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Instructions for Use

AUTOMATIC LANCING DEVICE (WITH AST TIP) FOR TAKEN CAPILLARY BLOOD

manufactured by Taidoc Technology Corporation, Taiwan, R.O.C.
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punctures the skin, then the spring moves back to the start position with the lancet needle coming
back under the lancing device cap.

10. DEVICE USE LIMITATIONS

The device is not intended for use by persons with special needs on their own (children under 18,
disabled persons, and the elderly). Their usage of the device requires assistance and help.

The device shall not be applied to patients with severe infections, malignant neoplasms, and
massive oedema.

The device is only used by one person.

11. APPLICATION CONDITIONS g%{
The device is intended for individual use in house conditions by one person.

12. APPLICATION PRECAUTIONS
In order to minimise the possibility of infection:
A Never use the lancing device with one lancet for several persons.
The lancet is for a single use. Always use a new sterile lancet for puncture.
A Avoid contact of the lancet and the lancing device with hand cream, oil, dirt, or solid particles.
A It is necessary to follow the requirements of the instructions for use when using the device.

A Antiseptic rules shall be followed when using the device. It is necessary to wash hands with
soap in warm water or use wet disinfecting wipe and let the skin dry before use.

A It is necessary to follow standard precautions when handling blood. All samples and materials
that have come in contact with the patient are considered to be biohazardous; they shall be handled
as potential infection carriers.

A The deviee contains small parts that may cause asphyxia and injuries in young children in case
of inhalation and swallowing. The device shall be kept out of reach of children!

A Used lancets are potentially biohazardous. Dispose used lancets according to the regulations of
the local legislation.

A Use only with the lancets manufactured by Taidoc Technology Corporation. The manufacturer
does not guarantee compatibility and safe use of the lancing device with the laneets manufactured
by other companies.

13. TECHNICAL DESCRIPTION AND DEVICE COMPONENTS CHARACTERISTICS

The lancing device (Figure 1) makes it possible to perform capillary blood draw from a finger pad
(and alternative sites using automated AST tip) easily and almost painlessly.
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Before Use

Before using the device intended for skin puncture for the purpose of blood sample obtaining within
the system with lancets, read these instructions for use carefully.

Pay particular attention to all warnings that are marked with sign A

1. MEDICAL DEVICE NAME

Automatic lancing device (with AST tip) for taken capillary blood (the “device”, “lancing device™)
2. DEVELOPER, MANUFACTURER

Manufacturer: Taidoc Technology Corporation, B1-7F,No.127, Wugong 2nd Rd., Wugu Dist., New
Taipei City 24888, Taiwan, R.0.C.

3. MEDICAL DEVICE INTENDED USE
Medical device “automatic lancing device (with AST tip) for taken capillary blood” is used for
controlled skin punctures with a purpose of capillary blood draw.

Intended Use
The lancing device is used in combination with the lancet to reduce the sense of discomfort due to

the puncture of the skin when obtaining the fresh capillary blood samples from fingertip, palm,
forearm and upper arm.

4. INDICATIONS
For obtaining of a blood sample in order to perform self-testing of glucose level.

5. CONTRAINDICATIONS
Contraindications are not revealed.

6. POSSIBLE SIDE EFFECTS
Not identified.

7. SCOPE
The lancing device with the lancet is to be used in endocrinology in order to provide easier blood
draw for blood glucose concentration monitoring by the patients suffering from diabetes mellitus.

8. POTENTIAL USERS
The device can be used by lay users with various physical and mental abilities not having special
medical, scientific, and technical knowledge with regard to blood glucose level monitoring.

9. METHOD OF APPLICATION

The lancing device is designed so that the fixed lancet is fully hidden under the cap. Due to the
action of a back-moving extended spring (activated using lever and release button) the lancet needle
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punctures the skin, then the spring moves back to the start position with the lancet needle coming
back under the lancing device cap.

10. DEVICE USE LIMITATIONS
The device is not intended for use by persons with special needs on their own (children under 18,
disabled persons, and the elderly). Their usage of the device requires assistance and help.
The device shall not be applied to patients with severe infections, malignant neoplasms, and
massive oedema. aiD
The device is only used by one person.

9/\
11. APPLICATION CONDITIONS .Hog_%;%
The device is intended for individual use in house conditions by one person.

12. APPLICATION PRECAUTIONS
In order to minimise the possibility of infection:
A Never use the lancing device with one lancet for several persons.
The lancet is for a single use. Always use a new sterile lancet for puncture.
A Avoid contact of the lancet and the lancing device with hand cream, oil, dirt, or solid particles.
A It is necessary to follow the requirements of the instructions for use when using the device.

A Antiseptic rules shall be followed when using the device. It is necessary to wash hands with
soap in warm water or use wet disinfecting wipe and let the skin dry before use.

A It is necessary to follow standard precautions when handling blood. All samples and materials
that have come in contact with the patient are considered to be biohazardous; they shall be handled
as potential infection carriers.

A The device contains small parts that may cause asphyxia and injuries in young children in case
of inhalation and swallowing. The device shall be kept out of reach of children!

A Used lancets are potentially biohazardous. Dispose used lancets according to the regulations of
the local legislation.

A Use only with the lancets manufactured by Taidoc Technology Corporation. The manufacturer
does not guarantee compatibility and safe use of the lancing device with the lancets manufactured
by other companies.

13. TECHNICAL DESCRIPTION AND DEVICE COMPONENTS CHARACTERISTICS

The lancing device (Figure 1) makes it possible to perform capillary blood draw from a finger pad
(and alternative sites using automated AST tip) easily and almost painlessly.
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Figure 1 — Lancing device (with an AST tip)
The device contains six options of depth of skin puncture (Figure 2):

Not deep ! Deep .
- nss—————- .

Figure 2 — Scale of skin puncture depth
The more the indicator line, the deeper the puncture.

Table 1 — Technical characteristics

Model TD-5010

Performance specifications - Visual indication of device readiness to
puncture: cocking control makes a clicking
sound when pulled back, colour changes (to
orange) in the inner part of the release button.

