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INSTRUSCTION FOR USERS

ON MEDICAL DEVICE

Ultra Sonic Aspiration System
Produced by: Endo-Flex GmbH, Germany
Meets standard international and Russian requirements

The product was produced aeeording to Direetive 93/42/EEC from 14.06.1993, appendix 2,
class 2a.
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1. MEDICAL DEVICE DESIGN

Ultra Sonic Aspiration system (further - system) indicated for making fme-needle biopsy during
endosonographical analysis.

Due to technical characteristics system allow to take a biopsy from submucosal tumors of GI.

Supply package:

Each system is a needle with syringe 20 ml with Luer-Lock coimector is packed in an
sterile package (blister pack), that packed into cardboard package. The original package provide
the best protection during the transportation:

- individual packaging: lairtight vial

- overall packaging: 10 airtight vial.

Product line:

Article Outer Diameter of Diameter of Length of Length

number: diameter the working protection the of the
of the tube part of the tube D, mm working handle
d, mm needle dl, part L, mm LI,

mm mm

FNA-BOI- 1,8+0,1 0,75+0,1 4015 670+10 368+10

2218

FNA-BO2- 1,840,1 0,7510,1 4015 690+10 368+10

2218

FNA-BO3- 1,8+0,1 0,75+0,1 4015 690+10 368+10

2218

FNA-GOI- 2,1+0,1 1,1+0,1 8545 1375+10 368+10

1921
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FNA-GOI- 1,8+0,1 0,75+0,1 8515 1375+10 368+10

IZ:IZ\:ILi-GOI- 2,7+0,1 0,75+0,1 8515 1375+10 368+10
|2:|2\|2,Z\-GOI- 1,8+0,1 0,55+0,1 8515 1375+10 368+10
|2:|5\|1,2-GO|- 2,7+0,1 0,55+0,1 8515 1375+10 368+10
IZ:?\IZ,Z\-GOZ- 1,8+0,1 0,75+0,1 8515 137510 368+10
IZ:ZI\JI;E\-GOZ- 2,7+0,1 0,75+0,1 8515 1375+10 368+10
2227

Fig. 1 Ultra Sonic Aspiration System
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Fig.2 The dimension of the syringe (mm)

2.TECHNICAL CHARACTERISTICS
Characteristics:

Outer diameter of the working part of the device is 1,8 £ 0,1 mm to 2,7 £ 0,1 mm.

1

2. Diameter of the working needles is 0,55 + 0,1 mmto 1,1 + 0,1 mm.

3. Diameter of the protection tube of the working part is40 £+ 5mm to 85 £5 mm.
4

. The length of the working part is 670 £ 40 mm to 1375 + 40 mm.
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5. Weight of the device is 150 = 50 g.

6. The device is sterile. Sterilization by EO.

7. The device is single use.

8. The device is biocompatible, non-pyrogenic, non-toxic.

9. Working part of the needle should be sharp. Radius of the sharp part of the needle is

not more than 0,03 mm.

10. Deviation of the working part of the needle is not more than 2%.

11. The force of the working puncture should be no more than 3H.

12. The parameter Ra outer needle sharpening surface roughness should be less than 0.63
microns according to GOST 2789.

13. The angle of the injector needle is (45 £ 2) °

14. The material’s:

Components of the Material/Trademark Standard
system
Needles - ABS plastic (Novodur HD-15) USP Class VI

and (Maxithen 5BA6157)
- Thermoplastic PET
- Polyamide PA

- Stainless steel 1.4301

Syringe with  Luer- - ABS plastic (Novodur HD -15) USP Class VI
Lock connector 20 ml - Polycarbonate

- The silicone tip

15. Bends resistance. The maximum deviation of the needle should be not more than 0,45
mm upon of using a bending force of IOH.

16. The cormection between working part and tube must be firmed upon using the force of
69 H.

17. The tube of 0,18 mm from stainless steel must go through the working part of the
needle.

18. The working part of the needle should be firmed upon using the force of 69 H.

19. Value of division of the syringe is 1 ml. Total capacity of the syringe is 20 ml.

20. Total length to the mark of rated capacity is 48 mm.

21. Tolerances to graded capacity:
- Less than 50% of rated capacity - 1,5% capacity + 1% of released volume.

Equal or more than 50% of rated capacity - 4% of released volume.
22. Max of «dead ground» is 0,1 ml.
23. Max effort to use a piston is 8 H
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3. AREA OF APPLICATION

The product is used exclusively in stationary conditions in departments of hospitals
and clinics. The endoscopist injecting the must be experienced in the administration technique.

