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1. PRODUCT PURPOSE

It is intended for application during the procedure of full-thickness resection of mucosa.

2. SUPPLY KIT

Full-thickness resection device system set composed of:

- FTRD system: (FTRD clip, the thread, application cap, the ring on the application
cap, hand wheel, PE endoscopic sleeve, plastic tape, FTRD snare, thread
retriever) - 1 pcs

- FTRD coagulation probe - 1 pcs

- FTRD grasper forceps - 1 pcs

(hereinafter - “FTRD set”).

3. GENERAL APPLICATION AND OPERATION DETAILS

Product application conditions - surgery and endoscopy departments of the medical
treatment facilities.

FTRD set is a single-use product.

FTRD set is a sterile product (EO sterilization).

Depending on the potential application risk, FTRD set belongs to the 2b class
(according to the Order of the Ministry of Public Health of the Russian Federation Ne4h
dd. 06.06.2012).

The way of protection according to GOST 14254-96 - IPXO.

4. INDICATIONS FOR APPLICATION

FTRD set is applied for application during the procedure of full-thickness resection of

mucosa.

5. CONTRAINDICATIONS

FTRD set shall not be applied in case any contraindications exist for treatment by
flexible endoscopy methods.

FTRD set must not be used near a stenosis.
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«FTRD set must not be used in case of adhesions of the colorectum with adjacent
organs.
*FTRD set must not be used if it is clear that the tissue to be resected cannot be
completely excised and the resection would cut through diseased tissue.
e FTRD SET must not be used in conjunction with cardiac stimulators and any other

active implants .
6. POSSIBLE COMPLICATIONS

Flaemorrhages in the area of the procedure

Damage to/perforation of the colon or rectum wall
Damage to adjacent organs

The FTRD set may not provide sufficient haemostasis
The bowel lumen may narrow In the area of intervention.

The application site of the FTRD System may become infected

7. PRECAUTION MEASURES

WARNINGS

Check components for damages and other defects prior to application of FTRD set.
CAUTION Defective parts can cause incorrect device operation or patient’s injuries.
Incorrect application can cause injuries for the patient: for example, a clip can be released or can

fall from the application cap accidentally.

ﬁ& The electrical burst power must exceed or equal the maximum peak output
voltage with which the instrument is operated In combination with an

appropriate HF generator at an appropriate operating mode/setting.
AN These instructions for use must be carefully read before use.The user should

*ye fully understood how the instrument operates and how it should be
handled.
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Impulse TI-SE TI-SE GRE GRE

mode

Size of the 543mm?2 112mm?2 984mm?2 402mm2
signal-free

zone

Planar Parallel Perpendicular Parallel Perpendicular

orientation

8. PRODUCT DESCRIPTION

FTRD set:

O FTRD snare

h e

O FTRD applicator cap

O FTRD hand wheel
1. FTRD hand wheel

By turning the FTRD hand wheel, the thread is tensioned, the white ring at the distal cap
end is pulled and the FTRD clip is applied. To simplify the procedural step, itis indicated
by a 1.

2. FTRD applicator cap

The FTRD applicator cap is mounted on the tip of the endoscope. The FTRD applicator
cap is fitted with a clip and a HF snare.

An applicator ring sits on the FTRD applicator cap below the clip. The thread Is secured
to the FTRD applicator cap and the applicator ring, and is used to release the clip.

The FTRD applicator cap is designed for use with standard flexible endoscopes with an
outer diameter of 11.5-13.2 mm. The thread is secured to the applicator ring and cap

and must not be removed.
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3. FTRD snare
The FTRD snare is a monopolar high-frequency instrument (HF). The FTRD snare is
made of stainless steel and is integrated into the distal end of the FTRD applicator cap.
The flexible shaft is guided externally along the endoscope. The FTRD snare consists
of:
- Sliding handle (A) to close the snare

- FIF connection, 3-mm plug (B)

m 10mm 8.4mm

30mm
Flexible shaft (C)
- Snare safety lock to prevent the snare from being accidentally released (D). To
simplify the procedural step, this is indicated by a 2.
- Snare that is integrated in the FTRD applicator cap (E).
The instrument's maximum electrical burst power is 2500 Vp.
The electrical burst power must exceed or equal the maximum peak output voltage with
which the instrument is operated in combination with an appropriate FIF generator at an

appropriate operating mode/setting.

/ 1 1
—n 1 f ' **
n 3 1
4. FTRD clip

The FTRD clip consists of a super-elastic shape memory alloy (Nitinol®) and is
designed tograsp large volumes of tissue. Thanks to its material properties, following
application into the tissue, the clip returns to its original, slack shape and therefore
compresses the tissue between the clip branches.

The FTRD clip material - Nitinol® - is MR-conditional.

In comparison with the OTSC clip (14t), the FTRD clip has additional teeth around the
edge to optimise tissue fixation in the border area.

FTRD clips are placed under mechanical pressure on the application cap.
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Compression zone width - clipping width (a)
The table below shows clips and application cap sizes
Clipping width [a] J Maximum outer diameter of the

i application cap [b]

11 mm 23 mm

Size of the clipped tissue varies depending on the tissue size drawn into the application
cap. Therefore, clipped tissue zone size can exceed the clipping width.

5. PE Endoscope sleeve
Once the FTRD applicator cap is fitted, the endoscope cover, which is already
positioned on the flexible shaft of the FTRD snare, is secured to the FTRD applicator
cap using the adhesive tape supplied and is unrolled to the proximal end of the
endoscope. The cover is designed to protect the tissue when inserting the FTRD
System into the body, and to better guide the snare externally along the endoscope
insertion tube.

6. Thread retriever
The thread retriever supplied is an aid used in the assembly of the FTRD System. Itis
used to pull the thread through the working channel.
The FTRD hand wheel is inserted into the rubber-rim valve on the endoscope's working

channel and secured to the handle using the Velcro strap (4).

The two cable ties that are fixed on the snare shaft are removed. The endoscope sleeve

Is slid over the endoscope, starting from the distal side of the FTRD applicator cap (5).
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To secure the FTRD applicator cap on the distal end of the endoscope, the thread that
is attached to the FTRD applicator cap is pulled through the endoscope's working
channel using the FTRD thread retriever (6-A) or a similar instrument (6-B).

The knot on the thread is clamped in the designated slot on the hand wheel. The thread

Is wound up by turning the hand wheel clockwise (7).

The FTRD applicator cap must be positioned at the tip of the endoscope so that the
thread passes through the working channel vertically and does not conceal any of the
endoscope functions (8). Ensure that the thread is not wound around the snare shaft.
The distal end of the endoscope must abut against the stopper in the FTRD applicator
cap (18). The FTRD snare shaft is positioned in the recess on the silicone sleeve (9).
The figure above (8) shows the correct position of the FTRD applicator cap on the
endoscope tip. The thread is further wound up using the FTRD hand wheel (7) until
slight tension is felt. The endoscope sleeve is slid to the FTRD applicator cap and the
cable tie on the side that is proximal to the cap is removed.

