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INSTRUSCTION FOR USERS

ON MEDICAL DEVICE

The system for ultrasound biopsy in various versions
Produced by; Finemedix Co, Ltd, Korea
Meets standard international and Russian requirements

The product was produced according to Directive 93/42/EEC from 14.06.1993, appendix 2,
class 2a.
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The system for ultrasound biopsy (ftirther - system) indicated for making fine-needle biopsy

during endosonographical analysis.

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

System for ultrasound biopsy Kkit:

1 System for ultrasound biopsy in sterile packaging —1 pcs
2. Syringe 20 ml with Luer-Lock in sterile packaging - 1pcs
3. Instruction for users - 1pcs

ACCESSOries:

- Packaging - 1pcs

Each system is packed in an sterile package (blister pack), that packed into cardboard package.
The original package provide the best protection during the transportation.

Product line;

Type of the Outer

system: diameter
of the
tube d,
mm

The system for 1,740,1

ultrasound biopsy
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Diameter
of the
working
part of
the

needle
dl, mm
1,140,1

Maximum
length of
the

needle,
mm

76+5

Length

of the
working
part, mm

1430+10

Length
of
needle
of the
working
part, mm

149010

Type of
the needle

Front cut



The system for
ultrasound biopsy
The system for
ultrasound biopsy
The system for
ultrasound biopsy
The system for
ultrasound biopsy
The system for
ultrasound biopsy

1,740,1
17401
1,740,1
17801

1,70,

0.7+0,1
0.5+0,i
11401
0.740,1

0.540,1

Rack The Trumb

Fig.l The system for ultrasound biopsy

The product consist of;

Catheter Tube

A part passing through the endoscopic working channel

- Handle

76+5

76+5

7615

76+5

765

The entire driving part to move the catheter tube.

- Stylet

1430+10

1430+10

1430+10

1430+10

1430+10

1490+10
1490+10
1490+10
1490+10

1490+10

Stylet

Front cut
Front cut
Side cut
Side cut

Side cut

The stylet is inserted through an aspiration port into the aspiration needle, and serves to

prevent tissue or cells from entering the aspiration needle during tissue piercing.

Rack The Trumb
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This component can be attached and detached for the convenience of the user, and facilitates
tissue and cell collecting by applying proper force to lesions at the time of penetration.

- Knob

The knob lightens the fixing bolt to lighten the needle stopper.

- Needle Stopper

The needle stopper is used to adjust the position of the aspiration needle by loosening the
fixing bolt and to set the depth of penetration of the aspiration needle by tightening the fixing bolt

(knob).
Scale
The scale shows the penetration depth of an aspiration needle set by the needle stopper.
Adjuster

The catheter tube projects out when the adjuster is pushed, and the catheter tube retracts
when the adjuster is pulled.
Lure Lock Connector
The lure lock connector connects the instrument channel port of the ultrasonic endoscope
with the handle.
- Needle Slider
The needle slider extends the fixed aspiration needle when pushed into the handle area, and
withdraws the aspiration needle when pulled.
Spiral Echo Part
The spiral echo part allows the user to identify the location of the aspiration needle on the
ultrasound screen. The end of the aspiration needle is away from the echo area: about 3-5 mm for
FNA and about 6-10 mm for FNB. The end of thfe stylet is away from the echo area: about 5-7
mm for FNA "and about 8 - 12mm for FNB.
Aspiration Needle
The aspiration needle is used as a channel through which the tissue or cell is sucked, and
after the sucking, the air passes through the channel to take the sample out.
Syringe
This product can be used to optimize tissue collection through the role of extracting the air inside
the fine-needle during the penetration of the target tissue to provide negative pressure or injecting
air into the fine-needle during tissue collection.
Stopcock

The stopcock serves to connect the syringe to the aspiration port and to open and close the air flow
when removing or injecting air.
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Stopper
Plunger PP

close position

Fig.2 The part of the system - syringe

2.TECHN1CAL CHARACTERISTICS
Characteristics:

Outer diameter of the working part of the device is 1,7+ 0,1 mm
Diameter of the working needles is 0,5+ 0,1mmto 1,1+ 0.1 mm.
Maximum leght of the needle is 76 =5 mm.

The length of the working part is 1430 + 10 mm.

The length of the working part with needle is 1490 £ 10 mm.

Weight of the device is not more than 200 g.

The device is sterile. Sterilization by EQ.

The device is single use.

The device is biocompalible, non-pyrogenic, non-toxic.

10. Working part of the needle should be sharp. Radius of the sharp part of the needle is
not more than 0,03 mm.

© ©® N U AwN

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

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

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

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

15. The material’s;

Components of the Material/Trademark Standard

system
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Needles - ABS plastic (Novodur HD-15) and USP Class VI
(Maxithen 5BA6157)
- Thennoplastic PET
- Polyamide PA

- Stainless steel 1.4301

Syringe  with  Luer- - ABS plastic (Novodur HD -15) USP Class VI
Lock connector 20 ml - Ultramid (Poliamid 6)

- The silicone tip (FDA 177.2600)

16. Bends resistance. The maximum deviation of the needle should be not more than 0,45
mm upon of using a bending force of I0H.

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

18. The tube ofO. 18 mm from stainless steel must go through the working part of the needle.
19. The working part of the needle should be firmed upon using the force of 69 H
20. Value of division of the syringe is 1 ml. Total capacity of the syringe is 20 ml.
21. Total length to the mark of rated capacity is 48 mm.
22. Tolerances to graded capacity;
- Less than 50% of rated capacity - 1,5% capacity + 1%0f released volume.
- Equal or more than 50%6 of rated capacity - 4% of released volume.
23. Max of «dead ground» is 0.1 ml.
24. Max effort to use a piston is 8 H

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.

The system is a single use product.

The system is a sterile medical device.

Depends on the potential risk the device classified as 2a (according to the order Ne4 from
06.06.2012 of the Russian Ministry of Health).
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INDICATION FOR USE

The system for ultrasound biopsy (the system - further) indicated for making fme-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 ofusing non-sterile device
- lllness in the area of application
- Bleeding in the area of application
- Perforation in the area of application
- Dissemination ofthe 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.

