KOMNWHA

This Apostille is not valid for use anywhere within the United States of America, its
territories or possessions.

public document, and, where appropriatei IheiideiUiiy of the sraitorslwhp whicH Bit*upib document bears.

. ¥

_ _ it i,
(Convention de La Haye duSc

1. District of Columbia, United States of America
AHMAD MISKI
=2~ksThis public document has been signed by .
NOTARY PUBLIC IN AND FOR THE DISTRIt|]T OF COLUMBIA * L
grading in the capacity of-
AHMAD MISKI, NOTARY PUBLIC IN AND FOR THE

DISTRICT OF COLUMBIA
4. Dbears the seal/stamp of

5. at Washington, D.C.

22 JANUARY
i6r_lhe—-------—u— - day of
_ 7. by Secretary
em-.t'cUi'in’i
I f |
VV 1 n 1
yIr A
r

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



SIEMENS e 8,
Healthineers™*

January 17, 2018
To Whom it May Concern;

This is to certify that the attached document is the Instruction for use for:

Product: Xprecia Systems PT/INR Test Strips

For and on behalf of

Siemens Healthcare Diagnostics Inc.

%

511 Benedict Avenue 914 631-8000

Siemens Healthcare Diagnostics Inc.
Tarrytown, NY, 10591, USA www.siemens.com/diagnostics

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



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



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



SIEMENS

Xprecia™ System

| K -H I prunrTEST sTRIPS
Xprecia™ Systems PT/INR Strips are designed for use only with the Siemens Xprecia Stride'™”

Coagulation Analyzer. Other test strips won’t work with Stride.

VA
7J INTENDED USE
\lﬂ The Xprecia Stride Coagulation System is intended for multiple patient use by professional
healthcare providers for quantitative prothrombin time (PT) testing for the monitoring of oral
E anticoagulation therapy with warfarin, a vitamin K antagonist. The system uses fresh capillary
T (finger-stick) whole blood. It’s intended for professional in vitro diagnostic use at the point-of-
in

care.

m CLEANING AND DISINEECTING STRIDE
You should clean and disinfect the exterior of Stride, and the test strip port protective cap, after
patient and quality control tests using a Siemens recommended germicidal wipe. For detailed

cleaning instructions, see the User Guide.

PRINCIPLES OE THE PROCEDURE

APT test is a blood test that measures the time it takes for blood to clot, reporting results using
either the International Normalized Ratio (INR) or seconds. The INR was developed to
standardize the PT results.

Stride measures PT values in whole blood. To begin testing, the contact end of the test strip is
inserted into the test strip port on the analyzer. Then, a blood sample is applied to the test strip
target area. The blood sample is automatically drawn by capillary action into the reaction
chamber of the strip where the blood mixes with reagents and activates the coagulation cascade.
When Stride senses that the blood has clotted, the testing stops. A PT result is calculated and
appears on the analyzer as either INR or seconds.

For complete instructions, see the user guide that came with your Xprecia Stride System. Ifyou
have questions, eontact your local technical support provider.

9 REAGENTS
The test strips are packaged in 1 vial with 25 test strips. Each test strip eontains the reagent

Dade® Innovin®, which is a preparation of purified recombinant human tissue factor combined
with synthetic phospholipids, calcium, and stabilizers.

A WARNINGS AND CAUTIONS
Always follow the safety procedures and preeautions listed here and throughout the User
Guide when using Stride.
All parts of Stride are potentially infeetious and capable of transmitting blood-bome
pathogens between patients and healthcare professionals. For more information, refer to
“Guideline for Isolation Precautions: Preventing Transmission of Infectious Agents in
Healthcare Settings 2007,” found at
http://www.cdc.gOv/hicpac/20071P/2007isolationPrecautions.html.
You should disinfect the device after each patient use. You can only use Stride for testing
multiple patients when all standard precautions and the recommended cleaning and
disinfection procedures are followed.
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- Use only whole blood from a finger-stick for testing.

- Only auto-disabling, single use lancing devices may be used with Stride.

- Don't consume test strips or drink control solutions.

- Always store the test strips in the original test strip vial with the cap closed.

- Use the test strip within 10 minutes of when you remove it from the test strip vial.

- Apply the blood sample to the test strip within 120 seconds after the Apply Sample screen
displays.

- Always wear protective gloves and follow your facility's policies and procedures when
performing tests involving biological samples and control solutions.

- Only apply blood to atest strip after it’s inserted in, and blood is requested by. Stride.

- Within 15 seconds of sticking the fingertip, apply the drop ofblood to the test strip target
area.

- Never use bent, scratched, or damaged test strips.

- Don’t scan a test strip barcode and then use a different test strip from another vial.

- Each test strip is single-use only; never perform a second test using the same test strip.

- Don’t touch or move the test strip after you applj the drop of blood. Don’t move the test strip
during the test.

- Never add more blood to the test strip after the test has begun.

- Abest practice is to make sure there is adequate lighting to conduct a test.

- Refer to the following general safety reference materials:

- “Protection of Laborator> Workers From Occupationally Acquired Infections; Approved
Guideline-Third Edition" Clinical and Laboratory Standards Institute (CLSI) M29-A3.

- “FDA Public Health Notification: Use of Fingerstick Devices on More than One Person
Poses Risk for Transmitting Bloodborne Pathogens: Initial Communication” (2010), found at
http://www.fda.gov/medicaldevices/safety/alertsandnotices/ucm224025.html.

- “CDC Clinical Reminder: Use of Fingerstick Devices on More than One Person Poses Risk
for Transmitting Bloodborne Pathogens” (2010), found at
http://www.cde.gov/injectionsafety/Fingerstick-DevicesBGM.html.

TEST STRIP STORAGE AND STABILITY

Always store the test strips as paekaged and use within the expiration date printed on the test

strip vial: don’t refrigerate them.

- Unopened Storage: 4-30°C (39.2-86°F) @ 0-75% RH

- Opened Storage: 4-30°C (39.2-86°F), use before the 24 month lot expiration date after first
opening vial

OPTIONAL LIQUID QUALITY CONTROL

For quality control information, see the instructions for use that came in your control solution
package.

ELECTRONIC ONBOARD QUALITY CONTROL

When eaeh test strip is inserted. Stride automatically conducts 2 on-strip quality control checks
designed to help ensure test strip integrity. The first control checks the presence of adequate
sample reagent on the test strip, and the second control detects test strip degradation due to
exposure to enviroiunental conditions.
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HOLDING STRIDE
Always handle Stride with care and don’t mishandle it. Rough treatment or impact with hard
objects, such as dropping, may damage parts and lead to incorrect operational results.

You can use Stride in the following positions:

m Flat on atabletop or other hard surface (display side up).
m Inyour hand in a level position.

m Inyour hand within a 45 degree angle up or down.

\'y
m Don’t run a patient test or quality control (QC) test when holding Stride at extreme angles.

MATERIALS PROVIDED
- Xprecia Systems PT/INR Strips

MATERIALS REQUIRED BUT NOT PROVIDED

- Xprecia analyzer

- Alcohol wipe, cotton ball or tissue

- Single-use lancing device to collect capillary blood samples obtained from a finger-stick.
Prepare the lancing device according to manufacturer instructions.

PREPARING THE PATIENT SAMPLES

Prepare the patient to collect a blood sample by following your facility’s standard procedure.
For example, clean the finger with an alcohol wipe, or have the patient wash his or her hands in
warm, soapy water. Dry the fingertip before taking a blood sample.

Use only whole blood from a finger-stick for testing.

IMPORTANT

- Within 15 seconds of sticking the fingertip, apply the drop ofblood to the test strip target
area.

- Don’t add more blood to the test strip once the test has begun.

- Don’t touch the test strip while the test is in progress.

- Discard expired test strip vials.

[tXWARNING Clinical studies have shown that Xprecia Stride PT/INR results from a venous
sample were falsely low when compared to a capillary sample from the same patient. Testing of
venous samples should not be performed on Xprecia Stride.

PERFORMING A PATIENT TEST
INSTRUCTIONS

1 To turn Stride on, press the On/Off button.

2. Ifyou are prompted, enter an Operator ID (OID).
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10.

11

13.

14.
15.

16.

On the Home sereen, tap Patient Test.

Ifyou are prompted, enter a Patient ID (PID).

Open the test strip vial and remove only 1test strip.

Immediately close the vial. Make sure the vial cap seals tightly.

To scan the test strip barcode, aim the barcode reader at the barcode on the test strip, then
tap the Scan button.

Tip An audible tone sounds, a check mark displays, and the screen changes when the
barcode is accepted.

Gently, but firmly, insert the test strip with the printed side up, into the test strip port until
it stops.

(Optional) If Stride requests that you scan the test strip vial, ami the barcode reader at the
barcode on the test strip vial, then tap the Scan button.

The Wait screen displays as Stride warms the test strip until it reaches operating
temperature, in approximately 20 seconds.

After the Apply Sample screen displays, prepare and apply the patient blood sample. See
the following:

- Finger-stick sample collection method below.

The test will begin when the sample is drawn mto the test strip by capillary action.
Requirement Be sure to fill the entire target area with blood. Don’t overfill the target
area.

After the Test in Progress screen displays, don’t touch the test strip or add more blood.
The INR value, time, and date display when the test is complete.

Tip You can set Stride down to tend to the patient while the test is in progress.

Press the Test Strip Eject button to discard the test strip according to your facility’s
biohazard control policies.

Requirement When ejecting a used test strip, always point Stride down facing your
biohazard container before you press the Test Strip Eject button.

Discard the lancet according to your facility’s biohazard control policies.

Clean and disinfect the entire exterior surface of Stride, and the test strip port protective
cap if necessary, with a Siemens recommended germicidal wipe.

Requirement Siemens recommends you remove, clean, disinfect, and dry the cap when
you observe blood or other contaminants inside the opening in the cap.

Remove your gloves, thoroughly wash and dry your hands, and put on a new pair of
gloves before performing another patient test.

For complete instructions, see the user guide that came with your Xprecia System. Ifyou
have questions, contact your local technical support provider.

COLLECTING A FINGER-STICK BLOOD SAMPLE
INSTRUCTIONS

1
2.

To stick the finger, firmly place the lancet against the finger and press the lancet trigger.

Gently squeeze from the base of the finger to form a round drop of blood. If the blood
smears or runs, wipe it off with a tissue and gently squeeze another round drop of blood.
Requirement The drop of blood should be about the same size as the test strip target area
(@ minimum of 6 pL in volume). Low sample volume will cause an error message.
Returnto Performing a Patient Test to follow steps 12-16.
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IMPORTANT
- Apply the drop of blood to the test strip target area within 60 seconds of lancing the fingertip.

RESULTS

Results display either as the International Normalized Ratio (INR) or as seconds. Desired INR
values may vary depending upon the clinical practice and test methodologies, and the optimum
therapeutic range for this method should be established by each user. 1 Nonnal values can vary
and each site should establish its own reference interval. Based on test samples from 120 non
anticoagulated subjects, the normal INR range for the Xprecia Stride PT/INR system was 0.9 -
1.1.

Each lot of Xprecia Systems PT/INR test strips is calibrated to a reference lot of human
recombinant thromboplastin traceable to the World Health Organization International Reference
Preparation.2

Stride also displays PT results in seconds. The reported time is derived from the INR result and
the equation below. The calculation is performed with an International Sensitivity Index (I1SI) of
1.0 and a typical Mean Normal Plasma Prothrombin Time of 12.0 seconds.

[Patient Prothrombin Time (sec)] ISI
INR=
( [Mean Normal Prothrombin Time (sec)] )

LIMITATIONS

The PT/INR assay measures results in patients on warfarin therapy. Don’t use this assay to
analyze patients on heparin therapy. In vitro studies showed Stride tests results are not affected
by heparin levels up to 3 U/mL, low molecular weight heparin up to 2 U anti factor Xa
activity/mL, ascorbic acid levels up to 1.5 mg/dL, triglycerides up to 3270 mg/dL, hemoglobin
up to 200 mg/dL, acetaminophen up to 20 mg/dL, uric acid up to 24 mg/dL , unconjugated
bilirubin up to 20 mg/dL, Oritavancin up to 5 mg/L, Londaparinux up to 2.5 mg/L, Clopidogrel
concentration up to 40 mg/L, Daptomycin concentration up to 300 mg/L, and conjugated
bilirubin up to 29 mg/dL.

Hematocrit values between 25-55% don’t significantly affect test results.

Note Patients with long clotting times (>8 INR, >96 seconds) are outside the reporting range.
Confirm results by using an alternative test method. Contact the patient’s physician.

EXPECTED VALUES

During the initiation phase of oral anticoagulant therapy, it’s prudent to monitor patient status
daily or at least 4 to 5 times per week, until some degree of consistency of the INR response to a
stable dose is noted.3

The frequency of testing in stabilized anticoagulated patients should be determined on an
individual patient basis. In general, don't exceed intervals of 4 weeks when determining INR.