The end of the sleeve must be secured to the endoscope approximately 2-3 mm above
the FTRD applicator cap using the adhesive tape supplied. The adhesive tape must not
be touching the FTRD applicator cap - itshould be applied just above the cap (10).

The endoscope sleeve Is pulled back to the proximal end of the endoscope using the

small tube on which it is positioned. In doing so, it unrolls. The remaining cable tie and
small tube are removed (11).

For safety reasons, the instrument's HF connection to the HF generator should not be
established until shortly before the clip is applied. (Observe the instructions for use of

the HF generator.)
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. jaw (D)

FTRD Grasper is a part of FTRD set and it's a sterile device.

The FTRD Marking Probe is a monopolar high-frequency instrument (FIF) for marking
tissue with coagulation points in flexible endoscopy. The minimum diameter of the

working channel is 2.8 mm.

FTRD Marking Probe Is a part of FTRD set and it’s a sterile device.

9. OPERATION CONDITIONS AND RULES

9.1. Preparation for application
Prior to the product application it is required to check the components for
cracks and other defects. Replace all defective parts into new one. Defective
parts can cause failures or cause Injuries to the patient.
Incorrect application can also cause Injury to the patient or doctor, since a clip can

accidentally turn around or jump off the cap.

Pay attention to the package damages and shelf life expiry date. In case the
CAUION package is damaged or the shelf life has already expired, product sterility
cannot be guaranteed.

All OVESCO products are designed only for the single-use application.

Materials do not withstand processing and re-sterilization. Components are

CAUTION
intended for application for one patient and do not withstand multiple use.

rlx Recycling and repeated application of the single-use tools can cause harm to
caution' the patient (improper operation, insufficient sterility, contamination, corrosion

and other destruction types).

WARNING/PRECAUTION MEASURES
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. The doctor shall ensure that FTRD set are applied in compliance with the
operation manual.

. FTRD clips are mounted on the FTRD Application cap with a high mechanical
tension. Due to this, the risk of the injury in the result of improper treatment exists both
for the doctor and the patient. Potential problems also include unintentional clip release
or release in the non-target point.

. Ovesco products are compatible with each other. Prior to Ovesco items
application together with the products of another manufacturers, the doctor shall ensure

that the products are compatible in terms of the target application scope.

9.2 Before the application

- Use the product only as intended

- The user must ensure that the size of the lesion to be resected does not exceed
the capacity of the FTRD applicator cap.

- The FTRD System is designed for use with standard flexible endoscopes with a
working channel diameter of at least 3.2 mm.

- If an instrument is to be inserted through the same working channel as the FTRD
System thread, ensure that the thread remains slightly tensioned. Otherwise, it
may wind itself around the Instrument.

- Itis recommended that the lesion to be resected is marked in advance to provide
better visualisation (via coagulation points using the FTRD Marking Probe).

- The FTRD snare must be connected to the monopolar outlet of a FIF generator
using a suitable monopolar cable and must only be used with monopolar
coagulation and cutting current.

- The FTRD snare can be connected to standard HF generators. The maximum
output voltage of the FIF generator must not exceed 2500 Vp.

- Do not use the instrument on patients with cardio stimulators or other active
implants.

9.3 Application
Safety measures to avoid FIF burn:
- Always use a gloves before using
- Before activating the FIF generator, ensure that the working end of the product

does not touch any electrically conductive accessory.
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6

7

9

FTRD clip

The thread

Application cap

The ring on the
application cap

Hand wheel

Thread retriever

FTRD snare

PE endoscopic sleeve

Plastic tape
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FTRD
system
FTRD
system
FTRD
system
FTRD

system

FTRD

system

FTRD

system

FTRD
system

FTRD

system

Niti-S, Nitinol

PE Dyneema Purity
UGdtex 110TS100
SAN LURAN 388S

Hostaform MT12U01

ABS-plastic (Novodur

HD-15) and
(Maxithen 5BA6157)
Stainless steel
1.4301

Silicon rubber

Shaft: Vestamid L,
Polyamid 12
Hook: Ultramid,
Polyamid 6
Terlux MABS
2812HD

ABS-plastic
(Novodur HD-15) and

(Maxithen 5BA6157),

PET, PA, Stainless
steel

1.4301/1.4305/1.4310
Low Density

Polyethylen (LDPE)

Soft plastic PVC

ASTM F2063

ISO 10993 -
3,4,5,6,10,11,12
EN 71-9

USP Class VI

USP Class VI

EN ISO
AlSI 303
USP Class VI
FDA 177.2600
FDA 21 CFR
177.1500

7153

USP Class VI

USP Class VI
FDA 177.2600
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11.16 Diameter of FTRD grasper forceps - 2,3 £ 0,1 mm

11.17 Maximum angle of branches opening of FTRD grasper forceps- 130 + 5°

11.18 Diameter of the distal part of the scope - 11,5-13,2 mm

11.19 Weight of the FTRD system set should be:

-FRTD clip-40 +10g

-Thread - 10£5¢g

- Distal cap FTRD -80+ 10¢g

- The ring on the distal cap FTRD -20 £ 5¢g

- Hand wheel FTRD -100 £ 10 g

- Thread retriever - 50 + 10 g

- FTRD snare - 200 + 50 g

- FTRD coagulation probe 200 £ 50 g

- FTRD grasper forceps 300 + 50 g

- PE endoscopic sleeve 100 + 50 g

- plastic tape 100 £ 50 g

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

11.21 Surface roughness parameters shall be as follows;

- for clips not more than 0.1 um

- for other devices - from 0.1 to 0.32 um

11.22 Tools shall be manufactured from corrosion resistant materials. The items shall
be corrosion resistant in the operation, transportation and storage conditions.

11.23 The tolls shall withstand temperature and air humidity impact in the process of
transportation and storage for the conditions under group 5 (OZh4) under GOST 15150.
11.24 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.

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

11.26 Surface roughness parameters shall be as follows:

- for clips not more than 0.1 mm

11.27 Filament transporter must smoothly pass through the working channel of the tool
without jamming.

11.28 The main requirements to electro surgery generators, that provides operability of

the device:
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. Batch (series) number,

- shelf life

Additional information application is also possible:

“Warning! Read the manual”

N AN Batch number
LOT

REF

Reference number

d 0 Manufacture date
Ethylene-oxide sterilized (EO).

N 48 Best before “year-month”
Single-use only
Don't sterilize

@ Do not use in case of damaged package

Latex-free

13 PRODUCTION DIAGRAM

Orderfor
manufacture

E
Specification
Correction of
ipecifkations

and/or operatiri(
procedures
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14. PACKAGE

14.1. Consumer package design shall provide tools hermetic tightness and protection
from external mechanical damages.

14.2. FTRD set is packed into blister package placed into cardboard box. The original
package provides best security during transportation.

14.3 The product can’t be identified by an external scanner.

14.4 The material of packaging that is subject to final sterilization: high density
polyethylene (HOPE), high strength paper (Tyvek).

