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1 General Infonnation

INTRODUCTION

Novvadays nedy developed nredical devices make hysterectorry possible by a laparoscope
intervention. The advantage for the patient of the laparoscopic rrethod is less pain and a much faster
recovery. Patients appreciate much the ninimal invasive character of this operation because it leaves
almost no scans on the patient’s skin, reduces the healing of the vwounds and safes money and time for all
involved parties. A moroellator being a special device for moroellation and further extraction of mass organs

and tissues directly in the body cavity vwthout additional incision of tissues to remove the organ is used for

such procedures.

1. PURPOSE

The tem 3000 BL - Moroellator for Surgical Procedures with Accessories is used for moroellation

and extraction of tissue and for removing nyomas of the uterus during laparoscopic procedures in

gynecology.

Z INDICATIONS.

The tem 3000 BL - Moroellator for Surgical Procedures with Accessories is used for surgical
laparoscopic intervention during general surgical and gynecological procedures for moroellation
and extraction of tissues in the following cases:

. rryoma of the uterus;

« fibroma ofthe uterus;

¢ uterus neoplasTTB requiring partial hysterectorry;

. benign ovarian neoplasms.

3. CONTTRAINDICATIONS

Relative or absolute contraindications may result from the general nodical findings a in special
cases in which the patient’s risk for motor-driven tods is significantly inaeased. Q/aries, fallopian

tubes, rryomata and other structures must be devascularizsed and dissected before rrorcellation.
The laparoscopic deployrrent of moroellators is contraindicated at:

¢ Treatment of malignant tumors

¢ Treatment ofvascularized tissue

. Preparation of tissue

. In gynecdogic surgery in vihich tissue to be morodlated is known or suspected to contain
iTBlignacy

. For removal of uterine tissue cortaining fibrdds in patients who are...

¢ Peri or postrrBnopausal, or

« Candidates foren doc tissue removal, for exarrple through the vagina or via a rrini-laparotorry

incision.

Operation manual for TCM 3000 BL - Morcellator
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to 80% The rredical device is resistant to biological liquids and body tissues it 0OONBS in contact vvth during
operation. The medical device is resistant to pre-sterilization cleaning, disinfection and sterilization. The

operator mustwear rrBdical gloves and a surgical mask vMiile using this medical device.

6. PARTS OF THE IVEDCAL DEVICE

Rcture 1. The TCM 3000 BL - Morcellator for Surgical Procedures with Accessories

Rcture 1 demonstrates general view of the TCM 3000 BL - Morcellator for Surgical Procedures
vvth Accessories. This rredical device consists of a corrpact TCM 3000 BL - Morcellator control unit (1)
with a single and intuitive panel to control the speed of the attached instruments, a pedal with precise
speed control (3), a gear unit (4), an ergononic handle, attached to the gear unit (5) and an E-Motor 21

electric mota (6).

Rcture 2 shows howto asserrble the gear unit. Parts of the gear unit are shown and described in

Rcture 3.

Operation manual for TCM 3000 BL - Morcellator
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Rcture 2. How one can asserrbe the gear unit.
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5136 Seal holder

5167 Cross seal for all cutting tube diameters,
10 units per a package

5166 Merrbrane seal for all cutting tube
diarreters,
10 units per a package

Seal unit with merrtrane saew

Seal unit

5163 Gear unit with seal unit ind. seals, seal
holder and locking wrench (to be assembled as
shown in picture 2). The electric motor speed is
transrritted through the gear unit to the cutting
tube at the appropriate ratio.

5183 The ergononic handle that is slipped onto
the gear unit protects the operator from excess
heat of the electric motor and the gear unit.

Operation manual for TCM 3000 BL - Morcellator
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2090 E-Mota 21 electric rrotor.
Autodavable brushless electric rrctor with a 3
m long cable delivers adequate taque, while
running snrooth and consistent.

Rcture 3. Gear unit with seals.

Rcture 4 demonstrates how to assemble the Moroellator before its operation (the details of the

asserrbing procedure are specified in Section 6 of Chapter 8. Device and Operation).

Pedal Control unit
Goaa
Motor plug
Pedal olug n
To pedal
To motor

Rcture 4. How one can asserrt)le the Moroellator.

To suit the needs of every procedure the TCM 3000 BL - Morcellator for Surgical Rocedures with
Aooessories has instruments v~th three different diarreters. They are available in 012, 015 and 020 mm
versions. By carefully corrposed and aligned instiumerts and accessories the system as a whole delivers
excellent results at morcellation and guarantees for maximum safety at operation. Parts and accessories

ofthe medical device are described in Appendix 2.

To ensure convenient and safe operation Nouvag AG offers the fdlcAAtng design solutions:

Operation manual for TCM 3000 BL - Morcellator
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Rcture 6. E-Motor 21 electric motor

Table 4 . Technical data: E-Motor 21 electiic motor

Rotation speed 2000to40°000rpm

Motortype BLTC motorwith Hall sensors

V\feight, no more than 280 g without cade, 300 g with cade
Dmensions, no more than Length: 8 cm, diarreter 2 cm

Output capacity 120W

Connection E-Type (ISO 3964)

Noise poner level 50dB

Cade length 3m

Sterilization Steam sterilization at max. temperature 13510

Rcture 7. Vario Pedal.

Operation manual for TCM 3000 BL - Morcellator
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Table 5. Technical data: Vario Pedal

Type:
Nurrber cff speed rrodes

Protection class

Connection

V\feight, no nrore than
Dmensions (W x Dx H),:no rrore
than

Pedal pressure force

Cable length

Table 6. Technical data: gear unit
Reduction ratio
Maximum torque

Maxinum input rotation speed

Maxirmm rotation speed at cutting tube
(blade) outlet

Whbight, no more than

Drrensions, ro Tare than

Cable length
Connection

Sterilization

Vario type foot pedal

3 (low speed (100 - 400 rpm) /rredium speed (300-700 rpm)/high
speed (500-1000 rpm))

IPX8 as per IEC 60529

E-Type (ISO 3964)

1kg

28x9x4.5cm

least 10N arriupto50Nmaximum
3m

Rcture 8. Gear unit

40:1
100 Ncm
40°000rpm

TOOOrpm

4509

handle: length: 7 cm, diameter: 1.5 cm Body: total length: 11 cm,
dianreter 4 cm

3m

E-Type (ISO 3964)

Steam sterilization at max. temperature 13510

Operation manual for TCM 3000 BL - Morcellator
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4. Device overview

Front view

aaad

iz

j:
1. Dsplay
2. Motor I-ED

3. Pedal connection

4. MotCT connection

Gear unit

. Range for protective tube connect
. Thread for seal holder

. Cutting tube holder

. Seal unitwith membrane screw

. Thread for membrane screw

. Membrane saew

. Seal unit thread

N o oA WwN R

. M ota connection coupling

Rcture 6 derronstrates configuration of the accessories to the TCM 3000 BL -

Rocedures vwth Accessories.

Control panel

1. Vario button (variable speed range)
2. Low button (low speed range)

3. Medium button (medium speed
range)

4. high button (high speed range)

5. Change rotational direction button
6. Up button (inaease value)

7. Down button (reduce value)

Ergonomic handle

1. Release lever
2. Handle

Rcture 10. Device overview

Operation manual for TCM 3000 BL - Morcellator

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

Rearview
'1 2: 3
d a
<€ o [ ]
1. Mains connection
2. Power switch
3. Fuse module
4. Wndowwith national voltage display
5. Type plate with type designation,

r"erence number, serial nurrter,

information on paner supply and device

fuse

E4Vbtor21

6
. Control unit connection plug
. Bectric mota cable

. Bectric mota cap

. Bectric mota

. Bectric mota dutch

oD w N R

. Bectric mota connection plug

Morcellator for Surgical
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Protective tube vivith Obturator Cutting tube
‘2.
A Y F —

1. Cutting edge
2. Lxcking pins

1. Protective tube 4. Obturator
2. Lxcknut
3. Nose fa tissue positioning (tissue

positioner)

Trocar Cannula

b2:

>3

c INo

(4

1. Protective tube 4. Valve

2. Seal cap holder 5. Main body
3. Valve actuator 6. Nose fortissue positioning

(tissue positioner)

Gripper

. Mouth insert

. Gripper mouth

. Cannula shaft

. Rxed section

. Rexible leg Handle

. Locking device

N~ o oA W N e

. Spring coTTponent

Rcture. 11. Configuration of medical device accessories

Operation manual for TCM 3000 BL - Morcellator
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5. Operation plan forthe Tem 3000 BL-IVbrcellator for Surgical Procedures \Mth Accessories

Option 1
Obturator
Gear unit
Protective tube
I I Seal holder
\A Cutting tube
Vv
Handle Control
panel
Electric motor cBoa -
Pedal [~ Motor
Pedal plug r' plug
V)  \
Option 2 To pedal
To motor
Trocar sleeve Gear unit _
Cutting tube
U .
<I/I ))1 || 1 Seal unit

Obturator
Handle

\ \  Electric motor

Rcture 12. Configuration ofthe instrurrents used.

O ption! MorcellationvMth a protective tube

The Section Option 1 (Rcture 12) represents the configuration using the protective tube. Pl the
hysterectorry in laparoscopic surgery the rroroellator is inserted into the abdorrinal cavity with the obturator

inserted in the protective tube. After removing the obturator, the cutting tube can be inserted. To expose

Operation manual for TCM 3000 BE - Morcellator
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the cutting tube to the tissue that has to be removed, the protective tube has to be unlocked by holding the

gear unitwith one hand and perfoming a counter movement ofthe protective tube with the other hand.

Option 2 Morcellation viMith a trocar cannula

V \~ morcellating with a trocar cannula (Rcture 12, option 2) the abdominal wall is kept in safe
distance from the operation area by inflating the abdorrinal cavity. This gives also safe dearanoe for the
surgical operation. The trocar cannula stays flexible while operating, which means it can be rotated against
the organ or tissue to be protected. Only then the obturator can be removed and the cutting tube can be

inserted.

The configuration of instruments needed for this procedure is shown on the System chart (Rc .13)

20

Rcture 13. Image-guided morcellation (endoscope).

ptionS

Myoma drill
jii ¢ x

Trocar cannula )
Gripper

Rcture 14. The instrurrents used for option 3.

Option 3. Tissue removal (myomectomy) VMtha myoma drill through a trocar cannula

The rryoiTB drill is inserted through the trocar cannula. Large segments of the cut off tissue are grasped
and removed with the gripper through an outlet of trocar cannula and placed into a sterile tray. The 010
rrm daw gripper are inserted through the trocar cannula to grasp a rryomatous nodule and remove it.

Operation manual for TCM 3000 BL - Morcellator
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6. Before use

The Tem 3000 BL - Moroellator control unit and all required accessories and instruments must be
placed on a level nonslip surface. For reliable operation of the device, the latter requires enough space to
avoid undesirable interference so rerrove all the linitations and everything affecting manipulations. The
display, keypad and indicator lights must be fully visible at all times. It is very irrportant to ensure that no

objects can fall on the pedal. The pov\a- plug at the rear of the device must be accessible at all times.
6.1 Connection to the povuer supply

A Before plugging the power cable into the power socket for the first tirre, you must check
the supiDly vdtage setting next to the poner swttch.
In order to preventthe risk of electric shock, the device may only be connected to a pov\er

network with a PE protective earth conductor.

If the voltage shown does not correspond to the local mains voltage, the grey fuse holder must be s” to the

correct voltage:

Switch the device off.
Unplug the power cable.
Use a screwdriver to open the fuse slot.

Fterrove the fuse holder.

oo W N R

Fterrove the grey fuse holder and reinsert it so that the local mains voltage setting is shown in the
small window.

6. Slide the grey fuse holder back in and dose the fuse slot.

7. Checkthe mains vdtage shown on the fuse slot.

Rug the power cable back into the device..

Device preparation

>8

The device is not sterile on delivery. All sterilizable parts rrust be sterilized before use (see Section

Instrument FYeparation).

>

If the accessories have already been sterili™; when rerroving them from the sterile packaging,
ensure that the sterile packaging is not damaged and that the sterility indicata oonfinre sterility and

shelf life ofthe sterile item has not expired.

/ \ The Morcellata (as per option 1 to option 3) must be assembled under sterile conditions (wear
gloves and a mask, place Moroellator and accessories on a sterile surface).

Operation manual for TCM 3000 BL - Morcellator
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The cutting tube is corrpletely covered by the

protective tube.

3. Replacing seal holder

a iJ j# -
Remove the seal holder from the gear unit by |1j1 1J 1
rotating it slightly. Hjld \r
UnsCTew the membrane saew from the seal K \
unit.
Check the seal holder before use. Do not use damaged seals (frayed, discolored, yellov\ed,
A porous, non-elastic).

Position the edge of the cross seal (1) to pointto
the inside stop (2) of the seal holder (3) and
pressthe cross seal in.

Position the edge of the membrane seal (4) to
point to the slot (5) of the meniDrane screw (6)
and press the ITEM)rane seal into the slot.

Screw the mennbrane screw (6) into the thread of
the seal holder (3) to the stop and connect the
seal unitto the gear unit.

4. Inserting otjturator

Insert the obturator through the seal holder, gear
unit and protective tube to the stop.

5. Attaching ergonomic handle

Lift and hold the release lever (1) of the
ergononric handle (2). Push the handle (2) over
the motor connection of the gear unit. Release
the handle release lever. The handle release
lever nxist lock in position.

Do rot open the harxJle release leverto remove the ergononicharxlle during the procedure.
6. Connecting electric motor b-mmmeeee- gJjiB

Insert the electric motor coupling into the bottom
end ofthe handle.

Continue to insert the electric motor until it locks

into the gear unit’s motor connection.

Operation manual for TCM 3000 BL - Morcellator
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Align the red dot on the device connection plug
BOD

of the electric mctor with the red dot on the
electric rrota connection ofthe control unit.

Rug the electric motor device connection plug
into the electric motor connection of the control
unit. The plug rrust lock in position.

7. Connecting pedal BOD
Align the red dot on the device connection plug [0)) I»
of the pedal vwth the red dot on the pedal
connection ofthe control unit. t I_I

Hug the pedal device connection plug into the
pedal connection ofthe control unit. O

The plug rrust lock in position.
Functional check

Check Morcellator for loose parts

Check that Morcellator is correctly assembled

Are all labels easily readable? 24
Check cutting tube: cutting tube evenly ground, no broken edges Ol bends?

Switch on control unit

Svwtch on eletromotor (press foot switch).

Run electric motor vwth Morcellator for about 20 seconds; it rrust reach the set speed.

If it does not mn evenly, switch off electric m ota with Morcellator.

Switch off control unit.

The control unit will only operate ifthe foot switch has been connected to the control unit.

Check that Morcellator is correctly asserrtrled.

Check that the gear unit runs smoothly: if necessary treat itwith Nou-Qean care spray (shall be
user-supplied, as it is not included into the scope of delivery).

Check that the electric motor is dean and runs smoothly; if necessary dean itand treat with Nou-
Qean care spray (shall be user-supplied, as it is not inducted into the scope of delivery).

Repeat the functional check.

Risk of injury ty electric motor failure
A Problem; the electric motor becomes very hot.
Cause: the electric m ota was dam aged during preparation.
Remedy; do not continue to use the electric m ota. Always have a spare electric motor
available.

Operation manual for TCM 3000 BL - Morcellator
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Functional check

Check Morcellatc3r for loose parts

Check that Marcellata is correctly asserrbleci

Are all labels easily readable?

Check cutting tube; cutting tube evenly ground, no broken edges or bends?

Swvitch on cortrol unit

SvHtch on eletromotor (press foot switch).

Run electric rrotor with Moncellator for about 20 seconds; it must reach the set speed.
If it does not run evenly, switch off electric rrotor with IVbrcellator.

SvMtch off cortrol unit.

The control unit will only operate ifthe foot switch has been connected to the control unit.

¢ Checkthat IVbrcellator is correctly assenited.

¢ Checkthatthe gear unit runs srroothly; if necessary treat it with Nou-Qean care spray (shall be
user-supplied, as it is not included into the scope of delivery).

¢ Check that the electric rrotor is dean and runs srroothly; if necessary dean it and treat with Nou-
Qean care spray (shall be user-supplied, as it is notinduded into the scope ofdelivery).

. Repeat the fundional check.

Risk of injuty by electric motorfailure

/\ Problem: the electric rrota becomes very hot. 28
Cause: the electric rrotor was dam aged during preparation.
Remedy: do not continue to use the electric rrotor. Always have a spare electric motor

available.

6.23 Assembly ofthe trocar cannula vwvth myoma drill and mounting gripper (option 3)

Asserrby ofthe trocar cannula with rryoma drill is sinilar to that ofthe Moroellator set vvth the
protective tiiDe (option 1) and With the trocar cannula (option 2), exceptthat rryoma drill and gripper

are used instead of cutting tubes.

kit-

Operation manual for TCM 3000 BL - Morcellator
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71 Using the control panel

Setting the speed

The speed can be set manually in stages (vwvithin a
range of 50 to 100 rpm).

Press to increase the speed.

Press v to reduce the speed.
The set speed is shown on the display.

Starting electric motor
Press foot switch. 4
The blade rotates at the set speed.

The electric rrotor 1_ED lights up.
To stop the electric rrota remove foot from foot switch.

Risk of injury and damage due to heat!

The Morcellatarnay generate heat if operated for a lorig period.

Remedy:
il Use Moroellator only in intemittent mode of "1 rrinute on, 1 rrinute off for 8 cycles". 30
Stop the Moroellator irmediately if one or more oorTponents of the Morcellator set beoorre very

warm

il Precaution when changing parameters. Unusual behavior of instrurrents vihile operating nnay
provoke false reactioris arid jeopardize the patierit.

Every new setting and the new behavior of the instrument has to be verified and tested.

Available rotary mcxies
M1 (100- 400 rpm)

C (300-700 rpm)

O (500-1000 rpm)

Activating mode setting IMUIL'J
Press O to activate rrodes”™ng. lee- 4Be RPU
The Vario LED lights up.

The Low LED lights up (Default setting)

The display shows «VARIO LCW, 10CMO00 rpm».

Operation manual for TCM 3000 BL - Morcellator
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M2ELILLISES

Selecting mode
Press D, S or S to select the corresponding mode. 5No-ieee RPM

umio_HieH

The display shows the mode and the corresponding

speed range that can be selected with the pedal.

TTie corresponding LED lights up.

DDD

Starting electric motor

Press foot switch. The electric motor LED

lights up. The blade rotates at a speed

within the range set by howfar down the

foot switch is pressed.

To stop the electric rrctor remove foot from foot switch.

Exit mode setting

Press S

Changing direction of rotation

To change the direction of rotation, press . 9NehIMe RPH T

The display shows the mode and the corresponding
speed range that can be selected with the pedal.

The corresponding LED lights up.

7.2 Operation

Risk of death or serious iryury!

Unsupervised cutting may injure the abdominal wall and organs and cause the death ofthe

patieft.

Remedy:

Before every procedure make sure that an endoscopic procedure is preferable to a
conventional procedure.

Use only the products described in this manual.

During the procedure use the protective tube or trocar cannula as a precautionary measure.
Fdlcwthe instructions for "Option 1: Morcellation with protective tube" and "Option 2:
Moroellation \W/lb trocar cannula™ in Section Device Preparation.

Use Moroellator mder visual control (endoscope) only.

Use Moroellator only for moroellation of tissue that has been fully prepared and is dearly
visible. Nouvag AG accepts no liability for any other applications.

Nouvag also reoomTEnds the use ofa second gripper or a sirrilar retaining device to
prevent unoontrolled movement of large moroellated pieces of tissue. This will require an
additional percutaneous access.

R x the Morcellator in a ventrolateral position to prevent moverrents inside the uterus.

Prevent moverrent ofthe lateral blood vessels, kidneys and retroperitoneum

Operation manual for TCM 3000 BL - Morcellator
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Pull the tissue towards the rotating blade for rroroellation vvith the gripper.

Risk of injury due to gas loss!

Gas rrBy be lost during the procedure. This nnay result in the abdorrinal vvall dropping.
¢« Select an Insufflator (not included into the soope of delivery) with adequate flew to prevent
the abdorrinal wall from dropping.
. Use the Moroellator with protective tube as in option 1: when removing Ol replacing
A instrurrents, imrediately dose the proximo opening ofthe seal unit v\ith the thunrts.
. Use the Moroellator with trocar cannula as in option 2: pull the Morcellator with cutting tube
out of the trocar cannula. The trocar cannula valve doses to prevent gas loss.
« After removal of the moroellated tissue, insert the Morcellator into the trocar cannula and

repeat the process.

Risk of injury!
The Moroellator system is designed for removing tissue with the greatest possible safety. F a this
/ \ purpose the protective tube and the trocar cannula are both fitted with a valve flap.

Morcellation without protective tube or trocar cannula is proNbited.

Tissue escapes the gripper.
n Tissue may escape the grippa during the procedure and fall into the abdorrinal cavity.

Causes:
¢ The tissue is not gripped tightly enough.

Remedy:
¢ Grip the tissue at a diffaent position.

¢« Pressthejaws ofthe grippa togetha as tightly as possible.

Risk of injury due to heat generated by friction!
The usa must ensure that as little friction heat as possible is generated during a procedure on a
/4 patient.

Hgh speeds and high application pressure rTBy cause thermal necrosis oftissue.

Risk of injury!

The distal end of the cutting tube is extremely sharp.

Precautions:
A ¢ Handle the cutting tube particularly cautiously and carefully.
* Where possible, have the Morcellata with protective tube in proteded position (NO CUT),
particularly if the cutting tube is not used fa any period.

« Insert and remove the protective tube and cutting tube unda visual control (endoscopy).

Riskof irijury!
il When inserting the obturata through the pacutaneous access, thae is risk of injury to blood
vessels, intestinal loops a the Uadda. This can result in significant connplications, which will

require a Lapanotorry.
Operation manual for TCM 3000 BL - Morcellator
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Risk of damage to the blade of the cutting tube!

/\ If the javvs of the gripper are not oorrpletely dosed v\hen it is pulled from the protective tube, the

blade Will be darraged (see picture 15).

Rcture 15. Use of gripper.

Risk of injury!
/ \ Damaged blades and cutting tubes nxist not be used.

Cutting tubes must not be sharpened.

7.21  Option 1: moioellation VWth protective tube.

1. HysterectonTy

Select the procedute for the hysterectorry in accordance wvith current rredical standards.

2 Inserting cutting tube

Make sure that the obturator is inside the cutting tube.

Make sure that the protective tube covers the blade on the cutting tube (set positionto NO CUT;
"PROTECTED' is *so shown on the black ring between the gear unita ~ protective tube).

Insert Morcellator (with obturator) into an existing percutaneous access under visual control

(endoscopy).

Using cutting tube .
To use the cutting tube, rotate the protective

tube to uncoverthe blade ofthe cutting tube

(unprotected CUT position is displayed). To

coverthe blade again, rotate the protective

tube (proteded NO CUT position is

displayed; “PROTECTED is also shown on

the black ring between the gear unit and

protective tube).

Inserting gripper

Pull the obturator out of the protedive tube.
Qose the proxirrel opening of the gear unit
with the thurrbs irrmediately. Insert gripper
carefully through the proximal opening of

the gear unit.
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7. Removing tissue
Grip the required tissue with the gripper.
The handle lock is set.
Start the Moroellator set rrcta.
Pull the tissue towards the rotating blade
vwth the gripper.
Pull the gripper out of the patient through
the gear unit. The retracted rrouth of the
gripper must not touch the bade.
Repeat the process until the rroroellated
tissue has been oorrpletely removed.

7.23  Option 3: rn/omectorny

The rryoma drill has been designed exclusively for removing tissue from a myoma.

1. Inserting Morcellator
Insert Morcellator with protective tube through
the percutaneous access.
Keep gripper ready to remove the tissue from
the nryoma drill.

2 Inserting rnyoma drill
Insert trocar cannula through an additional
percutaneous access. Open valve flap of
trocar cannula and insert rryoma drill.

3. Uncovering n*oTa
Remove tissue from the rryoma with the
rryoma drill.

4. Inserting gripper
Insert gripper through the second access and
remove separated tissue from the rryoma
drill. Remove rryoma drill.