UNUSUAL RESULTS

Ifan unexpected result is reported or if you are concerned that the result doesn’t match the
clinical symptoms or patient history, repeat the patient test and then perform a QC test using the
Xprecia Systems PT Controls (as described in the Xprecia Systems PT Controls Instructions for
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use) to confirm the device is working correctly. If the results are confirmed, more in-depth
testing may be necessary. INR results inconsistent with the patient’s clinical presentation may be
an indication of improper test strip storage, interference with certain drugs, or changes in the
patient’s diet. Follow up any unexpected results with additional coagulation studies and testing.
Ifthe patient’s PT value seems unusually low or high, run a QC test using the Xprecia Systems
PT Controls as described in the instructions for use that came in your control solution package.

PERFORMANCE CHARACTERISTICS

Reporting Range: 0.8-8.0 INR. Results outside this range will not be displayed and a Results
out of Range error message appears.

Sensitivity: The Factor Sensitivity was determined using nine (9) Xprecia Stride™” Coagulation
Analyzers, three (3) lots of Xprecia™" System PT/INR test strips, and normal human red blood
cells mixed with various concentrations of normal human plasma. Each level of Factor
Sensitivity was carried out twice on each analyzer. The study verifies Factor sensitivity at the
following levels (% of normal factor level; in vitro testing): Factor Il < 36%; Factor V < 58%;
Factor VII < 52%; and Factor X < 68%.

Xprecia Stride Factor Sensitivity

4i m 0
Factor Level %
Factor I mm Factor VIl — Uppe--Norma Range
Factory FactorX — Lower Normal Range
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Accuracy: Accuracy was evaluated using 412 subjects across 4 sites using 3 lots of test strips
per site. The INR of eapillary samples measured on the analyzer were compared against the INR
of venous plasma samples measured on Siemens BCS XP laboratory analyzer using Dade®
Innovin® reagent. Results are shown below:

Repeatability: Whole blood precision was determined for finger-stick blood from sample
duplieates over 8 weeks at multiple point-of-eare sites using 3 lots of test strips run by typical
point-of-care operators. Typieal CVs are shown below.

INR n SO ¢cv%
Range

08-19 20 006 59
20-3.0 53 010 41
3.1*.5 18 014 42
46-8.0 9 020 36

Precision: Two levels of Liquid Quality Control were analyzed in duplicate twice a day for 20
days at 3 point-of-care sites run by typical point-of-care operators. Typical CVs were less than
7%.

TECHNICAL ASSISTANCE
For technical assistance, contact your local technical support provider.
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Addendum to Instruction for use
Xprecia Systems PT/INR Test Strips

1. MD Name
Xprecia Systems PT/INR Test Strips:

- Xprecia Systems Test Strips (25 test strips in a plastic vial) - 4 vials
- Package insert

2. MD intended Use
It’s intended for professional in vitro diagnostic use at the point-of-care. Test-strips are intended

for use with the Xprecia Stride coagulation analyzers for quantitative prothrombin time /
International Normalized Ratio (PT/INR) testing for the monitoring of oral anticoagulation
therapy with warfarin, a vitamin K antagonist.

3. Field of Application
Clinical laboratory diagnostics

4. Contraindications
This test is contraindicated for patients receiving heparin.

5. Possible Adverse Effects of Medical Device Use
Not applicable to this MD.

6 Information on Potential MD Consumers
The medical device is held for use in treatment and prevention facilities and the research centers

for carrying out researches only by laboratory and medical personnel.

7. Indications
PT/INR test strips for Xprecia systems are designed for use with Xprecia Stride coagulation

analyzers (hereinafter, “analyzer” and “Xprecia analyzer” terms may occur). The analyzer is
intended for quantification of prothrombin time (PT) during the monitoring of oral
anticoagulation therapy with warfarin, a vitamin K antagonist.

Warfarin is prescribed to prevent blood clots from forming or growing larger in blood or blood
vessels. When using anticoagulation medication, its blood level have to stay within a specific
therapeutic range, as determined by a doctor. The doctor needs to monitor the warfarin activity
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to ensure that the medication dosage is correct. To monitor the activity, the doctor orders a PT
test.

8. Operating Conditions

Temperature range 15-35 °C
Ambient relative humidity 20-80% non-condensing.
Pressure atmospheric

9. Analyzing Sample Type
Whole blood sample.

10. Target Analyte Deseription
Analyte: protrombin;

Assay type: qualitative
11. Manufacturer Information
MD Developer
Name: Siemens Healthcare Diagnostics Inc.
Address: 511 Benedict Avenue Tarrytown, NY 10591-5097, USA
Phone: +1 302-631-8000

Website: www.siemens.com/diagnostics

MD Manufacturer
Name: Siemens Healthcare Diagnostics Inc.

Address: 511 Benedict Avenue Tarrytown, NY 10591-5097, USA
Phone: +1 302-631-8000

Website: www.siemens.com/diagnostics

MD Manufacturing Site Address
Universal Biosensor Pty Ltd.

1Corporate Avenue, Rowville, Victoria, 3178, Australia

12.  Shipping and Storage condition
Store in accordance with local regulations. Store in original container protected from direct

sunlight in a dry, cool and well-ventilated place, away from incompatible materials, foods and
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drinks. The container should be thightly sealed before use. Opened containers should be re-
sealed and kept upright to avoid possibility of leakages. Do not store in containers with no
labeling. Use appropriate measures to avoid enviromnental contamination.

Shipping Conditions

Temperature: -20 to +40°C

Humidity: 0% to 85% RH non-condensing @40°C
Atmospheric pressure

13.  Accuracy.

Accuracy was evaluated using 412 subjects across 4 sites using 3 lots of test strips per site. The
INR of capillary samples measured on the analyzer were compared against the INR of venous
plasma samples measured on Siemens BCS XP laboratory analyzer using Dade Innovin reagent.
Results are shown below:

The following statistics will be derived to compare the method vs. laboratory measurement
procedure using whole capillary blood (and whole venous blood target value only).

Over measurement range

» Slope: confidence interval 95% within 0.80-1.20

* Intercept: from -+-03t0-0.3

»  Determination coefficient (r2) > 0.82 ***; target value only: r2 > 0.90
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For range over 6.0 INR *

Va ues
INR range Median Bias Permissible difference (90% bias)
Target value Mandatory level Target value Mandatory level
0.8-1.9 0.2 0.3 0.5 +0.5
2.0n.5 0.2 +0.3 +0.5 + 30%
4.6-6.0 +0.4 0.7 N/A *+ 30%

* If measuring range reaches 8.0, then for range 2.0-8.0: 97% bias values should be within +
40%; applicable for combined data sets from multiple clinical sites only.

** Applicable for combined data sets from multiple clinical sites or for data sets with n> 10
within this INR analyzed range only.

*** For combined data sets from multiple clinical sites: r2 > 0.85

For submitting in US regulation authority only, the following statistics will be derived to
compare the method vs. reference device (capillary blood samples).

Over measurement range

. Slope; 0.80-1.20

* Intercept: from +0.5 to -0.5

»  Detemonation coefficient (r*) > 0.80

Target values only
The following statistics will be derived to compare the method during measurement of capillary
(reference) and venous blood with Xprecia Stride.

Over measurement range

»  Slope: within 0.90-1.10

* Intercept: from +0.3 t0 -0.3

»  Detemonation coefficient (r*) > 0.90, target value: 0.95

14. Precision
Two levels of liquid quality control were tested in duplicate bid for 20 days in 3 therapeutic

The value is less than or equal to 10% CV for samples faffing into the
following INR ranges:

Precision * INR less than 2.0
— Repeatability * INR2.0-3.0
* INR3.1-r5
+ INR4.6-8.0
The value is less than or equal to 10% CV for samples faffing into the
Precision following ranges.
— Intermediate « PTLQC1
e PTLQC2
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15. Information on MD Disinfection, Cleaning and Sterilization
Not applicable to this MD

16. Environmental Protection
16.1 Environmental Requirements when Using the MD
This device does not harm the environment if properly operated, shipped and stored.

16.2 Disposal and Destruction Procedure
Follow the next instructions for the disposal of hazardous waste:
- Dispose the used test strips in an approved hazardous waste eontainer.
- Follow an institutional poliey for the disposal of hazardous waste.
- When ejeeting a used test strip, always point the analyzer down facing your biohazard container
before you press the Test Strip Eject button.
Waste formation should be avoided or minimized if possible. This produet, solutions and product
derivatives should be disposed in accordance with the requirements of environmental and
waste disposal legislation as well as any requirement of local authorities. The excessive amounts
ofproduet and non-recyclable products should be disposed by eontractor having license for
waste disposal. Do not stream unproeessed wastes in sewers, excluding the cases of full
conformance with all authorized authorities requirements. The package is subjeet to recycling.
Incineration or landfill should only be performed when recyeling is not feasible.
Utilize all materials by a safe and acceptable method in aecording with the operating normative
regulations. Used medical products have to be utilized in aecordance with the local legislation as
epidemiologieally dangerous wastes.

17. Warranty Obligations
This device has been developed, manufactured, tested, and paekaged in compliance with relevant

safety procedures. Siemens Healthcare Diagnosties Ine provides warranty for the product for the
period of shelf life on condition the paekage is not damaged.

The manufaeturer guarantees the safety of medieal device, the absence of unacceptable risks
of hazards to human life, health and the environment when using test strips as intended in the
conditions provided for by the manufacturer.

In the case of issues regarding Manufacturer’s warranty liabilities please contact a legal
representative of Manufaeturer in Russia - Siemens Healthcare LLC:

18. Complaints
On the product quality issues, please contaet:

Siemens Healthcare LLC
115093, Moscow, Dubininskaja str., 96, Russia
Phone: (495) 737-12-52

Fax: (495) 737-13-20
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MepeBOA C aHIIMIACKOTO A3blka Ha PYCCKUIA A3bIK
Okpyr Konymbéus
HacToslwmniti anocTunb HefdelCTBUTENEH ANA UCNoNb30BaHus B CoefuHeHHbIX LW TaTax
AMEpUKU, Ha ee TEPPUTOPUAX UNN BRafeHUNAX.
HacTosWwmiA anocTunb TONbKO YAOCTOBEPSAET NOAJMHHOCTb MOAMUCK W JOSKHOCTb NNLA,
nofnucaBlero ouLMNanbHblii JOKYMEHT, W, B ClyYae HEOBX0AUMOCTU, NOAMMHHOCTb Neyatu unu
WwTamna, KOTopbIMK CKpeneH onLManbHblil LOKYMEHT.
[laHHbI anoCTuUNb He y[0CTOBEPSIET COAEPXaHNe AOKYMEHTa, 415 KOTOPOro OH OblN BblAaH.

ANOCTUNb
(Faarckas KoHBeHLMA 0T 5 okTA6pa 1961 r.)

1 Oxkpyr Konymb6usi, CoeguHeHHble LTaTbl AMEpuKM

2. HacToawunin ouymanbHbIl LOKYMEHT noanucaH AXMAL MUCKN

3. BbicTynawouwum(-ein) B kauectee HOTAPUYCA OKPYTA KONYMBUYH

4, ckpennéH wramnom/neyatbto AXMAL MUCKW, HOTAPUYC OKPYFA KONYMBUA
YOAOCTOBEPEHO

5. B BawwuHrtoHe, okpyr Konymoéus

6. 22 AHBAPHA 2018 T.

7. cekpeTapem okpyra Konyméus

8. 3a Ne 466903

9. LWTamn/MeyaTb

10. Moanuce:

MevaTb/'. Okpyr Konymbéusa
NNOPEH K. BOTAH

Mognuce/

Nopex K. BoraH
CekpeTtapb okpyra Konymbus
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3awmnrta or KonuposaHusa K1
BrnaHk c anemMeHTaMmn 3aWnThbl

CKpbITbIi naHTorpad

Mop6op kpackn no uBety
NMopgfenbHble BOASHbIE 3HAKM
3awunta OT KONMPOBAHNSA C NOMOLWbIO
3HaKOB, NPOABAAKLWMNXCSA NpU
BO3elNCTBUN Ha Gymary MOHeTOW
3awurta oT cockabnueaHus

OKHO 3/1eMEHTOB 3alunThl

3alWmnTa oT co3faHnii MuKkpokonuii
He copepXut kucnot

3awmnrta oT KonuposaHua Kl
bnaHk c anemeHTaMmn 3awWunThl

CKpbITbIl naHTorpad

Mopn6op Kpacku no LBeTy
NMoafenbHble BOAAHbIE 3HAKM
3awunTa OT KOMNPOBAHWUA C NOMOLYbIO
3HaKOB, NPOABAAKIWMNXCSA NpU
BO3AeWCTBUM HA Bymary MOHeTOW
3awurta oT cockabnueBaHmsa

OKHO 3N1eMeHTOB 3alWunThbl

3aWmnTa oT co3aaHnin MUKpoKonuii
He copepXut kucnot
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3awuTa oT KonupoBaHus K1
BraHk c 3eMeHTaMu 3aWuThl

CKpbITbI naHTorpadg

NMoa6op Kpacku no UBeTy
NoafenbHble BOAAHbIE 3HAKM
3awuTa 0T KOMMPOBaHUSA C NOMOLbH
3HaKOB, NPOABASAKWUXCS NPH
BO3/elNCTBUN Ha Gymary MOHeTOMl
3awuTa o1 cockabnuBaHus

OKHO 371EMEHTOB 3alWnThl

3awmTa 0T cO3faHnii MUKpoKonuid
He cogepxut kucnot

3awunta or KonuposaHua K1
bnaHk c anemMeHTaMu 3alWmnThbl

CKpbITbIl nanTorpad

Mop6op kpackn no uBeTy
MoafenbHble BOAAHbIE 3HAKK
3awunTa oT KONMPOBAHNA C NOMOLYbIO
3HaKOB, NPOABNALWMXCA NPU
BO34eWCTBUM HAa Gymary MOHeTOl
3awunTa oT cockabnuBaHuns

OKHO 3N1eMeHTOB 3alunThl

3awuTta oT co3faHnii MUKpOKONNiA
He copgepXut kucnot
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[NoroTun/:
SIEMENS
Healthineers

17 aHuBaps 2018 r.

