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IBEFORE USE

Dear User of SetfyCfieck Prim Portable Blood Glucose Monitoring System (Blood Glucose Meter)!

Read this User’'s Manual carefully before using the product

Pay special attention to all warnings and precautions that are marked with A sign.

All elements of the System are designed, tested and checked for compatibility in such a way as to
ensure accurate results of measurement of blood glucose level.

A Use only SelfyCheck Prim test strips and S&fyCtieck Prim control solution for SelfyCheck Prim
blood glucose meter.

Regular glycemic control allows you and your doctor to monitor the diabetes in a better way. Due to the
ty of self-monitoring of the blood

small size and simplicity of operation the System provides a possil
glucose level anywhere and at any tine,
Many people, performing the blood analysis themselves, find it useful to start with practising on the
control solution (see Section 'CHECK OF SYSTEM OPERATION USING THE CONTROL SOLUTION"),
Please contact the support service or place of purchase regarding the issues related to the use of
this device.

MEDICAL DEVICE NAME

SelfyCheck Prim Portable Blood Glucose Monitoring System (Blood Glucose Meter) (the "Systen,
“Device),

MEDICAL DEVICE COMPOSITION

The medical device ‘SelfyCheck Prim Portable Blood Glucose Monitoring System (Blood Glucose
Meter)' Includes the following versions:

Version 1:
1. SelfyCheck Prim Portable Blood Glucose MeterforMeasurement of the Blood Glucose Level-1 pee,
2. Lancing Device (WMthAST tip) -1 pee.

3. SelfyCheck Lancets (10 pcs. Ina pack) -1 pee,

4. User's Manual -1 pcs.

5. Case- 1pcs.

Version 2

SelfyCheck Prim Portable BioodGlucose MeterforMeasurement of the Blood Glucose Level-1 pee.
Sel~Check Prim Test Strips (50 pcs. Ina pack)

Lancing Device (WthAST tip)-1 pee.

SelfyCheck Lancets (10 pcs.
Useris Manual - 1 pcs.

apack) - 1 pee.

oA ENp

Case -1 pos.

Version 3

1. SelfyCheck PrimPortable Blood Glucose Meter for Measurement of the Blood Glucose Level -1 pee.
2. SelfyCheck Prim Test Strips (50 pcs. in a pack)

3. Sal”~Check Prim (Norm Control Solution -1 pee

4. Lancing Device (WthAST tip) - 1 pee.

5. SelfyCheck Lancets (10 pcs. ina pack) -1 pee,

6. User's Manual - 1 pcs.

7. Case- 1pocs.
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Version 4:

1. SelfyCheck Prim Portable Blood Glucose MeterforMeasurement of the Blood Glucose Level - 1 peea
2. User's Manual - 1 pcs.

3. Case -1 pcs

Version 5
SelfyCheck Prim Portable Blood Glucose MeterforMeasurement of the Blood Glucose Level-1 pea
SelfyCheck Prim Test Strips (50 pcs. ina pack) -1 pee.

SelfyCheck Prim (Low) Control Solution- 1 pee.

SelfyCheck Prim (Normy Control Solution—1 pee.

SelfyCheck Prim (High) Control Solution -1 pee.

Lancing Device (WthAST tip) -1 pee.

SelfyCheck Lancets (10 pcs. Ina pack) -1 pee.

User's Manual -1 pcs.

Case - 1 pcs.

OO NGO MENE

[purpose ~ |

The medical device 'SelfyCheck Prim Portable Blood Glucose Monitoring System (Blood Glucose
Meter)' is intended to quantify the level of glucose for use as a support for monitorng glucose levels
in fresh capillary whole blood (taken from the finger, palm, forearm, upper arm) for self-testing by
people with diabetes at home and at stay in dineal settings. The system is nt intended to be used
for treatment in relation to any symptoms or diseases or testing newborns. The measurement data is

for reference only.

SYSTEM COMPONENTS

Blood glucose meter

Gniei a battery)

Control solutions

Lancing device
QMth AST tip)

Sterile lancets - starting set
Inthe bag

Soft case for storage of the

Test strips - starling set in
System

the container

General view of the System
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TESTING PRINCIPLE

The device is intended for individual use.

SelfyCheck Prim Blood Glucose Meter as a part of the device Is used together with SelfyCheck Prim
Test Strips from the startling set included in device composition, and with SelfyCheck Prim purchased
separately Inthe future.

For check of system operation it is necessary to use Se%6Check Prim Control Solutions with Imv.
normal and high concentration from the starting set included In device components.

Lancing device (with additional AST tip) (Included Inthe device components or similar device by other
manufacturer Is purchased separately) with installed sterile singledise SelfyCheck Lancet (Included
In the device components or similar device by other manufacturer Is purchased s~arately) is used to
puncture the skin Inthe point of blood sampling.

_For easy storage the device components are placed in the special case.

The device components include User's Manual to ensure correct use of the device, setf=study and
learning of skill of selfanonitoring of blood glucose level.

Determination of glucose in the blood sample is based on the measurement of electric current Induced
by the reaction of glucose and enzyme on SelfyCheck Prim Test Strip.

After inserting the test strip into the blood glucose meter test port the System is brought to the blood
sample with the free end of the test strip. The blood Is autormatically dravwn into the absorption channel
where the reaction takes place. The transient electhc current Is generated dunng reaction. The system
reads the cument strength value obtained during the reaction between the enzyime and glucose in the
blood sample Inthe reaction cell of the test strip and calculates the concentration of blood glucose level
using the pre*set equation of the software buiilt into the blood glucose meter. The cument strength value
depends on the blood glucose concentration, batch of test strips, operating voltage and temperature.
The result is shown on display. The blood sample for measurement of blood glucose level can be
obtained not only from the fingertip, but also from other body parts.

JINDICATIONS

Main indications for usage of the medical device - diabetes mellitus type 1 and 2.

CONTRAINDICATIONS

There are no absolute contraindications. There are use limitations.

POSSIBLE SIDE EFFECTS

LU LU L

ISCOPE

The medical device ‘SelfyCheck Prim Portable Blood Glucose Monitoring System (Blood Glucose
Meter)' is used Inthe endocrinology.

The device can be used for self-monitoiing by people at home as well as at stay in clinical settings.
The device can be used by lay users with vanous physical and mental abilities not having special
mediical, scientific, and technical knamiedge with regard to blood glucose level monitoring, having read

the User's Manual Inadvance.

IDEVICE USE UMITAHONS

0 The System is designed k>rexternal use (forin vitro diagnostics).
Itis not recommended to use the System in dry environment, especially with synthetic maferfafs
(synthetic duties, carpets, etc.).
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Itcan lead to the damage by static discharge and. therefore, to the errorieous results.

A Itis prohibited to use the System in close proximity to the sources of stmng e/ecfromagneffc

radiation.

~ Ifthe System is used at home, the measurementis performed only on the samples offresh capillary

whole blood: in the medical institutions the healthcare pmfessionals can use the samples of fresh

capillaryand venous whole blood.

A, The System Isnotintended foruse by persons with specid needs on th&rown (children underliB,

disabled persons, the eiderty). Their usage ofthe device requires assistance and help

O The Systemis notdesigned foruse in comPinafran with other medical devices.

A The System shall rrotbe applied to patients with severe infections, malignant neoplasms, massive

oedema.

A The System is notintended fordiagnosis ofdiabetes mellitus.

A The~temisnotdesigned formeasurementofblood glucose levelin the new-born infants.
Possible factors of Impact on the results of analysis:

AThe checked blood was squeezed out of finger by strong press and therefore contains the interstitial

fuid.

A Shelf life of test strips has expired (shelf life Is 21 months from the date of manufacture or 6 months

from frie date of container opening).

A Test strips were stored at improper temperature (Prc-r storage termperature: from *2*C to +300,

not more than 6526 of relative hurridity).

A Insufficient moisture pretection of test strips.

A sanitizer, used in the preliminary disinfection of the point af blood sampling, not completely

vaporized from the skin.

A The measurement was performed with unwashed hands.

A After washing the hands were not dry for further measurerment of biood sugar level.

A The excessively high blood pressure can lead to the distortion and erroneous low measurement

resuits.

A Very high ard very low herrtatocrit (lower than 35%6 or higher than 6026 can lead to the incorrect

results. Hematocrit value shall be within the range from 3526 to 60%a

A The resuilts can be inaccurate in case of the patients with very low arterial blood pressure or those

who are in shock.

A Endogenous substances, naturally present In the human body (bilirubin, uric acid, glutathione,

triglycerides, other medicamental chemical compounds), as well as medicinal products do not have

a slignisicant Impact on the results of blood glucose level measurement using a blood glucose meter If

normal concentrations are not exceeded or in case of standard therapeutic doses. Hgh concentration

in blood can affect the analysis results. It is recommended to pay special attention to the Interpretation

of these resullts.

A incase of patients with impaired penpheral blood circulation, it is Not recormmended to collect the

blood from alternative body parts, because the obtained readings can differ from actual blood glucose

level. Such nonconformities can be observed in the following cases: In case of severe dehydration

as a result of diabetic ketoacidosis, hyperglycaemia due to the stress, hyperosmolar nonketotic com,

shock, decompensated heart failure of class IVaccording to NYHA scale or peripheral arterial occlusive

disease. Measurement errors can lead to the Incorrect interpretabons and thus to the sehous health

consequences.

A some (alinican states, such as arterial hypotension, state of shock or ketoacidosis, can become the

reason of wrong results of measurement.

The aevice is intended tor icaiicn in F i o 1t departments, medical institutions,

ambulance cars as well as at home and in the field.

A wis necessary tofollow the Instructions of the User's Manual when using the device.
A read the manual and perform the dummy test before using the device for measurwient of blood
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glucose level. Perform all quality checks according to the manual.

A The test strips shall be supplied and stored in the plastic container with tightly dosed cover. The
ightly closed immediately after taking out one test strip. Do Not touch the strips.

container cover shall be
with wet or dirty hands,
A The lancets and test stnps are designed for single-use, their re-use Is prohibited and may cause
cross infection. Ifthe previously used test strips are applied, the blood glucose rrteter displays the error
message on the screen.

A Antiseptic rules shall be follovwed when using the device. Itis necessary towash hands with soap in
warm water or use wet disinfecting wipe and let N skin dry before use.

A Itis necessary to follow standard precautions when handling blood. All samples and materials that
came in contact with the patient are considered to be biohazardous, they shall be handled as potential
infection carriers.

A The device contains small details that may cause asphyxia and injuries in young children Incase of
Inhalation and swallowing. The device shall be kept out of reach of childrent

A The glucose meter shall rtot be exposed to the devices which generate strong magnetic fields or
ionizing radiation.

Do not remove Nee test strip from the test slot of the blood glucose meter dunng the analysis.

Itis prohibited to disassemble the body of the blood glucose meter on your own.

Do not apply high force on the body or drop the blood glucose rmeter.

Do not use the blood glucose meter located on the cold or hot surface.

The user shall always have the spare battery Incase of replacement.

Do not use the components which are not specified by the manufacturer.

Do iwt use the blood glucose meter Incase of improper operation or darmage.

>>>> > > > >

Inorder to extend Ne life time ofdie device It Is necessary to ensure the proper service and penodic
testing using the control solution. If you are not sure that Qe measurements are accurate, contact the
support service or seller for help.

A Use of this device In dry environment, especially In contact with the synthetic matehals (synthetic
clothes, carpets, etc.), can lead to the electrostatic discharge which may darmage the device, cause the
erroneous results and effect the accuracy of device operation.

A itis prohibited to use ffie blood glucose meter with damaged bodly or damaged test strips.

A Self-measurement of blood glucose level does not replace the diagnosis by the doctor or
regular appointments. Self-testing of blood glucose level shall be used only after receiving the
detailed instructions for monitoring and treatment of diabetes from the qualified medical specialist
(endocnnologist):

A Not to swallow of control solution;

A Not to allow hit of control solution on skin or eyes in order to avoid irritation.
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DESCRIPTTON AND CHARACTERISTICS OF SYSTEM COMPONENTS

SelfyCheck Prim Blood Glucose Meter

Appearance
1. Test Slot/ Data Port

2. Front Panel

3. Display
4. Buttons: top/ bottonV
main (M)

5. Battery Compartment
Cover

6. Back Panel
7. EjectorPinofaTestSWp
8. Pad

GLUCOSE METER DISPLAY
Test Result

Ketonic Warning

Error Message

Quality Control Mode
Measurement Mode
Date

Time

Mean Value per Day

OO NOOMBNp

KriW saiirce;
Battery iffe:

NMermvwy;
Enzyme type
ATt yNatire;
Measurement (T
SVieasoramfflit r»ige;
Resi~ution (Mmeasurement interval):
SaiiFrie size;
HNeiatooit lev™:
Cermsumed pornu:
Olnret™Nons:
WKt (v lottery):
ing Mode setting brme:

A(LWorww

>> >3

Storage Mode r l |

/TTh

MANCode =€1+=8B
10. Warning Signal Symbol
000 :=
12, Indicator of Hghri~ow\Value
L 2 13 LowBattery Warning
14. Test Strip Syrmbol
15. Blood Drop Syrmbol

1.6V AAA alkaline battery
at least 500 measurement cycles
LCD. white euminativwt
1,000 measurerment results date and time
ii™~rMiSB cable
GDH-FAD
dinucleotide)

(glucose dehydrogenase-flavin-adenirre

mg/dicrmiTKNf
mmoM)
0.1 mmowfl rmg/cny
0.5jil
35-60%6
157,08 MmMwW
.3 X90.3 X 18.0 (40.3) mm
S7.49g 41526
90 sec
Axsi»riavicdetection o f ssmj:de
AiflomaHc countdown start
Automatic shutoff after 3 minutes with no aslvity
Wamir™ efviolation of the t"~“nperatue concSbons

A/ways use a speoa/case ferstorage anti transportation o ftho System.
Avoid falling antiheavy shod<s ofthe blood glucose meter.
Blood glucose meter shallnot be exposed to the direct sunlightand high humidity.

Consultyourdoctor regart*ng the measuremenl unit used in your therapy.
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Software Description

The control software used in the blood glucose meter I
and constitutes rts integral part.
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nstalled by the manufacturer Inplant conditions

The role of software consists In monitoring of all device functions and provision of the diagnostics

information. The main software controlled device functions include the following:

- blood glucose sensor for analysis of the blood glucose level value;

= temperature sensor for temperature measurerment:

- keypress event for readng, of the user input;

- LCD dnve for display of information on LCD panel;

- communications Interface for data transfer;

- memory recall for display of previous test results;

- the buzzer driver for switching on or off;

-the battery charge controller for charge determination and control;

= Interface for data transfer.

The user controls the software by pressing the buttons or by insertion / removal of the test strip. Thus,

the user can change the parameters which control the buzzer, charge controller and LCD,

Program seek Sme:
“Pn-~am respooMii lime:
Software hazard class:

Software VersiNea

1System Requirements
crPuU
IMBT<ycEb y:

1 SelfyCheck Prim Test Strips

Chemical components:

Dtmwisions of container
*Weigtt of fflie test saip:

Gross weight erf cMTtairten
iSami™ size.

Measurement bafts:
\ReacBon brre;

Measurement range:
1Analyte.

Enzyme
isSh~ &fe;

Hanatocrit range:

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

Nnti morethan 0.5 s

not o1s

TAIDOC MD4a37

32 Kbyte

TIM287B

2011 0309 PM 02:08

TWDOC MD437
RAM Of 1.024 bytea; ROM bl 32 Kbytes 1

Enzyme —Glucose Oehydro~nase B%6
Potassium phosphate 826

Ferricyamde 55%6

{~~rboeymetf~ clidose 2996
7.SxED.CEX0.5{«3.; »freTt

63.0 (0.5, 0 30.46 (+0.25) mm.

aniopciiii.
- 50 pcs. INncontaner 24.6 g *~ 1026
asfrf

mgWM or Tmdl/1
5s ' .
frwnl.l to36,1 bl (FTDM20to650 mo/dD
De<ctn="ucose
GDH-FAD

dnudeotid™~
21 nxxiths from Ihe d~~e of manufaetts'e or 6 months from 1

(glucose dehydroger=ase-flavin-adenine

the date afcwitaner opening. i
35-602%06

Black
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The test strip consists of the following parts:

1. Absorbent Hole

Area of contact of test strip and blood sample. Incase of contact the blood
Is absorbed autormatically.

2. Confirmation Window

The filling of the window confirmrs that there Is enough blood for analysis.
3. Test strip Handle

Area for holding the test sthp when inserting Intothe test slot

4. Contact Bars

Area of contact of the test slot and test strip. When inserting the test sthp
into the test slot the blood glucose meter will switch on automatically.

A The leststrip shellbe inserted firmly until it willgo no further with front side facing up.
A Ifcontactbars are notfullyinserted into Ihe blood glucose meter, the test resultcan be inconect.
A The test strips shall be used within 6 monfrisfrom the date of firsfopening of trie vial (but not later
Wan 21 months from the date o fmanufecture). WrHethe date of first opening of the vial on the label.
A The container cover shall be tightly clos”~ immediately after taking out of one lest strip from the
container.
A Touch the test strip only with clean and dry hands. Use each test stripimmediately after taking it out
ofthe container
~ Do notuse the teststrip after expiration ofthe shelflife. Itcan lead to the incorrect results.
A Do notbend, cutoralter the teststrip.

Test strips are produced in two forms of release:

1) S~fyCheck Prim Test Strips - with opening control;

2) SelfyCheck Prim Test Strips - without opening control.

SelfyCheck Prim Control Solutions

SelfyCheck Prim Conrol Solution i$ intended for usage in combinabon with SelfyCheck Prim Test
Strips. SelfyCheck Prum Control Solution is used for quality control of the SelfyCheck Prim Portable Blood
Glucose Monitoring System (Blood Glucose Meter). The device is intended for in vitro ckagnostics anly.

SelfyChedt Prim (Uiw) Confrol SoiuBai TD4aso7
Sel~hebt Prim (N«m) Conbxrf Sotutiwi TD-4908
Sel~heck Prim (Hj"t) Contorf Sdution TD-4909

[FeurDraltrialyptome: ac 1

Vvt dimensioTs; 58.2(%0.6) mMMO i7.5 (0.35) nm

Cy26: SD=5mMg/dL{Q.278riwWKrfA,)at=fOOr TBIAI(6,55r Timcrfil)-C\V!

- =526at ICONGHLS (5.Ne mmerf~ i
66 g=x=lmeo

iWel~tt Gluc<»e: 0.05-C.N4

A Do notuse control solution after Ihe exprvafendate or3 months after the initial opening of Ihe vial.
Note the date of opening on the vial with the control solution and dispose of the remaining solution
after 3 rronfris.

A Itis recomvnenOecito perform the control sc”hution test at the femperafure from 20~C to 25 C and
relative riumidify fromm30% to 652 Make sure that the contooisolufion, blood glucose meter and test
strips are within the specified temperature range before testing.

A Shake the vialbefore use. Remove thefirstdrop ofcontrolsolution and wipe the tip ofthe dispensing
hole to ensure sample cleanliness and result accuracy.

Lancing Device (with AST Tip}

The lancing aevice is usea M combination with the lancet to reduce the sense of discomfort due to the
piunclure ot the skin when obtaining the blood sarmple.
The lancing device is designed so that the fixed lancet is fully hidden under the cap. Due to the
compression of the extended spnng (activated using the pushbutton] the lancet needle punctures the

skin, then the sprng moves back to the Initial posi
lancing device cap.

ion with the lancet needle coming back under the
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Ejector Body-

-1 Fixing
Fixing mechanism indicator

The device provides six options in terms of depth of skin puncture:

Not deep

7j[Sa M} 4BENISER ™

JaL 1L j i

The more the indicator litre the deeper the purrcture.

MtrASTTgY) . =

Coditkrg centred sprirrg force:

Modet:K=<)10
6.0 H =%=1006

fmpasener~ (mpactcTth@lancen: . = u-. a5ny =106

Weight

lertsione:

SelfyCheck Lancets

CNmerrsivurs of one lancet, mt

Neede sauge:

Net weight, g:

Css weight {10%s), gt

Roujness:
Hardness;
Sterilisation:

SterilisatiMr dose*

SIMtfift.entac.inoMK...
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16.5g-+ 1626

The lancets are designed for skin puncture for the purpose of obtaining the
blood sample. Usually they are used in combination with the lancing device
to reduce the sense of discomfort during skin puncture.

SetfyCheck lancet Is a sharpened needle bl high quality stainless steel
SUS304 enclosed in the plastic body. The protective cap of the lancet is a
sterile barrier and shall be removed from the needle point only after fixation

of the larcet in the lancing device holder slot

hhe bodywith protective c -~ put  32-0(=1.6) mm
LengWof ffte exposed pert of the needs 3.2{—3) mm.
3M3/D3nwt . i
0.4 g 25%a
4.7i0.5 c= i
Ra not more than 0.6 pm
at least 4O L= cdaw

cobakK-60y-radia™

187 Gy .
5ymr» tritariadMon al«l«Mion

The case is the rectangular box with a zippfastener, sewed in the sides.
Dimensions of the case zipped up, M 160 x 100 x 30 @5).

The case protects the device from the darmages, scratches, dirt, dust, ingress
of moisture, severe shocks. The zip-fastener runs along three sides and
allows for the full opening of the case. The case ensures the space effedive

storage of the System components.
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OPERATION

COMMISSIONING
Before the first use of the blood glucose meter or after replacerment of the battery the settings
specified below shall be checked or replaced.
Simultaneously press ‘A * and T buttons on switched off device (Without inserted test strip).
Setting the Date

Procedure of date setting: YEAR -= MONTH -= DAY.

-ro n- iQ-'ia Ho-oo- 10-12 icroo~

When the year is flashing press  When the month Is flashing When the day is flashing press

‘A and buttons until the press “Am and *T " buttorrs “A™ and " T buttons until the

rei~uired digits spp=eer. Press until the required digits appear.  ~uired digits appear. Press
Press -Mr .

Setting the Time Format Setting the Time
Press “A" or'T" button

to select the required time

WVien the hour iAdien the
is flashing press minutes are

fonnat- 12 hor24 h = RorT" flashing press

Press ‘M. button until the  "A " or " T™ button
required digits until the required
appear. Press digits appear.

Setting the Measurement Units

WWhen the unit of measurement is flashing press * A
or’ T’ button to chose between mg/dl and NTTol/l. Press "MV

Setting of the target range of high and

low values for the measurement mode

Sequence of setting of the target range of high and low values: Gen low -= Gen high -= AC low =
AC high -= PC low -= PC high.

Taking in account seHings described above, press ‘A’ or button until the required target value
appears when the sequence is flashing. Press ‘M.

ONIOff sound signal setting

g * N o ' >
VWWhen the vibration indicator is flashing,
press A or'T " button to select between b h h
= O’ (tum on) and “OfT (tum off) modes. VI rl
Press “M". ~N 1! ' 1
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Memory Clearance
V¥ iren “Del” and “EI symbols are
shown on a display, press ‘A’
button, select'No*to save the
results to the device nrerrory, then
press ‘M .

T0 delete all results from the device
memory press >K' button, select "Yes"
and press “"M"

Setting the Reminder Alarms

The device has four sound reminder bairns. ‘On’ or 'OfT and ‘' B ° symbols will be
displayed on the screen. If there is No need to set the alarm, press “A* or "1 * button to select ‘ OFP
Symbol, then press ‘M to skip this step. Or select ‘On’ symbol and press "M* button to proceed vi-th
setting. When clock digits flash one by one, press the main button to select the correct time. Press
SET to finish.

When hour/minute setting indicator Is flashing, press “A’ or'T " button to set the required time values.
Press "M~ to go to the next alarm setting.

When alarm is activated, press *M~to deactivate it. Otherwise, the device willissue a sound signal
within 2 minutes.
~ These parameters can be changed ONLY in the setting mode.
N, SelfyCheck Prim Blood Glucose Metershall be used only with SelfyCheck Prim Test Strips. The use

oTof/ierfesf strips can lead to the incorrect results.

CHECK OF SYSTEM OPERATION

USING THE CONTROL SOLUTION
it is recommended to perform the independent check of the joint operation of the blood glucose meter
and test strip using SelfyCheck Prim Control Sdution (supplied in the stating set). The control solution
Is put into the vial with the seal cap.
The vial with 'Low’ marking is required for check and display of the low glucose level; the vial with
‘Norm’ marking Is required for check and display of normal glucose level; the vial with *High' marking
Is required for check and display of high glucose level.
The allowable range of results In the control solution analysis is Indicated on the container with test
strips. To obtain accurate results. It Is necessary to conduct such diagnostics regularly.

TTie control solution test shall be performed:

- if you suspect that the blood glucose meter or test strips work improperly;

- if your blood glucose test results are not consistent with how you feel, or Ifyou think the results are
not accurate:

- for practising the testing process;

- if you have dropped or think you may have damaged the device.

PERFORMING A CONTROL SOLUTION TEST
For performance of a control solution test you will need:
- blood glucose meter
- test strips
- control solution

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1. Insert atest strip
Insert the test stnp into the slot with the contact
strips forwards and upwards. The Blood Glucose > |
Meter wall turn on automatically with * + and

symbols appearing on the disi”ay.

fl-io

2. Mark the test with the control solution

Press the "M button to mark the lest with the control solution. When the "QC* syrmbol is displayed on
the device, the lest results are stored Inmenory. Ifyou decide net to carry out the test with the control
solution, press the *M"* button again and the 'QC* syrmbol will disappear.

When conducting a test with a control solution, itis necessary to switch to the 'Q C mode so that
the resultis not stored in the device memoryalong withthe TEST RESULTS with blood. Othervrise.
the results of the blood glucose test willbe mixed in the device memory wrih the results of the
control solution test.

3. Bnng the test strip to the drop of control solution

Tum the closed vial over several times (do not shake) before
opening. The drop of the control solution shall be applied
to the clean vial cap; then the test strip, inserted Into the
blood glucose meter, shall be brought to the drop. Once the
absorbent hole of the test strip touches the drop of the control
solution, the drop will be dravwn in automatically.

-
> A To avoid contamination of the control solution, do not
I I I apply the solution directly to the test strip.

4. Read and verify the result

The confirmation window of Che test strip will be filled in case of sufficient sarmple size; after that the
blood glucose meter will produce a sound signal and start the test After the end ofthe countdown from
5 to O, the test result with the control solution will appear on the display. Compare the result with the
range Indicated on the test strip container. The result must be within this range.

Ifthe result is outside the specified range

Ifthe repeated test results continue to fall outside the range specified on the container, the device can
work or be used improperly, or the blood glucose meter ar=d test strips can be incormpatible.
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DO NOT USE this kit for testing of a blood sample. Contact the support service or place of purchase
for help.

2. Insert the Test Strip into the Blood Glucose Meter to Switch 1tOn

Waitfors c:3'and symbols
to appear on the display.

