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1. MEDICAL DEVICE DESIGN

Application cap BougieCap with accessories (further - application cap) intended for using into the
upper gastrointestinal tract during the endoscopic diagnostic and surgical interventions for
expanding the target lesion.

Due to ergonomic features of the device, it efficiently helps to increase the visualization during
the procedure.

BBEB

Fig 1. Application cap

Table 1. Specification of application caps
Ref.No. Endoscope Outer Lenght (c) Mounting

diameter (a) diameter (b) depth (d)

400.31.01 55-6mm 7,1 mm 14,7 mm 5 mm
400.31.02 55- 6mm 8,1 mm 16,6 mm 5mm
400.31.03 55- 6mm 10,1 mm 20,6 mm 5 mm
400.32.01 9,8-10,3 mm 12 mm 26,8 mm 9mm
400.32.02 9,8-10,3 mm 14 mm 28,8 mm 9mm
400.32.03 9,8- 10,3 mm 16 mm 33,8 mm 9mm

Table 2. Product range of the device:

400.31.01 - Application cap with outer diameter 7,1 mm, for the scopes with diemeter of a
distal part 55- 6 Mm
- Instruction for users

400.31.02 - Application cap with outer diameter 8,1 mm, for the scopes with diemeter of a
distal part 5,5 - 6 mm.
- Instruction for users

400.31.03 - Application cap with outer diameter 10,1 mm, for the scopes with diemeter of a
distal part 5,5- 6 mm.
- Instruction for users

400.32.01 - Application cap with outer diameter 12 mm, for the scopes with diemeter of a
distal part 9,8 - 10,3 mm.
- Instruction for users

400.32.02 - Application cap with outer diameter 14 mm, for the scopes with diemeter of a
distal part 9,8 - 10,3 mm.

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



- Instruction for users

400

.32.03 | - Application cap with outer diameter 16 mm, for the scopes with diemeter of a

distal part 9,8 - 10,3 mMm.
- Instruction for users

Supply kit:

- 3 application caps with the same diameter

- Instruction for users

2.Technical requirements

Requirements:

L

Total weight of the device is not more than 100 g.

The device is a sterile one. The sterilization was produced by ethylene oxide.
The device is a single use.

The device is Sterile, Non-pyrogenic, Non-toxic.

Materials:

Components of the | Material/Trademark Standard Manufacturer
system

Application cap - Styrene Acrylonitrile SAN | - EN 71-9 - Incos
LURAN 388S Styrolution,

9.

Cracks, pockets, dints, scratches, chipped places, burrs, burns, slag, particles of the
rubbing and polishing materials are not acceptable.

Fixation force of the application cap to the distal end of the scope should be less than
40H.

The force for the dismantling of the application cap from the distal end of the scope
should be less than 40H.

Overall dimensions of the package that is subject to final sterilization (in mm) for
BougieCap: 160+10 x 9010 mm

10. The material of the sterile package: PET (Polyethylenterephthalat)/PE (Polyethylen)

12/50 um PEEL, high strength paper (Tyvek).

11. The seam strength of the sterile package is defined as > 1,5N / 15mm.
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12. The surface weight of the sterilization materials. These are 70 g/m? (-5/+3) for the
sterilization paper and 75 g/m? for Tyvek.

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.
The condition of the using the device:

- Temperature — 10-40 °C

- Humidity 40 - 100 %
Application cap should meets the requirements of the biological body fluids and secretions, that
it’s contact during the procedure with a temperature 32 — 42 °C for the device category U6
according to the GOST R 50444, '
Application cap is a sterile, disposable device.
The insertion of the application cap should only be performed under endoscopic observation.
The procedure should be stopped if the tissue resistance too great. The procedure should be stopped
if the application cap was damaged or lost. Application cap should be removed from the body of
the patient by using the endoscopic accessories.
Depends on the potential risk the device classified as 1 (according to the order No4 from 06.06.2012
of the Russian Ministry of Health).
OKPD2 - 32.50.13.110
The code of the device according to Russian medical device classification (according to the order
Ned dated 06.06.2012 of the Russian Ministry of Health) — 271550.

INDICATION FOR USE

Application cap BougieCap with accessories (further — application cap) intended for using into the
upper gastrointestinal tract during the endoscopic diagnostic and surgical interventions for
expanding the target lesion.

CONTRADICTIONS
The application cap must not be used if flexible endoscopic procedures are contraindicated.
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The application cap could be used only with flexible endoscope.

The application cap must not be used if the bougienage of a stenosis or stricture is contraindicated.
POSSIBLE COMPLICATIONS

- Damage or perforation of the tissue of the upper gastrointestinal tract

- Bleeding

- Inflammation or infection of the tissue

- Loss of the application cap during the procedure, which could trigger a disturbance in the passage.

5. USING THE DEVICE
5.1 Before use

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

The physician must guarantee that the correct size of application cap is selected for the procedure
and for the endoscope.

5.2 Application the device

1. Place the application cap to the distal end of the scope. Slide the endoscope as far as it goes into
the cone-shaped tip of the cap.

Fig 3. Mounted application cap on the distal end of the endoscope

2. Fix application cap using the fixing tape that are included in the set. Tension the fixing tape
slightly to attach them without any folds. The endoscope must be dry ad free from any
contamination before the tapes are attached.
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Fig 4. Mounted fixing tape
3. Guide the endoscope with the attached application tape until before the target lesion.