Mo mecTy Tpe6oBaHUsA:

HacTosilMM yAOCTOBEPSIETCS, YTO NpunaraeMblii JOKYMEHT sBAseTcs WHCTpyKuuel No MpUMEHeHUIo Ha
n HUXeyKasaHHOe u3genwe:

N3genue: TecT-nonocku Xprecia Systems gna onpegenennsi PT/INR (Xprecia Systems PT/INR Test
Strips)

OT UMEeHU 1 Mo MopyYeHUto

«CumMeHc Xenckaa inarHoctuke WHK.»

Mognunce/
B066u 3uHK
TexHuyeckuii cneumanncT oTaena peructpauun u ceptudukauum 3

4

«CumeHc Xesnckaa fnarHoctuke VHK.» 511 Benedict Avenue 914 631-8000
Tarrytown, NY, 10591, USA (CWLA) www.siemens.com/diaanostics
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Ha ocHoBaHMM UMeloweiics MHopMaLnm
ATEHTCTBO Neranusayumu 4okymeHTos CLIA
A, XaHagn A4XeMu, 3aMecTUTeNb npeacefaTens, HacTOALW UM
YLOCTOBEPSAI0, YTO faHHbIN JOKYMEHT SIBSETCA OPUTMHANOM

LOKYMeHTa.

/Mognucs/
MoAanucb YNONTHOMOYEHHOTO NnLa

Okpyr Konym6usa: nognucaHo n noATBEPXAEHO NOA npucsroi
= MoanucaHo nNoj NpuUcsroil B MoeM NPUCYTCTBUM,
I 19 aHBaps 2018 1.

/Mognuce/
Axmapg Mucku, HoTapuyc,

okpyr Konyméuns

Cpok MOMX nonHOMouUMiA uctekaet 31 utona 2019 r.

/Meyvatb/:
AXMAJL MUCKWN * OKPYF KONIYMBUSA * HOTAPUYC * CPOK MOMTHOMOUYNI UCTEKAET 31.07.2019r.
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LTat MaccauyceTc
Okpyr Hopdonk

CeropHa, 18 AHBapa 2018 r., NMYHO ABMBLUAACA KO MHE, HWXenognncaslleMyca HoTapuycy, Bo66u
LinHke, nyTem npepocTaBneHus ybeauTeNbHbIX JOKa3aTeNbCTB B BUAe YAOCTOBEPEHUSA MYHOCTU, A
MMeHHO KopnopaTuBHOW MAEHTU(UKALUOHHON KapTOUKK, YAOCTOBEPUNA, YTO OHA ABMIAETCA INLOM,
UbUM UMEHEM MOANWUCAH NPUIOXEHHbI LOKYMEHT B MOEM MPUCYTCTBUMU.

Mopgnunce/
Oxooun A. Cycu, HoTapuyc
[JaTta ucteyeHna nonHomoumin: 20 sHBaps 2023 .

/Meyvatb!:
nXoaun A. CyCU * WWTAT MACCAYYCETC * Cpok Moux NosIHOMOUUiA uctekaeT 20 sHBapsa 2023 T.

[Tep6/* HoTapuyc
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SIEMENS

Xprecia™ System

Cuctembl Xprecia
E H TECT-MOSIOCKM anst ONPEOE/EH/A PT/INR

Tect-nonocku ans onpegeneHns PT/INR B cuctemax Xprecia™™™ npegHasHauyeHbl TOMIbKO 415
NCMOJIb30BaHNA C aHa/IM3aTOPOM Koarynsaumm kKposu Xprecia Stride™ komnaHuu Siemens.

Z [Jpyruve TecT-nonockn He NOAXOAAT K aHanm3atopy Stride.

73

U HAZHAYEHVE

H  Ananusatop koarynsumm kposu Xprecia Stride npefHasHauyeH A8 UCMONb30BaHUS Y
HECKONbKNX MaLMeHTOB NPO{eCCUOHANIbHBIMA MEAULMHCKUMY paboTHUKaMK 4/1s

O KO/IMYECTBEHHOr0 OnpefeneHns NpoTPoMOMHOBOro BpeMeHu (prothrombin time — PT) npu

Ul MOHWUTOpWHIre MnepopasibHON aHTUKOArynsaHTHOW Tepanun BapapuHOM, aHTaroHUCTOM

BuTammHa K. B cucteme ncnosnb3yeTtcs cBeXxas KanunnspHaa (B3ftas v3 nanbla) LenbHas KpoBb.
Cuctema npegHasHaveHa ans nNpohecCUoHaNbHOW ANarHOCTUKM in Vitro y nocTenw.

OUYNCTKA U AESVNHPEKLINA CUCTEMBI STRIDE

BHeLLHME NOBEPXHOCTY cMCTeMbl Stride, a TaKKe 3alUTHbIV KONMAYyoK nopTa A/1s TeCT-MOM0COoK
HEo6X0MMO 0UMLLATb W Ae3MHAMLMPOBATL MOCNE TECTOB NalMeHTa U KOHTPONS KauyecTsa C
MOMOLLLbI0 PEKOMEH/0BaHHbIX Siemens 6akTepuUMAHbIX cangeToK. Moapo6HbIe UHCTPYKLMM MO
OUMCTKE MpPeAcTaBieHbl B PYKOBOACTBE MO/Mb30BATENS.

MPVHLMbI MPOBEAEHVS MPOLIELYPS|

Tect ang onpeseneHns PT ABNSeTCA aHa/IM30M KPOBW, KOTOPbIA M3MepseT Bpems, HeoO6XoAnMoe
[NA CBEPTbIBAHWSA KPOBW, UCNOMb3YA 19 0TOOPAXKEHUA pe3ynbTaToB UM MeXAyHapoaHoe
Hopmasim3oBaHHoe oTHoLeHume (International Normalized Ratio — INR), nan cekyHgabl.
MapameTp 1NR 6b1n1 BBeLEH ANs cTaH4apTM3aLmm pesynbtatos PT.

Stride n3mepset 3HayeHUs PT B LeNbHOW KpoBW. YUTOObI HayaTb TECTMPOBaHME, KOHTAKTHbIN
KOHeL, TECT-MO/IOCKN BCTaBNSAETCA B NMOPT A/ TECT-MO0COK aHanm3aropa. 3atemM npoba Kposu
HaHOCWTCA Ha LefieBYyt0 06/1aCTb TECT-MOMOCKM. [1poba KpoBM aBTOMATUYECKN BBOAUTCA
MocpeACcTBOM KarnuaisgpHOro NpoOHMKHOBEHUA B PEAKLNMOHHYIO KaMepy TeCT-Mo0CKN, rae KpoBb
CMeLLMBAETCA C peareHTaMn 1 aKTUBUPYET KoarynsaunoHHbIN Kackagd. TecTupoBaHue
npekpatyaeTcs, Korga Stride onpefenseT, 4TO KpoBb CBepHYyach. Pesynbtat PT nsmepsercs u
MOSIB/NAETCA HAa aHA/IM3aTope, BblpaXeHHbIM B INR unv B ceKyHaax.

[na nonyyeHns noApo6HbIX MHCTPYKLMM CM. PYKOBOZCTBO MONb30BaTeNsA, BXOAALLEE B
KOMMNIeKT cucTembl Xprecia Stride. Mpn BO3HWMKHOBEHMM BOMPOCOB 06paLlainTech B MECTHYHO
CNYyXKBY TEXHUYECKOW MOLAEPXKKN.

PEAIEHTHI

B ynakoBKe TeCT-M0OM0COK cogepxutcs 1 dnakoH ¢ 25 Tect-nonockamu. Kaxpas Tect-rnosocka
cogepxuT peareHT Dade® Innovin®, KOTOpbIA NpeAcTaBnseT coboi npenapaTt OYULLEHHOTO
PeKOMOMHAHTHOrO (hakTopa YeNOBEYECKOW TKAHU B COYETAHUWN C CUHTETUYECKUMU
thochonmnuaamu, KanbLumMem 1 ctabmnusaTopamu.
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>K DPEYTPBKIEH/A 1 MPEICCTEPDIEH/

Mpwn paboTe co Stride HeobxoaMMO co6M0AaTb NpaBuIa TEXHUKM 6e30MacHOCTM U Mepbl

NPeAoCTOPOXHOCTK, MEPEeYUC/IEHHbIE B 3TOM JOKYMEHTE U PYKOBOACTBE M0/Ib30BaTENS.

Bce yacTu Stride noTeHUMabHO MH(EKUMOHHBI M CNOCOGCTBYIOT Mnepefaye nNaToreHoB

KpOBU Cpesun NauveHTOB U MeAUUMHCKUX paboTHUKOB. s NonyyYeHUs JONONHUTENbHON

NH(opmaLmm cM. gokymeHT “Guideline for Isolation Precautions: Preventing Transmission

of Infectious Agents in Healthcare Settings 2007,” ("Yka3aHusg no nsonauuu:

npeAoTspalleHne rnepegadn MHPEKLUNOHHbIX areHTOB B YC/TOBUAX MeAMLMHCKOro
yupexgeHus» .2007 r.) no agpecy
http://www.cdc.gOv/hicpac/20071P/2007isolationPrecautions.html.

- HeobxoanMMo fe3MH(PULMPOBaTL YCTPOWCTBO MOC/E KaXAOro NMPUMEHeHUs y nauueHTa.
MpumeHeHve Stride y HECKOMBKMUX MauMeHTOB LOMYCKAeTCA TO/bKO B TOM C/ly4yae, Korja
cob6noaatoTCs BCe CTaHAapTHbIE Mepbl NPesOCTOPOXHOCTU M PEKOMEHJ0BaHHbIE
npoueaypbl OUYUCTKN U Ae3VHDEKLNN

cnonb3yinTe ¢ TECT-NONOCKAMM TOJIbKO CBEXYHO LIE/IbHYHO KPOBb, B3ATYIO M3 Masblia.

Co Stride gonyckaeTcs MCNoNb30BaTh TO/ILKO aBTOMAaTUYECKN BbIK/HOUaeMble

MPOKablBaKoLLMe YCTPOCTBA OLHOKPATHOrO UCMO/Mb30BaHNS.

TecT-nonocky npefgHasHayeHbl TONbKO [/1F HAPY>KHOTO NMPUMMEHEHNS; 3anpeLLaeTcs

NMPUHNUMAaTb KOHTPO/IbHbIE PACTBOPbI BHYTPb.

Bcerga xpaHuTe TecT-nosIoCKM B OPUTMHANBHOM (D/1aKOHE A4S TECT-MON0COK C 3aKPbITOWA

KPbILLKOM.

Wcnonb3yinTe TeCT-NoN0OCKyY B TedeHre 10 MUMHYT MOC/e ee U3B/eYeHNs 13 akoHa ans

TECT-MO0JIOCOK.

HaHocuTe npoby KpoBM Ha TECT-MOMOCKY B TedeHue 120 ceKyH[ nocne nosiBaeHus aKpaHa

Apply Sample (HaHecuTe npoby).

Bcerga nonb3yiTech 3aliMTHBIMW NepyaTkamy 1 crnefyinTe BHYTPEHHUM HOPMaTUBHbIM

OOKYMEHTaM ¥ MpoLiefypaM HaLLEro YUYpexaeHns npy BbINOSHEHUW TECTOB C

6rionornyeckMmMmn nNpobamMm 1 KOHTPOJIbHBbIMU PacTBOPaMu.

HaHocuTe npoby KpoBM Ha TECT-MOMIOCKY TO/IbKO TOrfa, KOrAa OHa BCTaB/eHa B MopT U

Stride 3anpalumBaeT KpoBb

B TeueHne 15 cekyHf nocne npokasbiBaHWUA nasjblia HAHECUTE Kanjlo KPOBU Ha LIeNeBYHO

06/1aCTb TECT-MOIOCKW.

Hukorga He nonib3yiTech COrHyTbIMU, NouapanaHHbIMKU WA NOBPEXAEHHbIMU TeCT-

nosiocKamu.

Mocne CKkaHMPOBaHUA LUTPUX-KOZA TECT-NONOCKN Hefb3d N0/b30BaThCA APYroii TecT-

MOMIOCKOM 13 ApYroro jnakoHa.

Kaxgas TecT-nosocka npefHasHauyeHa ToNbKO [/15 O4HOKPATHOr0 MCMo/b30BaHUA; HUKOrAa

He NPOBOAMTE MOBTOPHbIV TECT C UCMO/b30BAHNEM TOW >Xe CaMOl TeCT-MONOCKN.