- AST tip makes it possible to use the device for

alternative sites.
| Cocking control spring force: 6.0H & 10%
Impact energy (impact on the lancet) 45 mJ £+ 10%
Weight 169+ 15%
Dimensions Indicated in Figure 3
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Figure 3 - Dimensions of the laneing deviee (in mm)

14. OBTAINING OF A BLOOD SAMPLE
Preparing the Device for Puncture

1 Turn the lancing device cap and remove it by
pulling it up.

3. Remove the protective cap from the lancet.
Do not touch the lancet sterile needle and do not
throw the protective cap away.
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2. Insert the lancet into the lancet holder and
press it in order to fix it firmly.

4. Put the device cap back and turn it until
clicking sound is heard to fix it.

The cap is fixed if the fixing indicator is in the
extreme right position.
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Hold the device by the housing
and not by the cap.

5. Hold the cap and choose the puncture depth 6. Pull by the slope adjustment area until
turning the adjustable tip in any direction, so that clicking sound is heard. When the device is

the arrow on the cap points at the required ready for use, the release button colour will be
puncture depth. changed.
o Ifyou did not hear the click, possibly the
device jammed before the lancet fixation.
Before blood sampling:
A Wash your hands and wipe them dry.

AChooseapuncture site on the finger pad.
A Rub the chosen site during nearly 20 seconds before the puncture.
A Disinfect the site using cotton moisten with 70% alcohol and let it dry.

7. Puncture the finger. 8. Remove the device from the puncture site.
Press the lancing device tip to the bottom part of  After the puncture completion, remove the first
the finger pad tightly. blood drop using clean cotton.

In order to make a puncture, press the release Press to the puncture site carefully to collect
button. After the puncture completion, the click  another blood drop. Be careful in order not to

sound will be heard. smear the blood sample. Apply the sample to the
test strip.

9. Twist off the device cap and remove the 10. In order to remove the used lancet, move the

lancet. Dispose the used lancet following ejector forward. Dispose the used lancet

precautions; put the lancet protective cap ona according to the regulations of the local
hard surface and insert the used lancet needle in  legislation.

it. o Use transparent tip for blood draw from the
alternative sites (not from the finger pad).

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



15. BLOOD DRAW FROM ALTERNATIVE SITES (AST)

Blood draw from the alternative sites (AST) is the blood draw
from other sites, not from the finger pad, for analysis.

There are limitations of possibility of blood draw from the
alternative sites. Please consult your physician before using this
method.

When should the method of blood draw from the alternative sites be used?

Dietary habits, treatment, physical activity level or stress and diseases may influence blood glucose
level. Capillary blood in finger pads reflects such changes faster than blood in other parts of the
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.

It is recommended to perform blood draw from the alternative sites ONLY under the following
conditions:

» Before a meal or on empty stomach (not earlier than 2 hours after the last meal).
* Not earlier than 2 hours after the insulin administration. D<
» Not earlier than 2 hours after physical exercise.

go*g 2nd
DO NOT USE blood draw from the alternative sites in case: Taipei
* You assume low level of blood glucose.
* You are not sure if you have hypoglycaemia.

* You are performing test for hyperglycaemia.

» The result of blood glucose level measurement from the alternative sites does not correspond to
your state of health.

The results of your ordinary checks are subject to fluctuations.

Preferred sites for the blood draw:
1 Palm area under the little finger
2. Palm area under the thumb

3. Inner side of the forearm

4. Quter side of the forearm

5. Upper arm
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-Upper Arm
-Forearm

Suggested Test Areas
for the Hand

16. DEVICE CONTACT WITH HUMAN BODY
The lancing device contacts with not uninjured body skin for a short period of time.

17. CONTENTS AND PACKAGE
Automatic lancing device (with AST tip) for taken capillary blood is placed in a PE bag and then in
a cardboard box. Before use make sure the package integrity is not impaired.

18. LABELLING
Automatic lancing device (with AST tip) for taken capillary blood is placed in a PE bag which, in

turn, is placed in a cardboard box. Before use make sure the package integrity is not impaired. Do
not use the device if the package is opened or damaged. In case of damages do not use the device
and return it in the place of purchase.

Labelling on the lancing device housing contains the scale for choosing skin puncture depth levels.
Labelling on the lancing device packaging contains the device name and model, the manufacturer’s
name and address, the authorised representative’s name and address, and storage conditions:
humidity and temperature, MA number and date.

Labelling on the lancing device housing contains the scale for choosing skin puncture depth levels.

19. SYMBOLS USED IN THE DEVICE LABELLING
The symbols used in the device package labelling are listed in the Table.

.S»:b0l ' | Meaning Symbol Meaning
v Use-by date i O Humidity

MI
tJ Manufacturer tt CE marking

Temperature range LOT Lot number
Consult instruction for use Authorized representative ir
|_|J JE.. European Community
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20. QUALITY STANDARDS
The device corresponds to the international standards: EN 1SO 15223-1, EN ISO 13485, EN ISO
14971, CE MDD (93/42/EEC), IEC 62366-1, EN I1SO 10993, EN 1041:2008.

21. STERILITY
Lancing device (with the tip) is not subject to sterilisation, is not sterile.

22. REQUIREMENTS FOR ENVIRONMENT PROTECTION
Medical device “Automatic lancing device (with AST tip) for taken capillary blood” is absolutely
safe for the environment.

23. SOFTWARE
The medical device does not contain software and has no programme or measuring functions.

24. AVAILABILITY OF MEDICINAL PRODUCT IN THE MEDICAL DEVICE ¢
Medical device components have no medicinal products for human use.

ad.. 24888
25. MAINTENANCE, CLEANING, AND DISINFECTION v. Towkd

The device is subject to routine maintenance performed by the user on his own when contamination
is emerged. The device does not require special maintenance.

Calibration: not required.

Cleaning: mild soap or alcohol; do not emerge in water when rinsing, do not wash in a dishwasher
or with cleaning agents.

Disinfection:
* incase of individual use at home, disinfectioh is not required.

26. STORAGE, TRANSPORTATION, AND SHELF LIFE
Storage and Transportation Conditions

Transportation can be carried out using any types of transport in covered vehicles proteeted from the
sunlight in accordance with cargo transportation rules applicable to them. Temperature range is
from -10°C to 50°C, relative humidity shall not be more than 95%.

