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General

INTRODUCTION

Nowadays newly developed medical products (MP) make hysterectomy possible by a laparoscopic
intervention. The advantage for the patient of the laparoscopic method is less pain and a much faster
recovery. Patients appreciate much the minimal invasive character of this operation because it leaves
almost no scars on the patient’s skin, reduces the healing of the wounds and safes money and time for all
involved parties. A morcellator being a special device for morcellation and further extraction of mass organs
and tissues directly in the body cavity without additional incision of tissues to remove the organ is used for
such procedures. In order to satisfy with requirements for each particular procedure Nouvag AG offers

instruments intended for use with TCM 3000 BL Morcelaltor for Surgical Procedures.

1. PURPOSE
Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures are used for morcellation and

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

gynecology..

2. INDICATIONS.

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures are used used for surgical
laparoscopic intervention during general surgical and gynecological procedures for morcellation and
extraction of tissues in the following cases:

* myoma of the uterus;

« fiboroma of the uterus;

« uterus neoplasms requiring partial hysterectomy;

* benign ovarian neoplasms.

3. CONTRAINDICATIONS

Relative or absolute contraindications may result from the general medical findings or in special
cases in which the patient’s risk for motor-driven tools is significantly increased. Ovaries, fallopian

tubes, myomata and other structures must be devascularized and dissected before morcellation.
The laparoscopic deployment of morcellators is contraindicated at:

* Treatment of malignant tumors

» Treatment of vascularized tissue
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Preparation of tissue
In gynecologic surgery in which tissue to be morcellated is known or suspected to contain
malignacy
For removal of uterine tissue containing fibroids in patients who are...
* Pre or postmenopausal, or
 Candidates for the bloc tissue removal, for example through the vagina or via a mini-

laparotomy incision

4. WARNINGS AND PRECAUTIONS

. Inadvertent morcellation in the peritoneal cavity can result in severe damage of organs and/or
abdominal wall

e The sharp edges of the MP bear a risk of tissue damage.
» During the procedure, tissue can spread in the peritoneal cavity.
e The mocellator produces heat when continuously used for a longer period.

e Itis not allowed to perform a morcellation without protective tube or trocal cannula.

5. SIDE EFFECTS

Tissue morcellation with electric-powered surgical cutting MP is a well-established procedure. There
have never been reported any unacceptable side effects provided the MP is properly used as intended.

Acceptable side effects include sensation of pain and anesthesia reactions.

6.  OPERATION CONDITIONS

To ensure proper operation of the Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures

one must meet the following conditions:

Ambient Conditions:

Operation:
Relative humidity: 30% - 80%.
Temperature: 10°C-30°C
Atmospheric pressure: 800 hPa- 1060 hPa
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Before use read this manual and the
manuals for all other equipment used in the
procedure thoroughly.

For protection of the patient, the user and
third parties the products used must be
prepared as specified in the manual.

The use of third-party products is the
responsibility of the operator. Functionality
and patient safety cannot be guaranteed
with third-party accessories.

The MP must be protected against direct
sunrays, heat supplied by centrally batteries,
excessive dust, vibration and mechanical
shocks.

Uterine tissue may contain unsuspected
cancer. The use of laparoscopic power
morcellators during fibroid surgery may
spread cancer, and decrease the long-term
survival of patients. This information should
be shared with patients when considering
surgery with the use of these MPs.

The MP is not sterile on delivery. All
sterilizable parts must be sterilized before
use (see Section Instrument Preparation).

Operate the MP only outside the danger
zone of explosive, flammable mixtures or
gases.

Disregarding the guidelines on intermittent
operation (1 min on, 1 min off for 8 cycles)
may cause burns at contact with the gear
unit.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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The products described in this manual must
be used by trained and qualified medical
personnel only in accordance with the
requirements and with reference to the
manual.

Improper use or repair of the MP, or failure
to observe these instructions, will relieve us
from any obligation arising from warranty
provisions or other claims.

Prior to using the MP, before startup, and
before operation, the user must always
ensure that the Instrumentsare in good
working order and are clean, sterile and
operational.

The MP is re-usable. This MP is not
reparable.

Instrumentsto the TCM 3000 BL Morcellator
for Surgical Procedures should be operated
under constant surveillance of qualified
medical professionals.

Never operate the clamping mechanisms of
the cutting tubes while the system is
running. This could result in instrument
damage.

Keep hands clear of the cutting tubes when
operating the MP. Danger of serious injury.

Before starting use and operation of the MP
obligatory read the Instructions for Use for
the medical device TCM 3000 BL
Morcellator for Surgical Procedures with
Accessories.

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual



Modification and misuse

Replacement of MP parts with external ones or modification of Instrumentsfor to the TCM
3000 BL - Morcellator for Surgical Procedures is prohibited. The manufacturer is not liable
for any damages resulting from unauthorized modifications or manipulations. The warranty
will be cancelled.

IDI Use of the Instrumentsfor to the TCM 3000 BL - Morcellator for Surgical Procedures
outside the indications described in Section PURPOSE is prohibited. The user or operator
is solely responsible for any adverse consequences resulting from such use.

Requirements to the operator:

Education;

- a university-educated physician

Health:

- good physical and psychophysical condition
Language proficiency:

- English or
- the language of the Operation Manual.

Medical application:

Instrumentsfor to the TCM 3000 BL - Morcellator for Surgical Procedures are designed solely for use in
special conditions of surgical emergency units in medical facilities by medically qualified persons. The MP
is stable during operation at the temperature of 10°C to 30°C and relative humidity of 30% to 80%. The MP
is resistant to corrosion during operation, transportation and storage. The MP is resistant to biological
liquids and body tissues it comes in contact with during operation. The MP is resistant to pre-sterilization
cleaning, disinfection and sterilization. The operator must wear medical gloves and a surgical mask
while using this medical product.
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7. General information about composition of the TCM 3000 BL Morcellator for
Surgical Procedures with Appliances

—)_ 1
-
3

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

Fig. 1 shows general view of the TCM 3000 BL - Morcellator for Surgical Procedures with
Accessories, for which this MP Instrumentsfor for the TCM 3000 BL - Morcellator for Surgical Procedures
are intended. It consists of a compact TCM 3000 BL - Morcellator control unit (1) with a simple and intuitive
panel to control the speed of the attached instruments, a foot switch with precise speed control (3), a gear
unit (4), an ergonomic handle, attached to the gear unit (5) and an E-Motor 21 electric motor (6).

Fig. 2 shows how to assemble the TCM 3000 BL - Morcellator for Surgical Procedures before
starting its use.
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Control unit
a a a -

Motor plug

Foot switch plug

To foot switch

To motor

Fig. 2. How one can assemble the Morcellator.

8. Information about MP

To suit the needs of every procedure the model range of the Instruments for the TCM 3000 BL - Morcellator
for Surgical Procedures consist of instruments with three different diameters. They are available in 012,
015 and 020 mm versions. By carefully composed and aligned instruments the system as a whole delivers
excellent results at morcellation and guarantees for maximum safety at operation. Parts of Instruments to

the TCM 3000 BL - Morcellator for Surgical Procedures are described in Appendix 2.

Table 1. Intended use of the parts of Instruments to the TCM 3000 BL - Morcellator for Surgical

Procedures.
Ne Part Intended use
1 Protective tube, 0 12 mm To insert the cutting tube and protect tissues during the
0 15 mm procedure
0 20 mm
2. Obturator, 0 12 mm To forward the cutting tube to the tissues to be removed
0 15 mm
0 20 mm
3. Cutting tube, 0 12 mm To resect the tissues to be removed
0 15 mm
0 20 mm
4, Trocar cannula, 0 12 mm To insert the cutting tube and protect tissues during the
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0 15 mm procedure
5. Myoma drill, 0 10 mm To conduct myomectomy (myoma removal)

Grasping forceps. Claw gripper, 0 10 To grasp the resected tissue for its further removal

6.
mm
Grasping forceps. Tenaculum gripper, To remove small tissue pieces left
0 10 mm
7.
0 5 mm
013,5/15,5 mm
Obturator
5053nou Obturator, 0 20 mm
5152nou Obturator, 0 15 mm
5151 nou Obturator, 012mm

Table 2. Technical specifications: obturator

Nose shape cone
Taper angle max 30°
Applied part blunting radius max 0.3 mm

How to use obturator

Obturator has a conical nose part. When the obturator is inserted through a trocar cannula or protective

tube, it gradually moves tissues apart.
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Fig. 3. General view of the MP

Fig. 4. Labeling on the MP

Labeling is made by laser on the non-applied part of the MP. Labeling contains the following information;

- MP ref. number 5152
- Lot number Lot 1937C1602R
- CE certification

1
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Fig. 6. Labeling on the obturator case

ums AO

C o703 Oo*ocadl
Manufacturer’'s name and address

ITyp  Obturator 15 mm fur MorreYatOr

Type. Obturator 15 mm for morcellator -
MP description

REF  5152n0u  MP Ref. number

12
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UoTIl 1S37C1602R
Lot number
CE mark

Non-sterile

Autoclaving at 135°C max

Suitable for thermal disinfection

Indication of the country of manufacture - Switzerland

Quantity of MPs in a pack: pc.

w w
J1 W - 2D data matrix (QR-code)

Cutting tube

mWwW
5156nou Cutting tube, 0 20 mm
5155no0u Cutting tube, 0 15
5154nou Cutting tube, 0 12 mm

Table 3. Technical specifications: cutting tube

Blade thickness, max 0.4 mm
Width of the cutting edge, max 0.2 mm
Fitting diameter to fix in a gear 20 mm
unit, max

Cutting tube (Blade)

High-tech cutting tubes manufactured by Nouvag AG, fulfill all requirements to equipment intended for
surgery procedures in Laparoscopic Hysterectomy as well as Myomenukleation. High class refinement of
the blade of the cutting tube enables multiple use with consistent cutting effect, without having to resharpen
the blade.
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Fig. 7. How the tube works

2 pilot pins (locking pieces) on the cutting tube are designed to fit it in handle of the gear unit. They should

clamp in the gear unit slots to insert the instrument into its working position.

Fig. 8. General view of the MP

14
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Fig. 9. Labeling on the MP

Labeling is electro-eroded directly onto the non-applied surface of the MP. Labeling contains the following

information:

- Information about manufacturer: NOUVAG AG
MP Ref. number: 51555

Fig. 10. Cutting tube pack

15
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Fig. 11. Labeling on the cutting tube pack

Manufacturer's name and address
i Typ Kiinge 15 mm fUr Morzetlalor

iType : Blade 16 mm for morceliator
MP description

—e¥) 5155n0U
j MP ref. number
ILOt1 7406C1511R

MP lot number

*
nzi CE mark and notified body

Non-sterile

Autoclaving at 135°C max

[\

Suitable for thermal disinfection

Indication of the country of manufacture - Switzerland

i Quantity of MPs in a pack: pc.

Q ratiTTan
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Stainless steel Material of the MP: stainless steel

2D data matrix (QR-code)

Protecting tube

5139nou Protecting tube, 0 20 mm
5138nou Protecting tube, 0 15 mm
5137nou Protecting tube, 0 12 mm

Table 4. Technical specifications: protective tube

Positioner, protrusion, max 5 mm
Clamping nut, length x diameter, 50 mm X 30 mm
max

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual
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Fig. 12 Tissue positioner

Positioner at the tube’s distal end performs 2 functions: protection of
underlying tissues during morcellation, and tissue “supply”, which allows
continuous performance of morcellation. Also prevents tissue pieces from
rotating at morcellation.

The tissue positioner acts also as a guiding element at morcellation

During insertion the cutting edge may be retracted inside of the protective

tube to prevent complications (CUT-NO-CUT function)

18
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Fig. 13. General view of the MP.

Fig. 14. General view of the MP.
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Fig. 15. Labeling on the MP.
Labeling on the MP is made by electric discharge machining. Labeling contains the following information;

- Information about manufacturer: NOUVAG AG
- MP diameter 15 m

13S"C

icon “Autoclaving at 135°C max”

X licon “Suitable for thermal disinfection”

' VI VL XXX

Fig. 16. Protective tube casing
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Fig. 17. Labeling on the protective tube casing.

NOU>N AG
- Gaie”‘rassft 23-25
| J ctt9403 Gokactt

Manufacturer’s name and address

fS

S5STaoe

Indication of the country of manufacture - Switzerland

Typ . Scnutzrohr 15 mm

Type Protection sleeve 15 mrr o , o
MP description: Protective tubie, diameter 15 mm

REF  5138nou MP ref. number

\UOt 1 1936Cie02R
MP lot number

C€ CE mark and notified body

Non-sterile
1135*cf

L Autoclaving at 135°C max

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual
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Suitable for thermal disinfection

2D data matrix (QR-code)

Qty.: 1

Quantity of MPs in a pack: pc.
Stainless steel . .
Material of the MP: stainless steel

Trocar cannula

5142nou Trocar cannula for accessories, 0 15 mm

5141 nou Trocar cannula for accessories, 0 12 mm

Table 5. Technical specifications: trocar cannula

Force (moment) for 0.2-0.4 N, with two fingers
opening/closing

Holder diameter x length, max 35 mm X50 mm
Connecting thread M24

How to use trocar cannula

Optimal spatial position of troacar cannulas is important for succesful performance of laparoscopy
procedures. If more than one trocar cannula is used, they should be positioned 7-10 cm from each other (or
palm width). Trocar cannulas should be positioned in a triangular form, aimed to the target organ with its

vertex. This allows a surgeon use both hands along the laparoscope axis. Avoid such position of trocar

sleaves when the surgeon and its assistants will have to work contrary to visual axis of the laparoscope.

22
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Proximal end of the trocar cannula has a valve ensuring minimum gas loss during insertion and removal of
the instrument. Manual regulation of the valve allows removing any objects from the surgical area or

introduce necessary instruments to the abdominal cavity.

Fig. 18. General view of the MP.

f During insertion the cutting edge may be retracted inside of the protective

tube to prevent complications (CUT-NO-CUT function)
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Fig. 19. Valve tio open the trocar cannula.

Fig. 20. How the trocar cannula valve works.
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Fig. 21. How to disassemble/assemble the trocar cannula

15mm

SE .5142 i C€OS7

Fig. 22. Labeling on the MP

Labeling is electro-eroded directly onto the non-applied surface of the MP. Labeling contains the following

information:
- Information about manufacturer: NOUVAG AG
- MP Ref. number: 5142

Lot number 1939C1602R

MP diameter 15 mm

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual
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13s°C

icon “Autoclaving at 135°C max”

/ | \ | icon “Suitable for thermal disinfection”

CE certification mark.

Fig. 23. Trocar tube pack.

NOUVAO AC
St Galierttrasse 23-25
CH-9403 Goldech

Twvtp : Trokarhulse 15 mm
Type. Trocar sleeve 15 mm

REF 5142nou
ftOTIl 1939C1602R

Qty.: 1

Stainless steel

CE o
0197 Pw

Fig. 24. Labeling on the trocar tube pack.

26
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NOUVAG AG
- St GaRerstratie 23-25

J CM-9403 Goldach
Manufacturer's name and address

Typ : Trokamulse 15 mm

Type Trocar sleeve 15 mm
MP description

f« | F I 5142n0u MP ref. number

(1O0tl 1939C1602R
MP lot number
CC ow CE mark and notified body
Non-sterile
Autoclaving at 135°C max

Suitable for thermal disinfection

Indication of the country of manufacture - Switzerland

‘M Quantity of MPs in a pack: pc.

Ssmioss steel
Material of the MP: stainless steel

2D data matrix (QR-code)
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5193 Mioma drill, 010 mm

Fig. 25. General view of the MP.

Table 6. Technical specifications; myoma drill

Dirill Right-hand, operating length NMT 30 mm
Handle 6 edges, length 100 mm, diameter 35 mm
Dimensions, max Length 330 mm, diameter 10 mm

Myoma drill is inserted into surgery area through the trocar cannula during tissue removal (myomectomy)
using myoma drill through the trocar cannula.

28
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Fig. 26. Labeling on the MP.
Labeling is electro-eroded directly onto the non-applied surface of the MP. Labeling contains the following

information:
- Information about manufacturer: NOUVAG AG

- MP Ref. number: 5193
- Material of the MP Germany Stainless

- CE certification mark.

Fig. 27. Myoma drill pack.

29
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Fig. 28. Labeling on the myoma drill pack

5193

MP Ref. number

D»*Orr «1 -
T* MP description

INumber of MPs in a pack: 1 pc.

j, s Qate of manufacture

Manufacturer’'s name and address

Name and address of distributor in the EU.

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual
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Gripper
No. 5195

Claw gripper grasping forceps, 010 mm/420 mm

No. 5196
Tenaculum gripper grasping forceps, 010 mm/420 mm
No. 5194
Tenaculum gripper grasping forceps, 05 mm/420 mm
No. 5192

Tenaculum gripper grasping forceps, 013.5 mm/420 mm

Table 7. Technical specifications: gripper

Force (moment) for smooth 0.2-0.68 N, with two fingers
opening/closing

Jaws free travel angle does not exceed 25-35°
Head protrusion above surface max 0.5 mm, riveted-over
Blunting radius max 0.1 mm

Cutting tube cuts tissue for removal. Claw gripper grasping forceps,
diameter 10 mm, are introduced through the tube. Cut tissues are
grasped by claw gripper forceps, and removed with them.

Ensure atraumatic, solid grasping of tissues.

How to use the gripper (example)

31
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Fig. 29. General view of the MP

Fig. 30. Labeling on the MP

Labeling is electro-eroded directly onto the non-applied surface of the MP. Labeling contains the following

information:
- Information about manufacturer: NOUVAG AG

MP Ref. number: 5192
Material of the MP Germany Stainless

- CE certification mark.

32
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Fig. 32. Labeling on the gripper pack.

Manufacturer's name

QakUf»tra*««
QJ\dkO) Manufacturer’s address

| |Bipo|ar instrument
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MP lot number

MP ref. number

Batch number

CE certification symbol

"J
MP description

Keep away from sunlight

Keep dry

Warning! See the Operating Manual

Non-sterile

Date of manufacture
All surgical instruments contact with a patient. Operator must wear medical gloves and a surgical mask
while using this medical product (not included in the scope of delivery). Materials used for MPs are

provided in Table of the Appendix 2. Mechanical characteristics of materials are provided in the Table 8.

Table 8. Mechanical characteristics of materials.

Material Strength  Yield Elongat Hardness Roughn Density Water Permissible
limit limit ion ess g/cm3  absorption air operation
(pm), at 23°C, % temperature,
max °C
Stainless steel >515 >205 >40% <201 HB RaO.8
AlSI 304 MPa MPa
Stainless steel >505  >215 >40% 240 HB RaO.8
1.4305 MPa MPa
Polyester-amide 105 Ra0.8 127 135 -50...170
PEI MT blue MPa
35
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9. CONSTRUCTION AND OPERATION

1. Principles of Operation

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures consists of an electric
motor, which drives a cutting tube (blade). You can adjust speed and direction (to the right or to the left) of
cutting tube rotation. Cutting tubes with blades at the distal end are inserted through an abdominal wall that
has been enlarged by an Insufflator (user-supplied), by the means of a protective tube with an obturator or
through a trocar cannula. The tissue that is to be removed is guided to the cutting tube, cut off and
removed through the tube. The cutting tube is installed in the gear unit attached to the electric motor which
is located in an ergonomic handle. The cable connects the electric motor with the control panel displaying
various morcellator operation modes for a physician. The physician adjusts morcellator speed using the
control panel or a foot switch.

The set of morcellation instruments includes cutting tubes of various diameters, protective tubes,

trocar cannula, laparoscopic instruments (gripper, a myoma drill).

2. Application

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures are used in surgical
gynecology.