4. The punctiform opening on the tip also allows to insert it using a guide wire (max. diameter
of the guide wire is 1 mm.

5. Use gentle rotary motions to slide the endoscope with the application cap carefully. If there is
too much resistance or the tissue visibly tears, cease the dilation via bougie or, if required, select

a narrower diameter.

6. If you need to use an additional working channel, you should mount it on the scope.

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 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.

The device cannot be re-sterilizzed. Using of repeated reprocessing device could harm the patient.

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.
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Single use. Unrepairable.

8. LABELING
- Marked:
- The description of the device
-REF
- Dimensions
- Diameter
- Word or symbol “non pyrogen” and “non toxic”
- The individual packaging should contain the following symbols:
- CE mark and identification number of the notified body
- See instruction for use
-LOT
- Refnumber
- Manufacturer
- Date of manufacture
- Use until
-EO sterilized
- Do not reuse
- Do not resterilized
- Do not use if packaging damaged
- Latex-free
- Items per package

Transport labeling should be marked on the pouch, carton boxes or on the package. Labeling is
stuck or connected in other reliable ways that guarantee the safety of the goods and labeling.

The signs “Fragile. CautionProtect from moisture "and the inscription:” Storage conditions - 2
Top should be glue to the package.
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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
1

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

Sterility period: 3 years

12. TRANSPORTATION AND STORAGING
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.

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
group 5 (OG4) GOST 15150.

The tools in trEinsport packaging should be sustainable in the process oftransportation under GOST
R 50444,

Storage period is - 3 years.
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13. WARRANTIES

a. The manufacturer grants conformity ofthe 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 1SO 13485:2016 Ne 50970-14-01 ox 20.05.2019
- CE Certificate Ne 50970-16-05 ox 20.05.2019

- Certificate of the company’s registration dd. 20.01.2016
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15. LIST OF THE NATIONAL AND RUSSIAN STANDARDS

The list of the applied RF national standards and international standards for the purpose of safety,
effectiveness and quality provision, as well as standards with the control methods: GOST R 50444-
92, Directive 93/42/EEC, EN ISO 13485:2016.

Manufacturing of the device is performed in accordance with the Directive 93/42/EEC dd.
08.11.2015, appendix 2 for the class 1 items.

16. THE MAIN STEPS OF THE INGINEERING AND MANUFACTURING
PROCESSES
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Urkundenrolle UR o /2020 (Register of Deeds)

Notat7 Daniel Westa
Schaffhausenstrasse 77 « D-72072 Tuebingen mail@notar-westa.de
Phone +49 (0)7071 / 13870-0 « Fax +49 (0)7071 13870-99  www.notar-westa.de

Authentification of Signature

Herewith | certify that
Mr. Christoph bamm, bom on May 5th, 1980,
with business address in 72076 TCibingen, Friedrich-Miescher-Strafie 9
- identified by German ID-card -

has confirmed the preceding signature as his signature.

cir D Tuebingen, October 28th, 2020
fed 3l state of Baden-Wuerttemberg / Germany

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



V.

(Convention de La Haye du 5 octobre 1961)

1. Land : Bundesrepublik Deutschland
Dtese offentiche Urkunde

2. ist unlerstihneben von Daniel Westa

3. inihref/seinerEigenschaft als Notar

4. sie ist vereehenmidem Siepel/Stempel
des Daniel Westa Hotayfen Tubingen

Bestatigt
in Tubingen 6. am 1Z November 2020
IHerm President 4e s Landgerichts Frey
910 a - 65/1365°2020

910 a -65/1365/2020

Gebuhr nach JVKostG

Anl. 84, INr. 1310
25,-€

Nr. 173 Vordruck fur die Erteihing derAcxaaifc{Ai«. 3 ar AVd. JuM vom 20.1.1994 -Die Justiz S. 105-) JVHm 4.94
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Ne B peecTpe HOTapuanbHbiX geicTBuiAi 2031/2020

HoTtapuyc JaHuanb BecTa, TIO6MHIEH

NWHCTPYKUWA MO NMPUMEHEHWIO HA
MEOANUWVMHCKOE N3OENWNE

ANNAnKaunoHHbIA Konnayok «BougieCap»
MponssoaunTenb: «Ovesco Endoscopy AG»
CooTBeTCTBYeT TpebOBaAHUAM MeXAYHapPOAHbLIX CTaH4apToB U cTaHgapToB P® FTOCT 50444-92
M3roToBneHne NPoOAYKTa OCYL, eCTB/ASieTCS B COOTBEeTCTBUMU c AupekTusoih 93/42/EEC

0T 14.06.1993 r.,, npunoxeHune 2 ona unsgenmnihi knacca 1.

23 okTAb6pA 2020 r.