Operating conditions

Guaranteed life cycle of the automatic lancing device (with AST tip) for taken capillary blood is 2
years.

Service life :at least 2,000 times.

Do not use the device for puncture in case of damaged housing.
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In case ofquestions of operability of the device, please refer to the representative in the territory of
the Russian Federation: NEXT Bio EEC, 5 Akademika Pavlova Street, lit. B, room 46-H,

197022 Saint Petersburg, Russia
Tel.: +7 (812) 703-79-75 (multiline), fax: +7 (812) 703-79-76
Hot Line: 8-800-333-43-76 (free throughout Russia)

27. DISPOSAL AND DESTRUCTION

Unused lancing device is identified as waste class A, it does not contain harmful substances and can
be discarded with household waste in accordance with Sanitary Rules and Standards 2.1.7.2790-10.

Used lancing device is identified as waste class B, it is potentially biohazardous and therefore shall
be discarded in accordance with Sanitary Rules and Standards 2.1.7.2790-10.

28. WARRANTY OBLIGATIONS

Compliance of the Piercing Handle automatically (with the AST tip) for capillary blood collection
with the requirements specified in the operating manual is guaranteed during the entire warranty
period provided that the article is used according to the purpose, and its application, storage and
transportation is carried out in accordance with the specified conditions.

29. COMPLAINTS
Claims with regard to the medical device quality shall be sent to the address of the manufacturer,
Taidoc Technology Corporation

B1-7F, No. 127, Wugong 2nd Rd., Wugu Disk, New Taipei City 24888, Taiwan, R.O.C. and to the
representative’s address in the Russian Federation: EEC NEXT Bio

5B, ul. Akademika Pavlova, office 46-H, 197022 Saint Petersburg, Russian Federation

Tel.: +7(812) 703-79-75 (multiline), fax: +7 (812) 703-79-76
Hot Line: 8-800-333-43-76 (free throughout Russia)

2019 pui'yuan-ming-jen-yu-tzu N
00 0408 t 'N®!
Case No. ! Date :
An AN i

Attested at the Bei-Da Partners Notary public Office
of Taiwan Taipei District Court, R.O.C., that the
signature(8)/8eal{s)of hnYos—

n this document is/are authentic. Tct.Luoli>y

Notary Public
A 'Soc.  ZhwgkiQO E Rd,
, Taipei City 106. Taiwan IR0.C.1
TaiDoc Technology Corporation Model Ne of Lancing Device TD-5010
B1-7F, Ne 127, Wungong 2nd. Rd, Wugu Dist., C £

A J 24888 New Taipei City,Taiwan,R.0.C
The representative's address in the Russian Federation: LLC NEXT Bio
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MepeBof C aHTNNUIACKOTO S13blKa Ha PYCCKUiA A3bIK

VIHCTPYKUMSA Mo NPYMEHEHNIO

PYUKA A1 NPOKAJIbIBAHNA ABTOMATUYECKASA (C HAKOHEYHNKOM AST)
ANA B3ATUNA KANNTJTAPHOWM KPOBU

npounsBoAcTea «Taingok TexHonompkn KopnopeliwH», TariBaHb (Kutaiickas Pecny6nmka)

1LTramni:
«Tangok»
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[lepen nauanoM HCNOAL3OBAHAS

Tlepea HayaaOM HCNONH30BAHHA H3AENHA, NPEAHAZHAYCHHOTO ANIA NPOKONA KOXKH C LENbIO
NOMy4YeHHA NPoSH KPOBH B CHCTEME C NARLCTAMH, BHHMATENBHO [POUHTANTE JAHHYIO HHCTPYKLHIO
1O NPHMEHCHHUIO.

OGpatute ocoGoe BHHMaHHE Ha Bce MPEAYUPCKACHHA M MPEAOCTEPEIKEHHS, KOTOPbIE MOMEYEHB!

3HAKOM L3,
1. HAMMEHOBAHHE MEJHIIHHCKOI'O U3AEJIHA

Pyuka nns npoxansiBaHHA aBTOoMaTHueckas (¢ HaxoHeuHukoM AST) mis B3ATHA KamuIApHOH
KPOBH (Aanee Mo TEKCTY — N3AENHE, pyHKa U1 NPOKAILIBaNs)

2. PA3PABOTYHK, MPOU3BOAHTEJIb

Tpoussoaurens: «Talinok Texuonomxn Kopnopeiimmn», B1-7F, Ne 127, Byrou Cexona Poyax,
24888 pation Byry, Hosuiit Tali6a#, Talisans (Kuraiickas Pecny6amka)

3. HABHAYEHHE MEJUIIHHCKOI'O U3 AEJINA

Meauuunckoe niaenue «Pyuxa Ans npoxanbiBaHHs aBToMaTHueckas (c HakoHeuHHKoM AST) ana
B3ATHA KANWINAPHOH KpPOBH» MpEAHA3HAYEHO MNA OCYIUIECTBACHHA KOHTPOJHPYEMOro MPOKoJa
KOXH € LIEJIBIO B3ATHS 00pasiia KanHUIAPHOH KPOBH.

DYHKUHOHAILHOE HA3HAYCHHE
Pyuka ans npoxanbiBaHMs HCMOJL3YETCS BMECTE C JIAHLETOM ANA CHHXEHHA AucKoMmdopTa oT
NPOKOJIA KOXKH NPH B3ATHH 00pasiioB cBeXeH KPOBH H3 KOHYHKA NAAbLa, NPEANUIedbs U neya.

4. IOKA3AHHA
Jlna nonyueHus NpoGH KPOBH € 1ENbIO CaMOTECTHPOBAHHA YPOBHS IIIOKO3bI.

5. MPOTHBONMOKA3ZAHHUA
[TpoTuponOKa3aHHA HE BLIABIEHD!,

6. BO3MO’KHBIE [IOBOYHLIE JEACTBUS
He ycraHoBnieHs!.

7. OBJIACTDb NIPUMEHEHHS

Pyuka ana npoKanbIBAHHA BMECTE€ C JIGHIICTOM NPHMEHAETCA B 3HAOKPHHOMOIHM ¢ LEAbIO
ofnerveHus 3a00pa KpOBH MJIA MOHHTOPHHIa KOHLEHTpauMH IIIOKO3H B KPOBH MalMEHTaMH,
CTpaAaloIMMH CAXapHbLIM AHabeToM.