3. Method of application

Surgical procedure of morcellation is conducted under local or general anesthesia. The patient

body shall be placed in Trendelenburg position.

The cutting tube of the morcellator is inserted through an abdominal wall with an obturator placed
into the protective tube or through a trocar cannula. By rotating rapidly (rotation speed is adjusted by the
foot switch) the cutting tube cuts off the tissue that is to be removed. The cut off tissue is grasped with the
claw gripper. The tip of the cutting tube is always located inside the trocar cannula or the protective tube in
the lower abdominal wall to avoid deflection or wandering of the cutting tube inside the abdominal cavity.
The cut off tissues fall onto the cutting edge of the cutting tube without sucking inside. Large segments of
the cut off tissue (10 mm long and larger) are removed with the gripper through an outlet of the protective

tube or trocar cannula and placed into a sterile tray.

After large tissue segments are removed with Tenaculum gripper small pieces left are to be
removed. The patient shall be moved out of Trendelenburg position so that intra-abdominal liquid starts
coming into the lower pelvis. There intra-abdominal liquid is aspirated and replaced with heparinized

Ringer’'s normal saline solution.

Due to effective cutting off the structure of removed tissues is just slightly damaged ensuring high

reliability of histological analysis.

This manual describes three different options for removing tissue by a laparoscopic procedure
using the MP Instrumentsto the TCM 3000 BL - Morcellator for Surgical Procedures.
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Option 1: Tissue removal by morcellation with a protective tube
Instruments (cutting tubes, gripper) are inserted through a protective tube sealed by a valve
system. The valve can be covered by a thumb for removing the gripper from the sealed protective

tube to prevent gas loss.

Option 2; Tissue removal by morcellation with a trocar cannula
Instruments  (cutting tubes, gripper) are inserted through the trocar cannula. Trocar

cannulacontains a valve that prevents gas loss when withdrawing the instruments.

Option 3: Tissue removal (myomectomy) with a myoma drill through the trocar cannula

Myoma drill is inserted through the trocar cannula. Trocar cannula can be used with or without a

cutting tube. No gas is lost after removal of instruments with the trocar cannula.

4, MP overview
Protective tube with obturator Cutting tube

QD

) @)
AL Q

1 Protective tube 4. Obturator 1 Cutting edge
2. Lock nut 2. Locking pins
3. Nose for tissue positioning (tissue

positioner)

Trocar cannula

*xn

—~

2
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1. Protective tube 4. Valve

2. Seal cap holder 5. Main body

3. Valve actuator 6. Nose for tissue positioning
(tissue positioner)

Gripper

. Mouth insert

. Gripper mouth

. Sleeve shaft

. Fixed section

. Flexible leg

. Locking device

. Spring component

} Handle

N oA WN R

Fig. 33. Configuration of MP accessories
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5. Operation plan for Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures
Option 1
Obturator

Gear unit
Protective tube

|” N r [ Seal holder
Cutting tube

Handle Control
panel
Electric motor
Fo_ot Motor
Foot switch ¢ plug
[\
Ootion 2 To foot
To motor
Trocar cannula Gear unit _
Cutting tube
o . Seal unit
< N3 a io 11
Obturator
Handle

V;;\ Electric motor

Fig.34. Configuration of the instruments used.

Option 1. Morcellation with a protective tube

Section Option 1 (Fig.34) represents the configuration with protective tube. At the hysterectomy in
laparoscopic surgery the morcellator is inserted into the abdominal cavity with the obturator inserted in the
protective tube. After removing the obturator, the cutting tube can be inserted. To expose the cutting tube
to the tissue that has to be removed, the protective tube has to be unlocked by holding the gear unit with

one hand and performing a counter movement of the protective tube with the other hand.

3
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Option 2. Morcellation with a trocar cannula

When morcellating with a trocar cannula (Fig. 34, option 2) the abdominal wall is kept in safe
distance from the operation area by inflating the abdominal cavity. This gives also safe clearance 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.

Configuration of instruments needed for this procedure is shown on the chart (Fig.35).

-Uterus

Fig 35. Image-guided morcellation (endoscope).

Option 3

Myoma drill

Trocar cannula

Fig. 36. Instruments used for option 3.
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Option 3. Tissue removal (myomectomy) with a myoma drill through a trocar cannula
Myoma 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 mm

claw gripper are inserted through the trocar cannula to grasp a myomatous nodule and remove fit.

6. Before use

Tem 3000 BL - Morcellator 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 remove all the limitations and everything affecting manipulations. The
display, keypad and indicator lights must be fully visible at all times. Instruments to the TCM 3000 BL
Morcellator for Surgical Procedures should be placed within reach, allowing their comfortable use during
surgical manipulations. It is very important to ensure that no objects can fall on the foot switch. The power

plug at the rear of the device must be accessible at all times.

6.1. Preparation of MP

A The MP is not sterile on delivery. All sterilizable parts must be sterilized before use (see Section
Instrument Preparation).

A If MPs have already been sterilized; when removing them from the sterile packaging, ensure
that the sterile packaging is not damaged and that sterility indicator confirms sterility and shelf

life of the sterile item has not expired.

AN The Morcellator (as per option 1 to option 3) must be assembled under sterile conditions (wear
gloves and a mask, place Morcellator and Instruments on a sterile surface).

G.hl Assembly of the morcellator set with protective tube (option 1)
There isa risk of injury to tissue by the sharp edge at the distal end of the cutting tube.

» Handle the cutting tube carefully.

« Ifthe cutting tube is not used, rotate the protective tube to the NO CUT position.

« Ifthe cutting tube is not used, it must be placed on a flat, sterile surface so it cannot fall
and cause injury.

A Check cutting tubes.
Make sure that the cutting edge of the blade Is sharp and undamaged (e.g. no cracks,
deformation or burrs).

Use only cutting tubes in perfect condition.
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1. Inserting the cutting tube through the gear
unit
Remove the seal unit from the gear unit.

Insert the cutting tube through the gear unit. The
two guide pins on the cutting tube must fit into

the slot on the flange of the gear unit.

2. Fixing the cutting tube to the gear unit

Hold the cutting tube with one hand.

Connect the sealing unit to the gear unit with the

bayonet closure with the other hand.

3. Mounting protective tube

Select a suitable protective tube.

Push the protective tube over the distal end of
the cutting tube. The guide pin of the protective

tube must be in the distal slot of the gear unit.
Lock the protective tube in position with a click.

4. Protecting the cutting tube
The distal end of the cutting tube is very sharp.

To prevent injury, the cutting tube must be
covered at all times when it is not in use.

To cover the cutting tube, rotate the protective
tube until the words “NO CUT” are visible in the

distal slot of the gear unit.

The cutting tube is completely covered by the
protective tube.
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5. Replacing seal holder

Remove the seal holder from the gear unit by

rotating it slightly.

UnscrevV the membrane screw from the seal unit.

A Check the seal holder before use. Do not use damaged seals (frayed, discolored, yellowed,
porous, non-elastic).

Position the edge of the cross seal (1) to point to
the inside stop (2) of the seal holder (3) and

press the cross seal in.

Position the edge of the membrane seal (4) to
point to the slot (5) of the membrane screw (6)

and press the membrane seal into the slot.

Screw the membrane screw (6) into the thread of
the seal holder (3) to the stop and connect the

seal unit to the gear unit.

6. Inserting obturator

Insert the obturator through the seal holder, gear

unit and protective tube to the stop.

7. Attaching ergonomic handle <E

Lift and hold the release lever (1) of the
ergonomic handle (2). Push the handle (2) over
the motor connection of the gear unit. Release
the handle release lever. The handle release

lever must lock in position.
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Do not open the handle release lever to remove the ergonomic handle during the procedure.

8. Connecting electric motor (optional)

Insert the electric motor coupling into the bottom

end of the handle.

Continue to insert the electric motor until it locks

into the gear unit’s motor connection.

Align the red dot on the device connection plug a a a
of the electric motor with the red dot on the

electric motor connection of the control unit. 00

Plug the electric motor device connection plug
into the electric motor connection of the control

unit. The plug must lock in position.

9. Connecting foot switch (optional)

Align the red dot on the device connection plug
of the foot switch with the red dot on the foot

switch connection of the control unit.

Plug the foot switch device connection plug into
the foot switch connection of the control unit.

The plug must lock in position.

Functional check

Check Morcellator for loose parts

Check that Morcellator is correctly assembled

Are all labels easily readable?

Check cutting tube: cutting tube evenly ground, no broken edges or bends?
Switch on control unit

Switch on electromotor (press foot switch).
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* Run electric motor with Morcellator for about 20 seconds; it must reach the set speed.
. If it does not run evenly, switch off electric motor with Morcellator.

»  Switch off control unit.

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

e Check that Morcellator is correctly assembled.

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

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

* Repeat the functional check.

6.1.2  Assembly of the Morcellator set with trocar cannula (option 2)

Using the trocar cannula

The trocar cannula is used instead of the protective tube. The integrated valve flap prevents the
escape of gas when instruments are moved in and out.

The nose of the trocar cannula partially extends beyond the cutting tube to protect organs in the
abdominal cavity from the sharp blade. This requires the Morcellator to be rotated under visual
supervision (endoscopy) so the nose of the trocar cannula covers the cutting tube blade to protect
the organ.

Visual check

Check the trocar cannula for sealing, corrosion and sterility.
Ensure that it is free from rust, dents and scratches.

The distal end of the obturator must not be damaged.

The sealing flap and the seal must not be damaged.

|D| Risk of injury

Select blade. Make sure that the cutting edge of the blade is sharp and undamaged (e.g. no cracks
or burrs).
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2. Inserting the cutting tube through the gear
unit

Remove the seal unit from the gear unit.
Insert the cutting tube through the gear unit. The
two guide pins on the cutting tube must fit into

the slot on the flange of the gear unit..

3. Fixing the cutting tube to the gear unit

Hold the cutting tube with one hand.

Connect the sealing unit to the gear unit with the

bayonet closure with the other hand.

4. Mounting trocar cannula

Select a suitable trocar cannula. Open the trocar
cannula valve by actuating the lever to prevent
damage to the cutting tube by pushing the trocar

cannula too far.
Push the trocar cannula over the distal end of
the cutting tube. The trocar cannula must enter

and be in the distal slot of the gear unit.

Lock the trocar cannula in position with a click.

5. Replacing seal holder

Remove the seal holder from the gear unit by
rotating it slightly.

Unscrew the membrane screw from the seal

unit. Select a suitable seal holder.
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Keep a cross seal and a membrane seal ready.

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

Position the edge of the membrane seal (4) to
point to the slot (5) of the membrane screw (6)

and press the membrane seal into the slot.
Screw the membrane screw (6) into the thread of

the seal holder (3) to the stop and connect the
seal unit to the gear unit.

8. Inserting obturator

Insert the obturator through the seal holder, gear

unit and the trocar cannula.

9. Attaching handle

Lit and hold the release lever (1) of the
ergonomic handle (2). Push the handle (2) over
the motor connection of the gear unit.

Release the handle release lever. The handle

release lever must lock in position.
10. Connecting electric motor (optional)

Insert the electric motor coupling into the bottom

end of the handle.

Continue to insert the electric motor until it locks

into the gear unit’s motor connection.

Align the red dot on the device connection plug
of the electric motor with the red dot on the
electric motor connection of the control unit.
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Plug the electric motor device connection plug s aa

W fin

into the electric motor connection of the control

unit. The plug must lock in position.

11. Connecting foot switch (optional)

Align the red dot on the device connection plug
of the foot switch with the red dot on the foot

switch connection of the control unit.

Plug the foot switch device connection plug into
the foot switch connection of the control unit.

The plug must lock in position.

Functional check

Check Morcellator for loose parts

Check that Morcellator is correctly assembled

Are all labels easily readable?

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

Switch on control unit

Switch on electromotor (press foot switch).

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

Switch off control unit.

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

Check that Morcellator is correctly assembled.

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

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

Repeat the functional check.
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A Risk of injury by electric motor failure
Problem: the electric motor becomes very hot.
Cause: the electric motor was damaged during preparation.
Remedy: do not continue to use the electric motor. Always have a spare electric motor
available.

6.1.3 Assembly of the trocar cannula with myoma driii and mounting gripper (option 3)

Assembly of the trocar cannula with myoma drill is similar to that of the Morcellator set with the
protective tube (option 1) and with the trocar cannula (option 2), except that myoma drill and gripper

are used instead of cutting tubes.

Use

Before use
Make sure that the product has been correctly prepared and inspected.

A Risk of injury
Tem 3000 BL - Morcellator control panel has been designed for operation solely with the
instruments manufactured by Nouvag AG. The user is solely responsible if different products are
used with the set. Incompatibility may risk injury to patients.

Switching on and off
Switch on the control panel. The display lights up. A short signal tone sounds. The control panel

displays the value "200 rpm".

Operating mode (electric motor)
The motor is designed for intermittent operation (1 minute on, 1 minute off for 8 cycles).
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7.1 Using the control panel

Setting the speed

The speed can be set manually (within 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.
The blade rotates at the set speed.

The electric motor LED lights up.
To stop the electric motor remove foot from foot switch.

|£I| Risk of injury and damage due to heat!
The Morcellator may generate heat if operated for a iong period.

Remedy:
Use Morcellator only in intermittent mode of "1 minute on, 1 minute off for 8 cycles".

Stop the Morcellator immediately if one or more components of the Morcellator set become very

warm.
A Precaution when changing parameters. Unusual behavior of instruments while operating may
n provoke false reactions and jeopardize the patient.

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

Available rotary modes
D (100-400 rpm)

S (300-700 rpm)

D (500-1000 rpm)

Activating mode setting UARIO LjoW
Press B to activate mode setting. lee- 4tO RPH

The Vario LED lights up. Vioom v milinvB e
The Low LED lights up (Default setting) /T-

The display shows «VARIO LOW, 100-400 rpmy.
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Selecting mode

Press D, 5 or O to select the corresponding mode. 3ee-iLé3RgelorHr|16H
The display shows the mode and the corresponding P
speed range that can be selected with the foot switch. iom 1 midlum

The corresponding LED lights up.

Starting electric motor

Press foot switch. The electric motor LED

lights up. The blade rotates at a speed

within the range set by how far down the

foot switch is pressed.

To stop the electric motor remove foot from foot switch.

Exit mode setting
Press B

Changing direction of rotation
To change direction of rotation, pressH. Li«bo HI6H
The display shows the mode and the corresponding SNe-l«0" RAd

speed range that can be selected with the foot switch.

LOW ® mwiumH NjpM

The corresponding LED lights up.

7.2 Operation

Risk of death or serious injury!
A Unsupervised cutting may injure the abdominal wall and organs and cause the death of the
patient.

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.
Follow the instructions for "Option 1: Morcellation with protective tube" and "Option 2:
Morcellation with trocar cannula” in Section Preparation of Components..

Use Morcellator under visual control (endoscope) only.

Use Morcellator only for morcellation of tissue that has been fully prepared and is clearly
visible. Nouvag AG accepts no liability for any other applications.

Nouvag also recommends the use of a second gripper or a similar retaining MP to prevent
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uncontrolled movement of large morcellated pieces of tissue. This WW require an additional
percutaneous access.

» Fix the Morcellator in a ventrolateral position to prevent movements inside the uterus.

» Prevent movement of the lateral blood vessels, kidneys and retroperitoneum.

 Pull the tissue towards the rotating blade for morcellation with the gripper.

Risk of injury due to gas loss!

Gas may be lost during the procedure. This may result in the abdominal wall dropping.

» Select an Insufflator (not included into the scope of delivery) with adequate flow to prevent
the abdominal wall from dropping.

 Use the Morcellator with protective tube as in option 1. when removing or replacing
instruments, immediately close the proximal opening of the seal unit with the thumbs.

» Use the Morcellator with trocar cannula as in option 2: pull the Morcellator with cutting tube
out of the trocar cannula. The trocar cannula valve closes to prevent gas loss.

« After removal of the morcellated tissue, insert the Morcellator into the trocar cannula and
repeat the process.

Risk of injury!

The Morcellator system is designed for removing tissue with the greatest possible safety. For this
purpose the protective tube and the trocar cannula are both fitted with a valve flap.

Morcellation without protective tube or trocar cannula is prohibited.

Tissue escapes the gripper.
Tissue may escape the gripper during the procedure and fall into the abdominal cavity.

Causes;

¢ The tissue is not gripped tightly enough.

Remedy:

» Grip the tissue at a different position.

» Press the jaws of the gripper together as tightly as possible.

Risk of injury due to heat generated by friction!
The user must ensure that as little friction heat as possible is generated during a procedure on a

patient.

High speeds and high application pressure may cause thermal necrosis of tissue.

Risk of injury!
The distal end of the cutting tube is extremely sharp.
Precautions:

» Handle the cutting tube particularly cautiously and carefully.

* Where possible, have the Morcellator with protective tube in protected position (NO CUT),
particularly if the cutting tube is not used for any period.

 Insert and remove the protective tube and cutting tube under visual control (endoscopy).
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IUI Risk of injury!

When inserting the obturator through the percutaneous access, there is risk of injury to blood
vessels, intestinal loops or the bladder. This can result in significant complications, which will

require a Laparotomy.

|£I| Risk of damage to the biade of the cutting tube!
If the jaws of the gripper are not completely closed when it is pulled from the protective tube, the

blade will be damaged (see fig. 15).

Fig. 15. Use of gripper.

A Risk of injury!
Damaged blades and cutting tubes must not be used.

Cutting tubes must not be sharpened.

7.2.1  Option 1. morceliation with protective tube.

1. Hysterectomy

Select the procedure for the hysterectomy in accordance with current medical 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 position to NO CUT;
"PROTECTED" is also shown on the black ring between the gear unit and protective tube).

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

(endoscopy).

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual

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



3. Using cutting tube 40
To use the cutting tube, rotate the protective '_'
tube to uncover the blade of the cutting tube
(unprotected CUT position is displayed). To
cover the blade again, rotate the protective
tube (protected NO CUT position is
displayed: “PROTECTED” is also shown on M-
the black ring between the gear unit and

protective tube).

4. Inserting gripper
Pull the obturator out of the protective tube.

Close the proximal opening of the gear unit
with the thumbs immediately. Insert gripper
carefully through the proximal opening of

the gear unit.

10. Removing tissue
Grip the tissue with the gripper under good

visual control (endoscopy).

The handle lock is set.

Start the electric motor of the Morcellator
set. Pull the tissue towards the rotating
blade for morcellation with the gripper.

As the cut progresses pull the gripper with
the tissue further out of the Morcellator.
Carefully pull the complete gripper with the
separated tissue out of the Morcellator and

the patient.

The retracted mouth must not touch the
blade of the cutting tube. Repeat the
process until the tissue has been completely
removed.

Make sure that the proximal opening of the
seal unit is closed Immediately with the
thumb when there Is no Instrument in the
Morcellator to prevent large quantities of
gas from escaping.
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7.2.2

1.
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Option 2: morcellation with trocar cannula

Hysterectomy
Select the procedure for the hysterectomy in

accordance with current medical standards.

Inserting trocar cannula
Insert trocar cannula with obturator into an

existing access under visual control
(endoscopy).
Remove obturator.

Insert the cutting tube through the trocar
cannula.
Actuate the valve flap lever of the trocar

cannula and hold in this position.

Carefully insert prepared cutting tube with
gear unit and seal unit into the proximal
opening of the trocar cannula.

Cutting tube must be fully inserted. Release
the valve flap lever of the trocar cannula.
The guide pin of the trocar cannula must be
in the distal slot of the gear unit.

Lock the trocar cannula in position with a
click.

Make sure that the cutting tube remains in
the NO CUT position.