(nognuce)
(KBagpaTHbIV WTamMn C/I0roTUNoM KoMnaHum «Ovesco» 1 crnefyrlmmMm TeKCcToM: «OBecko AHA0CKONUAT»; dpnapux-Muwep-
wTpacce 9; TiobuHreH D-72076; www.ovesco.com)

Ounn. vnx. (FH] Kpuctod Jamm

PykoBoauTenb OTaena KOHTPONSA KayecTBa M HOPMATWBHO-NMPAaBOBOro peryfupoBaHus

«OBeCKO dHpgockonun Al»

dpuagpux-Muwep-wtpacce, 9
Tob6buHreH 72076

lepmaHua
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«BOUGIECAP» OT KOMITAHNY «OVESCO»

WHCTPYKUUS N0 NPUMEHEHUIO ©C ovesco
Coaepxanue
1. KoHCTpykLumMA MeauUVMHCKOro nsgenus
2. Texunueckne Tpebosanns
3. Cdepa npumereHnn
4. Ceegenna no akcnnyatauywn
5. Mopagok paboTe usgenua
6. CeefieHnA 0 TexHn4eckom oGChnyXmBaHum
7. CeeneHun 0 peMoHTe
8. Mapkupoeka
9. Yka3aHue mep 6e30nacHOCT!
10. Ceepenus o6 ytunuaauwu
11.  [aHHbie RO CPOKY FOAHOCTA U CPOKY XPAHEHUA
12.  TpaHCnopTUpOBKa ¥ XpaHeHue
13. [apaHTUKW U3roTOBUTENA
14.  NepeueHb AaHHBIX O MEXAYHAPOAHBIX CepTUduKaTax n AeKnapauli COOTBETCTBUA
15. NepeueHb HaUMOHArNbHLIX U POCCUACKUX CTAHAAPTOB
16.  OcHoBHbBIE CTAAVW NPOEKTUPOBAHWUA ¥ NPON3BOACTBEHHBIX NPOLIeCCcoB
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1. KOHCTPYKLMSA MEAULIMHCKOIO U3AENNA.

AnnnvkaumoHHbIA konnadok BougieCap (ganee - annanKauMOHHbIA KONMAYoK) npefHasHaueH
01 UCMONb30BaHWA B BEPXHE 4aCTW >KeNy[OYHO-KMLIEYHOro TpakTa B Mpouecce
3HL,0CKOMUYECKNX ANAarHOCTUYECKUX M OMepaTyBHbIX BMELIATEeIbCTB A/11 pacLunpeHns 0b6nacTu,
B KOTOPOI NPOBOAMUTCA MaHUNYNAUUS.

Bnarogaps 9proHOMUYHLIM  CBOWCTBAM KOHCTPYKLWW W3fenus, TM03BONMSeT  3(heKTUBHO
YBE/IMUMBaTh BU3yanu3aLyio MPOBOAVMON NPoLEeypbl.

Pruc 1L ANNAKauWOHHbIA KOMNavoK

Tabnmua 1 Creuudurkaums annaMkaLuoHHOro Konnauka (BapuaHTbl UCMIONHEHUS).

APTUKYbHBIIA [Ovametp BHeLwHwiA [nnHa (c) ny6uHa
HoMep 3HAO0CKOoMa anamveTtp (b) Konnayka(d)
n3aenus: (@)

400.31.01 55- 6 MM 71 MM 14,7 Mm 5Mm
400.31.02 55- 6 MM 8,1 Mm 16,6 mm 5 MM
400.31.03 55- 6 MM 10,1 mm 20,6 Mm S5Mm
400.32.01 9,8 - 10,3 Mm 12 Mm 26,8 MM 9 Mm
400.32.02 98- 10,3 Mm 14 mm 28,8 MM 9 MM
400.32.03 9,8- 10,3 MM 16 Mm 33,8 Mm 9 Mm

Tabnuua 2. BapuaHTbl UCMONHEHNS MEAWULIMHCKOTO U3AENMS:

400.31.01 - ANNAMKauMOHHbIA KONAYoK C BHELLUHUM AvameTpom 7,1 MM, A/18 3HA0CKOMNOB C
ANaMETPOM ANCTaIbHOM YacTn 5,5-6 MM
- IHCTpYKUMA NO NPUMEHEHNIO

400.31.02 - ANNAYKaunoHHbIA KONAYoK C BHELUHUM AvameTpom 8,1 MM, A/19 3HA0CKOMOB C
ANaMETPOM ANCTaIbHOM YacTn 5,5-6 M.
- IHCTpYKLMA NO NPUMEHEHNIO

400.31.03 - ANNAMKaLMOHHBIA KOINa4voK ¢ BHELWHUM anameTpoM 10,1 MM, 4/t 3HAO0CKOMOB
C AMameTpOM ANCTa/IbHOM YacTh 55 - 6 MMm.
- IHCTpyKUMA No NPUMEHEHNIO

400.32.01 - ANNAYKauMOHHbIA KO/INAYoK C BHELLUHUM AvamMeTpom 12 MM, Ans 3HAOCKOMOB C
AMameTpoM AucTanbHoM Yactn 9,8 - 10,3 mm.
- IHCTpyKUMA No NpUMeHEHUIo
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400.32.02 - ANNINKaUMOHHBIA KOMMAYOoK C BHELLHMM AyameTpoM 14 MM, AN 3HAOCKOMOB C
ANaMeTpoM AncTanbHOM Yactn 9,8 - 10,3 Mm.
- IHCTpYKUMS NO NPUMEHEHNIO
400.32.03 - ANNAMKaUNOHHBIN KONMA4YoK C BHELLUHUM ANaMeTpom 16 MM, AN 3HAOCKOMOB C
AMamMeTpom aucTanbHoi vactv 9,8 - 10,3 Mm.
- IHCTPYKUMA MO MPUMEHEHUTO

