Taoxe o-CGRP (anbda-kanpuuroHMH-reH poacteesnbiM nentugom) u B-CGRP  (Gera-
KaAbUWTONHH-TEH POACTBCHHBHIM NenTHAOM) (20 30 Hr/Mn) He oOHapyXeHa.

Iposonnsidi 3dpdexr

MposzoHkwiit 3ddext ana HaGopa pearentoe RAMP Procalcitonin ne nabmonanca no

MaKCHMANTBbHOM HCCeAOBaHHOH KOHUEHTpauny (~2000 nrimi),
Bausiune apyrax dpaxropon

Ha wusmepenns, caenannnie HabGopom peareHtoB RAMP Procalcitonin #e Bmasneno
BIMRHHUA CAEAYIOMKUX (axTopoBs (HHTepdEpHpYIOlIHE BELLECTRA):

o Temonns (remornobun ao 500 mr/an).

¢ BuaupyGuxemua (KONBIOrHPOBaHHbIK GHANPYGHN N0 40 MI/AN, HEKOHBIOrHPOBEHHLIN

GunupyGuH a0 40 mr/an).

¢ Tunepnunuaemua (Tpuranuepnab 1o 3260 mr/an).

¢ Uenoseuecknii coisopoTounbii anbOymun (4o 2,4 r/an).

HecmoTps Ha 3TQ, pexOMCHAYETCS HE HCMOALIOBATH AR aHannsa obpasibi ¢ CHNbHBLIM
FEMONTA30M, AuNEMHed WAM uKTeputeckue obpasubl, a NO BO3MOXKHOCTH MNMPOBECTH B3ATHE
Hosoro oSpazua.
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Hccneaosano BO3MOXHOE BAMAHME 11-TH WHKHPOKO HCIIONL3YEMBIX JEKAPCTBEHHBIX
npenapatoB Ha onpenenesue PCT ¢ nomouipio HaGopa pearentos RAMP Procalcitonin.
JlexapcTeeHHWE BetectBa AoDasasnK B ofpasus! ueAbHOH BEHOSHOW KPOBU B Da3IMYHBIX
KOHUEHTpauusx, uaMepanu PCT (B kounentpauuu npumeptio 0,50 ur/ma u 10 Hr/ma). Cnucok
NEKAPCTBEHHBIX MPENAPATOB M HCCACAYyeMble KOHUCHTPAUMH NpHBEAEHbi B TaGNHUE HHXe.
Bauanna ua uzmepenua PCT suinsnero ne 6uino.

Hccaenyemoe Hecaeayemas KOHREHTPARESA
BeIecTBO '
AucraMuHOpeH 180 mr/an
Auernncannuunosas | 240 mr/an
KHCNOT2
H6ynpodex 144 mr/pn
Lledorakcum 200 mr/an
JHobyramun 25 mxr/Mn
Hodamun 30 mr/an
Fenapun HaTpus 28,8 En/mn
Hopanpenannu 5 MKr/Mn
Batixomuumnh 1,8 Mr/mn
Hmunenem 100 mr/an
dypocemng 40 mr/an