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.

Mount the system based on flg.3
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Fig.3 Mounted on the working channel of the scope system

2. Withdraw the needle head into outer tube by operating the handle.Sampling needle enters
patient’s body through endoscopic channel 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 connector. 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 connector. 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 connected with production and materials quality. The product would be
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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
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, 12FI; tel./fax: +7-
800-555-56-57, e-mail endo('a),endo-stars.com.

7. REPAIR INFORMATION
Single use. Unrepairable.

8. MARKING

Labeling meets the requirements of GOST R 50444, GOST R 1SO 15223-1.
- 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
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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.

Il1. EXPIRATION DATE AND PERIOD OF STORING

Expiration period: 3 years
Storing period: 3 years

12. TRANSPORTATION
The device is packaged in appropriate packaging with instruction for users. Any transportation
meet the requirements of temperature mode to the condition 5 (OG4) GOST 15150 is allowed.
Packaging meets the requirements of GOST ISO 11607-1-2018.

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 according to terms of transportation and storage
group5(0G4) 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 EEC, 197101, Saint-Petersburg, Bolshaya Monetnaya, 27, Eit. A, 12H,
Phone/fax 8-800-555-56-57, email: endo(*a),endo-stars.com

14. LIST OF INTERNATIONAL CERTIFICATES AND A DECLARATION
OF CONFORMITY
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- Certificate 1SO 13485:2016 (216342-2017-CE-KOR-NA-PS dated 19.06.2018)
- EC certificate Ne 248064-2017-CE-KOR-NA-PS dated 18.02.2019

15. THE MAIN STEPS OF THE INGINEERING AND MANUFACTURING
PROCESSES

16. List of the national standard using by the manufacturer

O603HayeHMe JOKYMEHTA, HanmeHoBaHMe JOKYMeHTa

Ha KOTOpPbI AaHa ccbinka
GOST R 504447921 1 Medical devices and equipment. Common technical requirements.
GOST R ISO 10993-2009 p.2 Medical devices. Assessment of the biological impact on the

medical device. Part 2. Requirements to working with animals.

GOST ISO 10993-2011 p.I Medical devices. Assessment of the biological impact on the
medical device. Part 1. Assessment and survey.

GOST ISO 10993-2016 p.7 Medical devices. Assessment ofthe biological impact on the
medical device. Part 7. The remain amount of the eo after the
sterilization.

GOST ISO 10993-2011 p.IO Medical devices. Assessment of the biological impact on the
medical device. Part 10. The survey of sensibility and annoying
efforts.

GOST ISO 10993-2011 p.IlI Medical devices. Assessment of the biological impact on the

medical device. Part 11. The survey of toxicological impacts.
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GOST ISO 10993-12-2015 Medical devices. Assessment of the biological impact on the
medical device. Part 12. Preparation ofthe samples and key
samples.

GOST 1SO 10993-13-2016 ivieuicai aevices. Assessment ot the biological impact on the
medical device. Part 13.l1dentification and amount of destructed
polymer medical devices.

GOST R 52770-2016 Medical devices. Safety requirements. The methods of sanitary-
chemical and toxicological tests.

RMM 1987 . . . L
lhe set ot methodical matenals on toxicological and hygienic
surveys of polymer materials and medical devices produced on
polymer. 1987

GN 2.3.3.972-00 1ne max limits ot chemical materials, produced from the
materials that have the contact with a food. Hygienic rules.

GOST IS0 11607-1-2018 nacKaging ot the medical devices for the finished sterilization.
Part 1. Requirements to the materials, systems for the
sterilization and packaging systems.

GOST RSO 15223-1-2014 Medical devices. Symbols that are using for the labeling of
medical devices and in IFU. Part 1. The main requirements.
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Registered No. 2019-2440

NOTARIAL CERTIFICATE

Lee, Seung Guk

attorney-in-fact of
Seong Woo0, Jeon--------------

CEO of Finemeclix Co.. Ltd.

appeared before me and admitted

said principal's subscription to
the attached INSTRLSCTION FOR USE;RS

ON MEDICAL DEVICE.

This is hereby attested on this
27th day of Sep. 2019 at this office.

Name of the office
PARK CHANG SU NOTARY PUBLIC OFFICE

Seoul Southern
District Prosecutor's Office

Address of the office
B-201-1, Woolim Lion's Valley, 168,
Gasan digital 1-ro,Geumcheon-gu, Seoul, Korea

Belong to

c u

Signature 9gf the Nivtary Public

PARK CHANG SU
This office has been authorized by the

Minister of Justice, the Republic of
Korea, to act as Notary Public Since
19, May. 2014 Under Law No0.162.

210mm X 297mm
W-"-§-N(IfA) 70g/m’
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Counhy: Republic of Korea

Thispublicdocument
Z hasbeensignedby park CHANG SU Pe

3. acting in the capacity of Notary Public

4 .beaistheseal/stampof park CHANG SU NOTARY PUBLIC
OFFICE

Certified

5. at
Seoul 27/09/2019

The Ministry of Justice
S-No- XXA2019L69M691

9.Seal/stamp 10. Signature

Kim Jae-il

>S



02-878-5200
02-871-4422

PernmcrpayuoHHbIA HOMEp 2019-2440

HOTAPWAJ/IbHOE CBUAETE/IbCTBO

HOTAPUNAJIbBHAA KOHTOPA MNAPKA YAHA CY

B-201-1, Bynum JlainoHc Bannu, 168,
MacaH gupxkuntan 1-po, KeimuxoHry, Ceyn, Kopes

(kpyrnas neyaTb CO  ClefyloWmm
TekcTOM: HoTapuanbHas KoHTOpa
Mapka YaHa Cy)

210 mm X297 MM
70 r/m2
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CeoHr [>xeoH By
["NaBHbLIN UCMONHUTENbHbIN AUPEKTOP
OT nMmeHun 1 B uHTepecax Parinmeanke KO, 1T/