KoMnieKT nocTaBKu:

- 3 annaMKaUMOHHbIX Ko/na4yka 0aHOoro AvameTpa
- VIHCTpYKUMS N0 NPUMEHEHNHO

2.TEXHNUECKME TPEBOBAHWA
XapakTepucTUKK:

1 Macca nsgenuii coctaBnseT He 6onee 100 rpamm.

2. W3genue ctepunbHo. CTepMIM30BAHO METOLOM ra3oBoW CTepuIn3aLmein npu nomoLLm
3TWUNEH OKCKaa.

3. W3penvie npegHasHayeHO TOMbKO A/15 OLAHOKPATHOrO NPUMEHEHUS.

4. W3penvie NoAHOCTbHO GMOCOBMECTUMO, anuporeHHO, He TOKCUYHO.

Martepuansl:
Ha3BaHune Matepuan/ Toprosaa CrtaHgapT MponssoanTenb
KOMMOHeHTa Mapka
CUCTEMBI
ANMNMKaUnoHHbI - CTupon akpuiouutpun - -EN71-9 Ineos
KONMayoK CAHTYPAH 3888 Styrolution,

["epmaHua

6. TMoBepXHOCTb anmnIMKaumMOHHOr0 Kosnavka fo/mkHa ObiTb 6e3 TPeLymH, pacc/ioeHu,
MOCTOPOHHMX BKMHOYEHWUIA, BbICTYNAIOWMX Hag, MOBEPXHOCTbLIHO.

7. Ycunve (ukcaumm anmnimkaumoHHOro Ko/navka Ha AMCTaIbHOM KOHLE 3HAO0CKOoMa
[IO/MKHO 6bITb He 6onee 40H.

8. Ycunue, HeobxoAMMoe ANs CHATUA annnKaLMOHHOIo Konavka ¢ AUCTaibHOro KoHua
3HA0cKona He 6onee 40H.

9. labapuTHble pa3mepbl YNakoBKW A1 PUHULLHON cTepuamnsaumn: 160+10 x 90+£10 mm

10. Matepuansl, NpUMEHsieMble A1 W3rOTOB/MIEHUA MEPBUYHOM  ynakoBku: PET
(MonuatuneHTepedtanar) / PE (nonmatnneH) 12/50 MKM TO/LLMHA, BbICOKOMPOYHas
oymara (Tyvek).
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11. MNoka3aTenn NPOYHOCTY LLUBA NePBUYHOM YNaKoBKK: He MeHee 1,5 H /15 mm
12. TloBepXHOCTHaA MNMIOTHOCTb CTEPUIM3aUMOHHOM ynakoBku: 70 r/mM2 (-5/+3) ans
CTEPUNM3ALMOHHOM ByMarn 1 75 r/M2 ana KpenuposaHHoW 6ymaru (Tyvek).

3. CO®EPA NMPUMEHEHWA

MpPUMEHSETCS UCKMHOUNTENBHO B CTALMOHAPHBIX YCMIOBUAX OTAENEHNIA 60NbHNL, U KMHUK.
SHOCKOMUCT, NPUMEHSIOLLWIA U3aenne, AOMKEH ObITb OMbITHBIM B TEXHOIOTMN €70 NPUMEHEHNS.

4. CBEAEHUA Ob SKCIT/TYATALUNNA

He ncnonb3oBaTh NpY NOBPEX/AEHNN YAKOBKM.
He 1cnonb3oBaThb Moc/e UCTeYEHNst CPOKa FOAHOCTY.

Ycnosua skcnnyatauum MegULMHCKOT0 U3LeNns:
- Temnepatypa- 10- 40 °C
- BnaxxHocts 40- 100 %

ANNANKaUMOHHBIA  KOMNaYoK A0/MKEH OblTb YCTOMUMBBI K BO3LENCTBUIO  OMOMOrMYECKMX
YXNOKOCTEA W BblAENEHWUI TKaHeil OpraHm3ma, C KOTOPbIMM OH KOHTaKTUPYHT B MpoLecce
aKcnnyaTaumu, npu Temnepatype ot 32 Ao 42 °C ana nsgennii nucnonHeHns Y6 no FOCT P 50444.

AI'II'IHVIKaLI'I/IOHHbII7I KONMa4vyoK ABMAETCA CTEPUIbHLIM MEANLNHCKAM U3OENTUEM.
3penve npumeHsAeTCA TONILKO B COYETaHUU C rMOKMM 9HAOCKOMOM.

Mpoueaypa C MPUMEHEHWEM W3AEMUS  [O/MKHA OblTb HEMEANEHHO MNPeKpalleHa, €ecin
COMPOTMB/IEHNE MPY MPOXOXAEHUM 3HAO0CKONA C/MLLKOM Benuko. Mpoledypa Takke [0/mMKHa
ObITb OCTaBNEHA MNPV TMOBPEXAEHUN anniMKALUMOHHOIO KOMMayka U ero Mpou3BO/IbHOM
AeMOoHTaXe. Konnayok mpu 3TOM A0/MKeH 6biTh yaaneH M3 06/1acTi XKeNyA0UHO-KULLIEYHOTO

TpaKTa npv NOMOLLY 3HAOCKOMMYECKOro MHCTPYMEHTa.