~ The ranpeofvalues for the lest with the control solution, indicated on the container of test strips, >|=-
is intended only for evaluating the results of the test with the control solution. This range is not a

recommendation forblood glucose.=

For performance of the blood sample test you will needk:
- SelfyCheck Pnim Blood Glucose Meter

- SelfyCheck Prim Test Ships

- SelfyCheck Prim Control Solutions (Low, Norm, High) - For Control Solutions Test B-iD m iri
- Lancing device (with additional AST tip)

- SelfyCheck Lancets.
3. Select the Suitable Measurement Mode

A Complete setofthe System is specified on the package. The device has four measurement modes. Gen, AC. PC and QC.

Components that can be purchased additionally:

A Nevershare a larxetor the lancing device wiNeotherpeople; ATIAKXS
@ Always use new sterile lancet. Lancets are forsingle use only: Gen anv time of dav. wiRhout reoard to timina of food inaestion
A Avoid getting lotions, oils, dirtand debris inside oron the lancets and the lancing device AC S hours before meals minimum

PC 2 hours after a meal

QcC dlaonostics usino the control solubon

The svhtching between the modes Is performed in the following wey:

1. Setting up the Lancing Device for Blood Testing 1 ‘A" or Gen’ 2. Press "A ' button to switch 3 Press "M’ button to
Will appear on the display the modes Gen, AC Switch to QC rrode.
and PC-

>p="

1 Turn the tandng device cap and 2. insert the lancet Into the lancet 3. Remove the protective B’I I D
- . - i *
remove it by pulling it up. holder and press H In order to fix it cap from the lancet, 0-10 a-1D ID:D[r a Q r 8-ffi .Tao
firry.

. . Obtaining the Blood Sample
Hcikl Nee device by

the houeing and
not by the cap. Stimulating blood circulation has a significant impact on the quality of the obtained resuR of blood

glucose level measurerment; to do so mb the puncture site before blood draw. The value of the glucose
level in the blood collected from the site that has not been mbbed preftminarily differs essentially from
the value of glucose level in the blood collected from the finger. Rubbing the puncture site before the
blood draw allows for significant reduction of this difference.

Preparation of the Puncture Site

Please follow the Instructions below before collecting a drop of blood:

A tifesfiand dryyour hands before starting the procedure:
A Select the puncture site at fingertip or on other part of the body:

4. Put the device cap back and 5, Hold the cap artd choose ©- PUN by the slope adjustment Rub the puncture site for about 20 seconds before penetration:
tumn it until clicking sound to fix  the puncture depth turning the — area until click. VWhen the device A Clean the puncture site using disinfecting wipe end let the skin dry
It (see figure). adjustable tipin any directionso IS ready for use the release Blood Drawing from the Finger

The cap Is fixed if the fixing that the arrowon the cap points  PHtton colour will be changed. 1) Puncture the finger

Indicator Is in hte extrerme Nght  at the recfulred puncture depth Press the lancing device tip to the bottom pari of the finger

position. A i you did not hear the click pad tightly.

possibly the device Jammed In order to make puncture press the release button. After

behre the lencet fixation the puncture cormetion the click win sound.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2) Remove the device from the puncture site.
Use the lancing device to prick the skin. After the puncture complefion
remove the first btood drop using clean cotton. Itis necessary to obtain
not less than 0.5 pi of Mood sample. Press to the puncture site carefully
to collect another blood drop. Be careful in order NOT to smear the blood
sample.

~ Choose a different spot each time you perform a test. Repeated punctures at the same spot may
cause pain feelings and calluses.
A Consultthe doctorbefore collecting the blood from the alternative sites.

5. Apply the Blood Sample

1itIS necessary to bring the test strip Inserted Inthe glucose Mmeter to
the drop of blood at an angle.

Once the absorbent hole of the test strip touches the drop of blood,

the blood will be drasn in automaticalPy. The confirmation irindow

/ of the test stripwill be filled Incase of sufficient blood sample size;
after that the blood glucose meter will produce a sound signal and
start the test

X

A Ifyou do not app~the blood sample to the test strip within 3 minutes, the device will switch off

A DO bIOTREMOVE the Rngeruntilyou hear the soundsignal.

Do notpress the puncture site to the teststrip and do not smear the blood.

automatically. To starta new measuremenfremoveand replace the test strip.

A The blood shall completely fill the confirmation WINAOW to start the count down. DO NO T try to add
more blood to the test strip after the hrst dnop Is absorbed. Remove the used test strip and repeat the
measurement using new test strip.

A Ifyou have trouble filling the con/irtabon window, consultyour doctor orsupport service.

6. Reading of Result

The result of blood glucose test will appear after the countdown
from 5 to O and will be saved to the device memory automatically
(100 Mo/dl =5.5 mrol/1).

~~ Severe def/iydraf/fonand excessive waterloss can lead to the readings lower than the actual values.
Immediately contactyourdoctorin case ofsuspicion ofsevere dehydration,

d. Ifthe blood glucose levelreadings are lowerorhigher than the normal value, and the corresponding
symptoms of the disease are absent, repeat the test first. Follow the recommendations ofyour doctor
in case of symptoms or if the repeated tests continue to show the results lower or higher than the
normal value.

A Tomeasure the blood glucose level use only fresh whole blood samples Incase ofuse ofother
samples the results will be incorrect.

A Ifyou have the sympfomsthatdo not corTBspondfothe testresults and subject to adherence to the
Instructions providedin this Manual.

A Check, ifthe result cfanalysis is within the acceptable range of results. Refer to your doctor. If the
value exceeds 14 17 W
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The System allows obtaining a resuk equivalent to the value for blood plasma.

level
Tune of measuresnwit

Fastino and before meal
2 hours after a meal
-~ Consultyour doctor fo defirte the targetrange of values appropriate foryou.

=100 novdt (5.6 Nol/b
=140 novdt (7.8 mrol/i

Blood or plasma glucose concentration level can be expressed In units of weight (mg/d) or rrolar

cor«entration (mmoU). Principle of approximate conversion of mg/d value to mmol/l value is as follows:

For example. 1.120 mg/dl *18 =6.6 N,
2. 7.2 moWwW > 18 =129 no/d
(conversion results are approximate).

oiviae oy ib
ol rmultiply by 18

7. Disposal of Used Materials

Removal of the used test strip
Remove the test stnp by moving the glucose meter
elector pin slider to the end position; the glucose meter
will switch off autormatically.

Removal of the used lancet
1) Twist off the device cap and
~vermove the lancet. Dispose the
used lancet following precautions:

2. Inorder to remove the
used lancet move the
ejectorfornward. G spose
the used lancet according
to the regulations of local

put the lancet protective cap on a
hard surface and insert the used
needie in it

49X -

legislation.

A Used tanrxts and test-strips are considered biohazardous waste. |>spose of the used lancet
according fo the regulations ofthe local legislation.
A Use atransparent tip forblood draw from alfemative sites (not from the finger pad).

You can perform the analysis of blood sample collected from the alternative sites.

A There are limnations m terms otpossibility of blood draw fromthe alternative sites. Please consult
yourphysician before using this method.

Replace the cap of the delivery device with a transparent

cap for blood draw from the alternative sites. Pull the

cocking control back until it engages. VMien making

injections to the forearm, upper arm or hand, avoid sites

with well defines veins, to avoid excessive bleeding.

When should the method of blood drawfrom the alternative sites be used?
Dietary habits, treatment physical activity level or stress and diseases may Influence blood glucose
level. Capillary blood Infinger pads reflects such changes faster than blood in other parts of toe body.
Therefore only the blood samples from fingers should be used when measuring blood glucose level
during or immediately after a meal, exercise or any other actions or events.

Itis strongly recommended to perform blood draw from toe alternative sites ONLY under the following
condiitions:

- Before a meal or on an empty stomach (not earlier than 2 hours after the last meal).
- Not earlier than 2 hours after the insulin administration.
- Not earlier than 2 hours after physical exercise.
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DO NOT USE bboO draw from the alternative sites In case:

= You assume low level of blood glucose.

- You are not sure whether you have hypoglycaermia.

- You are performing test for hyperglycaemia.

- The resuit of blood glucose level measurement from the ~termative sites o&es not correspond to
your state of health.

- The resuilts of your ordinary checks are subject to fluctuations.
Alternative sites for the blood draw:

1 finger
2. palm

2 forearm

4. upper arm

Suggested TestAreas for.
the Hand

GLUCOSE METER MEMORY

The device stores last 1,000 results of blood glucose level measurements with indication of date arid
time. To view the results saved in the device memory start with the switched off device.

1. Activation of Memory Access Mode

Press and release "M or button on a switched off 10N n C C
device. syrmbol and first resuit displayed on the screen

Will appear - last measurerment result with a date, time and I U U U r r
measurement mode. Press ‘A’ or 'T* buttons to show ol

the measurement results stored in the device menory. To
Switch the glucose meter off, press and hold "M button.

fu fC tu'uu

2. Viewing Mean Measurement Values of Blood Glucose Level
- Press and release ‘ « * button to enter the device storage mode. Mean values will be displayed when
‘FMT and T=AY AVG* symbols appear on the screen. Release ‘"M’ button. Mean measurement results

for 7 days will be displayed on the screen in General mode.

= Press’ A'button to view mean measurement results stored in each of the measurement modes in the
order of Gen. AC, PC for 14, 21,28, 60 and 90 days.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3. Exiting the Memory Access Mode

After display of the last measurement result, hold “M*button to switch off the glucose rreter.

A In order foexitthe memoryaccess mode atany time, press and hold the "™ button for 3 seconds or
do notpress any buttons for 3 minutes. The blood glucose meter will switch off automatically

s, Ifthe device memory is filled, the very first measurement result willbe automatically deleted and
replaced by new one.

A Measurementresults using control solution are NO T included into mean measurement results.

JIPERFORMANCE CHARACTERISTICS

Precision shall comespond to the requirements of 1SO 15197:2015 standard:

The System has acceptable Intermediate precision and reproducibility with the value of coeffldent of
variation lower than S%6for each concentration level lower than 100 mog/dl and the standard deviation
value wittiin 5 mgfdifor each concentration level lower than 100 no/dl.

The lirtearity of the Systerm corresponds to the acceptance criteria within the measured range of
concentration from 20 to 660 mo/d.

The System accuracy shall correspond to the requirements of 1SO 15197:2015 standard:
- for glucose concentration =S.66 mmol/l (= 100 mg/di):

9526 of results shall be within ==0.83 mol/l (=1S no/dD.
- for glucose concentration of £5.55 mmol/l ~~ 100 m~~di):

95%6 of resuits shall be within 1 15%a

= 9996 Of measured values of glucose shall be within A end B zones of Consensus Error Grid.

INFLUENCING VALUES

Hematocrit level:

Hematocrit range: 35-60%6

RmuR
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Substances and concentrations exceeding the permissible limit and causing the interference:

Maximum permissibte

Substance
concentration (mg/dl)

lintitHMmo/d13

Acetam nooher. iPa‘acetamol'i >6.26 045-3
2:lar2—nw - £ 2

BiliruPn (uncoriuaatedi >20 0-2
DoDamine =1.25 003
Levoaoca >07 002-0 28
MeihvidcDa =1675 01-05
Reduced aiutathior'e =30 24.25-32 2
Tolazamide >125 2-25
U’lc acid =10 2-8
Galactose >250 =5
Mar -iitol =5000 0 0128
Mamose =125 116
Xvlose =3.126 Not aoDiicabie

Lioemic samoies nrdivcenaesi =3000 30-300

Substances and concentrations causing the interference:

“Maximurn peirhissible Concen™" meuUudes
Substance
concentration (mg/di) draw lube (mg/di)
Sodium fluoride/potassium oxalate =260/200 260/200

Compounds that can lead to irrcrease of results of blood glucose level measurerment witNn the

therapeutic concentration range:

Tested concentradon  ‘ Therapeude range (or upper
Substance
1Ga =D limit) (mg/di
Pralidoxime =5 10

(the dose for intravenous

admimstratinn is 500 mot
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PRODUCTION MATERIALS OF DEWJE CONTACTING
SURFACES

When i~unang the device the components of animal origin are not used. The product does not
contain substances that can be considered as drugs or pharmaceuticals. Matehais of biological origin
intended for recycling and re-use are not used in the device.

The blood glucose meter, test strips, control scdutions, lancing device, lancets, storage case are in
contact with the skin surface (fingers, palim, wrist) for a short time when in use.

The test strips, lancing device and lancets are in contactwith a damaged skin (fingers).

The lancets are in transient intrusive contact with internal environment of the body. The period of

continuous contact is less than 1 sec. The lancets are sterile, apyrogenic, Non-toxic.

[LABELING j
Labels of the consumer packaging contain the following Information: name, traderrark,
completeness, name and address of the manufacturer, address and contact information of the
authorized representative, *In vitro diagnostics medical device' symbol, "Prevent exposure to sunlight
symbol; “Protect from moisture’ syrmbol; "Temperature range’ symbol; "Warning! Refer to the User's
Manual' symbol; device bar code: summarized inforrration on the possibilities and technical pararmeters
of the device; unique serial nurmber of de\ice; shelf life; MA number and date.

Marking of the body of blood glucose meter contains the following Information: rame, model,
tradermark, name and address of the manufacturer, serial number; QR code; internal label code;
"Warning! Referto the User's Manual' syrbol; ‘Refer to the User's Manual’ syrmbol, 'Invitro diagnostics
medical device' symbol; ‘Direct cun-enf symbol, CE conformance mark, battery parameters.

Label on the container body with test strips contains the following information: name, rmodel,
tradermark, narme and address of the manufacturer, name and address of the authorised representative,
hot line, serial number, place for indication of the date of opening, Number of test strips in the pack,
= Waming! Refer to the instructions for use’ inscription; ‘Best before’ inscription GNYYYY-MM forrrat);
“In vitro diagnostics medical device' inscription; ‘Termperature range’ inscription; ‘Hurmidity range’
inscription; ‘Re-use is forbidden' inscription; range for qualitative interpretation of measured values in
Mol and mo/dl units dow, normal, high levels) for control solution G tabular forrr); "Use only with
SelfyCheck Prim System and SetfyCheck Prim Control Solutions' inscription; ‘Use writhin 6 months
after the i
the Marketing Authorisation; ope
the release form.

tial opening’ inscription; 'Do not freeze' inscription; intermal label code; date and Nurr~r of
g control (strip, glued to container for strips cover)- depending on

Label on the control solution vial body contains the following Information: name, model,
trademark, name and address of the manufacturer, serial number, place for indication of the date of
opening, Number of the test strips in the package, "'Warning! "'Best before’ inscription Gn YYYY-MM
formrat); “In vitro diagnostics medical device' inscription; "Temperature range’ inscription; "Hurridity
range’ inscription; ‘Re-use is forbidden' inscription; range for qualitative interpretation of measured
values in mmol/l and mg/dl units (ow, normal, high levels) for control solution Gn tabirlar form); ‘Use
only with SelfyCheck Prim System and SelfyCheck PrirmiTest Strips’ inscription; "Use within 6 months
after the initial opening’ Inscription; ‘Do not freeze' inscription; internal label code; date and nurmber of
the Marketing Authorisation.

Marking of the lancet package contains the following Information Marking of the lancet package
(ag) contains the following information: device name and designation; model, name, tradenark,
address of the manufacturer and manufacturing facrlity: serial number; number of devices per package;
indication of the needle gauge 30G/0.3 m, "Warning! Refer to the User's Manual' syrmbol; ‘Radiation
stenlisation’ symbol; ‘Use by symbol (N YYYY-MM format); ‘Re-use is forbidden’ syrmbol; CE quality
mark; internal label code; MA date and number.
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dancet use only)

Manufacturer

Serial number

Humidity range

Disposal with electrical and electronic

cornacosarie
HauansHik uexa M7k MUTuH A, o]
N
105x150 mm Crneunanma orer Kycrosa C.B, o
11 Virbkerep Mo ynakoeke  Manera MmO CN
o
M
dapmakof, Howmep
Symbols Used Inthe Device Marking
.ssiue \Wue
In vitro diagnostics mediical device «tJ
T Refer to the User's Manual
Termperature range nsn Batch code
" Bast before 0
A Warning! Refer to the User's Manual )‘K
eouloment
Ervrmsi | RAdIAtION sterilisation” syrmbol

Ccoizs CE marking

IPRINCIPLE OFCODING OF SYSTEM COMPONEN-re LOTS

Blood glucose meter

Coda 112r31
Model

Description version
1»A.2«B, etc.

Example

Test strips

ID Hi12 1SiMIIS

Year of
manufacture Month of Model
(last 2 digita manufacture version
00-99)

Code
Production year Date ety
i ) A: 10 pes.
Description (2 last digits Month of manufacture 525 P Category code
: pcs
00-99; AL -
) 01-31 C:S0 pes.
Example T D 1 B
1 T- Taoyuen (Place of manufacture)
2 : O - test strip with carbon electrode
6: Lot number (dally) (No. 1.2)
10-11 Category code (A-2, 0-9), inthe absence of code-0
Control solutions
Cod* 1 3 4 1 s 6 7 1 »
Production year
Description Model i Month
P Colour code identificstion coOe . (2 last digits irt Serial number
version 00-99) A-L
Example R A A 1 2 A o 1

Code 1: Colourcode. Y (vellow)- SelfyCheck Pnm Low (low level)
G (green) - SelfyCheck Prim Norm (normal level)
R (rec) - SelfyCheck Prim High (Ngh level)
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Code 1 2 3 4 s 7
Description Production year Month Date T - for identification of lancet»
(2 lest digit» n 00-99) 01-12 01-31 cap
Example 1 7 s 2 T

MAINTENANCE

The blood glucose meter set includes one 1.5V AAA alkaline battery.
Low Battery Level

The analyser will display one of the messages listed below as an alert on the low level of electric
charge of the battery:

The symbol appears on the display Theu symbol is displayed with 'E-b*,

“A" and 'Low’'or message:

The power is not sufficient to perform a diagnostics.
Please, replace the battery.

together with other messages: The device Is
functional and the results remain accurate, but
the battery shall be changed.

cz

2~ Low
0-(D (C-.DD-

Battery Changing

1. To change the battery, make sure that the blood glucose meter Is switched off.
2 Pull the edge of the battery compartment cover and open it
3. Remove the old battery and replace it with new 1.5 VAAA alkaline battery.
4. Close the battery companmenL Incase of correct Installation of the battery, you will hear the sound
signal.
A Saffe/ychangingdoes nof afitecfthe measurementresults stored in trie device memory.
A As with all small parts, the battery shallbe keptaway from children. Ifswallowed, immedialety seek
medical assistance.
A Battenes mayleak chemicalsifunusedfora longtime. Remove the battery forthe hold time ifthe use
ofthe blood glucose meteris not required foralong period (forexample, 3 months or more).
Dispose the battery according to local legislation.
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SYMBCtt.S USED BYTHE SYSTEM FOR ERROR MESSAGE,

TROUBLESHOOTING

- -,

The symbols used by the system for error message are provided below. Ifthe error symbol appears
the blood glucose meter display, followthe Instructions specified Inthe table below. Ifitis Impossible to
fix the problem, please contact the customer support service for assistance.

sSymMBOL

LOW (g)

HIGH(g)

KETONE?

Error Messages

SYMBOL
E-b
Alm i

t ]
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70-129 mg/di

130-239 mg/di
(7.2-13.2 mmol/) (10-13.2 TTcis1) (6.6-13.2 TTO1/1)

Insufficient capacity of the
battery

Used test strip is Inserted

MEANING

=20 mgral 1.1 nrolz)

20-69 mg/dl (1.1-3.8 mmol/l)

PC
> x

70-179 mg/di 70-119 mg/di

(3.&-7.1 mmol/) (3.8-9.9 TTbIN1) (3.8-6.6 mmol/)
50 PC
Gen
@ i

180-239 mg/dl 120-239 mgsdl

& 240 mg/dl (13.3 mmol/l)

=650 mg/dl (36.1 mmol/i)

MEANING WHAT TO DO

Replace the battery Immediately’

Repeat the measurerment with
new test strip

Air temperature is at=ove/belon The systermn operates at the
the systemn operation range

temperature from 10°C to
40*C. Repeat the measurement
when the termperature of blood
glucose meter and lest strip Is
Within the specified range

page 26

Repeat the measurerment using
new test strip. Ifthe device still

E E Device malfunction
does not work, please contact
the customer support service for

E-D e

A

A

r-C

A
Test strip Is removed during the Refer to the manual and repeat
count down, or the blood sample the measurement ulitg r=ew
volume Is insufficient test strip. Ifthe device still does

E - F not work, please contact the

A customer support service for

assistance

In case of doubts regarding the obtained resuits, please refer to the Instructions for use of test strips.

fFTROUBLESHOPUNG

1. ifthe meter does not display the message after Inserting a test strip

POSSIBLE CAUSE WHAT TO DO

Low battery Replace the battery

Test strip Is inserted Incorrectly or Incompletely Insert the test strip Into the device with contact
bars end first and ~clng up

Defective meter or test strips Please contact the support service

2. The test does not start after inserting a test strip wtth blood sample

POSSIBLE CAUSE WHAT TO DO

Insufficient blood $ar(vie Repeat the measurement using newtest strip and

larger volume of blood sarmple

Defective test strip Repeat the measurement using New test strip

The blood sample Is applied after automatic Repeat the measurement using New test strip
Switch-off (3 minutes after last action of the user)  Apply the sample only when ‘4~ syrmbol appears
on the screen

Defective blood glucose meter Please contact the support service
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3. Results of control solution test are out of the specified range
SAFETY fNFORMATJION
The manufacturer does not guarantee the correct operation of SelfyCheck Prim Blood Glucose Meter
POSSIBLE CAUSE WHAT TO DO in case of use of any test stnps other than SelfyCheck Prim Test Strips. Use of other test strips witri
Emor when performing the test Read instructions thoroughly and repeat the test SelfyCheck Prim Blood Glucose Meter can lead to the erroneous results.
The product cannot be used urtil It has been tested with the SelfyCheck Prim Control Solution and the
. results obtained with the test are within the required range.
Control solution vial rly shaken Shake the control solution vial properly and repeat To avoid cross~ntamination, it is not recormmended to use the same lancing device by several people.
the test Itis prohibited to use the lancet that has been used by another person. To avoid infectian, a new sterile
lancet is to be used every time.
Expired or contaminated control solution Check the expiry date of the control solution. Any Items that cor=e in contact with blood, EVeN after treatrment, can be SOIl€eS of vector-borne viral
infections.
Control solution is too warm or too cold Control solution, blood glucose meter and test

strips shall be stored at the room termperature
from 201c to 25*0 before testing
IRECaJIREMENTS FOR ENVIRONMENT PROTECTIOH

Defective lest strip Repeat the test using new test strip
The medical device is safe and does not affect the ervironment.
Potential biohazard: doctors or people who use this product for analysis for several patients should be
Blood glucose meter malfunction Please contact the support service aware that any items that come in contact with blood, even after treatment, can be sources of vector-
Malfunction of blood glucose meter with test sStnp  Please contact the sufxxxt service borne viral infections.
The product does not generate its own erergy and does not absorb the user’s energy. The product is
Not toxic at room temperature, does not release toxic substances iNnto the ervironment, does not have
any harmiful effect on the hurman body through direct contact

The product does not contain liquid and gaseous conmpionents in its composition.

IQUALITY STANDARDS

The device corresponds to the international standards: IEC 62366:2007, BS EN 62366:2008, |IEC
60601-1-6: 2010, IEC 60601-1-11:2015, ISO 14971, IEC 62366-1:2015, EN I1SO 15197:2015, 1SO
23640: 2011, EN ISO 17511, EN 13632:2002, EN ISO 15223-1-2014, GOST ISO 11137-2-2011, EN
1SO 18113-4:15, EN 1SO 18113-6, EN 1SO 13486, CE MOD (93/42/EEC), GOST IEC 61010-1-2014,
GOSTIEC 610KW-101-2013, IEC 61326-1.

STERILITY

The device components, except for lancets, are supplied non-sterile. The lar<~ts are supplied sterile.
Sterilisation method: radiabon (cobalt-SOy-radiation). Sterilisation dose is 18.7 kGy.

IMETHODS AND MEANS OF CLEANING

Itis expected that daily cleaning of the external surfaces of the blood glucose meter, lancing device,
storage case will be performed in case of contaminations.

Blood glucose meter

Cleaning: The external surface of the blood glucose meter shall be cleaned using a cloth wetted with
main water or mild detergent and wiped wth asoft dry cloth; the device shall not be rinsed underwater
.or cleaned using the organic solvents.

Disinfection: in case of individual use at home disinfection is not recired;

Lancing Device

Cleaning: the lancing device Is cleaned using mild soap and water, the device shall not be rinsed under
water or washed Ina dish washer or using detergents.

Disinfeebon: in case of individual use at home disinfection is not recuired;

Test strips and lancets are for single use only, therefore their disinfection and cleaning is not provided.
For control solutions cleaning or disinfection is Not required.
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STORAGE CONDITIONS

Name

SelfyCheck Pnm Blood Glucose
Meter

SetfyCheck Pnim Test Strips

Sel~heck Prim Control
Solutions (Low, Norm, High)

Lartcing device
GMthAST tip)

SelfyCheck lancets
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Storage conditjons

From -20' C t0 60"C, not more than 9526 of relative hurridity.

From 2*C to 30*C, not more than 85%6 of relative hurricity.
Store the device in original container only, do Nnot transfer to
another package.

In a dry cool place.

Avoid direct sunlight and heat

Do not freeze.

Keep the container with test stnps away from children.

From 2*C to 30°'C, relative hurmidity from 3026 to 85%a
Store the control solution in the tightly closed vial.
Do not freeze.

From -10'C to 50*C, not more than 95%6 of relative hurridity.

From -20°C to 60° C, not more than 9526 of relative hurridity.

storage Conditions for Kits (Complete Sets)

Set

Version 1

Version 2

Version 3

Version 4

Version 5

Warranty Shelf Life

Storage conditions

From -10*C to 50*C, not more than 9626 of relative hurridity

From 2*C to 30*C, not more than 85%60f relative hurridity

From 2*C to 30*C, ndt more than 8526 of relative hurmidity

From -20*C to 60*C, not more than 9526 of relative hurridity

From 2*C to 30*C, from 3026 to 85%6 of relative humidity

Guaranteed storage life CUse by*) shall be specified on the package of the sets and accessories for

each element of the seL

Name

SelfyCheck Prim Blood Glucose Meter

SetfyCheck Pnm Test Strips

SelfyCheck Prim Control Solutions (Low, Norm, High)

Lancing device WthAST tip)

SelfyCheck lancets

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

Warranty Shelf Ufe

5years

21 months

24 months

2 years

5 years after radiation sterilisation
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OPERATING CONDITIONS

Name Operating condttions

SetfyCheck Prim Blood Glucose From 10'C to40*C, not more than 8526 of relative hurridity.
Meter Avoid falling and heavy shocks.
Prevent exposure to ttw direct surgight and high hurriciity.
Use of this device in dry environment, especially WWM synthetic
materials (synthetic domes, carpets, etc), can lead to the
damage by static discharge and, therefore, to the erroneous
resiits.
Itis prohibited to use the blood glucose meterindose proxinity
to the sources of strong electromagnetic raciation, as it can
affect me accuracy of device operation.
The de\rice shall not be used in case of improper operation
or darmage.