06 ceHTs6psA 2019 roga

NMHCTPYKUWNA no MPUMEHEHNIO HA

N3AEJIMIE MEANUMHCKOI'O HASHAYEHNA

CucTtema ans ynbTpasByKoBOWN 6Moncumn, BapuaHTbl UCMONHEHNS
Mponssoautens: PanHmeamke KO, JITA, Kopes
CooTBeTCTBYET TpebOBaHMAM MeXAYHapOAHbIX CTaH4APTOB U CTaHAapToB P®

3rotoBneHne NpoayKTa OCYLLECTBSIETCA B COOTBETCTBUM € AupekTmson 93/42/EEC ot
14.06.1993 r., NpUNOXeHNe 2 ANA U3AENWIA Knacca 2a.
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1 KOHCTPYKUUA MEOVNUNHCKOI O NSAE/TNSA.

Cuctema ana ynbTpasBYKOBOW OuWoMNcUM (Jasee - CUCTEMA) MpefHasHaveHa ANs B3ATUSA
TOHKOUTO/IbHOM 6K1OMNCKMK BO BPeMS 3HLOCOHOIpauyuecKoro 1ccnesoBaHus.

Bnarogaps CBOMM TEXHUYECKUM XapaKTepuCTMKaM, CUCTEMbl MO3BONSHOT B3ATb OMOMCUID U3
MOACNM3UCTbIX OMYXO0/ei XKenyo4YHO-KMLLIEYHOTO TpaKTa.

KomnnekT nocTaBKu:

CvicTema 115 yNbTPas3ByKOBOW GMOMNCUM B COCTaBE:

1. Cuctema 415 ynbTpasByKOBOM GMOMCUN B CTEPUIbHOM MakeTe -1 LuT.
2. LWnpuy 20 mn ¢ Jlyep-noK B CTEPUILHOM NakeTe - 1 LT,
3. VHCTpyKLMA NO NpUMeHeHno -1 L.

IMprvHafNeXXHOCTb:

- YnakoBKa -1 LuT.

3aenvie ynakoBbIBaeTCs B G/IMCTEPHYIO YNaKOBKY, KOTOpasi PasMeLLIaeTcsi B KApTOHHOM
KopoGKe. OpUrMHaibHas yrakoBKa 06ecneynBaeT Haunyyllyto 3alyTy BO BpeMs
TPaHCMOPTUPOBKW.
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Mozenb

Cuctema ans
YNbTPa3ByKOBOM
ovoncum
Cucrema ansa
YNbTPa3ByKOB
on buoncum
Cwvicrema ons
Y/bTPa3ByKOBOM
ovionicun
Cvctema gns
YNbTPa3BYKOBOW
ovoncum
Cvicrema ons
Y/bTPa3BYKOBOM
roncum
Cvcrema ans
Y/bTPa3ByKOBOM
Grioncum

BHeLlH
nn
AnameT

P
Tybyca
d, mm
1,7+0,1

1,740,1

1,701

1,7+0,1

1,740,1

1,7+0,1

Onawvet
p Wbl
pabouei
yacTm
n3aenus
dl, mm

14+0,1

0,740,1

0,5+0,1

1,1+0,1

0,740,1

0,5+0,1

Makcum
a/lbHas
AnvHa
Urbl, MM

7615

7615

7615

765

7615

7615

Puc/1 Cuctema ans ynbTpa3ByKOBOW Guoncum

OnvHa
paboueii
yacTm
MHCTPYMEHTA,
MM

1430+10
1430+10
1430+10
1430+10

1430+10

1430+10

OnnHa
bl
paboue
i
yacTw,
MM
1490+
10

1490+10
1490+10
1490+10

1490+10

1490+10

Twn
Urnbl

MepenH
niA cpes

MepeaHwiA
cpes

MepeaHuii
cpes

BokoBoi
cpes

BokoBoii
cpe3

BokoBsoi
cpes

CucTema CocToMT U3 TyOyca, 3aBOAMMOr0 B MHCTPYMEHTa/bHbIA KaHan 3HA0CKoNa, PYKOSATKU 1
KonbLa ANs PEryIMpoBKMN A/IMHBI U CTU/ETA, a TAKXKE CIeAYHOLLMX 3/1EMEHTOB:
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* Tybyc

YacTb, NpoxoAsiias yepes pabounii KaHan 3HA0CKONa.
* PykoATka

ABKyLLasn yacTb ans nepemelleHus Tyoyca.
e Crunet

CTUNeT BCTaB/ISIETCA Yepes3 acnmpaLMoHHOe OTBEPCTYE U CAYXUT AN NpefoTBpaLleHums
rnonagaHns TKaHW B aCNPaLyoOHHYHO Uy BO BPEMsi MPOBEAEHUS MPOLEAYPbI.

e KosnbLo

STOT KOMMOHEHT MOXET ObITb NPUKPENEH WX OTCOEAMHEH A1 YA06CTBa MOMb30BaTeNs.
Cnyxut ansa nepefsukeruns Cnaigepa n 06/1er4eHHoro 3abopa TkaHei.

e BuHT
Cnyxut ansa qukcaumm Cronnepa
e Cronnep
Kcnonb3yeTcs And KOHTPONSA NonoxeHust AcnupaunoHHon Urbl.
e Llkana
Cny>uT gns onpegeneHns rnyouHbl NPOHWKHOBEHMS ACNUPaLMOHHON bl
» [lepensmxHoii Tybyc
Mpwv ABMXXEHUW NepefBhKHOro Tybyca NPOUCXOAUT BbICBOOOXAeHNe ACNMPaLNOHHON Vbl
e Luer Lock CoegnHeHme

Cny>X1T gns CoeAMHEHUS MHCTPYMEHTa/IbHOM0 KaHasa y/bTpa3ByKOBOro 3H40CKOMNa C
PYKOSTKOIA.

e Cnaiigep

Mpw ABYKeHUM cnalifiepa «OT cebs» NPOUCXOAUT BbICBOOOXAEHWE AcnupauyoHHON b, npu
[BVDKEHUW cralifiepa «Ha cebs» —Bo3BpaLLleHve Vrbl B UCXOAHOe NOJIOXKEHVE.