4. OPERATION INFORMATION

Do not use if packaging has been damaged.

Do not use after the expiration time.

Set of the accessories should meet the requirements of the resistance to climatic factors of the
environment according to UHL 4.2 under GOST 15150.

Tools shall be manufactured from corrosion resistant materials. The items shall be corrosion

resistant in the operation, transportation and storage conditions.

INDICATION FOR USE

Ultra Sonic Aspiration system indicated for making fine-needle biopsy during
endosonographical analysis.

CONTRAINDICATIONS
The needles should be use only with flexible scope. Contradiction of the using the system is the

same like contradictions to flexible endoscopy.
POSSIBLE COMPLICATIONS
- Infection in case of using non-sterile device
- lliness in the area of application
- Bleeding in the area of application
- Perforation in the area of application
- Dissemination of the tumor.
5. USING OF THE DEVICE
5.1 Before the using

Please inspect and check the packing carefully before using the device. Products with broken
packing are forbidden to be used.

Open the packing and check whether the handle is normal and sample needle could be

withdrawn or stretched, whether the needle head is deformed or bended. If there is any damage,

the products should be replaced.
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Before the using, please make sure that there is no inflammable gas in the human
body. Suck inflammable gas out of human body before surgery or blow and spray C02 on the
affected cavity to remove inflammable gas. All anesthetic agent, skin cleaning agent and

disinfectant used in the operation must be non-flammable.

5.2 Operation

1 Provide an Ultrasound scope to the objective position of the objective channel in human body.

2. Withdraw the needle head into outer tube by operating the handle.Sampling needle enters
patient’s body through endoscopic charmel aperture. Under the monitoring of endoscope, make
sure that the outer tube exceeds the distal end of endoscopy channel.

3. When it gets close to the target puncture position, adjust the space between outer tube distal
end and endoscope distal end, and adjust puncture position and direction by slider; the assistant
pushes forward sampling needle, and then lock all the handles. When needle reaches out, adjust
the exact puncture position and direction. Then the endoscope physician controls endoscope or
needle tube, gets the needle close to the target position and stabs hard into the tissue. When the
sampling needle reaches into the target tissue, generally it needs inserting and sucking several
times by syringe with Luer-Lock cormector. At this time, the other external end of needle tube is

in the connection with aspirator in negative pressure.

4. Retreat the needle head into tube, and get the needle out of the endoscope through the scope.
Put the needle head on the slide or in the specimen tube. Blow out the specimen from needle by
syringe 20 ml with Luer-Lock cormector. The specimen could be used for clinic diagnosis or sent

for pathological analysis.

5. Repeated the above operation for resampling and inspection.

6. MAINTENANCE INFORMATION

The product warranty period is 3 years from the day of manufacture. It is guaranteed that
the product has no defects cormected with production and materials quality. The product would
be replaced if there was no physical/mechanical intervention to the product, inconsistent with the
requirements of the operation manual. Make sure that any malperformance appears not due to

neglect or noncompliance with instructions. The storage period is 3 years. In case of malfunction

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



under compliance with the requirements of the operation manual, the manufacturer shall replace
the product.

For all questions, please contact official distributor in Russian Federation: Endo Stars
LLC, legal address: 197101, Russia, Saint-Petersburg, Bolshaya Monetnay, 27, lit. A, 12H ;
tel./fax: +7-800-555-56-57, e-mail endo@endo-stars.com.

7. REPAIR INFORMATION

Single use. Unrepairable.

8. MARKING

- Marked:

- Each individual package contains:
- Sterile A

- Temperature of storing

- Single use

- Avoid direct sun

- Manufacturer

- Distributor

- Date of manufacturing

- Period of storing

- Fragile

9. MENTIONED SAFETY

Do not use if packaging has been damaged.

Do not use after the expiration time

The product was produced according to Directive 93/42/EEC from 14.06.1993, appendix 2, class
2a.

Single use: yes

10. DISPOSAL INFORMATION

According to the Sanitary and Epidemiological Requirements for Disposal of Medical
Waste: Sanitary and Epidemiological Regulations and Norms 2.1.7.2790-10. Class B.