5. Removing separated tissue
If the piece of tissue is larger than the diarreter of the cutting tube, startthe Morcellata set electric
motor. Pull the tissue towards the rotating bade with the gripper.
(SfTBIller pieces of tissue can be removed without moroellation).
Carefully pull the oorrplete gripper out of the Morcellator and the patiert. "lMre retracted mouth nust

not touch the bade ofthe cutting tube.

6. Removing additional tissue

If necessary, re-insertthe rryorra drill and repeat the above process.
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7. Disasserrbling trocar cannula

Disassent)ling trocar cannula (four
steps)
Dsasserrble trocar cannula before
decontanination.
Dsasserrble trocar cannula and rinse in
deionized water during disasserrbly.
UnsCTew sealing cap holder from the

proximal end ofthe trocar cannula.

Remove the internal seal from the sealing

cap holder.

Unscrew the valve body from the main body.

Remove the red O-ring from the valve body.

8. Disassembly of electric motor

Disassembling electric motor (three
steps).

Dsasserrble electric motor before
contamination.

Unscrew handpiece holder from electric
motor

UiTscrewnTotor cap from electric rnotor
Pull motor plug from electric motor.

9. Disassembly of gear unit and Morcellator viith protective tube

Dsassembing seal unit

Remove rrembrane saew from seal unit
and remove membrane seal.

Remove seal holder from gear unit and

remove cross seal.
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n Risk of injury for the user!

M3BB™AC3

The distal end ofthe cutting tube is very sharp, handle the cutting tube very carefully.

Removing protective tube and cutting

tube | .Rem?ve
protective tube

Make sure that the lock nut ofthe protective
tube covers the distal end ofthe cutting tube
(protected NO CUT position is visible).

Hold the gear unit with one hand so the
distal end of the cutting tube does not point
to the user or any other person.

Wth the other hand carefully disconnect the
protective tube from the gear unit and pull it
off.

Hold the cutting tube with the same hand
and press it lightly against the gear unit until
it releases itself from the handle and slides
out STTDothly. It can new be pulled out of the
proximal opening ofthe gear unit.

9. SCOPE OF DEUVERY

2. Pull out
cutting tube

The Tem 3000 B L - MorcellatDr for Surgical Procedures vivith Accessories

1. 3281 TCM 3000 BL Morcellator control unit
2. 5163nou Gear unit with seal unit,

3. 5183rxxj Ergonorric handle,

4. 1507nou Vario foot switch pedal with connecting cable 3 m.
5. 222R2 Power cable, 3 m long.

6. 1928 Adapter for cleaning and lubricating gear unit.

7. 1974 Adapter for cleaning and lubricating electric rrotor.
8. 31~ Operation Manual on CD-ROM,

9. 21606 FuseT1AL250WAC,

10. 5154nou Cutting tube, 012 mm (delivering on request).

11. 5155nou Cutting tube, 015 mm (delivering on request).

12. 5156nou Cutting tube, 020 mm (delivering on request),
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5 6
13
11
12

1. Control unit (3281) 8.2 fuses (21606)
2. PovVer cable, 3 m long (22262) 9. Vario pedal (1*7nou)
3. Gear unit (5163nou) 10. Adapter for spay for cleaning and lubricating

gear unit (1928)
4. Seal holder (5136nou) 11. Adapter for cleaning and lubricating electric

motor (1974)
5. Cross seal for all cutting tube diarreters 12. Ergonomic handle (5183nou)

(5167nou)

6. Merrt)rane seal for all cutting tube diameters, 10 13. Operation Manual on CD-ROM (31946)
pcs per a package (5166nou)

7. E-IVbta 21 electric motor (2090nou)

E 3

Cutting tube

Protective tube

Obturator
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10. CLEANING OF DEVICE CXIIVPONENTS

Schematic flowchart as per EN IS 0 17664
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General Information about the disinfection, presterilization cleaning and sterilization of MDs

Multiple use IVDs should be repeatedy sterilized and stored aftervvards under conditions
eliminating any potential for secondary contanination with nicroorganisms.

Sterilization of such MDs should be perfomned imrediately before the first use of a
device, and after each patient to avoid cross-oontarrination.

Dsassemby, washing and rinsing of MDs which contacted patients blood and serum
should be perfonred in rubber gloves, goggles, medical face mask, gonn and v\aaring a
waterproofapron overthe gcwn. Personal hygiene rules should be strictly observed.
Containers With working solutions of detergents and disinfectants should have lids, have
dear labels wyfth narre of an agent, its concentration, intended use, date of preparation,
best before date. For agents ready to use indicate narre of an agent, and state date of
beginning of its use.

In case d disirfection and pre-sterilization deaning with solutions of cherrical agents MDs
are subrrerged into a working solution of the agent to fill all channels and cavities.
Dsrrountable devices should be submerged in a disrrounted state, devices with locks
should be soaked in open position, with making several operational rroves with such
devices.

Osirfection by vwping may be performed fa MDs v\hich does not come into dired contad
with a patient, a v\ben theird~gn prevents from using the submersion method.

A fta disinfection nxiltiple-use MDs should be deaned from residues of a disirfedant
according to reoonmenclations provided in instructions fa use of the specific disinfedion
agent.

Degree of deanliness should be oonfinrEd by making tests: anidopyrinum test fa
presenoe of residual blood a x| phenolphtalein test fa residues of a detergent. Control
test must be put every day. Control should be perfonrEd on 1% of sinultaneously treated
devices of every name but not less then 3 pieces. Both external surfaces, and internal
surfaces of tools should be checked! The docunrBrt confirming the control test was
fulfilled is a logbook fa the registration the quality of the tests.

This MD is sterili® by a physical method (autodaving).

Sterilization should be performed in a fundionally detached prertise ina “dean area”.

MD should be transported to the “dean area” in lockable sterilized containers.

Staff performing operations of preliminary deaning and disinfedion of MDs should w ea
spedal gamrents, and a mask, goggles and rubba gloves, over the gown - a waterproof
apron!

Sterilized MDs should be stored in conditions preventing from secondary contanination
vwth niaootganisms, in a spedal cabinet proteded from dust, moisture and temperature
fiuduations.

Shelf life should be stated on package and determined by type of a packing material
acoading to instructions fa use.

It is not allowed to use sterilized MDs with an expired shelf life a fta sterilization.

Sterilization of MDs should be recorded in a registration log.

General Recorrmendations in Preparation of IVDs

The preparation procedure indudes deaning, washing, disinfection, washing and drying.
Devices should be deaned only in a deaning solution (e.g. SchQlke perform a 3%
DESOIVECV\N ID), with observance of personal safety nBasures. V\hen using solutions
strictly follow instrudions fa use provided by the manufadura!

Use only deionized wata (VE-wata)fa rinsing and washing.
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Use only fresh working solutions prepared every day. In cases of gross contarrination it is
reoonrrWided to change solution frequently.
It is recorrmended to use soft fibreless tissues, plastic brushes or washing guns. It is
forbidden to use metal itenb. Treatrrent should be performed in plastic or enamel-lined
(without damaged enarral surfaoe) cotTtainers vwth lockable lids.
IVbnual cleaning of external surfaoes should be performed by a soft disposable tissue,
disinfected brushes. Brush cleaning should be performed over a solution surfaoe, in order
to avoid splashing of contaminated liquid
For effective cleaning sw ~ tods (forceps) should be open, to reduce overlapping
surfaces to the nininxm Dsnountable devices should be dismantled.
Udlowtods should be deaned by a rinsing gun (rinsing pressure (3 bar-4 bar).
Do not dean mDroellator vvth pressurized air.
Do notdean electric motor with ultrasound or pressurized air.
Osirfection of MD should be performed concurrently with deaning.
Machine deaning and disinfection should be performed in a disinfecting washer (e.g.
thermal disirfecta Male G7835 CD) with performance ofthermal disinfedion step.
For avoidance of damaging, parts of a Ll should be properly fixed in the disinfecting
washer. Loading devices should ensure proper rinsing, induding internal cavities of
devices, though the appropriate fittings
Drying of a tool is a constituent part of the procedure of machine deaning and
disinfection.
Ll xa completion devices are rerroved manually, using disposable sterile gloves, treated
with an antiseptic agent.
Contrd is performad visually. Critical parts, like handles, hinge joints, and cutting edges
should be checked with spedal attention. All devices with internal channels should be 45
checked for penetrability. If any devices fail to pass the checK such devices should be
replaced.
Insuffidently deaned devices should be repeatedly deaned, and then washed thoroughly.
Tools with nicro cracks near hinge joints and/or damaged, bent OI otherwise won
devices should be replaced, as they cannot perform or may insuffidertly perform their
functions.
If tools require any steps of care, the appropriate rreasures, generally, are performed
before checking their functionality
Before checking functionality it is necessary to grease hinge and threaded teds. It is
necessary to ensure proper functioning of a ted by checking. For this purpose all
dismantled tods should be re-asserrbled. If neoessary, after the check tods may be
dismantled again for sterilization. OsrrDunting/asserrbling should be performed according
to instructions provided by the manufacturer.
Damaged or faulty medical tods should be sentfor repair or disposed.
It Is recorrmended to pack IVDs into a sterilization bag. Fdlow the directions of the
manufacture on the using and the tinre fa keeping sterility!
Fackage should provide for the possibility to label vvth the fdicvvng information;

. sterilization date,

. packa,

. shelf-life,

e contents.
If sterilization is performed without bag, shelf life of sterilized IVDs is: 6 hours if sterilized
in lattice boxes, and 20 days if sterili® in boxes with filters; kraft-bags can be kept in
sterile conditions up to three days. Tods were sterilized without bags must be used
inmediately after sterilization.
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ANTELIIN 2311

seat in the tray to preventthem from rolling around, causing damage.
Allow the oorrponents of the 3000 BL - Mcroellator for Surgical Procedures with

Accessories to cool dcw i after steam sterilization!

Immersing instninents in cleaning solution
. Never exceed the maxirrum concentration and exposure time specified by the
manufacturer ofthe cleaning and cSsirfection solution.
¢ Airtxibblesrnustnota(zieretotheiristrunnerTts.
¢« All corrponents of the instruments must be oorrpletely irmarsed in the cleaning solution.
¢ All lurrina ofthe instrurrEnts nxist be completely filled with cleaning solution and free from
bubbles.

Do not use cleaning agents that contain solvents.
If sterili™ device corrponents ae not used imrediately, a sterilization indicator rrust be
placed on the packaging and it nxet be labeled with the sterilistion date.

. Perform cleaning, disinfection and sterilization after every treatment.

¢ To autoclave single items, such as cutting tubes, Nouvag AG reconmends the use cf
sterilization packages to prevent cffdamage.

. Make sure that sterilization packaging is no more than 80 % full.

. ¢ Autoclave material for at least five minutes at max. 135 “C.

. If sterili® device corrponents are not used imrediately, the sterilization packaging nust
be labeled vwth the sterilization date.

. Nouvag AG reoomTends including a sterility indicata.

10.1. Control unitand pedal

The control unitand pedal do not come into contact viith the patient
Wipe the outside using nicrobiologically tested surface disinfectanta a 70 % -iscpropyl alcohol solution.
The front plate of the control unit is sealed accordingly for this purpose and can be wiped dean.

Risk of damage!
ﬂl Do not use inoonpatible preparation methods. The product may be darreged.

Before disinfection and deaning using liquids urplug the device.

Risk of damage to the Tem 3000 BL-Morcellator control panel
/ \ ¢« Wpe away dirt or dust with a soft doth.
. Use a moist doth for stubborn dirt.

10.Z Preparation ofthe trocar cannula

Essential requirements
Avoid long wait times until preparation due to risk of drying and corrosion. Maximum time between

use and preparation: 2 hours. The trocar cannula is designed for 500 sterilization cydes.
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A tthe site of use
Rerrove surface dirt with a napkin or paper towd.

Storage aix| transport
Avoid long wait times before preparation because of the risk of drying and corrosion; maxirmm period

between use and preparation is eight hours.

Preparation for cleaning
Rennove dirt on the electric motor with a napkin or paper towel. Unsaew motor cap and electric mota

clutch and remove the cable. Do not place electric motor in ultrasonic bath.

Disassembly
Before decorTtarrination, disasserrtrle rrotor as described in Section “Dsassennbling electric motor".

Manual cleaning
Use a neutral cleaning agent, cleaning brushes and demineralized water (< 38°C).
. Rnse and brush off dirt on the electric rrotor, rrotor cap, cable and electric motor clutch.
¢ Apply cleaning agert to all surfaces and interrrEdiate spaces vwth brush and brush thoroughly.
. Rnse electric motor, rrotor cap with cable and electric motor clutch thoroughly under running

49
water.

Automatic cleaning and disinfection
bluipment: cleaning and disinfecting machine with special racks that connect the electric motor to the

cleaning and disinfecting machine and the channels. \Nash the electric rrotor from the front. Use only
neutral cleaning agents.
. Position electric motor in rack (erTsune that channels are dean and connected to the deaning
and disinfeding machine).
. Race the mota cap and cade, and eledric m ota dutch, in the baskd.
¢ Set a deaning cyde that offers suffident deaning and rinsing. Perform the final rinse with
deionized w ata.
. Performa 10-rrinute rinse cyde at 93°Ctofadlitate thermal disinfection.
¢ V\ben removing the eledric rrota, check the mota cap and cade and eledric mota dutch to
verify whetha soiling is still viside in the gaps and the grooves. If necessary, repeat the cyde

a dean manually.

Manual disinfection
F a rranual disinfedicn, spray the eledric mota, mota cap with the plug and cade underneath it, and

the eledric mota dutch with isopropyl-based disinfedant spray.

Drying

If a drying prograrrme is not provided by the washa-disinfeda, the eledric mota must be dried in a

drying cadnd at 60°C.
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Inspection, maintenance and assembly
. Perform a visual inspection to check for damage, corrosion and wear and tear.

¢ Saew the electric motor to the cleaning and lutxication spray adapter (Ref. 1974) and spray
with Nou-Qean spray (not induded into the scope of delivery and is an option) for atxxit three
seconds and briefly wipe with a moist doth (see instrudions on spray can).

« After spraying, attach the electric motor dutch and screw the cable with motor cap onto the

eledric motor.

Packaging
¢ Storage of single unit: Pack the eledric motor in individual packaging fa sterile items. The bag
must be large erxough to ensure that the seal is not subjed to strain. V\ben using sterilization
oontaina, observe the instrudions ofthe manufadura.
¢ Storage of set: Sort eledric motors on trays intended fa this purpose a place them on all-

purpose sterilization trays.

Sterilization
¢ Autodave in the vacuum autodave (Qass Ba S as pa EN 13060) at 135°C fa at least 5
ninutes*.
¢ Wien sterilizing several instruments during one sterilization cyde, do not exceed the
fTBximum steriliza load.
¢ A drying cyde must be added in the case of autodaves without a post-vacuum fundion. Allow
the eledric mota to dry in the bag fa at least 1 hour at room terrperature with the papa side

fadng upwards.

. Terrperature exposure times are based on courty-spedfic gudelines and standards. Maximum exposure

tme: 25 ninutes.

Storage
If the sterilized eledric mota is not used inmediately afta sterilization, the material packaging nust be

labeled with the sterilization date. It is advisable to add a sterilization indicata.

10.4 Preparation of gear unit
The gear unit is designed fa 250 sterilization cydes.

Do notimrerse gea unitin liquids.

Disassentrly

Disassemble gear unit as described in sedion "Disassenioly of gear unit and Macellata with

protedivetube”.
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Manual cleaning
Use neutral cleaning agent, soft brushes and derrinerali®d vvater.
Rinse and brush surfaces and intenrediate spaces thoroughly with neutral cleaning agent.

Brush and rinse lumen thoroughly with neutral cleaning agent.

Rinse all surfaces and lunina for at least 10 rrinutes. Make sure that all intermediate spaces are

cleaned.

Machine cleaning and disinfection

EquipTrent: cleaning and disinfecting machine with special racks that ensure that channels are
cleaned. Use only r* ral cleaning agents.

Race the gear unit in the load carrier (ensure that the channels can be rinsed).

Race seal holder and cross and merrtirane seals in basket.

Set a cleaning cycle that offers sufficient cleaning and rinsing. Perform the final rinse with
deionized water.

Perform a 10-rrinute rinse cycle at 93° C to facilitate thenral disinfection.
W ien rerroving the gear unit, the seal holder, the ctoss and rrerrtxane seals, check v\hether
visible contanination still remains in the gaps and the grooves. If necessary, repeat the cycle or

dean manually.

Maintenance and lubricating gear unit

¢« Perform a visual inspection to check
for damage, corrosion and wear and
tear.

¢ Use Nou-Qean spray (not inducted
into the scope ofdelivery and is an
option) exdusively.

¢« Attach Nou-Qean spray to the adapter
for deaning and lubricating the gear
unit (Ref. 1928) to and spray gear unit
for about three seconds and briefly
wipe with a maist doth (s

instructions on spray can)).

Sterilizing gear unit W

Autodave in the vacuum autodave (Qass B or S as per EN 13060) at 135°C for at least 5
rrinutes*. Wien sterilizing several instrurrents during one sterilization cyde, do not exceed the
maxinum sterilizer load. A drying cyde nust be added in the case of autodaves without a post-
vacuum function. Allcw the gear unit to dry in the bag for at least 1 hour at room terrperature with

the paper side fadng upwards.

- Tenpemture expo3uio tim es are based on countfy-spedfic guidelines and standards. Maximum exposue

tim e: 25 minutes.

. Assembly

Make sure that all parts ofthe gear unitare corrpletely dry after preparation.

Assenide gear unit in reverse orcter of disassembly (see Qiapter Use).
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Inspection and maintenance
. Perform a visual inspection to check for damage, corrosion and v\ear and tear.
. Check cutting edge for darnage and rotary oorrponents for herding.

. Check that rotary oonponents move srroothly.

. Check seals and seal holders for elasticity, cracking, deformation and porosity.

Packaging
¢ Storage of single unit: Pack the parts in individual packaging for sterile items. The bags must
be large enough to ensure that the seal is not subject to strain. Wien using sterilization
container, observe the instructions of the manufacturer.
¢ Storage of set: Sort the instrurrents on trays interded for this purpose or plaoe them on all-

purpose sterilization trays.

I\ Riskofdamage
The blade ofthe cutting tube may darrage the sterile packaging.

Sterilization of ergonomic handle, gripper, cutting tubes, protective tubes, obturator,
l:n_j‘w._))éoma drills, seal and membrane screw

Autoclave in the vacuum autoclave (Qass B or S as per EN 13060) at 135°C for at least 5
ninutes*. V\hen sterilizing several instrurrents during one sterilization cycle, do not exceed the
maximum sterilizer load. A drying cycle rrxet be added in the case of autoclaves vvithout a post-
vacuum function. Allow the instruments to dry in the bag fa at least 1 hour at room terrperature

wth the paper side facing upvvards.

- TenperatuB exposure times are based on com try-spedfic gJdelines and stardards. M axirrum exposure

tme: 25rrinutes.

11. Maintenance and repair
111 General maintenance

Before every use perform a visual inspection of the device to check for damage and v\ear and tear. Check

cutting edges and rotary oorrponents for herding. Check rotary oonponents for gaps.

Users can perform the follcwing maintenance procedures themselves:

Maintenance, electric motor cable

. Replace a damaged electric rrotor cable with a new one (Ref. 76052).

Maintenance, protective tube
. Replace damaged protective tubes with new ones.

Protective tube, 012 mm (Ref. 5137nou)
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Rcture 17. Fuses and their replaoerrent.

Rcture syntds:

1. Fuse slot locking mechanism

2. Dsplayvwndowforvdtage setting
3. Fuse slot

4. Fusel

5. Fuse?2

11.3. Malfunction and trouMeshooting

Tables.
Malfunction Cause

Device doesn’t Control panel not switched on

operate

R>/ver connection not
established

Incorrect operating voltage
Faulty fuse

Bectric motor Bectric motor not svvtched on

doesn’t run

Bectric rrotor not connected
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S~thepoAersvvitch
“0°’'to T

Connectthe ootlrd panel

Check the mains voltage

Replace the fuse

~tc h onthe electric mota
using the treadplate

Connect the rrota cable to the
control unit

Referto the Operation
Manual
Section “Assenioly of
the Morcellator
set with protective tube
(option 1)
Section “Asserrtily of

55

the Morcellator

set with trocar cannula”
(option 2)

Section “AsseiTby of
the Morcellator

set with protective tube”
(option 1)

Section “Assenioly of
the Morcellator

set with trocar cannula”
(option 2)

Section “Connection to
the pcwer supply”
Section ‘Repladngthe
control panel fuses”
Section “Using the control
panel”

Section “Asserrbly of
the MorcellatCT

set with protective tube”
(option 1)

Section “Assentiy of
the Morcellator

set with trocar cannula”
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~Nobl i cln

- The rroroellator must be ventrdaterally positicxied during the whole procedure in order to avoid bowels a
vessels injuries;

- Sharp edge ofthe rrarcellator cutting tube nust be visible during the whole procedure;

- The device must be used by qualified and experienced surgeons only;

- The device nxst be operated as per the Operation Manual and be functional at all tirres,

- Rotating tube nust be set into motion under continuous visual control only.

12.4 Listof operational hazards, risk analysis

The manufacturer runs the system of risk analysis and monitoring. Rsk analysis is performed during post
marketing rraiitoring of results of device use. Rsk analysis is a part ofthe device technical docurrents.
Residual risks of use of the TOM 3000 BL - Moroellator for Surgical Procedures with Axessories include

injuries of vessels and other anatonical sites.

125 Safety requirements, operation conditions and rules

This product is designed solely for use by medically qualified, experienced and trained persons.

Surgical procedure using the TCM 3000 BL - Morcellator for Surgical Procedures with Axessories must be
oorrpleted under continuous supervision of medically qualified staff able to react to any possible adverse
events and oonplications irrmediately.

To avoid injuries no device rrenipulations nust be done while the electric motor is switched on.

W ien the device is not used, the protective tube nust be pulled out to corrpletely cover the blade of the

cutting tube to avoid injuries.

Ambient conditions

Operation:
Relative hunicfty: 30%-80%
Temperature: 10°C-45°C
Atmospheric pressure: 800h P a-1060 hPa

The medical device is always safe for the environment while being used..

176. Safety check

Safety check is a regular inspection being mandatory for valid rrudical devices. This procedure is intended

for early detection of any device defects and risks for patients, users and third parties.

Qualified specialists inspect the TCM 3000 BL - Morcellator for Surgical Procedures with Axessories

every two years and report inspection results in a special Device Maintenance Record.

If you have any questions regarding device maintenance and repair as well as after-sales servicing please
contact our authorized representative in the Russian Federation; 000 MedTechKomplekt, Russia,
125252, Moscow, 19 O Kuusinena Str., office 118, phoneffax +7 (499) 198-81-09, EunaH:
medkom3lekt(5bk.ru.
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13. IVEDICAL DEVICE CLASSIRCATION

Bectrical class

Method of protection against
electric shock

Purpose

Frequency of application

Type of perceived rrechanical
inpact

Type of human body contact

Il
BFtype

Cutting instruments
Multiple application

Stationary

Short-term contact (less than 24 h) with rrilieu interieur

14 CaVPUANCE WITH IMTERNA710NAL STANDARDS

The Tem 3000 BL - IVbroellator for Surgical Fyooedures with Accessories oorrplies with Council

Drective 93/42/EEC on Medical Devices;

EN60601.1:2006 General electrical safety standards

EN60601-1-2/07.2007 General requirements for basic safety and essential performance.

Collateral standard. Bectromagnetic oorrpatibility. Requirements and

testing.
EN 62366-2008 Medical devices. Application of usability engineering to medical devices.
EN61000.42 (EMC). Part 4: Testing and rrBasuring techniques.- Section 2:

Bectrostatic discharge immunity test. Basic EMC Publication.

EN61000.43 (EMC). Part4: Testing and rreasuring techniques.- Section 3:

Radiated, radio-frequency, electromagnetic field irrmunity test. Basic

EMC Publication.

EN61000.44 (EMC). Part 4: Testing and measuring techniques.- Section 4:

Bectrical fast transient/burst irrmunity test. Basic EMC Publication.

EN61000.4.5 Bectromagn”ic compatibility (EMC). Part 4: Testing and measuring

techniques. Section 5. Surge immunity test.