Inserting gripper
Insert gripper carefully through the proximal

opening of the gear unit and trocar cannula.
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7.2.3

Preparing cutting tube
Rotate the trocar cannula so the CUT

position is visible from above.
If the cutting tube is completely inserted, the
cutting edge is now only partially covered by

the trocar cannula.

Protecting tissue
The nose on the trocar cannula, which

partially covers the sharp edge of the blade,
must protect tissue that must not be injured.
Rotate the Morcellator to the desired

position for this.

Removing tissue
Grip the required tissue with the gripper.

The handle lock is set.

Start the Morcellator set motor.

Pull the tissue towards the rotating blade
with the gripper.

Pull the gripper out of the patient through
the gear unit. The retracted mouth of the
gripper must not touch the blade.

Repeat the process until the morcellated

tissue has been completely removed.

Option 3: myomectomy

Protected area

Unprotected
cutting aree

The myoma drill has been designed exclusively for removing tissue from a myoma.
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8.

1

2.

Inserting Morcellator
Insert Morcellator with protective tube through

the percutaneous access.
Keep gripper ready to remove the tissue from

the myoma drill.

Inserting myoma drill
Insert trocar cannula through an additional

percutaneous access. Open valve flap of
trocar cannula and insert myoma drill.

Uncovering myoma
Remove tissue from the myoma with the

myoma drill.

Inserting gripper
Insert gripper through the second access and

remove separated tissue from the myoma

drill. Remove myoma drill.

Removing separated tissue
If the piece of tissue is larger than the diameter of the cutting tube, start the Morcellator set electric

motor. Pull the tissue towards the rotating blade with the gripper.

(Smaller pieces of tissue can be removed without morcellation).

Carefully pull the complete gripper out of the Morcellator and the patient. The retracted mouth must
not touch the blade of the cutting tube.

Removing additional tissue
If necessary, re-insert the myoma drill and repeat the above process.

After use

Switching off
Switch off the power switch on the rear panel of the device (“0” position).

Removing protective tube (when using Morcellator with protective tube)
Rotate protective tube to NO CUT position.
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Close the proximal opening of the gear unit with the thumb to prevent gas loss. Hold the protective
tube and carefully disconnect gear unit with cutting tube and remove from patient. The protective
tube can also be removed from the percutaneous access.

If applicable, remove any other instruments.

3. Removing cutting tube (when using Morcellator with trocar cannula)
Close the proximal opening of the gear unit with the thumb to prevent gas loss.

Hold the trocar cannula and carefully disconnect gear unit with cutting tube from the trocar cannula
and remove from patient. The valve flap closes automatically as soon as the cutting tube is pulled
out.

The trocar cannula can remain as access throughout the remaining procedure.

Disconnecting gear unit connections
Pull the electric motor coupling from the

gear unit’s motor connection.

Pull the electric motor device connection
plug from the electric motor connection of
the control unit.

Pull the electric motor out of the handle. Lift
and hold the release lever of the handle.

Pull the handle from the gear unit's electric

motor connection.

5. Disconnecting foot switch connections
Pull the foot switch device connection plug Il_CBI

from the foot switch connection of the

control unit.

6. Preparing for preparation at the location
of use
Take the product to the preparation area

immediately. Prepare the product as

specified in this manual.
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7. Disassembling trocar cannula

Disassembling trocar cannula (four
steps)
Disassemble  trocar cannula before

decontamination.
Disassemble trocar cannula and rinse in
deionized water during disassembly.
1. Unscrew sealing cap holder from the
proximal end of the trocar cannula.
2. Remove the internal seal from the sealing c
cap holder.

3. Unscrew the valve body from the main body.

4. Remove the red 0-ring from the valve body. c

8. Disassembly of electric motor (optional)
Disassembling electric motor (three

steps).
Disassemble electric motor before

contamination.

1 Unscrew handpiece holder from electric 4 A

motor — ~TW= — *
2. Unscrew motor cap from electric motor
3. Pull motor plug from electric motor.

H L
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Remove membrane screw from

Remove seal holder from gear
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11.

12.

13.

14.

15.

16.

Ayl «H W c1n

5156nou Cutting tube, 0 20 mm

5141nou Trocar cannula for instruments 012 mm
5142nou Trocar cannula for instruments 015 mm
5151nou Obturator, 012 mm

5152nou Obturator, 015 mm

5153nou Obturator, 020 mm

5137nou Protective tube, 012 mm

5138nou Protective tube, 015 mm

5139nou Protective tube, 020 mm

5193 Myoma drill, 010 mm

5194 Tenaculum gripper, 0 5mm

5195 Claw gripper, 010 mm

5196 Tenaculum gripper, 0 10 mm
5192 Tenaculum gripper, 0 13.5/15 mm

On MP receipt the following actions shall be completed:

Ensure that the shipping package contains all parts listed in Section Scope of Delivery.
If any parts are damaged or missing, contact the Nouvag agent from which the MP was ordered or

Nouvag AG.

To carry out immediate inspection of the TCM 3000 BL - Morcellator for Surgical Procedures with

Instruments compare the received MP with the below pictures of the set components;

Cutting tube
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Protective tube

Obturator

Trocar cannula

Myoma drill

Gripper
Fig. 37. Visual check of the scope of delivery
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11. CLEANING OF MP COMPONENTS

Schematic flow chart for resterialization as per EN IS0 17664
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General information on disinfection, pre-sterilization cleaning and sterilization of MP

A * Reusable MP are subject to re-sterilization and subsequent storage in conditions excluding
secondary microbial contamination.

» Sterilization of such MP should be performed immediately before the first use of a MP, and
after each patient to prevent cross-contamination.

« Disassembly, vi/fashing and rinsing of MP which contacted patients’ blood and serum may
should be performed in rubber gloves, goggles, medical mask, medical gown and waterproof
apron. Personal hygiene should be strictly observed.

« Containers with working solutions of detergents and disinfectants should have caps, clear
inscriptions indicating name of a product, its concentration, purpose, date of preparation, end
of shelf life. For products ready for use name of the product and its purpose should be
indicated, if multiple use of a product is permitted, date when its use began should be
additionally provided.

« During disinfection and pre-sterilization cleaning in chemical solutions MP are submerged into
a product solution to fill all channels and cavities. Dismountable MP are submerged
disassembled, instruments with locking parts should be soakened open, with making several
operational movements with such MPs.

« Disinfection by wiping may be used for MDs that does not immediately contact a patient, or
where their design does not permit using the submersion method.

» After disinfection reusable MDs should be washed from residues of disinfectants according to
recommendation provided in instructions for use of the appropriate disinfectant.

 Degree of cleaning is confirmed by a test: amidopyrine test for blood residues and
phenolphtalein test for detergent residues. Quality control should be performed every day.
Control should be performed on 1% of simultaneously treated instruments of each position,
but not less than three. Check both external surfaces, and internal surfaces of tools!
Document proving fact of such inspection is a pre-sterilization quality log.

This MP is sterilized by physical method (autoclaving).

Sterilization should be performed in a functionally separated premise - “clean room”.

MP should be transported into the clean room in closed sterilizable containers.

Personnel performing pre-sterilization cleaning and disinfection of the MD should wear special
garments, and use mask, goggles and rubber gloves, waterproof apron over the gown.
Sterilized MPs should be kept under conditions excluding any secondary microbial
contamination in a special cabinet, protected from dust, humidity and temperature fluctuations.
Shelf life should be indicated on package and determined by type of a packing materials,
according to instructions for its use.

It is not allowed to use sterilized MPs with expired term of storage after sterilization.

Sterilization of MDs should be recorded in a log.
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General recommendations on preparation of MP

A Preparation procedures include cleaning, washing disinfection, washing and drying.
Instruments should be cleaned only in a cleaning solution (e.g. Schulke perform or 3%
DESOMEDAN ID) with observance of personal security measures. Strictly adhere to the
manufacturer’s instructions for use when using solutions!

Use only demineralized water (VE-water) for rinsing and washing.
Use only daily prepared working solutions. For strong contaminations it is recommended to
replace solution frequently.
It is recommended to use for cleaning soft lint-free cloths, plastic brushes or washing guns.
Use of metal items is forbidden. Treatment should be performed in plastic or enamel-lined
(without damaged enamel lining) containers, closing with covers.
Manual external cleaning is performed by a disposable cloth, disinfected brushes. Brush
cleaning is performed over a solution surface to prevent from splashing contaminated fluid.
For effective cleaning open hinged instruments (gripper) to minimize overlapping surfaces.
Dismountable instruments should be disassembled.
Hollow instrument is cleaned by a rinsing gun (rinsing pressure 3 bar- 4 bar).
MP disinfection is performed jointly with cleaning.
Machine cleaning and disinfection are performed in a disinfector wash (e.g., thermal
disinfector Miele G7835 CD) with performance of the thermal disinfection procedure.
For the avoidance of damages MP parts should be properly fixed in the disinfector wash.
Loading MPs should ensure thorough washing, including for internal cavities of instruments
through the appropriate valves.
Instrument drying is a part of machine cleaning and disinfection.
Upon completion instruments should be removed manually, using disposable sterile gloves
treated with an antiseptic.
Inspection is performed visually. Critical parts, such as handles, hinges and cutting
surfaces should be controlled with special attention. All instruments with internal channels
should be checked for passability. If any instruments do not satisfy the inspection, they
should be replaced.
Insufficiently cleaned instruments should be re-cleaned and then washed thoroughly.
Instruments with micro cracks near hinges and/or damaged, bent or otherwise worn
instruments should be replaced, as they cannot or can improperly perform their functions.
If instruments require treatment actions, the appropriate treatment actions are performed
before function test, as a rule.
Before function test lubricate ball and threated instruments. Proper operation of instrument
should be ensured by the check. For this purpose any disassembled instruments should be
assembled. If necessary, after the check instruments may be disassembled again for
sterilization. Perform disassembly/assembly according to manufacture’s instructions.
It is recommended to pack MPs into a sterilization pack. Follow manufacturer’s instructions
for use and time of sterilization validity!
Package should ensure the possibility for labeling with the following information:

o sterilization date.
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0 packer,

0 shelf live,

0 contents.
If sterilization is performed without craft packs, storage time for sterilized MPs is: 6 hours if
sterilized in baskets, and 20 days, if sterilized in boxes with filters; craft packs are stored up
to three days in sterile conditions. Any items sterilized unpacked should be used
immediately after sterilization.
Sterilize in a vacuum autoclave (class B or S according to EN 13060) at 135°C.
Sterilization parameters

Sterilization mode

Steam pressure in Working temperature in Time of sterilization hold,
sterilization chamber, sterilization chamber, min
MPa (kgf/cm2) °C
rated value limit value rated value limit value rated value limit value
0.20 +0.02 135 +2 5-25 +2

The manufacturer recommends using indicator tapes to control sterilization (e.g. indicator
tapes Comply™ by 3M).
The manufacturer confirms validation of the re-sterilization procedure by a Certificate (see
Appendix 3).
Returned instruments are MP, which - regardless of whether they have been used - are
returned to the manufacturer.
Possible causes of return may be detected MP fault, failure during the warranty period or
the need for maintenance. If a MP if returned to the manufacturer or its authorized
representative, they may be sent back to the user only if:

0 passed cleaning and disinfection according to manufacturer’s instructions, are dry

and declared “sanitarily clean", and/or

0 clearly stated as not contaminated, and properly packed.
Decontamination of returned products - as in common circulation - should be performed
without delay to avoid damaging of an instrument. Decontamination should not be
performed if it may change or destruct the product, falsify results of a test or may a test
impossible. In case of doubts please consult with the manufacturer.
The following information should be provided in accompanying documents for each
individual MP returned to the manufacturer:

0 intended use of the MP;

0 decontamination method;

0 date of treatment;

0 last name of the person who performed the treatment;

0 reason for return.

66

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual

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



Cleaning of components of the MD “Instruments to the TCM 3000 BL - Morcellator for Surgical
Procedures” is performed as follows:

Instruments preparation

|D| Risk of infection!
Prepare the product before its first use and before every subsequent use as specified in this
manual.
Inadequate and/or incomplete preparation of the product may cause an infection of the patient.
Observe the following specific instructions;

A . At unpacked steam sterilization of single items they should be fixed in the tray to prevent them
from rolling around, causing damage.
. Allow Accessories to the 3000 BL - Morcellator for Surgical Procedures to cool down after
steam sterilization!

Immersing instruments in cleaning solution

* Never exceed the maximum concentration and exposure time specified by the manufacturer of
the cleaning and disinfection solution.

» Air bubbles must not adhere to the instruments.

» All components of the instruments must be completely immersed in the cleaning solution.

e All lumina of the instruments must be completely filled with cleaning solution and free from
bubbles.

Do not use cleaning agents that contain solvents.
If sterilized MP components are not used immediately, a sterilization indicator must be placed
on the packaging and it must be labeled with the sterilization date.

Perform cleaning, disinfection and sterilization after every treatment.

To autoclave single items, such as cutting tubes, Nouvag AG recommends the use of
sterilization packages to prevent of damage.

Make sure that sterilization packaging is no more than 80 % full.
Autoclave material for at least five minutes at max. 135 °C.

135*C
If sterilized MP components are not used immediately, the sterilization packaging must be

labeled with the sterilization date.
Nouvag AG recommends including a sterility indicator.
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11.1 Preparation of the 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 cycles.

Disassembly
Before decontamination disassemble the trocar cannula as described in section “Disassembling

trocar cannula”. Remove seal cap, internal seal and 0-ring.

Manual cleaning
* Rinse and clean all surfaces and lumina thoroughly with cleaning solution and suitable brushes.
¢ Place trocar cannula in an ultrasonic bath with cleaning solution, if necessary.

¢ Rinse all components of the trocar cannula thoroughly with cleaning gun and deionized water.

Machine cleaning and disinfection
¢ Arrange all components of the trocar cannula in the cleaning machine.
» Use a fine-mesh basket for small parts, such as seals and 0-rings.

* Run a standard machine cleaning and thermal disinfection cycle.

Autoclaving

Autoclave in vacuum autoclave (class B or S as per EN 13060) at 135°C for at least five minutes*.
Do not exceed the maximum load of the sterilizer when sterilizing multiple instruments in one
sterilization cycle. Autoclaving without vacuum must be followed by a drying phase. Allow the
trocar cannula to dry in a bag for at least one hour at room temperature with the paper side up.

» Temperature holding times conform to the national guidelines and standards with the maximum holding
time 25 minutes.

Assembly

» Make sure that all parts of the trocar cannula are completely dry after preparation.

* The flap in the valve body must be open when screwing the spacer with internal seal to the
valve body.

« Assembly the trocar cannula in reverse order of disassembly (see Section “Disassembling

trocar cannula”.
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11.2. Preparation of cutting tubes, protective tubes, obturators, grippers and myoma drill

Clean all products with suitable cleaning brushes.

Reprocessing restrictions
The end of the product service life is normally determined by wear and tear and damage through
use. The cutting tubes are designed for a service life of 20 cycles.

At the location of use
Remove surface soiling with a napkin/paper towel.

Storage and transport

No special requirements - avoid long periods before preparation to prevent the danger of drying-out
and corrosion, maximum time between use and preparation is 2 hours. If sterilized instruments are
not used immediately, the sterilization packaging must be labeled with the sterilization date.

Nouvag AG recommends using sterility indicators.

Manual cleaning

» Use disinfectant solution, neutral cleaning agent, suitable cleaning brushes and demineralized
water. Wipe all surfaces thoroughly with disinfectant (exposure time as specified by the
disinfectant manufacturer).

 Immerse all parts in the neutral cleaning agent (exposure time as specified by the cleaning
agent manufacturer). Use suitable brushes that can reach all parts of the lumen for cavities.

* Rinse all parts thoroughly under running water.

Automatic cleaning and disinfection

Equipment: Cleaning/disinfection MP with a special load carrier which facilitates the connection of
the instruments to the cleaning/disinfection MP and the channels. Use a fine-mesh basket for small
parts. Use neutral cleaning agent at the concentration recommended by the manufacturer.

» Place the cutting tubes, protective tubes, myoma drills, grippers and ergonomic handle in the
load carrier (ensure that the channels can be rinsed).

« Place seal holder, membrane screw, membrane seal, cross seal, obturator in the fine-mesh
basket and close the basket.

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

e Perform a 10-minute rinse cycle at 93°C to facilitate thermal disinfection.

* When removing the products, check whether visible contamination remains in the gaps and the
grooves. If necessary, repeat the cycle or clean manually.

Drying

If a drying program is not provided by the washer-disinfector, all parts must be dried in a drying
cabinet at 60°C.

)
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Inspection and maintenance

» Perform a visual inspection to check for damage, corrosion and wear and tear.
» Check cutting edge for damage and rotary components for bending.

e Check that rotary components move smoothly.

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

Packaging

e 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. When using sterilization
container, observe the instructions of the manufacturer.

e Storage: Sort the instruments on trays intended for this purpose or place them on all-purpose
sterilization trays.

|D| Risk of damage

Blade of the cutting tube may damage the sterile packaging.

Sterilization of gripper, cutting tubes, protective tubes, obturator, myoma drills

Autoclave in the vacuum autoclave (Class B or S as per EN 13060) at 135°C for at least 5
minutes*. When sterilizing several instruments during one sterilization cycle, do not exceed the
maximum sterilizer load. A drying cycle must be added in the case of autoclaves without a post-
vacuum function. Allow the instruments to dry in the bag for at least 1 hour at room temperature
with the paper side facing upwards.

* Temperature exposure times are based on country-specific guidelines and standards. Maximum
exposure time: 25 minutes.

A The MP is not sterile on delivery. All sterilizable parts must be sterilized before use (see Section

Instrument Preparation).

A If MPs have already been sterilized: when removing them from the sterile packaging, ensure
that the sterile packaging is not damaged and that sterility indicator confirms sterility and shelf

life of the sterile item has not expired.

The Morcellator (as per option 1 to option 3) must be assembled under sterile conditions (wear

gloves and a mask, place Morcellator and Instruments on a sterile surface).
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12.  Maintenance and repair

This medical product is non-repairable. If MP components have any defects, they should be
replaced with new ones.

12.1 General maintenance

Before every use perform a visual inspection of the MP to check for damage and wear and tear. Check
cutting edges and rotary components for bending. Check rotary components for gaps.

Users can perform the following maintenance procedures themselves:

Maintenance, protective tube

 Replace damaged protective tubes with new ones.
Protective tube, 0 12 mm (Ref. 5137nou)
Protective tube, 0 15 mm (Ref. 5138nou)
Protective tube, 0 20 mm (Ref. 5139nou)

Maintenance, obturator

* Replace damaged obturators.
Obturator, 0 12 mm (Ref. 5151nou)
Obturator, 0 15 mm (Ref. 5152nou)
Obturator, 0 20 mm (Ref. 5153nou)

Maintenance, trocar cannula
* Replace damaged trocar cannulas
Trocar cannula 0 12 mm (Ref. 51484nou), 1 item per package

Trocar cannula 0 15 mm (Ref. 51502n0u), 1 item per package.

Maintenance, trocar seal holder

* Replace damaged seals with new ones.

13. Safety information

Your safety, the safety of your team, and of course that of your patients is very important to us. It is
therefore essential to bear the following information in mind
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13.1 Modification and misuse

+ Replacement of MP parts with external ones or modification of Instruments to the TCM
3000 BL - Morcellator for Surgical Procedures is prohibited. The manufacturer is not
/K liable for any damages resulting from unauthorized modifications or manipulations. The
warranty will be cancelled.
« Use of the MP Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures
outside the indications described in Section PURPOSE is prohibited. The user or operator
is solely responsible for any adverse consequences resulting from such use.