11. EXPIRATION DATE AND PERIOD OF STORING
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Expiration period: 3 years
Storing period: 3 years

12. TRANSPORTATION
The device is packaged in appropriate paekaging with instruction for users. Any transportation
meet the requirements of temperature mode to the condition 5 (OG4) GOST 15150 is allowed.

Keep the product in a dry place, free from the damaging effects of temperature, humidity,
ventilation, sunlight, dust and air containing salt, etc.

After transportation, please pay your special attention to possible damages.
Avoid the places with gas and chemicals.

Take care from humidity.

The device is hold the temperature and humidity aceording to terms of transportation and storage
group 5 (OG4) GOST 15150.

The tools in transport packaging should be sustainable in the process of transportation under
GOST R 50444.

Storage period is - 3 years.

13. WARRANTIES

a. The manufacturer grants conformity of the product to this technical documentation
subject to the condition of correct using, transporting and storing.

b. All question should be send to an official distributor in Russian Federation:
Endo Stars LLC, 197101, Saint-Petersburg, Bolshaya Monetnaya, 27, Lit. A, 12H,
Phone/fax 8-800-555-56-57, email: endo@,endo-stars.com

14. LIST OF INTERNATIONAL CERTIFICATES AND A DECLARATION
OF CONFORMITY

- Certificate 1ISO 13485:2012 (EN 1SO 13485:2012 + AC:2012) ot 24.01.2013
- EC certificate from 24.01.2013

- Declaration of eonformity from 14.03.2016
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OKI1 94 3220 CornacoBaHo

["eopr Xapke
["NaBHbIA MCNOMHUTENbHBIA ANPEKTOP
OT MMeHn 1 B NHTepeeax IHAO0-Preke MMEX

29 viona 2016 roga

NHCTPYKUNA MO NMPNMEHEHWNIO

N3AETNA MEONUNHCKOIO HASHAUEHUA

Cuctema ans sHA0COHOr pad)MUyecKon acnmpaumnoHHo ruoncmm
MpousBoauTens: IHA0-Pneke MM6X, "'epmaHus
CooTBeTETBYET TPEOOBaHNAM MEX/AYHapOAHbIX CTaHAAPTOB U CTaHAapToB P®

M3roToBneHne npofyKra oeyLeeTBseTes B €00TBETETBUN € [upekTneoin 93/42/EEC ot
14.06.1993 r., NpunoxeHue 2 4Na U3gennii Knacca 2a.
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1. KOHCTPYKUMA MEAVNLMHCKOIrO U3AENNS.

Cuctema [And 3HAOCOHOrpadMyeckoi  acnupauyoHHO 6Guoncun  (ganee - CUCTEMA)
npejHasHauyeHa A0S B3ATUA  TOHKOWIO/IbHOM — acnuvpauuoHHOW — 6uoncuM  BO  Bpems
9HJ0COHOTPaUUECKOro UCCNe0BaHns.

Bnarogaps CBOMM TEXHWYECKMM XapaKTepucTMKaM, CUCTEMbl MO3BONMSIOT B3ATb OGMOMCUIO K3
MOACNN3UCTbIX OMYXO/eit XXenya04HO-KULLIEYHOrO TpaKTa.

KomMnnekT nocTaBKu:

Kaxpgasa cuctema npefcraBnset u3 cebs Urny Ans 3HLOCOHOrpafuyeckon acnmpayuoHHON
6voncun B Komnnekte co wnpuuom 20 mn ¢ Jlyep-JIoK KOHHEKTOpoM. Kaxpaas cuctema
yrnakoBaHa B CTepunbHbIA nNakeT (61McTepHas YynakoBka). M3genvie ynakoBbIBaeTCcA B
O/UCTEPHYIO YMaKOBKY, KOTOpas pa3MellaeTcd B KapTOHHOW Kopobke. OpuruHaibHas
ynakoBKa 06ecrneymBaeT Hany4Llyro 3aLluUTy BO BPeEMS TPaHCMOPTUPOBKM.