8. NIOTEHIIHAJBHBIE ITOTPEBUTEIH

Hanenne MOXET HCNONL30OBATHLCA HENPOPECCHOHANAMH C  DasiKYHBLIME - (PH3MUECKHUMA H
MEHTAIbHBIMH  BO3MOXHOCTAMH, HE HMEIOLIHME CHENHANbHAEIX MEAMUMHCKMX H HaydHo-
TEXHHYECKHX 3HAHHH OTHOCHTENbHO HabMIOAeHHS COAEPYKAHHUA ITIOKO3b! B KPOBH.

9, CTIOCOB NTPHMEHEHHA

Pyuxa Ais npoxanbiBAHKA CKOHCTPYHPOBAHA TaK, YTO YCTAHOBACHHBIN NIAHUET NMOJHOCTHIO CIPATaH
noz xonnaukoM. Ilon xeiicTBHEM COKpaLllCHHMS PacTAHYTOH NpPYXKHHB (NPHBCICHHON B AcficTBHE
npH NOMOLIY pHYara # CIYyCKOBOH KHONKK) HIVIa JIAHLUETA NPOKANKLIBACT KOXKY, 3aTeM NpYXKHHA

Itlimamnt:
«Talhnox» )
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B HCXOIHOE NOMNOXKEHHEe, NPK KOTOPOM HIJIA JiaHLeTa BO3BPAWIACTCA NOA KONMA4OK PYUKH HIA
NPOKaNLIBAHNA.

10. OTPAHHYEHHUA TPHMEHEHUA

Uanenue He npeaycMOTPEHO K CAMOCTOATEILHOMY HCIIOIb30BAHHIO JIHIAMH, HMEIOIMMH 0cobble
norpeSHocTH {AetH a0 18 ner, HHBaNMABI, NHUA CTAPYECKOTO Bo3pacTa). Ucnonb3loBaHHe HMH
H3ACAHS TPpeOyeT aCCHCTHPOBAHUA U NOMOLIIH.

Hanenwe He mMpHMEHACTCA M NALHEHTOB C TAXENBIMH HHOCKUHAMH, 3MOKAYECTBCHHBIMH
ONMYXOJIAMH, MACCUBHBIMH oTeKaMu. M3aienne NIpHMEHAETCA TOJBKO ONHHM MALHEHTOM.

11. YCJIOBHA MPHMEHEHHA
Hanenne npenHasHaueHO AN HHAMBHAYAILHOrO MPHMEHCHHMA B JOMAUIHKX YCIOBHAX ORHHM
NONb3OBATENEM.

12. MEPBI NIPEAOCTOPOXHOCTH NP MPUMEHEHHH
B nensx MHHHMH3aLHK BEPOATHOCTH BO3HHKHOBEHHA HH(EKIHN:

A Huxorna He mcnonb3ylite pydky And NPOKaNbiBAHHA C OJHUM JIAHUETOM IS HECKONbKUX
Yenosex.

A Jlanuer apnserca oAHOPa3oBHIM. JUIA IPOKOAA BCETAa HCNONb3yHTe HOBLI CTEPHAbHBIN IAHLIET.

N36eraiite nonaganns KpeMa ANA PyK, Maciia, rpAsd WIN TBEPIBIX YacTHL Ha JIAHLET H PYUKy
JUIS IPOKANBIBAHKA.

A [Nonp3ydach H3penneMm, HEOOXOAHMO CNEAOBATH YKA3AHHAM MHCTPYKIHU N0 NIPAMEHEHHIO.

[Tpu HCONB30BAMKYK HAAENHNA CleNyeT COOMIOAATH MPABHIIA aHTHCENTHKH. [Tepen npuMeHeHHeM
HeoOXoAMMO BHIMBLITH PYKH B Temloli Boge ¢ MbUIOM JIHOO HMcmonb3oBath Je3dHPHURpYIOWMYIO
BJIAXHYIO candeTky, 3aTeM AaTh KOXe NMPOCOXHYTh.

TpeGyerca HCMONBL30BaTh CTAHAAPTHRIC MEPHI MPCAOCTOPOKHOCTH NPH OOpALICHRH ¢ KPOBLIO.
Bce npobm W marepmanbl, ¢ KOTOpHIMM KOHTaKTHPOBAI MALMEHT, CUMTAIOTCE OHONMOrMueckH
ONacCHBbIMH, C HHMH HeoOX0oaMMO 00palaTeCA KaK ¢ NOTEeHUHANBHBIMHA NEPeHOCUHKAMH HHGEKUMH.

A Uagenue conepxut Menkue JeTanu, cnocoOHbIe BLI3BATh YAYILbE H TPABMH Y AeTelt Maaauero
BO3DACTa NpPH BABIXaHHH H NMPOTJATHIBAHNH. U3aenue cieayeT XpaHHTD B HEIOCTYMHOM M netedt
MecTe.

A Hcnonp30BaHHBI JIAHLET MPEACTABNAAET [OTEHUHANLHYIO OCHOJNOTHYECKYIO ONACHOCT.
YTHAN3UpYHTE HCNONB30BAHHBIE JAHUETH! B COOTBETCTBHH C HOPMAMH MECTHOTO 3AKOHOAATENLCTBA.

Hcnonb3oBaTh TONbKO ¢ naHumeramm npouspoactsa «Talaox Texwonoaxu Kopmopeiimmy.
TIpou3BoguTeNns HE rapaHTHPYET COBMECTHMOCTb H 0€30MacHOCTL HMCMONL30BAHHA PYYKH IS
NPOKWILIBAHHUA C JIAHLECTAMH JIPYTOro NpOH3BOJICTBa

13. TEXHHYECKOE OIIHCAHHE H XAPAKTEPHCTHKH KOMIIOHEHTOB
H3AEJHA

Pyuka ans npokanbiBaHHA (PHCYHOK 1) MO3BOMIAET JIErKo H NpakTHYecKH Oe3001€3HEHHO BBINONBATD
3a00p KanHUIAPHON KPOBH H3 MOAYIICYKH Nadblia (M anbTEPHATHBHLIX MECT NPH MOMOLIM
aBTOMAaTHUYECKOro HakoHeuHnka AST).