13.2 Use precautions

In order to avoid risks and complications you must follow the below precautions:

- The cutting tube of the morcellator must be moved against the abdomen in one direction only;

- Cut off tissues to be removed must be extracted through a hollow tube;

- Uncontrolled movement of morcellator tubes and/or instruments towards lateral vessels, bowels or

retroperitoneum must be excluded;
- The morcellator must be ventrolaterally positioned during the whole procedure in order to avoid bowels or

vessels injuries;

- Sharp edge of the morcellator cutting tube must be visible during the whole procedure;
- The MP must be used by qualified and experienced surgeons only;

- The MP must be operated as per the Operation Manual and be functional at all times,

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

13.3 List of operational hazards, risk analysis

The manufacturer runs the system of risk analysis and monitoring. Risk analysis is performed during post
marketing monitoring of results of MP use. Risk analysis is a part of the device technical documents.
Residual risks of use of Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures include

injuries of vessels and other anatomical sites.
13.4 Safety requirements, operation conditions and rules
This product is designed solely for use by medically qualified, experienced and trained persons.

Surgical procedure using Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures must
be completed under continuous supervision of medically qualified staff able to react to any possible
adverse events and complications immediately.

To avoid injuries no MP manipulations must be done while the electric motor is switched on.

When the MP is not used, the protective tube must be pulled out to completely cover the blade of the

cutting tube to avoid injuries.
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Ambient conditions

Operation:
Relative humidity: 30% - 80%.
Temperature: 10°C-30°C
Atmospheric pressure: 800 hPa- 1060 hPa

The medical product is always safe for the environment while being used.
13.5. Safety check

Safety check for the MP Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures is
obligatory before each use. The MP is non-repairable and should be disposed after expiration of its service

life.

If you have any questions regarding MP maintenance and repair as well as after-sales servicing please
contact our authorized representative in the Russian Federation; 000 MedTestConsulting, Russia,
123181, Moscow, 1 Kulakova Str., bldg. 1, office 193, phone/fax +7 (495) 750-29-01, +7 (495) 729-77-
14, E-mail: medtestconsult@mail.ru.

14. MEDICAL PRODUCT CLASSIFICATION

Purpose Cutting instruments
Frequency of application Multiple application
Operating mode device for short-time modes of operation
Scope of use Product for professional use in heathcare institutions
Possibility of repairs non-repairable
Type of perceived mechanical portable,for use in healthcare institutions
impact

Type of human body contact Short-term contact (less than 24 h) with milieu interior

15. COMPLIANCE WITH INTERNATIONAL STANDARDS

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures comply with Council
Directive 93/42/EEC on Medical Products:

EN 180 10993-1:2009 Biological evaluation of medical devices. Part 1. Evaluation and
testing within a risk management

ISO 3964 Dental handpieces. Coupling dimensions.
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EN ISO 17664-2004 sterilization of medical devices. Information provided by

manufacturer for treatment of re-sterilizable medical devices.

ISO 13485:2012 Design and development, production, distribution and servicing of

medical devices

CE certificate Compliance \«ith Council Directive 93/42/EEC on Medical Devices

16. PACKING AND LABELING

Table 9. Explanation of symbols

Important information

|D| Warning

Manufacturer

Keep away from direct sunlight

Certified by the Canadian Standards
Mrn ry Association
(CSA).

CE mark with Notified Body

Ce

Iminon/l  |ntermittent operation, 1 min on, 1

in off
mno min off for 8 cycles
2D data matrix (QR-code)
Non-sterile
uraum

Stf

I\

AN

REF

SN

Autoclavable at max. 135° C

Suitable for thermal disinfection

Keep dry

Non-sterile

Electrical and electronic devices
that have reached the end of their
service life comprise hazardous
waste and may not be disposed of
together with household waste.
Local disposal regulations apply.
Symbol indicating the order number

Symbol indicating the serial number
and the date of manufacture
(year/month)

Biohazard

Indication of country of
manufacture: Switzerland
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Individual package of the MP

Fig. 38. Individual package of the trocar cannula

Fixpac box size 255x155x100 mm
Internal PE-LD bag size 200x500x0.075 mm

Fig. 39. Individual package of the obturator

DP 40 250 PP transparent packing tubes, size 045x255 mm.
Foam inserts size 045x10 mm.
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Fig. 40. Individual package of the protectvive tube

DP 30 200 PP transparent packing tubes, size 035x210 mm.
Foam inserts size 035x10 mm.

Fig. 41. Labeling on individual package.
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Manufacturer's name and address

Information on the country of origin: Switzerland

Typ : Schutzrohr 15 mm
Type : Protection sleeve 15 mm Name of the MP: Protection sleeve 15 mm

REFI 5138nou Reference number of the MP.

\1,0T\ 1936C1602R
Number of MP lot

CE€  cE markwith notified body

A- Non-sterile

liaycT
L Autoclaving at 135°C max

I\ Suitable for thermal disinfection

2D datamatrix (QR-code).
Qty: 1 Number of MPs in a package: 1 item.

Stainless steel Material of MP: stainless steel

Fig. 42. Labeling of Instruments for the MP.
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Labeling is electro-eroded directly onto the non-applied surface of the MP. The marking includes the
following information:

- information on the manufacturer: NOUVAGAG

- Reference number of the MP: 5193

- material, the MP is made of: Germany Stainless (stainless steel, produced in Germany)

- CE certification mark.

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

A shipping package (picture 43) protects the MP against mechanical stress associated with transportation.
The MP packed for transportation is resistant to vibration and shock. The shipping package is a
395x395x245 mm (WxDxH) carton marked with the below information (fig. 43,44,45, 46).

Fig. 43. Shipping package
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Fig. 44. Information on the shipping package.

Fig.45. Marking on the shipping package

Symbols;

NOUVAOAO
St . 2325
mdJ HAOBick)

Name and address of the manufacturer
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@ 2EMW3E3

Type : Tem 3000 BL Morcellator Name of the MP

REF 3281 Reference number

I' SN

Serial number
Powor 100V'ni5\/~/230V* 50-BOHr 110VA  Symbol indicating power consumption

Fuse T1AL 250VAC  c ces used

C€ 1276

the Canadian Standards Association (CSA)

Symbol indicating that CE Certificate has been obtained and that the MP is certified by

2D data matrix (QR-code)

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

[

Protection class Il

Information on the country of manufacture
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Fig. 46. Informational block on the shipping package.

Informational block on the shipping package includes:

1
2.

Corporate logo with manufacturer’'s address and phone numbers.
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 included in the delivery. A CD-ROM drive
and the Adobe 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 website
(www.nouvag.com). If you send us the article number (31946 RUS) with the language code and

the note "Printed copy", a printed manual will be sent to you free of charge».

The shipping package is marked with the following handling symbols.
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Fig.47 Handling symbols on the shipping package.

Table 10. Handling symbols on the package.

Keep dry

The device must not be located near moisture sources or in a humid facility

Handle with care.
Fragile goods. Goods shall be handled with care. Such a symbol is used to mark goods

which may be damaged in the result of tossing or shock.
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Transportation conditions
The symbol is used to mark the transportation requirements (humidity and

atmospheric pressure).

Transportation conditions

The symbol is used to mark the transportation requirements (temperature).

The MP is packed as follows inside the shipping carton:

Fig.48. Shipping package, inside view.

The MP is packed into a 370x220x130 mm polyamide box, its accessories are packed into a 375x155x130
mm 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.
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17.  TRANSPORTATION AND STORAGE CONDITIONS.

There are no special storage requirements. The MP may be stored at the below conditions. The MP packed
in the manufacturer's package should be stored in the warehouse and put on the racks. Avoid putting any

other equipment or goods on the MP.

There are no special transportation requirements as well. The MP doesn’t require disassembling for
transportation. The MP may be shipped by any covered vehicles or in multi-purpose containers as per the
relevant shipping regulations at the below ambient conditions. Arrangement and attachment of shipping

packages must ensure their stable position preventing packages from moving and bumping into each other.

Transportation and storage:

Relative humidity: Max. 90 %
Temperature: 0°C-60°
Atmospheric pressure: 700 g P a-1060 gPa

18. SERVICE LIFE.

Shelf life of the MP is 5 years. End of service life of products, generally, is determined by their wear and tear, and
damages due to their use. Cutting tubes are intended for 20 working cycles (use-sterilization), trocar cannulas are
designed for 500 working cycles (use-sterilization). After the service life is over this MP must be disposed of.
After exploitation resource is over the MP must be disposed of as per national regulations of the importing

country as well as recommendations of the manufacturer.

19. INFORMATION ON DISPOSAL

The MP shall be disposed of and destroyed as per the classification and rules of assembling, operation,
decontamination, handling, storage, transportation, recording and disposal enforced by the competent
authority of the importing country (Safety class of medical wastes as per Sanitary Regulations SanPin
2.1.7.2790-10 according to Russian Classification).
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4. 5153nou

Obturator, 020

mm

5. 5152nou

Obturator, 015

mm

6. 5151nou

Obturator, 012

mm
7
5156nou
Cutting tube
020 mm
8
5155n0u

Cutting tube,
015 mm

Instruments to the TCM 3000 BL - Morcellator for Surgical Procedures - Operating Manual

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

83
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630

610

Length 340

Diameter 20

Length 340,
Diameter 15

Length 340,
Diameter 12

Length 250
Diameter 20

Thickness left
0.4

Length 251

Diameter 15
Thickness left
0.4

Polyesterimide
PEI MT

Polyesterimide
PEI MT

Polyesterimide
PEI MT

Medical stainless
steel AISI 304

Medical stainless
steel AISI 304



5154nou

Cutting tube,
012 mm

10.
5142nou

Trocar cannula
for 015 mm

instruments

11.

5141nou
Trocar cannula
for 012 mm

instruments

12.

5193 Myoma
drill, 010mm
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610

320

312

100

Length 251

Diameter 12
Thickness left
0.4

Length 185

Diameter 15

Length 185

Diameter 12

Full length
330,Diameter
10, handle
diameter 100,

Drill working

Medical stainless
steel AISI 304

Medical stainless
steel 1.4305

Medical stainless
steel 1.4305

Medical stainless
steel AISI 304
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13.

5195 Claw

gripper,
010mm
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length 30
Right-hand drill

215

Full length 525

Working length
420

Jaw length 35

Diameter 10

Medical stainless
steel AISI 304



14.

5196

Tenaculum

gripper,
010mm
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AA a1 oecln

217

Full length 525

Working length
420

Jaw length 35

Diameter 10

Medical stainless

steel AISI 304

a



15.

5194
Tenaculum

gripper, 05mm
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198

Full length 525

Working length
420

Jaw length 35

Diameter 5

Medical stainless

steel AISI 304
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16.

5192

Tenaculum

gripper,
013.5/15.00

mm
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AN OET LW 3T

232 Full length 525 Medical stainless

steel A1SI1304
Working length

420

Jaw length 35

Diameter large
15

Diameter small
13,5
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Beglaubigung Nr. W5~ \/\ I
Diese Kopie stimmt mit dem Z V e r
smart lab solutions

Study site complies CI P jnd CmP
Accfcdited according to tSO 1702b
AKS P ?0804.fU/ ZtC-P 436 Ob 01

UAKS o (R

Certificate of Analysis

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

ProclLict Codes; Morcellator
Manufacturer: NOUVAC AG

According to AAMI TIR12:2004 /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). Tlie test specimen were
analysed reassembled. For the sterilisation process 11 and #2, two test specimen each were contaminated
with spore stripes of CeobnciHus stearothermophilus (witli worst case by placement of 10 biological
indicators on each device). For the sterilization process 03, three test specimen were contaminated with a
challenge suspension of Geobacillus slearolheriiiophilus 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, ihe tost samples were sterilized in a partial cycle (2.5 min, 134°C) of the
recommended sterilizing instructions, whereas reference lees samples were kept unclean and the bacterial
load was determined by bioburden

Recommended Sterilization Process

» reassembled lest S[)ecimen were double |3ackecl and sealed in foil for sterilization

» sterilization paiameters (moisted heat, ly|je Bautoclave): two pre-vacuum steps, holding time 5
minutes at 134“C and drying step for ten minutes (v.ilidaled 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 immersiern of the samples for 14
days in Soybean-casein digest medium. The lest was leplicated three times concerning sterilization efficiency
(product code: Morcellator). In all cases the sterilization process applied resulted in a reduction of mc”

10”76 bacteria per device.

The sterilizing procedure applied is
adequate for the tested medical device.

Date: 20.09.2017
Leszek Kazana, Area Bates Manager

L m
c -
Dr. Christian Draing, Study Director Christine Sauter, Quality Assurance Personnel
Date: Os ~0Y O Date: 5" /) /0
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12 TEXHNYECKOE OBC/TYKVE/THVE N PEMOHT
121  O6wuae obcnyxvBaHme

13 VHPOPMALIIA MO TEXHI<E BE3ONMACHOCTA

131  Mopgvdpmkaumm 1 HeHaane>Tauh e 1CMo/b30BaHNe

13.2  Mepbl NPeapCropoXXHOCLL Mpu MPUMEHEHUN

13.3  [llepeyeHb OrnacHOCTeN, CBA3aHHbLIX C NPYMEHEHEM MEOULIMHCKOIO U3AeNns,
AHanm3 prcKos

134 TpeboBaHWss 6e30MacHOCTW, YCOBYA 1 NpaBiia aMxuUTyaralym

135 ["xBepka 6e30nacHOCTM

14 KIACCVDVKALWA IVAWHCKOTO V3OS
15.  COOTBETCTBVE JVE>enyHAP| IbN1CTAHOAPTAM
16.  YTAKOBKA /1 MAPK/IPOBKA

17.  YCNOBVSA TPAHCNOPTVPOBKH U XPAHEH/SA

18.  CPOKC/IYEBb!

19, YTWISALYA
FAPAHTUHBE OBS3ATE/ILCTBA

21.  PEKNAMALIA

S

11amno>Nae 1.Coctas IVH

"3110X0HMe 2.Tab/mL3 COCTaBHbIX YacTein U NpuHagaiexHocTen LU

MpunoxeHne3 CepTdukar aHanmsa

PykoBogzcTBO No akcnayataumm NHcTpymeHTsl K Mcpognnaropy TOM 3000 BL gns xupypruyecknx onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

71
71
72
72
72
73
73
73
74
74
84
84
84
85
85

87



O6uwas nHopmay”

BBBAEHVE

B Hacrosiae Bpemsi COBPEMEHHbE MeAULMHCKUE U3OeNns  MO3BONSKT-  MPOBCOUTH
TMCrepakrowto  JICCPEACTBOM  J1a/lapOCMO/IMHECKOTO BMeVHTENbCTBA. K nipenmylyacteam
NaNapoCKONMYeckoro MeTcaa Criocsarca 6onee HU3KWA ypoBeHb 60NMein y nauueHta u 6bICTpoe ero
BOCCTaHoOB/IeHVe. MaupeHTaMmm NpsHaH MUHUMaUTBHO MHBA3MBHDIV XapakTep 3TOW onepauyn, Nnockosbky
ee MpoBefeHVe He OCTaBMSET MPaKTUYECKN HMKAKMX LL9aMOB Ha KO>t0, Bpemsi, Heobxoaumoe [/1s
32KMBMEHUS pPaH W BbI3AOPOB/IEHNA MNaUMEHTa, 3HAYMTESIbHO COKpallaeTcsi, BOe 3TO MPUBOAUT K
9KOHOLUM CPeACTB M BpPEMEHM BCEX BOB/IEYEHHbIX CTOPOH. /19 NpoBefeHVst MOAOGHbLIX onepauuii
UCTIONb3YETCA  MOPLE/I/IATOP - YCTPOMCTTO A/19 M3MENbYEHVS] U NOCNeAYKNAro yaaneHns obbeLlblx
OpraHoB W TKaHell HernocpeacTBEHHO B MOIOCTM OpraHu3ma, 6e3 HeoGXOAVIMOCTU  BbIMOSHEHVS
[OOMOMHUTENBHOTO pacceyeHns TkaHel NS yaasieHns opraHa. 18 yAoBNeTBOPEHWs MNoTpeGHOCTEN
Kao[oN KOHKPETHOWM npoueaypb! komnaHna Nouvag AG npeg/iaraeT VMHCTPYMEHTBI, npeguasHadyeHHbe
AN MCnonb30BaHMsl coBMeCTHO ¢ annapatom Mopuevistop TCM 3000 BL ans xvpyprndecknx

orepaLyin.

1. HASHAYEHE

WHctpymeHTbl K Mopuervistopy TCM 3000 BL 411 Xvpyprydeckx — orepaLipii
npeaHasHaHeHbl /1S UCCEYEHMST U M3B/IEUEHUS TKAHEW, AN yAaNIEHNST MUOM MaTK/ BO BpeMmst
NTanapoCKOMMYECKNX TMHETCIOMMYECKUX OrepaLyi.

2 TIOKA3AHVA

NecTtpymeHTbI K Mopuerigtopy TCM 3000 BL 415 XMpyprmyeckx ornepaLipiic ucnornb3yoTes
0191 OCYN3CTB/IEHNA XMPYPLLYECKOro /1anapockonnyeckoro BMEWHTENbLCTBa Mpu NpoBeaeHNN
0OUPXUPYPTUECKMX U TUHEKOMOTUYECKMX onepauuni A/ UCCEYEHNS N U3B/eYeHUs] TKaHel B

CeayK3LLYIX Cryuasix:

*  MVIOMa MaTKy;
*  dmbpoma maTky;

*  HOBOOGpa30BaHWA MaTk1, TPeBYKMpe YaCTUUHOM MMCTEPIKTOLLK;
*  pobpokayecTBEHHbE HOBOOOPA30BaHMS ANYHUKOB.

3. MPOT1EOMOKA3AI-MA

OTHOCUTENBHBE NGO abOO0MKSAHbLE NPOTMBOMNOKA3aHUA MOTYT SIBMIITLCA Pe3yNbTataM 06Mpx
MEMLMHCKAX BbIBOAOB MO0 OCOBLIX C/lydaeB, B KOTOPbIX PUCK MPUMEHEHWSI XVPYPITUECKMX
PEXYMPX WHCTPYMEHTOB C 3/IEKTPOMPMBOLAOM /11 MauMeHTa 3aMETHO BO3pacTaeT. AWNYHUKA,
chanonveBbl TPyGbl, MOMa U A3yTUE CTPYKTYpbl AO/MKHbI OblTb AEBAOAPU3MPOBAHbI U
pacceyeHbl nepes, MopLennsLyel.

JNanapockonuyeckoe NprYiMeHeHVie MOpPLE/ISTOpa NPOTUBOMOKA3aHO MpY:

DVKOB3ACTBO tX) akcnnvaTaumn MHcTpymeHTbl K Mopuennatopy TCM 3000 BL g5 xupypruyeckmx onepawuii
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JNeyeHnn 3n10Ka4eCTBEHHBIX OMyX0/1ei

JeyeHnn BacKyIApU3NPOBAHHbIX TKAHEN

MpenapvpoBaHne TKaHel

HEKONOrIHECKOM XMPYPTK, NMPKU KCITOPO TKaHW, Nca/ieH Bane MOpbPTAALMA, MOpaxoTbl Wik

MPeANOsIOKLLB/IEHO VMEKTT OMyX0/n

YpaneHum TkaHel matku, oggep>i<ail/ix ivnoivbi, y cne;EToLdx naumeHTos;

. nepez Wi rnocsie MeHonaysbl

. KaHLLLIATOB Ha YasieHVsl TKaHEBbIX 6TKK3IB, Hanpumvep, Yepes Bnarasimtd Wwim yepes
MaJlble flanapciroMUHeckne paspesbl.