Texuuyeckoe 00CTYKHBRHHE H PEMONT

HanHoe usgenue He NOANEKHT TEXHUUECKOMY O0CIY)XHBAHHIO H DEMOHTY.,
YTuausanus

TTocne 3aBEPWCHHA TECTA YRAINTE WCNONBL3OBAHHYIO TECT-KACCETY W3 aHaiusaropa.
HeWcrons30BaHHLHE PEAreHTLl, pearcHThl € HCTEKIIMM CPOKOM TOAHOCTH, 8 TaKKe
MCTIONL3OBAHHEIE PCATCHTH, YHAKOBKY, OMONOrHYCCKWH Marepuan, BKNIOMAR MaTepHansl,
HHCTPYMEHTH! ¥ MPEAMETH, 3ArPA3HCHHBE GHONOPKUSCKMM MaTepHanoM, Heobxonnmo
YyTHAR3RpoBaTL B coOTBETCTBMH ¢ CanllmH 2.1.3684-21 "CaHuTapHO-3NHACMMONOrHYecKHe
TpcOOBAHKHA K COREPIXAHMIO TEPPUTOPHIA FOPOICKMX K CENLCKNX NOCENCHWH, K BOAHBIM
obbexTaM, NMUTLCBOR BOAC ¥ MUTHEBOMY BOAOCHAOKEHHIO, aTMOCHCPHOMY BO3AYXY, MOUBAM,
WHILIM  MOMELIEHWAM, SKCTAYATALHKH NPOMIBOACTBEHHLIX, OOWIECTBEHHHX nomelieHnH,
OpraHM3auMM ¥ MNPOBEACHHIO CEHMTAPHO-MPOTHBOINHAEMUUECKHX  (NPOPUAAKTHHECKHX)
MepoRpuATHA". HEHCNoNb30BAHHLIE PEareHThbi, PEareHTt ¢ MCTEKWHM CPOKOM I'OQHOCTH,
HCNONL3OBAHHLIC PEATEHTHLI, YNIAKOBKA OTHOCATCA K XJIACCY OMACHOCTH MEMULIMHCKHX OTXOROB
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A. DBuonornueckuil marepuan, BXIIOYAA HHCTPYMEHTHI H NPSAMCTH, 3AMPA3HCHHbLIC

MATEpPHATIOM, OTHOCATCA K KITACCY ONACHOCTH MEAHUMHCKMX oTX0R08 B.

Cpoxk roauocTyu
Cpok ronriocTi HaGopa — 18 mecaues. HaGop w/mnu komnowenTh HaGopk HeoGxoanmo
ACNONLIOBATL A0 AaThl «OACH AO», yKazaHHOR Ha ynakoBke. He NpHMEHATs NO HCTEYEHHH

3TOH# AaThl.

TapauTHiinble 06R3aTERLCTBA
I'apautns Response Biomedical Corporation achcTByeT TOALKO MpPH YCAOBHH, HTO

Habop HCNONb3yeTcH B COOTBETCTRHU C WHCTPYKUHEH no npuMeHeHnio. Bee npeaynpexachng,
COACPKALIHECS B WHCTPYKUMM MO NPHMECHCHMIO, CREAYET CUHTaTh HEOOXOAMMON 4acTbio
rapauThi Response Biomedical Corporation.  Response Biomedical Corporation
ofecnevynBacT rapaHTHIO Ha CBOH H3ALNHA A0 AaThl «[oneH aox, yKasaHHOA Ha yRnaKoBKe.

B cayuae BeIABNCHUA Kakux-nHGO AEGeKTOB YNAKOBKH MAH CaMBX M3ACAHA CBAXMHTECH C
npeacragntenamMu 3A0 “AHAJIMTHUKA™, 4nsiowmerocs ynoaHOMOYEHHBIM TPEACTaBHTENEM
komnannm Response Biomedical Corporation 8 Poccuiickoii ®eepaniu.

Ipou3soanTens n pazpaGoTuni:

Response Biomedical Corporation (Pecnonc buomeaukan Kopnopeiiwn), Kanana
1781 — 75% Avenue West, Vancouver,

British Columbia V6P 6P2 Canada,

Ten. +1 604 456 6010, daxc +1 604 456 6066

YnonnoMouenHbilt RpeacTaBuTeNs HA TeppuTOpRK Poccnitcxoil Oenepaunn:
3axpuiToe akunonepHoe obiectso “"AHAJIMTUKA™ (3AO “AHAJIMTUKA™)
Poccus, 129343, r. Mocksa, npoezx Cepebpakosa, aA. 2, kopn. |

Ins koppecnosaesuwu: 129343, Mockea, a/a 93

teacdhon (495) 737-03-63, (800) 200-19-89

dakc: (495) 737-03-65

www.analvtica.ru

info
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Ipaduueckme CHMBOADLI, HCTIOALIYEMbie HA MAPKRpoBKe HaGopa

CumBoa

[

Pacmudposra

MapkupoBska BTOpWYHOH ynaxosxs (kopobxa)