B 3aBMCHMOCTY OT NOTEHLUMAILHOTO pUCKa MPUMEHEHUS N3Aenne OTHOCATCA K Knaccy 1(coriacHo
nprKasa MMHUCTePCTBA 34paBooxXpaHeHns Poccuiickoi thesepauum NedH ot 06.06.2012).

Kog o6Lepoccninckoro KnaccugukaTopa npogykuum no BugaM 3KOHOMUYECKOW [edATeNlbHOCTH
OKMA2-32.50.50.190

Bug annavkauMoHHOro Kosmnayka B COOTBETCTBUM C  HOMEHKMNATYPHON  Knaccumkalmen
MeAULMHCKNX n3gennid 271550 (cornacHo nprkasa MMHUCTEPCTBA 34paBOOXPaHeHNs POCCUIMCKOM
(pesepaumm NedH ot 06.06.2012)

NMOKA3AHUNA K MPUMEHEHWIO

AnnnnKaumoHHbIin Konnavok BougieCap (ganee - annanKauMOHHBLIA KONMAYoK) npegHasHaueH
01 UCMONb30BaHWA B BEPXHeM 4acTW  HKeMy[OYHO-KMLIEYHOro TpakTa B Mpouecce
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3H/JIOCKOMUYECKOW MaHUNYNaUMWM  ANs  pacluMpeHus 061acTW, B KOTOpO/  MpOoBOAWTCS
MaHUMYNsLMS.

MPOTVBOINOKA3SAHNA

[NpoTMBONOKasaHMA K UCMNO/b30BaHMIO CUCTEMbI CONPSXEHLI C NPOTMBOMNOKa3aHUAMN NauneHTa
K MPUMEHEHWNIO NeYeHNa METOA0M rMoKoWn 9HAOCKOMNK.

VHCTpYyMeHT HGO6XO,U|I/IMO NCMO0/b30BaThb TO/ILKO B COYETAHUN C TMOKMM 3HAO0CKOIMOM.

AI'II'I]'II/IKaLLI/IOHHbIVI KONna4yokKk nMpoTuBOMNOKa3aH K WCNONb30BaHWIO, €C/in  NPUMEHEHUE
pacLnpeHna nonoro opraHa npu CTeHo3e nian CTPUKType NpoTmnBONoKasaHo.

BO3MOXXHbIE OCNOXXHEHWA

- MoBpexaeHue 1 nepdopaLms B 06/1acTyi MPUMEHEHUS U3AENNS B BEPXHUX OTAENaX Xeyi0uHo-
KMLLIEYHOTO TpaKTa

- KpoBoTeueHwe B 061aCTV NPUMEHEHNS KoNnayka
- PasayBaHve UM UHAEKLWS B 0611aCTW NPUMEHEHNS N3aenus

- CnagaHue anniMKalMOHHOTO Ko/mnayka B MpPOLECCe MpoLeaypbl, YTO MOXET LPUBECTM K
3aKymMop1BaHMIO NPOX0za.

5. NOPAAOK PABOTbI N3AENTNA
5.1 Mepes ncnonb3oBaHUEM

Mepes WCNOMb30BaHMEM BHUMATENbHO OCMOTPUTE CTEPU/bHYH YMaKOBKY, B C/ydyan eciu
CTEPUNBHOCTb YNAKOBKU Gbli/la HapyLLIEHa He UCMONb3yiiTe U3Aenue.

Bpay [0/KeH ObITb YBEPEH, UTO UCMO/Mb3YETCH KOPPEKTHbIV pa3mep annIMKaLMOHHOIO Konnadka
Ans 06/1aCTU MaHWMY/IMPOBAHMS U B COOTBETCTBIM C AVAMETPOM NPUMEHSEMOrO 3HAOCKOMA.

5.2 PaboTa usgenus

1 CMOHTVpY/iTe annAUKaLUMOHHbLIA KOMMNA4YoK Ha AMCTaNbHOM KOHLE 3HAockona. Ty6yc
3H/I0CKOMA [JO/MKEH BbITb NPOBEAEH MAKCUMaNbHO 10 KOHYCOO06PA3HOr0 CY)XXEHUS AUCTabHOrO
Ko/nauka.

Puc 3. CMOHTVPOBAaHHbI annINKaLMOHHBI/A KONMAYoK Ha AUCTa/IbHOM KOHLIE 3HA0CKOMNA
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2. MpoBeAnTE 9HAO0CKON C YCTAHOBMEHHBLIM KO/INMAYKOM 3a 06/1aCTbHO PacLUMPEHUS.

3. OTBEpCTME Ha ANCTaNbHOM KOHLE MO3BOMSET WCMOMb30BaTh MPOBOAHMK. MakcuMarbHbiii
[VaMeTp NPOBOAHMKA 1 MM.

4. icnonb3yiTe 3HAOCKON A1 NOCTENEHHOMO paclLMPeHnst 06nacTy nopakeHus. Mpu rmopo3HoN
TKaHN BO3MOXHO CW/IbHOE COMPOTUBMEHME, B TaKOM Cryyae, MUCMOMb3yinTe annivKalMOHHbIN
KONMa4yoK MEHbLLErO AvamMeTpa.