4 TMPBOYMPESLUHVA N MPBOPCTOPOMKHOCLL

* HekoHTpoMpyemas MopLenisauma B 06nacLu GpHoLLHOM NOMOCTY MOXET NPUBECLL K CEPbE3HBbIM
NOBPEXAEHNAM OPraHOB UM CTEHKN GPIOLLIHON nosioc™

* OcTpbe Kpovi<H MHCTPYMEHTOB YCTPOWCTBA HECYT PUCKM NOBPeafeHs TkaHel

» Bo Bpems npoLeaypbl BO3MOXHO pacceviBaHve TkaHein B OPHOLLIHON MOOCTU.

o [Mon g nMTeNIbHOM HENPEPbBHOM NPUMEHEHWM MPOVCXOLUMI HArpeB 3/1IeMEHTOB MopLE/IAropa

* He paspeunBeTcs NPON3BCPT MOPLEMALMIO 6E3 MCMO/Ib30BaHUS TRYOKM 3aLLIMTHON Wn TPYOKK
Tpoakapa.

5. MOB(>H3EAENCTBUSA

MopbpTNAUMS TKaHEen MpU MOMOLLM XMPYPIUHECKMX PEXYLLMX WHCTPYMEHTOB C 3/1EKTPOMNPUBCAOM
SIBNSIETCS XOPOLLO 3apeKkomeeapBaBTTel cebst npoueaypoit. Hyukakmix HegonycTn{bix No0604YHbIX 3¢hdeKkToB
npy HaAnexsLdM ObpalleHMn U B COOTBETCTBMM C MOKA3aHUSIMU He 3advKCMpoBaHo. [onyCTMbIMM
no6o4HbIM! achchekTammn MoryT BbITb 60/1€BbB OLLYIZ WA 1 peakuymn naumeHToB Ha HAPKO3.

6. YC/IOBUA SKCTVTYATALIN

[ns npaBwibHOl paboTbl HCTPymMeHTOB K Mopueviatopy TCM 3000 BL gnsa Xmvpypriveckx
orepaLyii HeobxoaMMo cob/IKaAaTb CeVMCLLYE YCTIOBYS:

YcnoByisi OKpy>KaroLLIEV cpeailt

Skcnyarauus:
OTHOCUTENbHAA BIAXXHOCTB: 30%-80%
Temnepartypa: OT110°Cpo45°C
ATMOCdepHOe AaB/eHNE: OT800 mMapo 1060 rMa

NVKORANCIRO N0 akcnnvarralium HCTpyMeHTbl k- Mopuennatopy TCM 3000 BL ana XupyprkHeckux oneparuii
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A

Mepen  MCMOMb30BAHMEM  HEOOXCAIMMO
BHUMATE/BHO NpPCHeCTb JaHHoe
PYIOBOOACTIO o KCrUTyaraumm 7

VHCTPYKLUMM NS ApYroro  060pyaoBaHus,
CMO/b3yEMOTO B X0Aa NpoLeayp.

McarotoBka K MCNO/L30BaHUIO AaHHoro LU
[0/DKHA NPOBOAUTLCA COMMACHO YKasaHUAM,
NPVBELEHHbIN B AAHHOM PYKOBCACIBE MO
Slwiyaraumy, 370 [O0N>KO  06ecnevnTb
3aWmTy MnauveHToB, Monb3osateneil K
TPETbUX LU L,

Mpy Vcnonb3oBaHny NpPOT ManM CTOPOHHUX
npousscauTeneil onepatop 6epet Ha cebs
OTBETCTBEHHOCTb 38 BO3MOXHbIE PUCKA U

HebnaronpusTHLE nocrneapTByS.
(CbyHKUWOHa/TBHOCTE  0O0OpYAOBaHUS 1
6e30nacHOCTb nauvieHToB He
rapaHTTpyertcs npwv CMO/b30BaHNN
WNHCTPYMEHTCE CTOPOHHUX
npou3BcAuTeNeil.

W cnepgyet 3aw/NwTh OT nonagaHWs
NPSAMbIX  COMIHEYHbIX  Jlydeil,  Tenna,

NCXCOANPro OT 6arapeil  LEeHTPaslbHOro
OTOIN/IEHVSA, YPE3MEPHOIO NoraAaHns Nbsn,
BMI@KHOCTY, BMOpaumii 1 MEXaHUYECKMX
yapos

TkaHW MaTk/ MOTYT GbITb MOPaHEHbI PakoM.
Wcnonb3oBaHne 1anapocKonMyeckmx
9NIEKTPUYECKUX  MOPLENIATOPOB  Mpnt
XUPYpPruM MWOMbI MOHET Croco6CTBOBATb
pacnpocTpaHeHio paka W  YMEeHbIWTb
[ONTOCPOYHYHO BbDKMBAEMOCTb MaLMEHTOB.
3Ty MH(dhopMaLMio HEOBXCANMO [0BE3TU 0
nauueHTa npy paccMOTPEHUN BO3MOXHOCTU
nposeap™Msi XvMpypriyecion onepaumm c
NCMNO/b30BAHWEM 3TUX U3LE/NIA

W3nenve noctaBnsieTcs  HecTepUsIbHbIN.
Bce cTepunmsyembe 4act JO/DKHbI ObITb

NPOCTEPWU/IN30BaHbI nepeg,
1CNosib30BaHNEM (cm. pasnen
McaroToBka U3nenuii).

He wucnonb3yite  w3genve  BO/M3K
B3PbBOOMACHbIX BOCT/TAMEHSIOLLIMXCS
CMecei um rasos.

[MayHUMalire  BO  BHMMaHWE  PEXVM

npepbLBUCTOro  (pyHKUMOHMpoBaHUA (8
umknos 1 MuH BKM, 1 MWH BbIKN1.) BO
n3beHaHVe OHOTOB MNPV  KOHTakte C

A

MpcyykTbl,  OMWCaHHble B JaHHOM
PYIOBCACIBE MO 3KCrylyarauyn, OO/KHbI
MCMONb30BaTbCA  KBA/IMC IMPOBAHHLIM 1
OOyYEHHbIM  MEepPCOHasIOM  MpU  TMO/THOM
COMNKOEHUN TpeboBaHWA U  YyKasaHWi,
MPUBELEHHbIX B PYHOBCACIBE.

HenpaswibHOe WUCMOMb30BaHNE M PEMOHT,
a Tawl HeccobnkaeHne TpeboBaHWi
JaHHOr0  pykoBOACTBA  OCBOOO>TAANOT
npou3BcauTeNns OT JI06bIX 065A3aTesbCTB,
BbITEKAOLLIMX U3 MOSIOKEHUI TapaHTU Win
APYrnX NpeTeH3uiA.

Mepen, Hauya/IOM UCMO/ML30BaHMA [JAaHHOTO
MeL IMHCIOrO M3aenuns, nepes, Havasiom
ero aKcr/lyarauum ncnb3oBaresb Bcerja
JONMeH yb6eauTbCA B TOM, YTO JaHHOe
MeAULMHCIOe  u3[enve  Haxcaprics B
XOpObIEM paboyem COCTOSIHWW, SBMSHOTCA
YNCTbIMW, CTEPUNbHBM/!, U MPUrCAHBIM K
aKcryaraummn.

MM faBnseTca wu3genvem  JI/HOrOKparTHoro
npumMeHeHnss PemoHTy paHHoe LW He
MNCAMEXWT.

akcrnyatauma M/l «KKIPYMEHTbl K
Mopuennatopy TCM 3000 BL pns
XVPYPryYecKkmx oriepauuiny» JomxHa
NPOXCAVLL o4, MOCTOSAHHLIM KOHTPO/IEM
KBaIMPULIMPOBAHHOTO MeOULIMHCKOTO
nepcoHasia.

Hukorga He  nomb3yitech  3aXWLLbIM
YCTPOWCTBOM HOHE-Ty0ycOB BO Bpems
pabcrbl annapara. 3T0 MCMET NPUBECTU K
NOBPEVAEHUIO NHCTPYMEHTA.

C  OCTOPOXHOCTbO — ObpavipiiTeCb  C

HCcMammn-Tybycamm BO BpeMs  pabC/ibl
nm3genms  BO  M3bexaHue rope3oB U
0epbeE3HbLTX MOBPESAEHNIA.

MNepes HayasioM  UCMOMb30BaHUA U

akcnnyataumm gaHHao IMM obszatesibHO
O3HalOMbTeCb € PykoBoactBom Mo
akcnnyatauym Ha LW «Mopuennstop TCM

Pvkoeoacreo no akcnavatauun NHcTpymeHTsl K Mopuennstopy TCM 3000 BL gnsa xvpypruyeckux onepawui

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



N2EEBESEDS

pe;E"opom 3000 BL gna xvpyprnyeckux onepaumii c |
NpUHgANEXHOCTAYM» |

MoaydovikaLyim 1 HeHaanexal iee 1Crons30BaHVe

3amMeHa VHCTPYMEHTW  Ha CTOPOHHVE WM McaudvkaLym — 14KTPYMEHTOB K
Mopuennstopy TCM 3000 BL /151 Xvpyprmyeckmx  ornepauyii - 3anpeopHsi.
A M3rotoBuTENb HE HECET HVKaKOM OTBETCTBEHHOCTM 3a MOBpeveHus, BO3HUIOLLE B
pe3y/bTarte HeCaHKLWIOHMPOBaHHbIX MCAUMKALMA WX MaHMYNAUMIA. TapaHTst B Takux
Cyyasix ABNSAETCH HeAECTBUTE bHON.
Wcnonb3osanve LU «/HCTpymeHTbl K Mopuennaropy TCM 30000 BL  gna
XVPYPIUYECKNX OrepaLyi» B LENsSX OT/IMYHBIX OT MOKa3aHWiA, OMMCAHHBIX B MyHKTE
H1ASHAYUEHIE, 3anpetluieHo. Nonb3oBaresib Wiv OnepaTop HeCET MOJHYH0 OTBETCTBEHHOCTb
3a HeGnaronpUATHLE MOCNEACTBIA, IPOM30TLLLLIVE BC/IEACTBME TAKOTO VCTIO/NE30BaHUS.

TpeboBaHVs, NPeAbSB/IAEMbIE K OrepaTopy-
O6pazoBaHVe:

- Bpad C BblOoWIM MeAULUNHCKAM o6pa30|3aH|/|e|v|
CocTosHVe oneparopa;

- HEOBXCAYIMO XOPOUBE M3NYECMIE U NMCUXOGIM3NHECKOE COCTOSHME
BriaaeHve A3bIkamug,

- @HIAACKNIA W
- A3bIK, Ha ICTOpOM npeocTaB/eHbl MHCTPYKLMM MO aKenyataumm MA.

MeayLpyHCKoe NMpUMveHeHme:

M3guupHekoe usgenve «/HCTpyMeHTbl K Mopueisropy TCM 3000 BL ana xvpyprnyeckix
orepaLyii» npegHasHauYeHo TOMbKO /151 MPMMEHEHUS KBTT(DMLYIPOBaHHBIM MeVILWHCKVIM NEPCOHAsIOM B
CcrieumasibHbIX YCNOBUSX XMPYPrYECKNX ONEPALVIOHHbIX, 060PYA0BaHHbIX B MEAULMHCKUX YHPESIEHUSIX.
NI ycToiumBo B MpoLLECCe 3KCr/Tyarauyn npu HOLLHaIbHBIX 3HaYeHusX Temnepatyp ot 10°C o 45°C,
OTHOCUTEbHOW BiadkHOCT! 30% - 80% MW SBNSEeTCA KOPPO3VIOHHCHCTOVKMI B YCIIOBUSIX SKCTUTyaTaLym,
TPaHCMOPTUPOBaHMA N XpaHeHns. bl yCTONUMBO K BO3AENCTBUIO BGMOMOMMUECKMX XKLLKOCTEN U TKaHen
opraHM3Ma, C KOTOpbIMM  KOHTaKTVpyeT B rfpouecce akcrlyaraumi. MM ycTonumBo K
MpeaCcTEPUIN3ALIOHHON oUMCTKe, Ae3vH(chekim 1 cTepumnsaun. Oneparop B 0bsi3are/isHOM nopaa™
[OMMHAH MCNO/b30BaThb MEAMLMHCKME NepHaTK/A U Macky Mpuy padoTe ¢ AaHHbIM WL

DVKORCACIRO N0 aKkcnnvaTalium MHCTpyMeHTbl K Mopuennaropy TCM 3000 BL gns xupypruyeckmx onepacui
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



7. 06ufie cBeageHUs o KOHCTPYKMMA WM «Mopuennatop TCM 3000 BL ana Xvpyprmieckmx
orepaLii C MPUHaAIEXHOCTSMA

Puc. 1. Mopuennatd TCM 3000 BL anst xrpyprnyeckvx onepauyin ¢ NprHaaIexXHOCTAMA

Ha puc. 1 nokasaH o6w™ Bag LW «Mopuennstop TCM 3000 BL ans xvpypriyeckyx onepawuii ¢
NPUHAL/IEXHOCTAMUY», A1 paboTbl C  KOTOpbIM npegHasHayeHo AaHHoe VI «/HCTpymeHTbl K
Mopuennatopy TCM 3000 BL gns xupypradeckmx onepaupin». OHO COCTOUT M3 KOMMakTHao 6rioka
ynpasneHuss  mopuennatopa TCM 3000 BL (1) € npocToii U MOHSATHON MNaHesibto, MO3BOJIAKHIM
peryimpoBaTtb CKOPOCTY PaboTbl MCPCTKHEHHBIX WHCTPYMEHTOB (2), MeAa/iM C TOYHbIM KOHTPOJIEM
ckopoctn (3), peaykTopa (4), SproHOMUYECKON PYHOSITKN, Kpensileics K por*opy (5) n anekrpomoTtopa
E-Mala21(6).

Hapuc.2 nokasaHo, kak cobparb Mopuennstop TCM 3000 BL anst xupypruyeckmx ornepavyii
nepes Ha4asiom ero aKcrulyaraLmm

DVKORO/MCTRA N0 akcnnvaTalium WHCTpymMeHTbl Kk MopcannaTtopy TCM 3000 BL gnsi xupypruyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



[NaHenb

Mepanb
0 asa ynpasneHuA
'woa ™
\ <) m X
| K¢ Bunka moTtopa
Bunka negasin - 'jJ
K negann
K moTopy

FVic.2. Kiakoc)6pamJIMopLpTlatcp TaV13C)(KOBLansaxupyplTMA

8. CseneHnsao M1

[na ynoBneTBopeHnst NOTPeOHOCTER Kam/aoii KOHKPETHOW MpoLedypbl, BbIIO/HSAEMON C MCMOMb30BaHNEM
Mapuennstopa TCM 3040 BL gns xupypn”deckunx onepauuii LW «AHCTpymeHTbl K Mopuennstopy TCM
3000 BL 451 Xmpypryecknx onepaumii» MMeeT MHCTPYMEHTbI C TPEMS pa3/IMyHbIMM pasvepamT AviaMeTpa.
OHuM pocTynHbl B pasmvepax: 012 mvm, 015 mm 1 020 ivivi ["am U TeslsHOM Noaobope COOTBETCTBYHOLLITX
WHCTPYMEHTOB 00ECreunBaloTCs OT/IMYHbIE Pe3y/ibTarbl MOPLE/NALMM, U TapaHTTTPYercd MakCUMaulbHas
6e30MacHOCTb BbINO/IHEHUA XUPYpPruyecknx npouesyp. Pa3mepHO-BECOBbB XapaKTepUCTUKM  COCTaBHbIX
yacteit M npnBOTP-t0 B. M3WIOMEHM 2.

Tabmua 1. HazHaueHre cocTtaBHbIX YacTent T «NecTpymeHTbI K Mopueritopy TCM 3000 BL g/

No HaszBaHve cocTaBHO YacTu
1 Tpy6ka 3awmtHad, 012 mm
015mMm
020 mm
2 O6typatop, 012 Mm
015 mm
020 mm
3 Hox-Tybyc, 012 mm
015mMm
020 mm
4, Tpy6ka Tpoakapa, 012 MM
015 mm

5. Csepnogng mvomsl, 010 mm

HasHaueHve
["aefHa3HaveHa 418 BBeAeansi HCOK-Tybyca 1 3alTTbl

TKaHe BO BpeMsi MPOBEAEHNS onepaLym

HanpasneHne HOxa-Tybyca K TKaHAM, MoLiexaliyum

yAa/IEHNO

OTceueHne roanexari x yganeHuo TKaHe

[MaenHa3HaHeHa A9 BBEAEHUA HOXa-Tybyca 1 3aLTTbl
TKaHel BO BpeMsi MpoBeAeHNs onepaumm
MNaoBefeHne onepaumMn  MIOM3KTOMTU  (yoaneHue

MFOMa])

nuKnReneren nn avennvaTatiua AYcTpyMeHTbl K MopcepTtaaTopy TCM 3000 BL gnsi xupypruyeckux onepauuii

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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6. Ui korreBUUHbLE, 010 MM 3axsar cpe3aemoil TKaHn /151 TOCNEePYKMPIo yaasieHns
11\ Ml 3ybuarto-nanyatble, 010 Myi YaaneHvie Meskvx oOCTaBUMXCA KyCOUHOB TKaHN
7. 05IVIVI
013,5/15,5 mm

O6Typarrop

5152nou O6Ttyparop, 015 MM

5151nou O6Typartop, 012 mm
dopma ocTpus KOHWYeckas
KoHycHOCTb He 6onee 30°

PAunyc nputynneHust pabemeii vactm  He 6onee 0,3 mv

Kak nosnib3oBarbcs 06TypaTtopom

OO6Typatop UMEET KOHMYecKyto chopMy ocTpus. [™am ero BB\TPHMM 4epe3 TPyOKy Tpoakapa win Tpyoky
3alL\TTHYH0 06TypaTopa NPOVCXCLLWT TYMOe NOCTENEHHOE pa3aBUraHne TKaHeiA.

NVKNRCNCrAn Nn akennvara’rtn AHCTpyMeHTbl Kk McpTennatopy TCM 3000 BL ans xupypryHeckux onepar’ i
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Puc. 5. YnatoBka 06Typatopa.

Puc. 6 MapkmpoBka Ha yrakoBke 06TypaTopa

LUl &I-"403 O)IQ%‘ H

Typ: Obturator 15 mm fOr Morzellalof
Type: Obturator 15 mm for morceliator

HassaHuve 1 agpec npounssca’Mrens

HazsaHne MM

< 000 LHPMH (3 INFOGCIRM RO 6 WINW GOSZORAVNADZOR Ry ‘CPYMEHTS! ¥ MopUennaropy TCM 3209 BLAnA xupyprueckux onepaus
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‘%?'NOUVAG +

5152nou  pedpHoKEPLL

LOT 1937C1602R
Homep napLum

3HakCE
HecrtepunbHo
%3s4:
ABTOKNaBHasi 06pabcsika npy makc. 135° C
ncmxcvw ana TCpviVIHecKoll aesnHdekupyn
YkasaHue o cTpaHe npoussoacTea Hbeliuapus
Manmyectso LU B ymamnosve: 1 Lir.
[AsymepHblIii WTprx-keg, (QR-kca)
Hox-Tybyc
wT'
5156nou Hox-Ty6yc, 020 mm
5155n0u Hox-1y6yc, 015 mm
5154nou Hox-Ty6yc, 012 mm

PuvvnrnneTin nn avennvataunn HCTpyDMeHbl K Mopmennisarropy TOM 3000 BL gns xu rMyecknx onepabmii
@ 000 LUPMH () INFO@CIRMIRU @ WWWGOSIORAVNADZORRU P by ANIA XUPYP P



Tabrmua. 3. TeXHMUECKME XaPaKTEPUCTUKA: HOX-TYBYC
TonuwwHa nessus, He 6ornee 0,4lyym
WiipyHa pen™uBii KpoYkn, He 6onee 0,2 MM
MancoepyHuTeNbHbI arameTp gnia - 20 Mv
domkcaumn B peaykTope, He 6ornee

Hox-Ty6yc (ne3svie)

BbICOKOTEXHOMOMUHbIE  HOXWU-TYOYCbl  MpoM3BCLUpPTBA  KOMMaHM Nouvag AG COOTBETCTBYHOT BOEM
TpeboBaHVsM, Npesb/BseVbm K 060pyAoBaHMO, NpefHasHauYeHHOMY A1 MPOBEAEHNS XMPYPIMUYECKUX
onepauuii nanapoCKONNYECKON MMCTEPIKTOMMM 1 TIFOMOHYKNeaLyn. BbCOKOKaHeCTBEHHasA 06paboTka 1e3Bus

HOXa-Tybyca obecrneunmBaeT MHOTOKPATHOE WCMO/b30BaHNe CO CTabWibHbIM peH™wi+TM adhdpektom 6e3
HEO6X0AMMOCTM B 3aTCUKe

Pvc. 7. HeycTpoeH HOX-Ty”C

2 Hanpasnswwa vaidTa (domkcatopsl) Ha HOH-Tybyce npeaHasHaveHb! 4151 YCTaHOBKM €0 B PYKOATKE
peayktopa. OHY A0/MKHBI BOUTY B CNOTbI peflyKTopa 151 YCTaHOBKV MHCTPYMEHTa B paboyee MosioxeHune.