Mocne HaHeceHMs Kanam KPOBW He CnefyeTt Tporatb Wav ABUraTb TECT-MONOCKY.

3anpewyaetca ABUraTb TECT-MOIOCKY BO BpeMS TeCTa.

He HaHOCMTe 106aBOYHOE KOMIMYECTBO KPOBW Ha TECT-MOJIOCKY MOC/e Havana TecTa.

PekomeHAyeTCA NMPOBEPUTDL, AOCTATOYEH /1M YPOBEHb OCBELLEHNA AN15 BbINOHEHNSA TecTa.

CM. cnepytolive cnpaBoYHble MaTepuasnbl Mo 06LwyUmM MepaM 6e30MacHOCTM:

- Protection of Laboratory Workers From Occupationally Acquired Infections; Approved
Guideline -Third Edition («3awuta paboTHMKOB nabopaTopuii OT 3apaKeHUs Ha paboyem
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MecCTe; YTBEPX/EHHble peKoMeHaLumn», 3-e uzgaHue), Clinical and Laboratory Standards
Institute (CLSI), M29-A3.
FDA Public Health Notification: Use of Fingerstick Devices on More than One Person
Poses Risk for Transmitting Bloodbome Pathogens: Initial Communication
(«YBegomneHne FDA no 06LieCTBEHHOMY 34PaBOOXPAHEHUIO: UCMO/b30BaHUNE
NPOKa/IbIBaOLMX YCTPOMCTB A4/ B3ATUA KPOBM M3 Nasblia 60/1ee YeM Y 0HOro YesioBeka
BeJeT K MOBbILLEHNIO pUCKa NepeHoca NaToreHoB KpoBu lMepBoHavyanibHOe 00bABIEHNEY)
(2010r.) no agpecy
http://www.fda.gov/medicaldevices/safety/alertsandnotices/ucm224025.html.
“CDC Clinical Reminder: Use of Fingerstick Devices on More than One Person Poses
Risk for Transmitting Bloodbome Pathogens («lMamaTka gis KAMHUYECKUX YUPeXLeHNiA
CDC: ncnonb3oBaHne NPoKabIBaKLNX YCTPONCTB ANA B3ATUA KPOBU M3 Nasbla 6osnee
YeM Yy OJHOrO YesioBeKa BefeT K MOBbILLIEHMIO PUCKA NMepeHoca NaToreHoB Kposu») (2010
é r.) no agpecy http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html.

XPAHEHVE 1 CTABWIBHOCTDL TECT-TO/IOCOK

Bcerpa xpaHuTe TeCT-NOMOCKN B YNaKOBKe W UCMOMb3YiNTe B TEYEHME CPOKA FOAHOCTH,

yKa3aHHOTro Ha (hf1iakoHe, a Takxxe 6epernTe OT BO3LENCTBUA HU3KUX TeMMepaTyp.

- XpaHeHwue HeBCKpbITbIMU: 4-30 °C (39,2-86°F) npu 0-75% OTHOCUTENLHOW BNAXHOCTH,

- XpaHeHue nocne BCKpbITUA (hnakoHa: 4-30 °C (39,2-86°F), He gosblue 24 MecsLEeB C
MOMEHTA BCKPbITUA (PakoHa

JOMNONMHUTE/TIbHbIN xn gkocTHbI KOHTPO/Ib KAYECTBA
[na nonyyeHns MHGOPMaLMM O KOHTPO/IE KavyecTBa CM. MHCTPYKLMU MO NPUMEHEHWIO,
BXOAALLME B KOMIMJIEKT KOHTPOJIbHOIO pacTBopa.
3NEKTPOHHbIV KOHTPO/Ib KAUECTBA HA BEOPTY AHA/IM3ATOPA
Mocne BCTaBKM KaXKAOW TECT-NOMIOCKM Stride aBTOMaTMyecKn NPOBOAUT 2 NPOBEPKM KOHTPONS
KayecTBa, NPU3BaHHbIE MOATBEPAUTL LeNIOCTHOCTb TECT-MOMOCKU. [epBblii KOHTPO/b
onpeensieT HaMume LOCTATOYHOIO KO/MYECTBA peareHTOB Npobbl Ha TECT-MOJIOCKE, a BTOPOW
KOHTPONb OnpejenseT ferpajaunto TeCT-NoNOCKM NOJ BO3LENCTBUEM BHELLUHUX YCNOBUNA.

4 KAK EPXATb STRIDE
Bcerga o6pauyalitech co Stride 0CTOPOXKHO U nNpaBubHO. 'py6oe obpalleHne (Hanpumep,
naZieHve) nnv yaapbl TBepAbIMY NpeaMeTaMy MOryT NPUBECTU K NMOBPeXAeHUI0 feTanei u
MONYYEHNIO HenpaBWbHbIX Pe3y/bTaTos.

Stride MOXXHO MCMOMb30BaTh B CleAYHOLLNX MOMOXEHUAX:

®m B ropu3oHTa/bHOM NOMOXEHMWN Na CTOME AN APYTOoW TBepAOM MOBEPXHOCTM (guUcnieem
BBEPX).

m B ropv3oHTaJIbHOM NOSIOXXEHUN B PYKE.

m B pyke B npegenax yrna 45 rpagycos BBepX WIN BHU3.
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m He cnepyet BbINOMHATL TECT NaumeHTa wuam Tect KoOHTpons kadectsa (KK), gepxa Stride nog
4ype3MepHbIM YI/I0M.

NMPEAOCTABJ/IEHHBIE MATEPUAJbI

- Tect-nonockn Xprecia Systems s onpegeneHduns PT/INR (Xprecia Systems PT/INR Test

Strips)

HEOBXOAMMBbIE, HO HE NMPEAOCTAB/IEHHbLIE MATEPUWA/bI

- AHanusaTtop Xprecia

- CnmpToBble cangeTku, BaTHbIE WWAPUKKA UK CandeTku

- TpokasnbiBaroLiee yCTPONCTBO OLHOKPATHOrO UCNO/b30BaHWA Ans 3a6opa npod
KanunnspHoW Kposu v3 nanbua. MoArotaBnunealite NpoKasbiBatoLLee YCTPOMNCTBO B
COOTBETCTBUW C UHCTPYKLUAMU NPOU3BOLUTENS.

noaAroToOBKA MPOB NMALMEHTOB

MoAroToBbTE MauueHTa K 3a60py npobbl KPOBU B COOTBETCTBMM CO CTAHAAPTHOW MpoLuesypoi
BaLLEro yupexaeHus.

Hanpumep, 06paboTainTe nanew, cNnMpPTOBOA canteTKOW MM MONPOCUTE NaumeHTa BbIMbITb PYKU
Tensoi BOAOW C MbIIOM. BbiCylinTe KOHUMK Manbla nepes TeM, Kak B3fTb nMpoby KpoBW.
cnonb3yiTe ¢ TeCT-NONOCKAMU TOJIbKO CBEXYHO LIE/IbHYHO KPOBb, B3ATYHO U3 NasbLia.

BAXKHO!

- B TeueHmne 15 cekyHa nocne NpoKona nanbla HaHeCUTE Karnak KPOBW Ha LieneByt0 061acTb
TeCT-MONOCKMU.

- He HaHOocuTe 06aBOYHOE KONMYECTBO KPOBM Ha TeCT-MOJIOCKY MOC/e Havyana TecTa.

- 3anpeLyaeTca KacaTbCsl TECT-NMOJIOCKN BO BPEMS BbIMOSIHEHUA TecTa.
YTunusmpyiTe pnakoHbl 41 TECT-NONOCOK C UCTEKLLIMM CPOKOM FOAHOCTM.

A .OCTOPO>XHO! Mo pe3ynbTataM KAMHUYECKMX MCCefoBaHnin Xprecia Stride nokasaHus
PT/INR. nonyyeHHble Ha Npobe BEHO3HOW KPOBW, OblfN 3aHUXEHHbLIMU M0 CPaBHEHUIO C
MoKasaHWsMK, Noy4YeHHbIMU Ha NPo6e KanuanspHoi KPoBK, B3ATON Y TOTO XKe NauneHTa.

L, 3anpeLyaeTca TecTMpoBaTh NPo6bl BEHO3HONM KPOBWM Ha Xprecia Stride.

BELUOJ/THEHWE TECTA NMAUMEHTA

I MHCTPYKL W

! 1 Bkntouunte Stride, HaXKaB KHOMKY BK/1./BbIK/.
2. MNpwn nopackaske seeauTe 1D onepatopa (OID).
3. Ha rnaBHOM 3KpaHe BblbepuTe TECT NauueHTa.
4. Mpwn nogckaske seeaute ID naymenTa (PID).
5. OTKpoiiTe (hnakoH 415 TECT-MOIOCOK N AOCTaHbTE TOMbKO 1 TeCT-MoM0CKY.
6. Cpasy 3akpoiTe (hiakoH. Y6eanTech, UTO KpblwKa (h1akoHa 3aKpbiTa MAoTHO.
7. ANA CKaHMpPOBaHUA LUTPUX-KOZA C TECT-MOJIOCKN HaleNbTe CKaHep LUTPUX-KOAO0B Ha
TeeT-nosIoCKy, a 3aTeM HaXXMUTE KHOMKY CKaHMpPOBaHWS.
Mopackaska. Mocne ycnewHoro CYMTbIBAHUA WTPUX-KOLA Pa3faeTcs 3BYKOBOW CUrHa,
NOsIBNAETCS rasovka 1 oTobpaXkaeTcs CnefyroLnii aKpaH
8. OCTOPOXHO, HO YBEPEHHO BCTaBbTe TECT-NOIOCKY HaneyaTaHHOW CTOPOHOW BBepX B
nopT A4na TecT-noaocoK Ao ynopa.
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9. (Heob6#s3atensHo!) Ecnm Stride 3anpaluinBaeT ckaHMpoBaHWe (piakoHa Ans TecT-
MOJIOCOK, HaLe/ibTe CKaHep LUTPUX-KOLOB Ha ()1akoH A/ TECT-MOMOCOK, a 3aTem
HaXXMWUTE KHOMKY CKaHMpPOBaHMA

10. 3kpaH oXunaaHua 6yfeTt oTobpaxaTbcsa, noka Stride HarpeBaeT TeCT-MOMNOCKY 40
paboueil TemnepaTypbl B TeHeHMEe 0KOMO 20 CEKYHS.

11. Korga oTo6pa3nTcst aKpaH HaHeceHUs Npobbl, MOATOTOBLTE U HaHecUTe Npoby KpoBu
nauneHta Cm. Takxke:

- MeTop 3a6opa Npo6 13 NasnbLia, ONUCAHHbIA HIDKE.

TecT HauHeTcs, Korga npoba 6yaeT NponylLueHa B TECT-MOOCKY MNOCPeACTBOM
KanuansapHoro NpoHMKHOBeHMS!

TpeboBaHMe. 3anonHMUTe BCHO LieNeBYyt0 061acTb KPOBbHO. 3arnpeLaeTca nepenoHaTb
LieNleByt0 061acTb

12. Mocne nosiBNeHWs 3KpaHa BbIMOJIHEHNSA TecTa He/b3d KacaTbCA TECT-MOMIOCKN UK
[06aBNsATL KpoBb. M0 3aBepLUeHnn TecTa oTobpaxaeTca 3HavyeHne INR, Bpems 1 faTta.
Moackaska. lNMoka TecT BbINOAHsAeTCA. Stride MOXHO OTNOXWUTb, YTOObI 3aHATHCS
nauueHTom!

13. HaXmMunTe KHOMKY U3B/IeYEHWS TeCT-NONOCKU U YTUIN3NPYIATE TECT-MOJIOCKY B
COOTBETCTBMM C NOMUTUKOW KOHTPONA UCTOYHUKOB 6UONOrMYECcKO 0nacHoCTH,
[EeNCTBYIOLLEN B yUpeXLeHUN.

Tpe6oBaHue. Npu M3BNEYEHUN UCMOMb30BAHHON TECT-NONOCKM Nepes HaxaTuem
KHOMKMN W13BfleYeHns TeCT-MOJIOCKM BCerja HanpaensinTe Stride BHU3, TECT-NONOCKM
Bcerga HanpaensinTe Stride BHW3, B KOHTeHEP AN GUONOTMYECKN ONACHbIX OTXOAO0B.
14. YTnnusmpyiTe naHueT B COOTBETCTBUN C MOSIMTUKOM KOHTPONSA UCTOUYHWUKOB
61010rMYeCKon 0NacHOCTK, AeCTBYIOLLEN B YUPEXAEHNN.

15. OuncTuTe M Ae3MHPULNPYITE BCe BHELLHME MOBEPXHOCTM cucteMbl Stride u, npu
Heo6X0AMMOCTH, 3aLLMTHBIA KOINa4yoK nopta Aas TeCT-nos0COK C NOMOLLbIO
PEeKOMeH0BaHHbIX Siemens 6akTepuLNLHbIX CandeTok.

Tpeb6oBaHue. Siemens peKOMeHAYeT CHUMaTb, 04MLLATb, Ae3MH(PULMPOBaTb U
BbICYLUMBATb KONMAYOK NPy 0OHAPY>KEHUW KPOBU WK APYTUX 3arpsasHeHUin B
yrny6neHnn B KOMMayke,

16. Mepep BbINOMHEHWEM CreAYHOLLEro TecTa nauueHTa CHUMaiTe nepyaTku, TWATeNbHO
MOIiTe 1 CyLUMTe PYKN U HafeBaliTe HOBble MepyYaTKu.