IHimaunt:
«Taitnok»
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Aepxaveny naeva T T . K "~
Koanauox 830043
Perysmpyemoni - ’
HAKOHeUHUK Nayronep
__ Nycnosan
Unannarop KHONKA Hakoneunmx

Omxcarop Kpennenn

Pucynox 1. Pyuka ana npoxansisanns (¢ ZONONHHTEILHEIM HakoHeYHHKOM AST)

B w3penun npexycMOTpPeRa BO3MOXHOCTb BhiGOpa 1LECTH BapHAHTOB IYOHHBI MPOKOJA KOXKR
(pucynok 2):

Herny6oko FnyGoko
te———-

Pucyuok 2. llikana rnyGHHLI npokona KOXH

Yem [IHHHee THHKEA HHAKKATOpa, TeM Sonbiue ray6uHa npokona.

Tabnuna 1. TexHuueckre XxapakTepaCTHKH

Mogzens TD-5010

SKCIUTyaTALHOHHBIC XapaKTepPUCTHKH - BusyansHas HHAHKALMA TOTOBHOCTH H3ACNHA
K MPOKOJY: KOHTPOAb B3BOJA H3JaeT LICTHOK
npu OTTATMBAHHH Ha3al; H3MCHEHHE NBeTa
(opanxeBbif) BHyTpeHHEH 4YacTH RyCKOBOH
KHOTKH.

- Hakoneunux AST nozponser MCnonas30BaTh
H3JIE/THE 119 aNbTCPHATHBHLIX MECT.

Cua npy>KHHbI KOHTPONA B3BOHA: 6,0 H+ 10%

DHeprus yaapa {Bo3nelicTBHA HA JaHLeT) 45 mIx = 10%

Bec 169r+15%
I'aGapHTHBIE pa3Meph IlpuseneHn Ha pucyHxe 3
/itimamn

«Tabhaox»
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PrcyHok 3. FabapuTHble pa3mepbl Pyyki Ansi NPoKasibiBaHMs (BblpaXKeHbl B MM)

14. NONTYYEHWME MNMPOBbLI KPOBA
MoaroToBKa py4KuM Ans NPoKablBaHNS

1 T[loBepHWTE KOMNAYOK PYYKN O115
NPOKasibIBaHWA U CHAMUTE ero, NOTSAHYB BBepX.

3. CHUMUTE 3aLUTHYHO KPbILKY C NaHLETa.
He npuKacaiTecb K CTEPUIbHON UrNe NaHueTa u
He BblOpachIBaliTe 3alUTHYH KPbILLKY.

IlLramn!\
«Tangok»

2. BcTaBbTe NAHLET B AigpXKaTesb NaHLUeTa v
HaJlaB1Te Ha Hero, YToObl HAZEXXHO 3aKPENWT.

4. HafleHbTe KO/navokK pyyku obpaTtHo v
MoBepHUTE ero A0 LLenyKa, YTobbl 3aKpPennTb Ha
MecTe. Ko/inayok 3akpenseH, ecivm MHAMKaTop
KpenneHns HaxoauTcs B KpainHem npasoM
NONOXEHNN.



5. Y aepxusaiire xbnnaqox H BEIOEpHTE

Depaure pyuKy 3a xopmyc
_yCTpolcTsa, a He 32 XONnav0k.

6. Iloranure 3a 06NACTE peryTHPOBKH HAK/IOHA

rayOuHy NpoKoNa, NOBOpaYHBas perymmpyeMbii 1o mesrka. Koraa usnenne Gyaer rotoso K

HAKOHCYHHK B MOOOM HaIIpaRJICHHH, TAKHM
o6pasom, 9T00H cTpeliKka Ha KOJNMAa4Ke
yKasnBaia Ha TpeSyeMyio rimyOuRy npoxoa.

Mepen 3a6opom npobua kposu:

A BrmMoiiTe B HacyXo BHITPHTE PYKH.

HCIIONB30BAHKIO, [BET NYCKOBOH KROTIKH
H3IMCHHTCH,
o Ecauewt ne JCRVUHARE WENIUKA,

80IMOINCHO, YCMPOIiCMEo 3aKTURURO REPED
yemanoexoii aanyema.

A BriGepuTe MECTO NpoKO/a HAa NMOAYIIEYKE NaNnbla.

Pactupalite BGpaHOe MECTO B TeueHHE NMPHMEPHO 20 CeKYHA A0 BRINOAHCHHS

KoJia,

IMpoaesundnuupyiite MecTo BaToi, CMOYCHHON B 70-IPONEHTHOM CIIHpTE, B JalTEe eMy

BBICOXHYTb.

7. Ilpokosmre nanen

ITnoTHO MPHKMUTE HAKOHCSTHHK PYIKH IS
TPOKATHIBAHAS K HHXKHEH JaCTH NOAYMICUKH
HANBLA.

Jig BLIMOTHCHHA MPOKOJIA HAKMHETE MYCKOBYIO
KronKy. Ilo BHNONHEHHN MPOKOIa TPO3IBYIHT
IIETYO0K.

9. OTKpyTHTE KONMNAYOK PYUKH B YAAIHTE
NaHnet. Y TRM3Hpylite Henonb3opaHHbIH
aaHnet, cobmonas Mephl MPEAOCTOPOKHOCTH:
NOMECTHTE 3alHTHYIO KPHILIKY JaHLIeTa Ha
TBEPAYIO NOBEPXHOCTH H BCTABHTE B HETO
ACNIO/IE30BAHHYIO HITY JIaHLETA.

Hlimamnt:
«Taltrox»
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8. Yaannre ycTpoicTBO ¢ MECTA MPOKONA.
ITocne BEMONHEANA MPOKOJIA YAAIATE HEPBYIO
Kall/io KPOBH € MOMOLIBIO YHCTOH BaTHI
OcTopoXHO HAXABHTE HA MECTO NPOKOJIA,
yT106H coOpars eme oHy Kanmo kposd. Byapre
aKKypaTHH, TTO0H He cMa3aTh 00pasen KpoBH.
Hanecure ofpasent Ha TECT-NONOCKY.