SelfyCheck Prim Test Strips From 10*C to 40~C, not more man 8526 of relative hurridity.
The container cover shall be tightly dosed immediately after
taking out of one test strip.

Touch the test strip only wim dean and dry hands. Use each
test strip immediately after taking it out of the container.

Never bend, cut or damage the test strip.

Do not use the test strip after expiration of the shelf life. It may

affed accuracy of me resuits.

From 20*Cto 25'C, from 3026to 8626 of relative hurricity.
Before me testing, make sure mat control solution, glucose
meter and the test strips are wimin me set termperature range.

SetfyCheck Prim Control
Solutions (Low, Norm, High)

Lancing device
QMthAST tip)

From -10°C to 50°C, not more man 8526 of relative hurridity.

SelfyCheck lancets From 10°'C to 40'C, not more thwi 8526 0f relative hurmidity.
Do not use if me protective cap is rmoved.
N case of violation of operatfon con<= HORS spedSed by the manufacturer, protecbon used in the

device may be damaged.

TRANSPORTATION CONDITIONS

Transportation can be carried out using all types of transport in covered vehicles or general-purpose
containers protected from sunlight In accordance virith cargo transportation rules applicable to tiform.
The device is transported with ~t storage cor ns observed.

i PROCEDURE FOR DISPOSAL AND DESTRUCTION

[OF THE MEDICAL DEVTCE

The device is disposed and destroyed in accordance with the ion, rules of ion, usage,
decontamination, placement, storage, transportation, record keeping and disposal of medic™ waste
established by the competent authority of the Importing country. Precautions and local regulations
shall be observed in case of disposal of the used batteries. Itis prohibited tothrow batteries into a fire.
Used test sthps and lancets can be infectious. If the user has contagious infectious diseases. It is
crucial that the used materials are disposed of as infectious and potentially biohazardous wastes of
Class B.
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The lancet shall be put into the sharps contair=er. Appendix A.
The blood glucose meter is subject to mechanical corrosion with disposal as the production or Electromagnetic Compatibility
household waste.
Upon usage, expiration of shelf life and in case of packaging damage and impossibility of usage of the Electromagnetic compatibility is ensured by compliance with the requirerment of GOST R IEC 60601*
devices as intended, such devices should be discarded under SanPin 2.1,7.2790 as waste of Class 6. P——
Unutilized devices are referred to class A waste, they do not contain harmful substances and can be
discarded with household waste in accordance V/ith SanPiN 2.1.7.2790-10. ATTENTION!
DEVICES require special measures to ensure EMC and shaH be installed and put into operation
according to INe informration on EMC provided in the operatirtg docurmentabon.
WARRANTY OBLIGATIONS AND SERVICE LIFE A-I-I-ENIU\"
lication of mobile raclio-f ncy communication means can affect the DEV ICE.
Compliance of SetfyCheck Portable Blood Glucose Monitoring System [Blood Glucose Meter) to the Application e radio-freques nication means
requirerments ished in the ification is ensured for the entire period of guarantee, provided ATTEH/IOBI!
that the device is used as intended, and its use, storage and transportation is earned out according to :
- , Use of accessories, converters and cables, not specified in the list, except for converters and cables
the indicated conditions.
supplied by the manufacturer of DEV I CE as replacement parts for internal cormponents, can lead to the
increase of electromagnetic emission or reduction of noise immunity of the DEV I CE.
Product Period ofUMNWIP>
SelfyCheck Prim Portable Rapid-Response For the period of the guaranteed
Analyser (Blood Glucose Meter) for storage life.
measurement of blood glucose level
SelfyCheck Prim Test Strips For the period of the guaranteed Manual and Declaration of Manufacturer. Bectromagnetic Ermission
storage life. DEVICE is designed for use in electromagnetic environment defned below. The buyer and user of
. the D E\fICE shall ensure the application in the specified environment
SelfyCheck Prim Control Solutiwis (Low, Norm, For the period of the guaranteed
Test for electromagnetic compliance Electromagnet
High) storage life. ectromagnetic
emission environment - instructions
Lancing device (nith AST tip) For the period of the guaranteed
Radio frequency interference  Group 1 DEVICE uses rado-frequency energy
storage life.
as per CISPR11 only for perforrmance of intermal
SelfyCheck lancets For the period of the guaranteed functions. The level of radio frequency’
storage life. interference emission is low and
probably will not lead to the malfunction
of the electronic equipment located
nearby.
Product Guaranteed storage life Radio frequency interference Class B DEVICE is suitable for use in any
as perCISPRII locations, including domestic houses and
SelfyCheck Prim Blood Glucose Meter S years from first usage \ " . & flicken “ buildings directly connected to the power
Voltage fluctuations and flicker  Fai distribubon netwrork ensuring supply for
SelfyCheck Prim Test Strips 6 rmonths after first opening as per IEC 610003-3 the dormestic houses
SelfyCheck Prim Control Solutions (Low. Norm, High) 90 days after first opening
Lancing device (MMthAST tip) 2 years from first usage
SelfyCheck lancets Syears  after  radiation

sterilisation
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Manual and Declaration of Manufacturer. Immunity’

OE\fCE Isdesigned for use in electromagnetic environnnt defined below. The buyer and user of the
DEVICE shall ensure the application In ttw specified ervironment

Immunity test

Electrostatic discharge
(ESD) as per IEC
61000-4-2

Fast transient burst as
perlEC6100CM-4

Microseawtd high
energy pulse
disturbance as per IEC
61000-4-5

Dips, Interruptions and
voltage variations in the
input power lines as per
IEC 61000-4-11

Power fruency
magnetic

field as per
61000-4-8
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Test level according
to IEC 6P601

*H6 KV - contact
discharge

=8kV - air discharge

=2 kV for power lines

=1 kVforinput/outpul

nes

11 kv- incase

of generation of
disturbances via ‘Wire-
wire' circuit

22 kV-in case

of generation of
disturbances via "wire-
ground’ circuit

=526 (voltage dip
=9599 during 0,5 of
the period

4026U  (voltage dip
of 6029 during five
periods

70%  (voHage dip
of 3029 during 25
periods
=526  (voltage dip =
9509 fors s

Compliaitce level

=+6 KV - contact
discharge

=BKV - air discharge

=22 KV for power lines

=4 KV for input/output
lirtes.

=1 kV-In case

of generation of
disturbances via "wire-
wire' circuit

1l2kv- incase

of generation of
disturbances via ‘wire-
ground’ circuit

=526U 1 (voltage dip
=9590) during 0,5 of
the period

4026U | (voltage dip
of 6026 during five
periods

706Ul (voltage dip
of 3029 during 25
periods

=596Ut (voltage dip
=9590) for 5s

AC networit voltage phor to application of the test level.

Electromagnetic
environment-
instructions

The floor shall be made of
wood, conaete or cerarmic
tile. Ifthe floor is covered
With synthetic material, the
relative hurmidity shall be
mininmum 3026

Quality of electrical
energy in the electncal
network of the building
shall comespond to the
typical condiitions of the
cormmercial or haspital
environment

Quality of elecbical
energy in the electrical
network of the building
shall correspond to the
typical conditions of the
commercial or hospital
environment

Quiality of electrical
energy in the electrical
network of the building
shall correspond to the
typical conditions of the
commercial or hospital
environment

Ifthe user of Device
requires the continuous
operation under the

Qie power supply of the
Device fromthe battery
or uninterruptible power
supply

The levels of the power
frequency magnetic field
shall comespond to the
typical condiitions of the
commerdal or hospital
environment

Black
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Table B.3

Manual and Declaration of Manufacturer. Immunity

DEVICE is designed for use in electromagnetic ernvironment defined below. The user shall ensure
that the DEV ICE is used in such environment

) Test level according ~ Compliance Electromagnetic
ImMmunity test ) N
to IEC 60601 level environment - Instructions

Conducted disturbances
Induced by RF fields as
per IEC 61000-4-6

3V (mean square
value)

from 1SOKHz to

60 MHz out of
frequency range for
industrial, scientific
and medical high-

3v The distance between used
portable/mobile radio facility and
any part of DEWCE. including
the cables, shall not be less
than recommerMed separation
distance calculated according to
the presented fermula in respect

frequency devices™) to the transmitter frequency.
Recommended separation
distance is:
CN1.2wp
Radio-frequency rVim d’—‘ﬁ F
electromagr—=etic field as frosn BO MHZz to {from BO MHz to 600 MHz)
per IEC 61000-4-3 2.5GHz

d=2.3vP1fom
{from 800 MHz to 2.5 GHz)

where d - recommended
separation distance, ni=

P - nominal value of the
Mmasdimum output inwans
according to thevalue, set by
the manufacturer.

Intensity of the field Incase of
radiowave propagation from
the fixed radio transiritters.
according to the results

of observations over the
electromagnetic ervironment™)
shall be lower than the level of
compliance in each frequency
barcte,

The disturbances can be
observed nearfrie equipmei
marked with sign

S) Intersity of the field In case of radiowave propagation from the fixed radio transmitters, such
as base stations of radio telephone networks (cellular/wjreless) and mobile ground radio stations,
amateur radio stations, AM and FM broadcast transmitters, TV ttansminers cannot be detennined by
calculation with adequate accuracy. Todo this, Itls necessary to performthe practical measurements
of field intersity. If the measured values Inthe DEVICE location exceed the applicable levels of
compliance, the observations over the DEVICE operation shall be carried out in ofoer to check the
proper functioning, tfthe deviation from the normal operabon is detected inthe course of cksservation,
it Is necessary to take additional measures, such as reorientabon or movement of DEV ICE.

b) The field Intensity of less than 3 \/m shall be provided outside the frequency band from 150 kiHz

1o 30 MHz.

Notes

1. On frequencies of 80 and 800 MHz, the greater value of the field Intensity shall be used.

2. The presented formulas are not always applicable. The electromagnetic wave propagation is
impacted by absorption or reflection from the structures, objects and people.
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Recommended values of the separation distance between portable and mobile radio-frequency
communication means and Device

DEVICE Is designed for use in frie electromagnetic environment, in case of which the radiated

disturbance level control Is ensured. The buyer or user of the D EV I CE can avoid the electromagnetic

noise effect by means of ensuring the minimum separation distance between the portable and mobile

radio-frequency communication means (transmritters) and DEVICE, as recommended below, taking

INto account the power output of the commurrication means

Separation distance, m, depending on the transimitter frequency
Nominal mesdmum

= -\ d=1.2-"/P d=2.3-\vP
output of the 1.2-ve
ransrittor, W in the barxifrom Inthe band from Inthe band from
150 kHz to 80 MHz 80 kHz to 800 MHz 800 MHz to 2.5 GHz
oo o.12 o.az o023
o1 o.as ozs o073
12 12 23
10 a8 38 7.3
100 12 1= 23

Notes

1. On frequencies of 80 and 800 MHz, the greater value of the field intensity shall be used.

2. VMien determining the recommended values of the separation distance for transmitters with
nominal rraximum power output, Not specified in the table, N nominal Masinmum outpPUL iNWwatts.
Indicated in the documentation of transmitter manufacturer, is Inserted INto the presented formulas.
3. The presented formulas are not always applicable. The electromagnetic wave propagation is
impacted by absorption or reflection from the structures, objects and people.

TaiDoc Technology Corporation

BV7R No.127, Wugong 2nd Rd,, Wugu Disl.,
24888 New Taipei Gty, Taivvan

W taldoc.com

For selftestirtg

C€aczsll A

Address of the authorized representative:
NEXT Bio LLC

SAkadernika Paviova Street, lit. B, room 46-H, 197022 Saint Petersburg, Russia

Tel.: *7 (812) 703-79-75 (muiltiline), fax: +7 (812) 703-79-76
Hot Line: & 800-333-43-76 (free throughout Russia)
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(rnokomeTp) nopraTMBHan
SelfyCheck Prim

{Wimeamnd: «Taracx» “ B1-7F,, N2.127, Byronr Cexong Poya.. 24888 * paiou
Byry. Hoewit Tan6an, Taneavs

( INevame!. HotapnaneHan koHTopa «Bait-Aa Napriepcs, Padonnbii cya
ropoaa TanGaw Tanesanw * Kuraickas PecnyGniuea * Hotapuye * Xcy Xcyann
8 ]

{iimanry:

2019 NIH-102HL-MH-LICHL-XCYaHBL-LIY

feno Ne; 000090 Nata. 31 ansapn 2019 r.

Dannui aoxymenT Soin HOTAPHANLHO 0OPMNeH B HOTBPHANLHON KOHTOPE
«ban-fla Maprwepc» PaioHkoro cyaa ropoaa Tanban Takeam, Knvaickan
PecnyGrmma. n CORAETENDCTRYET O TOM, $TQ ROANKCH / neuaTw «Takaox
Texnonomun Kopn.» 5 A3HHOM AOKYMENTE SIBNAIOTCA NOANHHHLIMM.
Harapuyc /fTodnucel

Xoy Xcyane-tOn

fWmannd: 10F-10, N2 143, Cex. 4, Ywoucso Vet Poya.
pakon laane, ropon Tarbai 106, Taksaws (Kuraickan Pecnybrma)

| o s et —— .
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cTpaHuuya 3

MEPEA HAYATOM NCMNO/b30OBAHUNA

Yeakaemeli nosnksoBarens Cucrembl A5 ONpeaesieHnsi YPOBHS TIHOKO3bI B KPOBU  (I/IHFOKOMETP)
nopraTeHoi SetfyCheck Prirn

Mepes, HaYaIoM VCTONL30OBaHUS U3AS/IVA, BHUMATE/ILHO MPOUNTAaiTE AAaHHOE PYKOBOACTEO MO
SwcrutyaraLgm.

O6partte 0CcoO60e BHUMAHME HA BCEe MPeAYNPeXacHNsi 1 Mepbl MPeaoCTOPO>KHOCTY,  KOTOPhIe
NOMEUEHI! SHAKOMA .

Bce anemeHTtb! Cuctems! paspaGoraHbl, MNpPoTecTUpoBaHbl U NpoBepeHbl HA COBMECTIMOCTEL TaKkM
O6PAazOM, HTOGLI OGECTIEUNBATE TOUHBIE PE3Y/IETATEI NSMEPEHUS YPOBHS! I/IHOKO3bI B KPOBI.

A S Cucteme c rnwokoueTpou SeifyCheck Prim ucnonbsyOTe TONbLKO Tean-nonockw
SeifyCheck PN T W KOHTPoNbHble pacTBopbl SeifyCheck PnT

Pery isipHbIfi KOHTPO/Ib YPOBHST I/IHOKO3b! B KPOBU MO3BOMIT Bam 1 Ballemy fieualuemy spadgy fiydiie
KOHTPOMpOBaTL AMaGeT bBrarogapsi HeGO bLMM pasmvepam 1 npoctote B paGote Cuctema
MO3BO/IAET CAMOCTONTESILHO MPOBEPSTTE YPOBEHD MHOKOSh! B KPOBI B /HOG0M MECTE U1 B /IHo60e Bpemst

MHOrVie /oM, BrepBbie BLTOMHAIOLME CAMOCTOSTE/ILHBLIN aHANS KPOBU, HAXOOAT MOe3HLIM
CHauana MONPaKTUKOBATECS HA KOHTPO/ILHOM pacTsope (cm  pasgen [POBEPKA PABOTbL!
CUCTEMbI C NCMOSIb30BAHMEM KOHTPO/IBHOMO PACTBOPA)

Mo BOMPOCaMm, CBASAHHBIM C WCMOMILSOBAHNEM [AHHOIO YCTPOWCTEa OCPalLaiTeCh B CrIy> Gy

NOAASPIW1 LW MO MECTY MPHOGPETEHA YCTPORCTEA.

HAMMEHOBAHWE MEAVNLUWHCKOIO N3AENNA

CucTema 4ns ONpeaeneHnst ypoBHS IIHoKOSbl B KPOBU (I/IoKOMETP) nopraTmsHas SeifyCheck Prim

(nanee no Texkcty Cuctema usaerme)

COCTAB MEAVNLMNHCKOIO U3AENNA

MemaupHckoe usaerme «Cuctema ansi ONPeaesieHnsi YPOBHS I/HOKOSbl B KPOBU  (ITHOKOMETP)

nopraTmeHan SeifyCheck Prim » BI/IHOUAST B CE6s1 C/ISAYIOLIME BAPVAHTHI LCTIONHEHNS

BapuaHT rcnonHeHs 1

1 freokomeTp SeifyCheck Prim - 1 um

2 Pyuka a1, npokasisbaHiis asToMmaryeckas (C HAKOHEUHUKOM AST) - 1 wm
3. NanueTe: SeifyCheck (10 wr. e yri )~ 1w

4 PykoBOACTEO Mo SKCr/lyatawwm - i wr

5 Uexon - 1um

BapuaHT rcrnonHeHs 2.
1 rriokomeTp SeifyCheck PriT - 1 um

2 Tecr-nonockn SetfyCheck Prim (50 wr syn )-1 wr.

3 Pyuka 4115 NPOKa/LIBaHNA ABTOMATUUECKAs <T HAKOHEUHUKOMAST) - 1 uwmr
4 NanueTtsl SeifyCheck (10 um. 8 yn.) - 1um

5 PyKOBOACTEO MO SKCrUyaraun - 1 ww

6. YUexon - 1um.

BapuaHT ucronHeHust 3
rmiokomeTp SetfyCheck Prim - 1w,

TecT-nonocku SeifyCheck Prim (50 wir. Byrn.) - Lur.

KOHTPO/bHLIN pacTeop SetfyCheck PriT Norm - 1w,

Pyuka A151 MPOKaSILIBAHUA aBTOMATIHECKAas! (C HAKOHEUHMKOM AST) - 1 wr
NanueTe: SeifyCheck (10w syn . )-1wiT.

PyKOBOACTBO MO aKCrUlyaTaupn - 1 .

NO g Ae Nk

Yexon - 1w
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cTpaHuuya 4

BapuaHT UcCrosiHeH s 4
1 rrroxkomeTp SeifyCheck PnT - 1w
2. PykOBOACTEO MO aKCrulyaraipm - 1 ur.

3. Uexon-1 wum

BapuaHT ucrnonHenHns S
1 FrokomeTp SetfyCheck Prim - i wr.

2. TecT-nonockin SeifyCheck Prim (50 it syn.i- 1um

3. KOHTPO/IbHBLIG pacTeop SeifyCheck Prim Low - 1 wur

4. KOHTPO/bHLIM pacTsop SetfyCheck Prim Norm - 1 um

5. KOHTPO/ibHBLIG pacTeop SetfyCheck Pt High - 1 wm

6. Pyuka A1 NPpOKa/LIBaHNS aBTOMATNMECKAs (C HAKOHEUHKOM AST) —1ur.
7. Nanuets: SetfyCheck (i0 wr syn)- 1um

8. PYKOBO/ACTBO MO aKCr/lyatalyiv - i .

9. Uexon- 1um

HA3HAYEHWE

MeayuuHcKoe mnsaenme «CucTema 415 ONPeAesieHnst YPOBHS  ITHOKOSbl B KPOBU (I HOKOMETP)
noprateHas SetfyCheck PrT>» npeAHasHaueHO /151 KOr.UHECTBEHHONO OrNpeAe/ieHNsT  YPOBHS!
F/IOKOSbI KAK BCrOMOraTe/IbHOe CPEACTEO MNP MOHUTOPUMHIE YPOBHS I/HOKOSh! B CBEXeM LesibHOM
KarIsipHOPM KPOBW  BSSITOM 13 MaUibud, fIa10HN  MUieua 1 MPeafvieyss A1 CaMOAMAarHOCTUKA Yy
SHOAEIA, BOMbHBIX CaxapHBIM ANAGETOM B [AOMALLHNX YCIOBUSX 1 MNP HAXOHKOSHIN B MEMLIIHCKOR
opranmzaL . JaHHLIR MPUGOP HE CIY>HAT CPEeACTEOM JSIEUEHIST B OTHOLLSHIA SHO6h X CLIMITTOMOR Wi

3a60M1eBaHN. JaHHbIC NSMEPEHINI CTY>KAT TOSMBKO /151 CrPABOHHEK LISt

KOMMOHEHTbBI CUCTEMBbI

rnrokomeTp KOHTPO/ibHL I
(C snemerTom pacTsop!
nuTars)

Pytika AnA npokansisaHmsa
Y Lag CrepunibHbie naHueTs! =

aBsTomaTuueckan .
cTaprosLiti HaGop

© HakoHeuUHUKoM AST)
B nakete

Msraiia uexon
TecT-nonocku -

Ans xparerns
cTapToBbIk HaGop

Cuncremsi

& KoHTelinepe

OB BUA CUCTEMBI
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MPNHUWN NMPOBEAEHNA AHANTN3A

Visfiene npeaHasHaueHo 415 NHANBNAY A/ IEHONO NCHOIb30BaHNSA

rtokomeTp SelfyCheck Prim s cocTase WsAe/usi LCTOfIb3yeTCs COBMECTHO C TeCT-Mosiockamia
SetfyCheck Pnm uz craproBoro HaGopa e cocTase U3feris B Aa/ibHelluem € TecT-nonockamia
SeffyCheck PNMm Mprio60eTsemMsIMu OTASILHO.

115 NPOBEPKI MPABNILHOCTU Oy HKLIMOHNPOBAHUA CUCTEMbI MPUMEHSIFOTCS KOHTPO/IbHLE pacTsopis!
SelfyCheck Prim HUSKOW HOPMALHOM 1 BBICOKON KOHLISHTPALWMN 13 CTapTOBOro HaGopa B cocTase
vaners.

[N5 Npokona KoM @ TOuKE B3STUS MPO6bl KPOBU  MICMOMb3yeTcst Pyuka Ans1  MpoKanssaHist

aBToMaTUHecKas! (C HAKOHEUHUIKOM AST) C YCTaHOB/IEHHBLIM CTEPWILHLIM NaHueTom SelfyCheck

OAHOKPATHOIO MPUIMEHEHUS IBXOAAT & COCTaB NSAS/ S SINGO MPUIOGPETANOTC OTAS/IbH!
L1151 YAOGCTEBA XPAHEHS KOMIMOHEHTHI NSAS/IA PASMELLAIOTCS B CrSLMaIEHOM Hexie.
[N\ MPaBNILKOIC MCHONB30BAHNS U3ASNS, CAMOOGYHEHUST 1 MOMYUEHNST HABLIKA CAaMOKOHTPOsIS

YPOBHS IIIOKO3b! B KPOB B COCTaB U3/AS IS BXOANT PYKOBOACTEO MO SKCIUTyaTaLpin.

OnpeaeneHne rMokoss! B NPOGe KPOBI OCHOBAHO HA NSMEPEHIN 3/IEKTPUHECKIX TOKOB, BbISBaHHLD
PealoLIeN ITIOKOSEI C (PeoMEHTOM Ha TecT-nosocke SelfyCheck Prim

Mocne BBeASHNA TECT-MOMOCKN B TECTOBOE MHES/AO0 MoKoMeTpa CLCTeMA MOAHOCUTCA K NPOGe Kposi
CBOGOAHBLIM KOHLIOM ~€CT-M0/10CKN. KpPOBh aBTOMATUHECKN BTAMNIBASTCA B KaHasl A1 a6copbLym  roe
MPOLICXOANT PeaKLyisi 6 KOAS PEaKL O6PasyeTCs MePexOAHEIA S/ISKTPUHMECKIR ToK.

CucTEeMa CUMTLIBAET SHAUSHNE CUIbI TOKA, MOSTYHEHHOE MPY NPOTEKAHIN PEAKLIN MEXKAY hepPMEHTOM
N JHOKOSOPW € NPoGe KPOBM B PEaKLWIOHHOM MPOCTPaHCTBE TEeCT-MO/IOCKN U1 PaccunTbisaceT
KOHLSHTPaLMIO YPOBHSI 'S JIGCSbI € KPOBU MO  MNPeAyCTaHOerNeHHOMY YPaBHEHMIO MporpaMMvbl,
BCTPOSHHOM B ITIOKOMETP  BE IMUHA Ch/Tbi TOKA SaBUCUT OT KOHLISHTPALWMN I/IHOKOSb B KPOB MapTiim
TECT-MO/IOCOK PAGOHErO HANPSHKEHS 1 TEMIMEPaTyph!  Pesy/bTar OTOGParkaeTcs Ha arcriee

FPOGY KPOBL A5 NSMEPEHS YPOBHS! ITHOKOSb1 B KPOBI MOMHO MO/TY T HE TO/BKO C KOHULIKA Nasibia

HO U C a/lbTEPHATVIBHL D> TOUeK Tera.

MOKA3AHUA

OCHOBHLIE MOKAZAHA A/151 MPUIMEHEHNST MEAVILMHCKONO U3AS/NA - cCaxapHbii AnaceT ~ 1 2 Tuna
NMPOTUBOMOKA3AHNA

AGCOMOTHBLIE NPOTUIBOMNOKASAHUA OTCY TCTEYIOT. VIMEIOTCST OrPaHnHeHst MPUvEHEHS.
BO3MOXHbIE MOBOYHBLIE [!ACTBUA

He ycraHosseHs!

OBNACTb NMPUMEHEHUA

MeauupHckoe unagerme «Cuctema A/18 ONPeaesieHnsi YPOBHS ITIHOKO3bI B KPoBU  (IIHOKOMETP)

noprarueHas SetfyCheck PriT> MPUMEHSAETCs € O61acT SHAOKPUHOIONAN.

NOTEHUWANBbHBIE NMOTPEBUTENN

Vizaenme MoWET MCMOb30BaTLCA /HOOBMA /1S CAMOKOHTPOMS B AOMALLHNX YC/IOBUSX 1 Mpu

HAXOMKASHN B MEAMLIHCKOM OpraHmM3aLyi.
Vzpenue  MOKeT  MCMONb3OBATLCA  HEeNpPogeccuoHanami ¢ Pas/iuuHLIMN  husrdeckuMmn 1
MEHTANEHEMU BOSMOM@HOCTAMI  HE MIMEIOLLIML. CreLMasibHEK MEMMLMHCKLIX 11 HAY HIHO- TEXHNHECKLIX
3HAHNIA  OTHOCUTENILHO  HAG/MIOASHNA  COASPAHWS  IJIOKO3bI B KPOBUW,  MNPeABapuTesibHO
OSHAKOM/IEHHLIMI C PYKOBOACTEOM MO SKCIUTYaTaLIN.

| b~TPAHAYEHNSA MPUMEHEHWA !