EN61000.4.6 Bectromagnetic corrpatibility (EMC). Part 4: Testing and measuring

techniques. Section 6. Irrmunity to conducted disturbances, induced by

radio-frequency fields.

EN61000.4.8 (Bectromagn”ic corrpatibility (EMC). Part 4: Testing and measuring

techniques. Section 8. Fewer frequency magnetic field irrmunity test.
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Typ»: FHOT T LU . Ner»»1Mor

i~Sil «BBUt504B

Praw AO0V~n"S4SSJS/~ 50-80B7 11CYA
FuM TLW.29CKLW:

a.

Rcture 18. The plate on the rear panel ofthe device

Syrrtols;

Narre and address of the manufacturer

: TO13900 K. MorcelMor

Medical device narre

Syrrbd referring to the Operation IVbnual

Information on the country of origin: SA”tzerland
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ReferencB number ofthe rredical device

Serial nurrber ofthe medical device

Indicator of hazardous vvaste v\bich may not be disposed of together with household v\aste

P&mr 100V'M15V'y230V' 50-80Hz 110VA

Syrrbd indicating power

consurrption

fum ; T1AL 250VAC

Fuses used

Protection class |l

Syrrtd indicating CE Certificate obtained

SyrrtxDl indicating that the medical device is certified by the Canadian Standards Association

(CSA).

2D datamatrix (QR-oode)
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Rcture 22 .ltxlividual package cfthe protective tube

Rcture 23. Marking on individual package

WUVAG AG . M»:
St. GallerstrasM 23171

CH-9403 GokJach

Name and address ofthe manufacturer

Irfonration on the country of origin: Switzerland

Typ : Schutzrohr 15 mm

Type ; Protection sleeve 15 mm ) ) )
Narre ofthe nedical device: Protection sleeve 15 rrm
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REfI| 5138nou
Reference number ofthe rredical device

\MOT\ 1936C1602R

Nurrber of rredical device lot

C€ 'CE mark wvith Notified Body

Non-sterile

Autodavable atnm 135° C

/ I \ 1Suitable for thermal disinfection

2D datamatrix (CRcode)

Qty.: 1

Nurrber of rredical devices: 1 item

Stainless steel

Material the rredical device is made of; stainless steel

Rcture 24.. Marking ofthe tools for the rredical device.
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The maridng is electro-eraded directly onto the non-vvorking surface of the medical device. The marking
includes the following irTfomnation;

- information on the manufacturer: NCXJVAGAG

- Reference nurrber of the rredical device; 5193

- material, the rrEdical device is made of: GermanyStainless (stainless steel, produced in Germany)

-CEmark.

3. Manufacturer’s carton is marked with the followjng data:

A shipping package (picture 17) protects the medical device against rrechanical stress assodated with
transportation. The rredical device packed for transportation is resistant to vitxation and shock. The
shipping package is a 395x395x245 rrm (V\kDxH) carton marked with the below information (pictures 25,
26,27,28).

Rcture 25. Shipping package
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Rcture26. InfcxTTBtion on the shipping package.

NOUVAG AG Mn
St Gafierjtrasse 23-26 U
CH 3403 GoWach M

: TCM 3000 BL Morcellator

3281 172 SI
SN

Power 100V*"/115V~/230V" 50-60H/ 110VA
Fuse T1AL 250VAC

1275 Lis

Rcture 27. Marking on the shipping package

Symbols;

NOUVAG AG
- I Si Saiierstrasse 23-25

CH-3A03 GofCacM

Name and address of the manufacturer
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Type : Tem 3000 BL Morcellator ) ) _
NaiTB of the medical device

REF 3281

Reference nurrber
.-—S N J genzlll nu/rr\1ber
Po~ 100vV~/115V-/230V" 50-60Hr 110VA  Symbol indicating po”ner ccnsumption

Fuse T1AL250VAC

Fuses used

CE w5 crmus

device is certified by the Canadian Standards Association (CSA)

Syntd indicating that CE Certificate has been obtained and that the medical

2D datamatrix (QR-code)

/X

Indicator of hazardous waste which may not be disposed of together with household waste

[]

Protection class |l

Information on the country of origin
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programi Adobe Acrobat Reader f|manual de .ntti-jccrones irrsprevi ve poede sot.i tar en lad rect Or pctta: o
en la pagiru web que te trrd.caen la placade. ararleritt'v at

Rcture 28. Informational block on the shipping package.

InfonTBtional block on the shipping package indudes:

1. Corporate logo with manufacturer’s address and phone nurrbers.

2. The following notice: «The operation manual is not available in printed form with this product. The
operation manual as PDF is on the CD-ROM that was inducted in the delivery. A CD-ROM drive
and the Ax)be Acrobat software is needed to read or print this operation manual. To order the
operation manual in printed form please check on the type plate for the address or the v\ebsite. If
you send usthe artide nunicer (31946 RUS) with the language code and the note "Printed copy", a

printed rranual will be sentto you free of charge».

The shipping package is marked with the following handling syrrtols.
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Transportation conditions

The symbol is used to mark the transportation requirenrents (terrperature).

The medical device is packed as follows inside the shipping carton:

Rcture 30. Shipping package, inside view.

The device is packed into a 370x220x130 rrm polyanide box, its accessories are packed into a
375x155x130 rrm cardboard box. The box also contains a CD-ROM with the Operation Manual and a

warranty card and both boxes are packed into the shipping package.

ia TRANSPORTATION AND STORAGE CONDITIONS.

There are no special storage requirerrents. The device rray be stored at the belcw conditions. The device
packed in the manufacturer's package should be stored in the warehouse and put on the racks. Avoid

putting any otherequiprrert or goods on the device.

There are no special transportation requirerrents as well. The device doesnt require disasserrtrling for
transportation. The device may be shipped by any covered vehicles or in nxilti-purpose containers as per
the relevant shipping regulations at the below arrbient conditiors. Arrangenrent and attachment of shipping

packages rrust ensure their stable position preventing packages from moving and burrping into each other.
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Transportation and storage:

Relative humicity: IV~ 90 %
Tenperature: 0°C-60°C
Atmospheric pressure: 700gP a-1060gF~

17. SERVICE UFE

Shelf life of the medical device is 5 years. Average service life is 7 years from the date of manufacture
provided the device is operated according to the Manual. After the service life is over this rredical device
must be disposed of. After exploitation resource is over the rredical device must be disposed of as per

national regulations ofthe irrporting country as vvell as recommendations of the manufacturer.
18. INFORMATION ON DISPC6AL

The medical device shall be disposed of and destroyed as per the classification and rules of assentrling,
operation, decontamination, handling, storage, transportation, recording and disposal erforced by the
conpetent authority of the irrporting country (Safety class of medical wastes as per Sanitary Regulations

SanRn 2.1.7.2790-10 according to Russian Qassification).

Bectrical and electronic devices that have reached the end oftheir service life corrprise hazardous
waste and may not be disposed of together with household waste. Prevailing national and local
disposal regulations apply.

Wien disposing of the device, device parts and accessories, the requirerrents specified in
legislation rrust be followed.

To ensure environrrEntal protection, old devices can be returned to the dealer or rranufacturer
Bectric rrotors that have reached the end of their service life rrust not be disposed of with
household waste. Bectric rrotors must be sterilized before disposal. The national and local
regulations for disposal of electronic waste must be observed.

If they are not sterilized before disposal, please observe the national and local regulations for

disposal of infectious waste.

19. VIWRRANTY COVERAGE

The manufacturer Nouvag AG provides warranty coverage of the medical device. Manufacturer’s address
is St.Gallerstrasse, 23-25, OH 9403 Gddach, SA~tzerland. Purchasing the TCM 3000 BL - Morcellator
entitles you to a 1-year warranty. If you return the warranty card for registration within four weeks of the
date of purchase, warranty coverage will be extended for a further 6 rronths. Irrproper use or repair, or
failure to obsen/e these instructions, wil relieve the manufacturer from any obligation arising from via7anty

provisions a other dairre.

Any claims or questions regarding handling of this medical device please send to:
(X O kffecfTechKonplekt, Russia, 125252, Moscow, 19 A Kuusinena Str., office 118, phorie/fax +7 (499)
198-81-09, E-mail: rTedkorrplekt(St)k.ru.

Date: 01.12.2016

Leszek Kazana /Area Sales Manager
Operation manual for TCM 3000 BL - Morcellator
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Appendix 1.

Accessories:
l. Main parts
1 3281
2. 5163nou
3. 5183nou
4. 1507nou
5
6. 1928
7. 1974
8. 31~
9. 21606
10. 5154nou
11. 5155no0u
12. 5156nou
13. 5141 ncxj
14. 5142nou
15. 5151nou
16. 5152nou
17. 5153nou
18. 5137nou
19. 5138nou
20. 5139nou
21. 5193
22.

Parts of the TCM 3000 BL - Moroellator for Surgical

Prooedures with

TCM 3000 BL Moroellator control unit 1 iterri
Gear unit with seal unit, 1 item;
Ergonorric handle, 1 iterriE
Vario foot switch pedal with connecting cable 3 m. 1 item;
Power cable, 3 m long, 1itenr
Adapter for cleaning and lubricating gear unit, 1 iteni
Adapter for cleaning and lubricating electric motor, 1 itenr
Operation Manual on CD-ROM, 1 item;
FuseT1AL250WAC, 2iterTB
Cutting tube, 012 mm (delivering on request), up to 20
iterre
Cutting tube, 015 rnri(delivering on request), upto 20
iterre
Cutting tube, 020 mm (delivering on request), up to 20
items
Trocar cannulafor 012 rrm instiurrents (delivering on request), up to 20
iterre
Trocar cannulafor015 rrm instiurrents (delivering on request), up to 20
itenb
Obturator, 012 rrm (delivering on request). up to 20
items
Obturata, 015 rrm (delivering on request). up to 20
items
Obturator, 020 nm (delivering on request), up to 20
items
Protective tube, 012 rrm (delivering on request), up to 20
iterre
Protective tube, 015 rrm (delivering on request), upto 20
items
Protective tube, 020 rrm (delivering on request). up to 20
items
IVVoma drill, 01 0 rrm (delivering on request), up to 20
items
Tenaculum gripper, 0 5 rrm (delivering on request), up to 20
items
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23.

24.

25.

26.

27.

5195

5196

5192

2090nou

76052

Qaw gripper, 010 mm (delivering on request),

Tenaculum gripper, 010 rrm (delivering on request).

Qaw gripper, 0 13.5/15 mm (delivering on request).

E-Motor 21 electric motor with 3 m cable (delivering on request).

Motor cable, 3 m long (delivering on request).

Accessories

1928

1974

5136nou

5167nou

5166nou

5177nou

5180nou

51484nou

51502nou

Adapter for cleaning and lubricating gear unit.

Adapter for cleaning and lubricating electric nrotor.

Seal holder, litem per package,

Cross seal for all cutting tube diameters, 10 iterrs per
package.

Membrane seal for all cutting tube diameters, 10 iterra per
package.

Seal caps fortrocarcannulafor012 mmand 015 rrm
instruments, 10 items per package.

Osealfor012 mmand 015 rrm trocar cannula, 10 iterra
per package.

Seal cap holderfor012 rrm trocar cannula, 1 item per
package.

Seal cap holderfor015 rrm trocar cannula, 1 item per
package.

Date: 01.12.2016

Leszek Kazana /Area Sales Manager
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upto 20
items
upto 20
items
up to 20
iterrb
up to 20
items
up to 20
items

up to 20 iterrs

up to 20 itenb

up to 20 packages

up to 20 packages

up to 20 packages

up to 20 packages

up to 20 packages

up to 20 packages

up to 20 packages
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22262 Pbler cable, 3 mlong

31946 Operation Manual on
CD-ROM
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20

Length-3000

Oarreter-120
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Table 2. Component parts and accessories of the medical device.

Neo Part

5139nou
1 Protective tube,

020 mm

5138nou
2. Protective tube,

015nrm

Operation manual for TCM 3000 BL - Morcellator

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

Appearance

\Afeight

(g)no
more

than

130

100

drrensio

ns

(mm), no

more

than

Length

185

Length

185

Material brand

IVtedical stainless steel

1.4305

77

Medical stainless steel

1.4305
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5156no0u
7. Cutting tube,

020 mm

5155n0u
8. Cutting tube,

01l5mm

5154nou

Cutting tube,

012nm

5142nou

10 Trcxar cannula
forinstrurmts

015mm
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630

610

510

320

Length

260

Blade
thickness

0,4

Length

251

Blade
thickness

0.4

Length

251

Blade
thickness

0,4

Length

185

Medical stainless steel

AIS1304

Medical stainless steel

AlIS1304

IVtedical stainless ste”
7

AlS1304

Medical stainless steel

1.4305
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S

Tenaculum

15 gripper,
o5IrnT1

5192

16 Tenaculum

gripper,
013.5/15.0 rmi
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198

232

Total Medical stainless steel

length
AlSI1304

525

VVbrking
length

420

Mouth
length

35

Medical stainless steel

Total AIS1304 82

length

525

Y\bl<inpg
length

420

Mouth
length

35



E-Motor Medical stainless steel

length-
1.4305
80,
2090nou diarreter Cable
-20, E-
E-IVbtor 21 with 3 Pdyeheretherketone
17 300 Motor (PEEK)
miong cable
dutch,
length-
30,
dianBter
-8
Polyeheretherketone
(PEEK)
83
76052
Motor cable, 3 m Length
18 20
long 3000

Operation manual for TCM 3000 BL - Morcellator
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



5136nou

Seal holder, 1
21
item per package

5167nou

Cross seal for all
cutting tube
23 diarreters, 10
items per

package

5166nou

Membrane seal

24 fa all cutting
tube diameters,

10 items per

package
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CXitside
diameter
30

Internal
thread
80 M30

Inside
diameter

-20

Height-

Oanreter
-32,4
Height-
13

Edge-25

Outside
diameter
-28

Inside
diarreter
-5

Height-4

Medical stainless steel

1.4305

Slioone70ShoreA

84

Slicone70ShoreA



5177txxjSeal
caps fortrocar
cannula012
25
rrmand 15rrm,
10 items per

package

5180nouO-ring
fortrocar cannula
012 rrmand 15
26 rrm, IO iterreper

package

51484nouSeal
cap holderfor
trocar cannula 0

12 nm
27

1 item per

package

Operation manual for TCM 3000 BL - Morcellator

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Thicknes
s-1

85

Qijtside Medical stainless steel
diameter
-30 1.4305

Inside

dianrBter
60 12

Height-
29

Thread
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Zvhler

smart lab solutions

Study site compitcs CLP and CMP
Accredited according to 1ISO 17025
AKS P-20804-EU / NIC-P 436 05 01

L AKS
oy &

Certificate of Analysis

MORCELLATOR REVISION:2
Sterility Validation ACCORD. ISO 17664:2004

Product Codes: Morcellator
Manufacturer: NOUVAC AC

According to AAMI TIR1 2:2004 /ISO 17665-1:2006/ 11737-2:2009 Morcellators were tested for efficacy of
the sponsors sterilization process (31932 41/10) for reuse (Zwisler report 1010.0717). The test specimen were
analysed reassembled. For the sterilisation process #1 and tt2, two test specimen each were contaminated
with spore stripes of Ceobacilliis stearolhermophilus (with worst case by placement of 10 biological
indicators on each device). For the sterilization process U3, three test specimen were contaminated with a
challenge suspension of CeobaciHus stearolhermophilus spores and Soybean-casein digest medium (with
worst case by placement of 10 biological indicators on each device). This microbial challenge was let dry for
approx, one hour. Thereafter, the test samples were sterilized in a partial cycle (2.5 min, 134°C) of the
recommended sterilizing instructions, whereas reference test samples were kept unclean and the bacterial

load was determined by bioburden.

Recommended Sterilization Process

« reassembled test specimen were double packed and sealed in foil for sterilization

e sterilization parameters (moisted heat, type Bautoclave): two pre-vacuum steps, holding time 5
minutes at 134°C and drying step for ten minutes (validated after: partial cycle, holding time 2.5
minutes at 134“C and drying step for ten minutes)

After the entire procedure the test specimen were tested for sterility by direct immersion of the samples for 14
days in Soybean-casein digest medium. The test was replicated three times concerning sterilization efficiency
(product code: Morcellator). In all cases the sterilization process a()plied resulted in a reduction of more than

ON'6 bacteria per device.
Date: 01.12.2016

Leszek Kazana /Area Sales Manager
The .sterilizing procedure applied is 1
adequate for the tested medical device

c - ° 0& S_A

Dr. Christian Draing, Study Director Christine Sauter, Quality Assurance Pers

Date: O's . m'f* ZO /O Date: 5" O 40

Zwisler Laboratorium GmbH, Blarerstrasse 56, D-78462 Konstanz, Germany, http://www.zwisler-laboratorium.com
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(( DAKKS

Deutsche
Akkreditierungsstelle Labor Strausberg GmbH

D-PL-12052-01-01

Report No. : PLE130919
Page 1of 34

EMC -Report

Emission and Immunity Tests

Test Item :

Control unit for electronic motor

Tem 3000 BL Morcellator

Manufacturer:

NOUVAG AG

Date: 01.12.2016

Leszek Kazana /Area Sales Manager

Without permission of the test centre this report is not permitted to be duplicated in extract.
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( DAKKS y MV

Baltsche

Akkreditierungsstelle Labor Strausberg GmbH

D-PL-12052-01-01
Report No, : PLE130919

Page 2 of 34
Report No,: PLE130919
Test Item: Control unit for electronic motor
Type or Model: TCM 3000 BL Morcellator
Applicant: NOUVAG AG
St. GallerstraKe 23-25
CH-9403 Goldach
Arrival Date: 25. September 2013
Place of Testing: PRO EMV Labor Strausberg GmbH
Garzauer Chaussee Phone: +493341 - 335255
15344 Strausberg Fax: +493341 -335368
e-mail: proemv@ proemv.de www.proemv.de
Standards: EN 60601-1-2 /07.2007
Date of Testing: 25. September to 09. October 2013
Procedure: Section 6 (Electromagnetic compatibility)
Test Result: The device meets the requirements for class A.
Tested by: A. Koch Inspected : R. Erxieben
Lab. Manager General Manager
2013-10-09 2013-10-09
Date, Signature Date, Signhature

Without permission of the test centre this report is not permitted to be duplicated in extract.
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Report No. : PLE130919
Page 21 of 34

PRO £MV Labor Strausberg GmbH

EOT: Tem 3000 BL Morcellator

Hersteller: NOUVAG AG

Prufgrundlage: EN 60601-1-2/07.2007 Klasse B
Kommentar: Normalbetrieb mit Motordrehzahl 1000 U/min

SN: 2906U1301R
MeBort: 230 V AC "In"

SCANTABELLE: "Voltage_pre PK/AV"

Start- Stop- Schritt- Detektor MeB- ZF- Transducer

Frequenz Frequenz weite zeit Bandbr .

150.0 kHz 30.0 MHz 5.0 kHz Ma.xPeak 20.0ms 9 kHz None
Average

Pegel [dBMV]

80
40
_ axin
N
20
-20
150k 300Kk 500k 1M 2M 3M 5M 7M 10M 30M

Frequenz [Hz]
X MES vol_0001_fin QP

MES vol 0001 _pre PK
--------- LIM EN 55011 V QP (KI.B)
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PRO IMV Labor Strausberg GmbH

EOT: Tem 3000 BL Morcellator

Hersteller: NOUVAG AG

Prtifgrundlage: EN 60601-1-2/07.2007 Klasse B
Kommentar: Normalbetrieb mit Motordrehzahl 1000

SN: 2906U1301R
MeUort: 230 V AC "In"

SCANIRBELLE: 'Voltage_pre PK/AV

Start- Stop- Schritt- Detektor MeB-

Frequenz Frequenz weite zeit

150.0 kHz 30.0 MHz 5.0 kHz MaxPeak 20.0ms
Average

Pegel [dBjjV]

80

60

40

20

-20
150k 300k 500k 1M 2M 3M

Frequenz [Hz]

MES vol_0001_fin AV
MES vol_0001_preAVvV
mLIM EN 55011 V AV(KI.B)
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U/min

ZF-
Bandbr.
9 kHz

5M

Report No. : PLE130919
Page 22 of 34

Transducer

None

™

10M 30M
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Report No. : PLE130919
Page 25 of 34

PRO EMV Labor Strausberg GmbH

EOT: Tem 3000 BL Morcellator

Hersteller: OnYAC AG

Prufgrundlage: EN 60601-1-2/07.2007 Klasse A
MeUentfernung - 3 m: Antenne - vertikal

Kommentar: Normalbetrieb rait Motordrehzahl 1000 U/min

SNz 2906U1301R

SCANTABELLE: "Field (30-1000 MHz)'

Start- Stop- Schritt- Detektor Meii- ZF- Transducer
Frequenz Frequenz weite zeit Bandbr.
30.0 MHz 1.0 GHz 50.0 kHz MaxPeak 10.0 ms 120 kHz Bilog 34

Pegel [dB|jV/m]

60

50

40

30 MIWE

20

V"I "olyyt ! V-"A
10

30M 50M 70M 100M 200M 300M 500M 700M 1G
Frequenz [Hz]

MES Field pre 19v3
mLIM Limit 40 47
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Report No : PLE130919
Page 26 of 34

PRO EMV Labor Strausberg GmbH

ECT: Tem 3000 BL Morcellator

Hersteller: NOUVAG AG

Priifgrundlage: EN 60601-1-2/07.2007 Klasse A
Mefientfernung - 3 m: Antenne - horizontal

Kommentar: Normalbetrieb rait Motordrehzahl 1000 O/min

SNz 2906U1301R

SCAHTRBELLE: "QP, 30-1000 MHz"

Start- Stop- Schritt- Detektor Mefi- ZF- Transducer
Frequenz Frequenz weite zeit Bandbr.
30.0 MHz 1.0 GHz 100.0 kHz QuasiPeak 1.0 s 120 kHz Bilog 34

Pegel [dB[jV/m]

60

50

40

30

20

10

30M 50M 70M 100M 200M 300M 500M 700M 1G
Frequenz [Hz]

MES QP-max, horizontal
MES QP-max, horizontal
eLIM Limit 50 57
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Report No. : PLE130919
Page 27 of 34

PRO £MV Labor Strausberg GmbH

EUT: Tem 3000 BL Morcellator

Hersteller: NOUVAG AG

Priifgrundlage: EN 60601-1-2/07.2007 Klasse A
Mefientfernung - 3 m: Antenne - vertikal

Kommentar: Normalbetrieb mit Motordrehzahl 1000 U/min

SNz 2906U1301R

SCANTABELLE: "QP, 30-1000 MH2z"

Start- Stop- Schritt- Detektor MeB- ZF- Transducer
Frequenz Frequenz weite zeit Bandbr.
30.0 MHz 1.0 GHz 100.0 kHz QuasiPeak 1.0 s 120 kHz Bilog 3#4

Pegd [dB]}V/m]|
60

20

10

30M 50M 70M 100M 200M  300M 500M 700M 1G
Frequenz [Hz]

MES QP-max, vertikal

MES QP-max, vertikal
1M Limit 50 57
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Report No. : PLE130919
Page 34 of 34

Figure 11 : Test Set-up "Immunity magnetic LF fields"

Date: 01.12.2016

Leszek Kazana /Area Sales Manager
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61pELLIEDLD

4 TOBOYHbE geiicteus

Mop|. Ay TKaHe My NMOMOLLLL XVIDYPXKUECKMX pe>INIHX MHCTPYMEHTOB C 3/IEKTPONMVBOAOM
AB/AETCA XOPOLL 3apekor/eHO0saB/E cebs MPOMOLYPOA. HKaKVX Hoaonycmivbix MOBOUHBIX ANNEKTOB

MoV H3ONeMLLBM 00paTthHAM 1 B COOTBETCTBUM C MOKA3aHUSIM He 3atvKeypoBaHo. JomyCTMbIMA
NOGOHHL IV A)PEKTAMI MOTYT BbITb 60/1EBLB OUYLLIDHIA 1 PEAKLN MALIMEHTOB Ha HAKOS.