10. YToOn yRanATs HCNONL30BAHHBIN NAHIET,

BHUIBHHBTC BHTCCHNTEIL Briepe.

Vramasupyiite JaHIeT B COOTBETCTBHH C©

HOpMaMH JIOKANLHOTO 3aKOHOAATEILCTBA.

o Ins 3abopa xpoeu U3 GRsMEPRAMUEHEIX
Mecn (He U3 ROOYHIEUKI RARLUA)
ucnons3piime npoipaussiii HAKOKEYHUK.
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15. 3ABOP KPOBW/ 3 AJIbTEPHATUBHbIX MECT (AST)

3a60p KpoBM M3 anbTEPHATUBHbLIX MecT (AST) — 3TO B3ATUME
KPOBM Ha aHa/M3 U3 APYrmx MeCT, He MoAyLIeyKkn nasbLa.

CyLIECTBYIOT OFpaHMuYeHUs Ha BO3MOXHOCTb 3a6opa KpoBu
13 anbTepHATUBHbIX MecT. MoXanyiicTa, NPOKOHCYNbTUPYIATECH C
BaLLMM BPayoM [0 Hayana UCro/b30BaHNs 3TOr0 MeTo/a.

Korpaa cneflyeT 1cnosb3oBaTh METO/ 3a60pa KPOBM 13 aflbTEPHATUBHbBIX MECT?

OCO6EHHOCTM MUTaHWUA, NeYEHNs,, YPOBEHb Harpy3ku WAM CTpecc M 60/1e3HM MOTYT OKa3blBaTb
B/IMSIHNE HA YPOBEHb /1HOKO3bl B KPOBW. KanunngpHas KpoBb B KOHUMKAX MasibLEB OTpaXkaeT Takue
M3MEHEHMA ObICTPee, YeM B ApYrux yactax Tena. [oatomy, nNpyu M3MEPEHWU YPOBHS TIHOKO3bl B
KPOBW BO BPeMst U HEMOCPEACTBEHHO NOC/e efbl, (PU3NYECKOA Harpy3Kn UN Kaknx-1nbo apyrnx
[IleACTBNIA NN COBLITWIA, CNeayeT UCNOMb30BaTh TObKO NPO6bI KPOBU U3 NaslbLEB.

PekoMeHZyeTCA MCNOMNb30BaTh 3a00p KPOBW U3 anibTepHaTUBHbLIX MecT TOJIbKO npu cnegytowwmx
YCNoBUAX:

» [lo efibl UM Ha ronofHbIA XXenynok (He paHee YeM Yepe3 2 yaca Mocne MocrefHero nprieMa
NALLK).

» He paHee 4yeM 4Yepe3 2 yaca nocse nNprema NHCyInHa.

* He paHee yem 4epes 2 yaca nocne PU3NYECKMNX Harpysok.

HE CMOJ/Ib3YWTE 3a60p KpoBU 13 a/lbTEPHATUBHbIX MECT, eCNN:
* Bbl npegnonaraete HU3KNIN YPOBEHb [HOKO3bI B KPOBW.

* Bbl He yBepeHbl, eCTb /N Y BaC rMnorinkemums.

* Bbl npoBoauTe TECT Ha FMNEPrINKEMUIO.

* PesynbTtar U3MepeHna YpPOBHS T/IOKO3bl B KPOBU U3 a/ibTEPHATMBHbLIX MECT He COOTBETCTBYeET
BallleMy CaMmO4yBCTBUIO.

* Pe3ynbTartbl BaWnNx 006bIYHbIX NPOBEPOK MOoABEPXKEHbI YHaCTbIM KonebaHuaMm.

MpeanouTuTeNbHbIE MeCTa 151 3a6opa KPOBMU:

1.MAKOTb N1agoHu nog MU3UHLEM

2. M#AKOTb NafoHN NoA 60MbLLUUM NasibLEeM
3. BHyTpeHHss CTOpoHa npean/ieybs

4. BHelHaa CToOpoHa npeanieysa
5.[nevo

/LLTamn/:

«Tangok»
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nneyo
npeanneyoe

npeanonaraemasi 30Ha
MCNONb30BaHNA ANA PyKn

16. KOHTAKT U3L4EJINA C TEJZTOM UEJTOBEKA
PyuyKa 4515 NpoKanblBaHWs KPaTKOBPEMEHHO KOHTAKTUPYHOT C HEMOBPEXEHHON KOXEl opraHv3ma.

17. COOEP>XVMOE N ¥YTIAKOBKA
Pyyka [An9 nNpokasibiBaHMs aBTOMatuMuyeckas (C  HakOHeyHMKoM AST) nomewjaetcs B
MOSIM3TUNEHOBBIN MakeT. lMepes NpUMeHeHNeM yoeanTeCh B Lie/IOCTHOCTU YNaKOBKM.

18. MAPKNPOBKA

PyuKa /151 NpoKa/ibIBaHWS NOMELLAETCS B NOMMITUIEHOBLIN MakeT. Mepef NprMeHeHneM ybeanTech
B LE/IOCTHOCTU YMakoBKW. He Mcnosib3oBaTb, eCiv ynakoBka BCKpbITA WM noBpexaeHa. Mpu
06HapY>KeHUN MOBPEXAEHWI He UCMONb3YINTE U3LENVE N BEPHUTE €ro B MECTO NPOAAKM.
MapKMpOoBKa, HaHeCeHHast Ha KOpnyc pyyku ANS MPOKablBaHWs, COAEPXMT LUKasly YCTaHOBKM
YPOBHEW rnyOuHbI MPOKasbiBaHUS KOXW. MapKMpoBKa Ha YNakoBKe PYyYKW A/19 MPOKasibiBaHWS
COAEPXUT HaMMeHOBaHVWe W MOAeNb W3LeNpW, HauMeHOoBaHMe W afpec Npou3BOAUTENS,
HaMMeHOBaHve W afpec YnoSHOMOYEHHOro NpeAcTaBUTENA W YCMOBUS XPaHEeHUS: BNXXHOCTb U
TemnepaTypa, 3HaK «M1Cro/b30BaTh A0...», Kog napTun, 3Hak CE, ynonMHOMOYEHHbI NpeAcTaBUTESb,
HOMeEp 1 AaTy perncTpaumMoHHOro yaoCTOBEPEHNS.