A Cucrtema npejHasHadeHa TONbKO ANS HAPYKHOFO NPUMEHEeHNs (ANA AUATHOCTUKM T Vitro)
A CucCTeMy He peKOMEeHAYeTCs MCNONb30BaTh B CyXoli Cpese, 0CO6EHHO B NPUCYTCTBUM

CUHTETUUYECKNX maTepuanos {CUHTeTUYECKas O0AEXAA, KOBPbl W T Mj, 3T0 MOXEeT NpUBECTU K
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NoBpeXAEHWNIO CTATUYECKUM Pa3paAOM 4 KaK CNeACTBUE, K OWUBA~HbIM pe3ynbTaTam
CucTemy HeNb3s MCNONL30BATL B HEMOCPEACTBEHHON GNM30CTM OT MCTOUHWKOB CUNBLHOTO
SNeKTPOMAarHUTHOTO LAy e
[, Tpu MCNONL30BAHMM CUCTEMbl B AOMAWHWX YCNOBUAX MSMEpeHMe NPOU3BOANTCA TONLKO Ha
oGpasuax cBexed LeNbHOW KAaNUANAPHOI KPOBY
A Cucrema e npeaycmoTpena K caMOCTOATENLHOMY UCNONLIOBAHWIO NMLAMU  MMEIOUWUMM
0co6bie NoTpe6HOCTN (AT 40 18NeT WHBANMALI, NMLUA CTap4Yeckoro Bo3pacrta) McnonssoeaHue
VMU n3AenMs TpeGyeT accUCTUPOBAHNA W NOMOW N
L, CucTema He nNpeaycMOTpeHa K MCNONb30BaHWID B CCMeTaHWUW C APYrMMMU MEAULWHCKUMM
vspennamu
A Cucrema ne npumennetcs AN NAUMEHTOB C TAXENb MU MHBEKUMAMMU, 3710KAUECTBEHHbIMU
ONyXONAMU, MACCMBHBIMU OTeKaM U
CucTema He npeagHasHaueHa ANs AUAarHOCTUPOBAHMA CaxapHoro AnaGera
CucTema He NnpegHasHadeHa ANS M3MEPEHUA YPOBHS r/IOKO3LIB KPOBU Y HOBOPOXKAGHHbLIX AeTe i
BO3MO>KHbIE (hAKTOPLI B/IMAHUIA HA Pe3y/ibTaTbhl aHamsa:
A MpoBepremas KPOB Gh 1A B IARICHA LB MEVTbLA MHTEHCUBHLIM HEKETUIEN LMOSTOMY COOEfPHAT
TIAHEEYIO >HATKOCTE.
A CPOK roaHOCT TECT-/IANIOCOK UCTEK (CPOK MOHOCTI COCTaR/HieT 21 MECSILY, G JATHI VBroTORIeHS S0 6
MECALISE CO AHA BOP TS KOHTEMHEPa).
A TECT-MAriocki XPaHiiGCs MNP HEHAIEHALLEN TEMMNEPaTyPe (HALIEHALLAA TEMISPETYPA XPaHeHUsT OT 42"
C o «BOC. He 6onee 8526 OTHOCUTE IHOM BrEpkHoCTIA
A~ TecT-rnosiocki 661N HEY1OCTEIOHHO 3aLLVLLEHL! OT /A
[l [ESMHMLMPYIOLLES CPEACTEO MCMO/ESYENMOS M MPSABaPUTES bHOM AESHCDSILMIN MECTA B3STIL MPoGh!
KPOBL, NCIAPTIOCE G KOPHA HE MOMHOCTLO.
VavepeHiie NPoBEASHO HeML L pyranin

MoC/ e MITLS PV HE Gb i CYXUMIA Y15 MNOCTIEAYIOLLIETO VBMEPeHI Caxapa B KOOBL.
CAMLLIKOM BbICOKOE fABIeHNe B KPOB MOMWET MNPUBOMTE K NCKEDHEHLEIM, SaH/DHEHHL M PeSy/isTaram
vEmepervs.
A Cuert BLcoK 1 CueHs HEIET rEVETOEUT (HUKE FHR6 NMEO BLLLE €090 MOKET MPUBECTI K
HENPAaBIbHLM PESYTNBTaTaM. SHAUSHIE MENVEITOKPUTA [0/ DIHO GbiTh B [panasoHe or 352600 6026
A Y NALWIEHTOB C CUILHO MOHDKEHHEM SPTEPUAVTEHEIM AAB/ISHVIEM LM HAXOOALYIXCH B LLDKE BOSMOKHL
retouvske pesyrsTars
[, DHOOreHHbIe BELECTBA, ECTECTBeHMbIM O6pasoM IpUcYyTCTBYIGLLVE B Tene ueroseka  (GuipyGuH,
MOUEBAS KNCNIOTA Y TETMOH, TRVITLEPNAR! APYTVE MEay mosHLe ieciate coeny aTacre

NeKapcTBEeHHbIE MPerapaThl HE OKABLEBAIOT SHAUNTE ILHONO B/AVFHA HA PeSy/IbTarbl VSVEPeHs YPOoBHs1
IaCEE! B KPOBU ITHOKOMETPOM, €C/IN HE MPEBLILLEIOTCA HOPMA/TEHEIE  KOHUEHTPALII /I CHO BSY1OTCSt
O6bMHbIe TEpaNesTUHecK e A0ShL BbICOKOE COASPMaHIE B KPOB MOXET EVFTL HA PESY/IsTa b aHA VGa.
CriefilyeT BHUMATESISHO OTHOCUITECS K MHTEPMPETALRN TAIKVX PESY/ISTATOB.

A Mauperiam ¢ HapyLLSHHOR NEPUEPSPHECKON LK FIMEH KPOBI HE PSKOMSHYETCR SaBVIPSTH KPOSS 15
AETEPHATVEHE X YUACTKOR Tera, TaK Kak SO/ UeHHEE MOKASaHS MONY T O/ IMUETECA OT (haTIMECKONO YPORHSA
okosbl a HoBuy  Moao6HbE HECOOTBETCTEBUA MONYT HAGMIQOATLECA B CSMIOLLMX CIyHasi Mo TSDRES oM
OGE3BOIBAHI B pesy/ibTarte QMaGeTMECKOrO KETCIALNEa  MNEp/ikeman B pesy/isTare crpecca,
FUNEPOCMOSAIPHOM  HEKETOTHECKOM KOME, LLDKE  [ASKOMIMEHCUPOSaHHOM  cepaeyHoi  HepocTarouHocT IV
wnacca no Lkane NVHA 1 OIS IFGBNOHHON GOMESH Meprchepriectanx apTepuii OLLGKA VEMEPeHA NOnyT
NpLrIBECT K NeeepHLIM VHTEPMNPETALYM 11 TEM CAMEIM K CEPLESHI IM MOC/ISACTELVSIM [/ 300P0B5ST

[ rexoropee @
MOIYT CTaTH MPVMAHON OLLMGOMHE IX PE3Y/ISTATOR LEMEPSH.

) COCTOAHA, TaK/e KK apTEPUANLHAS MANCTEHSUA  COCTORHME LKA Wi

{ycnoBuna NPUMEHEHUA

Visgenve npeaHasHaueHo ANs  UCTMONBIOBAHUA B GOMLHULAX, MNOMAKIMHUKAEX — MEMMLIHCKLD

VHPESKASHUSX, MALLIMHAX CKOPOY MOMOLLY, & TAIKE B AOMALLIHNX 1 MONEBLX YO/ IOBUSX
MNP NMPUMEHEHNIN

A, MONL3YACE U3ASIMEM, HEOGXOAVMO C/IEA0BATE YKASAHWAM PyKOBOACTEA MO SKCrVTyaraLn.

A Mepes vCNoNb3oBaHVEM YCTPOWMCTBA A1 USMEPEHUST YPOBHSA I/IOKOSb! B KPOBU BHUMATE IHO
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NpounTaiTe PyKOBOACTEO 1 MPOBEAMTE NPOGHLIK TECT. MpoBeAVTE BCE MPOBEPKN KAYeCTBa COrMacHo
PyKOBOACTBY.

A TecT-nosiockn rMOCTaBMSIOTCA U A0/DKHBI XPAaHUTBLCA B JUIACTUKOBOM KOHTeHepe C ruioTHO
saxkpblroii KpbILKoi. Cpasy ><e Moc/e USBeUEeHUs1 OAHOM TEeCT-MOSIOCKU 13 KoHTelHepa creayeTt
HEeMeAIeHHO MVIOTHO 3aKpPbITh KPbILLIKY KOHTelHepa. [o/IOCKI HeMb3si TPOraTh MOKPBLIMIA I MPASHBIMU
pywkanm

A flanueTte! 1 TECT-/IONOCKN  SIPeAHasHAYEeHL!  ANS OAHOKPATHOIO  MPUMEHEHUS  MOBTOPHOS
APUIMEHEHE 3arNpPeLLEHO 1 MOXKET BLISBATE MEPEKPECTHYIO NHeKLEIO. MPU NCNONL30BaHMN paHee
VICMO/ILb3OBAHHBIX TECT-MO/IOCOK IMIFOKOMBTP BbIAAET HA SKPaHE COOGLLSHNE 06 OLLMGKE

A Fpu ucronusosarn nsaenus creayeT coBMIONATL NPaBIA aHTUCENTIIKM. MEePes, MPUMEHSHIEM
HEo6XxoAMMO BbMbLITL Pyk B TEr/ioli BOAE C MbUIOM /NGO UCHOML3OBATH AS3UHOULPYIOLLYIO
BNE>KHYIO CArIcheTiY, 3aTem AaTh KOMWE MPOCOXHY TH

A Tpe6yercsi MCrosb3oBaTh CTaHAaPTHLIE MepbI MNMPEeOCTOPO>KHOCTU MPr O6PALLIEHINI C KPOBLIO. Bece
NPOGbI 1 MaTEPUASbI, C KOTOPE(MIA KOHTAKTUPOBAT MNALMEHT, CUNTAIOTCS GUO/IONIYECKI OMAacHLIMU, C

HUMI HEOGXOAMMO O6PALLIATHLCS KAaK C MOTENLMATbHLMI MepeHocUMKamii HbeKL

A Uznenne coneprart Menkie ASTAN CMOCOBHEIO BLEBATE VAYILLE 1 TPaBMb! Y ASTER MNBALLIero
BO3pacTa NPU BALXAHUN 1 NPOrNaTLIBAHUA. V3Aene cneayeT XpaHuTh B HEAOCTYNHOM Ans aAeTed
mecre
AMMioKOMeTp He peKoMeHAyeTCs MoABepraTh BO3AEPCTBUIO YCTPOUCTS, reHepUpYIoLIX CUMbHbIS
MArHU-MBre MO/MA WA NOHNVPYIOLLIEE V3T eHE.
A Henb3s BLHUMATL TECT-MOSIOCKY M2 TECTOBOIO IHE3AA IIOKOMETPA BO BPEMS  BbIMNO/IHEHMS
ananmza
A MIOKOMETP HE MOA/IEUT CAMOCTOATEEHOMY PasGopy KOPyca.
A Henbss NpukIaaesBaTs GOMLLLINX YEWIIR K KOPIYCY, POHSATE I/IHOKOMETP
A HENbasi MPUMEHSTE IMIOKOMETP. HAXOASLLMACA HA XOMOAHOM W FOPsIei MOBEPXHOCTI.
A MoNbL30BATENIO CNEAYET BCErAa NMETL MNP CeGe 3AanacHylo Garapeliky Ha CryUai SameHLr
A He vcnonbsyiiTe KoMNOHEHTLI, He yKasaHHbIe NPONSBoAMTENeM.
A He ncronbsyiite FIOKOMETP, €CrIM OH PAGOTAET HEKOPPEKTHO TN SGAI OH MOBPEHOSH
A Ons npoanenns cpoka criysk6bi  YCTPORCTBA HEOGXOAVMMO HAANIS>HKALLIEE O6C/y>KIBAHNE 11
nepuoaMuecKkoe NpoBeAcHNE TECTA C KOHTPOSILHLIM PacTBOPOM. ECAU Bbl HE yBepeHbl B TOUHOCTU
N3MEPEHUET NO>AYHCTA, OGPATUTECE 38 NOMOLLISIO B C/y>K6y NOAASP> I W K NPOAABLY .
A Uicronbsosarme aaHHOrO MPUGOPa B CyxOM GPeAs, OCOGEHHO B COMPUKOCHOBEHMNA G
CUHTETUUECKIMI  MaTEPUANaMI  (CUHTETUUECKaA OASKAA  KOBPLI N TN)  MOKET BbEEaTe
BNEKTPOCTATUMECKP PASPS, KOTOPLI MOWET HAHECTU YLLIEPE YCTPORCTEY 1 MPUBECTU K OLLIMGOUHEIM
pesynbTartam MoBAUATE HA TOUHOCTL PaGoThL! yCTpohcTEA.
A Banpel|aeTcs MCMOMb30BaTL  IMIOKOMETP C  MOBPE>KASHHLIM  KOPIYCOM Wi MOBPeskacHHbL e
TecT-nonockn.
A camocrostenshoe onpeaeneHe ypoBHA IIoKO3bl A KPOBU He 3ameHseT MOCTAHOBKY AMAarHosa
BPAvOM UM pery/IApHbIE BUSUTL: K Bpady CamMoTEecCTUpOBaHMe YPOBHA IJIoKoob! B KPOBU crieayeT
MCMONBL3OBATL ML MOC/E  MOMYHEHMST  MOAPOGHLIX  MHCTPYKLWA  OT  KBA/IMCULMPOBAHHOIO
BpaUa-creLmMancTa (SHAOKPUHOIONA) MO HAGHKAASHIO U NIEUEHIO CaxapHOro auaseTa

He rNoTaTh KOHTPO/LHLIN pacTBop

He AonyckaTh MoMafaHne KOHTPO/LHOIRO PacTBOpa B I1a3a Wi HA KKy, Tak Kak STO MOMKeT

BbISBATL pasgpaskeHue.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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OMUCAHWE N XAPAKTEPNCTUKWN KOMMNOHEHTOB CUCTEMBI

rnokomeTtp SeffyCheck Prim

BHeLHWEA Bua,

1 Tecrosoe rHesno/
SPr AaHHL

2 Meppemss NnaHens

3. Mpcnneiid J

4. Koz 4 <sa

BBEpPX/ BHUZ/ OCHOBHAs IMI

5 Kpbiika

GaTapeiiHoro otcexa

6 3aarss nanens "
: Borarkuearents \\y -1
TecT-nonocki
8. Mopyueura

1K 14 13

Codea="

6. Pesxumv nameperst

W &by Byd
7. Dara yposHe 3apsina Garapeun

S. Bpems a I'[VI]VI].I'I i il r '» 114 cumson recrosoii nanocar
j -QCc PCI OAYAVe-H- 9

AVNCTIIEV MIHFOKOMETPA
10 Cumson
NpeayNpesKaaIoLLero curHana
11 Eppmuua visveperst

12 VinpwaTop

B COKOrO/HLBKOrO MoKASaTEs 151

1 Pesynbrar nsmepeHus
2. KeToHOBOE NpeayrnpeskaeHue
3. CooGLueHMne 06 oLmGKe

4. Pe>kiiv sarnoMuiHaHus

5. Pexkim KOHTPO/Is KadecTsa
13 OroBeLLeHE O HEKOM

9. CpegHee 3HaueHne 3a cyTkn s 15 CyMBON KAV IA KPOBIN

frMauw UKJ uu'Onr'pm

VicTouk r ankanHosas Garapes 1.5 B Turn AAA

Pecypc Garapeun: He mMeHee 500 uamepeHd
Opycrnneii:
MansTTe:

BHeLLHNG BbXOA

>, noaceeTka- Genas
1 000 pe3y/ILTATOB N3MEPEHUIA C AATOM 1 BpemMeHeM

KaGerns MaHn-USB

GOH-FAD (7 oxosqaenaporeHesa-cinasu Haae -4 [V KrecTm
5 cexyra,

M/ A Mo/

20-650 Mr/an (1,1-36,1 MMOsb/r)

Tun chepmerTa
Bpems aHanmsa.

EayHiue! nsmepeHns
AuanasoH nsmepeHni
PaspeluaKsias Croco6HOCTL
(uar usMepeHs): 0,1 MvonL/n @ Mo
0,5 MmN

35-60%6

157,08 mBT

O6Lem Npo6ec ~
YpoBeHL remarokpuTa
MoTpe6/emMast MOLLHOCTL:
racapuTHeie pasmepb! 52.3 X 90,3 Kk 18,0 (+0.3) MM
Macca (C 9/1eMEKIoM MuUTaHs) 57.4r 1526
Bpewms ycTaHoseHust
paGouero pestiva. 90 cexyrin
AOrKTHKTTe IbHb I CoyHKLWN: ABTOMaTUUECKOE ONPeAe/IeHNE HAHECEH NPOGE!
ABTOMATUNUECLUM 3arTyCK OGPaTHONO OTCHETa BPeMEHL
ABTOMATUHECKOE OTK/IOHETHUE Hepes 3 MUHY Th1 6e3aeiicTeust

MPEAYNPE>KASHINE O HAPYLLIEHII TEMMEPATYPHOIO PeXraima

AGcez6a McNonb3yiirne cneunanoHbiii uexon ANA XpaHeHWs N NepeHockn CUCTeM bl
AMN3GeraiiTe NnajeHus W CUNOHLIX yAApOB rMioKOMeTpa

Amne noasepraiiTe rnio KOMeTp BO3AEHCTBNIO NMPAMBIX COMMHEUHLI MYHEN U BLICOKOR BAAXHOCTY
AMpokoMcynbTupyOTech ¢ Bal UM Bpaquom B KakUX eAUHULAX M3MEPEeHst GLuia cornacosaHna

Bawa Tepanus



mMaTo

Oata
PyKkoBOACTBO MO aKkcnayaTtauuu, AAOTHHOCTE wamanan Mo, TOARVIE L TIPATMSE o nacosann
Ha6opbl FnokomeTpbl Prim,
cTpaHuubl 9-10 u3 36
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MacwTtab (Ha A4)

MaKeT
Ona nedartu

narta noAroToBKu
WU npaBKun

Vibkeriep no ynakxosie Manerta MIQ ™ 21.01.2020
1:1 o
o

™
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OnucaHmne NporpamMmmii

MporpaMmma  yrpaesneumsi  UCrosib3ayemasi a (IoKOMeTPe YCTaHaB/IMBASTCH MNpousBoaMTesriemM a
3ABOACKUNX YCIOBUSIX 11 AB/FETCA HEOTLEMIEMON HACTLIO ITIIOKOMETPa. Posis Nporpanmmsr GOCTOT 8
KOHTPO/Ie Boex chyHKLIM NMPUGOPa 1 NPEAOCTABIEHN ANAr HOCTUIMECKOM HChOPMALWAL.

OcHOBHLIE (hyHKLMIN NPUGOPa  hyHKLWL  MPUGOPA  KOHTPO/MPYEMLIE  MPOrPamMMOoi  BRKIIOUAIOT
cneayroliee

~ CEeHCOP I/IIOKOSbI B KPOBU /151 AHA/INZA SHAUSHUNS YPOBHS I/IHOKOSb! B KPOBU

- pATUVK TEMMNEepPaTYPb! A1\ ONPeAe e TeMMepaTyph!

~ COGLTUSA HEKATVIA KIABULL AFS YTEHUS MO/ IL30BATENILCKOrO BBOAA

- npuBoa >KK,AN151 OTOGPadKEHMST MHADOPMAaLA HA MaHesin >KK/1,

-~ KOMMYHUKALWIOHHLIZ MHTEPhERC A5 NepeaaUIn AaHHbLX

- BbLIZOB U3 MNAMSATU /15 OTOGPE>KEHUS MPOUYIE1X PEe3y/ILTATOB TECTOB.

- MPUBOA 3yMMEPA AN €0 BISIHOHSHS LW B I/ IFOHSHS

- KOHTPOJUIEP 3apPAAA AKKYMY ISITOPHOV GaTapen A5 ONPeAS IeHNs 11 KOHTPOSIA 3apsaa

~ uHTepdelic Ans Nepeaaqn AaHHLX.

MonbsoBaresis BO3ASCTBYET HA MNPOrPaMMy MOCPEACTBOM HEIDKATUS KHOMOK Wi C© MOMOLLBIO
BCTABK/MSEIEHUEHI TECTUIONOCKN.  TaKIM O6PasSOM  MO/ILb3OBATE b MOKET USMEHTL MapameTpb!.
KOHTPONVIPYIOWIE 3yMMEP KOHTPOsIIep 3apsaa n XK,

Szkik nHTepdgeica. AHrIMACKNG
Bpewmsi novcka rnporpammisi He 6oniee 0.5 cexyHap!
Bpemsi oTi/mKa MporpamMmib He 6onee 0,1 cexyHae!
K/1ace OnacHoCT NMPOorpaNmMe! B

Bepcusa NporpaMmme: 2011_0309 PM 02:08

OnepauuonHan cpeaa

B
MuthO«oHTponnep TAIDOCMO437 L A
O6bem N3y (oML 32 KGaiT

HassaHume rnporpammsi: TD-4287B

Bepcusa Mo: 2011 0309 PM 02:08

ALK NPOrPAMMNPOBAHIIA A3LIK OpOhaMMupoBaHLs C
CucTeMHble TpeGoBaHUs

Mpoueccop TAKOOC MO437

O (RAM) 1024 6aiir: M3Y (ROM) 32 KeaiT
1.5BAAA(L )

O6'sem namaT’

DnemeHT nuTaHuA

TecT4uloN0CKU

XapaKTepucTukm Moaens: TE~4311 = o

XKurmMmueckme KOMMoHeH LI wPpepmeHT GOH-FAD 8%%6

Poccpar kansi 826

PeppuLmanBLL, 5526
KapGokcumeTunuervironosa 2926
raGapuTHbie pasmMmepbl TECT-MONocKN: 7,5 K 36.06 K 0,5 (%0,2) mm
ratapuTHbIe pasmMepbl KOHTeRHepa. 53,0 (0.5) MM, O 30.46 i=+0,25i Mm
Macca 0HOW recT-norockin: 0.17(=0,Cro3)r

Macca 6pyTTO KoHTelHepa
O6BLem Npobbi: 0,5 MKn
EarHnus navepeHnst

50 WiT. B KOHTEelMHepe: 24 8 r==1026

M/ W Mo/

Bpems peasyyn. GeexyHa,

Opanason namepeHnst 1,1-36,1 MMOnL/n (20-650 mr/am)

Anarar: O-rrtoKosa

PepmeHT PEpVEHT GOH-FAD (75040000 TapU e-esa- (h Best- BOEHVH [ I 0T

Cpok roprocTin 21 MecsL, OT AATLI NSFOTOB/IEHIA NGO 6 MECALISE CO AHS
BCKPbLITISA KOHTeMHepa.
[ANanasoH reMarokpuTa 35-60%6

Tun NPo6ii: CBE>ast LUe/TbHaR KANMMISPpHas KPOBb

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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TEeCT-NONOCKa COCTOUT VB CAEAYIOLLIIX YacTei

1. Kanan ans a6cop6unn
O6nacTe KOHTaKTa TECT-MOMOCXIN C MPOGOY KPOBU.
P11 CONPUIKOCHOBEHI AGCOPGLIIA MPOVICXOAMT ABTOMATINECKI
2. OkHO NMoaTBepP>KASHIA
3anonHeHne okHa CBUAETENLC 'GYeT, UTO KO/IMYECTBa KPOBU AOCTATOuHO Ans
anansa.
’ ' 3. OcHOBHAA YACTL TECT-MOMOCKN
O6NacTL yaep>kaHsa TECT-MOsIOCKN NPU BCTaBKe TECT-MO/IOCXN B TECTOBOE MHe3a0.
-1 I 4- KoHTaKTHBLIE MosIoCh!
O61acThb KOHTaKTa TECTOBOIO FHES/IA W TECT-MO/IOCKN.
MNPy BBEAEHV TECT-MOMIOCKN B TECTOBOE rHESAO I/IOKOMETD  BI/IOUMTCA

aBToMaTUuecK.

[, MEOTH OO0 B ECT K bR <Bep< MVESOA LUeoTBO TTIaTHo & C OB

A £cflu KOHtn~rnf-oit "Nn.jochi mecm-noeocMu He/lo KOMMB etvneeirew B -NIKMOK<ernp. Pesy/ibinarn /ireosiaxoxer’

YslpesL /blLb|

A Tarilrencc o "% GTe -ootacEER B meve e 6 veooee C LHMaVia MgEao B0 s> KoHoeO-epa =0 i
soga~2l recra- S aVEHBRFE BTG EHA). FBoEKOAIKD 3573 ;CEUOAATY MEFEONO BOHpL Tk KOHLEQVECA —8ErO 3 1,.STHe.
A, Toce VBB e jik/TEd D DOOLE KOHTEC T A gResy >HEV I 0 " IO TE oL LLKy KOHTEV HEpe [ aecauTense /recT—
MOOOETOEKD § VSTHS1_OrUHL pyia Honorsanmo "akCHt TPCT-00rockyCpRasys KB TOC e LBW 7 Uk I -a-U Tl ble

A, He voonssit e, oTonnInoce ocTeHEHD GRO-a EGH-GL! DIOMKSHETI MAVESOTH K/ D0/ O'C HEPEED B e
pesyrsTaTos

[l He onPaK </ I BB HE Be0p0ph Y AMTE/MECT-N o

TecT-ponooo NnplA3BOO«TC» € OByX POPMAX ebl.nycke
TeaTH DOV TE>P N T — GoHTPoRE»! BOqLTb>
2 Teo v OTod, Se=ferk== M — BeS KOHTPO b> €GO TV

KOHTPpOnbHbIE pacTBopekl SelfyChocK Prim

KOHTPOsbHLI pacTBop SelfyCheck Prirti rcpegHasHaqeHr Ars MCrofb3oBaHUs G TecT-rorockami
SetfyCheck Prim KOHTPO/bHLI pacTeop SelfyCheck Prim MCNob3yeTca AN KOHTPOMS KadecTsa
CucTemMb! A/151 ONpeAeneHnst ypPOoBHST IIloKOSk! B KPOBU [I/IioKoMeTP) noprarteHoi SelfyCheck Prim.
JAaHHoe nsaenme NpeaHasHAuEeHO TOSMLKO A/151 [AMAarHOCTIKA SFNItro.