[na nonyyeHns Noapo6HbIX MHCTPYKUWIA CM. PYKOBOACTBO MO/b30BaTeNs, BXOAsLLee B
KOMMNJIEKT cucTeMbl Xprecia. MNpu BO3HUKHOBEHUW BOMPOCOB 06paLLaiTeCb B MECTHYHO
CNY>XOY TEXHNYECKON MOALEPXKKN.

3ABOP MPOB KPOBW 13 MAJIBLA

NHCTPY KLU

1 [ns npokona nanbua NI0THO NPUXMUTE NaHUeT K Nasbly W HAXMUTE CMYCKOBOIA
MexXaHM3M flaHLueTa.

2. AKKypaTHO COXXMMWTe nanel, 0T OCHOBaHMA, YT06bI NOAYYNTb KPYI/YH Kaniko KpoBW.
Ecnn KpoBb pa3masbiBaeTCs UM TeyeT CTPyel, BbITpuTe ee cantheTKOR 1 CHOBaA BblgaBuTe
KPYT/yt0 Kanat KpoBw.

Tpe6oBaHme. Kanns KpoBu f0/MKHa ObITb MPUBAN3NTENBHO TaKOro Xe pa3Mepa Kak U Lienesas
061acTb TeCT-NONOCKN (06bEMOM He MeHee 6 MKN). Manbii 06beM NPO6bI BbI30BET COOO6LLEHME
06 oLLmnbKe.
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3. BepHuTtech K pasgeny «BbinosiHeHWe TecTa nauueHTa» 1 BbINoNHUTE 3Tanbl 12-16.

BAXKHO!
- HaHecuTe Kanno KpoBM Ha LieNeByto 06/1acTb TECT-MOMOCKU B TeveHue 60 cekyHp nocne
npoKona nasbua.

PE3YJIbTATDI

PesynbTaTtbl 0TO6paXatoTCA M60 B BUAE MEXAYHAPOLHOIN0 HOPManN30BaHHOIO OTHOLLEHNA
(INR), nn6o B cekyHaax. M3-3a TOro, 4To Xenaemble 3HaueHns INR MOryT M3MeHATbCS B
3aBMCUMOCTM OT K/IMHUYECKOW MPaKTUKU N METOAMKMN MPOBEeLEHNSA TeCTa, ONTUMabHbIN
TepaneBTUYECKUI AnanasoH A48 3TOro MeTofa [O/MKeH YCTaHaBMBATbCA KaX[bIM
nons3osarenieM.’ HopmasbHble 3HaYeHUA MOTYT BapbUpOBaTbCA, NOITOMY KaX[oe yupexaeHue
[O/MKHO YCTaHOBUTL CBOW pedepeHTHbI MHTepBas. Mo pe3ynbTaTam TecTupoBaHus 120 npob
6€e3 KoarynsiHToB Auana3oH HopManbHbIX 3HavyeHuii INR ans cuctembl Xprecia Stride PT/INR
coctasun 0,9-1,1.

Kaxgasa naptus TecT-nosiocok Ans onpegenednsa PT/INR B cuctemax Xprecia kanmbposaHa
COrflacHO peepeHTHON NapTMM PEKOMOMHAHTHOIO Ye/10BEYECKOro TpOMOONNacTMHa,
COOTBETCTBYIOLLET0 MEXAYHAPOAHOMY pethepeHTHOMY npenapaty BcemupHo opraHm3auum
3paBoxpaHeHuns.2

Stride Takxxe oTob6paxaeT pesynbTaTbl PT B ceKyHAaX. YKazaHHOe BPeMsi MoJsly4yeHo U3
pesynbtata INR 1 HUXKenpuBegeHHOro ypaBHEHWA. PacyeTbl BbINOMHAKOTCA CO 3HAYEHMEM
MexayHapogHoro nHaekca vyyscteutensHocTy (1SI), pasHbiM 1,0, ¥ TUMWYHBIM CPEAHUM
HopMa/ibHbIM PT nnasmbl, paBHbIM 12,0 CEKYHAbI.

[MpoTpombuHOBOE BpemMs naumeHTa (C)] IS|

INR =
( [CpefHee HOpMasibHOE NMPOTPOMGUHOBOE BpeMs (C)] )
- [MpoTpombuHoBOE Bpems naumeHTa (C)]
I [CpeaHee HopManibHOe NPOTPoMOUHOBOE BpeMs (C)]
OrPAHMYEHNA

AHanm3 PT/INR n3mepsieT pesy/nbTaTbl y NauveHTOB, NoayyaroLmnx sappapnH. ITOT aHanms
Henb3A MPUMEHATL 414 MaLWEHTOB, nofyyarowmnx renapnH. CornacHo nccrefoBaHnam in vitro,
Ha pe3y/ibTaTbl TECTOB Stride He OKa3bIBAlOT BNUAHUA YKa3aHHbIe YPOBHUW ClIEAYHOLWNX
coeanHeHunin: renapuH o 3 U/Mn, HU3KOMONEKYNSPHbIA renapuH ¢ akTUBHOCTbIO aHTU(aKTopa
Xa 1o 2 n/mn, ackopbuHoBas Kucnota go 1,5 mr/gn, Tpurnnuepugbl o 3270 mr/an, remorno6uH
40 200 mr/gn, auetammHoeH go 20 Mr/gf, moyeBas Kucnota 4o 24 mr/gf, HecBA3aHHbIN
ounmpy6uH fo 20 mr/gn, oputaBaHuMH 80 5 Mmr/n, hoHZanapuHyke 4o 2,5 mr/n, Knonuaorpesnb
[0 40 mr/n, gantomuumnH go 300 Mr/n, 1 cBA3aHHbIA GUAMPYOUH 10 29 mr/an.

YpoBHU rematokputa 25-55 % He 0KasbIBalOT 3HAYNTENLHOIO BAWAHUA Ha pe3ynbTarthbl TecTa.

MpumMeyvaHue Pe3yfbTaTbl NaUUEHTOB C 4/IMTE/bHBIM BpeMeHeM cBepThiBaHUA KpoBu (> 8 INR,
> 96 cekyHA) nonagaroT 3a npefesibl 0THETHOro Auana3oHa. CreayeT MoATBEPAUTL pesy/bTaThl
C NMOMOLLbI0 aNbTEPHATMBHOIO MeToAa TeCcTUpoBaHmA. CBAXUTECH C flevalum Bpayom
nauueHTa.
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PACYUETHBIE 3HAYEHWA

Ha HayanbHOM 3Tane nepopanbHON aHTUKOArynsHTHOM Tepanun peKoOMeHAyeTCs
KOHTPO/IMPOBaTh CTAaTyC NalueHTa eXefHeBHO WM Mo KpaiiHeid Mepe 4-5 pa3 B Hefento, noka He
Oy[eT 3aMeyveHa HekoTopas CTeneHb CTabubHOCTU B NokasaTenax 1NR Ha cTabuibHyo fo3y. 3
YacToTa TeCcTUpOBaHMUA CTabUNN3MPOBAHHbLIX NMaLMeHTOB Ha aHTUKOAryasHTHON Tepanum
[LO/DKHa onpefenaTbCa UHANBUAYANLHO ANA Kaxaoro nauueHta. Ana onpegenedHns INR He
CnepyeT NpesbIlaTh MHTEPBaS B 4 Hefenu.

HETUTMNYHbIE PE3YJ/IbTATbI

Mpn nonyyeHUn HenpenBUAEHHbIX Pe3ynbTaToB UAN HECOOTBETCTBUN pesysnbTaTta KIMHUYECKUM
CUMMNTOMaM WM aHamHe3y MauueHTa, NoBTOpUTe TeCT MnauueHTa, a 3ateM BbinonHuTe TecT KK ¢
MCNoNb30BaHWEM KOHTponei PT ana cuctem Xprecia (Kak 0nN1caHo B MHCTPYKLMAX MO
NMPUMEHEHWNIO KOHTponel PT ans cuctem Xprecia), Utobbl y6eanTbes, 4To usaenve pabotaet
npasubHO. Ecin pe3ynbTaTbl NOATBEPXKAEHbI, TO MOXET NoTpeboBaTbCa 60see rny6okoe
nccnegosaHme. Pesynbtatbl INR, He COOTBETCTBYIOLME KIMHUYECKON KapTuHE NauueHTa, MOryT
yKa3blBaTb Ha HEBEPHOE XpaHeHVe TeCT-M0JI0COK, B3aUMOLENCTBIE C HEKOTOPbIMU /leKapcTBamMm
WM N3MEHEHUA B NUTaHWM nauveHTa. CrefyeT KOHTPOAMPOBATL N1100ble HENpPeBUAEHHbIE
pe3ynbTartbl, NPOBOAA LOMOMHUTENbHbIE UCCNEA0BAHNA W aHann3bl Koarynauun. Ecnn sHayeHmns
PT nauneHTa KaXyTcs HEO6bIYHO HU3KUMU WX BbICOKUMU, cnefyeT nposecTtu TecT KK ¢
MCMonb30BaHNEM KOHTponeid PT gnsa cuctem Xprecia, Kak OnmMcaHo B MHCTPYKLUMUAX MO
NMPUMEHEHMIO, BXOAALWMNX B KOMMAEKT KOHTPO/IbHOrO pacTsopa.

PABOYNE XAPAKTEPNCTUNKN

OTueTHbIl gnanasoH: 0,8-8,0 INR. Pe3ynbTaThbl, BbIXOAALWME 3a NpeAenbl JaHHOTO AManasoHa,
He 0TOOpaXKalTCA, M NOAB/AETCA COOOLLEHME O BbIXOAE 3a Mpefesbl AnanasoHa.

UyBCTBUTENLHOCTL: YYyBCTBUTE/ILHOCTL K (hakTOpam Onpejensanacb C UCMO/b30BaHNEM [EeBATU
(9) aHanmn3aTOpoB Koarynauum Kposu Xprecia Stride ™, Tpex (3) napTuii TeCT-NOMOCOK A/1s
onpegenennsa PT/INR B cuctemax Xprecia ™ 1 HOpManbHbIX Ye/I0BEYECKUX 3PUTPOLUTOB,
CMeLLUaHHbIX B Pa3/IMYHbIX KOHLEHTPaLMAX C HOPMasibHON nna3moi yenoseka. Kaxapblil ypoBeHb
YyBCTBUTENbHOCTU K PaKTOpam [BaX[bl aHaNM3MPOBA/ICA HAa KaXAOM aHanmsarope. B
nccnefoBaHMM NPoBepsnacs YyBCTBUTE/ILHOCTL K (hakTopam npu cregyrowmx yposHax (% ot
HOpPMa/IbHOr0 YPOBHA (PakTopa, TecTUpoBaHume in vitro): daktop Il <36%; PakTop V <58%);
®akTop VII <52%; n daktop X <68%.
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YyBCTBMTENBHOCTL K (pakTopam Xprecia Stride

YpoBeHb (hakTtopa %
daktop I MW daktop VIl —  BepxHuii npefen HopMasbHOro AuanasoHa

®aktop V daktop X —  HwxHuii npegen HopMasbHOroO AuanasoHa

TOYHOCTb: TOYHOCTb OLEHMBAIM C UCMOb30BaHNEM 412 CyO6beKTOB B 4 yUpexAeHUsAX C
1CMosib3oBaHMeM 3 MapTUiA TECT-MOMOCOK Ha Kaxaoe yupexaeHue. 3HaveHns INR o6pasuos
KanunnsipHoli KpoBW, 3MEPEHHbIE Ha aHaNM3aTope, cpaBHMBaNM co 3HadeHuaMKU INR obpasuos
BEHO3HOI Nna3Mbl, U3MePEHHbIMKU Ha nabopaTopHoM aHanusatope Siemens BCS XP ¢
ncrnonb3oBaHvem peareHta Dade® Innovin®. Pe3ynbTaTbl NpefcTaBNeHbl HUXKe:

S ”,
n=412

71 y=1.00x+0.10
rr=0.91

o

E ]

w

NI

3Hauenune Ann Xprecia Stride (INR)

— Perpeccun no
Naccunry/Babnoky
1 b 3 : A ¢ 7 &

Cpepnnee 3naveHne ana BCS XP (INR)

el

L
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BocnponssogmmocTb: Bocnpon3BoAMMOCTb pe3y/ibTaTOB aHa/M3a LefibHOM KpoBuY Gbina
onpefeneHa Ana B3ATOW M3 Na/ibLa KPOBM Ha ABYKPATHbIX Npobax TeCTUPOBaHHbIX B TeYeHue 8
HefleNlb B HECKONbKMX MeCTax /ledeHUs ¢ UCNoNb30BaHWeM 3 NMapTuid TeCT-MOI0COK; aHanu3
NPOBOAMN 06bIYHbIE MeSULMHCKME PaBOTHUKU. TUNUYHbIE KO3IPdULMeHTbl Bapnauun (KB)

npuBeaeHbI HNXKE.

lNvnana3oHINR n (60] KB%
0.8-1.9 20 0.06 5.9

2.0-3.0 53 010 41
3.17.5 18 014 4.2
4.6-8.0 9 020 3.6

MpeunsnoHHOCTb: [1Ba YPOBHSA XUAKOCTHOrO KOHTPO/IA KayecTBa aHa/IM3MpoBainch Ha
aybnukatax npob exxefHEBHO fBa pasa B AeHb B TeyeHue 20 aHell B 3 MecTax /IeYeHuns; aHanns
NPoOBOANNN 0BbIYHbIE MeANLMHCKNE PAOOTHMKN. TunuuHble KB Obinn Huxe 7%.