NVKORNACTRO N0 akcnnvaTalium VIHCTpyMeHTbl K MapognnaTtopy TCM 3000 BL gns xupypruyeckmx onepawui
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



FVc. 8 O6wyisuu M/

Puc. 9. Mapkvposka Ha bl/1.

MapK/poBKa HaHeceHa Ha Hepabo4yto MOBEPXHOCTb M/1 3M1EKTPOIPPO3NOHHLIM  CNOCO60M. MapkupoBkal
COAEPXY- C/ie;Taal Yo MHADOPMAaLINIO:

-nHpopmaumoonponsscamresie: NOUVAGAG
- Pedp-Homep LW : 5155

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnn 11 M TOM 3000 BL 1417
@ 000 LUPMIH [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR R " PYMETTH! K MOPLENAATORY ANA Xupyprateckux onepaid in
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Puc. 10 YnakoBka HCUB-Tybyca

Puc. 11 MapKMpoBKa HayMNakoBKe HCUO-Tybyca.

. 1
e» 3-M»

XHCU

\,,A' O
>
OS5 ©

LLAYHT GV HasBaH1ie 11 afpec npovsBcayTerns

Typ: Kunge 15 mm fur lytorzeuator

Type : Blade 15 mm for morcellator
Ha3BaHuem!

I—IBLLI' >155nou Pedb-HomepM/I

pYyKOBOACTBO Mo 3Kcnayatauyum NHCTpymeHTsl K M cp.plnatopy TCM 3000 BL ans xupypruyeckux onepatuia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



| gt] 7406C1511R
Homep nata 7Vl

3Hak CE v opraHa cepry|chvkammn
; HectepunbHo

135*C(

T 1 peroknashas o6paboTka npy Mac. 135° C

/1A Mouxcp4r gns Tep/IrMeoton Ae3VHGIEKUMN
'« S i o
YkazaHve o cTpaHe npousscaacTsa éenuapns
| Konnuectso LU BynatoBke: 1 uur.
m Marepvavi, 13 KOTOpPOro nsrotosnieHo M/L: HeproBekxLas Ctasib
[BymepHbIli WwTpmx-kog, (CH-kca)

Tpy6Ka 3aLyTHasA

5138nou Tpy6ka 3aiimHast, 015 Mm

pPYKOBOACTBO Tt0 3Kkcnayatauum NHcTpymeHTbl k- Mopuennsropy TOM 3000 BL o5t xupypruyeckmx onepacui
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



5137nou Tpy6ka 3aountHast, 012 mm

Mo3numoHep, BbICTYN He 6oree

5Mm

3aKVMHas ralika, AnvHa X guametp,  60MMx30MM

He 6onee

Puc.12 TcenumoHep TKaHel

MosvuMoHep Ha AMTCa/TbHOM KOHLE TPYOKV 3ailrHOM BbIMNOMHSAET 2
OyHKUMK:  3aliTTa  HAStoNe>falyxX  TKaHeid npyv  Mopueisaumn v
OCYVPTIBMIEHNE  «ICLUAHW» TKaHW», 4YTO MO3BO/ISAT  BbIMOMHSTH
Mopueniaumo - HenpepbieHo.  KDOVE  TOro, OH  npesoTBpavaeT
nepemeLLeHVe KyOtoB TKaHel BO BpeMS MOPLIE/ISLINN.

Mo3nupoHep TKaHel Takme BbICTynaeT B kayecTBe NPOBOAHUKA B X04e
MOpLEeNIAumn

PykoBcacTtBo no skatnyarramuu NHCTpymMeHTbl K M3apTpnaTtopy TCM 3000 BL ans xupypruyeckux onepanTii

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



BBELEHM pg>i"aip4 Kpovi<kaMQ>ier 6H-rby6paH% BHYTPb
TPpYOKMN 3aLLYITHON [T MPEAOTBPaLLEHIA OCTIOKHEHA (CoyHIKUA
CUr-Macu)

PVKOBCACTBO M0 aKcnavatauun VHCTpymeHTbl K MopLp¥wropy TCM 3000 BL gna xu|:ypruyeckux onepauuii
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CANNWEEEO

/ | \ ykazatesb «IlcaxouT" Anst TepMUYECKO Ae3VHADEKLY TV

Puc. 16. YnakoBka TPYOKM 3aTLLTHOM

Puc. 17 Mapk1poBka Ha U{'LyBILLYya/TbHOYNakoBE TPYOKV 3an+1T>DiA.

HassaHvie 1 agpec nponsscanTesns

PYKOBCLL,CTBO N0 3KcnnyaTaumn MHcTpyMeHTbl kK 1Vbpuennsropy TCM 3000 BL ana xupypruyeckmx onepawui
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



NN3eHeBMUS3

- m—7— YKaszaHue o cTpaHe npousscacTea Hbeliuapus

Typ ;, Schutzrohr 15 mm A
A p e, Protection sleeve 15 | Hlas3s3Hue MU: Tpybka 3alumTHas anameTp 15 \KY

LT
REFf'-5138n0ui;!)k’

Pedh-Homep M

AN 1SA"C1602R
Homep nota M

@T«» 3Hak CE v opraHa ceptudovikaumn

HectepunbHo

135*C

° « ABTOKNaBHas 06paGoTKa Npu Make. 135° C

Z IJ Mcaxcavr pns TepLlyeckoi Ae3vH(ekumm

. AymepHbI WTpmx-koz (QR-KqQ)

Qty.: 1
-nun'  Konnuectso MU B ynakoske: 1 Lur.
T™W, ™ Wi

Stainless steel
Marepuan, 13 KOTOporo n3rotossieHo MW,: Hep>TasekiLas CTaslb

PYKOBCACTBO N0 3Kkcnayatauum NHcTpymeHTsl K Mcpuennatopy TCM 3000 BL ans xupypruyeckux onepacui
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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TpyOka Tpoakapa
NO cut»
5142nou Tpy6ka Tpoakapa gnst uHcTpymekrce 015 mm
Nt
5141 now Tpy6ka Tpoakapa anst UHCTPYMeHTOB 012 MM

Tabrmua. 5. TEXHNYECKME XapaKTEPUCTUKA: TPYOKa Tpoakapa.

Yennve (MOMEHT cusibl) Ans 0,2-0,4 H, aBymsi nasbLigMu
OTKPbITUSA/3aKPbLITUA

JvameTp x anvHa cJuKcaropa, He 35MMx50MmMm

6onee

Pesbba npucoegyHTebHasA M24

Kak nonb30BartbCst TPYOKOM Tpoakapa

OrrwmasibHoe NPOCTPaHCTBEHHOE MO/IOMEHVe TPYOKM TpOakapoB BaXKHO /151 YCMEeWsioro MpoBeAsHUS
NanapockKonuyeckx onepauyin. B cnyyae mcnonb3oBaHus 60siee OfHON TPYOKM Tpoakapa, OHU [OSDKHbI
HaxoauTLCA Ha paccTosHUM 7-10 cm Apyr OT gpyra (U Ha paccTosiHAW MMpuHBI TafoHn). Tpyoky Tpoakapa
HeobXxoaMMO pacronaratb B (popme TPeyrosibHUKa, HarnpasfeHHOr0 BEPUMHOW K OpraHy-/ILBHA. 3ro
No3BO/ISIET XMPYypry paboTtatb [AByMS pykamMu BAO/b OCU flanapockona. HeobxogmMmo umsberarb Taroro
pacronio>toHNsA TPYOOK Tpoakapa, Npu KropoM XMPYPr U acCUCTEHTbI OyAyT BoHY>{ieHbl paboTarb NpoTuB
BV3yaslbHO OCK Nnanapockona

B npokcumasibHOM YacTu TPyOKM Tpoakapa HaxoauTes KianaH, obecneymBatonuii MUHMMaIbHYKO NOTepHo
rasa npu BBEAEHUM WM U3B/IEYEHUN WHCTPYMEHTOB. PyuyHas perynisuys kianaHa nossBonseT U3B/ekarb
Kakne-nnbo OOBLEKTbI U3 ornepauvoHHao nosns, MO0 BBOAMTL B OPIOLWIHYHO MOMOCTb  HeoOXo4)Mble
VHCTPYMEHTB

PykoBcacreo no akcnsiyatauun MIHCTpyMeHTsl K Mopuerutatopy TCM 3000 BL gns xupypruyeckux onepac’ia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Puc. 18. 06w/ By, M.

>311 BBEIPHUM P11 35 KPOMKa MC3Mer ObITb yopaHa BHYTPb
TPYOKM Tpoakapa 4151 NPEeSOTBPALLBHUSA OC/IOXHEHW (pukLmsa
arr-maon) 3

PykoBcacTBo no akcnsiyatauumn NHcTpymeHTsl K Mopcannsatopy TCM 3000 BL ansa xupyprudeckux onepas 1i
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Puc. 19. KnanaH /s oTKpbITUA TRYOK/ Tpoakapa.

Puc. 20. Ka<paboTaeT knanaH Tpyoku Tpoakapa.

pYyKOBOZACTBO N0 3KcnnyaTabun MHCTpyMeHTbl K 1Vbpuatsarpopy TCM 3000 BL AN xvpypruyeckmx onepawuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



FVic. 21. Kak pasobpartb/oobpars Tpy6Ky Tpoakapa

151T

PVic. 22. Mapkvposka Ha M

Mapk1poBKa HaHeceHa Ha Hepabouylo noBepxHOCTb VU 3MEKTPO3PPO3VIOHHBIN CrIOCOOOM. MapK/poBKa
COAEPXUT Cresyo0yHo MHpopMaLIO:

-nHpopmaumoonpounssos tbne: NOUVAGAG

- Pedp-Homep MW: 5142

- Homep naptvm Lot 1939C1602R

- QvamveTtp IVH15 mm

pyKoBOACTBO No akcnnyarrayuu NHcrpymeTsl k- Mop|OZnrisiropy TCM 3CXHOBL g5t xvpypruyeckmx onepamuia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



135°C

ykaszaresb «ABTOKNaBHas 06paboTka npu Makc. 135° Cx»

[1X \]/KasaTenb «lcaxowyr aNs Tep/UTTHECKON Ae3nHpeK141/

- 3HaK Hasmums cepry|dvikara CE

FVc. 23. Ynakoska Tpy6ku Tpoakapa.

MOIVAOAa |
S! w3allera{racA 23-25 u
Ll 1 cH-9403ctokicby .

Typ  7roKarhulse, 15 mm

Typ--j Trocar sieeiie 15 nm1
] " f frr

[REFy 5142710 4
1 193«Cie02R

CE.on ™ X8
o197 /IIM _ !

Puc. 24. Mapkviposka Ha ynawDBie TpyOku Tpoakapa.

7 L

NOUVAOAG
St. Galleratnasse 23-25

bl CH«B403 Goldach
HassaHve n agpec npousscamutens

PvkoBcacTtBo no akcnvataumm MHcTpymeHTsl K Mopuennsrmopy TCM 3000 BL gnsa xupypruyecknx onepauuia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Typ: Trokarhulse 15 mm

Type; Trocar sleeve 15 mm
Hazsanne VI

ref) 5142nou Pecp-+omep VIl

flo fl. 1939016027
Homep nota M /I

c €

3Hak CE v opraHa ceptvdhukaLimm

HecrtepwnbHo

M

13i*c

\]E\]J ABTOK/NaBHas 06paboTKa npu Makc. 135° C

CJorpccaur 4151 TePLLYECKON Ae3NHeKLM

kol
ie %
m

YkazaHue 0 cTpaHe npovsscaeTsa Hbeluapns

a1
Qty KarmryectBo M1 B yrnamaske: 1 uir.

Stainless Steel
Marepuasi, 13 KOToporo n3rotossieHo MM, Hep>TaBsetowas ctasib
[JBymepHbIli WwWTpux-keg (QR-KAQ)

PvkoBCACTBO N0 akcnavanraunm MHcTpymeHTbl K MapcannaTtopy TOM 3000 BL gnsa xvpypruyeckux onepawui

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



NOUVAG |+

5193 Ceeprioaia MMombl, 010 Mv

Puc. 25. Oowym suL, MA

Cseprio ["saBoe, paboyas aAniMHa He 6onee 30 Mm
Pyuka 6 rpaHeit, gnvHa 100 mm, anameTp 35 MM
Pa3mepsbl, He 6o/1ee JnvHa 330 mm, grameTtp 10 Mm

Csep/1o /11 MMOMbI BBCLLMTXA B onepapi*Hoe none yepe3 Tpyoky Tpoakapa .Nnpv yaasieHnn TkaHel
(MVIOMSiaoVIHN) ceepiom ana MVIOVK yepes Tpybky Tpoaxe

pyKCesAcTBO No 3kcnayanramun VHcrpymel-rtel k. Mopuennsitopy TCM 3000 BL g5t xvpypruyeckux onepails M
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



FVic. 26. Mapkvposka Ha IVIA.

Mapk/poBka HaHeceHa Ha Hepabouyto MOBEpXHOCTb LU 3/1eKTpo3ppO3nOHHBIM CrocoboM.  1VbpKVpoBKa
CCOEPXMUT CN3ATKNYH0 UHGDOPMALMIO:

-HpopmaumtoonpoussouMene: NOUVAGAG

- Pec>HOMep MV}, 5193

- Marepvias, U3 KCImoporo msrotossieHo 711 Germany Stainless (Hep>TBBek1135 CTaulb, NPOU3BEAEHHAA B

repmaHnm)
- 3HaK Harinums oeptudpmkara CE

FVc. 27. YnakoBka cBepna s MUOMbL.

pykoeoacTBO no akcnayarrauuy NHcTpymeHTbl Kk Moprptasropy TCM 3000 BL g5t xupypnTyeckux onepawmii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Puc. 28. MapmdoBka Ha ynakoske ctepTa ans ivvOVbi.

5 93 Pecp-Homep LU

Ha3BanHnem”

Konnyectso LUl B ynakoske: 1 wur.

Z/TB n3rotosfieHns

Ha3saHwve 1 anpec Npov3BCcAnTE/A

HassaHue v agpec aucTpnbbioTepa Ha Tepputopumn B3

pykoeogcreo no aka¥tyataumm VNHCTpymeHTsl K Mapuennatopy TCM 3000 BL ans xupypruyeckux onepawmi
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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nonb3oBarsca Wmuarvy! (Mprmep)

Puc. 29. 06wl B, M/

Puc. 30. Mapkmposka Ha M/1.

Mapk1poBKa HaHeceHa Ha Hepabouyro MoBepxXHOCTb M/1 3MEeKTPO3PPO3VIOHHBM CMOCOB0M. MapK/poBKa
cpuepxur cn rMknyo MHdopMaLo:
-nHhopmaumoonponsecutene: NCXAAGAG

pykoBcaAcTasToaker¥arla 411 MiHctpyme”  Mapl3tnsaropy TCM3(XHOBLL a/151 xinpyprviNecKnx onepaupin
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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NOUvag A0

Sl GlUrelome /%
ABGEach

MNI, 408N

TeaHALL Fes)L«ee
-"PBFFaWeOFIMH-, 42_(_)mt«

tagerjaaiz;

T b

Purc.32. MapkvpoBka Ha ynatoBKB LL/LLIbPB.

NoGVAGAG
Ha3saHve npousscaurens
Gallamlbte 5
A0, Oobbcb
N ec npouzscamnens
mnp T

BUNoNsipHbIA MHCTPYMEHT

Homep nota MM
Pedp-Homep IVH

oM fren B1mhp ropn

JS

R TS

PYKOBCACTBO Mo 3katnyartald ln HCTpymeHTsl K Mapuennaropy TCM 3000 BL ansa xupypruyeckux onepad it

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



,C LW

3Hak Harmuma ceptndomkara CE

P\ Speraato.oTT; 420r>T
HazsaHne M/1

L -j*s HeponyckaTb BCBAENCTBUACONIHEYHCIO CBETA

Bepeus i Briarm

Octopom<Ho! ObpaTtUTeCh K MHCTPYKLUMA MO arcnyarauum

HecrtepunbHo

(I J [l arta n3rotos/ieHns

C naumeHTOM KOHTaKTUPYHOT BCE XMpYpradeckne MHCTpPYMeHTbl. Onepatop B 06s3atefibHOM nopsake
[JOM>EeH UCNonb30BaTb MeAuLUMHCKME nepyaTtkm n Macky npu pabote ¢ gaHHbim MJ/1 (He Bxogar B
KOMMNNEKT NocTaBku). Mateprarbl, U3 («/10pbIX N3roToBNEHO bl/, ykasaHbl B Tabnumue B ["annoxeHum 2.

1VExaHnyeckme xapakTepucTVK MaTeprasioB npveeaeHs! B Tabnue 8.

Tab6a8. MexaHnyeckue xapakTepuCTUKN MaTepuasios.

MaTtepuan Meepnen MNpepan OtHocuT Teepgoe LWepoxo TnotHoe Turpock  [fonycTtu
NpoYHOE TEeKy4yecT efibHoe Tb BaTOCTb Th, OMNMYHOC Masi
™ n YOJ/IMHEH (Mkm), He  rp/em3 TbNpn  paboyad
ne 6onee 23°C,% Temnepa
Typa
BO34yXa,
°C
HepxxaseTcLyas >515 >205 >40% <201 HB Ra0,8
cTtasib AIS 1304 IVha Vha
HepxxaBekxaas >505 >215 >32% <240 HB Ra0,8
ctanb 14305 Mra MTta
Monuadoupamm 105 MTa Ra0,8 127 1,35 -50...170
AP B MIblue

PYKOBOACTBO MO 3KcnyaTauum MHcTpymeHTol Kk Mopuennatopy TCM 3000 BL gna xupypruyeckmx oner*ogmn
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Bnarcpapsi athheKTMBHOMY Cpe3aHuto, CTPYKTypa YAa/IeHHbIX TTOHE MOBPEHAAETCS NUb
HE3HAUMTB/IL3HO, YTO JI03BOJISIEN MPOBOAMTL THOC/IOTMYECKUIA aHAIN3 BbICOKOW CTEMNEHN HAAESVHOCTI

B HacTosMpM pylOBOACTBE OMUCLIBAETCH TPU Pas/HHbIX BapyaHTa yAasieHsi TKaHei B xome
nanapockKonMyecknx npoLoayp ¢ ucrosb3osaHem LU «/IHCTpymeHTLI K Mopuervisropy TCM 3000 BL

0151 XVPYPINYECK/X OrepaLipins.

Onuysa 1: 3ernedeHre TKaHe vepes TpyoT \3a TTHYHO NOC/IE pacceueHrs
NHCTpYMEHTbI  (HOXW-TYOYCbI, LWNIUBI 471 3axBaTa) BBOAATCA 4epe3 TpyoKy 3aluTHY0 C
CUCTEMOW KManaHoB. KnamaH Hy)KHO HakpbITb OOMbILUM NasbLUeM Mpy YAasIEHUA WLLOB 13

repMeTUYHON TPYOKM 3aTUTTHOM A/19 NPefoTBPanpHUS YTEUKN rasa.