5. YCNOBUAIKCITYATAUN

Onsa npaBunbHoli paboTbl Mopuennatopa TCM 3000 BL pagns  XUMpypruyeckmx ornepauumn c

NpuHaAexHocTaM Heo6xoaAnmMo cob6nKaaTb cnor* oLTe yc/1oBusA:

YcnoBusi okpyxatoLLein cpeNo>i:

JKcnnyaraums:
OTHOCUTENbHAA BMIaXKHOCTb:! 30%-80%
Temneparypa: orlio0°Ccpo45°C
ATTHocepHoe AaBeHmE: OT 800 rMago 1060 rMa
Mepep MCNo/ib30BaHNEM Heobxognumo [xefyKTbl, onuncaHHbe B LaHHOW
BHUMATENbHO npoyectb OaHHYo WHCTPYKUUM no 3kcnnyaTtald™, ponxHbi
|u| WHCTPYKL IO no awTnyatab”™n " A MCNONb30BaTbCA KBAIMPULNPOBAHHLIM U
WHCTPYKUUM Ans apyrao obopynoBaHus, 06y4YeHHbIM MepcoHasioM Npu  MNOJIHOM
MCNO/b3yeMOro B Xo4e npoueayp. cobnkaeHun TpeboOBaHWUA U yKasaHWUW,

NpUBEApPHHbIX B MHCTPYKLUN.

MoarctoBka K WCMNONb30BaHWIO [aHHOTO HenpaBu/bHOE WUCMO/Ib30BaHNE U PEMOHT,
annaparta [A0J/I)XHa MPOBOAUTLCA COMNacHo a Takme HecobnkeaeHve Tpe6oBaHWiA
p| yKaszaHusiM, MPUBOAEHHbIM B WHCTPYKLMM, OaHHOIA NHCTPYKL MK ocBo6omaaoT
aro OO/XHO ob6ecneunTb 3aWTTy npovsscanTens oT MO6bIX 0683aTeNbLCTB,
nauMeHToB, Nnosib3oBartesieli U TPETbUX UL, BbiTekatow,/X U3 NortoHeHUi i rapaHTUn nnu

OPYTUX NpeTeH3niA.

an icnonb3oBaHUN NPOTEKLUUN CTOPOHHUX Mepepn Havyanom MCMNONb3OBaHUA U3L4eNuA,
npounssoaunteneli onepatop 6epeT Ha cebsa nepen 3anycram w nepepj HaydyajioM ero
|D| OTBETCTBEHHOCTb 3@ BO3MOXHblE€ PUCKU U .ﬂl awnnayaraumm nosb3oBaTtesib Bcerga
Heb6/1aronpuATHbE nocf0ACTBUS. nOormMmeH yb6eantbca B TOM, 4YTO camo
<1yHKUMOHa/IBHOCTb o6opyaoBaHus " MeguMiiHCKoe — unsgenue U BCe ero
6e3onacHoOCTb nauMeHToB He NPMHaA/IeXHOCTN HaxcAAaTCA B XOPOOBM
rapaHTKTpyeTcs npwm NCnosib30BaHun paboyeM COCTOAHUU, ABASAKOTCA YNCTbIM WU
npuHagnexHocTemn CTOPOHHUX CTEPU/IbHbBIM, " NPUrogHbI K
npounssogutenei. akcnayartaum.
Annapart criegyeT 3aWNTW T OT NonagaHus PeMOHT [O/MKHblI  BbINOMHATL  TOMNbIO
p| NPAMbIX COJIHEYHbIX nyuen, Tenna, A aBTOPU3NPOBaAHHbE CEPBUCHbE TEXHUKU
ncxogaapro ot  bGartagen  UeHTpanibHOro komnaHunm NOUVAG.

OTOMNJ/IEHMS, Ype3MepHOro NoreAaH ! nbiu,

B/I@XXHOCTW, BUGpauuii M  MexaHUYecKux

yaapoB

TKaHW MaTKM MOTYT 6bITb Nopa>EHbl pakoMm. Mcnonb3yiite cnpeii Nou-Qean (He BXcauT

MHcTpykumsa no skcnnyatauuu gna TCM 3000 BL - Mopuennatop
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A icnonb3oBaHuMe nanapockonmyeckmnx A B KOMNMEKT MNOCTaBKW, 3aKa3blBaeTCcAaA U

3/1eKTPUYECKnNX MOpLennAaTopoB npu nocraBnsieTcs OTAENbHO) ans
XUPYPrum MMOMblI MOHET CNoco6CTBOBaTb TEXHNUYECKOTo 0o6CnyxXuBaHUsa U yxcga 3a
pacnpocTpaHeHuUio paka W YMEHbUUTb 3/1EKTPOMCTTOPOM n pefyKTOpOM.
[ONITOCPOYHYIO BbIXXMBAEMOCTb MaLVEHTOB. Mcnonb3oBaHne [Apyrux nNpcAykros Mo
3Ty MHopmaLuuio Heo6xcaeMo 40Be3Th [0 yXqcy MOMer BbI3BaTb HEUCMNPaBHOCTb
nauveHTa nNpu paccMoTpeHUn BO3MCUEOCTH N/MNu NPUBECTU K OTMEHE rapaHTuu.

NPOBOAOHUS XMPYPITHECKOl onepauun c

ncnosibdoBaHMem aTmnx VI3,EI'e]'IVII7I

N3penve nocTaBAsieTCA HECTepUsbHbIM. Hukorga He MNOMb3yNTeCb  3aKWMHbIM
A Bce cTepunusyelybe 4actu AO/MKHbI 6blTb A yCTpoOiicTBOM HOWER-TYy6ycoB BO BpeMs

Nnpocrepun3oBaHbl nepeng pa6oTbl annapata. 3ro MOHET NPUBECTU K

NCMNO/Ib30BaHUEM (cm. pasgen NoOBPEHAEHNI0O MHCTPYMEHTA.

McaeoToBKa n3genui).

He ncnonb3ynTe nlgenuve B6113N C OCTOPOXHOCTbLIO obpanpiitecb c
A B3pPbBOOMNAaCHbIX BOCM/IaMeHsIo LWL MXCS A HoXaw-Tybycammnm BO BpemMs paboThl
cMecel unu rasos. nsnenusa BO u3bexaHwe MNOpe3oB MU
cepbe3HblX NOBPeHAEHW.
BeHTUNALUMOHHbE C/OTbl 31eKTpoMoropa Jennyataunsa IVH «Mopuennatop TCM
A L0JKHbI OblTb onp3rTbl W ons A 3CXD0 BL Ana Xupyprvyeckux onepauuin c
npeapTBPaopHUSA neperpesa. NPUHAAIEXHOCTSMU» [A0J/IXKHA MNPOXCPTTb
nop NOCTOSIHHbIM KOHTpOeM
KBaIMULNPOBAHHOTIO MeAMULMHCKOro
nepcoHana
Y6eautecb, 4YTO HacTpoikm pabouero >onHnmaiite BO BHMMaHMe pexum

A HaNPAXBHUSA COOTBETCTBYIOT HamnpsiMeHuto A NpepbIBUCTON0  (PYHKUMOHUpPOBaHuA (8
MecTTUOl CeTu. UMKNoB 1 WH BKI, 1 MWUH BbKMN.) BO

n3beHeHne OHOTOB MNpPU OKTaKTe C
peayKTOPOM.

MoandvKaLmmn 1 HeHagnexalre Ucnosib3oBaHne

A\

3ameHa cocTaBHbIX YacTell Ha CTOPOHHME NN Mclwmndmkaumm mopuennatopa TCM 3000 BL n
ero NpuHaane>xocTen 3a/pelsHbl. V3roToBuTe/ib He HeCceT HUKaKoli OTBETCTBEHHOCLW! 3a
noBpexAeHns, BO3HMKNWE B pe3y/bTaTe HeCaHKUWOHUPOBaHHbIX Mcaudukaumin  nnum
MaHUNynaunii. FlapaHTa B Takux cay4dasax aBnsieTca HeAeMcTBUTETbHOM.

Vicnonb3oBaHne LW  «Mopuyennatop TCM 3000 BL pgnsa xXupypruyeckmx onepauyuim c
npvHagne>NeloCTAMM» B LEensX OT/IMYHbIX OT MokKalaHWi, onncaHHbIX B NnyHkTe HASHAUEHUE,
3anpeuweHo. [lonb3oBaTesib WM onepaTtop HeceTt NOSIHYIDO OTBETCTBEHHOCTb 3a

He6I'IaFOI'IpI/IF|THbe nocnegpTenA, npousadiyume BcneacrteBme Takoro Mcnosib3oBaHuA.

Tpe6oBaHusi, NpeabABNSEMbE K OnepaTopy:

O6pa3oBaHue:

- Bpad Cc BbiCcnMm MegNLNHCKUM o6pasoBaH|/|eM

CocTosiHVE onepaTxapa;

- He06xc,qu0 XxopouBe Ct)VISVILIeCKOG n I'ICI/IXO(*)VI3VI‘—I€CKO€ COCTOAHMNE

MHcTpykuma no akcnnyatauuu ana TCM 3000 BL - MopuennsaTtop
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¥ NOUVAG |

BnaneHwve A3bikamu;

- @HIINNCKUA Unn
- A13blK, Ha KCITOPOM npeaocTaB/IEHbl UHCTPYKMUKW NO aKcnayaTauum M/1.

MeanumHckoe NpUMeHeHe:

IV ANumHckoe wnspgenune «Mopuennatop TCM 3000 BL pgns  XupypTyeckux onepauum ¢
NPUHaANEXHOCTAMU» MpeAHa3HAYeHO TObKO A5 NPUMEHEHUS KBanUUUUPOBaHHLIM MeAULWNHCKAM
nepcoHasioM B cheunasibHbIX YC/TOBUAX XUPYPTUHECKUX OMepalnoHHbIX, 060pyA0BaHHbIX B MeAULMHCKUX
yupexaeHusax. M/1 ycToliumBo B npouecce 3kcnsjyataumn npu HOMWHabHbIX 3HAYEHUAX TemnepaTtyp OT
10°C pgo 45°C, oTTHocuTenbHoi BnaxHocTn 30% - 80% M/ ycToliuneo k BO3gelicTBUIO 6BUONOTMYECKNX
XNAKocTel 1 TKaHeli opraHnsma, C KOTOPbILW KOHTaKTUpyeT B npouecce akcnnyatauyuu. M/l yctoiiuneo K
npeacTepunn3aLMoHHoOi ouncTae, aesmHgekumm n ctepunusauuun. Oneparop B 06s3aTe/IbHOM nopagke
[LOJ/DKEH NCMOMb30BaTb MeQULMHCKUE NepYasi<ui 1 Macky npu padoTe ¢ gaHHbIM M.

6. COCTABIVH

Puc. 1. MopuennaTtop TCM 3000 BL gnsa xmpypruyecknx onepaumnii ¢ npuHagnexrtoctamm

Ha puc. 1 nokasaH o6w I Bug M/1 «Mopuennsatop TCM 3000 BL gns xupypruyeckmx onepauuii ¢
npuHagnexHocTarn». OH COCTOUT M3 KOMNAKTHOro 6/10ka ynpassieHnsa mopuennsatopa TCM 3000 BL (1)
C MNpocToli M MOHATHOIM NaHenblo, MN0O3BONATOAElN perynvpoBaTb O[e0CTU paboTbl NPAKATCHEHHbIX
WHCTPYMEHTOB (2), negann ¢ TOYHbIM THOHTpOsiIeM ckopocTu (3), peayktopa (4), 3proHOMNYECKOW PYKOATKM,

Kpenanpiica K pegaktopy (5) u anektpomoTtopa E-Mota 21 (6).

Ha puc. 2 nokasaHo, Kak cob6upaeTca pacyktop. CocTaBHbe 4YacTu peayKTopa nokasaHbl U

onuvcaHbl Ha puc. 3.

MHcTpykuma no akcnnyatauuu ana TCM 3000 BL - MopuennaTtop
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“& NOUVAG |+

Puc. 2. Kak cobpaTb peayKTop.

NHcTpyKuua no skennyataumm gna TCM 3000 BL - Mopuennsatop
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5136 /lpp>kTe!lnb ynnatH/neneii
5167 KpecnoobpasHblii ynnoTHUTENb AN5

HOMe-TyByCXB BCEX AMaMeTpoOB,
10wrykeynakoBk

5166 1VbM6paHHbIi YyNACTHUTENb ANA HO>EW -
Ty6yCcoB BCex AnameTpoB,
10 WTYK B ynakoske

Mem6b6paHHbI pe3bboBoii (hukcaTop

YnnoTtHAWan ncp<nag<a

7 5163 Pepgyktop, (DYyHKU MpYyo Wi B
B 1 (AT e cobpaHHOM Beae B KOMMNeKTe c
YNMOTHAO LW EN ncaknaatom, nepxwenem

YNAOTHUTENEN, YNTIOTHUTENAW W (hrukcatopom
(kak OH cobupaeTcsa NokKkazaHO Ha pwuc. 2).
CooTtBeT(nNBYK1UW T cKOpOCTb 3siekTpoMcTopa
ncaaetos K HOXy-TybGycy uepes peayKkrop.

5183 JproHomMmmnyeckas PyKoATKa, Kpensuiasics
K pedyktopy, 3auwwseTtr oneparopa oOT
neperpesa asiekTpoMmoTopa n peg”~opa.

MHcTpykuma no akcnnyataummn ana TCM 3000 BL - MopuennsaTtop
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mUVA AC3

2090 SnekTpomcrrop E-Motor 21.
ABTOKNaBupyen/biii 6€e0UBTOYHbIN
3/IeKTPOMOTOP €  Kabenem  AAMHOM  3M
o6ecneymBaeT HeobXxcaAuMMoOe BpauwiaHWe AN
obecneyeHnss pPoOBHONO U bGecnepeboMHOro
PYHKLNOHNPOBAHUA.

Puc. 3. Pegyktop c ynnoTHUTENALW.

Ha puc.4 nokasaHo, kak cob6patb MopuannatTop nepeg HavyasioM ero aKcrnsyarayuu (rkagpo6Ho

npoueaypa c6opkm onucaHa B pasgene. 6 MnaBbl 8. YCTpoWcTBO U paboTa).

Megant | MaHenb
"HO —O ynpasneHus
'"toaa-~"’
N. J
K" Bunnka moTopa

Bunka neganm U 1y

K neganu

K moTtopy

Pwnc.4. Kak cobpaTb MopuennaTtop.

Ans yaoBneTBOopeHUs NOTPeBGHOCTEN Kaoaon toHKpeTHOW npoueaypbl IVH «Mopuennatop TCM 3000 BL
ONS XNPYPrMYeckux ornepaunii ¢ NPUHAANEXHOCTAN/M»  MMEeT WHCTPYMEHTbl C Tpems pasfTTHHbIMU
pasmepamn agnametpa. OHU [OCTYNHbI B padmepax: 012 mm, 015 mm v 020 mu. MNMou TTWTEeNbHOM
noabope coaTBeTCTBYHLL/iX NpUHaANeHMXTeli o6ecneunBaroTcs aTnlMHble pe3ynbTaTtbl MOpPLENAALUN,
W rapaHTUpyeTcsi MakcuMmasibHass 6e30MacHOCTb BbroslHeHUSA xupypnliyeckux npouenyp. OnucaHue

COCTaBHbIX YacTeli N NpuHapTexHocTen M 4 npusealeHo B. MNanncn€nnm 2.

Lns o6ecneyeHns yao6¢TBa U 6e3o0nacHOCTU paboTbl KoMnaHus Nouvag AG npeasioxuna cneaytourte

KOHCTPYKLMNOHHbIE PEUBHUS:

NHcTpykuma no akcnnyatauuu gna TCM 3000 BL - MopuennaTtop
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MaHenb ynpasfieHnAa 1 Nefanb He BXcAar B KOHTaAKT ¢ nauneHTom, ONepartop B 065s3aTe/IbHOM nopsake
[ONIXeH UCMNONb30BaTO MeJauuHCKMe NepHaTor 1 Macky npu paboTe ¢ gaHHbIM MM (e Bxcpar B

KOMMNIEKT I'IOCTaBKVI), C NaynMeHToOM KOHTaKTUPYHT TOJIbKO XNpypn-Mmeckmne MHCTPYMEHTbI U onocpenoBaHHO

YNACTTHUTENN, C[3UKcUpytow/E 3rmM MHCTPYMEHTbI B peAyKTope, a Tak >ie ynnoTHUTenu Tpy6Kku Tpoakapa.

MaTepuasbl, M3 KOTOPbIX W3rOTOB/IEHbI 3TO Wagenusl, ykasaHbl B Ta6nuaax B [Mpuno>kHuu 2.

MexaHnuYecKkme XapakTepucTUK/ MaTtepuranos npueeaeHsl B Taénuue 2.

Tabn.Z MexaH4eckve XapakTepucTUKN MaTepuasioB.

Martepuan I>9epen [X)egen OtHocuT TBeppoe  Lepoxo TnotHoe  vrpock
MPOYHOE TeKy4yecT eJibHoe b BaroCTb Tb, ornn4yHocC
™ 7 YOJIMHEH rp/em3 TbMpun
ve 23°C, %
HepxaBetoLLasi >515 >205 >40% <201 HB Ra0,8
CTanib AlSI1304 MTa Mna
HepxaBsetoLLias >505 >215 >32% <240 HB Ra0,8
CTaslb 1.4305 rNra MTa
CwnmkoH 70 >12,0 32% 5CH/-5
ShoreA IVha HRC
Monutetpadpro 1,58 Mna 5MTa >50% 60HRC 2,18
patnneHPTPE
TurconWF6
Monnadompamm 105 MTa 114 HRC Ra0,8 1.27 1,35
OPB Mimlve
Monnadompacpm <110 105 HRC 1,31 0,45
pl«ToH{PEEK) MTa

7. TEXHUWYECKUME XAPAKTEPUCTYKU

OCHOBHbe TEXHUYECKME XapaKTePUCTUKN MeanunHoToro ndgennsa «Mopuennatop TCM 3000 BL gnsa
XUPYPruyecknx onepawumin ¢ npuHag1eXxXHoCcTaMmu» npuBeneHbl HUMe.

Punc. 5. EnokynpaBneHusa mopuennatopa TCM 3000 BL.

WHcTpykuma no akennyatauum anga TCM 3000 BL - Mopuennsatop
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Jonyctun
Masi
paboyasi
Temnepa
Typa
BO34yxa,
°C

-50...170

-50...250

11



Tabrwwa 3. Teosmecr fanbe: Gnok ynpeanorssm TCM 3000 BL. Morcellator
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CKOpOCTb BpampHus

Macca, He 6onee
Pasmepbl, He 6onee
BbixoaHasa MOLWHOCTb
CoegnHeHue
YpOBEHbLLI/MOBOW MOLLHOCTHU
OnunHa kabens

Ctepununsaumns

Puc. 6. SnektpomoTtop E-LU or 21..

oT 2’'000flp40°'CXX)o6'ivMH
BLDC-MOTop ¢ gatunkamun Xonna
280 r 6e3 kabens, 300 r c kabenem
AnvHa 8 cm, guameTp 2 cM

120 Bt

E-Tun (ISO 3964)

50 pb

3m

Mapom npu makc, Temnepatype 135'C

Puc. 7. Nepganb Vario.

MHcTpyKuma no akenayataumm gna TCM 3000 BL - Mopuennatop
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13



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



TaGruwp. 7. Tesmqecios XapaKTopucTIos WpnLEL
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4 0630p MEAVLIMHCKOTO U3AeNUSI

Bua cnepean MaHenb ynpas/eHus Bua czagn
o (D
n (3) (3 [ ] 4
41)
UMI QH I LWL Wi
ta ao —
V. .m
']‘L 4 T n a LOS <5;.
N J 5j o .
(5] LJ i™
U) 4"
1. Ancnnei 1. KHonka /14 nepganwn Vario 1. PasbeMm A4/19 NCAKNKUEHUA K CeTU
2. LEDMCfTopa (nepemeHHas CKOpoCTb) nuTaHus
3. Pasbem ans nouknlCHenns neganu 2. KHoMKa H13KOoli CKOpPOCTK (AnanasoH 2. Bknouatenb
HU3KUX CKOPOCTEN) 3. Mogynb npepoxpaHuTeneii
4. PazbeM Ans NCAKMIOHEHNS 3. KHonka cpegHeli ckopocTu 4. OkoakoccrrobpaTkaHuem
(Anana3oH cpefHUX ckopocTeii) HaunoHasibHOMN3 3rTanoHa
anekTpomoTtopa ( 4 4. KHOMNKa BbIOOKOW CKOPOCTUN HanpsasoHunsa
(omana3oH BbIOOKMX CKOpOCTeA) 5. Tabnunuka c 0603HavYeHnemM TMna,
5. KHonka naMmeHeHnst HanpasieHns KaTasioXXHOro HomMepa, cepuiiHoro
BpanpHus HOMepa, UH(hopMaLUM O NUTaHUU 1
6. KHonka nogbema (yBennyeHune npepoxpaHnTenax nsgenmsa
3HAYeHU)
7. KHonka cnaga (yMeHbaBHUe
3HaYeHUin)
PenykTtop PykoLLKa aproHoMuyeckas AnekTtpomoTop E-Motor 21
()
ii) v
. [r
< n m |
()
daHel, coeAUHEHUNS 3alUTHOW TPy6KK 1. PbHauck nepekntoyeHmns 1. Bunka /1A nokntoyeHust K6noky
. Pe3b6a ana ynnoTHSAKNU3 Ncakrea<u 2. PykoAaTka ynpasrieHus
. YNNOTHUTENb ANA HCXa-Tybyca 2. Kabenb anekTpomoTopa

. Mem6paHHbIli pe3ab6oBoii hrkcaTop . Kpbloka anektpomoTtopa
. dnekTpomMoTOp

.1Vydbra anektpomoTopa

. Pe3bba ana memb6paHbl

. HaBuHumnBatuwelica memb6paHa

(o2& I o)

. Pesbb6a chukcaTtopa . Bunka anektpomoTtopa

. CoeguHeHne MydTbl 3/1IeKTpOMOTOPaA

© N O aAN WN e

Puc. 10. 0630p VI

MHcTpyKuuna no akenayataumm gnga TCM 3000 BL - Mopuennartop
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"I NOUVAG 4

5. Cxema 1cnosnb33oBaHua Mopuennsaropa TCM 3000 BL ans xvpypruyeckux onepatmin ¢

NPUHaA/IEXXHOCTSIMU

Onuusa 1

PepykTop
3awuTHas Tpybka

DNeKTpomoTop

Onuya 2

Tpy6Ka Tpoakapa PeyKTOp

PykosiTka

O6Typatop
JepxaTens ynnotHutenei
Hox-Tybyc
PykosTka MaHenb
ynpasneHus
QBSB
w O B -
_ |
Bunka |'| Bunka
Mepanb MoTopa
V'V
K neganu
K MOTOpY
19
Hox-Tybyc
epxarefib ynnoTHuTene
L Can rym  Aee y )
O6Typatop
DNeKTpomoTop

Puc. 12. KoHdurypauus ncnonbayennak MHCTpPYyMeHTOB.

Onups 1. Mopuennsaums ¢ Tpyokoi 3allifmioin

B pa3“usne onumn 1 (Puc. 12)

npeacTaBfieHa KOHQUIypauuss c WUCMNo/b30BaHWEM TPyGKM

3arywoii. 1T)M nanapockonuM4YecKoi TCrepakron/Mu MoOpUEnsTop BBCLWHICA B 6GPHOWHYIO MNOMOCTb C

nomoLL3t006Typannopa, BCTaB/IEHHOro B TPY6Ky 3aliuTHY0. Moce yaaneHusa o6TypaTtopa MOXHO BBCPTTh

HOX-Ty~C. ANs Toro, 4to 6bl HOX-TY6yC MOMyYMn AOCTYN K TTOHAM nc(ane>huiHM yaaneHuio, Tpy6Ky

3alWNTHY0 Heo6Xx0AMMO Pa3boKMpoBaTb, OAHOW PYKOW yAepxuBas peAyKTop, a ApYroi - noBopaunBasi

TPYGKY 3aLUTHYIO.