14.5 Overall dimensions of the package that is subject to final sterilization:

- endoscopic system of application of clips FTRD with clips - 385 + 5 mm x 211 £+5 mm
X 45£5 mm;

- probe for coagulation FTRD - 200+5 mm x 3005 mm;

- forceps for gripping FTRD - 200£5 mm x 3505 mm;

14.6 The material of packaging that is subject to final sterilization should not be
leachable, toxic and should not have a smell.

14.7 The material of packaging that is subject to final sterilization should not have holes,
cracks, wrinkle or local thickenings and/or thining.

14.8 Physical and chemical characteristics of the packaging that is subject to final
sterilization must meet the requirements for medical devices,and must be consistent
with packaging and final sterilization processes.

14.9 Components of packages should not react, contaminate, switch to products and
should not adversely affect the products.

14.10 Process indicators that are printed on packages must meet the requirements ISO
11140-1.

14.11 Opening of packages by delamination should be continuous and homogeneous,
without disruption of the material which may worsen its aseptic properties.

14.12 The packing density should be in the range 71 g/m2780 g/m2.
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15. TRANSPORTATION

The product is placed into a corresponding package together with the operation
documentation. Transportation by all roofed transport means Is allowed at the

temperature mode for the group 5 conditions (OZh4) under GOST 15150.

16. STORAGE

Keep the product in a dry place protected from adverse impact of the temperature,
humidity, ventilation, sunlight, dust and air containing salt, etc.

After transportation pay attention to Its consequences and possible damages.

Avoid places of chemicals storage of gas formation.

Protect from moisture penetration.

The product withstands the temperature and air humidity in the process of
transportation and storage for 3**group conditions (OZh4) under GOST 15150.

Product shelf life - 3 years.

17. TECHNICAL MAINTENANCE

Single-use product, is not subject to maintenance.

18. MINOR REPAIR

The FTRD set Is a single-use item and is not subject to repair.

In case of the package integrity damage or product damage, please, address
manufacturer’s representative:

“Endo Stars”, LLC, h. 27 Bolshaya Monetnaya Street, lit. A, room 12H, St. Petersburg
197101, tel./fax: 8-800-555-56-57

19. DISPOSAL DETAILS

The product does not contain any precious metals.

The product withdrawn from the operation, is subject to the disposal.
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CopepxaHue

1. HasHayeHue n3genus

2. KoMNneKT noctaBku

3. O6wme cBefeHMa N0 NPUMEHEHUNIO W 3KCnayaTauun
4. TloKasaHUA K NpUMEHEHUIO

5. [poTnBONOKasaHmna

6. BO3MOXHbIe OC/OXXHEHUS

7 Mepbl NPeAoCTOPOXHOCTH

8 OnucaHue nsgenusa

9 Ycnosus v npasuia aKcnayarauum

10 Matepuansl n3genus

11 TexHWMYeckue xapakTepuCcTUKN n3genus

12 MapkupoBka

13 Cxema npounssoacTBa

14 YnakoBka

15 TpaHcnopTMpOBKa

16 XpaHeHune

17 TexHuyeckoe 06CNyXMBaHUe

18 TeKywnin pemMoHT

19 CBepgeHma 06 yTunmsaunm 1 yHUUTOXEHUN

20 lMepeyeHb HaLMOHANbHbIX U MEXAYHAaPO4HbIX CTaH4AapTOB

21 MNepevyeHb AaHHbIX 0 MEeXAYHApPOAHbIX CEPTU(MKATAX M AeKnapaLuii
COOTBETCTBUSA

22 TapaHTUHbIN TanoH
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1. HASHAYEHWE U3OE/TNA

Habop npefgHasHauyeH AN npoBefeHUs npoueaypbl 3HAOCKOMUYECKON MNONHOCTEHHOW

pe3ekunn CNU3nCTon.

2. KOMIJIEKT NOCTABKW/

Habop WHCTPYMEHTOB A/1A NPOBeAEHUS 3HAO0CKOMNNYECKOW MOTHOCTEHHON pe3eKunu
CM3NCTON B cOCTaBe:

- Cucrema HanoxeHuns knunc FTRD aHgockonuyeckas ¢ knuncamu: (FTRD knunca,
HWUTb, AMCTanbHbIA Konnayok FTRD, Ko/MbLO Ha AgucTtanbHOM Konnadke FTRD, kaTylka-
pykoaTka FTRD, NoONnaTUIEHOBbIN 3alMTHbLIA Yexon, NnacTMkoBas feHTa, netns
anekTpoxmpypruyeckas FTRD, karteTep gnd npoBefeHns HUTK) - 1 wwr.

- 30HA Ana koarynaumm FTRD - 1 wr.

- Wwunubl 3axBaTtbiBalowme FTRD - 1 wr.

(Oanee - Habop MHCTPYMEHTOB)

3. ObWMWE CBEAEHNA MO NPUMEHEHNIO U SKCMNYATALIMN
BANNNUMANUMUAMUUMUUUUUUMULIIMUM U LTNAALL WAV AM A B B O AT T -AAA
YcnoBus NpUMEHEHUS W3[enns - OTAEeNEeHUA XUPYPruM U 3HOOCKONUM NevyebHbIX
YUpPEeXOEHWNIA.

Habop MHCTPYMEHTOB ABNAETCA MU34eNNeM OLHOKPATHOIO NPUMEHEHNS.
Habop MHCTPYMEHTOB ABNSETCA CTepU/ibHbIM n3genvem (ctepunusaumnsa EO).

B 3aBMCMMOCTM OT MNOTEHUMaNbHOrO pucka npuMeHeHns Habop WHCTPYMEHTOB
OTHOCMTCA K Knaccy 26 (cormacHO npukasa MWHWUCTEpPCTBA 34paBOOXpPaHeHus
Poccuiickoin hepgepaummn NedH ot 06.06.2012)

CteneHb 3awmtbl IPX0 no NTOCT 14254-96

4. TIOKA3AHVA K MPUMEHEHWIO

Ha6op MHCTPYMEHTOB NpPUMeEHseTcs AN MPOBEAEHUS NpoLeaypbl 3HJ0CKONUYECKOl

MOJTHOCTEHHOM pe3eKunn CAN3NCTON.
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5. MNMPOTUBOITOKA3AHUA

Habop WHCTPYMEHTOB 3anpelieHo MWCNoMAb30BaTb MNpU Haauumm y naymeHTa
MPOTMBOMOKAa3aHNn K TMOKOIN 3HAOCKONUN.

eHabop MHCTPYMEHTOB 3anpeL,eHo NPUMEHATb BO3/1e 30Hbl CTEHO3a

e Habop MHCTPYMEHTOB 3amnpeleHo NPUMEHATb MpWU cpawmBaHUM 060A0YHOW W
NPSIMOM KWLWIKM C COCeAHUMWN opraHamu.