Koa napruu

Homep no xaranory

MegMuMHCKOe HIACAWE ANA SHATHOCTUKY in vitro

OnacHoe, pa3apaxaiolles BELLECTBO

Mapxuposka CE

Harotosurens

[penen reMnepaTypst

Henonnw3onaTs A0

YnoaHomouennsiit npeacragurens 8 EC

OGpaTnTeCh K MHCTPYKUHH 110 APHMEHEHNIO

CoaepuMOro 10CTATOYHO ASIA BEINOSHEHUA 25
TecToR

IHTpHxkoa

MApPKMpPOBKA NEPBHYHON YNAKOBKH TECT-KACCEThl H HAKONEYHHKA B HHAHBHAYASLHON
ynakorke (GoaLMHPOBARKAR YNAKOBKA ¢ BIArONOT/IOTHTE1EM)

3anper Ha NOBTOPHOE NMPUMEHEHUE

Koa napTun

OG6paTnTech K HHCTPYKUHYH NO NPHMEHEHHIO

Mapku

OBRE TeCT-KACCETH

3anpeT Ha NOBTOPHOE MPAMEHEHNE

MapxupoBxa RepBHYROH YNaKoBKH PACTBOPa Aaa paiseaenus o6pasnons obvEmom 0,15 ma

B0 paaxone

OnacHoe, pasapaxaioiuee BeMecTso

Kon naptuu

nepsutHO# ynakos

KH KAPTOUKH CepHuE (RRTHCTATHYESCKHH NakeT)

b

Bunumansie - Cobatonalite Meps apeIocTOpOKHOCTH
1pH OBpalleHMH C AICKTPOCTATHYECKRMH
YYBCTBUTENLHBIMY YCTPOUCTBAMH (Nepesoi)

MApKHPOBKA KAPTOUKH CEPHH

Koz naptvu

Wcrnonw3osatsh A0

Cumson «OcTopoxHo!»
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Cxema paborbt

1. Cobepnte ofpasen uenbHoW BeHO3HOH KpOBH AAA TecTHpoBaHus. [lOArOTOBLTE aHaAM3aTOp
AN TCCTHPOBAHHA.

2. CHuMHTE KPHIWKY ¢ (rakoHa ¢ pacTBOPOM ANA Pa3BeACHWA OOpa3LOB, NOMECTHTE €ro Ha
CYXYK) FOPH3ORTAIBHYIO MOBEPXHOCTL HAK B NOAXOAAWMKHA LITATHB,

3. BckpofiTe ynakoBKy, COACPXAILYI0 TeCT-KacceTy M HakowedHHK. [INOTHO HaaeHsTe
HAKOHEYHHK HA NHIIETKY.

4, BubkMuTe NIYHXKEP NUNETKH A0 KOHLA W Morpy3uTe er0 B ofpaseil BEHO3HOH KPOBH.

TTorpy3uTe HaKOHEHHHK B 0Gpa3el BEHOIHOH KPOBH, NONHOCTLIO OTAYCTHTE ILAYHKEP.

5. Tepenecute HAKOHEHHHK BO (NAKOH C PACTBOPOM AIA palseneHus ofpasuos. Cmcwaiire
obpaseu ¢ pacTBOPOM ANS PA3BEACHHS, MEATEHHO BbEKHMAEA W OTNYCKas niyHxep 10 pas.

6. BrecuTe 75 MKA pasBeaeHHOro ofpasiua BEHO3HON XpoBM B NyHKy Ans ofpasuz Tect-
KacceThl.

7. Cpasy nociie BHeceHHs oGpasiia MOMECTHTE TECT-KACCETY B aHanu3aTop. FipumepHo vepes §5
MHHYT NOC/IE BBO/IA TECT-KACCETh AHAAH3 GyAeT 3aKOHYEH, HANH3ATOP COODILMT Pe3yIbTAThL.