Onuyia 2: YganeHvie TKaHe yepes TpyOKy Tpoakapa Nocsie pacceyeHns
NHCTpyMeHTbI (HOXK-TYOYCbl, LW/TiLbl A5 3axBaTa) BBOAAT yepe3 Tpyo6{ Tpoakapa. Tpyoka

Tpoakapa VMEeET K/anaH, FTopbIi NPOA0TBPaMPET YTeuKy rasa npu yaaieHin MHCTPYMEHTOB.

Onupa 3: YaneHve TkaHel (MMOMSKIOMIST) CBER/IOM /151 MMOMbbI Yepes TRYOT Tpoakapa
CBeprio o151 MYOMbI BBOAUTCS Yepes TPyOKy Tpoakapa. Tpybka Tpoakapa moict UCT0/b30BaThCs
C Hcrammn-Tybycamm wim 6e3 HuX. a3 He NponyckKaeTcs Nocne yAasieHnsl MHCTPYMEHTOB Yepe3
TpYy6Ky Tpoakapa.

4 O630p MEANLIMHCKOrO U306/ s

Ha puc. 33 nokasaHo, kak yCTpoeHbl cocTaBHbe Yactn IVH «kknpymeHTsl K Mopuennaropy TCM 3000
BL 4151 XupypTyHECK/X OnepavLyin».

TpyObKa 3L TTHasA C O6TypPaTopOM How-Ty6yc

X w)

1 Tpy6Ka 3ammnHast 4. O6ryparop 1 Pexyawiikpaii
2. 3akVHas ralika 2. dukcatopb!

3. Kok o/1a pasmal aHUsA TkaHel

(NosVLWIoHEP TKAHEN)

pyKoecAcTBO no 3kcnayatayum NHcTpymeHTsl K Mapuennsarop/ TCM 3000 BL gns xmpypruyeckux onepawmi
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Onuyst 3. Y,oaneHvie TkaHel (MMOMSKIoMMASt) CBE/IOM /151 ST HOMb | Yepes TPYOKY Tpoakapa

Ceep/io 411 MUOMbI BBCOUTCA 4epe3 Tpybky Tpoakapa. KpyrnHble haasvieHTbl cpes3aHHON TKaHw
3axBaTbBalOICA U W3B/EKAOTCA OUNT-PLU Yepe3 OTBepCTMe TPYoku Tpoakapa W CK1adblBalTCcA B
crepwb3HbiA N10TOK. Mo TpyOKe Tpoakapa BBPUAT L "Lbl KorTeBuaable, Avametp 10 mMv, 3axBarbiBatoT
VMM MVIOMATO3HBIV Y3e/ W YAA/ISoT ero.

6. [lepen 1crosbL30BaHVEM

YcTtaHoBuTe 610K yrnpaeieHust mopuennsitopa TCM 3000 BL 1 Bce HEOOXCAUMbE WHCTPYMEHTHI Ha
POBHO HECKO/b3KO MOBEpXHOCTU. 1A toppekTHoM paboTbl annapara HeobxoayMO [O0CTaTCMHOoe
KO/IMYECTBO MeCTa, YTOObI 13bemMa™a HEXCLUTEMbHbLIX MOMEX, NMO3TOMY YCTPaHWUTE BOE OrpaHUyeHuns v
BCE, 4YTO MeLaeT KaHECTBEHHOMY BbIMO/IHEHMIO MaHWMyAUMA.  Oucnnei, KHOMouyHas naHeNb U
nagmkatopbl 6/10ka ynpasneHusi, A0/DKHbI MOCTOSHHO HaxXoauTbCA B T/ 3peHus. VHCTPYMEHTbI K
Mapuennatopy TCM 3000 BL ans xupypTyeckux onepauui AO/MKHbl HaxXCOMnacs Ha AOCTYrHOM
paccTosiHWK, obecrneuvBasi BO3MOXHOCTb WX KOMGDOPTHOTO MCMO/b30BaHUsi BO BPEMS BbINOSIHEHNA
XVPYPTUECKMX MaHUMysuyin.  Hukakve npogMeTbl He JO/DKHbI NagaTh Ha nepadb. Buika Ha 3apHei
naHesm 6/10ka ynpas/ieHns fO/MKHA ObITb [OCTYMHA MNOCTOSHHO.

6.1 lNoarotoBka MEAVILMIHCKOIO 138/ s

3penve noctaBnseTcsl HeCTepwibHblyT Boe noane>ouTe CTepunmsaumm Yacti A0/KHbI ObiTb
06paboTaHbl Nepes, 1crnonb3oBaHneM (CM. pasaesn MoAroToBka MHCTPYMEHTOB).

Ecnn MU y»€ noggepriv crepuimsauyn, To nNpemae, Yem usBfeydb UX U3 CTEPUSIbHON YrakoBK/
ybeauTech, YTO OHa He NoBPEMAEHa, YTO MHAMKATOP CTEPU/ILHOCTU MOATBEP>TAAET CTEPUSILHOCTD,
Takme ybeamTecb B TOM, CPOK CNYy N\ i n3aenunii He UCTeK.

/\ Mopuennstop (onumm 1-3) HeobXoAMMO cobUpaTh B CTEPUIbHBIX YC10BUsIX (HEOJeHbTE nepyarTk
N Macky, MOMECTUTE MOPLIESVISITOP U HCTPYMEHTLI Ha CTEPU/TBbHYHO MOBEPXHOCTD).

6.11 Co6opka MopLE/VISTOPA C TRYOKOM 3aLLUMTHOM (Onupst 1)

CyLL3CTBYET PYCK NOBPEVAEHNS TKAHEN OCTPbIM AVCTasIbHbIM KpaeM Ho>ra-Tybyca.
» AKTpaTHO ObpaLLariTech C HoXall-Tybycall.

A *  Ecnm HOXK-TyByCbl HE UCMOMb3YHOTCS, NOBEPHUTE 3aHATHYIOTPYOTY B nonoveHne «NO
alm»(«<HEPE>KET»).

* by HOXU-TYBYCbI HE UCMO/Bb3YHTCS, UX HEOOXOAMMO PAa3MEHATL Ha MN/I0CKOM
CTEPW/bHOM NOBEPXHOCTU TaKMM 06pa30oM, YTOObI OHW HE MOI/IM YNacTb 1 HAHECTU
TpaBmy.

MxBepbTe HOXN-TYOYChI.

p' \VV6eamTech, YTO KOHELL NIE3BUSI OCTPbIA 1 He MMeeT AedheKToB (Tpen+iH, aedoopmavmii nnm
3ayCeHuLL).
cnonb3yinte HC»Kn-Ty6YCb1TO/bIO B OT/IMYHOM paboyem COCTOSHUMN.

PykoBcgacreo no akcnsyatauum MHCTpyMeHTsl K Mopuennsatopy TCM 3CXX) BL Ansa xupypruyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1. BcraBka HOVE-TYOYCOB Yepes peayKTop

Yoanvne — AepHoTenb  yrviorumTenieid C
peaykTopa.

BcraBbTe HOXU-TYOYCbl Yepe3 peqVwop. [Asa
Hanpas/IAIOWMX LWTUPTa Ha TyBycax AO/MKHbI 1
BOITM B C/10T Ha dh/iaHLLe. H

[

Z 3aKpervieHvie HoXe-TybycoB B pedyKrope

YaepxvBaiite HOX-TyGyC OJHOW PyKOW.

Opyroii  pykoin nogpceavHiTe  OEp>1lerb
ynnotHuTenei K peayktopy C MOMCLU30

LUTBIKOBOTO 3aTBOpA.
3. C6opKa 3aLLUTHO TPYOKM - s
Bbi6epuTe NOAXCAANYIO 3aLLUTHYHO TPYOKY.

MxaBvHbTE  3aTUTTHYIO TPYOly Han,
OVICTaNbHbI KOHLIOM HOH«-Tybyca.
HanpaBnskwii Wt 3awnTHon  Tpyoku 43
[JOm>TeH okaszaTbCA B OUCT&/IbHOM  CroTe

peayKTopa.

3athuioTpyiiTe 3alMTHYIO TPYOKY C MOMOLL30
TTa/UKa.

4 3Zawyma Hoxa-Tybyca
[JnctanbHbM KOHEL, HoXa-Tybyca O4eHb OCTPbIA.

Ona npegptBpaapHMa TpaBMUPOBaHUS HOX/Ii-
TyGYyCbl HEOOXOAMMO BTAMMBaTb Ha TO BpeMS, Cr--
KOr4a OHW He VCrOsb3YHTCS.

UTOObl BTSAHYTb ~ HOX-TYOYyC, MOBOpavvBaiite
TPyOKy 3aliMTHY!0 [0 Tex Tnop, roka B
OUCTa/lbHOM — CroTe  KOpoOkv — nepefjaH  He
nossuTcA Haanmeb «NO LU I'» («<HE PEXKET»).

Hox-Tybyc NOMHOCTBLIO MOKPbIBAETCS 3aLLUTHON
TPYOKOI.

PYyKOBOACTBO N0 3KcnayaTauny NHCTpymeHTbl Kk MapTpnsaTopy TCM 3000 BL g5t xMpypruyeckux onepaTuia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



5. 3ameHa aepMoITess YrvIoTHUTE e

Cnerka nNpoBepHYB Aep>1lenb YN/IOTHUTENEN,
V3B/IEKMTE €r0 U3 pedyKTopa.

OTKpyvire  mem6paHHbli  cbukcatop  OT
Jep>toTens ynnoTHATeNe.

xBepbTe [Jep>loTenb YI/IOTHATENEA nepep,  WCMonb3oBaHMeM. He  ucnonb3yire
NOBPEeHAEHHbLB U34ennsa (MCTepTble, BbM3enuune, nomenTesluve, Apsébe, HealaCTUYHbIE)

Pacnonoxure Kpai KpPecToobpasHoro
ymnotHutensa (1)  Takum 06pas3oMm, YTo6bl OH
CMOTpE/1 Ha KOHeL, Aep>faiensi YryioTHUTeNel
(2) BHYTpY pepkarens (3), 1 HaaRBUTE Ha HEro.

Pacnonoxure kpaii MeM6pPaHHOrO YNsIOTHATENS
(4) Takm 06pas3oMm, YTO YTOObI OH CMOTPEN Ha
cnot (5) mem6bpaHHoro doukcatopa (6), w©
BCTaBbTe MEMOPaHHbII YT/IOTHATESb B CrOT.

BkpyTtute memopaHHbIi hrkcatop (6) B pesbby

pep>€rmensa (3) 0O KOHUA W nicaeoeauHure
Jep>»arenb YNoTHATENEN K peayKTopy.

6. BcraBka o6Typaropa

0> «KoHua BcTaBbTe 06Typatop uyepes
Jepmaresib YI/IOTHUTENER, pedyKTop U TPpyoky
3aauTHyt0

7. 1>avcoenyHeHVie PyKOsU < SPrOHOMYECKOIN

MeoHUTTe 1 yaepxusaidTte  pblyanck
nepexnoyeHrs (1) 9pProHOMUYECKON PYHOATKA
(He BXCOUT B HOMMNEKT MoCTaBkM) (2).
MXA0KHUTE PYKOATKY (2) Han coeavHEHVIEM
aneKTpomMoTopa U pefykropa (He BXCOETT B
KOMI/IEKT NMOCTaBKM).

OTnycnTTe PbHaXK3K MNEepPeKFHEHNs PYKOSITKM.
OH ponveH 3adivKevMpoBaTbCA B CTAOW/IbHOM
MOSIOMOTUN.

HeoTkpbBaliTe pbHaAVOKANS yAaNIEHUS 3PTOHOMUYECHON PYKOSITKM BO BPEMSI MPOLEAYPbI.

pyKoBOACTBO No J(«nnyaTaumm NHcTpymeHTbl K MapcaTnaropy TCM 3000 BL ans xmpypruyeckux onepanuia
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8. TkagKikseHve anekTpomoTopa (He Bxpure
KOMIVIEKT MOCTaBKM)

BcraBbTe My(pTy 3/71€KTPOMOTOPA B HU>XKIO
yacTb PyraATKA peayktopa (He BXCOOT B
KOivnrieKT NOCTaBKW).

BcTaBnsiiTe 31eKTPOMOTOp /10 TEX Mop, MoKa OH
He 3adhVIKCPYETCS B COEAVHEHN PEAYKTOPA.

CUWHXPOHM3VIPYATE KPAcHYyt TCMKYy Ha BWIKe
3neKkTpoMoTopa AN MCOKTICHeHUA K 610
ynpaB/ieH!s 1 KPacHyt0 TOuKy pasbema /15
3/1EKTPOMOTOPA Ha NaHe Ny ynpas/ieHus.

IB O O

BcraBbTe BW/Ky 3/1€KTPOMOTOpa B pasbeM Ha
na-esnn yrpas/ieHus. Buwika  pgorkHa
3ahnKCPOBATHCA B CBOEM MOMCHLLHAN.

9. MOjaxnrodervie neosayim (He Bxoa™ B
KOMI/IEKT MOCTaBKN)

CUHXPOHU3MPYIATE KPACHYt0 TOYKY Ha  BWIKE

neaa/ W Ans NCAKTTCHEHUS K 610Ky yrpaBieHus
N KpacHyl0 TOuYKy pasbema A8 negaim Ha Q

naHenm ynpaeneHus.

BcTaBbTe BUNKy Mejasiv B pasbeM Ha NaHem
yrpaB/eHysi.

Bunka pon>kHa 3adomcupoBaTbCA B CBOEM
ctabunbHom [MOMNO>TEHNN.

PyHIQOyIoHaIbHAA NpoBepKa

MpoBepbTe MOPLE/IIATOP Ha NPeAMET HaIYMA He3aKpern/IeHHbIX AeTaslei.

MpoBepbTe NPaBWILHOCTL MOHTaXKa MOPLLE/IATOPA.

IthoBepbTe, MOXHO 1N 1ENt0 NPOUMTaTL BCE Haammcu.

'>X)BEpbTe MOBEPXHOCTM HOXE-TYOYCOB, NX MOBEPXHOCTb AO0/DKHA ObITb POBHOM, M30THYTHE
WM NOSIOMaHHBB Kpas I0/DKHbI OTCYTCTBOBAT.

Bkntounte naHe b ynpasneHus.

BknoumTe a/1eKTpoMOTOP (HaXKMUTE nefasib).

Mo3BO/LTE 3/1IEKTPOMOTOPY MOPbLPTRATOpPA nopaboTatb omo/io 20 cekyb, OH AONXOT AOCTUYb
YCTaHOB/IEHHOW CKOPOCTW.

b v oH paboTaeT HepaBHOMEPHO, BLKMIOUMTE 3/IEKTPOMOTOP C MOPLIEA/IATOPOM.

BbIkntounTe NaHesib yrpasieHuns.

PYKOBCACIBO N0 3kcnnyarradnm NHcTpymeHTsl K Mopuennsaropy TCM 3000 BL gnsa xupypruyeckux onepayuia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Briok yrnpas/eHVist paboTaeT TOSbKO, EC/IM K HEMY NMoAK/KoueHa nesab.

>X)BepbTe NpaBU/ILHOCTE COOPKM MOPTPT/IATOPA.

Y6ennnech, 4TO peaykTop pabotaet becriepeboiiHo; Npu Heobxcaamocr obpaboTaiTe ero
cnpeem Nou-Qean (He BXCpUT B KOMI/IEKT MOCTaBKW, MOCTaB/IsieTe OTAESBHO).

Y6eautech, YTO 3/1EKTPOMOTOP YUCTbiA M paboTaeT 6ecnepeboiiHo; Npu He0BXCAUMOCTU
obpaboTalite ero cnpeem Nou-Qean (He BXCAWT B KO3LLIIEKT MOCTaBKKN, MOCTAB/SETE OTAE/bHO).

MoBTOPUTE NPOBEPKY ((PYHKLIIOHATLHOCTW.

6.1.2 C60pKa MopLB/IISITOpa C TPYOKOM Tpoakapa (onuys 2)

cnonb3oBaHvie TpyOKmM Tpoakapa

Tpy6ka Tpoakapa ncnosb3yete BMECTO TPYOK/ 3aTLTTHON. VHTerpupoBaHHas 3ac/1oHKa kianaHa
npeapTBpanpeT BbiTEKaHVE rasa Bo BpeMs BBeAEHUS U N3B1IEUEHNSA HCTPYMEHTOB.

KoHumK TpyOKM Tpoakapa 4acTMUHO BbICTYMaeT 3a npegessl HOMYyTy6ye as1a 3amltsl opraHos
OGpKW Ol NOMOCTM OT OCTPOrO /1E3BMS, MO3TOMY MOPLIENIATOP HEeOOXCAYMO BpallaTb MOf,
BU3yaU/TbHbI FOHTPOMEM (3HAOCKOMNKMS), YTOObI KOHUMK TPYOK/ Tpoakapa nokpbiBasl 1e3sMe UCLU -
Tybyca [/1a 3aLTTbl OpraHoB. **

1. BwuyanbHas npoBepka
[throBepbTE TPYOKY TpOakapa Ha npeameT repMeTUHHOCT, OTCYTCTBUA KOPPO3UKN Y CTEPUTBHOCTH.
Y6eamtech, YTO Ha HEM HET P>t0BUMHBI, BMSAITUH U CPPasIvH.
[victanbHbIl FOHEL, 06TypaTcpa He foraeH 6bITb NOBPEasEH.
3akpbIBaKXLMIA KnanaH v nnoméa He A0MKHbI 6bITb NOBPESAEHb!.

PvckTpaBm
il Bbibepute HOX-TYOyC. Ybeautecb, YTO nepeaHuii kpaii /1e3Bust SBASIETCS OCTPbIM U HE MMeeT
noBpexaeHnin {6e3 TpenuH win 3 ceHuu).

Z BcraBka HOXaA-TyOyCOB Yepes peayKrop

Ypanvte gepsetenb YicaHATENen

C peaykTopa.

BcraBbTe HOX-TYOYC uYepe3 pqc”op. [sa
HanpaBNISKXLIX LTTKTa Ha Tyecax A0/DKHbI
BOITW B CMOT Ha (duiaHue peaykTopa.

3. 3aKpervieHve HOXEA-TyOyCOB Ha peayKTope
YaepxvBaiite HOX-TyOyc CAHOI PyHOiA. | | |

Opyroi  pykoli  NpuKpyTUTE Jepxaresb
YNAOTHUTENEN K PEAYKTOPY.

PYKOBOA,CTBO Mo akoTnyaTaunm NHctpymeHTsl K [VbpLpTWTopy TCM 3CXX) BL N5 xupypruyeckux onepatuii
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4  CoopKa TpyoKM Tpoakapa

Bbibepute nggxcwLW” Tpybky Tpoakapa.
OTkpoiiTe KnanaH TPyokn Tpoakapa, COavHyB
pblyanoK 418 npefoTBpaupHUS NMOBPEHAEHUA
HOXa-Tybyca B pesy/nbTarte  Ype3MepHOro
HamarTunsi Ha TpyOKy Tpoakapa.

MpcapyHbTe TPYOKY Tpoakapa Hag, AcnasibHbIN
KOHPMHoXxa-1ca. Tpybku Tpoakapa A0/mKHa
BOMTM W oOKa3aTbCA B [OUCT/IbHOM CroTe

peayKTopa.