e Habop WHCTPYMEHTOB HeNb3s MNPUMEHATb, €CAM 0YEBUAHO, UTO MOANEeXaluni
pe3ekuMn Yy4yacTOK TKaHel Hefnb3s /OMHOCTbI0 WCCeYb W pe3ekuusa npongert
HaCKBO3b MOPaXKEHHOTrO yyacTKa TKaHeln.

e He ncnonb3yinTe Habop MHCTPYMEHTOB ANA NaUMEHTOB C KapAMOCTUMYNSTOPOM

nnn opyr+uMnm akKTMBHbIMMW UMMNAaHTaTaMM

6. BO3MOXXHbIE OCNOXHEHWA

KpoBoTeueHne B 06/1aCTU NpoOBEAEHUS MpoLeaypbl

MoBpexaeHue nan nepgopayns CTEHOK TONCTOW UM MPSAMOIA KULIKM
[oBpexaeHne cocegHNUX OpraHoB

HepoctatouHbli remocTa3 B 061actv NnpuMeHeHns Habopa.
HepoctatoyHbii aHacTOMO3 B 06/1aCTU NpUMEHeHMa Habopa.
CyXeHue npocseTa NoJsioro opraHa B o61actu npuMmeHeHus Habopa

MH(pMLUMpOBaHNe 30HbI BMeLLaTENbCTBA

7. MEPbI MPEOOCTOPOXHOCTWU

MNPEAYMPEXAEHUNA

Mepes MCNO/b30BaHMEM Habopa MHCTPYMEHTOB MPOBEPbTE KOMMOHEHTbI Ha
cautoy MOBPEXAEHNS 1 Apyrue AedeKTbl. BpakoBaHHbIe AeTaNIN MOrYT BbI3BaTb
HenpaBW/bHYI0 PaboTy UHCTPYMEHTA UM NMOBPEXAEHMSA Y NaLMeHTa.

HeKoppeKTHoe NCMOJ/Ib30BaHME MOXXET BbiI3BaTb MNOBPEXAEHNA Y NMaUMEHTA; HaNnpumMep, Kaunca

MOXXeT ObITb BblMyLlleHa NN MOXET BbiMNacTb C ANCTa/IbHOI0 KOJINMavykKa CﬂyanIHO.
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- MpoCTpaHCTBEHHbIN FpagueHT MarHUTHOro nons 720 Maycc/cm Unn mMeHee.

HarpeBaHue, cBA3aHHoe ¢ MPT

Knuncel FTRD npoussoannu HarpesaHue mMeHee yem Ha 1,70C Ha makcnmyme MPT
CUCTEMbI, C YYETOM TOr0, YTO CpeAHAA yaenbHaga nornowaemas mMowwHocTb (YT1M) Bcero
Tena coctaBnsAna 3BT/Kr 3a 15 muHyT B 3-Tecna (3-Tecna/l128MI u, MN3nyyatowas,
MporpammMHoe obecneyeHne G3.0-052B, IxeHKepan INeKTPUK Xenckamp, Munyoku,

wTat BuckoHcrMH) MPT cuctemsl.

BcneacTteume atoro, cBssaHHoe ¢ MPT mncnbiTaHMe Ha HarpesaHue knunc FTRD npu 3
Tecna, ¢ UCNob30BaHWEM NMpUeMorepesatoLLet pagno4acToTHON KaTywkn Ha MPT
CMUCTEME Aano pe3ynbTaT CpefHelr yaenbHoOM nornouiaemoit mowHoctn (Y T1M) Bcero
Tena B 3BT/Kr (K npumepy, accoLMnMpoBaHHON C N3MePEHHbIM B Ka/IOPUMETPE 3HaYeHNeM
2,8BT/Kr), 1 noKasano MakCUMasibHbI YPOBEHb HarpeBaHUs, BbISSBUBLLUIACA B CBA3N C

3TUMU CNeLMpUUYECKMM YCNOBUAMI Ha YPOBHE UK Huxe +1,70C.

MHpopmaumsa 06 NCKaXKEHUAX

KauectBo MPT n3o6pakeHns MOXeT oKasaTbCs Moj BONPOCOM, C/i 30Ha UHTepeca
Haxo4uTCA HEMOCPeACTBEHHO UMM Hernojaneky oT MecTta pacnonoxeHnsa kavnc FTRD.
Bcneacteume aToro MoOXeT 6bITb HEOOX0AMMA ONTUMM3ALMS NnapameTpoB MPT

1306paXKEHUS N1 KOMMEHcaLU NPUCYTCTBUSA AaHHOI0 YCTPOICTBA.

MmnynbeHbii  T1-SE T1-SE GRE GRE
PeX1M
Pasvep 30Hbl  543mMMm2 112mnn2 984MM2 402mMM2
OTCYTCTBUS
cuUrHana

lnockocTHas MapannenbH MepneHgukynapHas MapannensHas [lepneHankynapHas

opvieHTaLus as '
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8. ONMNCAHVE N3OENNA

Ha6op MHCTPYMEHTOB:

FTRD snare

O FTRD hand wheel

1 Katywka-pykoatka FTRD

MNpn BpaweHun KaTywKkn-pykoatkm FTRD npoucxogut HataXeHue HUTKU, npu
BbITATMBAHMM GENoro Kosbla Ha AUCTalbHOM KOHUE KpbllwKK cpabaTtbiBaeT ukcartop.
Ans ynpoweHna NoOHMMaHuA AaHHOro atana npouecca OH 0603HauveH Kak 1.

2. AncTanbHbIn Konnadok FTRD
AncTtanbHblli  Konmayok FTRD ycTaHOBNEH Ha [AMCTalbHOM KOHLUE 3HAocKona W
OCHalleHa (puKcatopom U netnein anektpoxmpypruyecko FTRD

Konbuo AuctanbHOro Ko/snayka pacnosiodXeHO Ha AuctanbHOM Konnavyke FTRD Huke
(hnkcartopa. Hlutb Kpenutca K AUCTaibHOMY KOMMNayky W KOJbLY W UCMONb3yeTcAa ANS
0cBO6OXAeHUA (ukcaTopa.

AuvcTtanbHblil Konnavyok FTRD npegHasHavyeH ANs UCNO/Sb30BaHUA CO CTaHAAPTHbIMMU
rMoKMMK aHAOoCKoNamm gnametpom 11.5-13.2 mm.

3. MNeTna anekTpoxupypruyeckasa FTRD

MNetna anekTpoxupypruyeckaa FTRD aBnaetca MOHOMNONAPHbLIM BbICOKOYACTOTHbLIM
nsgenvem (BY). Metnsa n3rotoeneHa U3 HepxXaBerowWein cTann U NHTerpMpoBaHa B
AVCTaNbHbIA KOHeL, ANCTaNbHOro Konnavka. Mmbkuin Ty6yc netnu HanpasneH BAOMb
3HA0CKOMNa MO BHELWHEN CTOPOHE.