8. O6paboTaiiTe ¥ YTHIHAHPYHTE HCNOAB3OBAHHBIC KOMIIOHEHTE! HabOpa.
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Ipuaoxenne K RECTPYKUNH N0 RPHMCHCHHID
Ha Habop pearenToB in vitro AnK sKcupecc-onpeReSeRns
apoxaabunTonnua (RAMP Procalcitonin)
Bpeaenne

B 2T0M AOKYMEHTE COACPXKHMTCA HHPOPMaUHA O CICLMGHHECKOR TATONOTHU, COCTOAHMYN WIH
dakTope pHcKa, NOMYIAHOKHBIX Y JIEMOTPAPUUECKHX aCNEKTaX NPUMEHEHUA, HHPOpMaLuy o
IMArHOCTANECKOH 4YBCTBHTENBHOCTH W cneuuduunocTh Halopa peareHToB in vitro ansa
IKCnpecc-onpeaenesns npokansuwronnHa (RAMP Procalcitonin), nonyyeHHas B Xojxe
JIOTIONHMTENILHOIO KCC/ICAOBAHKA OGPA3LOB LEALHON BEHO3HOH KpOBK OOABMLIX CENCHCOM, &
TAKKE 340pOBLIX JAHMK (ROHOPOB KPOBW), MeEpPEHEHb MEXAYHAPOAHLIX HOPMATUBHLIX

AOKYMEHTOB/CTRHAAPTOB, KOTOPLIM COOTRETCTBYET MEAHLIHHCKOE H3ZeNHe.

Cnennduvueckan IATONOIHS, COCTORHNE AN GaKTOP PICKA: CENCHC, CENMTHUYECKHA WOK.
IMonynaunonnbie 1 aeMorpadpaeckne ACHEKTHl NPHUMEHEHHS: NMPAMCHCHHE K3ACIMA HC

MMEET NONYMALHOHHEIX K AeMOrpadHuecKuX orpaHncHuH.

JAnardocTuueckas HyYBCTBHYSNLHOCTD K cNexnPHIHOCTD.

JBarHocTHYECKas 4YYBCTBHTENLHOCTL ONpefciany Ha BbiGopke 22 GOALHEIX C AHArHO3OM
«cencuey (10 weHmun, 12 Myxumns). B xauectse orcexaiomiero svaueHna (cut-off) Goina
NPHHATA KOKUeHTpauns 0,5 ur/mn. JlnarsocTuyeckas vyBCTBHTEILHOCTS cocTasnna 100%.
HnarnocTHyeckan cneunUUHOCTS, onpeaeneHHas Ha BuiGopke 125 3A0pOBLIX AOHOPOB,

coctasuna 100%.

Ilepeues MEKAYMAPOAHLIX HOPMATHBHRX  JOKYMCHTOR/CTAHJAPTOS, KOTOPHIM

COOTBETCTBYET MEANUNHCKOE U3XENe

Crangapr Hanmenopauue
Directive Hupextusa 98/79/EC Esponeiickoro [lapnamenta u Cosera EBpocortosa
98/79/EC oT 27 okTaOps 1998 Ha MEAMLIHHCKHE HIACNWA AN AUArHOCTHKH in Vitro.
ISO 13485 MeaHumMHckne uiaenua. Cuerema mMeHeMKMeHTa Kavecrsa, TpeGosanna
AR PErynsTOpHLIX ueneH.
ISO 14971 Meanunrckne wsgenma — [lpameHehHe MEHEMKMEHTa pHeka X

MEAHUHHCKUM HIACHHAM.

ISO 15223-1 Meanumsckde H3genus - CHMBONLI, HCMOJAL3YCMbIE H& 3ITUKETKAX
MEAMUMHCKHX H3menufl, NPR MapKUPOBKE W B NpenocrasnseMont
nudopmauss - Hacte 1: O6ume TpeGoBaHKA.

Hanenna MeavuuBCKHE ANA AWSFHOCTHKK in  vitro. Hudopmauns,
ISO 18113-1 npenocTapnaeman nponapoanTenem (Mapkuporka). Yacts ). Tepmuubl,
onpeneneiua n obwne TpeSosaHnAa
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Crannapr HaumeHopanmue
. Hapenua MEAMUMHCKHE ANA AMAarBocTHKH in  vitro. Hudopmauua,

NPEnOCTABRACMAN  NMPOHIBORUTENEM (MapKrpoBKa). Yacte 2.

ISO 18113-2 TIpogeccuoHanbHble peakTHBb A3 in Vitro IMArHOCTHKH.