5. lMocne nNpPOBEAEHWUS 3HAOCKOMMUYECKOW MaHWUMyNauuM [eMOHTUPYTE  anmnMKaLMOHHbI
KO/NaYoK.

6. Mpn HeoBXOAMMOCTU MOBTOPUTE MPOLEAYPY C WCLOMb30BaHWEM KOMLAYKa C 6GO/MbLLUM
AVIaMETPOM.

6. CBEAEHWA O TEXHWYECKOM OBCNTYXVBAHWN

CpOoK COXpaHeHUst CTEPUNbHOCTY - 3 rofia C AaThl CTEPUAM3ALUN.

"apaHTMpYyeTCs, YTO M3fenve He MeeT AeteKTOB, CBA3aHHbIX C MPOU3BOACTBOM M Ka4eCTBOM

Npon3BOACTBEHHbLIX MaTeEPUasIOB.

W3penve  6yper 3aMeHeHO, eciM He  MPOM3BOAWIOCH  (PU3MYecKoe/MexaHUYecKoe
BMeLLATEeNbCTBO B U3/e/ne, He COOTBETCTBYIOLLEE TPEOOBAHMSM MHCTPYKLMM MO NPUMEHEHWIO.
Y [10CTOBEPLTECH, UTO /1060I cOON B paboTe He NPOUCXOANUT M3-3a HeaaeKBaTHOrO yxoda 3a
n3gennemM MM HecobM0L4eHNS MHCTPYKUMKW. B cnyyae BOSHWKHOBEHWS HEWUCMPABHOCTU Mpw
Co60AeHN TPe6OoBaHUIA MHCTPYKLMK MO MPUMEHEHWIO, NPOV3BOANTENb NPON3BOANT 3aMeHy

n3genms.

WN3penve He npeAHasHauyeHO Ais MOBTOPHOW cTepunu3auuy v AesunHdekuun. MoBTopHOe

CMONb30BaHNE U3AENME MOXKET HAHECTM Bpe[, MalyeHTy!

Mo Bcem BonpocaMm o6pawaTbcs K OoMuuManbHOMY MNPeACTaBUTENt0 Ha  TeppUTOpUK
Poccuitckoin Pegepayun: OO0 «2Hpo CTtapce», topuanyeckuidi agpec: 197101, r. CaHkT-
MeTepbypr, bonbwas MoHeTHas, 4.27, MMT.A, noMm. 12H, Ten/dakc: 8-800-555-56-57, e-mail
endo@endo-stars.com.

7. CBEAEHWA O PEMOHTE

O[IHOPa30BOE U3MENNE, PEMOHTY He MOAMEXMUT.

8. MAPKNPOBKA
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- MpomapkunpoBaHo:

- Ha nHayBunayansbHOM ynakoBKe YKa3blBaeTCs:

- HanmeHoBaHvne MeauLMHCKOro 13fenus;

- ApTukyn;,

- [abapuTHble pa3vepsl;

- AnamveTp;

- Hagnnce/CmBo «anmMporeHHo», «He TOKCUYHO»
- MapKupoBKa 1 NAeHTU(PUKALNOHHBIA HOMep 3KCMEPTHON opraHu3auuy B EBpocotose
- ObpaTtnTech K UHCTPYKLMK MO NPUMEHEHWIO
-N10T

- CepuiAHbIin HOMEp

- NpownssognTens

- [laTa npou3Bo/ACTBa

- icnonb3osatb o AaThl

-CTepunibHO (3TUNIEH OKCKA)

- He ncnonb3o0BaTb NOBTOPHO

- He cTepunm3oBaTb NOBTOPHO

- He ucnonb3oBatb Npu NOBpPeXXAeHHOW YrNaKoBKe

- He cofepxuT natekca

- KonnyecTBo n3gennii BO BHELLHEN YNaKoBKe

TpaHCcnopTHast MapKMPOBKa A0/MKHA ObITb HAHECEHA Ha BYMaXKHbIe UMM KApTOHHbIE SPMLMCH, UK
HEeNocpeACTBEHHO Ha Tapy, SP/bIKV MPUKPENSIOT K YNakoBKe KNeem Uam Apyrmm Matepranami,
ob6ecneyrBatoLLMMI COXPaHHOCTb Fpy3a 1 MapKUPOBKMU.

Ha KaKAyt0 TpPaHCMNOPTHYKO Tapy [AO0JDKHbI OblTb HaHeCeHb! MaHUMYNALUNOHHbIE  3HAKW,

COOTBETCTBYIOLLUME 3HaYeHMAM: «Xpynkoe. OCTOpPOXHO», «bepeyb OT Bnarw» W Hagnucu:
«YCNOBUA XpaHeHus - 2», «Bepx».

9. YKASAHVE MEP BE3OIMNACHOCTW

He mcnonb3oBaTh NpY NMOBPEXAEHUM YNaKOBKMU.
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He ncnonb3oBaTh Mocse UCTevyeHns Cpoka roqHoCTu.

3roToBneHme npofyKra OCyLLEeCTB/ISETCA B COOTBETCTBUN ¢ AmpekTmson 93/42/EEC ot
14.06.1993 r., NpUNOXeHNe 2 AN U3aenunii Knacca 1

OpfHOopa3oBoe NpUMEHeHVe: Ja.