MeTna anekTpoxupypruyeckas FTRD cocTonTt us:

- Pykoatkun (A) ond 3aKpbITUS NeTiu;

- BY-pa3svema, 3-mm wrekep (B);
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LLInpunHa 30HbI CKaTua = LWnpuHa KaMnnuposaHus (a)

Ta6n|/|u,a HW)Xe NMOoKa3bIBaeT pasMep K/UMC N ANCTa/IbHOIo Kosnadka

LLInpuHa knnnnupoBaHusa [a] MaKcrMasibHbI BHELLHWI AnameTp

JUCTanbHOro Konnauvka [b]

11 Mm 23 MM

O6bem K}'IVII'II'IVIpOBaHHOVI TKaHW BapbupyeTca B 3aBUCUMOCTU OT obbema TKaHu,
3aTAHYTOIO B,D'VICTaﬂbeIVI KO/INayoK. Takum o6pa30M, LWnprHa 30HbI K!'IVII'II'IVIpOB&HHOVI

TKaHN MOXET NnpeBbiWaTh WUPUHY KNUNNMNPOBaHUA KIUMChbI.

5. MoNMaTUNEHOBbIN 3alWUTHbBIA Yexosn
Mocne ycTaHOBKM AMCTaNbHOrO KoAmayka Ha 3HAOCKOMN MOMU3ITUNEHOBLIN 3alUUTHbIA

4exosl, YXe YCTAHOBNEHHbIN Ha Tybyce neTnu-anekTpoxmpypruyeckom FTRD,
3akpennseTca Ha AucTtanbHOM Konnayke FTRD ¢ nomowbi NOCTaBNseMOn B
KOMMN/IEKTe MNJacTUKOBON JieHTbl W pa3BOpayMBaeTcs [0 MPOKCMMANbHOro KOHLA
aHAocKona. MoNN3TUNEHOBbLIN 3alUTHbLIA Yexon npegHasHayvyeH ANs 3aWuTbl TKaHeWn
npu BBELEHUW B OpraHM3M Habopa WMHCTpyMeHTOB FTRD v onsa HanpaBneHus netnu

3N1EKTPOXMPYPrMYeckoil BONb BHELIHel CTOPOHbI BBOAMMOIO Tybyca aHA0CKoNa.

6. KateTtep ana npoBeaeHUst HATU
KaTeTep, mocTaBnseMblii B KOMMEKTe, SBNSETCS NPUCNOCOBNEHNEM, WUCMO/b3YyeMbIM

npu co6opke Habopa MHCTpymeHToB FTRD. OH ucnonb3yetca And NpoTArMBaHUS HUTU

CKBO3b paboumnii KaHan sHA0CKoNa.
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Katywka-pykosatka FTRD MoOHTUpyeTca Ha GMONCUIAHBLIA KnanaH Ha paboyemM KaHane

3HAOCKONa W KPEenuTcs nNpu MOMOWM peMELlKa C  3aCTeXKOW-«/unyykon» (4).
CHuMmaloTcA ABe KabenbHble CTSXKKM Ha CTEPXXHE NeTNN 3feKTpoxupypruyeckon FTRD.
Fla aHpgockon HajeBaeTca MNOMUITUIEHOBbLIA  3aWMUTHLIA  4Y4exOosl, HayuHaa cC
AVCTaNnbHOW CTOPOHbI AncTanbHOro Konnavka (5).

[na KpenneHna AnctanbHOro Kosnayka K gucralibHOMY KOHLY 3HAOCKOMa, HWUTD,
NPUKPEenIeHHas K AnCTasbHOMY KOMnayky, NpofeBaeTca CKBO3b pabounin KaHan
3HA0CKONa C MUCMob30BaHNEM KaTeTepa AN15 NpoBeAeHus HUTK (6-A) UM MOXoXKero
NHCTpyMeHTa (6-B). ¥3en Ha HUTK 3aXuMaeTcsd B NpefHa3HavyeHHOM AN Hero

OTBEPCTUWN B KaTyllKe-pyKoATKe. HluTb HaTaArnMBaeTca BpalleHnem KaTylKu no 4yacoBoW

cTpenke (7).

ANCTanbHbIN  KONNAYOK HEeob6XoAMMO YCTaHOBUTb Ha KOHel, 3HAOCKoMma Takum
o6pa3omM, 4TOObl HMUTb nNpoxoauna uyepe3 paboyMii KaHa/s BepPTMKANbHO W He
npenatcTBoBana pabote aHgockona (8). Y6eAuTecb, YTO HUTb He 06epHyTa BOKpPYr
Tybyca netnu anekTpoxmpypruyeckort FTRD. [ucTanbHbll KOHEL 3HAOCKOMA AO/MKEH
onupatbCca Ha CTOMOpP AucTanbHOro kKonnayka FTRD  (18). Ty6yc netnu
anekTpoxupypruyeckohi FTRD pacnonaraetcs B KapMaHe NOJW3ITU/IEHOBOIO

3awnTHoro yexna (9).
Bbiwe Ha puc. (8) nokasaHO NpaBu/ibHOE MOJIOXKEHUE AUCTaNIbHOI0 KOJinayka Ha KOHLe

sHAockona. [lanee HUTb HATATMBAETCS C MOMOLLbK KaTYLIKMN-PYKOSITKA A0 COCTOSHMS
nerkoro HanpsbkeHus (7). NMonnaTUNEHOBbI 3aUIUTHBIA Yexon HajeBaeTcs Ha

AVICTaﬂbeIIZ KONNayoK U CHUMaeTca KabenbHasa CTAXKa, HaXxoaAawancAa onmnxe K

ONCTaNbHOMY KOJINAyKy.
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KoHel, NONM3TUNEHOBOIO 3alUTHOTO Yexna cneayeT NPUKPEnuTb K aHA0CKoMy
MPYMEPHO Ha PacCTOSHUM 2-3 MM Haj AUCTaNIbHOM KONINAauYkKoM, WUCMOb3ys
MOCTaBMSIEMYIO B KOMM/IEKTE MIACTUKOBYIO NIEHTY. [1acTUKOBas NeHTa He A0/MKHa

KacaTbCsl AMCTaNbHOTO KOMMayka, oHa pacnosaraetcs 4yTb Bbiwe (10).

10

MONN3ATUNEHOBLIN 3alUTHBIA YEXosl 3HAOCKOMNA HaTArnBaeTca Hasaj B CTOPOHY
O6NVKHEro KOHua 3HAO0CKOMa npv nomowm HebonblWoW TPybKM, Ha KOTOPOM OH
pacnonaraetca. lpu 3tomMm OH pasBopauymBaetca. CHuMMaKTCA BTOpas KabenbHas
CTAXKa U ManeHbkas Tpybka (11).