» CnupanesugHaa Y nbTpa3BykoBas YacTb

CnupaneBnaHas YNnbTpasBykoBasi HacTb NM03BO/ISET NOMb30BATENHO ONPEeaenTh
MECTOMOMOXeHNe ACNUPALMOHHOM Wbl Ha YNbTPa3ByKOBOM 3KpaHe.

e LUnpuy

Vcnonb3yeTcsa ans 3abopa 06pasLoB TKaHen 1 co3faHus gaBneHus s 3abopa 06pasLos
TKaHei.
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e BeHTWIb

cnonb3yeTes A1 COeAMHEHMS LUNPULA C aCMMPALIMOHHBIM NMOPTOM U PEryNMPOBKY Noaaumn
BO3JyXa BO BPeMsl NPOBEAEHUS NPOLEAypbI.

BeHtunb

Puc.2 BXoAswmii B KOMNIEKT LUNpULY

2. TEXHNYECKWVE TPEBOBAHWA
XapaKTePUCTUKU:

BHeluHulA anameTp Ty6yca paboumnin yactu nagenunsa coctaenseT 1,7 £ 0,1 M.
[vameTp nrnbl pabounii yactn nsgenns coctasnset ot 0,5+ 0,1 mmao 11 + 0,1 mm.
MakcumanbHas AIMHa Urfbl COCTaBNSAET 765 MM.

[nuHa paboyein yactn nHCTpymeHTa 1430+10 mm.

[nnHa paboyein yactu ¢ urnoi 1490+10 mm.

Macca nsgenwii coctasnset He 6onee 200 rpamm.

N o gk W DN

N3penvie cTepunbHo. CTepUIM30BaHO METOAOM ra30BOV CTEPUM3ALIMEN NpY NMOMOLLM
3TWNEH OKCUAA.

8. W3penve npefHasHaueHo TOMbKO A/s OAHOKPATHOIO NMPUMEHEHNS.

9. V3genve NONHOCTLIO GMOCOBMECTMMO, anMpPOreHHo, He TOKCUYHO.

10. Pa6o4asi 4YacTb (Urna) MHCTPYMEHTa AO/MKHA ObiTb OCTPONA. Paguyc MpuUTynnieHus

OCTPUS UMbl A0MKEH BbITb He 6onee 0,03 mwm.

11. OTKNOHEHNE OT NPSAMOSIMHENHOCTM paboyeit YacTu (Urfibl) UHCTPYMEHTa He [AO/MKHO
npesbiwatb 2% AVHbI UMb,

12. Ycunve npokona paboyei yactu (Urfbl) MHCTPYMEHTA JO/MKHO BbITh He 60nee 3H.
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13. MapameTp Ra WwepoxoBaTOCTM HapyXXHON NOBEPXHOCTU 3aTOUKU WIbl, JO/MKEH ObITb HE
6onee 0,63 mkm no FOCT 2789.
14. Yron 3aTOYKN UTNbl NTHCTPYMEHTa cocTaBnseT (45+2)°

15. MaTtepuansi:

HasBaHue MaTtepuan/ Toproas mapka CraHpapT
KOMMOHEHTa

CUCTEMBbI

rnbl - ABS-nnactuk (Novodur HD-15) 1 USP Knacc VI

(Maxithen5BA6157)
- TepmonnacTtuk (PET)
- Nonnamung (PA)
Hep>kasetow,an cTanb

(1.4301/1.4305/1.4310)

Wnpuy 20 mn ¢ lyep- - ABS-nnactuk (Novodur HD-15) USP Knacc VI
JTOK KOHHEeKTOpOM - Ynbtpamung (Monnammng 6)
- CUIMKOHOBbLIN HakoHe4dHuK (FDA

177.2600)

16. ConpoTueneHune n3rnby - nNpu NPUNOXKEHUN yCuUnma Ha u3rné B FOH, makcumanbHoe
OTK/IOHEHWE Ur/ibl He 6onee 0,45 MM.

17. Mpwn npunoxeHunn cunbl B 69 H coeanHeHne paboyeli YacT Urnbl U Tybyca A0MKHO
ObITb MPOYHbIM.

18. Yepes pabouyto YacTb MI/bl JO/MKEH NPOXOAUT MaHAPEH W3 HepXKaBeroLen cTanm
AvnameTpom 0,18 mm.

19. Mpu NpunoxeHnn cunbl B 69 H paboyast YacTb (Urna) He A0/MKHA IOMaThCA.

20. LieHa feneHus wnpuua - 1 mn. O6was BMecTMMocTb - 20 M.

21. O6was AnnHa WKanbl 10 OTMETKA HOMUHAbHOW BMECTUMOCTM - 48 MM.

22. [lonyckn Ha rpagyvpoBaHHYH0 BMECTUMOCTD:
- MEHbLLIe MONOBUHbI HOMUHA/ILHON BMECTUMOCTM - 1,5% OT BMecTUMOCTM + 1% oT
CmMTOro o6vema
- paBHO WK 6o/bLUE NOTIOBMHLI HOMUHA/IbHOM BMECTUMOCTN —4% OT CAnToro ob6bema

23. MakcumManbHOe MepTBOoe NpocTpaHcTBo - 0,1 mn.

24. MakcumanbHoe ycunuve, Tpebyemoe 415 NpuBefeHns wnpuua B aeiictsme - 8 H

3. COEPA NMPMMEHEHNA

anMEHﬂeTCH NCKNIOYNTENBHO B CTalMOHaPHbIX YCNOBUAX OTAeﬂeHMVI 6OJ'IbHVILII N KNNHUK.
OHOOCKOMMUCT, I'IpVIMeHFHOLLl'VIVI nsgenne, noHKeH ObITb OMbITHbIM B TEXHO/IOTUN €r0 NPUMEHEHNA.
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4. CBEAEHUA OB SKCIITYATALNN

He ncnonb3oBath Npy NOBPEXAEHUW YNAKOBKMU.
He ncnonb3oBatb Noc/sie UCTeYeHUA CPoKa Fro4HOCTMW.