XapakrepucTuku

Moaens KOHTPO/ILHLIN pacTeT™ SelfyCheck Prim Low (Huskiii) TD-4907
KOHTPO/LHLIM pacTeop SelftCheck Prim Norm (HopmasisHb i) TD-4903
KOHTPO/ILHLI pacTeop SelfyCheck Pnm High (Bbicokii) TD-a909

HeMuHanbHL o6bem chnakora: X mn

raGapuTHbie pasmeps chnaxkoHa: 58.2 ~0,6) Mm O 17,5 (+0.35) mm

KoadhchrupienT sapurapi (KB), N'r'6 S HAapTHOE oTioHeHme fFCO) «GUHLLIS 78 nHiane/r) ran
=100 M/an (5,55 Mvone/nj; KB=S261~ 100Mr/a (5,55 Mvorns/)

+10%6
Macca: ‘" o-timorosar 0,05-0,296Bc/1oMoraTe/NbHbIe
Cocras' VHrpeameHTLI. =99,7%6

A He MCnonosoBaTb KOHTPO/NbHBIW PacTBOP NOCAE UCTEYEHUS CPOKA FOAHOCTU WAM cnycTa 3
Mecsla rocsie NepBUYHOIO BCKPBLITUR chnakoHa YkadkuTe faTy BCKPbITUS Ha (nakoHe ¢
KOHTPO/IbHBLIM PACTBOPOM N YyTONMIPPYO'/le 0CTaBW MACA PacTBOP NO UCTeyeHUn 3 Mecsaues

/i, FecT c KOHTPONbHLIM PaanBapoM AekomeHr3yeTcs NPOBOAUTL NpuU TemMnepatype oT 20 *C
AO 25 *C W OTHOCUTENbHOW BnAaxHoctTn oT 30 % Ao 85 %. Mepes nposepeHuem TecTa
Yy6epThca B TOM  U4TO KOHTPO/bHLIA pacTBOp rNOKOMETP M TECT-NONOCKW HaxXopsTCA B
npeaenax ykasaHHoro vnanasoHatemnepatyp

O Mepea wvcronbL3oBaHOEM BCTPAXHETe akoH yaanuTe Nepsylo  Kaniio KOHTPOJbHOTO
PacA7s<y® M NPOTPUTE HAKOHEHHUK PA34aTOYHOr0 OTBEPCTUSA ANSA TOr0, 4Ni6b o6 ~NeunTh
UMCTOTY 06pasya M TOYHOCTL pesynbraTa

Pyuka ans NpoKasibIBaHNsl asToMaTUecKas (C HAKOHEUHNKOM AST)

Pyuka 4151 NPOKASILIBAHUSA SBIOMATUHELIXAS VAL TE-=yEe1C COBMECTHO C JIaHLIETOM /15 CHUDKEHST
HENPUSITHL X OLLYLLIEHI MPOKOMa KoM MPU MO/ HEHN MPOGh! KPOBLA

Pyuka ans npokasibbanuns asTomaTiueckas CKOHCTPyMpoBaHa Tak, UTO YCTAHOBMEHHLIA NaHueT
MO/HOCTBIO  CMPSATaH  MOA, KOMMBUKOM.  [Mof,  ASACTBLEM COKPALLEHUS  PacTsHYTOR  MpysaiHo!
LIPUBEACSHHOM B ASMCTBE MPU MOMOLLM MYyCKOBOM KHOMAA) WA NAHLIETA MPOKANLISACT KoKy 3aTem
MPY>IHA MPUXOAMT B NCXOAHOE MOMCHEHIE, MNPV KOTOPOM UIMIA SIaHLEeTa BOSBPALLIASTCA MO/, KOMMaHOK
PYM KA A1 MPOKANLIBAHA.
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cTpaHuLbl

Pa3mvep
MacwTtab (Ha A4)

11-12 vn3 36

105x150 mm

MaKeT
Anda ne4dyatu

AaTta nNoaroToBKK
nnn npaskun

1
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BbrecHnTe b Kopnyc.
-
—  Vnaukarop
Pukcarop KpenneHns

Visfenue nmeeT BO3MO>KHOCTE BbIGoPa LUIECT BapUaHTOB I/1yGUHL! NPO Koo
rny6oko

n__s. J_ i

Uem ANMHHES MUHIS IHAMKATOPA, TEM GO/bLUE T/TyGIHA MPOKOSa.

Herny6oko

MIArNas L/ ToHIKEA Ko e,

XapakTepucTukun
Pyuka ANns npokansisaHus
aBTOMaTuHeckan (C HAKOHEUHUKOM AST) Mogaens: TD-5010
6,0H=+=10%6

45 MmOpx £ 10%6
16.5r £ 1526

Cuna NPy kb1 KOHTPOA B3BCLUA
SHeprus yaapa (BosAetcTBuA Ha NaHueT):
Macca

raGapuTHbie pasvep: 118,75 (0,2 MM K 17,45 (=0, 1Dnvm

NaHueTbl SAfyCheck NaHueTbl NpeaMasHaHeHb! 115 NPOKONa KoM C LIebHO MOSTyHeHsT NpoGbt
KPOBU. OBLINHO MPUIMEHSIFOTCS COBMECTHO C PYYKONM /151 MPOKa/ILIBaHLs
ABTOMATIIUMECKOM /151 CHLDKEHS HENPUSITHLRS OLLYLLEHNIA NPV BLINO/IHEHN
NpOKO/a Ko

Nanuet  SelfyCheck npeacTaansieT  co6ov

3aToueHHyto  ury  us

BbLICOKOKAUECTBEHHOM HEep>KaBeloLlelr CcTanim SUS3C4  3ai/iloueHHy1o B
MNIACTUKOBLIY KOPMYC. 3alLMTHAaA KPbILLKA NaHUueTa ABAAETCHA CTEePUIbHBLIM
6apLepoM 1 CHUMAaETCsi C OCTPUA UMbl TOMBKO MOC/e TOro Kak faHueT

YCTaHOB/IEH B rHESA0 ASP>KATE A PYHKA AJ15 MPOKA/ILIBAHNA

NaHuyeTbl SelfyCheck

PasmMepb! OAHOro laHueTa, Mm

1AanEneL: TD-5084 -
[/ 1mHa KoPryca ¢ HaAeToM salpmTHOb thbiukoii 32.0(t1,5) mm

LS 1HA OTKPBLITOR YacT Vbl 3,2(20,3) MM

Kanu™ vrnss; 300/0,3 Mm S o
Macca HeTTo, 0,4 r 526
Macca 6pyTTo (10 um. r. 4,7+0,5

LI x3x0BaTOoCTH Ha He Gonee 0.8 Mmkm

TeNAOCTL; He MmeHee 450 H\Vo.3

KOGaNLT-60Y-3ryHeHe
18,7 wIp.

Crepumsaumsa
Hosa crepymsanyn. -H\V L -

CPpOK XpaHeHUs NaHUeTos: 5 fleT Nocne PaanaLMoHHOM cCTepusaLpi

m Uexon npeAcTaBnmer coGoii  hyTNSAP  MPSMOYroNbHOM  chopmbl  ©

BACTE>KON-MOSTHMEN, BLUMTOM B GOKOBUHIbI

Pasmvep 160 k 100 k 30 (£5) mm.

Hexon 3alpLLAST N3AS/INE OT NOBPEXKASHNNA, LAPariH, sarpsasHeHniA, v,
nonagaHVa Bnan, PesKx yaapos

BacTerkKa-MONHVA UAET B0/ GOKOBUH 1 MNOSBO/ISET MNOMHOCTLIO PACKPLITE

HEXO UexOs1 KOMMAaKTHO BMELLIAET KOMIMOHEHTL! CrcTemel.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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SKCMNYATAUNA
BBO/, B 3KCMIYATALMIO

Mepes NepBLIM UCMO/L3OBAHNEM “YIOKCMETPa Wi MoCNie s3amveHb! Garapeiiki NposepLTe Wi

MSMEHUTE  YKASaHHLIE HIDKE HACTPOMKL  Ha  BLIUHIOHEHHOM yCTpoicTBe (6€3 BCTaBMeHHOM

TECT-MO/IOCKI) OAHOBPEMEHHO HavkMUTe Ha KkHorkn 4 n T
YcTtaHoBKa AaThbl

MocneaAoBaTe N IbHOCTE HACTPOVK AaThl FOM, —= MECSILL — AEHb

-ro M- 10-"Ir 1C-oc* ™ 10-15 10-00*

Mpy Muraroupx umcbpax roga Mpn MUraoLLpX umchpax  Mpn MUraroLem acne
Havimaiite kHorkar A m v ao MecALA HEXIMAATE KHOMKA A HalUAMAATE KHOMKA @ 1 T Ao
nossneHns HY>KHIB DX Lachp n T po noserneruns Hyskbix nosiIBrneHns HY>HHI DX pachp

Lilchp. Havkvire M

Haviaviire M Haviaire M

YcTaHoBKa thopmaTta BpemMeHun YcTaHOBKa BpemeHu

Mpy Mararowem

uace HavkvariTe

HavkmvaiiTe KHOMKY a Fpy Mararoupx

W T uTO6E! My TEX
HevtamaiiTe
oy A v v
Ao noseners
Lypachp.
Heviavire M

BbiGpaTts Hy><HLIA kHorky A v V

chopmaT spenverin

Ao noseners
Hy>HHBDC LpACP
v 24 4 ir24n). Havtavure M

Haviavre M

YcTaHoBKa eAnHUL, U3MepeHust

Mpy MUraroLLEH AMHNLIE NBMEPEHST HEDKMAATE KHOMKY A

WM T UTOBbI BLIGPATE MEAY M/ 11 MMONL/N. Havkamire M

HacTpoiika LeneBoro gnanasoHa HU3KUX
N BbICOKUX 3Ha4YeHuii 019 pexxuma
namepeHusn

MocieAoBaTEeNLHOCTL HACTPOSK LI/ EBOro ANanasoHa HUSKNX U BEICOKUX SHAYEHNM o6l HuSki (Gen

low) © 06LL, antoorii (Gen high) =tz 4o eacl(AC low) = Beicoknii Ao eapl (AC high) - ruEkai

nocne eaesl (PC low) = BeicoKMi Mocne eaesl (PC high).
YUUTLIBAA HACTPOMKN. OrMcaHHbE BbILLE MNP MUraroLLEd NOCIEA0BATEMLHOCTIN HadKMAKTE KHOMKY A
wm T Ao nosienerns Heo6xoAMMOro LesieBoro sHaqeHmns K N N

Havianre M

YcTaHOBKa 3ByKOBOro curHana on/otf

=
3
~=U
>T0
=0

MPY MAFAIOLLIEM VHAMKATOPE BUGPALMN HEDKIMAMTE KHOMKyY a Wnu r y
v Ansa BeiGopa Me>ay pexkumani On tBkiounTs) 1 Off 1

(BLIIIOUUTE) HadknmuTe M



P .o qqp:Ta Aara
*  PyKOBOACTBO MO 3Kcnayatayum, AornocTy O, e e ToAMMc cornacosanns
Ha6opbl nokomeTpbl Prim, X
X' -

cTpaHunuybl 13-14 n3 36
HauanesHNK uexa N MuUTVH Al 21.01,2020

Pasmep IOSXISO MM Crnewwmanumcr orPr Kycrosa C.B. 21.01.2020

MacwiTa6 (Ha A4) 11 Uirpkerep no ynakoeke Manera M,HO.

MaKeT
AnAa nedvatu

nata noaroTtoBKY
NN NpasBKu

UepHbii
21.01.2020

21 °p po20

21.01.2020 @apmaroa Homep PMN3-Ha6opPnT-01-XX

cTpaHnuya 13 cTpaHuua 14

Ouuctka namaTn V BcTaBbTe TecT-/10/10CKy
NPy oToSpsmien  Ha  Aucrnee JC 1 J C I BorasbTe TecT-nonocky B passem kovraprmsh
cuMBONOE DEL M[D Havkas KHOMKY nonocavun ernepes. 7 * N
A BuiGepuTe No Ans coxparenia U L L u C 1 FIIOKCMETP  BISHIUMTCR  SETOMETMMecKM  Ha

Pesy ILTATOB B NaMsIT1 yCTpoicTea. vl n ANCrIee NosBNTCA CUMBON CrB 1 4

3aremMm HavkviTe M
UTOGLI cTepeTL pesynsTaTh! us
namsITL ycTporicTea HavkavTe A

BbIGEpUTE Yes 1 HavkvTe M,

L ([l in fri/m
HIE ] <u'uu

M v

2. OTMETLTE TECT C KOHTPOJILHBIM PACTEOPOM
HaviaviiTe KHOMKY M /151 TOro  uTo6k! OTveTUTs TecT ¢ KOHTPO/bHLIM pacteopom.
YcTaHoBKa HanoMuHaHui Mp1 OTOGpas ke cumBoa OC Ha AUCH/Iee YCTPORCTBA pPesy/ibTarh TecTa HE COXPaHsIoTCs B
namsT EC/N Bbl pelunTe He MPOBOAMTE TECT C KOHTPO/IbHLM PACTBOPOM CHOBA HECKMINTE KHOMKY M

Ha yCTPOMCTEE MPEe/yCMOTPEHO HETLIPE 3eYKOBLD> 3ArOMUHAHNA Ha skpaHe Gy/lyT OTOBPaHaTHLCs
1 cuUMBON QC KcuesHeT.

sHauk On (B 1 OPP(BLIKA) 1 EC/1 Bb1 HE XOTUTE YCTAHABIMBATE HANOMUHAHNE HEKMTE
KHOMKY A W 1 UTO6bI BLIGPATE 3Hauok OFP  3aTem HavkvTe M HTO6b! MPOoNYCTUTE ST war L
AnNpo npoeBeaeHum TecTa € YOHTPOMNCHBIM PacTBOPOM HEO6XOAUMO mepexoanTs
BbbBepuTe 3HAUOK ON 1 HAKVIMTE KHOMKY M A/151 MPOAC/HKEHS HACTPORKIA. -
B peXUM QC. uTOoG6blI pe3ynbTaT He COXPaHANCA B NamMsaTu ycTpoicTBa BMecTe

FIPL1 MOOHEPEAHO MAFAIOLLEIX LIPPaX HACOE HAXMMANTE OCHOBHYIO KHOMKY HTO6hI BLIGPATE Hy>?HOES
HeokvinTe KHonky SET A5 sasepLucs ¢ PE3YNbTATAMU TECTA C KpoBbio B NPOTUBHOM CAyYae pesyneTarel TecTa
FPY MUrQIOLLIEM MHAVKATOPE BhI6 A HACOR/MUHYT HEKMANTE KHOMKY A WA 1 45 YCTaHOBKIA

HY>KHBD SHAUSH BPeMeH. HaskvinTe M A/15 NMepexoa K C/IEAYOLLMM HACTPONRKAM HANOMHaHNA

YPOBHA FNI0KO3bl KPOBM CMEW alo TCA B NaMATH yCTPONWCTBA C pesynbTaramMm Tecra ¢

KOHTPO/NbHBLIM PACTBOPOM

A npu cpasamusarino yanouonamnii HaXMAINE M 4T06b OTHNI YUTL €r0 B NpoTHBHON cnyuae.

npu6op 6yAeT M3faBaTh 3BYKOBOW CUTHAN B TEUeHNEe 2 MUHYT.
3. MoagHecUuTEe TECT-MOMNOCKY K KArn/le KOHTPO/ILHOro pacrsopa

A [OanmHbie 'napameTpbl MOXHO W3MeHUTs TOMbKO B pexume HacTpobikun
Mepesn, OTKpbIMUeM driakoHa TPe6yeTcsl HECKO/ILKO pas

nepesepHy T 3akpblrbii chrakor |He BcTpsixuBaTs). Karus

NMPOBEPKA PABOTbl CUCTEMbI C NCIMOJ/Ib3OBAHWEM KOHTPONLHORO PACTBOPA HAHOCUTCS HA UMCTLIA  KOMNAUOK
KOHTPOJIBHOIO PACTBOPA hnakoma  saTeM K Kanne MOAHOGUTCA  TecT-MonocKa,

BCTABNEHHAA A THOKOMETP [P COMPUKOCHOBEHN KaHana

A IniokomeTo SelfyCheck Prim UCNoNb3yeTca TONbLKO C TECT-N0N0CKaM M SeSyCheck Prim

PeKoOMEeHAYeTCs MPOBOANTE CAMOCTOSITE/ILHYIO MPOBEPKY COBMECTHOM paGoTh!  IJioKkoMeTpa 1 B
) ANS A6COPGLMM  TECT-MONOCKN G KArvIel  KOHTPO/ILHOIO

TECT-MOMOCKI NPY MOMOLL KOHTPO/IbHOrO pacTeopa SelfyCheck Prim (MocTasnsieTcsi 8 crapTosom

- o _ PacTEOPa, BCACLIBAHNE MPONCXOANT ABTOMATUHECKI.

HaGope) KOHTPO/IbHBLI PACTEOP MNOMELLEH BO (h/TAKOH C FrEPMETIUHOM KDL ILLIKOA.

DPNIAKOH C MAPKMPOBKON «<Lowh (HUSKNIA HEOGXOAVIM /15 MPOBEPK 11 OTOGPECKEHIIS HINSKOIO YPOBHS

F/IHOKOSb1  CHIMAKOH C MAPKMPOBKOM «<NOIM>> (HOPMA/IBHBLIA) HEOGXOAMIM [1/151 NPOBEPKU 11 OTOGPa>KEeHLIST

HOPMA/IEHOIO YPOBHS ITIHOKOSbI, (hIAKOH C MAPKMPOBKOIA «HIgh™ (BbICOKII) HEOBXOAMM /1R MPOBEePKA

N OTOGPa>KEHNA BLICOKOIO YPOBHS ITHOKOSb!

Aonycrimeli Ananason pesy/ibTaTtos Mpr aHAINEE KOHTPOILHONRO PACTEOPA YKA3AM Ha KOHTEMHepe C

TecT-monockami 15 MOSIyHEHUsT TOMHbIX  pesy/ibTaroB  HEO6XOAMMO PerysisipHO  MpOBOAMTEL

[l 60 n3GEHAHOE 3aTPAIHEHNA <OMTPOSBHOBO PaCTEOpa
He HaHOCUTe pacTeBOp HenocpeacTBeHHaA

NOACEHYIO AnAarHocTIKY Ha TecT-nonocky

TEecT C KOHTPO/IBbHBIM PAcCTBOPOM CrielyeT MPOBOANTH:
- NPV NOAOSPEH HA TO, YTO IIKOKOMETP W TECT-MOOCKI PAGOTAIOT HEKOPPEKTHO
=~ MPY HECOOTBETCTBUN PE3Y/ILTATOB NSMEPEHUS ITIIKO3bl B KPOBU BallleMy CaMOUYBCTBIIO /GO
PV MOAOSPEHNSIX HA HETOUHOCTE NSMEePeHI 4, CunTaiTe N NpoBepLTe pesynLTaT
= ANs TPeHNPOBK NPOBEASHUIA NSMEPeH
= OKHO MOATBEP>ASHA TECT-MNOMOCKU 3aro/THUTCS MPY AOCTATOUHOM KO/IMUECTBE MPoGhl, MOC/Ie Yero
U PPV NaAeHM YCTPOMCTEBA W NP MOZAOSPEHIN HA Er0 MOoBPeMKaSHUE.
rMIIOKOMETP USAACT 3BYKOBOM CUrHaUul 1 MPUCTYNUT K MPOBEASHUIO aHamsa. [loc/ie oKoHuaHus
O6parHoro orcueTa or 5 A0 O HA AUCIVIEE MOSIBUTCA PEe3Y/ILTAT TECTA C KOMTPO/ibHbM PACTBOPOM.

MPOBEAEHWE TECTA C KOHTPO/IbHbIM MCTBOPOM

ONA NpoBeAeHNA TeCTa C KOHTPO/IbHLIM PACTBOPOM BaM NOHaAO0G6ATCA:
PesynLTaT Ao/HkeH GbITh B Npeaenax 3Toro AjanasoHa.

CpasHuTe MOMyHEeHHBI Pesy/bTar C AManasoHOM  YKASaHHBIM  HA  KOHTEAHEPe TecT-/I0M0coK.

- riokomer
P Ecnu pesynsTaT HaxoAuTCA BHE YyKA3AHHOIO AUAanasoHa
- TecT-nosockn ECNn NOBTOPHLIE PE3y/bTAThI TECTA MNPOAC/DIKAIOT HE MONaAATL B YKASAHHLIA HA KOHTEHMHepe

<< KOHTPOSILHBIA PacTEOP vanason NPUGOP  MOWET  pPaGoTSTLIVCMONL3OBATECS  UEMPEBUILHO /G0 BOSMOMHHA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KECOEMECTUMCXITh  I/IIoKOMETPa WM TeCTUoNniocok. HE  UNCIMOJIbL3YMTE  3ToT  KOoMiekT g
TecTupoBanua o6pasua KpPoBKM  O6PATUTECH 34 MOMOLLLIO B CAy>kSy MNOAASIMKA WM B MECTO
nproGpeTeHns

AlmanaszsoH 3HaueHuWii AN TecTa C KOHTPONbHBLINA PrcTeopoM yKasaHHbIE Ha KOHTelHepe
TecT-NoNOCOK, NpegHasHaueH TONbLKO ANA OLEHKU pe3ynbTaToB TecTa C KOHTPONbHI

pacTeopou 3 TOT AMANA30H He ABNAETCH peKOMEHAAUNed N0 COACPK'AHMIO FN10KO3bl B KPOBM

MNPOBEAEHUE TECTA C MPOBOU KPOBU

N5 NPpoBeAeHIA TECTA C KOHTPONCMLLIM PACTEOPOM BaM MOHAA06STC

- rokomeTp SeffyCheck Prim

- Tecr-nornockin SeltyCheck Prim

~  KOHTPO/ibHBLIe PacTBopk! SeltyCheck Prim (Low. Norm. High) — /17151 TECTA C KOHTPO/IbHEMI PACTEOPaMUA
5 Pyuka a/1a NpoKasibisaHns asTomaTyeckas (C HAKOHEUHKOM AST)

- JSanueTs SeltyCheck

\<<ounnekTauus CMCTeMbl ykasaHa Ha ynakoBKe.

UTOGbI CHUSUTE PUCK 3apa>keHs:
A Hukorpa He nonb3yiiTecb OAHWM NaHUETOM WM PYyYKOW ANA NpoKanbiBaHWA BMecTe C APyrumn
nK3gbMn
NBcea6s UCNONb3yiWTe HOBbLIW CTepUWNbHBLIA nNnaHueT TMaHyeTbl nNpegHasHa4YeHbl TONbLKO ANs
OAHOPA30e0ro NCNONbL30OBAHMUA
AN36eraiiTe rronaGaHUA fIOCLOHOB, <«<aces rpA3u O WHOPOAHBLIT YacTWUl BHYTPb WUAM Ha

NOBEPXHOCTL NAHLETOB U ACNIOMATHUECKON PYUKM ANS NPOKANbIBAHUA

1. MoAroToBKa aBTOMATUYECKON pyuki ans npoxan

K TecTupol o Kposu

2 BcrasbTe NaHueT B AeprKaTess

1 MoBepHUTE KOSINAaYOK Py KA A1 3. CHUMWTE 3aUKITHLIA

nNanueTa n HasaBUTe Ha Hero
MNPOKASILIBAHVA 1N CHUMUTE ero e KOMMAa4YoK C NnadHueTa

'
OTSHYE BEEPX UTOGL! HAAE>KHO 3aKperTL

NepxuTe pyucy
3a Kopnyc
ycTposicTea
a He 3a KoNNavok

5 YaepraBaiiTe KONNaqoK 1 6. MoTaHuTe 3a o6NnacTL
PEery/IMpoBKIA HaK/oHa A0

4. HapeHbTe KOMNAaYoK Py KA
cTaTHO 1 nosepHuTe ero Ao BLIGEpUTE r/1yGIHY NPoKona,

wenuKa, YToGb! 3aKpenTsL Ha rioBopauIMBas perysmpyemsIii wenuka Korpa usaenne

HAKOHEUHLIK B SIHOBOM 6yAST rOTOBO K UCMONL3OBAHIC

mecTe (em. prc.).
HanpasfeH, Takm o6pasom UBEeT MNyckoBon KHoM

usmeHuTcs

KO/Navok saxkpervieH, ecnm

VHAVKATOP KperyieHst UTOGLI CTPerika Ha Kormavke

ANECNM Bbl HE yCNblWANM W eNyKa,
BO3MOXHO, yCTpOicTBO
3aKNMHUNO Nep”™ ycTaHOBKOM

navyeta

HaxoOAMTCA B KpaiHem Npasom yKaseisana Ha TpeGyemyto

rono>XeHUN. rTySUHY NpokKosia

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2. BCTaBbT€ Ttect-nonocky B rrokomcTp /19 €ro BK/K4YeHns

Oo>AMTECh NOABNEHNA CUMBONa

e—m un Ha avcnnee

3. BoiGepuTe NoAxXOAALLN PEXM n3mMmepeHinsa

Ha ycTpolicTBe NpeaycMOTPEHO 4YeTbipe pexuma  unsmepeHus Gen (o6

PC (nocne eapil 1 QC (KOHTPO/Ib KauecTsa)

-EHeLLN 1 ycnoomsacrtaon~i0oBAHURA 1

Gen 1 5 /1060e BOEMsI cyTok, HESABICUMO OT MNOMEeMA ML
AC H MAVIVM 3a 6 Hacos A0 enbl

PC ueoes 2 uaca nocre eae!

oc NumarHocTUka ¢ KoHToorbMEM pacTeoctom

MepertoueHIe PeskMOB OCYLLIECTES/IAETCH C/ISAYIOLMM OGPasomM

1 Mocne extoqerus
Ha gnucnnee nosBuTCs
cumeon 4 I'hH Gen

2. HavkImvaiTe KHOMKY A
N7 NEPEKIOHEHA PEXUIMOB
Gen. AC n PC

3. HavrkawvITe KHOMky M
Ans NepersioHeHst
Ha pestam OC

AC*
*k _ *
8 il & T L 8 A oTor
4. MonyunTe o6pasel, KPOBU

MoaroToska mecTa saGopa Kposun
Ha KAYECTBO MOSTYUEHHOrO PE3Y/ILTATA USMEPEHST YPOBHS IIOKO3b! B IDOBU CYLLECTBEHHOES B/VEHE
OKABLIBAET CTUMYIMPOBAHNE KPOBOOGPALLIEHV, /151 STOFO NOTPUTE MECTO YKOMA Mepes; SAG0POM Kposi
MOKABATE b COASP>HAHIS ITHOKOSbI B KPOSU, B3STTOM 13 MECTAa  KOTOPOE MPeASaPUTESIHHO HE PaCTUPasIoCh
CYLIECTBEHHO OT/MUAETCS OT MOKASATES 151 COASP AHUS ITHOKOSb1 B KPOB B3STTOM 1S Naribua. Pactupanine
MecTa yKosia nepes, B3siTiem KPOBiN NOSBOSFET 3HAYUNTENLHO YMEHLLLITE STy PasHALY
Mo>kanyiicra, co6oaanTe Ceaylomne yKasaHus nepes B3siTiem Karyim Kposu:

BLIMO/TE W BLICYW MTE PYKN Nepes TeM. KaK NPUCTYNUThL K npousaype,

BbI6EPUTE MEecTO ykana Ha KOHYMKE Nanblya WM Ha APYTOW YacTh Tena.