B uenax 6e3onacHOCTM OCYLECTBAATL NOAKNHOYEHNE UHCTPYMeHTa K BU-reHepartopy
npsiMo nepef npuMeHeHMeM Habopa MHCTpyMeHTOoB. (Cobnoante MHCTPYKUUN K BY-

reHeparopy.)
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lWmnubl 3axBaTtbiBatowme FTRD npeactaBnsatoT cO60iM MHCTPYMEHT ANS TMOKOI
3HAO0CKONMKM, NpefHa3HaYeHHbIN ANS 3axBaTa U nepeMeLLeHna TKaHel B XXenya04yHo-
KULIEYHOM TpakTe, B YaCTHOCTU, MPU UCMNONb30BaHUN HAbopa UHCTPYMEHTOB.
MuHMManbHbIA AnameTp paboyero KaHana He MeHee 2.8 MM B AuameTpe npu
CaMOCTOATENIbHOM NPUMEHEHUU W HE MeHee 3.2 MM Mpu NPUMEHEHUN BMECTE C

Habopom MHCTpymeHTOB FTRD.

FTRD* Grasper

tnex<0 2.3 mmi

e 2200mm |

100
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. ECnn MHCTpYMEHT BBOAMUTCA B TOT XKe paboynin KaHan, 4to U HUTb cuctembl FTRD,
ybeamnTech, YTO HUTb Clerka HatsaHyTa. B NnpoTMBHOM C/iyyae OHa MOXET 06epHYTbCS
BOKPYI MHCTPYMeHTa.

- PekomeHayeTca 3apaHee NPOMapKMpoBaTh UCCEKAEMbI yyacToK Ans obecneyeHms
nyywen sngmmoctn (ucnonsdys 3oHA and koarynsuum FTRD).

- [Metna anekTpoxupyprnyeckaa FTRD pgo/mkHa noacoeAnHATLCA K MHOMOIAPHOMY
BbIXOZy BbICOKOYACTOTHOIO reHeparopa c NOMOLLb COOTBETCTBYHOLLEro aKTUBHOIO
Kabens u 4o/HKHa UCNOJb30BaThCA TOMILKO A1 MOHOMOJISAPHOIO KOoarynsumoHHOro
TOKa.

- MeTno anekTpoxmpypruyeckyto FTRD MOXHO noAcoeauHATL K cTaH4apTHbIM BY-
reHeparopam. MakcumasnbHOe Hanps)XeHue Ha BbiXOAe reHeparopa He A40/KHO
npesblwaTtb 2500 B.

- Fie ncnonb3yiite MHCTPYMEHT ANA NayMeHTOB C KapANOCTUMYNATOPOM UK APYruMu

AKTUBHbIMWN UMIMaHTaTaMW.

9.3 aKkcnnyartayma
Mepbl 6e30nacHOCTU XWwa npegoTepal,eHns BY-0xoros:
- Bcerpa HafeBaiTe nepyaTtky nepeg MCnonb3oBaHUEM.
- Mepen BkAYeHneM BY-reHepatopa ybeauTech, 4To paboTalowmnii KOHel, NneTnu
ANEKTPOXUPYPr1MYecKom 1 30H4A N5 Koarynaumm He KacakTcs 31eKTPOnpoBOAALLNX
3/1eMEeHTOB.
- MNpwn BKNOYUEHHOM BY-reHepatope paboTalolnin KOHeL, NeTiu
3N1EeKTPOXMPYPrMYECKON M 30HA4a ANA Koarynsumu Bcerga AO/HKEeH HaxoAuTbCs B
30He BMAMMOCTU MO/b30BaTens.
- Hlvkorga He Knagute usgenne Ha nauneHTa uam B HenocpeAcTBEHHON 6/1M30CTH
OT Hero
- OTKNOYanTe pexum aBToMaTnyeckon aktmsauumm BU-reHepatopa, ecnu naet
npowuecc 3HAOCKONUMN.
MNoarotoska:
Meped NpuMeHeHMEM Habopa MHCTPYMeHTOB FTRD Heo6xoAuMMO NpomMapKupoBatb
o6nacTtb pesekunu. ina atoro BBeAuTe, BXOAAWMIKA B KOMNEKT, 30HA AN Koarynaymm
FTRD B MHCTPYMEHTaNbHbIM KaHana 3H40CKONa M OCyLLeCTBMTE MapKMPOBKY Mpw

nomMouwn n3gennsa B obnactu NHTEpPECa.
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[poBegeHne npoueaypsbl:

Mocne ocywecTBeHNs MapKUPOBKN NPOn3BeanTe CO0PKY CUCTEMbI HANOXEHWUS KUMC
FTRD B coOTBETCTBUM C NYHKTOM 8. MNpn cbopke 3HAOCKON AO/MKEH HAaXOAMUTCA B 30HE
NPsSIMON BUAUMOCTM, MPU 3TOM Hesb3A A0oNycKaTb CONPOTUBNEHUA. PekoMeHayeTcs
nepepn cb0pkor cMasatb AUCTaNIbHbIA KOHEL, 3HA40CKONa resiem.

Mocne NPoOXoXAeHUsa 3HA0CKONOM K 06/1acTn nNpoBefeHns NoSIHOCTEHHOW pe3eKunn
CMM3NCTOW, NOAKNIOUMTE NETNH0 3NEeKTpoXMpypruyeckyto FTRD K

3N1EKTPOXMPYPrMYeckomy 610Ky Yepes aKTUBHbIA LUHYP.

3axBaT TKaHelMu:

MoaBeauTe AMcTanbHbIA KOMMa4yoK K 061acty BbIMONHEHMA npoueaypsl. Mocne atoro
nposeauTe, naywme B KOMNAekTe, wWunubl 3axsatbiBaowne FTRD B
WHCTPYMEHTaNbHbIA KaHan aHAocKona v noAseauTe Mx K 30He MHTepeca. 3axBaTute
o6nacTb nopaxeHua 6paHwWamMmn WKUNLOB N NyTEM NPOABMXXEHMSA LUNLOB B
WHCTPYMEHTA/NbHbIA KaHas, NOATAHUTE MOopaXKeHne B AUCTaNlbHbIA KONNAYokK, Tak,
4TOObI NPOMapPKMPOBaHHAA 3apaHee 061acTb NONHOCTLIO 3ax04mMna B ANCTa/IbHbIA

KOJina4vok.

Mpn 3TOM Nonb3oBaTeNb AO/MKEH y6eAnUTbCSA, YTO pa3Mep NOpPaKeHHOro
m\ yyacTKa coBnagaet ¢ pasmMepomM AucTtanbHoro konnayka FTRD n

MOpaXKeHHbI Y4acTOK NOSIHOCTbIO YMellaeTca BHYTpM Kosnayka FTRD.