NHcTpyKkuma no akecnayataumm gna TCM 3000 BL - Mopuennsatop
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6. Mepea ncnonb3oBaHWeM

YcTtaHOBUTB 610K ynpaBneHusa mopuannatopa TOM 3000 BL n Bce HeoOxqqg”ivbe npuHagne>m-tocLu
Ha POBHOW HECKONb3KOW noBepxHocTu. Ans k3ppekTHoli paboTbl annapaTa Heo6XCWWUMO AocTaTCHHOe
KONMYecTBO MecTa, YTO6bl N36e>0Tb HeHelaTeNbHbIX NOMEX, MO3TOMY YCTpaHuTe BCe OrpaHuyeHns u Bee,
4TO MelaeT KayeCTBEHHOMY BbJ/IOJ/IHEHUIO MaHuNynauuii- Aucnnen, KHOMOYHas naHeslb U MULMKATOPbI
6/10ka ynpaB/ieHUs A CTHbl JIOCTOSHHO HaxoAMTbCA B NoJie 3peHusA. Hukakue npoamMeTbl He [O/KHbI

nagatb Ha negafdb. Bunka Ha 3afHei naHenn 610Ka ynpasneHus 40/1KHa 6bITb 4OCTYNHA MOCTOSAHHO.

6.1 MoaknyYeHne K NUTaHUO

A + MMepep BkIOUYeHVEM Kabens B pa3beM BMNepBbB HEOGXOAMMO MNMPOBEPUTbL NapameTpsbl
Hanpsi>TeHUsi pafoM C BblK/louaTenem.
*+ Bo nsbexaHue nopaHeHus 3IEKTPUUECKUM TCIOM u3gesnive criegyeT NoAKA0UYATb TOMb IO

K CeTu, VIMeKI/lpI‘/JI 3allnTHee 3a3emMsieHune.

Ecnun ykaszaHHOe HanpsHeHVe He COOTBETCTBYET Meenyomy HanpsHeHuo, HeOGXO,qVIMO YCTaHOBUTb Cepbll‘;l

npefoxpaHnuTenb ANs PEryIMPOBKN HEO6XOANMOrO HanpsHeHUs:

21

BbIK/OUMTE U3aenve.
OTcoeanHuTe Kabenb NUTaHus.
Mcnonb3yiiTe 0OTBEPTKY, YTOGbLI OTKPbLITL CNIOT NPEAOXPaHUTENS.

N3BneknTe AepHaTenb NpoapxpaHuTens.

oo W N

N3BNeknTe oepbii AepHaTeNb NPoOAPXPaHUTENs U 3aHOBO BCTaBbTe €ro TakMM 06pa3oM, YTOGbI
napameTpbl HanpPsHaHUA 31eKTPOCeTN 0To6paHaNInuCb B MasIeHbKOM OKO LW a.

6. 3agBuHbLTE fepHaTesb NPOAOXPAHMTENSA HA MECTO U 3aKpoiiTe CroT.

MpoBepbTe HanpsiHaHWe Ha crnoTe npeaoXpaHnuTens.

8. MopgknounTe Kabenb NUTaHNA K N3AErMIO.

6.2 MoAroToBka MeAULMHCKOTO U3aenus

I\ N3penve nocTtaBnisieTCs HecTepusbHbI. Bce ncaneHauye cTepunmsaumm 4acTu A0/KHbI 6biTb
o6paboTaHbl Nnepea Ucnonb3oBaHnem (CM. pasgen MoAroToBka MHCTPYMEHTOB).

Ecnv npuHagneHaocTV yHa MoABEprAv cTepunus3auuu, To MpeHAe, 4YeM W3B/edb WX U3
CTEPUNbHOI yNakoBKM y6eAuTecb, UYTO OHa He MOBpeHAeHa, 4YTOo WHAWKATOP CTEePUIbLHOCTU
noATBepHAaer CTepuibHOCTb, TakHa y6eanTecb B TOM, CPOK C/yH6b! n3genuii He ncTek

A MopuennsaTop (onuun 1-3) Heo6Xo0AMMO Co6MpaTh B CTEPUSIbHbLIX YCNOBUSAX (HafeHbTe nepyaTku

m Macl7, noMeeTile MOPLUENIATOP U NPUHAANEHAOCTU HA CTEPUTbHYIO MOBEPXHOCTD).

NHcTpykuma no akenayataummn gna TCM 3000 BL - Mopuennsatop
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4  3alkrTa HoXa-Tybyca
Y

AucTanbHbi KOHeL HO>ra-Tybyca o4eHb OCTpPbI. \

AnAa npepoTBpaleHna TpaBMUpOBaHUA HOUN- Yy
Ty~ Cbl Heobxca™Mo BTATMBaTb Ha TO BpewMms, Cc*
10 [,a OHW He UCMO/b3YIOTCA. T-

UT06blI BTAHYTb HOX-Tyb6yC, noBoOpavnBanTe
3aTUTTHYO Tpy6Ky [0 Tex Mop, noka B
OoUCTaflbHOM  C/NlOTe  KOpoGKM  nepepady  He
nosieutcs Hagnueb «NO CXI'T» («<HE PEXKET»).

Hox-Ty6yCc NOMIHOCTbIO MOKPbIBAaeTCs 3alLUTHOW
Tpy6KO.

5. 3ameHa aepxxatesisi yrnjoTHTeNne

Cnerka nNpoBepHyB AepmoTenb YM/OTHTENEN,

N3B/IEKNTE €ro M3 peaykTopa.

QKpnIle  vevopaHHbN  dqukcarop  OT
[LEP>HOTENs YTIOTHATE A,

M>x®epbTe AepxaTenb YynnoTHUTeneii nepej  Wcnosb3oBaHveM. He  ucnonb3yiiTe
A noepeageHHbe n3aenus (MCTepPTbB, BbiLUBETWTE, MO NTEBHMUE, APSA6/be, HE3MNACTUUHbIE)

Pacnonoxwute Kpal KpecToo6pasHoro
ynnotHutens (1) Takmm o6pasom, 4YTOob6bl OH
cMmoTpen Ha koHey pgep>kTerhd ynnotHuteneii

(2) BHYTpU gep>EkTens (3), ¥ HagaBUTE Ha HETO.

PacnonowTe Kpaii Mem6paHHOro ynaoTHuUTens
(4) Takum 06pa3oM, UYTO YTOObI OH CMOTpPENT Ha
cnot (5) wmemb6paHHOro dukcatopa (6), u
BCTaBbTe MeMOGpPaHHbI/ yNAOTHUTENb B C/1OT.

BkpyTnte membpaHHbIi coukcatop (6) B pe3bby
nepxatens (3) A0 KOHUa W noAacoeAuHUTe
nep>ratenb yn/oTHUTeNel K peaykropy.

6. BcrtaBka 06TypaTopa
Ao KOHLP BCTaBbTe obTypaTtop yepes

aAepx/~Tenb YNAOTHUTENeNR, pe;ENKTop n TPpyGKy

3alTTHYIO.

MHcTpykuma no akecnnyatauun gna TCM 3000 BL - MopuennsaTtop
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7. TlpucoegnHeHME PYKOSATKM 3PrOHOMUNYECKOM

FkagHMNNTTB " yaepxunBalite pblyamMx
nepekntoyeHns (1) 3pProHOMMYECKON PYKOATKU
(2). FXxTrankHuTe PYI ATKY 2) Hag
coefnHeHNeM 3ieKkTpomoTopa n pqcKTopa.
OTnycTUTEe pblya>l0K MNEepPeK/IKHEHNSA PYMIATKN.
OH pon>o4 3adukcmpoBanacsa B CTabuibHOM
NONO>OHUN.

HeoTkpbBaiTe pblyalKkaNsa yAaneHUss 3proHOMUYECKOl PYKOSITKM BO BpeMsi MpomMeaypbl.

8. TMoakntoyeHve aneKTpomMmoTopa

BcTaBbTe My(qdTYy 3/1EKTPOMOTOPA B HUXHIOK
yacTb pyrasTku.

BcTaBNsaiTe 3/16KTPOMOTOP A0 TeX rnop, noka oH
He 3apulovpyeTca B coeAuHeHUn pea”~opa.

CUHXPOHU3MPYIiTe KpacHyl TCMKY Ha BUJ/IKe

S3ELL

anekTpoMoTopa AN MCAKAYEHUss K 610Ky
ynpaBfieHUss M KpacHyl TOuKy pasbema Ans
3M1eKTPOMOTOpPA Ha NaHesnin ynpasBeHus.

BcTtaBbTe BU/IKY 3/1EKTPOMOTOpa B pa3bemM Ha
naHenu ynpaBneHnA. Bunka AO0JKHa
Sa@MKCMpOBaTbCﬂ B CBOEM MNOMNOMEHNN.

9. TlogkntoyeHne negan

CUHXPOHU3P)yiiTe KpacHyl Teuky Ha  BUJIKe
nefanu gna ncaknYeHns K 610Ky ynpaBneHus
M KpacHyl TOuKy pasbema Ana nepann Ha
naHenu ynpaeseHus.

r~>1
BcTaBbTe BUAKY Megann B pa3bemM Ha MaHenmu

ynpasieHus.

Bunka p[oskHa 3auKkcupoBaTbCsi B CBOEM
CTabn/IbHOM MOJIOTEHUN.

d*HkMoHanbHas npoBepka

F\XTBEPbTE MOPLENNATOP Ha NpeAMeT HaIMUns He3aKpensieHHbIX aeTanei.
FpoBepbTe NPaBUNLHOCTbL MOHTAalD MopLensaTopa.

I'd)OBepre, MOXXHO /1N Nerko npoyntatb BCe Hagnucu.

MHcTpykuma no akenayataumm gna TCM 3000 BL - Mopuennsatop
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6.22

A

TTimyv FLL

FxBepbTe MOBEPXHOCTM HOWEN-TY~CCB, UX NOBEPXHOCTb [A0JIXHA 6biTb POBHOW, U30THYTbIe
WM NoNIOMaHHble Kpas A0/HKHbl OTCYTCTBOBATb.

BKAKMUTB NaHe b ynpasneHus.

BktounTe 3/1EKTPOMOTOP (HaXXMUTe nefasns).

Mo3Bo/ibTE 3/IEKTPOMOTOPY MOpLEnAATopa nopaboTnTb OKosio 20 OeKyHY OH A0MNsieH [AoCnydb
YCTaHOB/IEHHOW CKOPOCTMU.

Ecnv oH pa6oTaeT HepaBHOMEPHO, BbK/OUNTE 3/1IEKTPOMOTOP C MOPTPTNATOPOM.

BbiknounTe naHenb ynpas/ieHUs.

BnokynpaBneHnsa paboTaeT TOJIbKO, EC/IN K HEMY NCAK/OYEHa rnegasb.

I)x BepbTe NpaBU/IbHOCTb COOPKM MOpU3ANATOpa.

Y6eputecb, 4TO peaykTop paboTaeT 6ecnepeboiiHO; Npn HeobxoanmMmocT obpaboTanTe ero
cnpeem Noii-Qean (He BXOAUT B KOMMNJIEKT NOCTaBKU, NOCTaB/SETCSA OTAENBHO).
VéeanTtecb, UTO 3/1EKTPOMOTOP YUNCTb 1 paboTaeT 6ecnepeboiiHO; NpM HEO6XO0AMMOCTU

o6paboTaiiTe ero cnpeem Nou-Qean (He BXOAMUT B KO LWL /1EKT NOCTaBKM, NOCTaBNAETCA OTAENbHO).

MoBTOpMTE NPOBEPKY (PYHKLNOHAILHOCTMW.

OnacHOCTb MOJTYYEHVs TPaBMbl B pe3ysibTaTe HernonafokK 3/1eKTPOMOTOpPA:
1>X)6remMa: snekTpoMoTOop neperpeBaeTcs.

1>anumHa; snekTpomoTop NOBPEHAEH BO BPeMs NOATOTOBKM.

PelleHune: npekpatntb ncnosb3oBaTh 3/1€KTPOMOTOP. Bcerp,a VMeliTe B HIMYMM 3anacHble
QNIEKTPOMOTOPbI

C60opkKa MopLEe/ISaTopa C TpY6Ko Tpoakapa (onuusi 2)

icnonb3oBaHve TPY6OKM Tpoakapa

Tpy6Ka TpoaKkg a nucrnosibayeTcss BMECTO TPY6KM 3allMTHOR. 14TTBrpUpoBaHHas 3ac/ioHka knanaHa
npenoTBpaTaaeT BbiTekaHve rasa Bo Bpemsi BBNAaHUSA U U3B/IeYEHUST UHCTPYMEHTOB.

KoX MK Tpy6KM Tpoakapa 4acTUUHO BbICTynaeT 3a npefenbl Hos«-Ty6yca ansa 3auw,™ 1 opraHoB
6plolWYoii MOMOCTM OT OCTPOro Jf1e3Busl, MO3TOMY MOPLENNATop Heo6xoAMMO Bpanprib noj
BU3yasibHbli KOHTPOEM (3HAPOKNNA), UTOGbLI KOHUMK TPYGKM Tpoakapa MoKpbiBas f1Ie3Bue HoXa-

Ty6yca AN 3aW, TTbl OPraHoBs.

BusyanbHaa npoBepka

rxeepbTe TPy6KYy Tpoakapa Ha npealVET repMeTUUYHOCTU, OTCYTCTBUS OPPO3NU U CTEPUSIBHOCTM.
Y6eAunTech, UTO HA HEM HEeT p>raB4YnHbl, BMATUH U LapanuH.
AucTanbHbM KoHel, 06TypaTopa He fIoTueH 6biTb NOBPLLIAEH.

3akpbBaku|li knanaH n Nnom6a He A0/KHbI 6bITb MOBPEHAEHbI.

PuckTpaBm

Bbb6epute Hcu<-Tybyc. Ybegutecb, YTO MNepeaHUin Kpai fe3Bus siBNISeTcs OCTPbIM M He MmeeT

nospengeHniin (6es TpewmnH Nan 3ayceHumu).

MHcTpykuma no akenayataumn gna TCM 3000 BL - Mopuennartop

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

25



G i+

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



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



%’NOUVAGH'

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



?NOUVAGH

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



*

‘?:' 'NOUVAG |+
7.1 Vicnonb3oBaHWe NaHesv ynpasieHns

HacTpoiika ckopocTu
Orpcxnb MOXHO 3a43T> BPY4YHYH (B gnanasoHe o1 50

40 100 06/MuH).

Haxmute ,u4T06bl YBENMNUYUTL CKOPOCTb. ﬁIJ EEﬂ

Ha>MVMTe ¥ , 4TO6bl yMEHbI LI Tb CKOPOCTb. 1B K3 83
YcTaHOB/IEHHAsA CKOPOCTb OTO6paxaeTcsa Ha gucnnee.

3anyck anekrpomMoTopa

Ha>m\nTTe negans.

Ne3Bne Hoxa-Tybyca HauyHeT Bpauw,aTbCsl C 3afaHHOM
CKOPOCTBHO.

3aroputca LED-akpaH anekTpomoTopa.

UTo6bl OCTAaHOBWUTbL 3N1EKTPOMOTOP, yb6epuTe Hory c
negaau.

PuckTpaBMm 1 noBpe>KU|OHWIA 13-3a neperpesal
MOpMp]‘U‘IﬂTOp MOMET reHepmnpoBaTb 4pe3MepHoe TenJsio, ec/inm OH 3IKcnayatunpyetca B TedeHune

ONNTeNbHOro nepuoaa.

PelueHve;

Mcnonb3yinTe MOPMPNAATOP TONbIO B TPEPbBUCTOM pexnme «1 MuHyTa BK1., 1 MuHyTa BbIKI., 8
1A/KNOB».

Heme,u,neHro ocTaHaBnmuBainTe mMopuagnAaTop, ecan cgaH NN HECKO/1IbKO KOMMOHEHTOB CUJIbHO 30

Harpeauncob.

IVtepbi NpeapCTOPOXHOCTM MNpPU  M3MEHeHMM napameTpoB. Heo6bHHOE YHKUMOHUPOBaHUE
/d WHCTPYMEHTOB BO BpeMsi 3KCMayaTauuM MOHeT ChnpoBOUMpoBaTb OMUGOUYHbE AEWCTBUA U

NocTaBUTb rofl yrpo3y NauneHToB.

Ka>Kuyto HOBYIO HAcCTpOiKy MnapaMeTpoB M HOBOE MCMNO/ib30BaHWe WHCTPYMEHTOB Heo6Xxcaamo

npoBepsiTb U yTBEPUAATh.

JocCTynHble pexnmbl BpaLleHui
B1l (100-400 o6/ivhH)

C (300-700 oelivHH)
ai(500-1000 o6NiviiH)

HacTpoiika pexxrma akTmBaumsi W £0 LW
Haxrntre S3 ana aktusayuu.

3axmeTca LED gnsa neganwn Vario.

3axmeTca untgakatop «Lew» («Huskasa»). (HacTponku

no yMoJi4aHuto)

Ha gncnnee nossutca Hagnucb «VARIO LQ/V 100400

0ar/MH».

MHcTpykuma no akenayataummn gna TCM 3000 BL - MopuennaTtop
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Bb160p pexuma

Haxvere B, B wim B ans  Bb6opa
CXXSIBEITCTBYKN™NO pexuma.

Ha AuWcnnee NOSBUTCA PEXUM W CXXSIBETX/IBYOauii
[ManasoH CKOpOCTell, KOTOpbe MOXHO Bb6paTs C

JIOMOLLSIO necpu. D O

3aroputcsa cxxnBeTcTByton*li nHankaTop.

3anyck afiekTpomoTopa

HaxmeTe NArpib. 3aropuTtcs NHAMKaTOP
anekTpomMcTopa. NesBus HoXa-Ty6yca 6yayT r>1 A
BpanprrbCsi CO CKOPOCTbIO, 3aBUCSHPI OT CTeneHu

HaxaTusa Ha negasns.

UTOo6bl OCTAaHOBUTbL 3/IeKTPOMOTOpP, y6epute Hory c

neaanu.

BbIXoa 13 pexxmma HaCcTpoek
HavmmTTeH.

I3MeHeHVe HanpaB/ieHVs1 BpaTLeHUs]

YToObl U3MEHUTb HanpaBsieHne BpalweHuna, HaXxMute
5»-M00RP« V

Ha gucnnee oTo6pasnTca pexum 1 cooTeeTcTeytow/M
Ananas3oH CKOpOCTel, KOTOpbe MOXHO Bbb6paTb C
nomoLL3to n*cpnu.

3aropuTtca COOTBETCTBYlOLWE WHAMKATOP.

7.2 SKcnnyataums

Puck cmepTenibHOro ncxoaa niv cepbe3Horo paHeHus!

A Hek>TTponnpyemas peska MoueT TpaBMUpPOBaTb GPIO LW be CTEHKN U OpraHbl U NPUBECTU K
cMepTu NnaymeHTa.
PelneHne;

« lMepepn HayanoMm NMpPoOBeAEHUsT Ka>HOOW rpoueaypbl y6eanTecb, YTO aHAOCK NMYyeckas
npouenypa siBasieTca npeanoyTutTesibHee 06bHHbIX Npoueayp.

*  Wcnonb3yiiTe TONbKO NPA/ KTbl, ONUCaHHbE B fJaHHOW UHCTPYKLUWN.

e Bo Bpems npoueapbl KCNONb3yiiTe TPyOKM 3awW/TTHbe WAM TpybKM Tpoakapa B
KayecTBe Mepbl MNpPefoCTOPOXHOCTU. CneayilTe WHCTpyKuusam ana «Otuum 1
Mopuennauma ¢ Tpyown 3auwitHOWM» u «Onuunm 2: Mopuennsayumss ¢ Tpy6bKon
Tpoakapa» pasgena MoarotoBka usgenus.

e Mcnonb3yiiTe MOPLENNATOP TO/IbKO /i BU3yaslbHbIM KOHTPOJIEM (3HA0CKOM).

*«  MVcnonb3yiiTe MoOpLennaATOp TO/IbLKO AN MOPUEennsauum TtaHell, knopbB MNOSTHOCTbLIO
noaroToBseHbl WM OT4eT/IMBO BuAHbl.  KomnaHma Nouvag AG He HeoeT
OTBETCTBEHHOCTU 3a N0 6bLB ApynTe AelicTBUs.

e KomnaHuma Nouvag AG Talwl pekOMeHCyer WCNo/b30BaTb BTOpPble WTAUbI WK
aHanornyHoe usnenve Ans 3axBarta C Lenblo NpeaoTBparuHUA HEKOHTPO/IMPYEMOro
nepemMelieHnss 60/bIWX MOOEYEHHbIX KYyCKOB TkaHel. [Ons 3Toro TtpebyeTcs
LONONTHUTENbHbIA YPECKOXHBM A0CTYN.

e 3adukcupyiiTte MopuennaTop B BeHTponaTtepasibHOM nosioneHnn ans
npenoTBpalleHns nepemMenens BHyTpyU Man<u.

NHcTpykuma no akennyataumn gna TCM 3000 BL - Mopuennartop
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e He ponyckalTB nepemMelwaHnss 6GOKOBbIX KPOBEHOCHbIX COCYAOB, TMOYeK W
3a6pklWHHOrO pocTpaHcTBa.
e TMMcAaraTteBaiire TkaHW K BpaupowaMycst HOXY AN Mopuennsayuum uiinLpvM.

Puck nonyyeHus TpaBm 13-3a yTeuku rasal
YTeuka rasa MOMer rpoucxcauMTb BO BpeMs MpoBefeHUsi nNpouaoypbl. 3ro MCMCT NMPUBECTU K
OMYCKaHWIO GPKXL O CTEHKMN.
e Bbibepute uHcyclansrop c¢ HagnemBllIv notokom AnsA npefoTBpavMpHUS OnyckKaHus
OPIOLWHOM CTEHKMN.
*  Mcncunb3ynre MOpMp/ISITOP C 3alWUTHOW Tpy6KOW cornacHo onuun 1: npu yganeHun mnuv

A 3aMeHe XCTPYMEHIOB, HeMef/IeHHO HaKpoliTe MpPOKCMMaNibHOe OTBepcTue MN/IoM6bI
nanbuau.
*  lcnonb3yiiTe MopuennaTop cC TPy6Koii Tpoakapa corsiacHo onuuu 2, BbITAHUTE

MOPLENISAITOP C HOXOM-TY6YCOM M3 TPY6GKM Tpoakapa. KnanaH Tpy6ku Tpoakapa 3akpoeTcs

ONs npeapTBpaTAeHus noTepu rasa.

. Mocne ypaneHuUs WCCEYEHHbIX TKaHell BCTaBbTe MOPUENMATOP B TPYybOKy Tpoakapa u
f noBTOpPUTE npouecc.
Puck nonyyeHuns Tpasm!
r)xx4\cypa mopuennsuMu npeaHasHadeHa ANsa yaaneHus TkaHelh ¢ malOummanbHO BO3MOXHOIA
p' 6e30MaoHOCTbLIO. 18 3TOW Uenn 3aunHbB TPYOKM U TPyOKM Tpoakapa OCHaTWHbl KaanaHHbIM
3aTBOpOM.

Mopuennauynsa 6e3 Tpy6Ku 3alTTHOW nnn TpybKn Tpoakapa 3anpeTtgaHa.

TKaHM ycKorb3ator u3 3a>talvia as1si 3axeara

TKaHM MOTYT YCKO/Ib3aTb U3 3aXMMa BO BpeMs BbIMOJIHEHUA rpouaT pbl 1 NonagaTb B GPHOLWHYIO
/K NonoCTb.
MMUYnHBI:
. TKaHM He 3axBa4yeHbl A OCTaToO4YHO MpPOYHO.
PelLueHwve:
. 3axBaTuTe TKaHU U3 APYroro rtoJioMeHuA.

+  CoOXMUTe 6paHLIM WMWMLOB KaK MO Ll 3 M/0THee.

PvcK nonyyeHns TpaBM 13-3a HarpeBaHWs B pesysibTare TpeHus!

Monb3oBaTtenb gonMeH y6eauTbes, YTO NayueHT BO BPeMs Nnpoueaypbl UCMNbITbIBAeT Kak MOXHO
/K MeHbLMNB TEMN/IOBOr0 BO3/eiNCcTBuUS.
BbICOKME CKOPOCTU 1 BbICOKOe pabouvee faBneHne MOryT NpMBECTM K TEN/IOBOMY HEKPO3Y TKaHeld.

Puck nonyyeHunsa Tpasm!
[OncTanbHbM KOHel HOXa-Ty6yca 04YeHb OCTPbINA.
MepbI NPeaoCTOPOXHOCTU:
A ¢ O6pawaiitecb c HCUBMU-Tybycalw (pe3BbHaliHO OCTOPOXHO M BHMMAaTENbHO.
e« Tam, rge 3ro BO3MOXHO, BbbOupaite AnAsa MopuennsaTopa C TPyOKoOW 3awMTHOWM
3aWumpHHyto nosmumio («NO CLTT» («<HE PEXET»), ocobeHHO, ecnun HCX-Tybyc He
NCNob3yeTcs B AaHHbI MOMEHT.