3nenve npwy aKcnyaTtaumy AomkHO 06/1aaTh YCTOWUMBOCTBIO K BO3[ENCTBUIO KIIMMATUYECKUX
(haKTOPOB BHELLHEN Cpefbl B COOTBETCTBUN C TPEGOBAHMAMY AN1S U3AENNIA UCTIONHEHUS Y X1 4.2
no NOCT 15150.

NHCTPYMEHTbI [0/KHbI 6bITb M3rOTOBNEHbI M3 KOPPO3UOHHO-CTOWKUX MaTepuanos. M3genus
[OMKHbI 6bITb KOPPO3MOHHO-CTOMKUMU B YCMOBMSX 9KCM/yaTalyuy, TPaHCMOPTUPOBaHUS W
XpaHeHus.

CwucTema SBNSETCA U3AENEM OAHOKPATHOrO MPUMEHEHNUS.
CwvcTema SIBNSIETCS CTEPU/bHBIM MEANLIMHCKUM N3ENNEM.

B 3aBMCMMOCTM OT MOTEHUMANbHOTO PUCKA MPUMEHEHWS M3feNne OTHOCATCA K Kraccy 2a
(cornacHO npukKasa MUHUCTEPCTBA 34paBoOXpaHeHMs Poccuiickoin tedepaummn NodH ot
06.06.2012).

Koa o6Lepoccnidickoro KnaccugurkaTopa npoayKumm no Buaam 3KOHOMUYECKOW AesTeNbHOCTM
OKIA2-32.50.13.110

MOKA3AHNA K NMPUMEHEHWIO

Cuctema [Ans ynbTpa3ByKOBOM 6Guoncum (panee - cucTema) npeAHasHavyeHa NS B3ATUA
TOHKOUIO/IbHOM 6K1OoMNcKMmn BO BpeMsi 3HLOCOHOTparyeckoro UccnesoBaHus.

MPOTUBOIMOKA3AHNA

WNHCTpyMeHT HEO6XOAVIMO MCMoNb30BaTb TONbKO B COYETaHUM C TUOKUM 9HAO0CKOIOM.
[NpoTrBONOKa3aHMA K UCMNOJIb30BaHUKD CUCTEMbI COMPSXKEHbI C MPOTUBOMOKa3aHNAMU NauneHTa
K NPUMEHEHNIO 1e4eHNA METOAO0M rMoKoMn IHAOCKOMUN.

BO3MOXHbIE OCNOXXHEHNA

- WHeKums npy 1Cnonb3oBaHUM NevalliuM CreLyaiucToOM He CTEPUIBHONO UHBLEKLIMOHHOTO
KaTeTepa

- Bonb B MecTe NopaXkKeHUs OT UCMOJIb30BaHUA NHBEKLMOHHOIO KaTeTepa

- KpoBoTeueHune B 0611aCTN MyHKLMN.
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- Mepdhopauys 06MacTy MyHKLWW.

- QuccemmHauma onyxonu.

5. NMOPALOK PABOTbI N3AETNA
5.1 lNepef ncnonbL30BaHMEM

Mepen wvcnonb3oBaHWEM BHUMATe/IbHO OCMOTPWUTE CTEPWU/IbHYHO YMAaKoBKY, B C/yyan ecnu
CTEPUJTIbHOCTb YNaKOBKU obln1a HapylleHa He I/ICI'IOJ'IbSyVITe n3aenne.

OTKpoiiTe CTepU/bHYIO YNaKoOBKY 1 NPOBEpbTe M3aenne Ha npeaMeT NOBPEeXAeHWIA, ecn pyyka
nnm paboyas YacTb WU3AENNS UMEIOT NOBPEXAEHVE, U3[ENNE [OMKHO ObITb 3aMEHEHO.

Mepen vcnonb3oBaHeEM Y6eanTeCh, YTO B MaLMEHTE He COIEPXKMTCS BOCM/IAMEHSIFOLLIErocs rasa,
A5 TOr0, YTOGbI €r0 BbIBECTU, MOXHO UCMONb30BaTh CO2 MHCy(dnsTop. Bee aHECTETUKM, KpeMa
W CPeacTBa Ae3VHMEKLMN A0/MKHBI GbiTh HE BOCMTAMEHSIOLLIMMCS.

5.2 PaboTa n3genus

1 MpoBeanTe WHCTPYMEHTa/bHbIA KaHan YnbTPasBYKOBOTO 3HAOCKOMA B 30HY WHTEpeca.
CMOHTUpYIATE U3aeNMe Ha UHCTPYMEHTA/bHbIV KaHas, Tak, Kak NoKa3aHo Ha pucyHKe puc.3