- MHAMBWYaNbHAs YMaKoBKa: 1 LUT. CTEPU/bHbIA NaKeT

- YNaKoBKa: 5 LUT. CTepU/bHbIX NaKeTOB B YNaKOBKe
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TunopasmepHbIii ps;

APTUKY/bHbI BHewHn [Onamvet [dnametp OnnHa OnnHa
i HOMep: i p Wbl 3alumTHOr paboueii PYUKM

anameTp paboyeii o Tybyca yacTu WNHCTPYMEHT

Tybyca YyacTu D, Mm WHCTPYMEHT aLl, mm

d, mm n3genus aL, mm

dl, mm
FNA-BO1- 1,810,1 0,750, 4045 670£10 368+10
2218 1
FNA-BO2- 1,840,1 0,750, 4045 690£10 368+10
2218 1
FNA-BO03- 1,8+0,1 0,750, 4045 690+10 368+10
2218 1
FNA-GO01- 2,140,1 1,1+0,1 8515 137510 368+10
1921
FNA-GO01- 1,810,1 0,750, 855 1375+10 368+10
2218 1
FNA-GO01- 2,710,1 0,750, 8515 137510 368+10
2227 1
FNA-GO01- 1,840,1 0,55+0, 8515 1375+10 368+10
2518 1
FNA-GO01- 2,7£0,1 0,55+0, 8515 1375+10 368+10
2527 1
FNA-G02- 1,840,1 0,750, 8515 1375+10 368+10
2218 1
FNA-G02- 2,7£0,1 0,750, 855 1375+10 368+10
2227 1
15500
12500 i
w 2 2 ] :
o220 ] fovesborabianelyeni b 2250 550
10—

Puc. 2 MabapuTHble pasMepbl LWnpuya (MM) NpyBeseHbI
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2. TEXHNYECKWME TPEBOBAHWNA
XapaKTepuCTUKN:

1 BHewHuin anameTp Tybyca paboumnin yactu nsgenmns coctasnset ot 1,8 + 0,1 mm [0
2,7+20,1 mm.

2. [AvameTtp urnbl paboumnin yactu nsaenms coctaenset ot 0,55+ 0,1 mm o 1,1+ 0,1 mm

3. [OuameTp 3awmTHOro Tybyca paboumii yactu urnbl coctaBnset ot 40 £ 5mm go 85 +
S5 MM.

4. [nunHa paboyei YacTu MHCTPYyMeHTa OT 670 £ 40 Mm o 1375 + 40 mwm.

5. Macca nsgenuii coctasnseT 150 + 50 rpamm.

6. W3penue ctepusibHO. CTepuin3oBaHO METOLOM ra30BOM CTepunm3aumeit nNpy noMoLLm
3TWUNEH OKCUAa.

7. W3penve npegHasHavyeHo TO/bKO A1 OAHOKPATHOrO NMPUMEHEHNS.

8. W3penve nonHOCTbHO 6MOCOBMECTUMO, annpPOreHHo, He TOKCUYHO.

9. Pabouyast yacTb (Mrna) MHCTPYMEHTa [O/MKHA ObiTb OCTPON. Paguyc npuTynneHus

OCTPMS UrNbl AO/MKEH 6bITb He 6onee 0,03 M.

10. OTKNOHEHWE OT MPAMOSIMHENHOCTM paboyelt YacTu (Urfbl) MHCTPYMEHTA He [O/HKHO
npesbIWaTs 2% AHBI UTTbL.

11. Ycunue npokona paboyein Yactu (Urnibl) MHCTPYMEHTA JO/HKHO ObITh He 6onee 3H.

12. MapameTp Rg LIepoX0BaTOCTN HAPYXXHOW MOBEPXHOCTU 3aTOYKM UIbl, AOMKEH ObITh He
6onee 0,63 mkm no MOCT 2789.

13. ¥Yron 3aTOYKN UT/bl MIHCTPYMEHTa COCTaBNsAeT (45+2)°

14. MaTepnanbi:

HasBaHue MaTepuan/ Toprosas mapka CTtaHpapT
KOMMNOHEHTa
CUCTEMBbI
Nrnbl - ABS-nnactnk (Novodur HD-15) USP Knacc VI
n (Maxithen 5BA6157)
- Tepmonnactuk PET
- Monnamng PA
HepxaBetolas cTanb