TEXHUYECKAA NOAAEPXKA

[ns nonyyeHUs TEXHUYECKOW NOAAepXKKM 06paLlaiiTeCb B MECTHYHO CNYXOY TEXHUUYECKOI
NoALEPXKKN.
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MpunoXxeHne K MHCTPYKL MM MO NPUMEHEHWNIO HAa MeAWNLMHCKOe 13fenne

TecTt-nonockn Xprecia Systems gnsa onpegeneHna PTAXK (Xprecia Systems PTAXK Test
Strips)

1. HanmeHoBaHne M
Tect-nonockn Xprecia Systems pna onpegeneHus PT/INR (Xprecia Systems PT/INR Test

Strips):
- TecT-nosiocku Xprecia Systems (25 TeCT N0MOCOK B NaCTUKOBOM (PiakoHe) - 4 thnakoHa
- lncT-BKnagbiL

2. HasHayeHue MU
Ons  npodeccroHanbHOW  AMAarHOCTUKKM in - vitro 'y noctenm  60n1bHOr0.  TecT-NonoCKu

npefHasHayeHbl 419 MPUMEHEHUs C aHa/im3atopamu koarynaumm Kposwm Xprecia Stride gns
KO/MYECTBEHHOTO  OMpeAeneHns  MPOTPOMOMHOBOINO  BPeMeHW [/  MeXAyHapoLHOro
HOpMann3oBaHHOro oTHoweHus ( PT/INR ) npy MOHUTOPUHIE nepopasibHON aHTUKOArysHTHOM
Tepanuu BapapvHOM, aHTaroHNCTOM BuTaMuHa K.

3. O6nacTb NPUMEHEHMSA

KnunHnueckaa nabopaTopHas AuarHoCcTuKa

4. MpoTmnBonokasaHud

OTOT aHa/IN3 HeNb3A NMPUMEHATb 414 NMauMeHToB, MOYyYalLWwnX renapuiH.

5. BO3MO>K Hble NOGOYHbIE eACTBUSA NPU UCNONL30BAHUN MEAULUHCKOTO U3AeNnns
He npumeHumo ansa gaHHoro M

6. Tpe6oBaHuA K onepaTopy (Nonb3oBaTeNO)

MeauumMHCKoe M3aenve npegHasHauveHo [/ UCMONb30BaHMA B le4e6HO-NPodUIaKTUYECKMX
YUpeXaeHusxX 1 nccneqoBaTelbCKUX LIEHTPax Ans NPoBeAeHUs UccneaoBaHWin TONbKO
NabopaTopHbIM U MeAULMHCKUM NePCOHaIOM.

7. MokasaHus
TecTt-nonockn ana onpegenedns PT/INR B cuctemax Xprecia npegHasHayeHbl Ans

NCNoSb30BaHMUA C aHanm3aTopaMu Koarynsuum kKpou Xprecia Stride (ganee B TEKCTe MOXET
BCTPEUeTCH  «aHanuM3aTop», «aHanmsaTop Xprecia»). AHaIM3aTop npeAHasHayeH AnA
KO/IMYECTBEHHOIO OMpejeneHns MpoTPoMOMHOBOro BpemeHu (prothrombin time - PT) npw
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MOHWUTOPWHIE MEpPOpasbHOM  aHTUKOArynsaHTHOW Tepanuu  Bap(apuvHOM, aHTarOHWCTOM
BUTaMnHa K

BapthapuH HasHayaroT 419 npefynpexaeHns o6pasoBaHns TPOMOOB WM OrpaHUyeHus Ux pocTa
B pyC/ie KPOBM WM KPOBEHOCHbLIX cocyaax. Mpy nprveme aHTUKOArynsHTa ero ypoBeHb B KPOBU
[OO/MKEH MOLAEPXKMBATLCA B OMNPeAesieHHOM TeparneBTUYECKOM AManasoHe, YCTaHOB/IeHHOM
BpayoM. Bpauy Heob6xogumo CneguTb 3a akTUBHOCTbLIO BapdapuHa, 4T0oObl ybeanTbcAd B
NPaBW/IbHOCT [03MPOBKM fnekapcTBa. [ns MOHWUTOPUHIa TakoM akKTMBHOCTWM Bpay Ha3Hauvaet
BbIMO/IHEHWE TecTa A4 onpegeneHuns PT.

8. Ycnosus skcnayaTayum

[nana3oH Temneparyp 15-35°C
OTHOCKTENbHAsA BNAXXHOCTb OKPYXKatoLLein cpefbl 20-80%, 6e3 KOHAeHcaL MM
[JasneHne aTmocepHoe

9. Tun aHanmnsnpyemoro obpasya
O6paseL, LenbHOW KpoBW.

10. OnucaHue LeneBoro aHanuTa
AHaTUT-NPOTPOM OU H;

Bupg aHanmn3a-KayeCTBEHHbIA.

77. CBefieHUA 0 NPOM3BOAUT efle

PaspaboTunk MU

HavmeHoBaHue: «CumeHc Xesickea JuarHoctuke VIHK.», Siemens Healthcare Diagnostics Inc.
Agppec: 511 Benedict Avenue Tarrytown, NY 10591-5097, USA

TenethoH: +1 302-631-8000

Cant: www.siemens.com/diagnostics

MpounssognTens MU
HavmeHoBaHue: «CumMeHc Xenckea uarHoctuke VIHK.», Siemens Healthcare Diagnostics Inc.

Agppec: 511 Benedict Avenue Tarrytown, NY 10591-5097, USA
TenedpoH: +1 302-631-8000
Caiit: www.siemens.com/diagnostics

Afpec mecTa npoussoacrtea MU
Universal Biosensor Pty Ltd.

Corporate Avenue, Rowville, Victoria, 3178, Australia
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12. Ycnosusa TpaHCNOPTUPOBKN U XpaHeHuUA
OcyLlecTBNATL XpaHeHWe B COOTBETCTBUM C MECTHbIMU HOpMamu. XpaHuUTb B OPUTMHA/IbHOM

KOHTeilHepe, 3allMLeHHOM OT MonafaHns NPSAMbIX COMHEYHbIX Ny4yeil, B CyXOM MpOX/NafHOM
MECTe C XOpOLLel BEHTUNALMEN, BAaIM OT HECOBMECTUMbIX MaTepuanos, MULLEBLIX NPOAYKTOB U
HanWTKoB. [10 Hayana WMCMoNb30BaHMS KOHTEMHep A0MKEH OblTb MJIOTHO M FePMETUYHO 3aKpPbIT.
OTKpbITble  KOHTEWHepbl [0/MKHbI OblTb BHOBb rEPMETUYHO 3aKpbiTbl U XPaHWTbCH B
BEPTMKANIbHOM MOJMIOXEHWN ANS  NpeoTBpaLleHns BO3MOXHOCTM yTeueK. He XpaHuTb B
KOHTeliHepax 6e3 MapKupoBKW. MCMonb30oBaTh COOTBETCTBYHOLLME Mepbl 418 NpefoTBpaLleHus
3arpssHeHns OKpY>KaroLLeid cpeabl.

Ycnosuma TpaHCNOPTUPOBKKU
Temnepatypa ot -20°C go +40°C,
BnaxHocTb: 0T Of0 85 % OTHOCKTENbHON BNaXXHOCTM 6e3 KoHAeHcaummn npu 40°C

[JaBneHne atmocepHoe

13. To4yHOCTb

TOYHOCTb OLEHMBA/IN C UCMOMb30BaHWEM 412 cy6beKTOB B 4 yUpexeHUsx ¢ UCnonb3oBaHeM 3
napTuiAi TeCT-NOMIOCOK Ha Kaxpoe yupexgeHue. 3HadyeHus INR 06pasuoB KanwunnspHOW KpoBM,
M3MepPEeHHbIe Ha aHann3aTope, CpaBHMBaIM CO 3HavyeHMsiMM INR 06pa3L0B BEHO3HON Mnasmbl,
N3MepeHHbIMM Ha nabopaTopHoMm aHanusaTope Siemens BCS XP ¢ ncnonb3oBaHvWeM peareHTa
Dade Innovin. Pe3ynbTaTbl NpeLCcTaBeHbl HUXE:
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Cnegytowme CTaTUCTUYECKMe MNoKasaTenu OyayT BbIBEAEHbl  A/11  CpPaBHEHMs  MeToja
OTHOCMTENbHO Npoueaypbl 1ab6opaTOPHOr0 M3MEPEHUS Ha LeNIbHON KanunnspHoi KpoBu (M Ha
LIeNIbHON BEHO3HOIN KPOBM — TO/IbKO Lie/IEBOE 3HAYEHME).

CBepx AgunanasoHa U3MepeHwuii

o KoahuumeHT yrna HaknoHa: foBepuTenbHblin nHTepBan 95 % B npegenax 0,80-1,20
. WHTtepcenT: ot +0,3 go -0,3

. KoathpuuymeHT getepmuHaumm (r) > 0,82 ***; TobKO Uenesoe 3HavyeHve: > 0,90
[ns gmnanasoHa cebiwe 6,0 MHO *

3HauveHus
MegnaHHaa cuctemaTnyeckas [onyctumoe pasnuune (90 %
Jwnana3oH
ownobka CUCTEMATUYECKMX OLWKNOBOK)

MHO o o

« LleneBoe Ob6s3aTeNibHbIN Llenesoe O6a3aTeNbHbIN
3HayeHune YPOBEeHb 3HayeHune YPOBEeHb

0,8-1,9 +0,2 +0,3 +0,5 +0,5
2,005 +0,2 +0,3 +0,5 +30 %
4,6-6,0 +0,4 +0,7 H/N +30 %
. Ecnn [vanasoH N3MepeHunin pocrturaet 8,0, TO ans [AvanasoHa

2,0-8,0: 97 % cucTtemaTMyecKMx OWKOOK [O/MKHO HaxoauTbca B npedenax =+ 40 %;
NPUMEHAETCS TONIbKO A/19 KOMOWMHUPOBAHHbLIX HAbOPOB fAaHHbIX M3 HECKONbKUX KAUHUYECKUX
LieHTPOB.

**  [MpumeHseTCa TONbKO AN  KOMOWHWPOBAaHHLIX  HAabOpPOB  AaHHbIX W3 HECKOJIbKMX
KIMHUYECKUX LIEHTPOB MM A4/11 HAbopoB JaHHbIX ¢ N> 10 B 3TOM AMana3oHe aHasu3a MHO.

*** 1N KOMOUHUPOBAHHbLIX HAO0POB JaHHbIX U3 HECKO/IbKUX KIMHUYECKMX UeHTpoB: > 0,85

TonbKo AN HanpaBneHWid B perynsaTopHbldi opraH CLUA, cnegyrouime cTaTUcTUYecKue
nokasatenu OyAyT BbIBefeHbl AN CpaBHEHWS MeToja OTHOCUTENIbHO u3genusa-obpasua
(06pasupbl KanuISPHOW KPOBMK).

4 CBepx AunanasoHa u3MepeHui
. KoathdpuuymeHT yrna HaknoHa: 0,80-1,20
. Otpesok: ot +0,5 o -0,5
. KoathpuuueHT getepmuHaumu (r*) > 0,80

TONbKO LieneBble 3HaYeHUA

Cnepytrouime CTaTUCTMYECKME MNOKasaTenn O6yayT BbIBEAEHbI A1 CPaBHeHMs MeToda npw
n3MepeHnax aHanmsatopom Xprecia Stride 06pa3uoB KanunnsapHoOW (3TalOH) U BEHO3HOIA
KpOBMW.

CBepx AnanasoHa M3MepeHui

e KoathduumeHT yrna HaknoHa: B npegenax 0,90-1,10

. WHTtepcent: ot +0,3 10 -0,3

. KoappmumeHT getepmumHanum () > 0,90, uenesoe 3HaveHue: 0,95
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14. NMpeynsMoHHOCTb
[Ba YypOBHA >XMAKOCTHOIO KOHTPONA KayecTBa aHanM3MpoBaiucb Ha Aybamnkatax npo6
eXe[HEeBHO fBa pa3a B feHb B TeyeHue 20 fHeli B 3 MecTax JfleYeHWs; aHaivM3 NpOBOAWAN
06blYHble MeANLUMHCKMe paboTHUKKN. TunuyHble KB 6binn Hke 7 %.
3HauyeHne MeHblue v pasHo 10 % KB gns o6pasuoB, HaxogdAwmuxca B
cnefyrowmx gnanasoHax MHO.
Mpeymn3noHHoOCTb J MHO meHee 2,0
— [loBTOpsiemocTb  * MHO0 2,0-3,0
. MHO 3,17,5
. MHO 4,6-8,0
3HaueHue MeHblle unm pasHo 10 % KB pna o6pasuoB, Haxomswmxes B
Mpeymn3noHHoOCTb Cnefyowmx amanasoHax.
— lpomexyToyHaa MB LQC 1
. MB LQC 2

15. CeefieHUs 0 Ae3nHMeKLMn, 0UnMcTKe 1 ctepunusayum MU
.He npumeHnmo gna gaHHoro M

16. OxpaHa OKpy>atolllei cpefbl

16.1 TpeboBaHMA K 0OXpaHe OKpy>KarL,ein cpegbl Npy NPUMEHEHUN MEAULUNHCKOTO N3genns
[aHHOe wn3[enne He HaHOCMT Bpeda OKPYXKAMOLEn cpede Mpu NPaBUIbHOM 3KCMyaTauum,
TPaHCMOPTMPOBKE N XPaHEHUN.