10. CBEAEHUWA Ob Y TUNN3ALNN.

CornacHo CaHWTapHO-3NNAEMMONOTMYECKUX TPeboBaHMn K 00palleHn0 € MegULMHCKUMU
oTxofamn; CaHuTapHO-3anNuaemMmnonormyeckme npasuna v Hopmatuebl CaHllMnH 2.1.7.2790-10.
Knacc B.

11. AAHHBbIE MO CPOKY NOAHOCTUN N CPOKY XPAHEHWA

CpOK COXpaHeHWsi CTEPUILHOCTU - 3 rofla C AaThl CTEPUIN3ALINN.

12. TPAHCITOPTPOBKA N XPAHEHWE
WN3genve yKnaabiBaeTci B COOTBETCTBYHOLLYHO YMAaKOBKY BMECTe C  9KCM/yaTalVOHHOM

[NOKYMeHTaumer. [onyckaeTcsi TpaHCMOPTMPOBKA BCEMW BUAAMW TPaHCNOpTa B  KPbITbIX
TPaHCMOPTHbIX CPeACTBaX Mpw TeMnepaTypHOM pexxume Ansa ycnosuii no rpynne 5 (0XX4) FOCT
15150.

XpaHuTe u3aenne B CyXoM MecTe, CBOGOAHOM OT Fy6UTENbHOTO BO3AEKCTBMS TEMMepaTypbl,

BNAXHOCTW, BEHTUNALMMW, COMHEYHbIX NTyYeld, NbINN 1 BO3AyXa, COAEPXKaLlero conb U T.4,
Mocne TpaHCMOPTUPOBKM 06paTUTE BHUMaHME Ha ee NOCNeACTBUA U BO3MOXKHbIE MOBPEXAEHUS.
36erainTe MeCT, rae XpaHaTcs XMMUYECKne npenapartbl UM 06pa3oBbIBAETCA ras.

Bepeub OT nonagaHus Braru.

N3nenve BbLUEPXKMBAET BO3AECTBME TemnepaTypbl M BA@XHOCTM BO3gyXa B MpoLecce

TPaHCMNoPTMPOBaHUA 1 XpaHeHus A4nis ycnosumin no rpynne 5 (OXK4) TOCT 15150.

MN3genve B TPaHCMOPTHOW YMaKoBKE [O/MKHO 06M1afaTh YCTOMUMBOCTbIO K MEXAHWUYECKUM

BO3AEMCTBMAM MPU TpaHCMOPTUPOBaHMKM cooTeTcTBYyOWMM TOCT P 50444,

CpoK XpaHeHusa nsgennsa - 3 rofa.
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13. TAPAHTIN N3TrOTOBUNTEJIA

a. VI3rotoBuTENb rapaHTMpYeT COOTBETCTBME U3Aenust TPe60BaHUAM HACTOSILLEr0 HOPMATWUBHOIO
[OKyMeHTa Npu COBMHAEHNN YCNOBUIA 3KCNyaTauym, TPaHCMOPTMPOBAHUS N XPaHEHMS.

b. Mo BCcem BoMpocam rapaHTMK 06pawaTbCs K OuLmaibHOMY NPeACcTaBUTENO Ha TEPPUTOPUN
Poccuiickoii Pefepaumu:

000 «3Hpo Crape» 197101, r. CaHkT-lMeTepbypr, bonbwas MoHeTHasi, 4.27, niT. A, Nom.
12H, Ten/dhakc: 8-800-555-56-57, email: endo@endo-stars.com

14. NMEPEYEHb AAHHbBIX O MEXXAYHAPOAHbBbIX CEPTU®PUNKATAX
OEKJTAPALIM COOTBETCTBUA:

- Ceptndmkar 1ISO 13485:2016 Ne 50970-14-01 ot 20.05.2019
- EC ceptudgmkar Ne 50970-16-05 ot 20.05.2019

- CepTugmkat peructpaumn komnaHum ot 20.01.2016
15. MEPEYHEHb HALUNOHAJIbHbBIX U POCCUINCKINX CTAHOAPTOB

MepeyeHb NPUMEHSEMbIX HaUMOHaNbHbIX CTaHAAPTOB PP 1 MeXAyHapoAHbIX CTaH4apTOB C
Lienblo obecrieveHnst 6e30MacHOCTU, APEKTUBHOCTY 1 KayeCTBa, a TakXKe CTaH4apTbl C MeToAamu
KoHTpons: TOCT P 50444-92, Oupektuea 93/42/EEC, EN 1SO 13485:2016.