1.4301/1.4305/1.4310

Wnpuy 20 mn ¢ Nyep- - ABS-nnactuk (Novodur HD-15) USP Knacc VI

JIOK KOHHEKTOpPOM - Monukap6oHaTt

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



- CUNIKOHOBBI HAKOHEUYHUK

15. ConpoTumBneHne U3rnby - nNpu NpunoXKeHnn ycunms Ha n3rmé B KOH, makcumanbHoe
OTK/OHEHWE 1rnbl He 60nee 0,45 MMm.

16. Mpn NpunoxeHnn cunbl B 69 H coeiMHeHMe paboyein vyacTu Urnbl U Tybyca A0/MKHO
ObITb MPOYHBIM.

17. Uepe3 pabouyro 4acTb Wr/bl LO/MKEH MPOXOAUT MaHAPEH W3 HepyKaBeroLlei cTaim
AvameTtpom 0,18 mm.

18. Mpu npunoxxeHun cunbl B 69 H paboyas YacTb (Mrna) He fO/MKHA NOMATbCS.

19. LleHa geneHns wnpuua - 1 ma. Obuias BMECTUMOCTb - 20 M.

20. O6LLas AnvHa LWKanbl 10 OTMETKA HOMUHA/IbHOM BMECTUMOCTU - 48 MM.

21. [lonycku Ha rpafynpoBaHHYK BMECTUMOCTb:
- MeHbLLIE NOMOBUHbI HOMUHA/ILHON BMecTUMOCTM - 1,5% oT BMecTUMOCTU + 1% OT
cmToro obbema
- paBHO WM GOnblUe MOMOBUHbI HOMWUHA/ILHOW BMECTUMOCTU - 4% OT CAWUTOro
ob6bema

22. MaKcrManibHoe MepTBOe npocTpaHcTeo - 0,1 mn.

23. MakcumansHoe ycunue, Tpebyemoe Ans npuseieHns Lwinpuua B genctemne - 8 H

3. COEPA TMPUMEHEHUNA

MpPUMEHSIETCA UCK/IHUMTENIBHO B CTaLMOHAPHbIX YCMOBUSIX OTAENeHW 60NbHUL U
KNVHWK. DHAOCKOMWCT, MPUMEHSIIOWWIA n3aenve, AO/MKEH ObiTb OMbITHbIM B TEXHOMOTUW €0
NPUMEHEHMS.

4. CBEAEHWA Ob SKCIIJTYATAUNI
He ncnonb3oBaTh NpU NOBPEX/EHNMN YTaKOBKM.
He ncnonb3oBaTth MOC/e MCTEYEHMS CPOKa FOAHOCTM.

W3penune npu akcnnyataumm 4O/MKHO 06/1a4aTh YCTONUYMBOCTBIO K BO3AEACTBUIO KNMMATUYECKMX
(haKTOPOB BHELLIHEl CpeAbl B COOTBETCTBUM C TPEOOBAHMSMU AN M3AENWiIA NCnonHeHns Y X/ 4.2
no FOCT 15150.

VHCTPYMEHTbI AO/MKHbLI ObITb M3rOTOB/EHbI M3 KOPPO3UOHHO-CTOMKUX MaTtepuanos. W3genus
[NOMKHbI ObITb KOPPO3MOHHO-CTOMKMMI B YCNOBUSIX 3KCMyaTalun, TPaHCMOPTUPOBaHWSA 1

XPaHEHNA.

MOKA3AHNA K TTPUMEHEHNIO

CucTema [l 3HAO0COHOTPathMUECKOM acnmpaLMoHHO/ 6GuoncuK npegHas3HadeHa Anis B3STUS
TOHKOWIO/bHOI acnMpaLyoHHOl 61oNCcKK BO BPEMS SHAOCOHOTPathuecKoro MCcieoBaHus.
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MPOTMBOINOKA3SAHWA

WNHCTPYMEHT HeobXoAMMO WCNOMb30BaTb TOMbKO B COYETaHUM C TUMOKUM  3HAOEKOMOM.
MpOTMBOMOKa3aHMA K NUCMOMb30BaHWIO CUCTEMbI COMPSXKEHbI C NPOTMBONOKa3aHUAMM NaumeHTa
K MPYMEHEHMIO NIeYeHNst METOAOM MMOKOI 3HA0CKOMUM.