Cnaiigep

Cronnep

' MNepepBuxHoii Tybyc

Luer Lock CoefuHeHune

VIHCTpYMEHTanNbHbI kaHan sHAockona

Puc 3. CMOHTMpOBaHHaA CUCTEMA Ha MHCTPYMEHTa/IbHOM KaHasie 3HA0CKoMa

2. Y6epuTe pabouyto YaCTb WUr/bl BO BHELIHWIA TyGyc, MyTeM ABWXEHWUs cnaiigepa Ha pyuke
ynpaBneHns Ha cebs. [locne 3TOr0 MpPOBeAMTE TMOKYH YaCTb MHCTPYMeHTa Mo
VHCTPYMEHTa/IbHOMY KaHasly 3HA0CKOMa, Moka paboyast YacTb MI/ibl He BbIAAET U3 ANCTaNIbHOI
YacTW 3HAOCKONA.
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3. MopgBeanTe paboyyld YacTb WMHCTPYMEHTA B M/OTHYKH K 30HE WHTepeca, 3aTeM MNyTem
NepedBDKEHNS Crailjepa Ha pydyke ympaBfieHuss OT cebsi, BbiCBOGOAMTE pabouyro 4acTb
MHCTPYMEHTAa, MOoc/e Yero 3ab/10KMNpyIiTe MHCTPYMEHT, MyTeM NepeMeLLeHMs KonbLa Ans cTonopa
Ha pydke ynpaeneHus. Iocne Toro, Kak Bpay y6eanncs, 4to MHCTPYMEHT HaXxOAMTCA B BEPHOM
MOM0XEHNN, HEOBXOAMMO NPOM3BECTY acnMpaLyio Yepe3 MHCTPYMEHT Mpu nomMoLy wnpuua 20
M ¢ Jlyep-J10K KOHHEKTOPOM, BXOASLLMM B CTEPU/IbHBIN NaKeT. [ 3TOro NOACOeANHUTE LUMPUL,
K paboyemMy KaHany MHCTPYMeHTa.

4. Y6epuTe pabouyto YaCTb UMbl BO BHELLHWIA Ty6yC, MyTEM MepemMeLLeHNs cnainiepa Ha pyyke
ynpaBneHnst Ha cebs, W BbiBeAWTEe MHCTPYMEHT M3 paboyero KaHana 3HAOCKOMa. YCTaHOBUTE
paboyyld YacTb WIrNbl B CheuuanbHyto Konby A1 XpaHeHus 6uonTtata, 3aTeM MpoayiTe
WHCTPYMEHT MpY nomowm wnpuya 20 M, BXOAALLEro B KOMMEKT. [onyyeHHbI GuonTat
HEo6X04MMO OTNPaBUTb HA TMCTONOMMYECKUIA aHaIn3.

5. Npn HeobX04MMOCTY MOBTOPUTE MPOLIEAYPY.

6. CBEAEHNA O TEXHUYECKOM OBCNTYXWBAHNW

Ha n3genve faetcsa rapaHTMs CPOKOM Ha 3 rofia CO [HS U3rOTOB/IEHUS, rapaHTUPYeTCs, UTO
n3genve He NMeeT AeeKToB, CBA3aHHbLIX C NPOM3BOACTBOM U Ka4eCTBOM MPOM3BOACTBEHHbIX
maTepuanos. M3genve byaeTt 3aMeHeHO, eC/in He MPOM3BOAMIOCH (N3UYECKOe/MeXaHNYeCcKoe
BMeLLATeNbCTBO B U3AeNne, He COOTBETCTBYOLLEe TPEOOBaHUAM UHCTPYKLMM MO NPUMEHEHNIO.
Y [10CTOBEPLTECH, YTO NHOOOM CO0I B paboTe He MPOMCXOAUT M3-3a HeaeKBaTHOrO yxoda 3a
U3aenvem U HecobIIo4eHUA HCTPYKUMKU. CPOK XpaHeHns 3 rofa. B ciyyae BOSHUKHOBEHNS
HeMCNpaBHOCTY NpW COGNOAEHNN TPE6OBaHWUIA HCTPYKLMM MO MPUMEHEHUIO, NPON3BOANTENb

NPOV3BOANT 3aMeHy M3fenus.

Mo Bcem Bompocam o6pawatbCsi K O(UUMaIbHOMY NPeACcTaBUTeNt0 Ha TeppuTopumn
Poccuitckoin degepaynmn: OO0 «OHA0 CTapce», topuanueckuii agpec: 197101 |, r. CaHKT-
MeTepbypr, Bonbluas MoHeTHad, 4.27, nuT.A, nomM. 12H, Ten/takc: 8-800-555-56-57, e-mail
endo@,endo-slars.com.

7. CBEOEHWA O PEMOHTE
OfHOpa30BOe M3ae/ne, PEMOHTY He MOANEXMT.

8. MAPKVPOBKA
MapkupoBka gomkHa cooteeTcTBoBath [OCT P 50444, TOCT P NCO 15223-1
- [lpomMapKmpoBaHo:
- Ha nHamBmayanbHOI yNakoBKe yKa3blBaeTCs:

-CTepunbHO
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-Temnepartypa XpaHeHus,
-OpHOopa3oBbIii

-bepeyb 0T COMHEYHbIX yyei!
-MNpounssoguTtesns

-flaTa Mpon3BOACTBa

- CPOK XpaHeHus

- «OCTOpOXHO XpyrnKoe!»

9. YKA3AHVE MEP BE3OIMNACHOCTW
He 1cnonb3oBaTth NpY NOBPEXAEHNN YNAKOBKN.
He ncnonb3oBath Moc/nie NCTEYEHNs CPOKA rOAHOCTL.

3roToBneHne NpoayKTa OCyLLEeCTBSETCA B COOTBETCTBMM € AupekTuoi 93/42/EEC ot
14.06.1993 r., NpunoXxeHune 2 Ana U3aennin Kknacca 2a.

O[HOpa3oBoe NPUMEHEHVE: Ja.

10. CBEAEHWNA OB YTUTN3ALNN.

CornacHo CaHUTapHO-3NUAEMMONOINMYECKMX TpeboBaHWi K 0OpaLleHVo € MeLULUHCKAMU
oTxodamu: CaHUTapHO-3NnAeMunonornyeckue npasuna u Hopmatmebl CaHlluH 2.1.7.2790-10.
Knacc B.

11. AAHHbIE T10 CPOKY N'OAHOCTN U CPOKY XPAHEHWA

Cpok rogHocTtu: 3 roga

Cpok xpaHeHus: 3 roga

12. TPAHCIOPTUPOBKA N XPAHEHWNE
N3nenve yKnaplBaeTCs B COOTBETCTBYHOLUYHO YMaKOBKY BMeECTe C  9KCM/yaTalyOHHON

[OKyMeHTauueid. [lonyckaeTcsi TPaHCMOPTMPOBKA BCEMM BWAAMM TpPaHCMOpPTa B KPbITbIX
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TPaHCNOPTHbIX CPeACTBaX MpU TeMMNepaTypHOM pexxmme Ansa ycnosuid no rpynne 5 (OXK4) FOCT
15150. ¥ nakoBKa fgomkHa cootseTcTBoBath [[OCT ISO 11607-1-2018.