16.2 TopALOK OCYW,eCTBAEHUA YT NNN3ALUN NYHUUTOXKEHUSA

Mpn yTrAn3aymm 61onornyeekn onacHbIX 0TXOA0B CO6/M0AAlTE enefyoLmMe yKas3aHus;

- YTUNM3nMpyinTe MCMONb30BaHHbIE TECT-MOMOCKM B YTBEPXKAEHHOM  KOHTEHepe Ans
O6MONOrMYecKn onacHbIX OTXOM40B.

- Cobnogainte NOAUTUKY YTUAU3aLMM OGUONOTMYECKM OMAacHbIX OTXOAOB, [AENCTBYIHOLWEA B

YUPEXAeHNMU.
- Mpy M3BNEYEHUN WCMONBb30BAHHON TECT-MOMOCKU MEPef HAXATUEM KHOMKW W3BNEYEHUs TecT-
4 MOMOCKM BCErga HamnpaensiiTe aHanM3aTop TecT-MONIOCKO/ BHU3, B KOHTelHep Ans

6MONOrMYecKn oMnacHbIX OTXOA0B.

Mo BO3MOXHOCTW cnefyeT u3beratb 06pa3oBaHUS OTXOA0B WM MUHUMU3MPOBATb KX
KonunyecTBOo. [Mpy BbIMONHEHWM YTUAM3ALMM [AHHOTO NPOAYKTa MU MPOM3BOAHBLIX MPOAYKTOB
AO/MKHbI  cO6MoAaTbCcA TpeboBaHMS 3aKOHOAATeNbCTBA MO 3aliMTe OKpYXXarolel cpeabl W
yTUnm3aymMm 0TX0A0B, a TaKKe Nto6ble TpeboBaHMS MECTHbIX OPraHoB ynpaBneHus. Y Tunmsayms
M3NMLWKOB NPOAYKTa W MPOAYKTOB, He Mof/exawmx nepepaboTke, AO/MKHA OCYLLEeTBAATbES
NOAPAAHOA OpraHu3aLuMein, WMeRLLEen NAMLUEH3NIO Ha YTuUAM3auuMl 0TxofaoB. Cb6pacbiBaTb
HEOUMLLEHHblE OTXOAbl B KaHa/M3auUMHO 3amnpelaeTcs, 3a MCK/YEHWEM ClydaeB MOMHOMO
COOTBETCTBMSA TpPebOBaHMSIM BCEX OPraHOB BacTU C COOTBETCTBYHOLWMMWU MOAHOMOUYMSMN.
OcTaBLuasics ynakoBKa MOANEXMUT BTOPUYHON nepepaboTke. CXUraHWe WAM 3aXOpPOHEeHUe Ha
CBa/IKe MOXET MPUMEHATLCA TOMbKO €C/IM BTOPUYHas nepepaboTka HEBbINOAHMMA.
YTunusnpyinte Bce MaTepuanbl 0Ge30MaeHbIM U MNPUEMIEMbIM enoco6oM B COOTBETCTBUM C
AEeACTBYIOLWMMMN HOPMATUBHLIMIU HOpMamu. VICMonb3oBaHHOE MeAUUMHCKOE W34eNNs AO/MKHO
ObITb YTUIN3NPOBAHO B COOTBETCTBMMN C MECTHbIM 3aKOHOAATE/IbCTBOM Kak 3MUAEMUONOTNYECKN
onacHble 0TX0f4bl

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



17. TapaHTUliHble 065A3aTeNbCTBA
[JaHHoe u3genue 6bI10 pa3paboTaHO, M3rOTOB/EHO, WCMbITAHO M YNakoBaHO Mpu CO6MAEHUN

BCEX COOTBETCTBYHOLMX Mep MNpefocTopoxHocTu. Siemens Healthcare Diagnostics Inc. paet
rapaHTUIO Ha u3genvie 40 UCTEYEHWUS CPOKa ero rogHocTu, Mpu YCNOBMWM, YTO €ro YnakoBKa He
noBpexeHa.

Mpou3BoguTeNb  rapaHTMpyeT  6e30MacHOCTb  MEAWMLMHCKOrO  M3[enusi,  OTCYyTCTBUE
HeLOMYCTMOrO puUcKa NPUUYMHEHWS BPefa >XM3HW, 3[40POBbI0 YENI0BEKA U OKpYXaroleli cpefe
MpM  MCMOMb30BaHWUKM  TECT-MOMOCOK MO Ha3HAYeHU B YCMOBMSIX, NPeLYCMOTPEHHbIX
MPON3BOLUTENEM.

B cnyyae BO3HWKHOBEHWS BOMPOCOB, CBA3AHHLIX C rapaHTUHbIMKW  0653aTeNbCTBAMM
MpoussoauTena, cnefyet obpaiwiatbCa K OPULManibHOMY MNPeACcTaBuUTeNto NPOU3BOAUTENSA B
Poccumn - OO0 «CumeHC 34paBo0XpaHeHmE».

18. Peknamauus
Mo BonpocaM KayecTBa NPOAYKLMM 0bpaLlaThes;

000 «CumeHC 3apaBooxpaHeHue»

115093, Mocksa, yn. AlyouHuHckas, 96, Poccus
Ten: (495) 737-12-52

dakc: (495) 737-13-20

https://www.healthcare.siemens.ru
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/[Hakneiikal:
Poccusa 685318
[10/14]14 WTpwnx-kog
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nepeBoaUuK.

Poccuiickan ®efepaums
"opog Mocksa

TpuauaToro ssHBapsi ABe ThbICAYM BOCEMHAALATOrO roaa

A, MBaHoBa EkaTepvHa BnagyMupoBHa, BPEMEHHO MCMOMHAOLWIAA 0653aHHOCTU HOTapuyca ropoja
Mockebl [ygapesa AnekcaHapa Bnagymuposuua, CBUAETENbCTBNMIO MOAJIMHHOCTL MOAMUCK NepeBofuMKa

CaHas AHanT J1eBOHOBHbI.
Mognucek caenaHa B MOEM NPUCYTCTB
JlnuHocTb nognuncasLlero 4OKyMe” yeTaH<"BfieHa.

3aperncTprpoBaHo B PEECTPE;

B3bICKaHO rocyAapcTBEHHOM NO4YUHbI (i/0 Tapudy
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Poccuiickaa Pegepauyms
Mopos Mocksa
TpuguaToro siHBaps Ape TbiCAYM BOCEMHAALATOrO roja
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This Apostilk is not valid for use anywhere within the United States of America, its
territories or possessions.

This Apost,lie only eerUhe.s the aulhenticUy of the s.gnature and the capae,tv of the person who has signed the
pubhc deveument, and. where appropriate, the idciuay of the seal or stamp which the public dtKumem bears.

i his Apostille does not certify the content of the document for which it was issued.

(Conventhn de La Haye du 5 octohre 1961)

1 District of (’oiumbia, United States of America

FHis public ickument has been signed by AHMAD MISKI

3 acting in the capacity PUBLIC IN AND FOR Thig PISTRIGT OF EBIUVBIA

AHMAD MISKI, NOTARY PUBLIC IN AND FOR THE

DISTRICT OF COLUMBIA
4. bears the seal/stampof _

CHRIIFIED

5. at Washington, D.C.
186, AUGUST 2017
6. the day of.

7. by SNLIXmijyfjJMLDisirictofColimihtn

. 452625

9. Scal/Stamp 10. Signature:

faij/en C. Vaughan
lecretary of the District of Columbia
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Kaxkgaa napTus TecT-nonocok Ans owpkaenenHa TOINR

a cncrebirs Xprecia kanméposaHa cornacHo pedye peHTHo
napTuy peKOMGUHAHTHOIO LieI0BEYECKOro TPOM6 0NnacTuHa,
COOTPETCrBNTOLLEro MeX)HapoaHOM)’ pedhepeHTHOM)'
npenapar)' BcemmpHoii opraHwatiw! 3apaBooKpaHeHns.™
Stride Takke oTobpaxaeT pe3ynbTaTbl PTB cekyHAax.
YkasaHHoe BpeM$ no,f1)'yeHo n3 pes)'nbtata INR

N HUXKENPUBEAEHHOT 0 YPa/IHBHUSA. PacyeTbl BbINOMHAIOTCA
€0 3HayeHuem ISI, paBHbIM 1,0, UTTranYHbIbl CPEAHUM
HOpManbHbIMPT nnasmbl, paHHbIM 12,0 CeKyH/bI.

- (

OrPAHVYEHMA

Aunanna IT7INRu3mepsieT pesy.nbTaTbly NaLMeHToB, noj njaionpix
BapapuH. JTOT aHa/M3 HeNb3A NPUMEHSATL 418 NaLraToB,
notyyasongEC renapsi. CornacHo UccnefoBaHnsM in vitro,

Ha pe3ynbTaTbl TECTOB Stride He OKa3blBAKOT BANAHUS
yKa3aHHble YPOBHU CNeAyoLLmX COeANHEHWNIA; renapuH

10 3 UiMn, HU3KOMONEKYNPHBIV FrenapuH CakKTUBHOCTbIO
aHTUtakTopaXago 2 1iimn, ackop6uHosas kucnoTa Ao 1,5 mpan,
TpUranuepnabl 4o 3270 mr?aa remornobuH go 200 mriag
alleTamMuHogeH Lo 20 Mrjan, MoYeHas KucnoTaLo 24 mian,
HecBs3aHHbI 6UANPYBUH L0 20 MIALLA 1 CBA3AHHbI 6UANPY6UH
[029mr,'Ln.

YpoeTLl reMaTtokpuTa 25-55 “bTbl 0Ka3biBaOT MLLIAYTITENLHOTO
B/IMAHWA Ha pe3yNbTaThl TeCTa.

[MpoTpom6uHoBOE
Bpems nauveHTa (c)}

[CpeaHee HOpmanibHOE - )
npoTpom6unHOBOe Bpems (C)]

MpumeyaHue. PB3)'NbTaTbl NALWEHTOB CANUTENbHbIM
BpeMeHeM cBepTbiBaHWsA KpoBK (> 8 INR, > 96 cek)'HL)
nonajatoT 3a Npefenbl 0TYETHOrO AuanasoHa CnegyeT
NOATBEPANTb Pe3y/bTaTbl C MOMOLLBIO albTEPHATUBHOIO MeTOAA
TecTnpoBaHMA CBRXMTECh CleyaxLLLL BpayoM NaLmeHTa.

PACYETHbIE 3HAYEHSA

Ha HayanbHOM 3Tane nepopasnbHOM aTrTUAoarynsHTHOM
TepaLuLl peKOMeHAYeTCs KOLIPOoNMpoBaTh CTaTyC nauueHTa
eXefiHeBHO AW No KpaiiHeil mepe 4-5 pa3 B Hefento, Noka
He Oy/eT 3aMeyeHa HEKOTopas CTeneHb CTabUbHOCTH

B nokasarensx INRHa cTabunbHyto fo3y.'

YacToTa TecTMpoBaHns crabnansnpoBsaLl X NawpkHToB
Ha aHTWUKOarynsaHTHOI TepaTLUM A0/MKHA ONpeeaaTKs
VHAVBUAYaTbHO ANA KaXAO0ro nauuneHTa. [m onpegeneHuns
INBHe cnEfl)'eT NpeBbILLaTL MHTEPBaAnN B 4 Hede.nu.

HETUMAYHBIE PE3Y/IBTATBI

Mpwu nostlyyenuun HenpeABUAEHHbIX Pe3yNbTaToB MK
HEeCooTBETCTBTIO pe3yNbTaTa KNMHUYECKTLL CUMMNTOMaM UM
aHaMHe3y malueHTa TecT cnefyeT NpoBepuTb NpoBeJeHeM
NOBTOPHOTro TecTa Ecnn pesynbTaThl NOATBEPXAEHbI, TO MOXET
notpe6oBaTbCs 6onee rny6okoe nuccnsLosaHne. Pesynbtathbl INR,
He COOTBETCIBYrOLLse IOLLIKMYECKON KapTUHe NaLymeHTa

MOTYT YKa3blBaTb Ha HEBB PHOE XPaHeHMe TeCT-NOMOCOK,
B3aMMO/eCTBME CHEKOTOPLIMM 1eKapCTBaMM UK TT3MEHEHUS
B NUTaHUW NauneHTa. Cneg)’eT KOHTPONUPOBATb N1t06bIE
HenpeABWAEHHbIE Pe3ynbTaThbl, NPOBOAS [OMONHUTENbHbIE
nccnefoBaHna N aHann3bl Koarynsumu.