MapKMpoBKa, HaHeCeHHast Ha KOpMnyc Py4Yku ANs MPOKa/ibiBaHWS, COAEPXMUT LUKasly YCTaHOBKM
YPOBHEW rNy6rHbI MPOKaIbIBAHUSA KOXKN.

19. CMMBO/1bl, NCINONb3YEMbIE B MAPKUPOBKE N3AEJTNA

CumBson 3HavyeHue CumBon 3HayeHune

Mcnonb3oBaTb A0 YKa3aHHON farti BnaxHocTtb
N3rotosutens 3Hak kavectBa CE

al C€
TemnepaTtypHbIA AnanasoH LOT Kog naptuu

T O6patntecb K WHCTPYKUMW MO EC | rep YNOMHOMOYEHHbIA  MpeacTaBuTe

MPYMEHEHWIO EBponeiickom coobLyecTtse

WliTamn/:

«Tangok»
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20. CTAHJAPTH KAYECTBA
Hsnemme cooTBETCTBYeT MexayHapoamsiM craupapram: EH UCO 15223-1, EH HCO 13485,
EH HCO 14971, CE MDD (93/42/EEC), IEC 62366-1, EH HCO 10993, EN 1041:2008.

21. CTEPHJIBHOCTD
Pyuxa ana npoxansBaHus aBTOMaTHIecKas (¢ HakoHeuHMkoM AST) He MOMNICKMT CTEPH/IH3ALAH,
HECTCpPHIbHA,

22. TPEFOBAHHS K OXPAHE OKPYKAIOIIEM CPEABI
Meannuuckoe usnende «Pyuka ang nporanbiBeHHs aBTOMaTHUecKad (C HakoHeunukoM AST»
NMOJHOCTHIO Oe30nacHo ANA oKpykalomel cpensl.

23. IPOTPAMMHOE OBECIIEYMEHHE
MeZHIEECKOE H3ACTHE He COREPKUT NMPOrpaMMHOr0 ofecTieueH s H He HECST MPOTPaMMHBIX H
H3MCPHTENBHMX byHKumi,

24. HAJIHYME B METHIIHHCKOM H3JENHH JEKAPCTBEHHOI'O CPEACTBA
B cocTaBe MEANIEHCKOTO H3AENHA OTCYTCTBYIOT JICKAPCTBEHHEIE CPEACTBA TS MEAHITHHCKOrO
OpUMCHEHUA.

25. TEXHHYECKOE OBCIYXXHBAHHE, OYMCTKA, JE3HHOEKLIHA

Hspenne DOANCKAT NOBCEAHEBHOMY YXOAY, MPOH3BOAUMOMY NOJB30BATEIEM CAMOCTOSTE/ILHO MO
Mepe NoABNICHUS BHEMHUX 3arpasHeHui. Hanemto ne Tpefytorca ocolbie MEpRI yxoza.

Kanubpoexa: ne tpebyercs.

Ovucmya: MATKAN MEUTBHLIR PACTBOP KN CIKPT; HE NOrPYKATh B BOAY HPH OIIOJIACKHBAHHH, He
MHITH B IOCYAJOMOEYHOMN MallIHHe H ¢ IPAMEHERUEM YHCTAIHX CPENCTB.

Hesunghexyua:

® B ClIyYae HHAMBHAYANBHOTO HCMIONBE30BAHAL A0Ma JesHHbexnua He Tpebyercs.

26. XPAHEHHE, TPAHCIIOPTHPOBKA, CPOK 'OTHOCTH

YenoBug XpaHeHHS H TPAHCIIOPTHPOBKH

TpaBCOOPTHPOBKA MOXKET OCYIUECTBAATRCA BCEMH BHAAMH TPAHCMOPTA B KPHITRIX TPAHCIIOPTHBIX
CpeACTBaX, 3AIMIICHHEIX OT CONHEYHOIO CBETA, B COOTBETCTBHH C ReHCTBYIOIIHMH H8 HHX
NpaBuiaMH NEPeBO3KH rpys3os. Temneparypunuilf amanason or —10°C mo 50°C, otHOocHTENbHAs
BIAXHOCTD He Gonee 95%.

Ycn0BHS IKCILUTYATAIHH

lapanTHpoBaHHEE CpPOK OJKCONYyaTAHM Py9YKH IS NpPOKANBIBAHMA aBRTOMATHUeCKoH (¢
rakoneyHnKkoM AST) ais B3STHA XanHUISPHOH KPOBH: 2 roza.

Cpok cnyxOH: He MeHee 2 000 npaMeHeHHI.

He ucnonbsyiite pydKky IS NPOKANLIBARNS PH NMOBPEKIACHAN KOPITyCa.

itlimamni:
«Taltnow»
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B cnyuae BOSHHKHOBEHHA BONPOCOB O paGoTOCIIOCOOHOCTH yCTpolicTea, Bel MoxeTe oGpaTHTBCH K
NpeacTapATeNO Ha TeppuTopuA Poccuiickoli ®eaepaunu: 000 «HOKCT buo», yn. AxkazeMaka
[Narnosa, a. 5 marepa B, noMemenue 46-H, 197022 Cankr-IlerepOypr, Poccuiickas Denepanns
Ten.: +7 (812) 703-79-75 (MroroxanamsaEli); dakc: +7 (812) 703-79-76

Tenedon ropsueit manuu: §-800-333-43-76 (33oHOK N0 PoccHr GecnmaTHEH)

27. YTRINBALIAA H YHHYTOXEHHE

Hencnons3oBarHad py4dKa A9 NPOKANLIBAHAA aBTOMATHYECKAd OTHOCHTCS K KJIAcCy OTXOAO0B A, He
COACPAHUT BPeAHBIX BELIECTB H MOKET OHTD YTHAH3HPOBAHA BMecTe ¢ ORITOBHIMH OTXOAMH B
COOTBETCTBHH ¢ CaHHTAPHO-3MHACMHONOTHYESCKHMY NIPaBAJIAMHA H THTHCHHYECKHMH CTaHAapTaMK
2.1.7.2790-10.