+  BBeauTte M n3BneKkanTe TPYOGKM 3allUTHbE W HOXWU-TY6BYCbl Nes BU3yas/ibHbIM KOHTPOJIEM

NHcTpykuma no akennyataumm gna TCM 3000 BL - Mopuennatop
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(3HUpcKkOnUA)

Puck nonyyeHus Tpasm!

4YpecKkoXHOM BBefeHun oO6TypaTopa CYOpPCTBYesl- PUCK MOJSIydeHUs TpaBM KPOBEHOCHbIX
cocygoB, net/sim KMnMeydYHmka wanm McUeBOro nysbps. 9T0 mMouer npmnBectTn K 3HaYUTE/IbHbIM
OC/I0OXHEeHMAM, Tpebylou,eM NpoBeaeHUSA nanapoToOMuK.

Puck noBpexaeHns ne3sums Hoxa-Tybycal
Ecnn 6paHoi opnuoB He MNOJIHOCTbKD OK /bl NPU M3B/IEYEHUN W3 3a0PTHOW TPyOKWM, nesBue

McMernoepeanTbes (cM. puc.1l5).

Pwnc. 15. cnonb3oBaHue OpnyoB.

Puck nonyyeHuna Tpasm!
Henb3sa ncnonb3oBaTtb noBpeHAeHHbe n1e3Busa HO)KeI7I-Ty6yCOB.

Henb3sa 3aTaumMBaTb HOXW-TYBYChblI.

Onuua 1; mopuennsauus ¢ Tpy6Kon 3an|TTHOIA.

'McTepakTOMUA

Bbi6epuTe npoueaypy Ansi TCTEPSIKICMTU B COOTBETCTBUW C COBPEMEHHbIMW MeAULUHCKUMU

cTauuapTauw.

BBeaeHve HOXa-Tybyca

N'beauTechb, UTO 06TypaTop HaxXcAMTCSA BHYTPU HCexka-Tybyca.

Y6eauTecb, 4To TpybKa 3a0+TTHasi NOKPbIBaeT fIe3BUe Hcexa-Tybyca (Bb6epuTte nonoxeHue «NO
cur» («HE PEXET»): Hagnnucb «PROTECTED» («3ALL/ANp-HO») Takne 6yneTt HaxcaAnTbCA Ha
YepHOM KoOJibLe, HaxcaaTaemca M BLLI,/pe,q"opOM N TPy6KOM 3aLl,MTHORN).

UpecKoXHO BBeAUTE MopLennaTop (C 06TypaTopoM) Noj, BU3yasbHbIM KOHTPOIEM (3HAO0CKOMNMUSA).

cnonb3oBaHme HoXxa-Tybyca

Onsa NCNoNb30BaHUA HoXxa-Tybyca
noBepHuTe TPyOKYy  3aWMUTHYH  TakKuMm
06pa3omM, YTOObI ON<pbITb 1€3BUE (MOABUTCA
cUMBON He3aHUMPHHOTO nonowTns
«cnT» («PE>1CT»)). [AnA noBTOPHOrO
3aKpbITUS  N1€3BUSI  NOBEPHUTE  TPYGKY
3aTuTTHYHO (nonoxeHme «NO CUT» («HE
PEXET»); HaAnuchb «PROTECTED»

MHcTpyKuma no akcnnyatauum ana TCM 3000 BL - Mopuennatop
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o Bcnyqae noBpemMmageHna Nan CTcyTcTtBua KaKUX-Nnbo yacTei CBSXXUTECb C areHTOM Nouvag, yepes

KoToporo nsgenune 6b1/10 3akaszaHo, unu ¢ kol¥naHveih Nouvag AG.

YTo6bl NpOBECTU HEMEATEHHY MHCMEKLMIO KOWNEKTHOCTN nocTtaBku IVII1 «Mapuennsarop TCM 3000 BL
ONSA XUPYPrnyecknx onepaunuini ¢ NpUHaIeXHOCTAMU», CpaBHUTE MOJYYEeHHOe u3flenive ¢ NokKasaHHbIMMU

HUuxe VI306an€HI/IF|MVI 3/1IEMEHTOB Kor/nnekra:

IS T
'is-
©
Yy
i

1. Bnok ynpaBneHus (3281) 8.2 npepoxpaHutens (21606)
2. Kabenb nutaHusa, gnnHa 3 m (22262) 9. Nepanb Vario(1507nou)
3. PagykTtop (5163n") 10. Hacapgka Ana cnpes o4YNCTKU U CMa3ku

peaykTopa (1928)
4. NepxaTenb ynnotHutenen (5136nowu) 11. blacagl<agnis O4YNCTKN N CMa3KM arTekTpoMmoTopa

(1974)
5. YNNoTHUTE b KpecToobpasHblii 4NnA HOXel- 12. PykosaTka aproHomunyeckas (5183nou)
Ty6ycoB Bcex gnameTpoB (5167non)
6. YN/10THUTENNb MeMBpPaHHbI/ NS HOXel-Ty6ycoB 13. VIHCTpYKLKMA NO 3tonsyaTtaynm Ha KoNTTakr-
Bcex AnameTpos, O wr./yn. (5166nou) Ao« (31946)
7. 9nektpomoTop E-Motor 21 (2090nou)

Hox-Tybyc

Tpy6Ka 3awmnTHas

MHcTpykuma no akenayatauun gng TCM 3000 BL - MopuennsaTtop
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Tpy6ka Tpoakapa

Ceepno gns ivHOVbi

- [E ii-Li

gpbl
FVic. 16. BusyanbHas poBepka KOMM/ieKTa NnocTaBKu.

HuKaknx MHCTPYKLUIA NO aKcnayataunm B 6yMaxHOW popme He npuaraetcsa K 4aHHOMY NPCAYKTY.
MHCTpYKUKM no akcnnyaTtayum B popmate PDF npunarakncsa Ha CD-gucke, Bxqqgniipvi B KOMMOAEKT
nocTtaBku. 51 UTEHUSA UK pacneyvaTkym 3TUX MHCTPYK1ANA HeobxcannnslanckoBos U nporpamMmMHoe
o6ecneueHne McCbe Acrobat Reader. [lna 3akasa gaHHO WMHCTPYKUMM B neuyaTHoii dopme
Heo6XxoAMMO 06paTTTTbCA MO agpecy, ykazaHHOMY Ha Tabsinyke, UM NoceTuUTb Haw calT. Ecnn Bbl
npuwnete Homep naaenusa (31946 RU) c A3bIKOBbIM W/AOM M MOMETKOW «lleyaTHas Konusa», Mbl

BbiujieM Bam neyaT>|yt0 MHCTPYKLUIO 6ecnsiaTHoO.

C yyeTOM MNOJSIOXKEHUI O TKX/1aBKe /151 onacHbIX BellecTs crpeit ans yxoga Nou-Qean (N2
1 ~) He nocTaBnsieTca ¢ 67I0KOM ynpas/ieHNs 1 A0/HKEH ObMb 3aKka3aH OTAe/IbHO B I060M
odomLmaibHOM CePBUCHOM LieHTpe KortTaHnn Nouvag AG. VMAAA.nouvag.com

WHcTpykuma no skcnnyatauum ana TCM 3000 BL - MopuennsaTtop
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O6LLPA MHhopMaLMa MO NPOBeAEHNIO Ae3VHAEKLMN, NPEACTEPUNZALMOHHOR OUNCTKA U
ctepunusauunv N

MW MHOrokpaTHOro npuMeHeHnsa ncanener NOBTOPHOW cTepuansaunm n nocneNT uTpuy XpaHeHuo
B YC/TIOBUSAX, NCK/THOHAKOLWTX BTOPXHY0 KOHTaAaMWUHALMIO MUKPOOPraHN3Mamm.

A CTepununsaumns ykasaHHbIX MW po/mkHa OCYyLWEeCTBAATTION HenocpeacTBEHHO nepeg nepBbiM
MCcnosib30BaHMEM U3AeNVsl, a TakK Mnocne Ka>oro nayuveHTa BO M36e0HUE MNEepeKpPecTHOro
3apa>TEHUSA.

Pa36opky, MOIiKy 1 npononackmaHne MU, conpukacaBLITXCA C KPOBbIO U CbIBOPOTKOM NauNEHTOB,
HY)XHO NPOBOANTb B PE3VMHOBbIX NepyaTkax, 3aTWTHbIX O4YKax, MeAULNHCION Macke, MegULNHOIOM
xanaTte W BefOHenpoHuuaemom hapTyke noBepx xanata. CregyeT CcTporo cobskaatb npasuna
JINYHOW TrNEHbI.

EMKOCTU ¢ paboymn pacTBOpamMm MOKL TX, Ae3NHMULMPYIOWTX CpeacTB A0/IUHbI OblTb CHabMEHbI
KPbIHKamMn, WMeTb 4YeTKMe Haanucu € yKasaHMemM HasBaHUA CpeacTBa, €ro M3aHueHTpauuu,
HasHayeHWs, AaTbl NPUrOTOB/IEHUSA, MPELE/IbHOIO CPOKa rCAHOCTU. /19 rOTOBbIX K MPUMEHEHUIo
CpeAcCTB yKa3blBalOT Ha3BaHWe cpeAcTBa M Ha3HavyeHue, NpyY HaNM4YMN paspenBHUA MHOIFOKPaTHOro
NCNONb30BaHNA CPeapTBa, KpOMe TOro yKasblBalT AaTy Hayana ero Ucnosib3oBaHus.

an npoBefeHNN Ae3uHCMEKUNN N NpeapTepuIn3aumMoHHON CUYNCTKN pacTBOpPaMn XMMUYECKMX
cpeacte M1 norpy>hHior B pabounit pactBop cpefcTBa C 3aneflHEHWEM KaHa/loB U MOJIOCTEA.
Pa3bopHbB M34enusa norpyxwTT B pa3obpaHHOM BUAE, MHCTPYMEHTbl C 3aMKOBbILW YacTamMu
3aMaynBalT packpbIiTbiMU, cAenaB 3TULW WHCTPYMEHTamMW B pacTBOPE HECKO/IbKO paboumx
JBV>1BHUI.

[e3nHcdekuntio crnocobomMm npentTpaHusa gonyckaetca npuMmeHaTb Ana VU, koTopbe He
conpukacalTCa HerlocpegpTBEHHO C MNaUWEeHTOM WIN WX KOHCTPYKTUBHbIE OCOGEHHOCTU He
NO3BONSAT NPUMEHSATb cnoco6 norpy>BHus.

Mocne pesvHcekumn LW YHorokpaTHOro NpUMMeEHEHUs AO0J/IKHbl OblTb OMUbITHI CIT OCTarTiOB
nesnH(dpuuupyrolyaro cpeactBa B COCTBETCTBUM C  pekOMeUafUMSIMU, U3NOXEeHHbIW B
MHCcTpymM4 Ml no NnpuMeHeHN0 KOHKPeLoro cpeacTBa

MNcaotBep>JneHne  cTeneHu OYUCTKMU ocyuiecTBngaeTcs nytem TKXN1aHOBIO 1 npoo6:
amagonupaHoBass npoba Ha HanMume OCTaATKOB KPOBU U cdieHorkdptanemHosasd npoba Ha
Ha/nnMuMe OCTHMNB cumaptowero cpeacrtea KoHTponb kadecTBa npoBegsaT e>EfueBHO.
KoHTponto negnexuT 1% cAoHOBpeMeHHO 06paboTaHHbIX  MHCTPYMEHTOB  KaxAoro
HanMeHOBaHWsA, HO He MeHee TpeX [ooBepsATb HEO6XeAMMO KakK BHEU/IME NMOBEPXHOCTU, TakK ”
BHYTPEHHNE MNOBEPXHOCTM MHCTPyMeHTOB! [JOKYMEHTOM, AeXa3blBakupm cakt npoBefeHus
Talo 0 KOHTPOAA, ABASAETCA X pHa/ yyeTa KayecTBa npeacTepmnamsalnoHHOn o6paboTku.
("NepnnusauynagaHHctoll ocyupctBnsaeTca (pusnyeckmum cnocobom (aBTOKNaBMpoBaHume).
CTepununsauyms [o/DKHa NpoBoAUTbCA B (PYHKUMOHA/IbHO OTAE/IEHHOM MNOMELWLEeHUN «YUCTOW
30HEe».

TpaHcnopTupoBaHne MW B «4YUCTYH 30HY» [AC/HKHO OCYUPCTBASATLCSA B 3akpblBakoLUiMXCS
CTepPUNU3YyennakK KoHTeliHepax.

MepcoHasn, BbINOMHAKOWMA paboTbl NO NpeABapuUTe/IbHON OUNCTKe N Ae3nTKpekunn MU, gonxeH
Hag3BaTb chneuefexyy, a Taltlo Macky, 3alW,TTHbe OYKM N Pe3MHOBblE nepyaTtku, NoBepX
xanata- BeApHenpoHuuaemMbli (apTyk!

FdhocTteputm3oBaHHble MW enpeyeT XpaHUTb B YC/IOBUAX, UCKMHOYaAKNNX BTOPUUHYIO
loHTawHauuto |WkpoopraHmamamu, B crneunanbHoMm kka(dy, 3awWwpHHOM OT NbAW, BAArn 1
TeMmnepaTtypHbIX KoniebaHuni.

CpoKN XpaHeHWs yka3blBalOTCA Ha ynakoBke U onpeaensaTCcA BUAOM YNakoBOYHOrO
MaTtepuana COrnacHO WHCTPYKUWUM MO ero NpuMeHeHuto

He ponyckaeTca WCNosb30BaHuWe MNPOCTEPUIM30BaHHbIX MU € UCTEKMNIM CPOKOM XpaHeHus
nocne crepunusaynmn.

VMer ctepununsaumm M BaayT B xNpHane yyeTta

WHcTpykuma no skcnayataumm gna TCM 3000 BL - Mopuennsatop
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06iifie pekomeHgaumm no Murex)ske M
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Mpoueu n NpLA3TOBKM BK/IHOYAET B ce65 0Uncny, NPoMbIB»”, Ae3NHAEKLNIO, NPONN3BKY N CYUKY.
OuncTka MHCTPYMEHrCce Mpou3BoAUTCA TONbIO B ouuwiarouem pactesope (Hanpumep Schulke
perforrn wnn 3% DESOMEDZN ID) npu cobniogeHun TeXHUKU Nn4YHoi 6e3onacHocTtu. Mpu
MCNO/b30BaHMN PpacTBOPOB TOYHO UCMONHANTE NpeanncaHna Npon3BoAUTENSA NO UCMONb30BaHNIO!
[Ona ononackuBaHusa 1 NPOybBaHMA NCMNOJb3YATE TONbIO AEMUHEPATM30BaHHYIO B(LLI,/ (VE-vyater).
MpumeHATbL cneTMeT TONbK enefHEBHO MNpuraraBnuBaelyble cBexue pabouuve pacTBopbl. [Mpu
CU/IbHbIX 3adA3HEHNAX PEKOMEHCeTCs 4yacTas 3amMeHa pacTBopa.

[ONAa o4ncTKM pekoMeHAyeTCs UCMOoNb30BaTb MAn<ve candetkun 6e3 Bopca, NAacTUKOBbIE LWeTKU
WIN MOEYHbB NUCTOMETHLI. Vcnonb3oBaTb MeTan/Mvyeckne npegmeTbl 3anpeuieHo. O6paboTky
HeobxoAMMO NPOBCAUTbL B MAAaCOMAcCOBbIX WAN 3Ma/IMpOBaHHbIX (6e3 noBpemMAeHus amasnu)
el oCcTAX, 3aKPbBalOLWNXCA KpbUKaAMU.

pyTHas oyuncTka CHapy»xu npoBoAUTCA MSArKO oAHopa3oBoOl candeTion,
npoae3vHMUUNPOBaHHbIMKN WeTkaMu. OTUCTKa LWeTKaMn MNpoBOAUTCA J1C4 MNOBEPXHOCTbIO
pacTBopa BO n3beHBHMe pa3bpbI3nyBaHUS 3a4393HEHHON XXNAKOCTU

Ona adhpekTMBHOM OYUCTKM TWPHUPHbE WHCTPYMEHTbI (W4nubl) cnepyet packpbiTb, 4TOObI
COKpaTUTb A0 MUHUMYyMa MNepeKkpbiTMe NOBepxHOCTel. Pa3bopHbe WHCTPYMEeHTbl creayert
pasobpaTtb.

OuncTka NonbIX UHCTPYMEHTOB NPOBOAMUTCA NPOMbIBOYHbIA MUCTONETOM (AaB/1eHME NMPOMbBKU (3
6ap-46ap).

He oununpinte MmopLeniaTop oraTelM BOATNOM.

D/IeKTPOMOTOP He cnoAyeT oUnLLaTb Y/IbTPa3ByKOM UM OraTblM BO34YXOM.

OesnHdekuns LU rpoBconTca BMECTe C OUUCTKOIA.

MaTWwHHaaA ounucTtka W [Ae3vHgekuns BbINOJHAETCA B  MOliKe-ge3nHdeKTope (Hanpumep,
Tepmoge3nHdekTop Mele G7835 CD) ¢ ncnosiHeHMEM NPOLELL3bl TEPISTHYECKON Ae3NH(EKLUN.
Bo wn3betoHue nospe>|geHnin getann M1 pon>xbl 6blTb HafeX«) 3akpenseHbl B MONKe-
nesnHdekTope. 3arpy3ouHbe YCTPOMCTBA AOJIXHbI 06ecrneymBaThb -NnuaTe/ibHYI0 NPOMbBKY, B TOM
yncne, BHYTPEHHMX MNOJIOCTel MHCTPYMEHTOB Yepe3 Hagner wye wrylepbl

Cyli<a MHCTPYMeHTa ABNsieTcsl YyacTbio npouaf N 1 MannHHO OUMCTKU U Ae3UHpeKLmn.

Mo OKOHYaHMN WHCTPYMEHTbI M3BMEKAT PyKaMu C UCNOMb30BaHMEM CPYopas3oBbIX cTepunbHbk
nepyaTok, 06paboTaHHbIX aHTUCENTUKOM.

KOoHTponb ocyuiecTBnsfeTcs BusyasibHO. Kputnyeckume yyactkm Tuna pydek, UBpHUpoB u pexyifie
NoOBEPXHOCTU, TpebylT ocobeHHOo TliaTenbHOro KOHTpons. Bce MHCTpPyMEHLW € BHYTPEHHUMU
KaHanamu AOSIXHbl 6bITb NPOBEPEHbI HAa MPOXOAUMOCTb. ECNK Kakne-To MUHCTPYMEHTbI He NponiayT
NPOBEPKY, TO 3TN UHCTPYMEHTbI CN O T 3aMEHUTb.

HefocTaTtouHO OUYMLLIHHBE WHCTPYMEHTbI AO/MKHbI 6bMNb 3aHOBO O4YMLEHbLI U 3aTeM TLaTe/lbHO
NPOMbITbI.

14HcTpymMeHn3l ¢ MMKpPOTpecLTHaMN B 30HE LLapHUPOB U/MNn NoBpexXAeHHbe, NOTHYTbE WU UHbIM
CNOOO60OM W3HOMBHHbE WHCTPYMEHTbl ncAnexeT 3amMeHe, TaK Kak OHW He MOryT winm B
HeLO0CTaTOYHOW CTENEHN MOTYT BbIMONHATL CBOV (DYHKLN.

Ecnu MHCTpyMeHTbl TPeBYKTT BbINOSIHEHUS MeP MO yXqcCy, TO HaAanexsliye Mepbl Mo yxdcy, Kak
npasn0, OCYLLECTBAAK/ICA Nepes NPOBEPKOA NCNPaBHOCTH

Mepen npoBepKoli paboTOCMNOCOOHOCTM HEeo6XOAMMO CcMa3aTb LUBPHUPHbIE U pPe3bO00BbLB
WHCTPYMeHTbI. VicnpaBHas pab6oTa WHCTPYMEHTOB AO0M>M4ya 6biTb Oo6ecrneveHa MNyTemM MNpPOBEpKu.
Ona atoro Bce pasobpaxble WHCTPYMeHTbl cne;EN cobpaTb. Ecnu notpebyetcsa, nocne
NPOBEpPKN WHCTPYMEHTbl MOU«O CHOBa pa3obpaTb AN cTepunmsauun. [JemMoHTa>M'MOHTaX
OCYLLEeCTBNSAETCA COrMacHO yka3aHUsAM U3rotoButens.

MoBpenaeHHbe Uan HencrnpaBHble MeAULNHCKNE N3aenus A0/MKHbI 6biTe BbICMaHbl 419 peMOHTA
VAN YTUAN3NPOBaHbI.

.Pekomeunyetca ynakoBbBaTe MW B naker pgna crepunnsaumm Cnepynte ykasaHUAM
NpPon3BOANTENSA MO UCMNO/Ib30BAHNIO U BPEMEHU COXPaHEHUA CTepUbHOCTU!.

WHcTpykumsa no skcnnyatauuu gna TCM 3000 BL - MopuennaTtop
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YnakoBKa f01>Xa o6ecnevynBarb BO3MOXHOCTb MapKMPOBKU CO cne”MVIoLW/IMN AaHHbIMU:

e [Oarta cTepuausauuu,

* ynakoBu/k,

. cpokrogHoe™,

* ccaep>lunoe.
B cnyvae crepunusaumm 6e3 UCNONb30BaHWS MakeTOB AN CTepUIn3aunn CPOK XpaHeHus
CcTepunmsoBaHHbIX MU cocTaBiisieT 6 4acoB Mpu CTepusn3auum B pemBTYaTbIX KOpobkax n 20
CYTOK Mpu cTepunusaumm B 6okcax C hunbTpamu; Kpadgr-nakeTbl XpaHATCS A0 Tpex CYTOK B
CTepUNbHbIX YCNOBUsX. W3aenusa, npocTepunniloBaxbe 6e€3 YynakoBKW, [AO/MKHbl OblTb
Mcnonb30BaHbl HENOCPEACTBEHHO MOC/1e crepurwayum

BblnonHsiTe ctepunusaunto B Bal'’ymHom aBToknaee (knacc B unn S cornacHo EN 13060) npu
135°C . MapameTpbl cTEpUInN3aLUN:

Pbkum cnepunmnsayuu

/:ABneHue napaB Pa6ouyast Temnepartypa B Bpemsa
cTepun3aLnoHHol Kamepe, CTepunan3aLunoHHOM Kamepe, cTepunu3aymnoHHOM
1\WYNa (kto civP) °C BbAepxku, MVH

npegen

HOMUWHa/IbHOE npeTpTbHOE HOMWHa/IbHOE npegesibHoe HOMUWHa/IbHOE bHOE
3HayeHune 3HayeHune 3Ha4deHune 3HayeHune 3Ha4deHune OTK/OH
eHune

0,20 +0,02 135 +2 5-25 +2

[Ona KOHTponsA cTepuansannm NnponsBeanTesib pEKOMeHAYeT UCNONb30BaTb NHANKATOPHbLB /IEHTbI
(Hanpumep, NeHTbl HANKaTOpPHbe KbMmnnai'™, nponsBegnmbe KomnaHuein 3M).

rMxweeanTenb NCATBEP>|gaeT BaMaaumio npolecca NOBTOPHOM cTepuninsaummn CepTrTdukatom 46
(cm. MpnnoxeHue 3)

Bo3BpalleHHbIMU MHCTPYMEHTaMN ABASAITCA MeAUUNHCKME U34EeNnNs, KOTOpPbe - He3aBUCUMO OT
TOro, UCNOMb30Ba/INCb OHU UM HET - BO3BpaLlalTCs NPou3BeanTento.