Nepes NPOKONOM NOTPUTE MECTO yKONA B TeUeHMe NPUMEPHO 20 CeKyHA
AKMNpnTpuTe MecTo ykona gesnHd Myupyiow el cand>eTKoi. n gaiiTe Koxe BbicoaHyn k.
3a60p KpoBU U3 Nansua

1 Mpokonure nanety,

MAOTHO MNPLDKMNTE HAKOHEUHUK Py KA 4151 NPOKAILIBAHNA

K HLDKHEM UACTU NOAYLLIEUK NasibUa.

115 BLINOHEHVA MPOKONA HEDKMUTE MyCKOBYIO KHOMKY.

MO BLINOAHEHLIN MPOKONA MPOSBY AT LLESHO!
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2. YpanmTe yCTpOMcTEO C MecTa NpoKora.

Mocne BeiNoNHEeHUs1 MPOKOMA YAA/IVITE MEPBYIO  KArvio KpoBu G
MOMOLLIO UNCTOM BaThl HEOGXOAMMO MOYUNTEL He MeHee O.5 Mk
o6pazua Kposin

OCTOPO>HO HAAABUTE HA MECTO MPOKOsA, HTO6LI COBPATE eLue OaHY

Kar o KpoBU By/ITE aKKypaTHbI YTOGLI HE cmasaTs c6paseL), Kposu.

A Tpu KOKAOM n3MepeHnn abl6upadTe HOBOE MecTo HeoAHOKPaTHbBIE NPOKONbI B OAHOM U TOM
XemecTe or/ T noesneus 3aco60i 60N1e3HEHHbIE OW YU EHUS N NPUBECTU K NOSIBASHWIO MO3OeRi

A MNpoKoHCYynbTUpPpyWTech ¢ BpaHoM nepej 3a60poM KPOBU M3 aNbTepHATUBHBIX MECT

5. HaHecuTe o6paseL, Kposu

Heo6xoammo nogHecTn TecT-r1on10cKy, BCTaABNEHHYIO B
F/IOKOMETP K KaNmMe KPOBI MO, HAK/IOHOM.

P11 COMPUKOCHOBEHIN KaHana A1 a6COPGLIN TECT-MOMOCKI C
Kanneli KPOBL BCaCkLIBAHNE KPOBL NPOVZOHAST ABTOMATIMECKN

S -

/ OCTATOUHOM KOMMUECTBE MPOGH! KPOBU, MOG/IE HYEero FIIoKOMETP

noaTEEepP>KAeHUA  TecT-NosiocKn sanonHunTca P

VISAACT 3BYKOBOM GUIHAN 1 MPUICTYIUT K MPOBEASHIO aHanmsa

HE YBWPAWTE naney, noka He ycnbl W uTe 3BYKOBOI curuan

He npuxumaiiTe MecTO ykona k TeCT-NONOCKE U He pasmaskiBaiiTe KPoBb.

ECnyu B Teuenme 3 MUHYT 06pasel KpoBu He GyAeT HAaHeCeM Ha TeCT-NoNoCKY yCTpoi#cTBO
aBTOMATUUYECKN OTKAIO UMTCA [NA Hauaia HOBOTO W3MepeHus Heo6X0AUMO YAAnWTb W 3aHOBO
BCTAaBUTL TECT-NONOCKY

A OKHO MOArY~eep>KaeHLs A0/1KHO GbiTh NONHOCTH O 3aN0/IHEHO KPOBLIO AN Hayana 06paTHOro
oTcueta HUKOTAA He nuiTaliTech po6asmure AONONHUTENbHOE

KONNYeCTBO KPOBW Ha

TecT-nonocky nNocne TOro, Kak BAMTanack nepeas Karas  W3BNeKuTe MCNOoNb30BaHHYIO
TECT-N0NO0CKY N NOBTOPMTE UIMEPEHUE C HOBOW TECT-N0N0CKO

A EC/Msam He ypaeTcs 3anonHmMTL OKHA NOATBEPXKAEHUS 06pPaTMTECh 3a NOMOWbLIO K BAWBMY

17111
lUu

nevauwemy Bpady UAn B CAYX 6y noaaep»aan
6. CunTbiBaHVe pesynbTaTa

Pesy bTaT NSMEepeHns YPOBHST IHOKOSb! B KPOBW MOSIBUTCS Nocne
o6paTHOro oTtcueTa Or 5 A0 O 1 GyAeT coxpaHeH B NamvsiTy

ycTpoiicTea asTomaTuecku (100 Mr/aa =55 MMCrs/m)

3 »Uuu*

A CuNbHOE 06€3BOXMNUBAHWE N YPE3MEPHAS NOTEPA BOALIMOTY T NPOBECT KTOMY, 4TO0 NoKasaHWus
6YyAyT HUXEe AeNCTBUTENbHbIX npv nNOAO3PEHUN HA CUNbHOEe O06GEe3BOXWBAHWE HeEMeANeHHO
o6patuTech K Bpauy

[, ECNn nokasaHus ypOBHS [NI0KO3bl B KDOBU HUDKE UN Bbile HOPMbI, @ COOTBETCTBYlO W Ne
CMMNTOMBI 3a60NeBaHM” OTCYTCTBYIO T, NpexAe BCero, NosTopuTe TecT ECAM CUMNTOMBI
APpUCYTCTBYIOT WAM €CNU NOBTOPHbIE M3MEPEHWs NpPOAONXKAOT NoKasbiBaTb pe3ynbTaThl,
KOTOPbIe HUXE MU Bblll e HOPMbI, CrieyiTe peKoMeHaALMAM Ball ero Nevaw ero epaya

A ONAN3MEPEHNA YPOBHSA FNMI0OKO3bl B KPOBU MCNONb3YWTEe TONbKO cCBeXne 06pasuybl 4UeNbHOW KPOBYW
MNpu NCNONL30BAHUN NHBIX 06Pa3LOB Pe3yNbTaThl GyAyT HEBEPHLIMU

A Ecrm, npu yCNoBUWM  TOUHOTO COGNIOAEHUS WMHCTPYKUWii, HacToswem
PYKOBOACTBE y BAac MMEIOTCA CUMNTOMbI, He CoOoTeeTCTeyk3lWMe pe3ynbTaTamM M3MepeHunit

N3NO0XEHHBIX B

o6peTuTeck K BalleMy nevaluemMy Bpauy

A MNposepbTe, yknagbiBaeTcs NuM pe3ynbTaT NONYy4YeHHbIA B
npuemnembiii AManasoH pesynbLTaTos [pu sHauerws> 6onee 1A MMONL/N 06paTHTeCh K CBOEMY
Bpauy

pesyneTtare aHanusa, B

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CucTtema nossonsieT Nonyqarts pesysbrar

NeHTHBIR © ANA NNasMel KPoBU.

Bpems namepenus JAnana3oH HOPM bHbIX 3HaUYeHWi YPOBHS I/1HOKO3bl B M1a3me KpoBu
AN Noaei, He cTpajarowmx gnadetom (Mr/a0).
i HaTtow@ak wm nepen, enoi . <= TOO mr/an (5.6 MVone/ ™

_(3rycTs ? uaca nocne eael = 140 mr/an (7 8 mvore/r )

ANTIPOKOHCYRNbTUPYHTECHL C Nevyau um Bpavyom, YTO6bl ONpPeAenuTb NOA.XOAAUWMA Bam Lenesoit

AvanasoH sHaueHuit

YPOBEHE KOHLIEHTPALMN ITIHOKOSb! B KPOBU LN M/IA3ME MOXKET BLIDE>KATLCS B eAMHILEX Beca (M4

W MOSISIPHOM KOHLEHTPALMN (MMOME/T). FIPUHLMMN NPUG/IMZUTENLHONO MepecHeTa 3HaqeHst M/as

B MVOSIL/IT CReayrOUIA:

Hanpuvep, 1. 120 M/ -18 =6.6 MvOnb/;
2- 7.2 Mmone/n <« 18 =129 m/an

(Pe3y bTaThl NepecHeTa NPUG IMENTEsILHEIS)

mr/an caspenuTe Ha 18 =MMONL/N

1 Mvons/n yYMHOKTE Ha 18 =mr/pon

7. yTVII'IVI3aL[VIF| ncnonb3oBaHHbIX MaTepunanos

VisBrieHeHune NCrosib30BaHHONM TeCcT-rNosiocku
VIZB/IEeKUTE TECT-MOSIOCKY MEPEABIHYE MOMN3YHOK
BLITANKNBAaTENS MTIIOKOMETPA B KpaiiHee rnosioskeHune

FIIIOKOMETP OTI/IKSUTCA aBTOMaTUUECK
VsBNieueHe Ncrnofib30BaHHOro NnaHueTa

1 OTKpyTUTE KOMNAaYOoK PYUKL 11
v 2 4TO6L! yoaTe
7 YOanuTe nanueT. YTuwimsupyiite
= VICMO/Ib30BaHHBIZ NaHUET
VCMONb30BaHHLIN NaHueT

BbABMHLTE BbITECHUTE b

1~ coGroaan Mepbl NPeaccTo- —
X Bnepea. YTuwwisupyiite
&; POMAVIOCTU MOMECTUTE SaLLTHYIO
o NaHueT B cooTBETCTBIN
T T KPbILLIKY NaHLeTa HA TEEPAYIO

. C HOPMaMU SIOKA/ILHOIO
1 MOBEPXHOCTE U BLYABUHLTE

. saKoHoaaTeNbcTEAa
- a HEero VCMONLSOBAHHYIO UITTY
A Mcnonb3oBaHHbIe NaHUeThl M TECT-NANOCKN CYNTAK3TCA GNONOTMUYECKM ONACHBIMN OTX0AAM M
YTUNU3NpPYHiTe NX B COOTBETCTBUMN C HOPMAMMW NOKANLHOTO 3aKOHOA4ATENbLCTBA
ANnsa 3a6opa KPOBU W3 aNbTEPHSITUBMBLUT MeCT (He M3 NoAylWweukn nansua/ UcCnonb3yiTe

Npo3pauHbiii HAKOHEUHUK

3AB0OP KPOBW/ N3 ANBTEPHATUBHbIX MECT

Bbi MOMETE NPOBECcT aHaNNS O6PasLIA KPOBU B3SITON 1S a/bTEPHATUBHE D> MECT

A CyuwecTByl T OrpaHuuyeHus Ha BO3MOXHOCTb 3a60pa KPOBM W3 anbTepHaTUBHLIX MecT
Mo anyiicTa NPOKOHCYNBLINUPYHTECH C BAWIMM BPAUOM A0 HAYA/ A NCTTONGS0SaH[/S 9 TO 0 MeToaa
3ameHUTe KOMMAaYOK YTPORCTES BBeASHNST Ha

NPO3PaUHLIZ KO/NAYOK A4/151 3a60Pa KPOBL 13

ansTepHaTUBHLX MecT (AST).

MOTAHUTE KOHTPOSIbL B3BOAA HA3A, [0 LUETHKA.

Mpuy yKone B Npearyieuse, rnaeqo nim pyky nsGeraire

MECT C SPKO BLIDEPKEHHLIMI BEHAMU, HTOGLI N36E3ATE

UPEe3MEePHOro KPOBOTEUEeHLIS.

Korpga cnegyeTt ncnonb3oBaTbh MeTog 3a6opa KpoBU U3 aflbTePHATUBHBIX MECT?
OcoBeHHO(IT JMTaHNs!, MeYeHUs], YPeTeHb Harpyski Wi CTPEcC 1 GOSesHN MONyT OKasbIBaTh
B/MAHNE HA YPOBEHL I/IHoKOSbI B KPOBU. KanwuispHas KpoBb B KOHUMKAX MNa/bUes OTPabkaeT Tamkie
NSMEHEeHsA GLICTPEe, YeM B APYTiX YacTsix Tena MosSToMy, Mpu NSMEepPeHLN YPOBHS I/HOKOSb1 B KPOBIA
BO BPEMST L/ HEMOCPEACTBEHHO MOC/E e/bl. (PUSNHECKOM HarPySKA TN KAKINX- NGO APYTiX ASACTEN
N COBBITUIN CreaAyeT NCMONL30BATE TO/ILKO O6PAasLLI KPOBU US MNaNbues.
Ml HACTOATE IEHO PeKOMEHAYEeM MCMOIbL30BaTh 3a60p KPoau msanbTBPHATUBHbIX mecT TOS/IBKO npu
creayroLIX YerioBusix
= 10 €Ak WK HA FONIOAHLIN >KENMYAOK (HE PaHee Yem Hepes 2 Haca Moc/ie NOc/ISAHEro NpreMa MaLy).
- He paHee uem uepes 2 yaca rMocsie NPUeMa VHCY/IHA.

- He paree uyem uepes 2 uaca Nocsie hUBNHECKIIX HarPySOoK.
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HE nenoneayiite 3a60p KPOBU US &/TbTEPHATUBHLIX MECT ec/in

- Bbl MpeAnonaraeTe HUSKAN YPOBEHE ITIHOKO3b! B KPOBI

- Bbl He yBepeHb!. eCTh M1y BAC MMNOrINMKeMAs.

- Bbl MPOBOAMTE TECT HA MNEPIIIKEMAIO.

- Pesy/bTar M3MEepeHUs ypPOBHS IIIOKOSbl B KPOBU 13 afibTepHaTusHbk MecT He cooTseTcTByeT
BalLeMy camouyBCTBIIIO

= Pesy/ibTaTbl BalLx OGbLIMHBLIX MPOBEPOK MOABEP>KEHbI HACTLIM KOMEGAaHNM.

AnbTepHaTUBHBLIE MecTa AN 3a60pa KpoBU;

Maney,
Napors
re—o

. Mpeanneuse

wNp

»

nneuo

npeannieuse

npeanonaraemaii soHa

ncnonbaceaHs ANA PyK

NMAMATb FMIOKOMETPA

YCTPOMCTBO coxpaHseT B NamsaTi 1000 NoceAHNX Pesy IbTaToB USMEPEHUN YPOBHS IIHoKOSL! B Kposi
C yKkasaHmem AaTtbl U BpemMeHi 151 NPOCMOTPa Pesy/IbTaToOB, COXPaHEeHHLIX B MamMsAT yCTpovicTea

HaUHUTE C BLIK/IIOUEHHOro yeTpoiicTea

1. BKNIOYEHNE peskima aocTyna K NaMATH

Ha BLIKIHOUEHHOM YCTPORCTBE HadKMUTE 1 OTrycTuTe
KHOMKY M 1 A . Ha aucriee nosisutcsa cumeorsn [m] n
nepeLii  OTOGPa>KAEMLIG  Ha  SkpaHe  pesysLTar —
nocneaHni pesynbTar MaMepeHUsi ¢ AATOM, BpemMeHem u
pe>kiMomM namepeHusi Haskivaite kHorkn A v v ans
OTOGPaPKEHUs1 Pe3y/IbTATOB U3MEPeHUii, XPaHALLWIXCA B
namsT yeTporicrea.

UTO6bI BLIUIOUATE FMIOKOMETP, HEDKMUTE 1 yAep>uisaiiTe

KHOMKY M

2. MpocMoTp cpeaHnx pesynbLTaTros nsmeperun yposhs [MTI0KO3bl 8 kposu

- HakvTe 1 OTNYCTUTE KHOMKY > ANsi BXOAA B PEX3AIM MamsiTii yCTPOWCTEa C OTOGParKeH1em
cpeaHX pesy/IbTaTOB MPY MOSIB/IEHN HA SKPaHe CLIMBOSIOB n DAY AVG
OTrycTUTe KHOMKY M U1 Ha SKpaHe MOSIBATCA CpeaHme pe3ysibTaTbhl BalX musMepeHuii B o6Luem

pexavie (General) sa 7 aHeii

-  HadKkMUTE KHOMKY @ N5 MNPOCMOTPA CPEAHUX PESY/ILTATOB USMEPEHUN XPaHALLWIXCA B KasKAOM LIS

PeXIMOB VsMepeHua B nopsiaxe Gen AC PC. sa 14, 21 28. 60 1 90 AHek
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3. Bbixos 13 perkiima AocTyna K namsiti

rlocne nokasa NOCNeAHEro Pesy/ILTaTa NSMEPEeHUN YASP?UIBaNTE KHOMKY M UTOGbI BLI/IOUTE

o
nr

rroKoMeTP

r

A Ans Beixopa 03 pexumMa focTyna KNamsTu BNIOOOE BPEMA HAXKMUTE N yAepXK MBaiTe KHONKY M
B TeueHue 3 CeKyH/J UMW B TeueHme S5x MUHYT He HaX MmMaihTe HUKAKUX KHOMOK [MK3KOMeTp
OTKNIOUMTCA aBTOMATMHECKN

A Mpu 3anonHEHUM nNamsaTu ycTpoiicTBa, caMblii nepsbiii pe3ynbTaT uamepeHus 6ypeT
aBTOMATUUECKN yAANEH N 3aMEHEH HOBbIM

A PesynbTaTbl M3MepeHWUl C KOHTPONbHLIM PacTBOPOM HE BXOAAT B CPeAHME pe3ynbTaThl

namepeHuin

SKCMNNYATALUNOHHBIE XAPAKTEPUCTUKN

MNpeyn3noHHOCTb

MPeLS1OHHOCTL CoOTeeTCTBYeT TpeGoBaHAM cTanaapTa LICO 15197 2015

KOHLeHTPaLUs FIIoKO3b! S 5,55 Mmons/n (100 m/al ~<5,55 MMOsIL/n (100 M/ar

PesyneTar 2506 0,28 MmO/ (S Mo

CucTema o6/1a8aeT NPUEMIEMON BHY TP/IAGOPATOPHON MPELMZNOHHOCTBIO 1 BOCHPOMSBOAVIMOCTEHO
CO 3HAUEHMEM KOBH(PNLIMEHTA BAPUALIL HIDKE 526 1 MO KE KAOMY YPOBHIO KOHLISHTPALMN HIDKE
100 MI/A/1 1 3HAYEHMEeM CTaHAAPTHOrO OTK/IOHEHUST B Npeaenax 5 MI/ON Mo KedKOOMY YPOBHIO
KOHLEHTPaLW Hubke 100 Mr/an.

Jto<eWHOCTb

JIMHeAHOCTE  CUCTEMBI  COOTBETCTBYET KPUTEPVSIM  MPUEMIEMOCTI B MPeaenax WsSMepsiemMoro

AnanasoHa KoHUSHTPaLmn 20-650 M/,

TOUHOCTL CUCTEMbI COOTBETCTBYET TPEGoBaHIIAIM cTaHaapTa MCO 15197 2015
- ANA KOHLEHTPALMN FIOKO3EI = 5,55 MMONL/N (= 100 Mr/am:
9596 pe3y/ILTATOB A0/ HKHbI HAXOAMTHLCA B Npeaenax i 0,83 MMoris/n (15 M/
- ANA KOHLEHTPAaLMN MIoKO3bI 2 5,55 mmoss/n (2 100 mr/am):
95%6 pesy/IbTaTOB A0/DKHEI HAXOAMTLCA B Npeaenax 115%a
- 99926 nsmepeHublx IHAUEHNP FTIOKOSbI AOIDKHbI HAXOAUTLCA BHYTPU 30H A 1 8 COor/flacoBaHHoOM

ceTK oLLMGOK.

BANAKOLWNE BETNYNHDI

YpPOBEHb remaTokpuTa
OuanasoH remarokpura 35-60%%6
KoHueHTpaunsa rioKoss! I r 5,55 Mmons/n (100 mr/Zo) <« 5,56 MmO/ (100 M/

Pesynstar 1 +10% 240,55 Mmvors/r (10 M/
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WNHTepdepeHyms
BelecTea 1 KOHUSHTPaLMN MPeBLILLAIOLINE AOMNYCTUMEIN NPEAS! 1 BLISLIBAIOLLE NHTEPHEPeHLIIIO
© Tep n es Tvmeerol=HepulllbDeiA

AnanazsoH koHMUTpaums
QUM BEPXHWY NpeaesiHxH S1>)

MpeaensHo AonycTumvas

BewecTso KoHLeHTPpaLMWs (M7

Ju(r A Mt T pi'™ Haoaigr Dmc™
AcknpouHcuita «ucrcta 1 Butamum
Burury6u- 1 e:Bmj<3-"Qii'j__

LT IONMUT —
Neeopgona ©06:-0,28
MeTtungorl0 0_1-C.5
BocctaHoB1"K““Bln T ; *alnO“ 24.25732 2 _
Tonasamung, 2-'>

Moueasa KUCN0Ta 2~ I
ranaktoTn _ 5
MaHHUTO/1 37128
‘MaHHosza L

Kcunnosza He rpyumemMmmnmmo
Inebv=ecte o6pasues (puruepvuae 30-000

BeLLecTsa 1 KOHLEHTPALWM, BbiSLIBAaIoLE UHTePhepeHLLIo

MpeaensHo aonycTiimasl  KoHUeHTpaLms B NpoGupkKe
Beuwectso KoHLEeHTpaums (MrfAN) 1 ANA B3ATAA KPOBU (MI/A/)
DTOPUA HATPUS/OKCANAT KA =250/200 1 250/20C

CoeamHenus KOTOpbie MOrYT Bbizbigs Th MOBLILLEHNE PE3Y/ILTATOB U3MEPEHUS YPOBHSA /IHOKO3bI

6 AnanasoHe TeoaneeTUHECKON KOHLEH rpaLyi

MpeaensHo aonycTumvasn TepanesTudeckuii avanaso
BewecTso KoHUueHTpaLpsi (MrYar) (L BepxHUWiA Npeaen 3} mr/am
Mparaokcum «5 - 10

(AO3a A1 BHY TPUBEHHOIO
BBEAESHUA 500 Mr|
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MATEPWA/Ibl M3FOTOBJIEHUS KOHTAKTHbIX MOBEPXHOCTEWM
n3genna

APU NSrOTOB/EH NSAE/ NS HE VICTIO/E3YHOTCS KOMMOHEHTHI 3UBOTHOIO MPOMCXOKASHUS. Usaevie He
COAEeP>IT 8 COCTaBe BELIECTE KOTOPbIe MONYT PacCMATPUBATLCS KaK MeKapcTBEeHHbLIE Mperapars!

W  chapmalesTryeckue. B  uU3AeM  HE  UCMO/L3YIOTCA  MaTepuarisi  GUOIONIHEcKOro

MIPOUCXOMASHNS, TIPS anar

THIN 11 MOBTOPHOrO NPUIMEHEHVIA.
[TIHOKOMETP. TECT-MO/IOCKN, KOHTPOSILHBIE PaCTEOPb!, PYYKa A/151 MNPOKA/ILIBAHNA SBTOMATUHECKasT,
SIAHLETEI, UEXOS A/151 XPAHEHS! MNP NCMIO/IE30BAHNN KPATKOBPEMEHHO KOHTAKTUPYIOT C MOBEPXHOCTEIO
KO (MaNIbLIL! PYIK. NTaA0HE, KACTBL

Tecr-nonockun pPyYka A5 NPOKA/bIBaHUS U JIAaHUETbl KPaTKOBPEMEHHC KOHTakTUpyloT —C
NOBPEASHHOM KOMEP (MaribLb! PyId.

MaMUETLI MEIOT KPATKOBPEMEHHLIA MHBASNBHLIT KOHTAKT C BHY TPEHHEeM cpeaoi opraHava. Mepuon,

HENPEPLIBHOIO KOHTAKTA COCTaB/ISET MeHee 1 CeK. JIaHLETh! CTEPWIbHL!  arpOreHs!  HETOKCUUHL

MAPKUPOBKA 1

MapkumpoBka MOTPEeGUTE ILCKOM YNakoBKN CUCTEMbI COASP>KUT CeAYIOLLYIO  MH(POPMAaLIO:
HanMEeHOBaHe, TOBAaPHLIA SHAK. KO™UMN/IIEKTHOCTL. HAMMEHOBaHME 1 aApec MNPONSBOMAMTESS, aapec v
KOHTAKTHAS LIMEPOPNVLIIS YTIONTHOMOUEHHOIO MPEeACTABUTENS CUMBO/IbI <MEAMLIHCKOS N3aeme As1s
ANArHOCTUKA IN Vitro>>, CUMBON «<He [oNyCKaTh BO3ASMCTBUNS CO/IHEUHOrO CBeTax> CUMBON «<Bepeus or
BRarn> CUMBON «TeMMEePaTyPHBIA MMAaNasoH» CUMBOs «OCTOPOXKHO OBPaTUTECh K PYKOBOACTEY MO
SKCTyaTaLWIL>>,  LUTPUXKOZ, WSAS/MS,  KPATKash UHOPMALMST O  BOSMOMHOCITSIX 1 TEXHNIECKI
napaveTpax UsAernust. YHUKaIbHBIR CeprHbIA HoMep n3aens, CPoK roaHoCTU Hovep 1 aarta PY

MapkmnpoBka KOPryca r/IHOKOMETPa COASP>KUT C/IEAYIOYIO MH(POPMALIIIO:  HANMEHOBAHE
MOAEese ToBAPHEI 3HAK, HAMMEHOBAHVE 1 aapec MNpomssoaAmMTesia  cepuiHeli Homep: koa QR:
BHYTPEHHUIM KOf, STUKETKU, CUMBO/ «OCTOPOXHO' OGPAaTUTECH K PYKOBOACTBY MO SKCIUTyaralpibs,
CUMBON «O6paTUTECH K PYKOBOACTBY MO SKCIVIYATALWI> CUMBOs <MemipHcKoe usaere ans
[AMArHOCTUKN iN Vitro», crMBos «lMoeTosiHHBIA Tok»  3Hak cooTBeTcTBUS CE napamveTpbl 6arapeun.