EcnvsHayeHus PT naymeHTa KanyTcs HeOObIYHO HUSKUMU

NAW BbICOKUMK, cnefyeT nposecTn TecT KKc ncnonb3osaHnem
HOHTponeld PT ans cuctem Xprecia Kak oTnrcaHo B UHCTPYTLMAX
N0 NPSAMENBHUIO, HXOAALLMX BKOMMIBKT KOHIPO/bILLTO pacTBoOpa
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PA&IUNE X APAKIEPACTIAKM

OTyeTHbIHA»31WBH.O.&-a0 NIi. Pe3ynbTarsl AblXOANLWsAe
33 nzepansr palHoroN;u«nasoHs. HE oroapamaroTcp.

YyBCcTBKrenbHocrb. beaxyto og4Hm chakte poM nnasby cmatanum
C HOPMVBEVTBHOM AOHOPCKOMMNIa3MOlA 4151 NOMyLLHHP Gqo<ln
pasBefenHbIK NMpPo6 nnasvbl. 31 pe<anumdunmpoaa-lse
MPOGb ER/BHOP UNCBYBLITMIPO TACTVPOB3HBICL MBoTB

Ha 24 aHarviesTpsK Strick irynbTarbl NpearaeieHHLe

Ha rpacuka Huxe, 0TfaKaio*THNHWHyK>4*BrTBtre.tb40CTb
Strice * o3kTppam ILVMInX

YyBCTMTXXNbIKKW. K hakTopam Xpr«ci* Stilcia

baadymrruaH rvisbbl 3
L — BipsikPinenVBibnuHe
W 17argn LLI* — ALz o
SunofU» «wd? ¢ pannoa

TouHocTb. Slide cp3B3kBrn cSiemeisBGXf Bp3mkax

My/1IbTMU3HIPOEOrokNMbMYeCKOroBcc/1e[0B3 HUSA

C UCIONMCBrHaBmn 3 rapTaﬁTea-nonama Ebinunon/usHbl

CTeflyballya AavHble M0 TOYHOCTYM (BO 3aceX LieH-paxi:

- N=95, ytatooiinn punynen=0,95,304K3 repe OBreHL :Lll.
K33(h4LLNBHC CMeLlaHHoR koppennwm (R) =191

-
A

1 2 3 [ 3 ] E] .
BCSXP (INR

Bocnpoun3soanMocTb. BocnponssogyMocTb pesy/ibTaToB aHaimsa
LWIbHOW KPOBM Gbl1a onpeaenieHa /v B3SATON 13 NasibLa KpoBu
Ha iBYKpaTHbIX Npo6ax, TeCTUPOBaHHbIX B TeueHve 8 Heflenb

B HECKOJIbKUX MECTax /Ie4eHUs € UCMO/b30BaHueM 3 napTuii
TeCT-N010COK; aHa/IN3 NPOBOANIN 06bIYHbIE MeANLMHCKME
paboTHUKKN, TunuyHble Ko3drLmeHTbI Bapua umn(KB)
npuBeAeHbl HUXe.

OnonasomINR M (60) KB%
0,8-1,9 20 0,06 59
2,0-3,0 53 0,10 4,1
3,1-4,5 18 0,14 4,2
4,6-8,0 9 0,20 3,6

MpeyuynanoHnocrb. [iBaypoBHS XWUAKOCTHOIO KOHTPOJISt KayecTBa
aHaNM3MPOBaINCL Haz e N katax NpobexeaHeBHO ABa pasa

B leHb BTeyeHve 20 AHeill B 3 MecTax fleHeHust; aHa/n3 nposeann
06blYHblE MeAULMHCKME paboTHUKN. TunuyHbie KB 6bim Huxe 7%.

TCXHUYKKATI MNMOAOEPKKA
[lns nonyyeHns TeXHNYECKON NefLepXKn obpalaintecs
B MECTHYTO CNY>BYy TEXHUYECKO NoAAePXKKN
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MepeBoA C aHINTMNCKOTO A3blKa Ha PYCCKUI SA3bIK

Okpyr Konymbéus

HacToswunii anocTunb HegelicTBUTeNeH AN UCNONb30BaHUA B CoeAMHEHHbIX LITaTax
AMEpPUKUN, HA ee TePPUTOPUAX UIN BNaAOEHUAX.

HacTosilwnii anocTnab TONbKO yAOCTOBEepsieT NOANIMHHOCTbL MOAMNUCY U AO/HKHOCTL /NUa,
nognucaelero opuunanbHblii JOKYMEHT, U, B c/lyyae He06X0AUMOCTU, NOAMIMHHOCTL Neyatu unm
WwTamMna, KoTopbIMU CKpenaeH ouumanbHblii 4OKYMEHT.

LaHHbIli anocTunb He yAOCTOBepsieT coaepXaHue AOKYMEHTA, AJ1si KOTOPOro oH 6bi1 BblAaH.

AMOCTUNb
(Faarcmnas KoHBeHUUA OT 5 okTA6psa 1961 r.)

Okpyr Konym6usa, CoegunHeHHble LUTatbl AMepukn
HacToswuni oduumanbHbli OKYMEHT nognucaH AXMAL MNCKW

BbicTynatowum(-ein) B kauectee HOTAPUYCA OKPYIrA KONYMBUA

P N e

ckpennéH wrtamnom/nevarbto AXMAL MNCKN. HOTAPUYC OKPYIA KONYMBUA

YOOCTOBEPEHO

5. B BawwuHrtoHe, okpyr Konymoéus

6. 16 ABIYCTA 2017 T.

7. cekpeTapem okpyra Konym6us
8. 3a Ne 452625
9. LWramn/MeyaTb 10. Noanwuck:

/MeyvaTsb/'. Okpyr Konyméus

/Mopgnuck/
JlopeH K. BoraH
CekpeTapb okpyra Konymbus
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3awmTa oT KonupoBaHus K1
BnaHK C a/ieMeHTamMmun 3aluTbl

CKpbITbIA naHTorpad

Mop6op kpacku no ety
MopaensHble BOASAHbIE 3HAKN
3aluTa oT KONMpoBaHWs ¢ NOMOLLIbIO
3HaKOB, NPOSBAALMXCA NpK
BO3A4elCTBUN Ha Bymary MOHeTol
3awmuTa oT cockabnmBaHus

OKHO 3/1EMEHTOB 3aLLUTbI

3alumTa oT co3gaHnin MUKPOKOMWIA
He coaepxuT Kucnot

3awmnTta ot KonuposaHua Kl
BnaHK ¢ a/ileMeHTaMu 3awmnTbl

CKpbITbIA NnaHTorpad

Moabop kpacku no usety
MopanenbHble BOASHbIE 3HAKM
3alnTa oT KOMMPOBaHWUSA C NOMOLLbIO
3HAKOB, MPOSBMAOLWMNXCS Npn
BO3AelCTBMN Ha Gymary MOHeTol
3alnTa oT cockabmBaHus

OKHO 3/1eMEHTOB 3aLLUTbl

3awumTta oT co3gaHnin MUKPOKOMWIA
He copepxuT kncnot
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3awmTta oT KonuposaHna K1
BnaHk c anemeHTaMun 3awWnThbl

CKpbITbIA naHTOrpad

Mopbop kpacku no usety
MopAenbHble BOASHbIE 3HAKM
3alnTa oT KONMPOBaHWUSA C NOMOLLbIO
3HaKOB, NPOSABMALLNXCS NPy
BO3AelicTBUN Ha Bymary MoHeTol
3almTa oT cockabnnsaHus

OKHO 3/1EMEHTOB 3aLLnTbl

3awumTa oT co3gaHuii MUKPOKonuiA
He copepxwT kucnot

3awmTa oT KonupoBaHus K1
BnaHK C afleMeHTamMmmn 3aluTbl

CKpbITbIA naHTOrpad

Mopbop kpacku no usety
MopaenbHble BOAAHbIE 3HAKM
3aluTa oT KONMPOBaHUsi C MOMOLLbIO
3HaKOB, MPOSABASOLWMUXCA NPU
BO34elCTBUM Ha Bymary MOHeTOW
3aluTa oT cockabnmBaHus

OKHO 3/1eMEHTOB 3alluThl

3awumTa oT co3gaHnini MUKpokonuii
He cosepxuT kucnot

1m
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Mo mecTy Tpe6oBaHusA:

[Norotun/:
SIEMENS
Healthineers

HacTosiwum ypocToBepseTcs, YTO NpuaaraeMblii JOKYMEHT sIBASIETCA WUHCTPYKUUEN MO NPUMEHEHUIo

HMXXeyKa3aHHbIX M3,u,en|/||71:

TecT-nosiockn Xprecia Systems ana onpegeneHnsa PT/INR (Xprecia Systems PT/INR Test Strips)

OT MMeHN 1 N0 Nopy4vYeHUo
«CumeHc Xenickaa AunarHoctnke NHK.»

/Moanuce/
Axoan A. Cycu

TexHUYeckuii cneymanucT Nno Bonpocam pervctpauuu u ceptudukaymm

«CuMeHc Xesnckaa [narHocTtuke VIHK.»

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

/Wtamn/:
LTaTt MaccauyceTc
CerogHs, 15 aBrycta 2017r..
YAOCTOBEPSIO, YTO AOKYMEHT
[Jeknapannsa o COOTBETCTBUA
SIBNSIETCS BEPHOW, TOYHOM, MOSHOW 1 He cofepxalleli ncnpasneHnmn
KOMNven OpUrMHasIbHOro JOKYMEHTa.
/Tep6/ /Moanuck/
CAHAPA . )X XAMTIIA, HoTapuyc
CpOK MOMX MOSTHOMO4YMNIA uctekaeT 5 HOA6pst 2021 .

511 Benedict Avenue 914 631-8000
Tarrytown, NY, 10591, USA (CLWWA) www.siemens.com/diaanostics



Ha (xHCxXaHun umetowelics nHdopmauum
AreHTCTBO neranmsaumm gokymeHTos CLUA

A, XaHagn Ampkemu, 3aMecTUTe/lb NPeAceaaTensi, HacTOAWMM
YA0CTOBEPSIO, UTO AAHHbIN [OKYMEHT SBNAETCA BEPHOI M TOYHOIA
KOMUeE OPUTMHANBHOTO AOKYMEHTA.

/Mognuce/
Moanuch YNonMHOMOYEHHOTO NnLa

Okpyr Konymbus: nognncaHo n noATBEPXAeHO Noj npucaroi
MognucaHo nog NpUcAroli B Moem MnpucyTCTBuUM,
16 aBrycTa 2017 .

/Mognuce/
Axmag, Muckn, HoTapuyc,
okpyr Konyméus

Cpok Moux nonHomounii nctekaet 31 mions 2019 r.

/MevaTtb/:
AXMAJL MUCKUN * OKPYT KONYMBUSA * HOTAPUYC * CPOK NMOJIHOMOUYUNIN UCTEKAET 31.07.20109r,

/Haknelkal:
Poccus 852128

[2/16]16 WTpux-kon
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MepeBoa BbINOMHLLI Nepeoaynk KoHosanos Cepreii F'eoprmesuny

Poccuiickas ®Pepfepaums
["opog MockBa
MepBOro ceHTAGPS ABe ThICAUN CEMHAALATOro roga

A, YainnmH Cepreit AHaTO/IbeBUY, BPEMEHHO UCMONMHAOLWLMIA 0653aHHOE"
MockBbl Mwunesckoro BnagucnaBa [eHHaaveBuuya, CBUAETENLCTBYHO
nepesogynka KoHosanosa Cepres ["'eopruesunya.

Mognuck chenaHa B MOEM NPUCYTCTBUMN.

JInyHoCTb nognucasLlero JOKyMeHT YCTaHOB/IEHA.

NPOHYMepoT'” A*"
3aperncTpupoBaHo B PeecTpe: MEETHO

B3bickaHo no Tapudy: 100 py6.
YnnayeHo 3a 0KasaHue yCayr npaBoBOro U TEXHUYECKOro XxapakTepa: -

FepboBas nevaTb
HoTapuyca |_|O.£|||_||/|Cb C.A. YainuvH

MpoLIHYpOBaHO, NPOHYMEPOBAHO 1 CKpensieHo nevatbto  <f nuct(-a,-oB)

[FTepboBasa neyaTb
HoTapuyca C.A. YaiinuH

[Mopnuncek

Poccuiickas ®epepauus 0 0_9 0
fopoa Mocksa 1 . 2 17
1, YaitnmH Cepreii AHATONbEBWY, BPEMEHHO UCMOMHAOLWMIA 06A3aHHOCTN

HoTapuyca ropofa MocksBbl Mwunesckoro Bnagucnaaa eHHagvieBuua,
“-meNbCTBYI0 BEPHOCTb KOMUM C NPeACTaBNeHHOro MHe

Bpeectpe: Ns a1
IeHHCH nownuHbl (no Tapudy):. Do,
PABOBOTO 1 TEXHUHECKOTO XapaKTepa.. p6
C.A. Yalinuu
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