Mo NpUYMHe NOBbLILEHHOIO pPUCKa OAHOBPEMEHHOIO 3axBaTbiBaHWUA COCEAHUX TKaHeMN
WIN OpraHoB, He cnefyeT acnMpupoBaTb TKaHW B AMCTaNbHbIA Konnadok FTRD.
B 3aBMCMMOCTM OT aHaTOMUK, MOTYT MOSABUTLCA 3aTPyAHEHMUA C 3a60POM TKaHel no

npuyYnHe 3aTBepeBaHnA.
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MNpumeHeHue knuncbl FTRD:

BpalieHvem  KaTywku-pykoatkm FTRD no uvacoBoW cTpesnke, 6enoe  KoJbLO
npoTtarnsaeTcs Brepen, W ocBoboxpaetrcda knunca FTRD, Haxogsuwaacs Ha
ANCTanbHOM Kosinauke. [poucxoguT 3axBaT TKaHeil. Mpu 3TOM BaXHO, 4YTOOblI TKaHM
AepXanucb B COCTOAHUWM NErKOro HaTsXXeHUs, C NMOMOLbI0 LWWMNLOB 3axBaTbiBaloLNX
FTRD, A0 mMOMeHTa pe3ekuuun. B pesynbTate TKaHW W AUCTanbHbIA KOHeL 3HAO0CKona

6YayT YAEPXUBATLCS Ha HY)XHOM MecTe.

Mpyn Mcnofb3oBaHUM WUNLOB 3axBaTbiBalowmx FTRD BHYTpM paboyero kaHana
ybenunTechb, YTO KOHeL, MHCTPYMEHTa A0CTAaTOYHO [Ny60KO 3aTSAHYT B AUCTalbHbIN
KOMINa4yoK 1 oCTaeTcs Ha MecTe Mpv NpUBEeAEeHUN B AeNCTBUE KAUMCbl. B NMpOTUBHOM
cnyvyae cywecTByeT puUCK, YTO Kaunca 3ageHeT Ty6yc uam yactb Onopsbl, U B

pe3ynbTate MHCTPYMEHT OKaXXeTCA, NPUKPENNEeH K TKaHAM.

W

Mepen peseKuuein yoeanTech, UTo KMMca 3aKpensieHa npaBuibHo. Ecnmn knunca

A 3aKpensieHa NpaBu/ibHO, Genoe KosblLO BbLUBMHETCS Briepe] K Kpato KpbIWKU. Takum
06pa3oM, 6enoe KosbLo OCTaHeTCs B 30He BMAMMOCTM U Ha 9HAOCKOMe MOXHO GyaeT
Ha6noaaTh ero n3obpaxkeHue. ToNbKo eciv 6enoe KosbLo MO/IHOCTbIO BbLLUBUHY/OCH
Brepes K Kpato KpPbILWKKU, MOXHO ObITh YBEPEHHbIM, UTO KauMca 3akpenneHa. Ecnm
K/NMMNca He 3aKpernsieHa Haanexatum o06pasom, 3T0 MOXET NPUBECTU K nepdopatmm
npv NPoOBeAeHNN PE3EKLIN.

Pe3ekUns TKaHEN

Mocne Toro, Kak knunca FTRD 6bls1a BbICBOGOXAEHA B 30HE MHTepeca, HaXXMUTe Ha
3allMTHbIN 610KMPATOP Ha NneT/ie 3NeKTPOXMPYPrnyecko U NOTAHUTE cnangep
WHCTPYMEHTa Ha cebs, Npu 3TOM MHCTPYMEHT NJIOTHO pa3MellaeTcs BOKPYr yyacTka
TKaHW, nognexauiero pesekumn. focne atoro nogante ToK npy nomoum 3XBY

annapara.
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OcywecTBnAeTCcs pesekyns NoOpaKeHHbIX TKaHel, NyTemM 3aTarMBaHua netam, nogayu
TOKa M NOSIHOTO MepeMelLeHNsa UHCTPYMeHTa B AUCTaNbHbIN Konnavyok. B npouecce
nccevyeHns Heob6XxoAMMO NOCTOSSHHO MOATArMBATb NETNH0 B AMCTaNbHbIA KONNAYOK.
9XBY-annapat fo/mkeH 6bITb HACTPOEH TakMm 06pa3oM, 4Tobbl gocTurancs
[OCTaTOYHbIN pexywnin ahpekT. Nocne nccevyeHns 3axartblx TKaHel, nogava
aneKTponuTaHusa oTknYaetcs. Mocne 3aBepweHnsa npoueaypbl yaannute UCCeYeHHbIN

Yy4aCTOK TKaHMU.

Mepen pe3ekumen BaxXHO yoeanTbCs, UTO Kmnca HaxoanTcs B
NpaBUILHOM MOJTIOXEHUN U HYXHbI YY4aCcTOK TKaHel HaZeXHo
3aKpenJsieH BHYTpu AUCTa/IbHOro KoJsinadka Hag, knvncoii. Kpome
TOro, TKaHU A0J1KHbI ObITb HAAEXHO 3axBadeHbl Wunuamm
3axBartbiBatowmmy FTRD. Ecninm TkaHW He 3apuKCMpoBaHbl HageXHO BHYTPU
ANCTasIbHOro Kosinadyka FTRD, aTo MOXeT npmBecTu K nepdopaumn Bo3ne
K/IMMCbI B C/lydae HenpegHaMepeHHOro CoCKasib3blBaHUA OUCTa/IbHOIO

KoJsirna4yka.

lNpoBepka

Mocne npoBeAeHUs Npoueaypsbl, TWaTebHO OCMOTPUTE YAANIEHHbIA y4acTOK npu
noMoLLM 3HA0CKOMA.

Yb6eautecb, 4to kKnunca FTRD 3aHMMaeT npaBu/ibHOe NoIoXeHue. MNpoBepbTe
Hanmune BO3MOXHbIX Nepdopaunii, HenpuemMnemMbiX Cy>XEHUn NPOCBETOB U APYIUX
aHomanuii. OHM MOryT NoB/ieYb HEOOXOAMMOCTbL APYIrMX 3HAOCKONUYECKUX UK
Xupypruyeckux npouegyp. NMposepbTe UCCeYEHHbIe TKAHU Ha Ha/nyne HemnosIOCTHbIX
y4yacTKOB, TakKXXe MOoABEpriunxca ncceyeHuo. Npu nx HannynMm BO3HUKAET BEPOATHOCTb

nocneaylwWwmnx nepopaymnii UM KPOBOTEUYEHMI B HEMONOCTHbLIX 30HAX.

JeMOoHTaX cuctembl

Mpn pas3bopke cUCTeMbl HanoXeHns Knunc FTRD HWUTb padmatbiBaeTCcsd C KaTylwKu-
PYKOSITKWN. AncTanbHbI Konnavyok FTRD, cOeANHEHHbIV C HUTBLIO W NeTnen
anekTpoxupyprunyeckor FTRD, OCTOPOXHO CHMMaeTCa € 3HA0CKONa BAOSb
MOSIM3TU/IEHOBOTO 3alMTHOTO Yyexna

ocne ncnonb30BaHUA, BCe 3/IEMEHTbI YTUNINU3NPYIOTCA B COOTBETCTBUM C NpaBuiamu

yTnansauumn.
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11.20 TpewWHbl, pakoBUHbI, 3a60WHbI, LapanuHbl, BbIKPOLIEHHbIE MecTa, 3ayCeHLUbl,

MPWXXOrK, OKasnmHa, YacTulbl MaTepuanos WAN(OBKM M MOAMPOBKK He A0MNyCcKarTCA.