M3roToBnieHne nNpoAyKTa OCYLIECTBNSIETCA B COOTBeTCTBUM C [AupekTtuson 93/42/EEC ot
08.11.2015 r., npunoxXxeHne 2 ans n3aenuin knacca 1

16. OCHOBHBbIE CTAANU NMPOEKTNPOBAHWNA n
NMPON3BOACTBEHHbBIX NMPOLECCOB
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Ne B peecTpe HoOTapuanbHbl X geictBuin 2031/2020

HoTtapuyc JaHunanb BecTa

LW adgdgxayseHwTpacce, 77 » ToobuHreH D-72072 mail@ notar-westa.cle
Ten.: +49 (0)7071 / 13870-0 « dakc: +49 [0)7071 13870-99 www.notar-westa.de

YpocToBepeHue noanucu

HacTosLwmMM ya0CTOBEPSAID, UTO NPOCTaB/IEHHasA Bbllle NoAnucCh

r-Ha Kpucrtodpa Jamma, r.p. 5 maa 1980 r.,
CNy>Xe6HbIn agpec: dpugpux-Muwenb-wtpacce, 9, TiobuHreH 72076
(NnyHOCTL ycTaHOB/EHA MO YAOCTOBEPEHWIO JIMYHOCTY FpadkaaHuHa FepmaHum),

MOATBEPXK/AEHA Kak ero COGCTBEHHOPYUHASsI.

lopog TwobuHreH, 28-ro oktsi6ps 2020 T.
PepepancHas 3emnsa bageH-Bioptembepr / F'epmaHus

(nognuce) (Kpyrnblii rep60BbINA WITaMM cO cnefyloWwnum TekcTom: HoTapuyc B TiobuHreHe laHnans BecTa)
(JaHwanb Becta)
Hotapwuyc

(Kpyrnas KkpacHasi TUCHeHas neyaTb ¢ Hepa3GoOpPUMBLIM TEKCTOM)
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APOSTILLE * ANOCTW/1b
(Convention de la Haye du 5 Octobre 1961)
(Faarckas KoHBeHuus ot 5 okTabps 1961 r.)

1. CrpaHa: depepatnBHas Pecny6nvka MepmaHums
Hactosawmin opumymanbHbIl JOKYMEHT
2. MopnucaH  [OaHuanem Bectoi

3. BbICcTynawowmm B Ka4yecTBe HOoTapuyca

4. CkpenneH neyaTtbto/witamnom aHnansg BecTol, HOTapuyca B
THOOUHreHe

YpnocTtoBepeH
5. Bropoae ToOMHreH 6. 12 Hos16ps 2020 .
7. T'-Hom ®peem, npeacegaTenieM OKPY>XHOro cyaa
8. 3aNe910a-65/1365/2020

9. MMeuatb/WwTamn: 10 Mognuce:

(noagnucs)

(kBagpaTHbIA wWTamn co chnefylwmm TekcTom: 910a (Kpyrnas neyaThb CO CAEAYIOU MM TeKCTOM: OKPY>KHOW cyq *
65/1365/2020; B3bickaHo cornacHo n. 1310 pasg. 4 13akoHa  Tw6UHreH)

0 MOLU/IMHAX, B3MMaeMblX yupeXK jeHusmu toctuymnmn: 25,00

eBpo)

dopma Ne 173 gna Bblgaum anoctuseii (cornacHo n. 105 O6uwiero npukasa MunHucTepcTea tocTuumm ot
20.1.1994) YnpaBneHue roctuymn r. Famoéypra 4.94

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



£, pynnomMupoBaHHbIA nepesoauuk Wsaxkosa Enuszasetra CepreesHa, NOATEBEPXAAD, 4TO

BLINOAHEHHBIN MHOI NEPesoa NPUMOXEHHOTO AOKYMEHTa ¢ aHFMUWACKORO A3LIKA Ha PYCCKUA A3bIK
ABNASTCA NPABUNLHBIM, TOYHBIM ¥ NOMHEBIM.

Nepesopuuk UBaHkosa EnusaBera CepreesHa: ;:7/

CAHKT-
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S5TEPBYPI

Poccuiickaa depgepayunsa. CaHkT-lNeTepbypr.

Tpuauyatoro Hoab6ps gBe TbicA4YM ABajguaToro roaa.

1, KapnyHuHa Onbra BacunbeBHa, HOTapuyc HoTapmanbHOro okpyra CaHKT-
MeTepbypr, CBUAETENLCTBYIO MOAJIMHHOCTL MOAMWUCK MEpPeBOAYNKA MBaHKOBOW EnmsaBeThbl
CepreeBHbl.

Mognucek caenaHa B MOEM MPUCYTCTBUMN.

JInyHOoCTb MognucaBLero JOKYMEHT yCTaHOB/IEHaA. n 4o

3apeructpuposaHo B peectpe 3a Ne 78/303-H/78-2020- I 3N

B3bickaHo no Tapudy: 100 py6nei.

YnnayeHo 3a oOKasaHue ycnyr npaBOBOro M TEXHUYECKOro xapaktepa: 400 py6neii.

O.B.KapnyHuHa

NToro B HacTosILEM [JOKYMEHTE

Mpownto _2a. ( nncrtep 1
HoTapwuyc:
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30. 11. 2020

PaccHItaaH CaHKT-flwBpBypt

A, KapnyHuHa Onbra BacunbeBHa, Hondunyc

okpyra CaHkT-leTepbypr, caunetanbcTey» aapuocnb
C npeAcTaasieHHOro MHe JOKyMeHTa,
BaperncTpupoaaHo B peectpa 4r

BabicxaHo no Tapudyy. TIO

nnayeHo 3a okasaHue g&ﬂ/)‘r/ L
PaBOBOT0 W TEXHUUYECKOI0 XepeaTepu.
B. KapnyHuHa
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NToro B HacNToAWOM LOKYMEHTe
OOWNTO U NPOHYMEPOBAHO:

JINCT.
HoTapuyc