MapknpoBKa KOPryca KOHTERHEepa C TECT-MOJSIOCKAMI COASP>KUT CIEAYIOUYIO MHPOPMALIIO]

HALMEHOBAHIE, MOAE/Ib, TOBAPHLIA 3HAK HANMEHOBAHNE 1 AAPec MPOUSBOMMTESS HAMMEHOBAHIE 1
apApec YNoMHOMOYEHHOro NpeacTaBUTeNs TenechoH ropsYeil SHAN, CepuiHLE HOMEepP. MecTo asis
VKAZAHIS AATEI BOKPLITLS, KOMHECTEO TECT-MONOCOK B YITAKOBKE, CLIMBOJT «OCTOPOWHO O6PaTUTech K
PYKOBOACTBY MO 3KCIVIyatalpiy>, CUMBOn <«<Mcronssosats Ao0» (8 copmvare [MTT/VIMD, cumeon
«MeaLpHCKoe N3AeNe AR AUArHOCTUKA 10 VItro», CLMBOJT <« TeMMNepaTypHLIA AManasors>, CLMBOs
<[ ANasoH BIEKHOCTLD>, CUMBOST <3arnpeT Ha MOBTOPHOE MPUMEHEHNE>  AVArasoH A7151 KaYeCTBeHHO
VHTEPrpeTaLin NsMepeHHbIX SHAUSH & SAVHLIAX MMOML/ 1 M1 [HBK. HOPMEVILHLIA, BbICORM
YPOBEHL) /151 KOHTPO/ILHOrO pacTeopa (8 hopme TaG b))  HaAMcH <<LICNo/b3yeTcs TONbko C
rlokomeTpami - SeltyCheck  Prim 1 KOHTPONbHEIMM  pacTeopami  SetfyCheck  Prims,  Haammick
«Mcnonb3oBaTh a TedeHme 6 MECALSEB Moc/e MepBOro BCKPLITVSD  HAAMNCE «He SamoperiaiBart>,
BHYTPEHHUIA KO, 3TUKETKI HOMEep 1 gata PY KOHTPOsZib BCKPLMUA 'MOMOCKA, HaK/ieeHHas Ha
NOBEPXHOCTE KOHTEMHEPa) — B SABMCHMOCTI OT (hOPMbI BbIMYCKa

MapknpoBKa KOpryca hriaKkoHa KOHTPO/ILHOIO PACTEOPAa COASP>KUT CrIE/YHOLLYIO WHCPOPMALIKO:
HAMMEHOBAHNE, MOAE/IL TOBAPHLIA 3HAK HANMEHOBAHVE W1 aapec MNPOUSBOAMTEst  CepuitiHbi
HOMEP MEeCTO A1\ YKASaHUS AATbl BCKPLITUSA  KO/IMHECTBO TECT-MOSIOCOK B YIaKOBKE  CLIMBOST
«OCTOPOHHO' O6paTUTECh K PYKOBOACTBY MO SKCIVIyaralgm», CUMBOs <licnonbsosars o> (8
chopmare TTT-MM). CUMBON «MEAULMHCKOS W3AeNe ANS  AMEarHOCTUKA L \Vitros,  CumBon
«TemneparypHLii AManasoH», CUMBON <« [ManasoH BAEKHOCTU»  CLMBOS <«3anpeT Ha MoBTOpHOe
NPpUMEHEeHME>, ANANA30H /15 KAYECTBEHHONM VHTEPNPETALIN NSMEPEHHBIX SHAUSHN B eaMHILIAX
MMOSIB/N 11 MIT/A71 (HUSIARA, HOPMABHEGA, BBICOKUIA YPOBEHB) A/151 KOHTPO/ILHOMO pacTsopa (8 chopme
TAGMLED, HAANMCE <VICMO/Nb3YETCsl TOMLKO C rtokomMeTpam SelfyCheck Prim 1 TecT-rosiockam
SeltyCPei™ Prim»», HaAnmch <«lICMONb3OBaTL B TeueHue 3 MEeCALeB rMoc/ie NepBoro BCKPLITUSD>,
HAAMCE «<HEe 3aMOParkMBATE>, BHYTPEHHIM KO/, STUKETIN, HOMEeP 1 aaTa PY

MapkupoBka  yrnakoBKu1 — NlaHueTos  (MakeT)  COASP>KUT  CASAYIOLYIO  NH(OPMALWIIO:
HauMeHoBaHMe 1 o6o3HAaueHe WIAeNs, MOAEeslb, HaMeHOoBaHue, ToBapHLIiA 3HaK, agpec u
MponsBOANTE NS 1 NPEANPUSTTUS-N3rOTOBUTE 151, CEPUIRHBLIA HOMEP, KOMMMUECTEO V3AS/INA B YIaKoBKe,
O6osHaueHe Kamepa Ukl 30G/0 3 MM. CUMBOST «<OCTOPOXHO' OGPaTUTECH K PYKOBOACTSY 1O
SKCTUTyaTaLIN>, CUMBON <PaanaLoHHasT CTEPUWINSALIS>, CUIMBOST <VcronbsosaTs Ao> (8 chopvare
MITT-MMVE=  CUMBON <«3anpeT Ha MOBTOPHOE MPUMEHEHNE>, 3HaK KadecTsa CE. BHYTPeHHWA Koa,

sTUKETIA.
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CUMBONBI, NCMONL3YEMbIE B MapKUPOBKE Nsae s

Cumson 3HaueHne Cumeson 3HaueHune
NMemayrcoe vaperve
~ Vercroaurens Ko 4 s i 6 1 7 1
HAPL apa ganiocniaer mvifro A * 2 3
N Cepiir i r
> > i Hovep oa
R o SCrVyaTAL I Mecay fa a T -Ans 0603HaueHNs NamueToe
Onucanune MpoussoacTea - N
" 01-12 ' 0-3) ¢ oTenHumBaton”eiicst Kpbitue'lkoii
; TemmepaTypHe i apeneson L Kon, repna K2 nocn.uHtpbl 00*99)
5 12 3 T

) Vicnorssosams a0

OCTOPOIHO. CBPAaTUTECE K PYKOBOACTEY

non o srcryeTaLp s
CUMBON (PAAMELOHHER CTEPILBALYED>

(Tonbko ans naHueToe) c € ol

YT VEALYE BMECTE C 2MIeKTPVMEGKUV
11 SMIEKTPOHH M OGOPY/AOBAHEM

NMepraposka CE

NPUHLUNN KOANPOBAHUS CEPUIA KOMIMOHEHTOB CUCTEMbI

FnokouneTtp
10 (11 12 13 14 15
roa
Bepcus
npoussoAcTEa Hepaens Bepcus
noaenu “eprsten HIAep
(2 nocn.umdpel  NpoussoacTEa mopenn
1=A 2=8 nra,
0099)
o 1o'ro,o0o"o 1 8
TecTuo10CKMN
© Kop 2 3 A s 6 7 s ° 10 1
roa KonuuecTeo
™M Aara A l0ur
npoussoacTea  Mecsu
Onucaunue Cepus npouseoacTea Kopa Kateropum
(2 noen yndpsl A-L B 25 wun
01-31
00-99) c s50uL
Mpumep T © 1 7 s 1 1 5 6
1 T - Taoyuan (MecTo NpomnssoacTEa)
2 D - TecT rosiockKa C yrosibHbBIM 3/1eKTPOAOM
6 Homep cepui (CyTouHbLIA) (Homep | 2)
10-11 Kopa, kateropum (A-Z 0-9) MNpur OTCYTCTBUN Kofa - O
KOHTpOsibHbIe pacTBOpPbI
Koa 1 2 3 A 5 6 7 B
foa
Naentudukaynontelii  Bepeus npouseoacTaa  Aflecsy
Onucakue  LiBeToBOI Kop, CepuiiHbiii Homep
«oa mogenu (2 noen.uudpel AL
00-99)
Npumep R A A 1 2 A 0 1

Koa 1 Lisetosoii kop, Y Gkentel) - SelfyCheck Prim Low (Huskiii yposeHs)
G GenemHbii) - SetfyClneck Prim NOMM <HOPMA/ILHLIR ypoBeHs]
R 1kpocHbii) - SelfyCheck Prim High 'Bbicokmi yposeHs)
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Mpumep _

OBCNYXWBAHWNE

AKKYMynsiTopHasi 6aTtapes
B KOMIMIEKT C ITIIOKOMETPOM BXOAUT OfHA aUTKaMHOBas 6aTapes 15 B TUNAAA.

HUSKNY 3apsA, aKKy MY ISTOPHOM GaTtapen
AHANMNSATOP BLIBEAST HA SKPaH OAHO 13 COOGLLEHUM NepeHcneHHLX Hpke B kavecTse onosetLueHsa

© HNZKOM YPOBHE 3/IEKTPUHECKOro 3apaaa Gartapen

CumBon M/l NOABAAETCA Ha AVCIUIee BMecTe Cumear C3 nosBnseTca Ha aucriee c
c  apyrumui  coo6lueHusaMui Yerpoiicteo cumBonaMn E-b, [, 1 LOW 1w CooGLueHmem
paGeTaeT MCrNpasHO U1 pes3y/ibTark’ OCTaloTcs HeAoCTaTOUHO MOLLHOCTIA A1 MpoBeaeHst
TourHblMi. HO HEeO6xoAMMO NoveHsTTL GaTtapero AarHocTUKA Mosanyiicra sameHuTe
€3
Cen
Low

O m v
o 1 Iu-uu

3ameHa akKyMyNsITopHOM GaTtapeun

1 Ans sameHb! GaTapen yGeaMTech a TOM, UTO FMOKOMETP BbIK/IHOUeH
2. MoTaHUTe 3a KPakt KPLILLIKL GATAPEIiHOro OTCeKa 1 OTKPOiTe ee

3. VZB/IeKUTE CTapyio GATAPEIO 1 YCTaHOBUTE HA €€ MECTO HOBYIO LLUEMOUHYIO 6aTapeto 1.6 B Tuvna AAA.
4. 3axpoiiTe GarapeiiHbii oTceKk Mpy MPaBU/ILHOM YCTaHOBKE GaTapeu Bbl Yo IbILLNTE SBYKOBOM CurHa.

[, 3amena 6aTapen He BAMAET HAPE3IYNbTAThl M3IMEPeHjc. XPaHALLMECs B NaMaTH ycTpoiicTea
A Kak W BCe Menkune pjeTanu oGarapero ANA A[aHHOroO ycTpoicTBa cnepyeT XpaHWTb
B HepoCTYNHOM Ans AeTell mecte [pu nNpornaTbiBaHWm HeMeAneHHO o6GpaTuTech 3a
MeAULNHCKON NOMOL, b0

A MpuanuTenbHOM Gespgelicn3enn Garapee BOZMOXKHO BblAeNeHNEe XUMUYECKUX BeU eCTB M3 Hee
Ecnu He Tpe6yeTcs MCNONbL30BAThL FMIOKOMETP B TeHeHWe ANUTenbHoao nepuoaa fnanpuMep
3 mMecaua n 6onee; Ha Bpemsa XpaHeHUs y6anuTe U3 Hero 6atapeio

YTunuaupyerte 6aTapeto BCOOTBETCTBUMN C NOKANbHbLIM 3aKOHOAATENbLCTBOM



Hara nNara

\Vi PYKOBOACTBO MO 3KCMayaTauuu. Oon>KHOCTE Damunnins 1.0, Coa:?;;;a»fme Moanuce cornaconan
Ha6opbl FnokomeTpbl Prim,
cTpaHuybl 25-26 n3 36
HavaneHuk uexa i MumiH AM ?M 21.01.2020
Pa3mep 105x150 mm CneuparmcT O e Kycrosa C.B. o) 21.01.2020

™ 21.01.2020

Vik>keHep Mo yrakoske  Maneta MO

MacwTab (Ha A4) 1:1

MaKeT y
Ana nedatu

narta NOATOTOBKU

v MPaBKN 21.01.2020  dapmakofg, Homep

PM3-Ha6opPrit-01-XX
cTpaHunua 25

cumBoOnbl, UCMONB3YEMBIE CACTEMOW AN1A COOBLULEHNS OB
OWWMBKAX, YCTPAHEHWE HENONALOK

Hibke npeacTasfeHbl CUMBO/LI  Mcronbayembl cucTemor ans cooblueHus o6 oumbkax. Mpu

NOSIBMIEH CLUIMBONA OLMGK HA AUCTIIEE ITIOKOMETPa CrieayiTe npuses; s
TaGmLe Hbke EC/N HEMONa/AKY HEBO3MOMKHO YCTPaHUTE MNOMXA/TYIACTA OGPaTUTECH 3a MOMOLLLIO B

CIY>KEY MOAACP> I I MSHTOB.

PesynbTat Tecta
i CWUMBOJI

LO < 20 mr/gn (1,1 MMOSb/N)

3HAYEHWE

LOW (g) 20—69 mr/gn (1.1-3,8 MMonb/n)

ac fac

T X
70-129 mr/gn 70-179 wmr/gn 70-119 wmr/an

(3,8-7.1 mmone/n)  (3,8-9,9 mmonb/n) (3 8-6,6 Mmonb/n)

9z PC
T X

130-239 wmr/gn 180-239 wmr/gn 120-239 mr/gn
(7.2—3 2 mmonb/n)  (10-13.2 mmonb/n) (6 6-13,2 Mmonb/n)

Gen

Gen

; KETONE? 2 240 mr/gn (13,3 mmonb/n)

> 650 mr/gn (36.1 mmonb/n)

«
CoobuweHns o6 owmnbkax

CMBO/ 3HAYEHWNE

1 HeAoCTaTOUHas MOLLHOCTE
_b Garapen
rev

W BcTasieHa ncrnonsbsosaHHan

UTO AEJIATb

HemeieHHo sameHunTe GaTapeto

MOBTOPUTE NSMEPEHS C HOBOM

TecT-nonoc*a TECT-MONOCKOMA

Cucrema hyHKLOHPYET Mpn
Temneparype or 10 *C Ao 40 "'C.

Temnepartypa Bosayxa
BLILLE/HLDKE AranasoHa
Py HKLMIOHNPOBAHLIS CUCTEMEI roeTopUTe NaMepeHne rnocne

Toro, Kak Temneparypa

E-b oo 1 TeeT-NeRooK
Jil 6YIET HAXOANTLCA B YKASAHHOM
Ananasorie
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cTpaHuua 26

HeucnpasHocTe yeTpoicTea MoBTOPUTE USMEPeHIEe G HOBOM
= TecT-nosiockol. Ec/n ycTporicTeo
A MNo-Npe>kHeMmy He pasoTacsT

noxanyiicra oparurect 3a
MOMOLLIO 8 CrIY>KGY MOAASH»aa

KMeHToBs

A
[
A
TecT-nonocka nzeneqena so O6paTnTect KuUHCTPYILEM 1
a BpEeMsI O6pAaTHOro oTcuHeTa rnosTOpUTE M3MEepeHue C HOBOM
E ~ P_ HeaocTaTouHOe KorMuecTBe TECT-MONIOCKOM. EC/m yCTponcTBo
o6pazua Kpos no-npexaieny He pacoTaeT

noxanyiicta, o6paruiTect 3a

KMeHToB

5 CAy4ae BOSHUKHOBEHVS COMHEHU CBASAHHLIX C MOMYHEHHLIMN PESY/ILTaTamu, MOMaryucT

©BPATUTECH K NHCTPYKLAN MO NCMO/IL30BaHNIO TBCT-MOMO0COK

YCTPAHEHWE HENONALOK

1. iamepuUTesbHBIV NPUGOP HE OTOGPaCKAET COOGLLIEHME MOC/Ee BBEASHU TECT-MOSOCKMN

BO3MOXXHAA MPNYNHA

Barapes paspsbreHa

HenpasuiLHO W HE MNOMHOCTLIO eeeaens

TecT-nonocka

HeucrnpaseH nsmepuUTenbHBI NPUGOP Wi

TecT-nonock

uTo AENATH

SamenuTe Garapero

BBeayiTe TECT-MO/OCKY, BCTaBUE ee &
YCTPOMCTBO CTOPOHOM C KOHTAKTHELIVIA
nonocam BRepes, 1 NMMLEBOA MOBEPXHOCTLIO

BBEpPX

Mo anyiicta o6paTuTect B Criy>kGy MOANSPau

2. He HauYMHAaeTCA n3MepeHne MNocsie BBEAESHUA TECT-MNOMOCKU C O6PAa3LIOM KPOBI

BO3MOXXHAA MPUYHNHA

He/OCTATOUHOE KO/MUECTEBO O6pasLAa KPOBI

BpakosaHHan TeCT-rosocka

O6paseL), KPoBU HaHeceH rocre
ABTOMATNUECKOrO OTHK/IHOUEHUST
1uepes 3 MUHY Tl C MOMEHTAa MocrieaHero

AelicTeuys Nonkaosaress)

HeUCNPaBHLIA F/IFOKOMETP

UTO OLATb

MOBTOPUTE N3MEPEHNE UCTIONLIYS HOBYVIO
TECT-MOI0CKY 11 GO/IbLLIEE KOSMHUECTEO CrepanLp
wposin

rMoBTOPUTE UBMEPEeHIe, VCTOIL3Ys1 HOBYIO
TecT-rnonocky

rMoBTOpUTE N3MEpPEeHE, NCMOSL3Ys HOBYIO
TecT-nonocky

HaHOCKTE O6PAaSELL, TOMLKO MOC/ e MOABNSHS

cunvsona D na skpare

FMoX@TyiicTa, O6PaTUTECH B CIIy>KGy MOAASMHIA
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HavanbHuik uexa Mie  Mumian AM
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MacwTtab (Ha A4) 1:1
MaKeT
ANA neyaTtun

AaTta noaroToBku

WU NpaBku 21.01.2020 Papmakos,

cTpaHuya 27

@amunnnn N.o.

nara

nopan e Moanuce
rornacosaHue cornacosaHuvs
o y-a./-r 71.0] .?M7o0
™

o 21.01.2020
™ 21.01.2020

™
™

Homep PMN3-HabopPnT1-01-XX

3, PesynbTaTbl TecTa C KOHTPO/ILHLIM  PAaCTBOPOM  BLIXOAAT 3a Mpeaesibl  yKasaHHOro

Ananasona

BO3MOXXHAA MPNUYNHA

OumEKa rMpu NposeasHN TecTa

HeAOCTATOUHO XOPOoLUO MpoBeAsHO
BCTPAXUBaHE (hNaKOHA C KOHTPOSBHBIM
pacTsopom

VICTEKLLNP CPOK FrOAHOCT WL Sar PASHEHHOCTE.

KOHTPOLHOrO pacTeopa

CANLLKOM TeNNLIG L CIIMLLIKOM XOSOAHLIG

KOHTPO/bHBI pacTeop

BpakoBaHHasi TECT-MONIOCKA
Henonama B pacoTe rroKomeTpa

HeuncnpasHocTs B paGoTe rloKoMeTpa

© TecT.nonocko

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

yTo AENATb

BHUMATE/TEHO USYUMTE PYKOBOACTBO 1
nosTopuTe TecT

XOPOLLIO BETPAXHUTE (h/TAKOH € KOHTPO/ILHEIM

PacTBOPOM 1 MoBTOPUTE TECT

MpoBepbTe AAaTy OKOHYaHUA cpoka |*qaHocTi

KOHTPOsILHOro pacreopa

Mepes, HAYa/IOM TECTa KOHTPO/IbHBIM PacTBop,
F/IOKOMETP 11 TECT-/10/10CKIA A0S BKHI
HAXOAUTLCS B KOMHATHOM Temnepartype

oT 20*C Ao 25*C

rMoBTOPUTE TECT, MNCMO/IL3YS HOBYIO

TecT-nosnocky
MoXanyiicra, O6paTUTEch B CIy>kGy MOAASP@ AL

FMo>anyhicTa, o6paTnTech B Cy><Gy MOAASPH?aI

cTpaHunua 28

NH®OPMALNMA MO BESOMACHOCTHN

KOMMa st - NPoVsBoAVTEs b HE FapaHTUPYeT KOPPEKTHYIO paGoTy IioKobeTpa SelfyCheck Prim npu
NCMONMBL30BaHUN SIO6LIX TECT-MOMOCOK OTMMYUHBLM OT TecT-Nonocok SeltyCneck Pnm  VcnorssosanHme
APYTIX TECT-MONIOCOK COBMECTHO C IMIOKOMETPOM SelfyCheck PRm Mo>ke' MNpriBecTin K OLLMGOUHEIM
ocesynuTaram

Uspenme Henbssa uvcriorbsoearts [0 Tex rop, roka He nposBedeHa Mposepka Mpy  MoMouy
KOHTPO/ILHOro pacteopa SelfyCheck Pnm 1 pesy/ibTartbl. MosiyudemMbE © MoMOoLLpo NpoBepkia
HaxoAsTCA e TPeGyenMoMm AranasoHe

BO usberkaHme MNepekpecTHOro 3apadkeHusi He pPeKOMEeH/yeTCs WCMoMb3oBaTth OAHY Pyuky A5
NPOKA/IBIBAHA HECKOMLIKIIMA NLIAMIA

3anpeLeHo MoNL30BAaTLCA /IAHLETOM  KOTOPbIM MO/bSOBa/ICA  APYTOi qenosex. Bo usceranme
ZAHECEHVIS MHCPEKLIN KEdKARIA Pa3 Ce/AYET NCMOLSOBATE HOBBIA CTEPWILHBLIA STaHUET

JhE6hIe MPeaMeTh!, KOHTAKTUPYIOLME C© KPOBLIO, AZDKE MMOC/Ie O6PaGOTKA MOMYT GhiTh NCTOUHKAMIA

PACMPOCTPAHEHIISA TPAHCMNCCUBHE X BPYCHEDX LHCDSKLMIA.

TPEBOBAHUSA KOXPAHE OKPYXXAIOLWEN CPELI

MeanupmHcKoe nsaerne 6e30MacHO U HE OKASLIBAST B/IMAHUS HA OKPY s AIOLLYIO CPEAY
FMOTEHLMA IBEHAs GLO/IONINECKaR ONACHOCTE  BPAMIN LI /FQOM, VICTIONL3YIOUME AAHHOS U3AS e A1
NpoBeAeHNs aHaNsa Y HECKOLKNX MALMEHTOBS, /A0/PKHbI OCOSHABATL UTO MKSGLe MPeaveTb!
KOHTAKTUPYIOLLME C KPOALIO, AZDKE MOC/Ie O6PaGOTKNA, MOIYT Gbiib LCTO pacnpocTp:
TPAHCMNCCUBHIIX BUPYCHLDX MHCHOKLIA

Vispaenie He reHeprpyeT COGCTBEHHYIO SHEPIUIO 1 HE MOT/IOLLAET SHEPIIo NosbsosarTens. Visaenve

HE TOKCUUHO MPU KOMHATHOR TEMMEPAaTYPE HE BLIASAET B OKPY>KAIOLLYIO CPely TOKCUuMbk BellecTs
HE OKAZLIBACST BPEAHOrO BOSASKCTENA HA OPFrAHNSM HE/OBEKA MPU HEMNOCPEACTBEHHOM KOHTAKTE.

Visaenie He COASP > T 3AIIX 11 Fras006PasHBIX KOMIMOHEHTOS B cocTase

CTAHOAPTbHI KAYECTBA

Visaene CooTBETCTBYET MeXayHapOaHBLIM CTaHaapTam
M3K 62366 2007. BS EN 62366 2D08 M3K60601-1-6 20t0. MOK 60601-1-11201S WCO 14971, M3K 62366-1 2015.
EH MCO 151972015. UCO 23640 2011, EH MCO 17511, EH 135322002 EH WCO 15223-1-2014 [CIOT UCO
1N37-2-2011 EH WCO 18113-4 15. EH WCO 18113-5, EH WCO 13465. CE MDD (93.'42«EC). FOCT M3K
61010-1-2014 FOCTM3K61010-2-101-2013 MIK61326-1.

CTEPUNBHOCTb

KOMMOHEHTLI M3AEMSA KPOME MaHLIETOB, MOCTaBAAIOTCA HECTEPU/ILHLMMN JTaHLEeTL! MNOCTABSIIOTCS
crepunbHbIM  MeToa crepuwmsalym  paavaiusi (Ko6arib-60y-uaryqeHmne’  [losa CTrepumsaLym

cocTasnsier 18,7 Wp

METOAblI W CPEACTBA OYNCTKN

npeanonaraeTcs  MoBCeAHEBHAs1 OuUNCTKA BHELLHNX MNOBEPXHOCTEN r.TIoKOMETPA.  Pyulka A5t
NpoKanbIBaHNA, Y TIAPa A1 XPAHEHSA NP HANNYNA SarpsasHeHG

rokomeTp

OUMCTKA  BHELLHIOIO MOBEPXHOCTL JHOMOMETPA OUMLLBIOT C  MMOMOLLISIO  TKAHM,  CMOUEHHOM
BOAONPOBOAHONM BOAOW WM MAMNKM MOIOLLMM CPEACTEOM, U BLITUPAIOT MAMKONM CyxOM THAHBIO
nsAene HeNb3s ONONACKUBATE MO/, BOAOY W OUMLLIATE OPraHNYECKLIMIA PacTEOPUTE M.
Le3snHdeKyna B criyuae NHAMBUAYAILHONO NCMOMNB30BAHUS B AOMALLIHNX YCIIOBUSX AS3NHDSKLS He
TpeGyeTca

Pyuka ANnA npokansisaHuns

OUNCTKA PyHKy A/15 NPOKAILIBAHNS ABTOMATUHECKYIO OUMLLAIOT MAMKUM MbUTbHBIM PacTEOPOM 1
BOAOY MsAEnme He CreAyeT ONOSAacCKMBATE MO, BOAON WM MbITh B MOCYAOMOSUHONM MALLLHE Wi C
MOtoLLYMIMI cpeacTBaMA.

Jdesntpekupms B Criyuae nHAMBUAY U IEHONO MCMOMNB30BAHUS B JAOMALLIHNX YCIOBUSIX AS3NHMDSKLS He
TpeGyeTcs.

TEecT-MoNockn U1  NaHUeTs!  SABASIOTCA  USAS/USIMA - OAHOPA30BOro  MCMO/L30BaHUA,  MNOSTOMY
ASINHKEKLS 11 OUUCTKA A/151 HNX HE MPeyCMOTPpeHa.

[151 KOHTPOSILHILIX PACTEOPOB OUNCTKA AS3NHDEKLA He TpeGyeTcs



A PyKkOBOACTBO MO 3KchayaTauuu, AomkHocTb

Ha6opbl MtokomeTpbl Prim,
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HauarisHik uexa kb
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MacwTa6 (Ha A4) 1. Verere noynaroske

MaKeT
Ona nedvyatu

AaTta noAroToBKY

WA npasKkm 21.01.2020  ®apmakog

cTpaHuuya 29

Mumuin AM.