XpaHuTe u3fenne B CyXOM MeCTe, CBOGOAHOM OT Fy6UTeNbHOTO BO3AECTBMS TEMMEPaTypbl,

BIKHOCTW, BEHTUNALMW, COMHEYHBIX JTyYel, NbIn 1 BO3AyXa, COAepXKaLlero conb U T.4.
Mocne TpaHCMOPTMPOBKIK 06paTUTE BHUMaHUE Ha ee NOCNeACTBMS U BO3MOXKHbIE NMOBPEXAEHUS.
36erainTe MeCT, rae XpaHaTcsa XMMUYECKMe npenapatbl UM 06pa30BbIBAETCA ras.

Bepeyb OT nonagaHua Bnaru.

W3nenve BbIAEPXMBAET BO3JelCTBME TeMmepaTypbl UM BAAXHOCTM BO3fdyxa B MpoLecce

TPaHCMOPTMPOBaHMA N XpaHeHus 4ns ycnosuid o rpynne 5 (OXK4) TOCT 15150.

MN3nenve B TpaHCMOPTHOM YMakoBKE AO/KHO 06/1afaTh YCTOMUMBOCTbIO K MEXaHUUYECKUM

BO3AEMCTBMAM MPW TPAHCMOPTMPOBaHMKM cooTBeTCTBYHOWMM FTOCT P 50444,

CpoK xpaHeHus nusgennsa - 3 rofa.

13. TAPAHTUWN N3ITrOTOBUTEJIA

a. M3rotoBuTeNb rapaHTUPyeT COOTBETCTBUE M3Aenns TPeGOBaHUAM HACTOALLEr0 HOPMATUBHOIO
[OKYMEHTa Npu co6/IH0AEHNN YCNOBUIA SKCNyaTaLMW, TPAHCMOPTMPOBAHUS 11 XPaHEHNS.

b. o Bcem Bonpocam rapaHTUM o6palatbCs K othuLManbHOMY NPeacTaBUTENHO Ha TeEPPUTOPUN
Poccuitckoit ®Pegepaumu:

000 «3Hgo Crapc» 197101, r. CaHkT-IeTepbypr, bonbwasa MoHeTHas, 4.27, nAT. A, NOM.
12H, Ten/thakc: 8-800-555-56-57, email: endo@endo-stars.com

14. TIEPEYHEHb JAHHBIX O MEXAYHAPOOHbLIX CEPTUDPUNKATAX
OEKNAPALIMN COOTBETCTBUA:

- Ceptudmkar ISO 13485:2016 Ne 216342-2017-CE-KOR-NA-PS ot 19.06.2018

- EC ceptudmkat Ne 248064-2017-CE-KOR-NA-PS ot 18.02.2019
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15. OCHOBHbIE

CTAANN NMPOEKTVPOBAHNA N

NMPON3IBOACTBEHHBIX NMPOLECCOB

16. NEPEYHEHDb

NMPNUMEHAEMbIX NMPON3IBOONTEJIEM

MEANUNHCKOI O U3AETNA HALUMOHAJIbHBIX CTAHOAPTOB

O603HavyeHne LOKYMEHTA,
Ha KOTOpbIii faHa cCbinka
FOCT P 50444-92

FOCT P MCO 10993-2009 u.2

FOCT ISO 10993-2011 4.1

MOCT ISO 10993-2016 4.7

MOCT ISO 10993-2011 uNo

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

HanmeHoBaHuWe LOKyMeHTa

Mpun6opbl, annapaTbl 1 060pyAOBaHME MeANUMHCKME. OBLme
TEXHUYECKME YCI0BUS

« N3penus megnuuHckme. OueHKa 6MON0TMYECKOTo
BO3ENCTBUS MELULMHCKUX N3AeNNiA»: YyacTb 2 «TpeboBaHUA K
o6paLleHnto C XXUBOTHbIMU»

« N3pennsa megmumnHckne. OueHKa 6MONOTMYECKOro
BO34ENCTBUA MEANLNHCKUX U3JENnii»:

- yacTb 1«OUeHKa U UccnefoBaHne»;

N3penna wmepuumHckue. OLeHKa OMONOrMYecKoro [encTeus
MeaULMHCKUX un3gennii. Yactb 7. OcCTaTO4YHOE COAEpXaHue
3TUNEHOKCM A Moc/e CTepuan3saLmnm

« N3penus megnumHckue. OLeHKa 6MONOTUYECKOTO
BO3/E/CTBUA MEAULMUHCKUX U3AENUii»:



FOCT 1SO 10993-2011 u.U

FOCT ISO 10993-12-2015

FOCT ISO 10993-13-2016

FOCT P 52770-2016

PMM 1987

MH 2.3.3.972-00

FOCT ISO 11607-1-2018

FOCTPNCO 15223-1-2014

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

-yacTtb 10 «MccnefoBaHue pasgpaxarLuLero un
CEHCUBUNU3NPYIOLLETO AEACTBUA»

« N3genns megnumHckue. OleHKa 61M0N10TMYecKoro
BO3/ECTBUA MEeJULUHCKUX N3eNnii»:

- yacTb 11 «MccnepoBaHue 06LWETOKCUYECKOTO AeACTBUS»

M3genua meguumnHckue. OueHka 6M0N0rnYecKoro gencrems
MeAULUHCKNUX n3gennin. Yactb 12. MpuroToBieHne npob u
KOHTPO/IbHble 06pasubl

N3genunsa megnumnHckue. OueHka 6M0ON0OrMYecKoro aelicTems
MeaULUHCKMUX n3genunin. YacTb 13. VigeHTUGMKaLns
KO/INYeCTBEHHOE onpejesieHne NPoAYKTOB AeCTPYKLUMNHK
NOSIMMEPHbIX MEAULNHCKUX U3aeNnnii

«3penne megnmunHckme. Tpe6oBaHMA 6e3onacHoCcTU. MeToabl

CaHNTAPHO-XUMUNYECKUX U TOKCUKONTOTUYECKNX nUcnbiTaHN»

«COOPHNK PYKOBOASLLNX METOANYECKMX MaTepnanos no
TOKCUKO/IOTO-TUTUEHNYECKUM MCCNeA0BaHUSAM MOAUMEPHbIX
mMaTepuanoB 1 M3Aennin Ha X OCHOBE MeAULMHCKOTO
Ha3Ha4yeHusa»,1987

«lMpefenbHo 4ONYCTUMble KOMMYECTBA XUMUYECKNX BELLECTB,
BblAENAOWMUXCA U3 MaTepUanoB, KOHTAKTUPYOWMX C
MULWEeBLIMYU NPOAYKTAMU. TUTMEHNYECKME HOPMATUBbI».