BO3MOXXHbIE OCJ/TOXXHEHWNA

- |/|Hq)eKLI|I/IF| npn nenosib3oBaHMK nedvawinm cneumnasinctom He CTepuibHOro MHLEKLMOHHOIO
KaTeTtepa

- Bonb B MecTe NopaxxeHWs 0T UCMO/b30BaHNSA UHBLEKLIMOHHOIO KaTeTepa
- KpoBoTeueHwne B 061aCTV MyHKLMUN.
- Mepdopauus 06nacTv NyHKUAN.
- inccemumHaumsa onyxonu.
5 MOPAOOK PABEOTbI N3AENNA
5.1 lepep ncnonbL30BaHMEM

Mepen WUCMONMb30BAHWEM BHUMATENbHO OEMOTPUTE CTEPU/LHYHO YMaKOBKY, B Clyyau €c/iu
CTEPUNIBHOCTb YNAKOBKU Oblfia HapyLLeHa He UCNOnb3yiiTe n3aenve.

OTKpOinTe CTEPU/IbHYIO YMNAKOBKY U NPOBEpbTE U3AeNMe Ha NPeAMET MOBPEXAEHUI, eCnn pyyKa
1N paboyas yacTb M3AeNns UMEHOT NOBPEXAEHNE, U3AENE JOMKHO BbITh 3aMEHEHO.

Mepepn UCNOMb30BaHNEM YOeANTeEb, UTO B MaLMEHTE HE COAEPKUTCS BOCTMNAMEHSIHOLLEr0Cs rasa,
ANs TOro, YTOGbl €ro BbIBECTM, MOXHO MCMo/b3oBaTh CO2 MHcyddnsaTop. Bce aHecTeTMKM,
Kpema 1 CpeficTBa Ae3VHMEKLNN JOMKHbI ObITb HE BOEMAMEHSOLLIMMCS.

5.2 PaboTta n3genus
1. MpoBeaunTe MHETPYMEHTa/IbHBIN KaHana yNbTPasByKOBOI0 3HA0EKOMA B 30HY MHTepeca.

2. YbepuTte pabouyto 4acTb UMbl BO BHELIHWIA Ty6yc, NMyTeM [ABWXXEHWA cnargepa Ha py4ke
ynpaBneHWs Ha cebs. [locne 3TOoro npoBegute rMOKYH 4acTb  MHCTPYMeHTa Mo
WHCTPYMEHTa/IbHOMY KaHa/ly 3HAOCKOMa, noka paboyas YaCTb Wr/bl He BbIAAET U3 AUCTa/IbHOW
4acTuh 3HAOCKOMA.

3. Mopgseante pabouyyrd YacTb WMHCTPYMeHTa B NNOTHJNO K 30He MHTepeca, 3aTem M3Mrem
nepeaBvkeHns cnaifepa Ha pydke ynpasfeHWs OT Cebs, BbICBOOGOAMTE pabouyto 4YacTb
WHCTPYMEHTa, MNoefe 4ero 3abfoKMPYWTE WHCTPYMEHT, MyTeM MepeMeLLeHns Kosfbua ans
cTornopa Ha py4ke ynpasneHus. ocne Toro, Kak Bpay yoeanncs, 4to MHCTPYMEHT HaxoamuTcs B
BEPHOM MONOXEHWUM, HEOOXOAMMO MPOM3BECTU acnupaumio Yepe3 WUHCTPYMEHT Mpu MOMOLLM
wnpuua 20 mn ¢ Jlyep-JIoK KOHHEKTOPOM, BXOAALWMM B CTEPW/bHbLIA MakeT. Ans 3TOro
NnoAeoeMHNTE LINPULL K paboyemy KaHasly MHCTPYMeEHTa.

4. Y6epuTe paboyyro YacTb UMbl BO BHELLHWIA TyByc, NyTeM MepPeMELLIEHNS cnaifepa Ha pyuke
ynpaBneHnsi Ha cebsl, U BbiBeAUTE MHETPYMEHT M3 paboyero KaHana 3HAOCKOMA. YCTaHOBUTE
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pabouylo YacTb WIMbl B CheuuanbHyt0 Konby Ans XpaHeHUs 6uonTaTta, 3aTemM npogyiite
VHCTPYMEHT MpU moMoly Lwinpuua 20 MA, BXOASLIEro B KOMMMEKT. [onyyeHHbIli GuonTar
Heo6X0MMO OTMPABUTL Ha MATOMOrMYECKUIA aHanm3.