KycTtosa C.B.
Maneta MO, 21.01.2020

Dara ara
Damunina N.O. nopaqn Ha Mognnce corslacoBaHusA

cornacosariie

21.01.2020
nba 21.01.2020

20920

Howmep PMN3-HabopPnT-01-XX

YCNTOBUA XPAHEHWUA

HanmeHosaHne YCNoBuUs XPaHEeHNs1 KOMMOHEHTOB CUCTEMbI
“rmokomeTp SelfyCneck Prim OT -20°C A0 60°C. He Gonee 95%6 OTHOCUTE LHOM BIIasKHOCTIA
TecT-nonockn SelfyCheck Prim OT 2*C po 30'C,

;OT He Gorlee 85%6 OTHOCUTE/ILHOM BaKHOCTI
XpaHUTh TOMBKO 8 OPUNIHASILHOM KOoHTelHepe
He nepemelLaTE B APYIyIO YraKosky
;B NpoX1aHOM CyxOM MecTe
. UsGerarth BO3ASRCTBNA NPAMBIX CONMHEUHLIX STyuel 1 Teria
He zamopaviiBaTts
1 IXpaHnTe KoHTeHep © TecT-NosiIockaMi BOAM OT AeTen

1KOHTPOIbHLIE PacTEOPk! JOT 2'C Ao 30'C  OTHOCUTESILHAS BIEKHOCTE OT 30%6 A0 85%6
SelfyCneck Prim \XPaHUTE KOHTPO/LHLIG PACTEOP B M/IOTHO 3aKPELITOM chiiaKoHe

iLow Norm, High) 1He samopatusaTs

Pyuka A1 NPOoKayibiBaHns 10T -lO'C Ao 30'C. He 6osiee 95%6 OTHOCUTESIEHOM BIIZDKHOCT
aBTOMaTVUecKkas

IC HaKOHE HKOM AST)

JNanueTs! SeltyCheck ,OT -20'C A0 60°C, He Gorlee 95%6 OTHOCUTE/ILHON BEXKHOCTI

YCnoBus xpaHeHuns Ha6opos {KOMIISKTALWIA)

HaGop Ycnosus xpamrenuns

BapuaHT vcnonHers 1 -1O'C o 3O'C. He Goree 95%6 OTHOCUTEILHOM B/IEKHOCTIA
2'C no 3O'C. He Gonee 85%6 OTHOCUTE/ILHOM B/IZKHOCTIA

BapuaHT ncrnonHenus 2

-20'C o 60°'C. He Goslee 95%6 OTHOCUTE ILHOM BEXKHOCTU

or
or

BapuaHT ncrnonHerns 3 OT 2'C a0 30O'C He Goree 85%6 OTHOCUTE/IHLHOM B/IEKHOCTIA
BapuaHT vcrionHes 4 or
or

BapuaHT 1crnonHeHusa 5 2'C Ao 30°C. oT 3026 /40 8626 OTHOCUTE ILHOM BEXKHOCTU

FapaHTURHLIG CPOK xpaHeHs
FapaHTURHLIG CPOK XPaHeH s («<LICNoNL30BaTE A0>( AO/PKEH GbITh YKA3aH HA YIaKoBKe HAGOPOs 1

NPUHAANIE>KHOCTEN /151 KEbKAOIO dr1eveHTa Hacopa

HaumeHosaHue FrapaHTUiHBLIA CPOK XpaHeHus
rrokomeTp SelfyCneck Prnim 5 ner
Tect-nonockn SelfyCheck Pnim 21 mecay,
KOHTPO/IbHEIE pacTBOPbL! SelfyCheck Pnm (Low Norm. High) 24 mecaiua
Pyuika /151 NpoKansBaHisA asTOMATNHECKas! (C HAKOHEUHMKOMASTI 2 roga

NanueTe: SelfyCheck 5 ner nocne pagnalk~onHon

cTepunmaumn
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YCNOBUA IKCNNYATAL NN

Haumerosanne Yenosus skennyarawuin

rriokomeTp SelfyCheck Pnim OT 1O'C A0 40' C. He 6onee 85 YoOTHOCUTES IHOM B/IEKHOCTIA
Vs6erars NafeHs 1 CUILHOIO yaapa
Vis6erars BO3AEMCTBUA NPSMOrO COMHEUHONO CEETA 1 BbICOKOM
enas-ocrn
MCrnosib3oBanHme A4aHHOKO MHCTPYMEHTA B CyxOM qo=eng
OCOGEHHO B MPUCY TCTBN CUHTETUHECKIX MAaTEPUasios
(CUHTETIHECKas OASHKAA KOBPEI N T. ) MO®ET MPUBECTU K
MNOBPE>KASHIO CTATUHECKIIM PasSPA/IOM 1. KaK CreacTsune K
OLLMGOUHLIM pesysTaTam
MIHOKOMETP HE/L351 NCMO/L30BATE B HENOCPEACTBEHHOM
6/MBOCTIN OT VICTOUHUKOB CL/ILHOFO SMEKTPOMAIHUTTHOIO
US/TYyHEHS!, TaK KaK 3TO MOMET MOB/USTTE HA TOUHOCTL PaGoThI
npureopa
MPUGOP He L35 NCMONL30BATE €C/I OH PaGoTaeT

HEKOPPEKTHO W NoBpe>kaeH

Tect-nonockn SelfyCheck Pnm OT HO'C AD 40'C  He Gernee 85%6 OTHOCUTESILHOM B/IZDKHOCTIA
FloCNE VSB/IEUEHST TEC TONOCKIN N3 KOHTERHEPa HEME/A IEHHO
M/IOTHO 3aKPBITE KPLILLIKY KOHTeRHepa
BpaTh TeCT-MNOIOCKY TO/LKO UMCTBIMU 1 Cy XM PYKanMA
LICMo/ib30BaTh KadbKOyIO TECT-MOMOCKY CPasy e rocnie
UBBNEeUeHR 13 KoHTeMHepa
Hu e Koem criyvae He CrmbaTth He paspesarb 1 He
NOBPE><AATE TECT-MNONOCKY
He 1CNO/NL30BATE TECT-MOMOCKU MOG/ I NCTEUEHS CPOKa

FOAHOCTI. DTO MO>KET MOBMMSTTE HA TOUHOCTL PESY/ILTATOR

KOHTPO/bHBIE PACTEOPbLI OT 20*C fo 25*C. OT 302640 85%6 OTHOCUTESIHOM B/IEbKHOCTIA
SelfyCheck Prim repes, HAauANIOM TECTUPOBAHNE HEOGXOMMMO YEEAUTLCS, HUTO
iLow. Norm. High) KOHTPO/TIbHLIA PACTBOP  I/IFOKOMETP U TECT-TOMOCKIN HAXOMSTCS

B 33/AHHOM TEMMEPAaTYPHOM AR arasaHe

Pyuka Ans NpoKasisisaHms OT -FO'C A0 50°C. He Gonee 35%6 CTHOCUTESILHOM BIadkHOCTU
aBTOoMaTuveckasn

(C HaxoHeuHKoMm AST)

JNanueTs SelfyCheck OT KO'C [0 40'C, He Gonee 8526 OTHOCUTE/ILHOM BIEdHOCTIA

He CMOML3YITE eC/ SALLTHAS KPLILLIKA GbUIa YR IeHa

B Crlyuae HaPYLLSHU YCIIOB SKCIVIYATALIN, YKAZAHHLX MPOVNSBOAMTE NIeM, SALLTA, NCNoNb3yenast
B U34S/, MOMKET 6T MOBPE>KASHA.

YCNOBUA TPAHCMNOPTUPOBKMN

TPAaHCNOPTUPOBKA MO>KET OCYLLECTB/ISTHLCH BCEMN BUAAMU TPAHCMOPTA B KPbIThbX TPAaHCMOPTHLL
CPEACTEAX N YHNBEPCA/ILHEIX KOHTERHEPaX SALLMLLIEHHEDX OT COMHEHHONO CBETa B COOTBETCTBIMN C
ASACTBYIOLLIMMI HA HUX MPAaBWIAMN MEePEeBO3KU NPy308  TPaHCNopTUPOBKA USAE A OCYLUECTB/ISIETCA
MPL COBIIKBASHIIN YCIIOBNG XPaHeHs.

NOPAAOK OCYWECTBAEHNA YTUNUIALUNN N YHNUYTOXEHUA
MEAVWUWNHCKOIO N3JENNA

YTUNMsaLMIA 1 YHNUTOMKEHNE OCYLLIECTE/INETC € COOTBETCTBUN C KiaccudkalLpeii  npasuiania
c6opa, VCMOML3OBaHUA OGESBPEKMBAHUS  Pa3MEeLLIEHNS, XPaHeHUsi  TPaHCIoPTVPOSKA.  yueTa 1
YTWMBALMN  MEAMLMHCKNX  OTXOAOS,  YCTAHOB/EHHBIX  YMO/IHOMOUEHHLIM  OPraHoM  B/iacTti
cTpaHLHMNopTepa. MNPy  yruwmsaigm  UCHO/IL30BaHHbDX 6arapeek COG/HOOAIOTCA  Mepbl
NPeAOCTOPO>XKHOCTU 1 MECTHBLIE MPpearicaHs BaTapeiiki Hesb3s GPO ™ Th B OFoHb.

VCnonb3oBaHHbIe MOMIOCKU 1 NaHUeTh! MOryT 6biTb  MHMEeKLMOMMO ONacHbl, ecrii Mo/ib3oBaresib
6ONEeeT  KOHTANMOSHLIMUA  UHMEKLMOHHLMN  3a60neBarsivn.  KpaiiHe BokHO  yTiwinsosars
VICMO/Ib30BAHHBIE MATEPUA/TBI KK WHDEKLWIOHHO 11 GLIO/IOMIHECKI NOTEHLIA IHHO OMAaCHIIE OTXOLL!

Knacca B.
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NanueTts! Mageskd BoiGpackiBaTh B KOHTEMHEP A1 OCTPLIX MPEeAMETOB.
M/HOKOMETP  MOA/IEXAKT MEXAHHECKOMY PaspyLLeHMIO C yTWmMsaumed KaK MpPon3BOACTEEHHONO i
6Lrosoro mycopa

MlOCNe NCTONBL3OBAHNS, NCTEYEHUSI CPOKA FOAHOCTI, & TAIOKE B C/iyHae MoBPeskaeHs ynaxOBiw 1
HEBO3MO>KHOCTIU VICHO/IBE30BAHVIA UZAS/N MO HASHAUEHUIO, OHU AO/DKHBLI GbiTh YTWIMSMPOBaHbL! MO
CanlMm 2 17 2790 Kak oTxoa4eL! Knacca b

HeucnonbsosarnMmbk nsaenns oTHocsTEA K KNaccy OTxoA0e A. Me COAESP>KaT BpeAHbX Belluecta un
MOryT 6bITh  YTUWIMSVPOBaHLI BMECTE C 6bITOBLIML  OTXOAAMU B COOTBETCTBUNM c  CaHluH

2 17 2790-10

FTAPAHTUAHBIE OBASATE/IbCTBA

CooTeeTcTBUEe CUCTEMb! A5 ONPEeAS/IEHNA YPOBHS I/1HOKOSb! B KPOBU (I/IFOKOMETP) MOPTAaTUBHOM
SelfyCheck Pnm TpeGoBaHUAM. YyCTaHOBNEHHLM B TexXHMUEcKUX yenoBusx, rapaHTUpyeTcs B TedeHme
BCEro rapaHTUHOIO MeproAa MPY YC/IoBUM, YTO U3AENME NCMOML3YeTCs B COOTBEeTCTBUAN C
1 TPAHCMOPTUPOBKA OCYLLIECTE/INETCA B COOTBETCTBN C

v ero Np: L xp:

YKasaHHBLIMU YCIOBUAMN

Vspenne rapanTuiineiti nepuoa,

Ha nepuroa, rapaHTUiHOrO cpoKa

FniokomeTo SelfyCneck Pnm . e
Ha nepw Ix AHCIO <a
Tecr-nonockin SeltyCheck Pnim PUO/, rapaHTy cpol
>oarenmst
. . Ha Neproa, rapaHTURHOIO CpoKa
KOHTpO/ibHbIE pacTBOpLI Sel ieck Pnm iLow Norm 18)
P! v D xpaHeHusa
Pyrika 4151 NPOKArsIBaMUS ABTOMATNMECKA! (C HAKOHEUHNKOM AST) :a ”zz:;'q FapaHmiAHoro cpoka

Ha Nepuros, rapaHTUiHOIo cpoKa

NanueTsr SetfyCneck
xpareHns

FapaHTURHBLIR cpok
Vspenvie sKCnyaTaunn nocsie Nepsoro
ncenonezosanus/ BEKPLITUS

5 neT ¢ 1=10vera nepsoro

rrokomveTp SelfyCneck Pnm
ncrnonssoeeHa

Tecr-nonockn SeltyCtieck Prim 6 MeCsAILIeE MOC/e NePEOro BCKPL TS

KOHTPO/bHBIE pacTBopb! SelfyCheck Pnm (Low/ Norm, High) 90 AHeli Nocne NepBoro BCKPLMTSA
2 roaa c MomeHTa nepsoro

PyuKa /151 MPOKANBIBaHA ABTOMATUHECKA (C HAKOHEUHKOM AST)
vcnonssosaHa

5 MeT Nnocne pPaauaLKIoHHOM

NanueT SelfyCheck
crepyvzayn
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npunoxeHune A
3NeKTpoMarHuTHas COBMECTUMOCTb

DNEKTPOMArHUTHAA COBMECTUMOCTE OGECreyYMBaeTcAa BhINOo/IHeHeM TpeGosaHuia TOCT P M3K

6CHO01-1-2-2014,

BHUMAHUIE)
W3AENUNE TpebyeT MpUMEHEHUs CreLmasibHbX Mep A5 o6ecnederisi SMC 1 AO/bkHO Gbimb
YCTAHOB/IEHO 1 BEEASHO B SKCIVIYATALWIO € COOTBETCTBUN C MHCbOPMALMED OTHOCALLEHcs K DMC.

NPUBEASHHOM B SKCIUTYATALWIOHHON AOKYMEHTALIN.

BHUMAHUE!
MpuyuMeHeHne Mo6ubHEK PaAMOUACTOTHEIX CPeACTE CBASN MOMXET OKA3LIBATL BO3ASACTEUME HAa

MW3AENWE.

BHUIMAHUE!
LICNoNb20BaHNe MPUHAAIEHOCTER  NPEOGPAZOBATENel 1 KAGENeH, HE YKAZaHHLX B MnepedHe, 3a
nektoueHmnem npeobpazosarteneii u kaseneii. IOCTIBNAEMbIX naroroeurenem U3 AEN VA B kauecTee
CMEHHLIX UACTENM ANA BHYTPEHHIIX ASTANEH MOMKET MPUBECTI K YBE/UEHUIO S/IEKTPOMArHITHOM

BMNCCUN W CHLDRKEHIIIO NOMEXOoYCToRuMEoCTI U3 LEN N A

TaGrua 6. 1
PYyKOBOACTEO U AEK/IAPAaLIA N3rOTOBUTESS - 3/IEKTPOMANHUTHASA SMUCCUS

W3AENUE npegHasHadaeTcs A0S MPUMEHEHUSI B 5/IeKTPOMArHUTHOM  O6CTaHoBKe,
onpeaeneHHoi Hke. MokyrnarTento wm nonssosarento W3AENNS cneayer o6ecrieunTs ero
npUMeHeHne B yKasaHHoM o6cTaHoBKe

BnexTpomartuThas
o6cTaroska - yKasaHus

Vcneimarnmne Ha
3N1EeKTPOUATHUTHYIO smmccuio

CooTeeTcTBue

M 3AENVE 1CronesyeT paamouacToTHYIO
SHEPFIKO TOMLKO Y171 BLINOMHEHS

By TPEHHIX ayHILMAK

YPOBEHb 3MUCCUIN PAAIOHACTOTHBDX
MOMEX SIB/IFETCA HNSIUIM 11 BEPOSTTHO,
He MPUBEAST K HAPYLLISHLAM
DYHILMOHNPOBAHVI PACTIONOAHEHHOMO
BE/3 BIGKTPOHHOIO CEOPY.ACBAHLA

Pasuoriomexit no CUCIHP 11 1 Fpynnat

W3AENVE npurogHo Ans npymveHeHns e
HOBLIX MECTaX PASMELLEHIS  BIIMOHas!
He cooTseTcTBYET MBS IOMA 1 FOAHS  HEMOCPEACTBEHHO
OO/ HOHEHHEIE K PACTIDSAE MTENLHOM
BNEKTPUHECKOV CETU MATAIOLLEN >Abie

Paaponomexin no CUCHP 11 Knacc 6

KONe6aHusi HanPsKeHsa 1
chrmkep Mo MK 610003-3

noma



Hara narta

 PYyKOBO/ICTBO MO aKcr/lyatalun, AAOIDIHOCTE Pammnun No. nosawma - Moanuce cornacosarnn
Hab6opb! MtokomeTpbl Prim,

cTpaHuvubl 33-34 13 36 21.01.2020
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HavansHik uexa b Maman AM
Pa3|vep 105x150 MM Crewwarmcr oren KycTosa C.B.
M a6 (Ha A l) 11 VkeHeo rno ynaxkoske Manera MO

MaKeT
Ana nedatu
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cTpaHuua 33 cTpaHuua 34

Ta6mua 6 3
Ta6rmua 6.2

PyKOBOACTEO 1 AeKNAPAaLS NSFOTOBUTESIA ~ NOMEXOYCTORUNBOCTE
PYKOBOACTEO 1 ASKNAPALIIA USIOTOBUTE NS - MOMEXOYCTORUNBOCTE

_ W3AENVE npeaHasHaueHo A5 MCMOML3OBaHNA B S/IEKTPOMArHUTHOM OKpy>katoleii cpeae
W3AENWE npeaHasHauaeTcs AN MPUMEHEHUs &  S/IeKTPOMArHUTHON — O6CTaHOBKe

onpeaen&nHob rvbke. Mo k3oBaress Ao/hKkeH yeeanTacs uto U 31 E/NI U E ncnoneayercs B Taxoi
cnpepenenHol Hwke Mokynatesrto unm nonssosarento UW3AEN NS cneayer o6ecneunts ero

oxpy>atoLLeti cpeae

VicneraTensHeii

. YpoBeHb SnexrpomaruTHan
Ucneranne VicnerareneH i YpoBeHL SnexkTpomarHuTHas YpOBEHEL P
HE SNEKTPOMArHUTHYIO ypoBeti o ) . cooTeeTcTBUA o6cTaroBka - yKazarus
cooTseTcTBUA o6cTaHoBKa - ykasaHus j NoOMexoycTOM4YMBOCTb no M3K 60601
aMmnccunro no M3K 60601
Mo & KOHAYKTVBHBLIE MOMEXIA 3B a8 . PaccrosiHume mesxzy
DnexkTpocrarnyeckue 46 KB - KOHTAKTHLIA 46 KB - KOHTAaKTHBLI Mkl AO/DKHEI BbITE L3
oo N Aepesa GeTona HaBeeHHbIe |cpeaHexksanpaTvHoe "'C"Q"‘”ye'v':""'
casj JaTSt] no paspAL paspsn, JIOPTITUAHL L MOSW IV IM
-~ paaoUacTOTHENMA sHaveHe)
_ _ cpeAcTEOM pammocessn 1
18 KB - BO3AYLLMLI =48 KB - BO3AYLUHLIA EC/1 MOsibt MoKpimst SNeKTPOMArHUTHLIMA oT 150 KMy Ao 80 MILy, s et N 3 LE N1 17
pazpsaa v TeciaI 1 nonsavn No MaK BHE AManazoHa YacToT o " P
paspaa, HTe HOMBS1 KAGEI, AOIDIHO
Marepuasiom, C 61000-4-6 Ans MNHM BY HE MEHbLLIE PEKOMEH/IYENMOIO
oTHOCUTENEHas yerporicrs’ . HOrO
EKHOCTE o
B Ao/viHa Gemt KOTOPELIA paccHUTLIBAeTCA B
MUHIMY M 3090 - COOTBETCTBUM C NPUBSASHHLM
_ o BLIPEKEHNEM MPUMSHNTE IEHO
HaHocexyMmaHbIe 12 WBans i 12 KB ana mannii KauecTBo 2/1IeKTPUHecKoni | s o nca
VIMIY/IBCHE I MOMEXI M0 SNEKTPOMATaHNS anexTporTarns sHeprin s — :
M3K 61000-4-4 7
11 KB ans e 21 KB NS v anAHIA AADHO PeKomeHayeMai
n CTBEHHbIA Hoc
BBONa/BLIBOAA BBOAA/BLBOAA cooTseTcTEOBaTL pocTPa pas
TUMNMYUHLIM YCIOBUAM T
- c/=1,2 vP
KOMMEPUECKO 1
GOBHUMHOM O6CTaHoSK | PamcuacToTHOe = B/m s B/m =121
- ©T BO My, A0 8OO Mt
MKpOCeIyHAHbIE ti KB - NPy Noaaue 49 KB - npn nogave KauecTBO 2M1eKTPUHEecKoii | @nexTpomarHuTHoS oT 80 ML a0 2.5 My S w
UMY ACHBIE FoMEXIA nomex Mo cxeme nomex no cxeme sHeprim s none 00 Mok 61000-4-3 rom P or
i . . - . BNeKTprYecxoii ceTn 2
GONLLUOK SHEPrn Mo MPOBOA-NPOBOL MPOBOA-MPOBCLL! (800 MMy 0 2,5 M)
M3K 61000-4-5 Ae d — pexomMeHayems i
cooTBeTcreoBaThL ik o “
i 2Kke - npn nopaue +2K6 - NPy Nopate FIPOCTPAHCTBEHHL P PASHOG M
TUMUUHBIM YCTIOBSIV
nomex Mo cxeme nomexi Mo cxeme e o OO e 1o
. . KOMMEPUECKOH 1
. . " . - o G
NpoBoA-seMsIs1 poBOA-3eM/: OB O oK . MAKCUMEVISHOM Bis IXOLHOM
MOLLHOCT B BT B COOTBETCTEUN
MpoBarntl NpepeBaHns 1 <b% u, (mposan 6Ly, (nposan KauecTBO 2/1eKTPUHecKob CO HAUSHNEM, YCTAHOBNCHHLM
NBMEHEHNS HANPSDKEHNST  HaNpsDkeHus =059 HanpsoieHs =059 aHeprvn B
BNeKTpUtecKon ceT
BO BXOAHbLIX JIHUSTX B Teuerie O 5 neprioga B Tevere O 5 neproga
BneKTponUTaHs No MaK 3AAHNA 40 e
61000-4-11 40%6 1,. “Mposan a006  {nposan cooTeercTEOAATL
HanpspreHs 6006 HanpsbreHR 602 6= TUMMSHLIM YC/IOBLSIM
9 Teuerme rEma B TeueHme s HOMMEpUeckon
e GO/IBHIUHOM O6CTaHOBKIA
nepuoaos vionos
P! Ecrmn nonssosarentio
AnnapaTa TpeGyercs
76 un, (Nposan 7026u., (Nposan P c
HenpepbisHas pacoTa &
HanpsoieHus 3029 Hanpsbrerrs 3029 Pep! o
YCNoBUsIX NpepbBaHni
B TeueHue 25 neproaos B TedeHe 25 neprioaos
ceTeBoro Hanpsorerst
e pekomeHayeTcs
=S¥ou_ (Mposan Sou . (mposas o6ecneunTe MTanne
HanpEies =059 ANpIIeH =050 AnnapaTa or 6arapeu
BTeuerme c© B Teuerme 5 c AP UCTOUHKA
GecrniepeGoiitoro 2) HANPSHKEHHOCTE MOMS NP PACTIPOCTPAHEHIN PAAMOBOSIH OT CTALIIOHAPHL X PAIMONSPEaAT LIKOS
murarus TAKLX KAK GASOBLIE CTAHLRN PAAVIOTENEROHHECX CETEM /COTOR M/GECTIPOBOAHED) 11 HASENHL DX
" MOABYDIHE XX PAAVIOCTAHLIAN SHOBUTE ILCKIX PAAVIOCTAHLA AM 11 FIM DAy IOBELLETES i DX
B A/ POBHL MArHUTHOIO MO
MartuTHoe norne sAn 3A/m M NEPEAATUNIKOB, TENEBUSVIOHHEIX NEPSAATULIKOBE, HE MO>ET GbiTh ONPEAS/IeHa PACUETHLIM My TEM C
. MPOMLILLTIEHHOR YaCTOTELI o
MPOMB ILLNEHHOM AOCTATOHHOM TOHHOCTHIO LIf151 3TOrO A0/ DiHBI GbITh OCYLLIECTE/IeHb1 MPAaKTHECKI e MBMepPeHLsS
AOIDIHO COOTBETCTBOBATE
HacToTEI Mo MK HANPSHREHHOCTI MO/, EC/ N NSMEPeHHbIe SHaqeHR B mecTe pasveiueriist U3AENVN A soue
TUMMUHEIM YCNoBSIM - -
61000-4-8 ¢ MPUMEHLIME DX YPOBHE COOTBETCTELS, TO CNeAyeT MPOBOAVTE HAG S 3a pacoToi U3 AENNS ¢
KOMMEPUECKOD L
LIEMLIO MPOBEPA €€ HOPMEVIHHOIO ChyHKLOHMPOBAHLIS. EC/IN B MPOLIECce HAG IQOSHV Bb B/ IeTC
GONLHNUHOR OBCTaHOBKN
OTHIIOHEHIE OT HOPVEIHHOIO ChYHKLIMIOHUPOBAHLI, TO HEOGXOMMMO MPVINVETTE [0MO/HATES bHbIE MEPb
Mpumeuarine — HanpsbkeHne CeTU MEepPeMEeHHOro TOKA AO MPUMEHEHUA NCMLITATENILHOrO TaKMe KaK NepeoprIeHTIIPOBKA Wi nepevelueHiie N3 AENN A
6) BHe nonock! yacToT oT 150 kM 40 80 MFy cneayeT o6ecneunTL HaNpsXKeHHOCTL nonsa MeHee 3 B/M
ypoeHsa

Npumeuanus

1 Ha uactoTax 80 11 600 MIL, NPVIMEHSIIOT GO/bLLIEE SHAYEHE HANPSDKEHHOCTIA MO

2. MprBEeASHHBbIE BLPKEHS MPVIMEHMb VE BO BCEX Cryqasix. Ha pacrpocTpanHerive
SNEKTPOMANMNTHIL X BA/H BMMSIET MOMIOLLEHE L/ OTPECKEHE OT KOHCTPYILM OGLEKTOS 1 /iqaeii.
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MepeBof C aWNUAEK-0T0 WM KUTAWCKOTO s3bIKOB HA PYCCKMUI S3bIK BbINOJHEH NepeBoAYMKOM (3paHckoii AHacTacueid HOpbeBHO. MopTeemxnaw uT,,
BbIMONHEHHbIA MHOI MmepeBof ABNSETCA NPaBUAbHLIM, TOUHBIM W MOJTHbIM, ’

Poccuinckas depgepayuns
CaHkT-MeTepbypr

4eiBeproro map ra fiBe ThiCSiUM ABaALATOro roga

A. A3eHc .AnekcaHap Feoprvesny, BPeMeHHO UCNONHA WU 0693aHHOCTM HOTapuyca Ho3apuanbHOro okpyra CaHkT-MeTepGypr

[3eHc HaTanbum .AHaTONbeBHbI, CBUAETENbCTBYIO MOAAMNNOCTb NOANUCK NepeBofYMKa OpaHcKoi .AHacTacun KO pbeBHBbI.
Mognuchk caenaHa B MOEM MPUCYTCTBUU.

NlnuHoe! b No.TNWCaBWErO AOKYMEHT 3 CTaHOB.MEHA.
3apeructpupoBaHo B peectpe; Ne AV (SO-h/78-2020-

B3bickaHO rocyfapCTBeHHOW nownuHbl (o Tapugy): 100 py6. 00 kon.
Ynnavelw,5a.TX: HNe ycnyr npaBoBOro M TexHM4yeckoro xapakrtepa: 400 py6. 00 kon.

A.T". O3eHcC

NToro B HacToflWwemM AOKYMeHTE:
36 (TpuaLuaTh WeCcTb) NUCTOB

Bp.n.o. HoTapi A.T. i3eHc
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