YnakoBka Ana  MeAUUWHCKUX  WU3[enuid,  nojnexatimx
GUHUWHOW  cTepunmsaummn. Yacte 1. TpeboBaHua K
mMateprnanam, 6apbepHbIM cucTemMaM [AAf CTepuansauum u
yNaKoBOYHbIM CUCTEMAM

N3genna  meguumHckne. CUMBOABLI, MNPUMEHAEMbIE  NpU
MapKnupoBaHWM Ha MEAUUUHCKUX W3LeNuax, 3TUKeTKax W B
COMPOBOAUTENbHOW fOoKyMeHTauun. UYacTte 1. OCHOBHbIe
TpeboBaHuUS



02-878-5200
02-871-4422

PernctpaumoHHbIn HOMEp 2019-2440

HOTAPWAJTbHOE CBUAETE/TBCTBO

n, CobH IyK,

noeepeHHbI CeoHr [)xeoH By,

npesngeHTa «PanHmegmkce Ko., 1ta»,

ABU/ICA KO MHE 1 3aBepu NOAMNUCL YKa3aHHOTo AoBepuTena Ha npunaraemom 3AAB/IEHNNA,
YTO YAOCTOBEPEHO B JaHHON KOHTOPE cerofHs, 27ro ceHTabpsa 2019 r.

Ha3BaHne KOHTOpbI:
HOTAPVAJIbHAA KOHTOPA MNAPKA YAHA CY (LUTaMN Ha KOPEVICKOM Si3bIKE)

OTHocKUTCA K: Mpokypatype
FO>xHoro okpyra Ceyna

ALpec KOHTOpbI:
B-201-1, Bynum JlaioHc Bannu, 168,
[MacaH anpxkutan 1-po, KbimuxoHry, Ceyn, Kopes

(nogrmvcy) (LrTamn Ha KopevickoM si3bIke)
Moanuck HoTapuyca
MNAPK YAH CY

[aHHas KOHTOpa ynonHomoyeHa MuHUCTpoM tocTuuun Pecny6nmkmn Kopes fgelicTBoBaThb B
KayecTBe rocygapCcTBeHHoOro Hotapuyca c 19 maa 2014 r. B COOTBETCTBMW C 3aKOHOM Ne 162.

210 mm X297 Mm
70 r/m2
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7.
8.
9.

(kpyrnas repbosas neyaTb MMHMCTEpcTBa

APOSTILLE * ArOCTN/1b
(Convention de la Haye du 5 Octobre 1961]
(Faarckasa KoHBeHUNs oT 5 0kTA6pa 1961 r.]

CtpaHa: Pecny6nuka Kopest

HacToawmii opmunanbHblil 4OKYMEHT

MoanucaH NAPKOM YAHOM CY
BbicTynatoLLnm B Ka4ecTse HOoTapuyca
CKpenneH neyaTbto/wtamnoMm  HOTAPUA/IBHOW KOHTOPBI
MNAPKA HAHA CY
YpoctoBepeH
Bropopge Ceyne 6. 27/09/2019
MwnHUCTEPCTBOM HOCTUL NN
3a Ne XXA2019L69M691
Mevatb/WwTamn: 10. Mognuce:

(nognuce)

tocTuunn Pecnybnukn Kopesy]
Knm Yaun
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. nepeBoguMK VBaHkoBa EnusaBeta CepreeBHa, BMafglOWWA PYCCKUM W aHINIMIACKUM  Si3bIKamu,
MOATBEPXKAAID, UTO BbINOMHEHHbIi MHOK MNEPEBOf MPUIOXKEHHOTO AOKYMEHTAa SIBNSETCS MPaBU/bHbIM,
TOYHbBIM 11 MO/HBIM.

lNepeBoauuk BaHKoBa EnvsaseTa CepreesHa,;

CAHKT-
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NMETEPBYPI

Poccuiickaa ®egepauynsd. CaHkT-MeTepbypr.
OfLvHHajLalro oKTAGpSA ABe ThiCAYM LeBATHALLATOrO
TpyhaHoBa MapuHa MwuxaiinosHa, BPEMEHHO WUCMOMHAOWAA 00653aHHOCTM HOTapuyca

HOoTapuanbHOro okpyra CaHkT-leTepbyp!" KapnyHuHoli Onbrn  BacunbeBHbl, CBWAETENbCTBYHO

MOA/IMHHOCTb MOAMNMCK MepeBofuYMKa VBaHkoBOM Enm3aBeTbl CepreeBHbl. Moanuch caenaHa B MOEM
MPUCYTCTBUN.

JIn4yHOCTL noAnMcaBLLErO AOKYMEHT YCTaHOB/1eHa.

3apeructpuposaHo B peectpe 3aNe 78/303-H/78-2019 -| -J1 n)
B3bickaHo no Tapudy: 100 py6neii. A

YnnayeHo 3a OKasaHwe YCayr NpaBoBOro M TEXHUYECKOro xapakTtepa: 400 py6reii.

roja.

M.M. TpyaHoBa

IToro B HacToALLEM JOKYMEHTE

iL n’[f() nuct
B0 HoTapuyca
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