5. Tpn HeobX04MMOCTN NOBTOPUTE NPOLEAYPY.
6. CBEOAEHNA O TEXHNYECKOM OBCJ/TY>XVBAHUNI

Ha nsgenune gaetcs rapaHTUs CPOKOM Ha 3 roga CO [HS M3rOTOB/IEHWS, FapaHTMPYETCS, UTO
n3aenve He MMeeT AetheKTOoB, CBSA3aHHbLIX C MPOM3BOACTBOM M Ka4eCTBOM NPOM3BOACTBEHHBIX
maTepuanoB. M3aenve 6yaeT 3aMeHeHo, ecaiv He NPOM3BOAMAOCH (PU3MYECKOe/MeEXaHNYECKoe
BMELLATENbCTBO B  M34eNMe, He COOTBETCTBYHOLLEE TPeOOBaHUAM  MHCTPYKUMM MO
NPUMEHEHNIO. Y A0CTOBEPbTECH, UTO /060K €60 B paboTe He NPOUCXOAMT K3-3a
HeafeKBaTHOIO YX0/a 3a U3feNneM Uy HecoboAeHNs MHCTPYKLmK. CpoK XpaHeHus 3 roga.
B cnyyae BO3SHMKHOBEHMSI HEWCMPABHOCTW MpW COGMHOAEHUM TPeBOBaHWIA MHCTPYKLMM MO

NPUMEHEHNIO, NMPON3BOAUTEIb NPON3BOAUT 3aMEHY UN3OENUA.

Mo Bcem BompocaMm oOb6pawaTbCd K OduuUManbHOMY NPeAcTaBUTENt0 Ha TEpPPUTOPMK
Poccuitckori ®egepaummn; OO0 «3HAo Ctapc», opuandeckuin agpec: 197101 |, r. CaHKT-
MeTepbypr, Bonblwas MoHeTHas, A.27, nuT.A, nom. 12H, Ten/thakc: 8-800-555-56-57, e-mail
endo@endo-stars.com.
7. CBEAEHNA O PEMOHTE
OfHopa30BOe N3AeNne, PEMOHTY He MOANEXNT.
8. MAPKMPOBKA
- MpomapKkmpoBaHo:
- Ha uHamBmnayanbHo ynakoBKe yKa3blBaeTcs:
-CtepunsHo A.
-Temnepatypa XpaHeHus,
-OaHOpa3oBbIif
-bepeyb 0T CONMHEUHbIX Nyyel!
-[NpounssoanTens
-ANCTpUGLIOTOP
-fiaTa NpoM3BOACTBa
- CPOK XpaHeHus

- «OCTOPOXKHO XpynKoe!»
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9. YKASAHVE MEP BEE3OINACHOCTW
He ncnonb3oBaTh Npy NOBPEXAEHNMN YMTAKOBKM.
He ncnonb3oBaTb Noc/e NCTeYEHUs CPOKa rOAHOCTY.

3roTtoBneHve NpoAyKTa OCYLLEeCTBAETCA B COOTBETCTBUM € JupekTuson 93/42/EEC ot
14.06.1993 r., NpuNoXeHWe 2 ANa U34eNnin Knacca 2a.

OpHopa3oBoe NpUMeHeHWe: [a.
10. CBEAEHWA Ob YTUJTMSALN.

CornacHo CaHWTapHO-3MUAEMUONOIMYECKMX TPeboBaHWn K 06paLeHU0 C MegULMHCKUMM
oTxodamu: CaHuUTapHO-3NMAeMMonormyeckme npasuna u Hopmatmebl CaHlnH 2.1.7.2790-10.
Knacc b.

11. AAHHbIE MO CPOKY NIOAHOCTUN N CPOKY XPAHEHWUA

Cpok rogHocTtu: 3 roga

CpoK xpaHeHus: 3 roga

12. TPAHCIMNOPTNPOBKA NN XPAHEHVE

WN3penve yknagbiBaeTcd B COOTBETCTBYIOLLYHO YMakOBKY BMeCTe C  3KCMJyaTauvoHHON
AOKYMeHTauuen. [lonyckaeTca TpaHCMOPTMPOBKA BCEMM BMAamu TpaHCMOPTa B KPbITbIX
TPaHCMOPTHbLIX CPeAcTBax MNpU TemrepaTypHOM pexume Ans ycnosuid no rpynne 5 (OXK4)
FOCT 15150.