BO3MOXHbIMY NPUYMHAMM BO3BpPaTa MHCTPYMeHTa MO>ET ABNATTACA HEOBGXCAMMOCTb PEMOHTA UMK
TexHnyeckoro obecnyxorBaHus. B cnyyae BosBpara MW npoussegnTenito UM YNOSIHOMOYEHHOMY
npeacTaBuUTENtO OHM MOTYT 6bITb BO3BPALLEHbl MOJ/Ib30BaTE/10 TO/IbKO B TOM C/lyyae, eC/ii OHU:

e OblN NeABeprHyTbl OYUCTKE W Ae3MHAEKUUN COrnacHoO YykasaHWAM U3roTOBUTENS,
Haxo4ATCA B CYXOM COCTOSIHUM W AEeKNapupyroTCA B KayecTBe «TTEHKHECKU YUCTbIX»,
nivinn

*  4yeTi 0603HauYeHbl B KAYECTBE He 3arpA3HeXbIX N HAAEeXHO yNakoBaHbI.

O6e33apa>M”~HUe BO3Bpal,aemMbiX NPOCNIOOB - KaKk M B O6bHHOM oO6paweHun - [OJKHO
npon3sBoAnTbLCA 6e3 3aa3p>M<u, YTOObI n3bexaTb NOBpexXAeHUA NHCTpyMeHTa. Ob6e33apaxuBaHue
He opjar™eT nNpovM3BOAUTb, €C/IN OHO CMOCO6HO W3MEHUTb WAW paspywaTtb usgenue,
dhanbcudnumpoBaTtb pe3yrbTaTbl aHannsa uin caenatb aHain3 HEBO3MOXHbIM. B COMHUTENbHbIX
cnyyaaxcne”™” NPoKOHCY/b™poBaTbCA C Npon3BeguTeNnem.

[Ona kax[oro oTAeNbHOro BO3BPAaLLEHHOIO NPON3BOAMTENIO MEQULMHCKOIO U34eNna B
CONpoOBOAUTENbHOM AXNMMEHTaUUM AonXabl ccaepxaTbeca caAeAyto W cBeAeHUS:

. Ha3HayeHne MegULMHCKOro U3aenus;

. MeTo[ o6e33apa>iilBaHus;

e paTta 06paboTKu;

¢ hbamunnua nuuya, npoBegmBLiero obpaéony,

. npunymnHa Bo3Bpara.

WHcTpykuma no skenayataumm gna TCM 3000 BL - Mopuennsatop
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;; NOUVAG 4
NoarcaoBka MHCTPYMEHTE»

Puck nHgomumpoBaHus!

A FkagraraBnuBaiite wusgenue nepen nNepBbiM  MCNOMb30BaHMEM W Kaugem nocrefykxuylv

MCNONbL30BaHMEM COFNAcHO yKkasaHUsaM aanHoi VHCTYKUWM no Sldvyaralym

HepocTtatouHasa WA HenoJsiHas nearotoBka McCUer NpPUBECTU K I/IHCbI/ILI.I/IpOBaHI/IPO naumneHTa

Cob6nkaeTB cneaytowle MHCTPYKUMN:

He ounnpiiTe mopuennaTop otanbav BO34eX0M
Ona ouncTtkm m yxepa wucnorb3yure TONbKO CHpel, pekoMeHAeBaHHbIA KowaHwunem
NouvagAG, gpyn” cnpen MOryt noBpeALw,3MopLenniaTcp.

A >3 nepnoBon ctepnnmsaunm OAUHOYHbIX 3/IEMEHTOB UX Heob6xeanmo 3adMKcupoBaTb B
CTepuU/IN3aLnoHHOM JI0TKE Takum 06pas3om, 4YTO6bl UCKIUYUTb WX MNepeMewsHue wu
HaHeceHue NoBpenaeHni.
[aiite komnoHeHTaMm IVI/I «Mopuennatop TCM 3(XHO BL gns xupyprnyeckmx onepauui c

NPUHaANeXHOCTALW » OCTbITb MoOcC/ie cTepunmnsaunm napom!

rorpy»eHune MHCTPYMeHTOB B M o lalfll pactBop
e Hwukorpa He NnpeBbUBITE MaKCMMaslbHYIO KOHLEHTpaLuo 1 BpeMs 06paboTKM, yKa3aHHble
M3reTToOBUTENEM pacTBOpa A1 YACTKM N Ae3UHM EKLUN.
e Bo3pgewHbe Ny3bpbku He AOMKHbI HaNMNaTb Ha UHCTPYMEHTbI.
. Bce KOivhoHeHTbi MHCTpyMEHTOB HEOOBXeAMMO MOTHOCTLIO MOrPy3nTb B MOKOL NI pacTBop.
e Boe npocBeTbl MHCTPYMEHTOB A0J/1XHbI ObITb MO/THOCTbLIO 3aM0J/IHEHbI MOKOLW UM PacTBOPOM 47

6e3 ny3bpbIOB.

He ncnonb3yiiTe MotoLlMe cpeacTBa, ceeptolLne pacTBOPUTESN.
Ecnn cTepuin3oBaHHbe KOMATIOHEHTbI M/1 He WCMoNb3ylTCs HenocpeacTBEHHO nocre
06paboTKN, Ha YMakoBKY HeO6XeAMMO HAHecTM WHAMKATOP CTEePUSIbHOCTM W AaTy

cTepuamnsaumnn.

BbINOMHANTE 0UMCTKY, Ae3UH(|eKunio 1 cTepunmnsanunto nocrie ka>p o npoueaypbl.
Ona aBTOkNaBHOl 006paboOTKM eAVMHUYHBbIX KOMMOHEHTOB, TaKMX KaK HOXWU-TybycChbl,
KomnaHna Nouvag AG pekomeHNyeT WCMNOMb30BaTb CTepuaM3auuio B ynakoBke Ans
npeacTBpageHnsa NOBPeHAEHUNA.
Y6enutecb, UTO CTEpPUIN3ALNOHHAA yNnaTTOBKa 3anoJsiHeHa He 6onee, yem Ha 80%
BbinosnHANTe aBTOK/IaBHYK CTepuausauyuto, Mo KparHeld Mepe, NATb MUHYT nNpwu
1asc MaM3HMasnbHOW Temnepatype 135°C.
bnwn ctepunusoBaxbie KOMMOHeHTbl LW He Mcnonb3ylTCa HenocpeAcTBEHHO nocne
ob6pabenkn, Haynakcey He0O6X04NMO HaHeCTn aaTy cTepunmnsaumnn.

KomnaHusi Nouvag AG petoMelCcyeT UCNO/b30BaTb MeanKaTopbl CTEPUIBHOCTH.

NHcTpykuma no akennyataumm gna TCM 3000 BL - Mopuennsatop
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10.1. bBnokynpasneHvs v neganb

BrnokynpasrieHVs N nefanb He BXOAAT B KOHTaKTE NalveHTOM.
O6paboTainTe BHEU/TIOKO MOBEPXHOCTb, NCNO/bL3YSs m|q306|/|cnl'bmqecm npoBepeHHoe Ae3nHCc|K|npyk]uwse

cpeacTio unm 70% pacTBOP M30MPONUIOBOro cnupTa. MNepeaHss naHenb 6/710Ka ynpaB/ieHUss repMeTuyHa

n negnexumTtT CMUCTKB.

Puck noBpexaeHus!

He uvcnonb3yiite HeHagneMBLW /B Mercabl NeAroroBku. 3ro McUer NpUBECTU K NoOBpPemMAeHuto

n3gennsa.

Mepen Tem, Kak NPoOBeAUTb AE3UH{EKLMIO UM YACTKY C NMOMOTM IO XL LKOCTel, BbHbTE Kabesb

NMNTaHNA N3 PO3ETKN.

Puck noBpeHAeHs naHenv ynpassieHuUsa mopuenndaropatem 3000 BL
. BbiTpuTe rpsisb UM Nbifib MAN<OIA TPAMKON.

*  lcnenb3yiiTe BNaXHyo TKaHb A1 BbEeBUBICA rpssu.

10.2 MeprotoBKaTpybKMTpPOaKapa

OcHOBHbE TpeboBaHUs
M36eraiiTe gINTENBHOINO OXefdaHuUs nepeg nNearotoBKOM M3-3a pUCKa BbICbIXaHUA U KOPPO3UK.
MaTManbHOe BpemMs Mexay WCMNonb3oBaHMEM W NeAroTOBKOW: cocTaBfisieT 2 4aca. Tpy6ka

Tpcakapa npegHasHadeHa ansa 500 UMKIOB CTepuansauumn.

JeMoHTax

Mepepn ne3nHdekumneli pasbepnte TpybKy Tpoakapa, Kak onucaHo B pasfjersnie ﬂ,eMOHTa)K pr6KI/I

Tpoakapa. CHUMUTe YNAOTHUTE b, BHYTPEHHIOK N/1I0MBY 1 0-06pasHoe KonbLo.

FVhhbh ouncTka

e CnonocHUTe U TUPTENBbHO OYUCTUTE BOE MOBEPXHOCTM U MPOCBETbI PAacTBOPOM AN OYUCTKA U
neaxeasraeMum UpTKkamu.

e [llomecTute Tpyb6KYy Tpoakapa B Y/NbTPa3BYKOBYHO BaHHY C MOKHEM pacTBOpOM, npu
Heob6XxcaMMOoCTN.

e TwartenbHO MNPOMOIiTE BOe KOMMOHEHTbl TPYGKM Tpoakapa MNUCTONETOM AN OYUCTKA U

LelHepann3oBaHHOW BeOoW.

MauMHHasa ounCTKa 1 A,e3nHpekums
e Pacnonomue Bce KOMMNOHEHTbI TPY6KM Tpoakapa B Mol ne3nHd ekTope.
*  lcnonb3yiiTe MenKoSsYeUCTYH KOP3VMHY AN MeNkux geTaneil, TakMx KakK YNTrKAHUTenu wu
YITOTHUTENbHbLB KO/bLA.
e 3anycTtuTe LUK/ cTar-4apTHOW ManMHHOM OYMCTKM U TEPMUYECKO Ae3nHM EeKLNN.
usc
ABTOK/IaBNpOBaHne
BbINoONHANTE cTepunnsaumio B Bakyywom aBToknase (knacc B nanm S cornacHo EN 13060) npu

135°C, no KpaiiHein Mepe, nNATb MUHYT *. He nNpeBbIMBIiTE MaKCUMaslbHYO Harpysky

NHcTpykuma no akcnayataummn gna TCM 3000 BL - Mopuennsatop
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PyyHas ouncTka

Vicnonb3yiiTe HeMTpasibHbIN OYNCTUTENL, MAICYHO UPMCY N AEMUHEPANN30BaHHYIO bgE” (< 38°C)

e O6MOIiTe 3N1eKTPOMOTOP N yAanuTe 3arpsi3HeHUs LWBTKOW O JTOBEPXHOCTU KPbILW<UK 3/1eKTPOMOTOPA,
Kabensa n myTbl an1eKTpoMmoTopa.

e Mononb3yhTenpTTkyanspaonpenaseHnA4YnCTaLLeroopescTBanoBoeli 10BEPXHOCTY UBUPAX.

e TuprreslbHO OMOJIOCHUTE 3/1IEKTPOMCTOP, KPbUKY, Kabenb M My(Ty 3/eKTpomMoTopa  Jichq,

NPOTO4YHOW BeaON.

MavMHHas 0UnCTKa U 4 e3nH(eKuns

O6opyaoBaHue; MOliKa-4e3nH(ekTop CO  cneumanbHblii  gepmaTesiem, obecneumBaryTm

ncacoefuMHeHne a/1IeKTPOMOTOpa K Molike U kaHanam. NpomMoiiTe a/IeKTPOMOTOpP, HauYnHasa ¢ nepegHen

yacTu. Micnonb3yiiTe TONbIO HeliTpabHOE MOKUpe cpeacTBo.

¢ [MomecTute anekTpomoTOop B Aepx~Tenb (ybeauTecb B MNPOXCAMMOCTU KaHa/ioB U UX
neakKAKIEHUIO K MOTike).

¢ [MomecTuTe KPpbUKY 3/IEKTPOMOTOpPA U Kabesb, a Talo o AlydhTy MOTOpa B KOP3UHY.

e YcTaHOBWUTe UWKN, o6ecrneynBalrOpil A[OCTATOYHYKD OYUYMUCTKY W NPOMbIBKY. BblinonHute
OKoHuYaTesnbHoe npolbiBaHUe AewHepasiM3oBaHHO BOOOMN.

. BbinonHNTe npomMbiBaHMe B TedeHue 10 MuH. Mam TewepaType 93°C gna obneryeHus
TEPMUYECHO AE3NHP EKLNN.

e [™an u3BnevYeHUU 3/1eKTpOMOTOpa OCMOTPUTE KPbIHKY, Kabenb u MydqTy 3/1eKTpOMOTOpa Ha
npegmeT Ha/iMymMe BOAUMbIX 3arpA3HEHU B Wenax n npopessax. Npn Heo6XcaMMoOCTU NOBTOpPUTE

LUKN WAW BbIMOTHUTE PYYHYIO o4mncn”?,

PyuHas fe3nHpekyma
ONns py4yHoii ge3nHdekunn onpbicKarWTe 3N1EKTPOMOTOP, KPbWUKY, BUJIKY U Kabenb, a Tawi MyqpTy

3M1eKTPOMOTOpa M30MNPONUMIOBbLIM [1€3UH(EKTOPOM.

Cyuka
Ecnn nporpamma cymkn He npegycMoTpeHa 415 MONKN-Ae3nNHAeKTopa, 3/IEKTPOMOTOP HEOBX04MMO

MPOCYTWTDb B CYTW/NbHOM nKady npm Temnepatype 60°C.

OCMOTp M TEXHUYECKOE 06CTyXTBaHme
e BbINOAHUTE BU3yasibHbI OCMOTP Ha npea)VieT HAIMYNS NOBPenAeHUn, KOppo3nm U N3Hoca.
. FrMmxeaHY anekTpomcTop K Hacaare A1 CMUCTKM U cMas3ku aniekTpomoTopa (Ne 1974),
onpbickuBaliTe ero ot 10 3 oekyos cnpeeMm Nou-Qean (He BXeAUT B KO LU J1EKT MOCTaBKM,
nocTtaBasieTCcs OTAe/IbHO), a 3aTeM O6bICTPO NPOTPUTE BAIAXHOW cardentoin (CM. NHCTPYKLUN
Ha b1lakoHe co cnpeem).

* [locrie OlOHYAHMS OUYNCTKN NPUBUHTUTE MY TY 3/1IEKTPOMOTOPA M Kabenb K 3/1IeKTPOMOTOpY.

MHCcTpyKuua no akecnayataumm gna TCM 3000 BL - Mopuennsatop
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Nown ILa

YnakoBKa

. MyumBucN'anbHble YNakoBKU: YNakyiiTe 3/1eKTpoOMOTOp B MUUMBUTMa/IbHYHO yNakKoBKy A5
COXpaHeHns CTePU/IbHOCTU. MNakeT A40NXeH BblTb AOCTaTOUYO0 60/1bUMM, YTOObI HE JONYCTUTb
aedopmauynm repmeTnsnpykxgro cnos. am ncnonb3oBaHNM KOHTeEMHepa ANs cTepunmsanmnm
o6paTtnuTechb K MHCTPYKUUN U3FOTOBUTENS.

¢ Konntnektbl: NMomecn/iTe 3aNeKTPOMOTOPbI Ha IOTKW, NpeAHa3HaHeHHble 418 3TOW uenu, Unm Ha

nnoroueneBbe ZIOTKN ONA ctepunmnsauynn.

Crepunmsaups

BbInonHsanTe cTepnnmnsaumnto B BakyyMHOM aBTOkKnaBe (knacc B nnm S cornacHo EN 13C60) npu
Temnepartype 135°C, no kpaiiHen mepe, NATb W HYT *.

He npeBblWwainTe MakCUMalnbHYIO Harpysky cTepunmsatopa npu o06paboTKe HeCKO/IbKUX
WHCTPYMEHTOB 3a e4uH LNKII.

Mocne aBTOkNaBupoBaHUA 6e3 BakyyMa [0JDKHa cfefoBaTb Npocylka. [lariTe anekTpoMmoTopy

BbICOXHYTb B MakeTe, Mo KpaliHeli mepe, eAnH Yac Npyu KOMHaTHO TBANepaType aTuietkoii BBEpX.

* Bpew obpaberrknTerriepan’y, :icc)orreBenrkru, T leguHbMnpw yMnamMmcT aHgapnT am, ccenacHo

KOT OpbM Makel anbHas Bblieplla cocTaBnaeT 25 MUHYT

XpaHeHune

Ecnn CTepVI}'IVIBOBaHHbe/'I 9TEKTPOMOTOP HE UcCnosiblyeTcsa cpasy >0 nocrne cTepunnnsauunn, Ha

ynakoBky Heo6xeAuMmMo HaHecTu gaTy cTepunaunsauun. PeKomMeHayeTcsi UCMO/Ib30BaHUe WHAMKATOPOB

CTEPUNTBHOCTHN.

KON

lNoprotoBka peaykropa
Penyktop npegHasHadeH ansa 250 umMknoB cTepunmsayuu.

HenoTpyxBiiTe pea™ocrop BXLAKOCTb.

JemMoHTax
Pa36epuTe peayktop, Kak onucaHo B pasgene [eMOHTaX peaykropa M mMopuennsatopa c

Tpy6Ko saiifmKM.

Py4dHasa ouncTka
. Vicnonb3yinTe HENTPa/lbHbI OYNCTUTENb, MANKYIO WPTKY U AEMUHEpPaNN30BaHHYO Beay.
. CnonocHute w”n TWPTE/NIbHO O4YNUCTUTE BCe TMNOBEPXHOCTU WU LWpan Hel7|TpaJ'IbeIM
oyncTnuTenem.

. Cno/sIoOCHUTE U 04YnUCTUTE Hel7|Tpa]1beIM oyncTuTenem BcCe NpPocCBeThI.

NHcTpykuma no skcnnyatauum gna TCM 3000 BL - Mopuennatop

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

["XeepbTe HanpsaMeHue Ha cnoTe.

o U AW N e

Bknrounte BUMKY.

On<poiiTe cNOT nNpegoxpaHnTeneit ¢ rXaMmcLy,ato oD
3aMeHNTe HeMcnpaBHbI NnpeapxpaHntens T1 AL 250 B.

3aA3nHbTe AepMsaTe b NpeapXpaHMTens 1 3akpoiiTe crioT.

P*uc. 17. NMaepoxpaHUTenn U nx 3amMmeHa.

O603HaYeHNs1 Ha PUCYHKe:

Bnokupartop cnora npegoxpaHuTenei
OwDiiKO HacTpoeK Hanpsa>TeHusi
CnoT npeapxpaHutenei

MaenoxpaHuTens 1

A

MaegpxpaHuntens 2

11.3. C60m1 1 Hernonaaku

Tabnuua 8.
HeTxanaaka MpnunHa
n3pnenve He BbKrkHeHa naHesnb

PYHKUMOHUPYET  ynpaBneHus

OTCYTCTBYET rOACITCHEHME K
nUTaHnIo

HeHagnexwpe Hanps>k - e

HeuncnpaBHbii
npeoxpaHuTesnb

YcTpaHeHue

MocTaBbTe NepekntoyaTesb
«l/O» B nosilomeHune «I»

K3oknouvTe naHesnb
ynpaBneHnAa K ceTn

MpoBepbTe Hanpsmoune

3ameHunTe NpegpxpaHnTenb

WHcTpykumsa no akcnnyatauuu anga TCM 3000 BL - Mopuennsatop

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

CM. MHCTPYKLMIO NO
aKcnyaraumm
Paspen «Cb6opka
KOMMeKTa
MopcpanaTopa c Tpyokon
3aTgetyon (onumsa 1)»
Paspen «C6opka
KOMIM/iekTa
MopLeasisiropa c Tpyokoi
Tpoakapa (onumsa 2)»
Paspen «C6opka
KOMMeKTa
MopLennsaropa c Tpyokom
3aWmTHOM (onums 1)»
Paspen «C6opka
KoLl neKTa
MopLennsiropa c Tpyokon
Tpoakapa (onums 2)»
Pasgen «[McaertoyeHue K
WCTOYHWNKY NUTaHUS»
Paspen «3ameHa
npegpxpaHuTeneii Ha

56
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naHenn ynpaBneHua»

ONEeKTpOMOTOp He ONEeKTPOMOTOP He BKIKYeH BroTcunTte anekrpomoTop Pa3gen «Wcnonb3oBaHue
pa6oraet nocpeacTBOM HaknalKm naHenu ynpasaeHns»
ONeKTPoOMOTOpP He NCLW KFKYeH McaokrkHnTe Kabenb Paspnen «C6opka
afiekTpomoTopa K 610Ky KOLW NeKTa
ynpaBfieHuns MopuennaTopa oTpy6Koi

3aWTTTHOM (01141ﬂ l)»
Paspen «C6opka
KOMMeKTa
Mopuennsitopa c Tpy6koii

Tpoakapa (onuusa 2)»

Pepyktop n(Q4|<rkHeH >17cn<o npunoyuwe Paspnen «C6opka
Henpasu/IbHO 3/1eKTPOMOTOP K pecyKTtopy, KOW nekTa
nokKa OH He BCTaHeT Ha MecTo, U mMopepnnsaTopa c Tpy6 koii
nposepbTe KpenseHue, 3acwTTyoii (onunsa 1)»
nogBuraB eros Pa3spgen «C6opka
rpOTV1BOriCinO>M-IC)M KowWw neKkTa
HanpaB/eHUN. MopuennsaTopa c Tpy6koii

Tpoakapa (onuusa 2)»
Nepanb He Mepanb He NcAKNOHeHa BkntouynTte kabenb neganu B Paspen «C6opka
hyHKUMOHUPYET pasbem KoMnnekTa

Mopuennstopa c Tpy6koii

3alW NTHOW (OI'Il4VIF|l)»

Pa3pen «C6opka

KOowW NneKkTa

MopLuennsitopa c Tpy6kow

Tpoakapa (onuunsa 2)»

12 HdpopiviaLya Mo TeXHKIKe 6e30MacHOCTU

Balla 6esonacblocts, 6e3onacHexnb Baieli lOMaHLbl U, YOHEHHO, Baunx nauuMeHTe®© oyeHb BaXHa A/S

Hac. MoaToMy Heob6xcanumoyuyltTbBath cneayku”™ o MHOpPMaLUIO:
121 [eknapaums (XxnBeTcTBUS npousso|gutens EMC

O3HaKoOMbTeCb C WHCpMauuneit 06 aeKTpoMaTUW O COBMECWMOCTU, NpefoCTaB/ieHHOl BMecTe C

OaHHOW MHCTPYKUMel no akcnnyataumm (cm. MaunarteHue 4).
122 Mogudmkaumm n HeHagiexatlee Ucrnosib3oBaHne

3amMeHa cocTaBHbIX YacTell Ha CTOPOHHUE naun mcpu(pukaunm mopuennatopa TOM 3000
BL w ero npuHagnemTnel 3anpewieHbl. W3rorroButenb He HeCeT HUKaKoM
A OTBETCTBEHHOE™ 3a noBpeafeHunsi, BO3HUKMNME B pe3yNbTaTe HeCaHKUMOHUPOBaHHbIX
Megue nkaumnii MAN  MaHUNynsaunii. FapaHTuA B TakuMx cay4daax aBnseTcsA
Hepf|ercTBUTENBHON.
Mcnonb3oBaHne MW «Mopuennatop TCM 3000 BL gns xupypnTyeckmx onepayuin c
npUHagNen«xnamMmu» B LUeAAX OT/IMYHbIX OT MOoKasaHWi, OnNuUcaHHbIX B MNYHKTe
HASHAUEHC, 3anpetyeHo. [Monb3oBaTtenb nnn onepartop HeceT NOJIHYIO

CTBETCTBEHHOCTb 3a TaKoe ncnoJjib3oBaHue.

NHcTpykuma no skcnnyatauum gna TCM 3000 BL - MopuennaTtop
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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15. YNAKOBKA 1 MAPKYPOBKA

Tabrmua 9. MosicCHEHMA K CMIBOS 1AM

BaxHasa nHgopmaumsa /"BpoknaBHas obpabcertka npu makc. 135° C

.ﬂl MpepynpeageHune / | \ McaxcanT Ans TepMUYecKon aesnHgekumn
MpounssounTHNb IPX8 3awmTa o' cruxwHoro norpy>kHus.
Cnoco6 3awnTbl G‘I'nopa>bH|/|;| 3anunTs knacca ll

3N1eKTpUYeckum Tw 3m ™ na BF

CeprvKjDHLiHpoeaHo KaHapp<oti ON1eKTpUYeCKNe N 3/1IeEKTPOHHbE U3[enus, y
accouunaumeil crauLapToB KOTOPbIX BbIl EN CPOK /134HOCTM, cofepxaTt
(CsM). onacHbe OoTXoAbl U HE A0XKHbI

yTUAM3NpOBaTbLCA BMeCTe C
6bITOBbIYM OTXOAaMMU.