Hcnonb3osaHHAS pyyuKa A/ NPOKANLIBAHMS ABTOMATHYECKas OTHOCHTCA K KNAcCy 0TXoH0B B,
ABJIETCA NOTCHIHANLHO GHONOIHYeCKH ONAacHOH M MOITOMY TOAICKHT YTHIH3ALHH B
co0TBeTCTBHH ¢ CAHUTAPHO-SIHACMHAOIOTHYECKAMY IPABHIIAMEA H THTHEHHIECKHMMH CTARIAPTAMH
2.1.7.2790-10.

28. YCJIOBHA TAPAHTHH
Cootperctre Hagemua «Pyuxa ANt NpoKanHBaHEA aBTOMaTH4eCKad (¢ HaxoHeuHHKoM AST) s

B3ATHA KAMWINAPHOH KPOBH» TpeOGOBaHWAM, YCTAHOBJICHHEIM B HHCTPYKUHMH N0 SKCILTyaTALHH,
rapaHTHPYETCS B TCUCHHE BCETO rapaHTHHfROro NEpHoAa NPH YCIOBHN, YTO H3/ICITHE HCTIONb3YETCA
B COOTBETCTBHH C Ha3HAUYCHHCM, H €0 NpHMEHEeHHE, XpaHeHHE H TPAHCIOPTHPOBKA
OCYIIECTBIMETCA B COOTBETCTBHH € YKASAHHEIMH YCIIOBHAMH.

29. PEKJIAMAIIHHA

Iperens3nu no NOBOAY KAYECTBA MEARIIMHCKOTO HANE/HA HANPABJIMIOTCS B aApeC MPOH3BOIATENA
«Talipok Texmonomxu Kopnopelinm»

B1-7F, Ne 127, Byror Cexona Poya, 24888 paiton Byry, Hobsiit Taii6oii, Tatirans (Kuratickas
Pecny6nuka), a Takxke B aapec npencraeurens Ha reppuropur Poccuiickoif Geaepanun:

000 «H3KCT Bro»

ya. Axanemuka [lasnosa, a. 5 nutepa B, nomemenne 46-H, 197022 Canxr-IleTepOypr, Poccriickaa
denepanns

Ten.: +7 (812) 703-79-75 (MHoroxaHaNbHHIA); dakc: +7 (812) 703-79-76

Tenedon ropsueit mirun; 8-800-333-43-76 (3soHOK 1m0 Poccuu Gecnnarnuiit)

Ilimamni:

2019 mit-10aHb-MHR-IRCHB-I0H-1BY

Aeno Ne: 000408 Aata: 24 centabpn 2019 1.

Hannbitt goxyment 6uin HoTapuanLHO odopmne B HoTapHanbHol koxTope «Bali-Tia Mapreepe»

Pallontoro cyaa ropoaa TalGait Talteann (Kuralickolt PecnyOnHKH) H CBHACTENBCTBYET O TOM, YTO NOSNNUCH / NevaTn
«Taitzox Texnononan Kopnopeituin» B J8HHOM A0KYMEHTS ABJIRKIOTCA NOATHHHBIMH.

Horapnyc /[Toonucs!

By, Xyait-lO#

[Modnuce!

Imamnt:
10F-10, M 148, Cex. 4, Uxoncso Hcr Poya.
paitor Jaam, ropon Tait62t 106, Taiteans (Kuraicxan PecriyGnuxa)

/[Tevamp/; Horapuanshan koutopa «Boit-Ja Mapruepc», Pationnbiit cya ropona TatiGal Talisann * Kuratickas
PecniyGinxa * Horapryc * By, Xyaii-
«Talaok TexHoromn Kopnopetiums HOmEp MOAEAK PYMKW QAR NPOKANbIGaHHA TD-S010
B1-7F, N2 127, Byron Cenowp Poya, 24888 paiion Byry, Hoenilt C€
Tal\6sil, Toiaawn (Kurahicxan PecrryGmea)
AQPeC NPeALTARHTENN HE TEPPHTOPUM Poccidickol Peaepatpns OO0 «HIKCT Bror

Imamnt:
«Taltaors
B1-7F, N 127, Byron Cexonn Poya, 24888 pation Byry, Hosmit Tali6a#, Taltsaun
& 000 LMPMM (] INFO@CIRMI.RU @WWW.G(]SZI]RAVNADZUR.IiU‘DHelI [epeBoaa BOKYMCHTaA




MepeBoA, C aHIIMINCKOro A3blka Ha PYCCKMIA A3bIK BbIMNOMHEH NepeBogunKoM OpaHCKO AHacTacuein
FOpbeBHOI. MoATBEPXKAAD, UTO BbINOMHEHHbLIA MHOM MepeBoA ABMSETCH MPaBW/IbHLIM, TOUYHbIM U *
MO/HbIM.

Poccuiickaa ®efepaums
CaHKT-leTepbypr

[eBATOro oKTA6ps ABe ThICAUN LeBATHAALATOroO roga.

A, [3eHc AnekcaHip [eoprmesny, BPEMEHHO WCMOMHAKOLWMIA 0653aHHOCTU HOTapuyca
HoTapuasibHoro okpyra CaHkT-IeTepbypr [3eHc Hatanbu AHaTONbEBHbI, CBUAETENbCTBYHO
NOA/IMHHOCTb NoANMcK nepeBogumka OpaHckoin AHactacum KOpbeBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHocTb NoanucaBLLEro AOKYMEHT YCTaHOB/IEHA.

3aperunctpupoBaHo B peectpe: No 78/80-H/78-2019- 43>-/73

B3blekaHO rocyaapcTBeHHOM NowwvHbl (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a 0KasaHwve yCc/yr npaBoBOro 1 TexHuyeckoro xapakrepa: 400 py6. 00 Kor.

AT. 13eHc

Toro B HacTosILLEM AOKYMEHTe:

15 (NATHaAUAaTb) JINCTOB

Bp.n.o.HoTapuyca A.l". [13eHc
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