XpaHuTe u3genvMe B CyxXoM MecTe, CBOOGOAHOM OT ryouTenbHOro BO3AEWCTBUS TeMmnepaTypbl,

B/TXKHOCTU, BEHTU/IALMM, COMTHEYHBIX NTyYeit, Mbl U BO3AyXa, COAepXKaLLero conb 1 T.4.
Mocne TpaHCNOPTMPOBKIM 06paTUTE BHUMaHWE Ha ee NOCNeACTBUSA U BO3MOXHbIE MOBPEXAEHNS.
W36eraiite MecT, rae XpaHATCA XMMUYeCKMe npenapaTbl 1M 06pa3oBbIBaeTCs ras.

bepeyb OT nonagaHwsa BRaru.

N3penve BbLUEPXKMBAET BO3AEKCTBME TemmnepaTypbl W BNAKHOCTM BO3dyXa B MPOLIECCE

TPaHCMOPTMPOBaHUA U XpaHeHns 41 ycnosumin no rpynne 5 (0OXK4) TOCT 15150.

MN3penve B TPaHCMOPTHOM YMakoBKe [O/MKHO 06/1a4aTh YCTOMUMBOCTbIO K MEXaHWUYECKUM

BO3[EeNCTBMSAM NPW TPaHCNOPTUPOBaHMKN cOOTBeTCTBYOWMM FTOCT P 50444,

CpoK xpaHeHus nsgenua - 3 roga.
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13.FAPAHTUN N3TOTOBUTEA

a. M3rotoBuTeNb rapaHTMpPYeT COOTBETCTBME WU3AENUs TpeGOoBaHMAM  HACTOSLLEro
HOPMaTMBHOTO  [OKyMEHTa  Mpu  COGMIOAEHWM  YCNOBWIA  3KCMyaTauumu,

TPaHCMOPTUPOBAHMS 1 XPaHEHWS.
b. Mo Bcem BonpocaM rapaHTUM 06pPaLaTbC K OduUMaibHOMY MpPeACcTaBUTENO Ha

TeppuTopun Poccuinckoin ®eaepauun:

000 «3Hmo Crapc» 197101, r. CaHkT-lNeTepbypr, bonbwas MoHeTHas, A.27, nuT. A, NoMm.
12H, Ten/takc: 8-800-555-56-57, email: endo@,endo-stars.com

14 NTEPEYEHb JAHHBIX O MEXAYHAPOAHBIX CEPTUD®PUNKATAX
OJEKITAPALUWNN COOTBETCTBUA:

- Ceptundmkar 1SO 13485:2012 (EN 1SO 13485:2012 + AC:2012) ot 24.01.2013

- EC ceptudukar ot 24.01.2013

- [eknapauma cooteetcTBus oT 14.03.2016
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s, nepeBoguMK JlobactoBa Mapus AneKceeBHa, BAACHOLINIA PYCCKUM W aHT/IMACKUM
A3blkaMK, MOATBEPXKAAK, UTO BbINOMHEHHbIA MHOK MepeBOj MPUIOXKEHHOrO [JOKYMeHTa
ABNAETCA NPaBWU/IbHbIM, TOUHLIM Y NOSHBIM.

MepeBoguunk JTobactoBa Mapus AnekceeBHa:

CAHK
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NMETEPBYPI

CaHkT-lMeTepbypr.
[Bajuaroro ceHTA6pAa ABe ThiCAYN LIeCTHaALAaTOro roga.
¢, benosépoBa Onbra BacunbeBHa, HOTapuyc HoTapuanbHOro okpyra CaHkr-lMeTtepbypra,

CBWAETENbCTBYIO MOAMMHHOCTU MOAMUCK, caenaHHol nepesoguukom Jlo6acToBor Mapueli
AJIEKCEEBHOWM B MOEM NPUCYTCTBUMN.

JINYHOCTL €€ ycTaHOB/EHA. upn

3aperucTtpupoBaHo B peecTpe 3a Ne (/

B3bickaHo no Tapudyy; 300 py6neii, B TOM yMc/e B COOTBETCTBUM CO CT. cT. 15, 23 O3H - 200

pyo6nei.

HoTtapuyc:
WToro B HacTodALemM JOKYMeHTe N
MpoumTo//( ) nncre, N
Hotapwuyc;
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