ISO 23640 MeauuMHCKBE H3RCNHA ANA AMBTHOCTHRY in  vitro - Ouenka
CTaOMILHOCTH PEareHTOB JUIA AHATHOCTHKM in vitro.

SOR/98-282 [TonoxeHns 0 MeAHLIAHCKUX H3nenuax B Kanane.

CLSIC28-A3c | HHCTHTYT KNHHHYCCKHX NabOpaTOPHBIX CTAHAAPTOB.
OnpeseneHune, ycTaHOBACHHE H BepudiMKauua pedepeHTHBIX HHTEPBAOB
B XnuHuWueckoit naloparopum; YTBepaeHHOE pPYKOBOACTBO — Tperee
Hspanue.

CLSI EPS-A3 HMHCTHTYT KIUHHYECKUX NAGOPATOPHBIX CTAHAAPTOD.
OueHKa TOYHOCTH BOCIPOHSBORMMOCTH  KOAMUECTBEHHLIX  METONOB
H3Mepenuit; YTBepKaeHHOE PYKOBOACTBO — TpeTse nananue,

CLSI EP7-A2 HHCTHTYT KIHHHYECKHX N260paTOPHBIX CTaHAAPTOB.
TecTupoBanue MHTEPDEPEHUMK BAMAHKMA NOCTOPOHHUX BELiECTB B
KITMHHYECKOH XHMHUY; YTBEpXKAeHHOe PYKORoACTEO — BTopoe Hananue.

CLSIEP17-A HHCTHTYT KIHHWYECKKX Na00paTOPHBIX CTAHAAPTOB.
{IpOTOKONE! ANS ONpPEAENCHH NPERCNOB BLINBNCHHA ONPEACHCHHS W
fipenenos KOARYECTBEHHOTO ONPEACNCHH; YTBEPKIEHROE PYKOBOIACTBO.

CLSIEP25-A HHCTHTYT KnuHuveckux naBopaTopHbiX CTAHAAPTOB.
Ouerika ¢TaGMALHOCTH pPEarcHTOB AN AWATHOCTHKM  in  vitro;
Y TBEpRKACHHOE PYKOBOACTEO.
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TeKCT AaHHOTO AOKYMEOHTA NEPEeBen C aHrMUIACKOro A3bIKA Ha PYCCKKRA ASLIK
nepesoaqurK ;ﬁ/ Nesawiosa AHna IOpbesna.
Poccnﬁcxén Penepauma.
Fopoa Mocxksa.
NeaauaTtk NsToro Aexabpa Ase ToiICAYW ABAALATL TPeTbero roaa.

A1, Opnoea Mapvia AHaTONLEBHA, HOTapUYC ropoaa Mockebi, CBUAETENLCTBYIO NOANMHHOCTD
noANMcH NepesoaYunKa Jleraluosoil AHH OpbesHb:.

Moanuce caenana 8 MOBM NPUCYTCTBUN.

FlnvHOCTE NOgNMCaBLLIGro QOKYMEHT yCTarosneHa.

3aperugTpiiposano BpRectpe: Ne 77/422-n/77-2023-2- 25
Ynnaqeuo 3a eoseplueu HOTapuansHoro aeictens: 400 py6.
' : o W M.A. OpnoBa
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Poccuickan deaepauuna
Fopop Mockea.
fiBaauate natoro aekabpn ABe ThiCAYHN nsafUaTh TpeThero roaa.
A, Opnosa MapnHa AHaTtonbesHa, HoTapuyc ropofia MocKBb CBUABTENLCTBYIO BE
KON G NPEACTABNEHHOTO MHE A0KYMEHTA.
3aperucTpupoRaHo B peecTpe:. Ne 77/422-w/77-2023-2-827
YNNaueHo 3a CoBepileHne HOTapUanbHoro aencrens: 3400 pyb.
M.A. Opnoea

PHOCTB

Bcero NpoLHYPOBaKo, NPOHYMEpOoBaHO
1 CKPENNeHOo NeYaThio TPUALATL YeTuipe NncTa.
HoTtapuyc
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