11.21 MapamMeTpbl LWEPOXOBATOCTN MOBEPXHOCTEN AOMXKHbI ObITh:

- ona knunc He 6onee 0,1 MKwm

- ANA OCTaNbHbIX U3AENWiA, BXOAAWMX B HA60OP MHCTPYMEHTOB - 0T 0,1 A0 0,32 MKm

11.22  WHCTPYMEHTbl  OO0/MKHbl  OblTb  M3rOTOB/IEHbI M3  KOPPO3NOHHO-CTOMKMX

matepuanoB. W3genua  AOMKHbl  OblTb  KOPPO3MOHHO-CTOMKUMW B YCNOBUSX

aKcnayaTtauum, TPaHCNOPTUPOBAHUA N XPaHEHUS.

11.23 Habop WHCTPYMEHTOB AO/MKEH BblAEpPXWBaTb BO3AENCTBME TemnepaTypbl WU
BNI@XHOCTM BO3A4yXa B Mpouecce TpaHCNOPTUPOBaHMA W XpaHeHus ANA YCNoBUiA
no rpynne 5 (0X4) no rOCT 15150.

11.24 Habop WHCTPYMEHTOB MpW 3KcnayaTauuym Ao/mKeH ob6nagatb YCTOMYMBOCTbIO K
BO3AENCTBUIO KAMMATMYECKMX (haKTOPOB BHELWHeN cpedbl B COOTBETCTBUM C

TpeboBaHUAMM AN nU3gennin ncnonHeHua YXJa 4.2 no roCT 15150.

11.25 Habop WHCTpyMEHTOB B TPaHCNOPTHOW ynakoOBKe [AO/MKHbI  06najatb
YCTOMYMBOCTbID K MEXAHWYECKMM  BO3AENCTBMAM  MpU  TPaHCNOPTUPOBAHUK
cootBetcTBytownm FOCT P 50444.

11.26 Paguycbl NpUTYNaeHUA paboymnx yactelh MHCTPYMEHTOB AO/HKHbI ObITb

- He 6onee 0,1 Mm - A4na Kaunc

11.27 HuTb AOMKHA NNaBHO MPOXOAUTb Yepe3 MHCTPYMEHTaNbHbI KaHan 3HAockKona
6e3 3aefaHuin.

11.28 OcCHOBHble TpeboBaHMA K COBMECTMMbIM  MoZensam BY-reHepatopos,
HeobxoAuMble AN HOPMabHOr0 (PYHKLMOHUPOBAHUSA MeLULMHCKOTO U3Lenns:

- BY-reHepartop AO/KEH MMETbL MOLLHOCTL pa3pes3a He meHee 40 Bartr

- BY-reHepatop Ao/MKEH MMeTb MOLWHOCTbL Koarynsauum He meHee 20 Bartr
- BUY-reHepatop Ao0/MKeH 6bITb paboTocnocobHbIM Npu paboTe ¢ ceTblo 220 B

Bce BY-reHepatopbl COOTBETCTBYIOL|ME AAaHHBIM KpUTEpUsiM A0NYCTUMbI Npyu pa6oTe ¢
MeAULMHCKUM U3AENTUEM.

PekoMeHayeMble HacTporKu BY-reHepartopa:

Mpwn Koarynaumm ¢ nomoLbio 3oHAa Anga koarynauum FTRD mowHocTe 20 BartrT.
Mpn pe3aHnn ¢ NOMOLLbI NeTn anekTpoxupypruyeckon FTRD mouiHocTb 40 Bartr.
11.29 AnameTp HUTK cucTtembl: 0,4 £0,1 Mm
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11.30 FrabapuTHble pasmepbl KofibLa Ha AucTasibHOM Konnayke FTRD:
- BHewHwnit gnametp - 20,85 £ 0,05 mm

- BHyTpeHHui guametp - 17,3 £ 0,05 Mm

11.31 TabapuTHble pa3Mepbl KaTyLWKN-PYKOATKN:

- AnnHa - 66,3 £ 0,5 mMm

- lWnpunHa - 42 + 0,5 mm

- BoicoTa: 35+ 0,5 mm

11.32 TabapuTHblIe pa3mMepbl NOMNITUIEHOBOTO 3alLUTHOTO Yexna:

- OnnHa - 1800 £ 50 mm

- WupnHa - 40 £ 5 mm

11. 33 MerTopg ctepunnsaunm n3genusa - ctepunnsanmna aTuneH okemaom (EO
11.34 YcnoBua skcnnyatauum mefuUMHCKOro usgenus:

- Temneparapy - 10- 35 °C

- BnaxxHoctb 40-100 %

12 MAPKMPOBKA

12.1. MapkupoBka u3[enna p[oMXKHa COOTBETCTBOBATb YKasaHWSAM B  WHCTPYKUUK
nonb3osarens, tpe6osaHuam FOCT P 50444-92.

12.2. OcHOBHaa MH{opMauma Ha ynakoBke AoO/HKHA ObiTb crnepytoLei

- HameHoBaHue 1 (MNN) TOBAPHbIA 3HaK NPeanpUATUS-U3rOTOBUTENS,

- agpec nteneoH M3roToBUTENA,

- ONnucaHne cofepXXMMOro ynakoBKu,

- Hagnucu «CTepunbHO», «ANNPOreHHO», «HETOKCUYHO»,

- HOmep napTuu (cepun),

- CPOK rofHOCTK

[,onycTMMO HaHeceHWe A0NOMHUTENbHON MH(popMauun 06 U3aennu:

«OcTopoXHO! O6paTmTech K MHCTPYKLUM»
Homep naptuu

CrnpaBOYHbIi HOMEP

fata n3rotosneHus
CTepunn3oBaHo okucbio atuneHa (EO).
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METEPBYPIT

HoTapuyc, cBnaeTensCcTBys NOA/IMHHOCTb NOANUCU NepeBoaYnKa,
He NoATBepXaaeT BepHOCTb NepeBoa M NOA/IMHHOCTb [OKyMEHTa.

Poccuiickaa denepaumsi. CaHkT-INetepbypr
CeMHaZLLIATOro MapTa ABe ThICAUYM CeEMHAALATOro roga.

A, [aypckmx Banepus BanepbeBHa, BpemeHHO wucnonHawwas 0683aHHOCTM  HOoTapuyca
HoTapuanbHoro okpyra CaxkT-MeTepbypr BenosepoBoii Onbr  BacunbeBHbl, CBUAETENbLCTBYH
NoA/IMHHOCTL noAnucn nepesoguuka JlobactoBo Mapum AnekceeBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NognucaBLIEro AO0KYMEHT YCTaHOB/EHA.

3apernctpupoBaHo B peecTpe 3a Ne  jip O

B3bickaHO no Tapudy; 100 py6neil.

YnnayeHo 3a okasaHue ycnyr npaBoOBOro ¥ TEXHUYECKOro xapaktepa; 200 pybneli

B. B. laypckux

iToro B HacToflLLleM JOKyMeHTe
MpowwuTo Tpol
BPWNO HoTapwuyca;
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