Heo6Xx0AMMO BbNOMHATH
000TBETCTBYKXbYIO yTy|nn3auunio Ha mecTe.

3Hak CE n opraHa cepTydukaunm REF cunyson HOMepa 3aka3sa
1 111HBKIY MpepbLBUCTBIA pexum akcnayatauuu, 1 s CunNe o, yKasbBak W Tl cepuliHblii Homep
1 K/nHBBKN MUH BKJ/1./1 MWUH BbKN.». N0 8 LUKIOB N ] npaaTty nsnxeneHuns (rodomecsy).
O6patuTech K UHCTPYKLMK NO W MoTop
akcnayaraymm
9] y 4
Mepans Buonornyeckas onacHocTb
61
iT53WAO*S

'AulsLG..e<ikn«M23?&
mLlILcH-54croomxn

Type: Tem 3000 BL Morcefletor -

TTWTA? SK u -

) 60«!H* 110VA
. iltskEiCVAC

Punc 18. Tabnuuka Ha 3agHei naHenn annaparta

NHcTpykumsa no akennyatauum gna TCM 3000 BL - MopuennsaTtop
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Ykasartenu:

NOU~AAGAG
St. Gallerstrasse 23-25
CH-9403 Goldsch

Ha3sBaHue v agpec nponsscamTens

Type: TEM3000 BL Morcellator

HasBaHue M /I

YKazaHue o0 HE06X0AMMOCTM NPOYECTb MHCTPYKLMIO NO 3KCNayaTaunm

YKasaHune o cTpaHe npousBoacTBa: Hbenuyapus

REF 3281 o2

Ped-Homep 1V14

B bl 4859U1504R

CepuiiHbm Homep IVH

YKasaTesib Ha/iMunsa onacHbIX OTXOA0B M 3arnpeTte UX yTuamsayuun BMecTe C ObITOBbIMU
oTXoagmu

UYL g e

Power ~|100V-/11SV-/230V- 50-60H2 110VA

YkazaTesnb notpebnsiemoi
MOLLHOCTH

Fuse : T1AL250VAC

Mcnonb3yembe npegoxpaHutenm
YkasaTenb knacca 3awTThbl |

MHcTpykuma no akcnnyatauun ana TCM 3000 BL - Mopuennsatop

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



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



P*uc. 21. NuumnBucNanbHas ynakceka o6TypaTtopa

Puc. 22. MHwWmMBLLYyabHas ynakoBKa Tpy6KM 3aliMTHOM

64

rvol/MC na
St Gatefstfasse2$-2& 'Irlrl ﬁ

CH-9403 Goidach

Typ : Schulzrohr 15 mm
Protection sleeve 15 mm

Type :
Qty.: 1
it-OT\ 1936C1602R )
_________ N Stainless steel
A CX1

Punc.23. MapkupoBka nuu”BuLyanibHON yNnakoBKN.

MHcTpyKuma no akenayataumn gnga TCM 3000 BL - Mopuennsatop
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NOUVAG AO -
St Galterstraste 23-25
CH-9403 Goldafeh
Ha3BaHue n aapec npomn3scaurensa
cwies
MAOf

YKaszaHue o cTpaHe NPou3BCACTBa U.éeiilapus

Typ: Schuizrohr 15 TT

Type : Protection sleeve 15 mm
HasBaHue 1\M Tpy6ka 3aouTHas gnameTp 15 mm

REF 5138nou
Ped-Homep 1V

@c 0 jil-t1S36<CieO2R 4A';
N * v Homep nota W

Cﬁam 3Hak CE v opraHa oepTundxaumm

HecTtepunbHo

135X

ABTOK/1aBHasa ob6paboTka Tpm makc. 135° C

Mcaxcaatr 4ns TepMUYecKoin ge3nHMp ekunm

ABymepHbi wTpux-kog (QR-Kqq|

I Qty.:l
L,

KonnuecTio M | BynakoBke: 1 wr.

Stairtfess steel |

MaTepuan, n3 knoporo nsrotossneHo M |I; Hepx~Bewwwas cTanb

NHcTpykuma no akecnayataumm gna TCM 3000 BL - Mopuennsatop
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FVc. 24. MapkupoBKa MHCTPYMEHTOB A/19 MeAULVUHCKOIo n3aenus.

MapkMpoBKa HaHeceHa HenocpeaprseHHO Ha Hepabouyk JI0BEPXHOCTb M/l 31eKTPO3PPO3UOHHBLIM
cnoco6bom. MapkupoBka ocaepxur cnge~tollyto nHpopmanmio;

-MHopmauntoonpousscautene: NOUVAGAG

- Pedp-Homep M/I: 5193

- Martepuan, U3 Kotoporo marotosneHo IVH: Germany Stainless (Hep>kaBeloun.as cTa/ib, Npon3BefeaHas B
FepmaHun)

- 3HaK HanT™na ceptndgukata CE

3. PMpMeHHasi KAPTOHHaA KOPObKa MMEET MaPKMPOBKY CO CNeayHLWMMN YKa3aHHbIMN JaHHbIMMU:
TpaHcnopTHaa ynakoBka (puc. 17) o6ecneumBaeT 3awTTy IVM OT MexaHUYECKUX BO3A3CTBUNA,
BO3HUKATCXATX MNpPW TpaHCNopTUpoBKe. L B TpaHCNoOpTHOW Tape o6sanneT BUGPONPOYHOCTHLIO U

ypaponpoyHocTblo. OHa npegeTaBnsieT co6oil KapToHHYO lopo6l pasmepom 395x395x245 mm (LLkfxB),
Ha KOTOPYIO HaHeceHa MapkMpoBKa N MHPOpPMaLMOHHbB 6/10KKn (puc. 25,26,27,28).

FVc. 25. TpaHcnopTHasa ynakoska

MNHcTpykuma no skenayatauum ana TCM 3000 BL - MopuennsaTtop

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Pnc.26. 14 pln0l4ldaHHaTpaHcTlopToyn™

Puc. 27. Mapk1MpoBKa HHaTpaHcnopTToiiynalO B”

YkasaTtenu:

NOUVAG AG
St Galterstt-asst 23>25
J CH”9403 GcAlach
HasBaHue 1 agpec NpousBCcLUTENS

WNHcTpykuma no skcnnyatauum gna TCM 3000 BL - Mopuennartop
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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KU*NT,

Type : Tem 3000 8L Morcellator

HazeaHue IVI/I

REF 3281
Ped-Homep

.......... CepuiiHblii HOMep

100V-/116V~«30V- SO-60Hr 1I0VA YkasaTenb notpebnsaemMon mowHoe™

Fuse T1AL250VAC
Mcnonb3yennse npeaoxpaHuTenu

CE .

KaHagpkoii accoumnauunein ctatgapros (CSA)»

Ykazatenb Hannuusa cepnHdpumkata CE n Ykazatenb «CepTydTyunpoBaHo

ABymMepHbI wTpux-koa (QR-t03a)

|
YKasaTeslb HaM4uga ONacHbliX OTXeAOB M 3anpeTe UX yTunmsaumm BMeCTe C 6bITOBbIMU
OTxqgaivM
rn
Yka3aTtenb 3awnTbl Knacca ll
o «miit

[

YKasaTeslb CTpaHbl MPoOU3BCLPTBA

NHcTpykuma no akenayataummn gna TCM 3000 BL - Mopuennsatop
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Adobe Acrobat NeAler. It Jomeatotanbfitkt dkponibleartifiUavio imj<ate vtdto*4tavt#ijr» @ bliirxa.

Para«ie product» no 23unMnai ite tmtrortiwm gap«o. L €e «« en»ona.e
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pn”~ama Attobe toobat Seader. Il nknu»tde mmatmn «mppw te poen aaP/IMr« » ta po«»la
» b pdgnaAeiive te wh<aenb pr<ad«ardtint<ix«ai

Puc. 28. MH("opivBLikiC)HHbiii 610Kk Ha TpaHCMOPTHOM yNak BKB.

NHdopMaUnoHHbM 610K Ha TpaHCNOPTHO YNakoBKe BKNKHAET B ce6s cne;EN?olle cBeeHus:
1. ®dupmeHHbTinac™ n c ykazaHMeM afjeca U KOHTAKTHbK HOMepOB TeNedOHOB NPOU3BCPTTTESIS.

2. YBeapmneHue cne\cragero ccaepxaHua: «HUKakmx MHCTPYKUUi no aroTnyaraumm B 6GymaxHOM
thbopme He npunaraeTca K gaHHOMY npoc”Toy. WHCTpykKuuu no akcnnyatauun B oopmate PDF
npunaraetca Ha CO-ANO«, BXCAew3M B KOMMNAEKT NOCTaBkU. [1N1A YUTEHUA UMW pacnedyaTkm 3Tux
MHCTPYKUMI Heobxcaenna! guckoBopg un nporpammHoe obecnedveHne Adobe Aa'obat Reader. Ansa
3aKkasa pgaHHoro pykokcaetBa B neyaTHo (opMe Heo6xoAMMO 06paTTTTbCs MO  agpecy,
yKaszaHHOMY Ha Tabnnuke, UM NOCeTyTTb Haw caiT (vwwv.nouvag.com). b N1 Bbl NnpuwneTe Homep
nagelnua (31946 EN) c s3blkaBbiM KegoM M nomeTkol «lMeyaTHasi KONUsi», Mbl BblWIEM Bam

neyaTtHoe pyKoBeAoTBO 6ecniaTHo».

Ha TpaHCNopTHYI KOPO6KY HaHeCEHbl MaHUMYSULNOHHBLB 3HAKMW.

WNHcTpyKuma no akcnayataummn gna TCM 3000 BL - Mopuennsatop
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AN3IqW B3N

Puc. 29. MaHUNyNSAMUOHHBLB 3HAaKN Ha TPAHCMOPTHOW ynakoBKe.

Tabnuma 10. MaHNNYNALUMOHHBLB 3HaKM Ha ynar BKe.

70

Bepeyb OT Baru uh

ToBap He 4OTMOH HaxXCAUTBLCA PALPM C NCTOYHUKAM BAarn Uam Bo BJ1aXKHOM

nomMeapHun

OCTOpPOXHO XpYrKoe.
Xpynkuii Tpy3. Heob6XxcamMmo ocTopoXHOe obpallBHUE C TPY30M. laHOOTTOSA Ha ynNnakoBKY

crpys3am, COCTOAHMNE KOTOPbIX MOMETI UCMOPTUTLCA MNP COTPACEHNN NN yaapax.

Ycnosua TpaHCnopTUpOBKY
3HaK NpuMeHsieTcsa 415 NPaBU/IbHOIO yKkasaHnsa TpeboBaHU K yC/I0BUAM
OKpyXx/toLW,3ii cpeab! (BlaMHOCTb M aTMocd epHOe gaBieHne) Npu TpaHCNOPTUPOBaHUN

MeaNLUWNHCKOIo nagennsa

WHcTpykuma no skcnayataumm ana TCM 3000 BL - Mopuennsatop
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YCnoBusi TPAHCMOPTUPOBKM
3HaK NpuUMeHsieTcs A1 NPaBUbLHOIO yKa3aHusi Tpe6oBaHuii K yCloBUsIM

oKpyXatoupii cpeab! (TemnepaTypa) Npy TPAHCNOPTUPOBAHUM MEANLMHCKOTO U3aenus

L LU

BHYTpM TpaHCNOPTHOM KOPO6KM M 1 yrwaBaHo cne;£/ku,lv o6pasom:

Puc.30. TpaHcnopTHasi yNnakoBKa, BLL, U3HYTPU.

Annapat ynakoBblBaeTcs B ATUTK U3 nonnanruwa paamepom 370x220x130 ram (MxLW (B), npuHagnexHocTun
yKnagbBak/CA B KapTOHHYK KOpOO6GKy pasmepom 375x155x130 mm (FxWMkB). B ynakoBCYHYH O pPOGKY
BKknagbBaeTcsi CD-AUCK C MHCTPYKUMEA W rapaHTUHbIA TanoH, U ob6e Kopobku yknagbBawTca B

TpaHCMOPTHYIO yNato BKY.

16. ycnoBusa TPAHCROPTVPOBWI UXPABCHUA.

Oco6bix Tpe6oBaHUii K yCNOBUSIM XPaHEHUSI HET. XpPaHUTb M3aenivMe MOXHO NpW YC/IOBUSIX, NOKa3aHHbIX
Huxe. M3a3snve B ynal BKe U3roToBUTENS CMNe ;£ XpaHUTb Ha cknaap. M3genve Heo6xcAMMO pa3sMenpTb

Ha cTennax«. Cnpt~eT nsberaTb pasmeopHUa Ha N3AENN KAKOro-nn60 MHOTo 060pya0BaHMA MW FPY30B.

Oco6bix Tpe6oBaHUii K yC/IOBUMAM TPAHCMOPTUPOBKM TakK >0 HeT. M3aenmne He TpebyeTca AEMOHTMPOBATb
0N TPAHCNOPTUPOBKU. TpaHCNOPTMPOBKA MONET OCYUPCTBAATLCA BCEMU BUAAMM KPbITbIX TPAHCMNOPTHbIX
CpeACcTB WM B YHUBEPCaslbHbIX lOTTeliHepax B COOTBETCTBUM C MNpaBu/iamMu MepeBO3KN [pPy30B,
OelCTBYIOWMMY HA TPAHCMOPTe KOHKPETHOTO BUAaZ MPY YC/IOBUSAX OKPYXPHOLLEN cpedbl, YKa3aHHbIX HUXE.
PaccTaHOBKa W KpensieHWe Tapbl [O/HKHO o6GecrneunmBaTb €€ YCTOWUYMBOE MNOJIOXPHUE, WCKIKHAs

BO3MOXHOCTb CMEVWPHUS TPAHCNOPTHOM Tapbl U yAapoB APYT O Apyra.

NHcTpykuma no akenayataumm gna TCM 3000 BL - Mopuennatop
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TpaHCNOpPTUPOBKA U XpaHeHue:

OTHOCUTENbHAasA BNAXHOCTb: Makc. 90 %
Temnepartypa: OT10° C po 60°
ATMOC(epHOe gaBrieHmne: OT 700 rMapo 1060 rMfa

17. CPOK CNyXbbl.

CpOK roiHOCTV MeAMLMHCKOIo usaenus coctasnsieT 5 net. CpegHWUin cpok cnyx6bl cocTaBnsieT 7 neT oT
AaTbl Npou3BOACTBa MNpWM YC/IOBMM 3KCNjayaTauuym B COOTBETCTBUU C pykoBoAcTBom. [locne
OKOHUYaHUSA CpoKa CNYX6bl AaHHOe MeAULMHCKOe M3aernve Heo6XoANUMO YTUNM3MpoBaTb. Mocse ncTedeHus
pecypca aKcnnyatauuuM AaHHoe MeAWLUWHCKoe u3fenve Heo6XoAMMOo  YTU/IM3UPOBATb  COr1acHO
HauMoHaNbHbIM TPe6oBaHUSAM CTPaHbI-MMNOPTEPA, a TaKXe pekoMeHAauusiMm npov3BoanUTens.

18. YTUNN3ALUUNA

YTnnusayma n yHUUTOXEHME OCYLLeCTBMSEeTCHA B COOTBETCTBMM C Knaccudukauuein, npaBunamm cbopa,
NCNOSIb30BaHNsA, 06e3BpeXuBaHUA, pasMelleHUs, XpaHeHWs, TPaHCNOPTUPOBKW, yyeTa U yTuausauuu,
YCTaHOB/IEHHbIX  YMNO/IHOMOYEHHbIM OpraHoM BfiacTM CcTpaHbl-umnopTepa( Knacc B onacHocTtu
MeaANUMHCKMX 0Txo[0B no CanluH 2.1.7.2790-10 cornacHo knaccudgukaumn P®).

ANeKTpUYEeCcKne 1 3MIEKTPOHHbIe W3AeNNS C MUCTEKWMM CPOKOM CNyX6bl COAepXaT onacHble
aN1eMeHTbl, W WX HeNb3s YTUIU3NUPOBaTb BMecTe C 6bITOBbIMM oOTxogamu. Cob6ntopaiTe
nelicTeylouime eanHble U MECTHble MpaBu/ia yTUansauum.

Mpu yTunusauum wusnenusl, ero 4vacTteii U akceccyapoB Heo6xoAuMmo co60aaTh npaBuna,
npeanucaHHble 3aKOHOM.

Lna o6ecneueHns oxpaHbl OKpyXawlleii cpedbl cTapble U3Aenvsi MOryT OGblTb BO3BpallleHbl
Annepy Nav Npov3BoAUTENIO

3NeKTPOMOTOPbl C WCTEKWMWM CPOKOM CNYyX6bl Hefb3si YTUNM3MpPOBaTb BMecTe C 6bITOBbIMM
oTXoAamu. /1IeKTPOMOTOpPbl HEO6XOAMMO MpoCcTepuaIn3oBaTtb nepen ytununsauueii. Cobnopaite
AelicTeylouime earHble U MECTHbIe NpaBu/ia yTUAM3auumn ans an1eKTPoHHbIX 0TX040B.

Ecnun nepep yTunusauueii He BbINOJMHSAETCS CTepuninsauns, cobnoaalite geiicTeyoline eanHble
N MeCTHble npaBuia yTunmsauum ans NHQEeKUMOHHbIX 0TX0A0B.

19. rapaHTuiiHble o6a3aTenbcTBaA

MpousBoanTens «Hoysar Al» / Nouvag AG obecneunBaeT rapaHTuiiHble 06513aTeNlbCTBa Ha MeAULMHCKOe
n3genuve. Agpec npoussoautens: St.Gallerstrasse, 23-25, CH 9403 Goldach, Switzerland. MapaHTUiHbIN
CPOK 3aKkcnyaTtauum cocTaBnsieT 1 rog ¢ MOMeHTa npogaxu. Pernctpauuns rapaHTURHOTO TasloHa B TeHeHUe
yeTbIpex HeAeslb C MOMEHTa MOKYMNKM NpojasieBaeT AelicTBMe rapaHTum euie Ha 6 mecsueB HenpaBuibHoe
UCNo/sb30BaHWe U3[EeNUs WINW  PEMOHT, a Takke Heco6/l0AeHNe WHCTPYKUMA No  3KcnayaTauuu,
ocBo6oOXaaeT npou3BoauTenss OT J/0ObIX 0653aTeNIbCTB, BbITEKAOLWNX W3 MOJSIOKEHU rapaHTumM, wnm
LpPYrMX NpeTeH3nii.

Apgpec agnsa npuema peknamayuii n no BCeEM Bonpocam ob6pauweHus [aHHOTo0 MegULUUHCKOro
n3pennsa:
Poccuiickon ®epgepaynn: OO0 «MeaTexKomnnekT», Poccusa, 125252, MockBa, yn. KyycuHeHa, 4.19 «A»,

0¢p.118, ten./dpakc +7 (499) 198-81-09, E-mail: medkomplekt@ bk.ru

faTta: 01.12.2016
Mopgnucek/ Ne3ek KazaHa / PermoHanbHbIli MeHeaXep nNo npogaxam
MeuaTb kKOMNaHuu: «HoyBar AIr» / Nouvag AG, 9403 Goldach/9403 FTonbpax, Switzerland / W Beiliyapus,

Www.nouvag.com
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NHcTpykuma no akcnnyatauum gna TCM 3000 BL - Mopuelutatop
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6.3. YCTOMUYNBOCTb K nm3nyvyaemMmblM 3/1EKTPOMAarHMTHbIM NMonAaAM
t
6.3.1. CraHpapThbl
EN 60601-1-2/07.2007 IEC 61000-4-3
6.3.2. McnbiTatenbHas yctaHoBKa ¥ paboume yCnoBus BO BpeMS M3MepPeHUI

MO 6blN0 pa3Melw,eHO Ha AepeBAHHOM BpalwatmuwemMmcsa cTose Tak, 4TO6bl OHO 6bIJI0O PacnoO/IOXEeHO
Ha paccTosHuu 0,8 M OT Nona KamMepbl U HAa paccToAHWM 3 M nNepep aHTEHHOW.

MO 6blN0 NOABEPXEHO U3NIYUYEHUIO C NepeaHeli, npaBoi, neBoii N 3agHell CTOPOH.

[Avana3oH YacToT 6bl1 NpoNyuUw eH O4MH pa3 B KaXAol nonsipusaynu.

HanpsaxeHune Ha Bxopge (Uin): 230 B lNepemeHHoOro tokal/50 Iy
6.3.3. OnucaHve ncnbiTaHnS
OcHoBononarawWwmini ctaHgapT IEC 61000-4-3
Avana3oH yacToT 80-2500 MIy,
Pasmep wara 1 % oT npegblayLlero wara
Mopaynaunsa AM 80%, 1 KI'y, cUHYC
HanpsieHHOCTb nons 3 B/m
Monsapusauyns FopusoHTanbHaa 1 BepTUKasibHas
Kputepuii kayecTBa paboThbl Cwm. Pa3pen 5/5.1
Bpemsa nokos 2 Cc ANna Kaxporo wara
6.3.4. Pe3ynbTar UCnbITaHWM

Peakuynsa obbekTa MCNblTaHW: HENPUEMIEMOTO CHUXEHNA 3P PEKTUBHOCTMU UAU NOTEPU AAaHHbIX He

Habnw ganock.

Bo BpeMs M nocne BAUAHUA NOMex, 06bekT McnbliTaHU’ BbINOJMTHAN CBOO 06blYHYIO DYHKUWIO

LOMXHBIM Oo6pa3om.

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



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



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



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



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



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



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



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



5 .

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



Frreredecy

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



(VSR IS TEL L/ TX e ML, 4

wed

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



el SR eaueieny N

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

.l e



MErapl-wts

Femort

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



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



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

MMs

v



vt B

VoA

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



Ne otyeTta: PLE130919
CtpaHuua 29 n3 34

doTO AOKYyMeHTauus

iy

PucyHoK 1: cnblTaTenbHasa ycTaHoBKa «[IpoBOoAMMbIEe HENMPepbIBHbIE MOMEXN Ha BXO4e B CeTb

anneKTponuUuTaHma»

PrncyHOK 2: MicnbliTaTenbHass ycTaHOBKa «/3nyyaeMble 3/1eKTPOMArHUTHbIE NONA U YCTOWUYNBOCTb K

n3nyvyaeMmblM 3/1EKTPOMATHUTHbIM NO/TAM»
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PucyHok 11: VMicnbiTaTeNbHasa yCTaHOBKA «YCTOWUYMBOCTb K MarHUTHbIM HY nonsm»

Nata: 01.12.2016
/Mopgnunce/
Ne3ek KazaHa /| PermoHanbHblA MeHeAXep NOo npojaxam

MeuyaTb kKoMnaHuu: «HoyBar AT» / Nouvag AG, 9403 Goldach/9403 lonbpax, Switzerland / WBeluapus,

www.nouvag.com
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dponosa MapnHa MuxainosHa

LlecTHaguaToro Aekabpsa fABe ThbiCAYM LIECTHAALATOro roja.
a MapTbiHoBa HaTanmsa AHZpeeBHa, BPEMEHHO UCnonHALWaa 0643aHHOCT Y HOTapuyca
ropoga Mocksbl, AkumoBa IMneba bopucosnya, CBUAETENLCTBYIO NOAIMHHOCTb NOANUCH,

cfienaHHoi nepesogunkom ®ponosoit MapuHoii MuxaiinoBHO B MOeM NpUCY TCTBUN.
JINYHOCTb ee ycTaHOB/eHa.

3aperncTpupoBaHo BpeecTpe 3a Ne

B3bickaHo no Tapudy: 300py6., B TOM uncne n.T.p. 200p. <

BpeMeHHO ncnonHswwas 06s3aHHOCT Y HOTapuyca:

MpowwHypoBaHo, NnpoHLL ho L u " chen™HgpneyaTvto  “nucT(-a,-0B).

BpeMeHHO McnonHswwas 0653aHHOCT W HOTapuyca:
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