3adhukeunpyite TpyOKy Tpoakapa, NpCa3viHyB ero
aovpnuka.

5. 3ameHagepxarenst yryioTHATe e

Cneno npoBepHyB AepsoTesb YI/ICAHUTENEN.
N3B/IeKMTE ero 13 pe;Eykropa.

OTyTTTTe  MemOpaHHblA  dmkcatop  OT
AepmoTtens. Boibepute ncaxcaaw\i Aepmotesib
YNIOTHUTESEN.

McarotoBbTe KPEeCcToo6pasHblii YIIOTHATEb U
MeMOpPaHHb I YIIOTHUTES Tb.

6. Pacnonom®rre  Kpaii KpecToobpasHoro
yrnotHutena (1) Takum o6pasom, 4TOObl OH
CMOTPE/ Ha BHYTPEHHIOI YacTb (2) Aep>toTens
(3), ¥ HapPBUTE Ha Hee.

Pacnonoxure kpain membpaHHOroO cjmcaropa
(4) Takmm 06pa3oM, YTOObI OH CMOTPEN Ha CNOT
(5) membpaHHoro (thukcaropa (6), 1 yctaHoBUTE
(BOXMUTE) MEMOPAHHBIIA YM/IOTHUTE b B CMOT.

pYKCe3A,CcrBo No 3KCNAyrrT34 1n MHCTpymeHTbl K MopLpTnjTTopy TCM 3000 BL Ans xupypruyeckux oneparmuia
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BcraBbTe BW/KY Nefa/ii B pasbeM Ha MaHesm
yrnpaeneHus. Burnka ao/mkHa 3ad) 1o poBartses
B CBOEM CTabW/IbHOM MOMNCMEHUN.

CHKUMOHaIbHas MpoBepKa

oKepbTB MopLeNIArap Ha npegmeT Ha/iums Hesakper/ieHHbIX AeTasel.

MpoBepbTe NPaBW/IbHOCTb MOHTaXKa MOPLIE//IATOPA.

["xBepbTe, MOXHO /1 SIENCO NPOYUTATL BOE HAAMMCH.

["xeepbTe MoBEepXHOCTU HCMER-TyOyooB, VX MOBEPXHOCTb [AO0/HKHA OblTb POBHOW, U30MHYTblE
WM NOSIOMaHHbE Kpast A0/MKHbI OTCYTCTBOBATb.

BK/IKMMTB naHe b ynpasneHus.

Brtounte anekTpomcTop (HaokMuUTe nesfas)

Mo3BO/LTE 3/1IEKTPOMOTOPY MopLenisTopa nopaberarb okono 20 cekyH, OH JOM>LWH AOCTUYb
YCTaHOB/IEHHOW CKOPOCTU.

Ecnm oH paboTaeT HepaBHOMEPHO, BLK/THOUUTE 3/IEKTPOMOTOP C MOPLE/IISITOPOM.

BbIkntounTe naHe b yrpaseHys.

BnokynpasneHnst paboTaeT TO/bKO, €C/IM K HEMY NCAKMHYeHa Neaasib.

MpoBepbTe NPaBUILHOCTL COOPKM MOPLIE/IATOPA.

Y6egutecb, UTO peayktop pabotaeT 6GecrnepeboiHO; Npu HeobXCAMMOCTU ObpaboTaiite ero
crpeem Nou-Qean (He BXOAuT B KOLLIEKT MOCTaBKY, MOCTaB/AETCS OTAENLHO).

Ybeautecb, 4YTO 3MEKTPOMOTOP YMCTbII UM paboTaeT GecnepeboiiHO; Mpu  HeoBXCAMMOCTU
obpabortarite ero cripeem Nou-Qean (He BXOAUT B KOLLIJIEKT MOCTaBKW, NOCTaB/IAETCA OTAE/LHO).
MoBTOpYTE MPOBEPKY ClyHKLIMIOHAIBHOCTU.

OrnacHOCTL No/TyHeHNA TPaBMbI B Pe3y/ibTare HernosaaoK 3/1eKTPOMOTOpa:
A MpoGremva; anexktpoMoTop neperpeBaeTcs. MOYMHA: 271EKTPOMOTOP MOBPE>|lEH BO BpeMs

MCAMNCTOBKN.
PeLLieHVe: npekpatUTb MCMosb30BaTh 3IEKTPOMOTCP. Bcerga vmelte B Harmuin 3anacHble
3/1EKTPOMOTOPbI

6.1.3. CHopka TpyOKM Tpoakapa co CBER/IOM /151 MIOMb | M MOHTaX LLMMLIOB A/151 3axBarta (ornuyst
3)

C6opka Tpy6KM Tpoakapa cto CBEPTXaM A/151 LU O LU 1IFPOUCXCAUT aHauT0rMyHO cbopke MopLenstopa c
TPYOKOIA 3aLLTLLON (ONums 1) 1 TPy6KoIA Tpoakapom (onuust 2) 3a UCKOUYEHNEM TOTO, UTO BMECTO
H0»€I7I-Ty6y00|3 MCMonb3yeTca CBepsio N4 JUIOMbI U L ILbI.

PYKOECLLCTBO N0 3Ka¥TyarraMum MHCTpymMeHTbl K Mopuennsropy T(3M 3000 BL anst xupypruyeckux onepawuii
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3anyckaneropomcriopa (He B B KOMIVIeKT Ssm,
rMoCTaBK/) C
Ha>mvmTs nepan.

INe3Bre HOHB-TyGyca Ha4HET BPawIpThCH C 3a4e4HOM

atopoCTbIO.

3aroputca LED-akpaH anekrpomoTtopa. L
UTOObI OCTAHOBUTbL 3/IEKTPOMOTOP, Ybepute Hory ¢

nefanu.

Puyck TpaBm 1 nospe>KpleHnii n3-3a nepersesal
MopLennatop MOHer reHepupoBaTth Ype3MepHoe Terslo, ecn OH 3KCNyaTUpyeTca B TeyeHue
LNIITENIbHOro nepucaa,

A PeLLeHve;
Mcnonb3yiite Mopues/IATop TONbKO B NPepbIBACTOM pexume «1 MuHyTa BKM., 1 MUHyTa BbIKI., 8
LIK/IOB.
Hemep/ieHHO ocTaHas/vBaiTe MOPUE/IATOP, €C/IN €AVH WIN HECKO/IbKO KOLLIOHEHTOB CW/IbHO
Harpesnce.
Miepbi  NpegpcTopoXXHOCTM MPY U3MEHeHUM nefamMeTpoB. HeobbHHOe  ClyHKUMOHUpOBaHue
il MHCTPYMEHTOB BO BpeMsA araryatauym MoOW”™ CrpoBoLdOBaTb OUWOCHHbIE [EeNCTBUS U

MOCTaBUTb /1CA,YTPO3Yy NaLyIEHTOB. *

HOBYIO HACTPOIKy MapamMeTpoB M HOBOE MCMO/Ib30BaHME MHCTPYMEHTOB HEobXeayMo
MPOBEPSATb M YTBEP>TAATb.

JOCTyrHble peXxMb| BpaLLIeHIA
ra (100-40006/wH)

S (300-700 ob/ivmh)

N 1(500-1000 06/muH)

HacTpoiika pexxvva aksaLms T W
Heemiute B ans aktvBauuu.

3axctorest LED anist negeawy Vario.

3axmertcs muumnkatop «Lew» («Huskas»). (Hactpoiiku
M0 YMOJTHaHWHO)

Ha aucnnee nosisutest Hagneb «VARO LQ/NV 100-400
06/MVH.

BbI60p pexxiva

Haxwte B, S wwm B pgna Bb6opa
COOTBETCTBYKH3IIO peXxvima.

Ha gucnnee nosiBATCS  peXuM U COOTBETCTBYHOLLIEN
AvanasoH CKOPOCTEN, KOTOpble MOXHO BbIOYWIMb C
NOMOLLA0 Neaasn.

3aropuTcs COOTBETCTBYHOLLIEN VHAVKATOP.

3aryckanekrpomMmoropa

Haxmvute nenavis. 3aropuTcs nHAanKaTop
anektpomotopa.  flessus  Homa-Tybyca  GyayT
BPaMpTbLCA CO CKOPOCTbHA, 3aBUCALLE OT CTeneHu
Hamares Ha nefasib.

pYyKOBOACTBO MO 3kcnyataoam NHcTpymeHTol K Mepoannsropy TCM 3000 BL ans xupypruyeckux onepawmi
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UTo6bl OCTAHOBUTL 3/IEKTPOMOTOp, Y6epute Hory ¢
negasn.

BbIXoa 13 pexxviva HaCTpoeK
HewlitTeB.

V13mMeHeHve Hanpas/ieHs BparLeHVA

UT0o6bl M3MEHWTL HanpaB/eHVe BpavpHUS, HaXMUTe
T

Ha gycnnee oto6pasutcs peXxvm 1 COOTBETCTBYHOLLEN
AmanasoH CKOpoCTel, KOTOpbe MOXHO Bblbpatb C
MOMOLL3O NeS3/N.

3aroputcs COOTBETCTBYIOLLIEN WTPEKATOP.

7.2 SKCrvyaraums

Prck cvepTesibHOro ncxoaa Nl Cepbe3HOro paHeH !

HekoHTponmpyemasn peska MOMeIT TPpaB/viepoBarb GPH00IbB CTEHKM U OpraHbl 1 NPUBECTU K
CMepTV MnauyieHTa.

PelueHne;

* [Nepepn Hauyau10M NPOBEASHUA KA>LLION NpoLeLL3bl YoeamuTech, YTO SHAOCKOMUYeckas
npoueaypa ABnseTcs npeanoyTuTesisHee 06bHHBIX MpoLeayp.

*  Vicnonb3yiite TO/bKO MPOAYKTbI, ONUCAHHLE B [ aHHOM UHCTPYKLUN.

* Bo Bpems npoueaypbl MCMonb3yinTe TPyOKM 3alleTHble WM TpyOkv Tpoakapa B
KayecTBe Mepbl MpenocTopoxHocTn. Cne M uHeTpykumam ana  «Onupm 1
MOpUENNAUmMs € Tpyokol 3almtHOM» U «OnuuM 2; MOpPCpnasuus ¢ TPyokoi
Tpoakapa» pasgena [loarotoBka 3oy,

*  Vicnonb3yiite MOPLENIATOP TOSLKO MOZ BU3yasibHbIM KOHTPO1EM (3HL0CKOM).

*  Vicnonb3yiite MOpUENNATOP TONbIO 4719 MOPUEN/ISUMN TKAHEN, 10 TOPbEe MOSTHOCTLIO
ncarotoBrneHsl M OT4ET/IMBO BOAHbl.  KomnaHma Nouvag AG He Hecer
OTBETCTBEHHOCTM 3a 1t0Obe Apyrue AeliCTBYS.

 KomnaHmsa Nouvag AG Tall pekoMeHAyeT WCMO/b30BaTb BTOPbB WAMUbI Wn
aHasIorMuHoe mfenve oA 3axeara C Lenbio NpeapTBpaLL3HUS HEKOHTPOIMPYEMOTO
nepemMeLLeHnst BO/bILLX WCCEYEHHbIX KyCHOB Tr<aHeil. [ns 3Toro Tpebyetcs
[OMONMHATENBHBI YPECXXKHBI [OCTYN.

o 3a(chwovipyiiTe  MOPUENIATOP B BEHTPO/ATEPa/IbHOM  MOJICUEHUM  4/1S
NpeoTBPanpPHNS MEPEMELLIEHNA BHYTPY MaTKU.

* He ponyckavite nepemelleHnsi O6OOBbIX KPOBEHOCHBLIX COCy[0B, MOYEK W
3abpPKXTHHOIO NPOCTPaHCTBA.

* [McaTnrmBaiiTe TKaHW K BpaLLatoLLLeMyCs HOXY A/151 MOpLEnIsaUmM/ nuLwuaLl.

PvcK nosyueHmna TpasM 13-3a yTeUK/ rasal
YTeuka Tasa MOHET MPOUCXCAUTb BO BpeMS MpoBeAeHUs Mpouedypbl. Oro MOHET MPUBECTU K
OMyCKaHWIO §0 CLLIHOW CTEHKW.
e Bbbepute WHCyc[[nATOp C HAAMEHECLM MOTOKOM A5l MPeACTBPaideHVst OrMyCKaHus
OPHOLL O CTEHKN.
*  cnonb3yite MOPLENIATOP C TPYOKO 3an THOI COrMacHo onumn 1. npu yaaneHun nm
|D| 3aMeHe WHCTPYMEHTOB, HeMe[/IeHHO HakpolTe MponMasibHoe OTBepCThe [1I0MObI
nanbLpvn.
* Wcronb3yiite Mopuenisitop ¢ TPyokO Tpoakapa COIlacHO OnuuM 2,  BbITAHUTE

PykoBcpacreo no akcnnyartauum NHCTpymeHTsl K MapcpTnstopy TCM 3000 BL Ansa xupypruyeckux onepawmi
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gaL araTopcHo™o (v Ty6ycc)Muns pyok™ KnanaH Tpy6kmn Tpcakapa 3aKkpoeTcs
[N NpeApTBpavpHXS NOTepU rasa.

Mocne ypaneHWss UCCeYEHHbIX TKaHe BCTaBbTe MOPLE//IATOP B TPYOKy Tpoakapa v
NOBTOPUTE MPOMPCC.

Puck nosyyeHns TpaBwl
Mpoupcypa MOprpansuui npegHasHadeHa ans yaaneHuss TKaHel C MakCMMaslbHO BO3MOXHOIA

n 6e30MacHOCTbIO [17151 3roil Lenm Tpyoku 3anurHble U TPYOKM Tpoakapa OCHaMpHbI KnanaHHbIM
3aTBOPOM.
Mopuennaumua 6e3 TpyoK/ 3aLLTTHOM Wn TPYOKM Tpoakapa 3anpeLpHa.

TKaHWM yCKOIrb3akor 13 3avilvia /14 3axBara
TkaHW MOTyT YCKO/b3aTb U3 3aK/Ma BO BPEMSI BbIMOMIHEHMS MPOLELL bl U NONaAaTh B OPKLLHYHO
A NosI0CTb.
[ M4KnHBbI;
*  TkaHW He 3axBayeHbl OCTAaTOYHO MPOYHO.
PeLeHvie:
*  3axsBaTuTe TKaHu 13 ApYroro nosIoMeHVS.
e CoxmuTe 6paHnn TUIMPB Kak MOM«) N/IOTHEE.

Purck nonyyeHms TpaBM 13-3a HarpeBaHA B pe3y/ibTarte TpeHVs!
Mornb3oBartesib AONMEH Yoen)/TTeCs, YTO  MauyeHT BO BpeMs MPOLPT Pbl UCTIbITLBAET Kak MOXHO

A MeHbVB TErn/10BOro0 BO3AENCTBUSA. I,
BbICOKvie CKOPOCTU 1 BbICOKOE paboyee faB/ieHne MOryT NPUBECTU K TENIOBOMY HEKPO3Y TKaHEN. 4

Puck nonyyerms Tpasm!
[vcTanbHbli KOHELL HOU«-Tyca OYEHb OCTPbM.
MepbI NpeaoCcTopPOXHOCTY;
A »  OO6panpiTech ¢ Ho>raL-Tybycasini pe3BbHaliHO OCTOPOXHO W BHAMATESTBHO.
 Tam, rge 370 BO3MOXHO, BbOMWpaiTe [1s Mopuennstopa € TPyOKO  3alyTHOM
3anyweHHyo nosvumio («NO CUT» («HE PEXKET»), 0COGEHHO, €Ccniv HOX-TyOyC He
NCMO/b3yeTCH B AaHHbBIA MOMEHT.
* BBegute 1 u3Bnekaiite TpyoKN 3anyTHbE Y HOXU-TYOYCbl JICA BU3yaslbHbIM KOHTPO/SIEM
(3HpockonuA).

Puck nonyyeHus Tpasm!

A MNPV 4peckoXHOM BBeAEHWN O0OTypaTopa CyMPCTBYET PUCK MOJSyYeHUss TpaBM KPOBEHOCHbIX
cocyaos, netin KUNEYHMKaA wn meveBoro ny3bpA. OTO MOHEeT npuBeCTn K 3Ha4nUTE/IbHbIM
OC/IOKHEHUAM, TPEOYKUYM NMPOBEAEHNS /TANapOTOMUN.

PuCK NoBpeHOpHMSA 11e3BUS HOXa-TyOycal
A bnwu 6paHTWL NynuoB He MOMHOCTLO CMEThI MPU U3B/IEUYEHUN U3 TPYOKM 3anyTHON, ne3sue
MOHET noBpeauTseA (M. puc.37).

PYKOBOACTBO Tt0 3kcnyaTatym VHCTpymeHTbl k. MopLpTnsmopy TOM 3000 BL anst xupypruyeckux onepayi
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Puc. 37. Vicnons3osaHue L/ \bpB.

Puck nonyueHus Tpasm!
4 Henb3a vcnonb30BarmbnoBpeHAeHHbIE N1e3BUS  HOV<BIA-TYOYCOB.

Henb3a 3ataumBaTh HOXW-TYOYCHI.

721  Onua 1: MOPLIEN/IALMA C TPYOKO 3aUH#TKSA.

1. lvcTtepskromuA
Bbibepute npouenypy AN MMCTEPIKTOMUM B COOTBETCTBUM C COBPEMEHHBIMY MEOULIHCKMU

CTaHUapTaLl.

2 BBegeHve HOXa-Tybyca
Y6eaurech, 4TO 00TypaTop HAXCAUTCS BHYTPU HCMa-Ty ca.
Y6epnetech, UTO TPyOKa 3almuTHas NoKpbIBaET 1Ie3BMe HOMO-Tybyca (Bblbepute nonomotme «NO
cur» («HE PEXKET»): Hagnce «PROTECTED» («3ALL /L p-KO») Tarore 6yaeT HaxoauTbCa Ha
YEPHOM KOsbLIe, HAXOAANPMCH MeM?y peyKTopoM 1 TRYOKOI 3aTLTTHOW).
UpeckoxHO BBeL\TTe MOpPLENIATOP (C 06TypaTopoM) Nog, BU3yasibHbIM KOHTPOIEM (3a40CKoMNKS).

3. Vicnonb3oBaHue Hoxa-Tybyca

ans 1CNO/Ib30BaHVISA Hora-Tybyca
NnoBepHUTE  TPYOKY  3aWTTTHYI0  Takum
06pa3om, YTOOb! OTKPbITL N1e3BUE (MOSIBATCS
CMMBO/T  HE3al/1LBHHOTO  MOJIoreHus
«cuUT» («PEXKET»)). [Onsa noBTOpHOrO
3aKkpblia  f1e3sBus  MoBepHuTe  TPYOKy
sawmtHyto (nono>reHne «NO CUT» («HE
PEXKET»), Haanmcb «PROTECTED»
(«3/1LL /TpHO») Takke ByaeT Haxowy\Tbes
Ha YepHOM MosibLe, PacrnoIOMeHHOM Me>r"
peayKTopoM 1 TPYOKOI 3arLTTHON).

4 BsepgeHve LMUOB 414 3axBarta <=0
BbITAHWTE 06TypaTop 13 TPYOK/ 3aLLAMHON.
HemepnneHHo 3akpoiTe OTKpbITOE
MpoKCUMasibHoe  OTBepcTTTe  pe’‘r*opa
nasibIiLar .
OctopoxHo  BBegute  LWAnupl  yepes
OTKpPbITOE  MPOKCUM&/TbHOE  OTBEpCTUE

pALyKTOpa.

pyKceaZcreo no akcnayatauum MHCTpymeHTbl Kk Mopcannatopy TCM 3CXHOBL gns xmpypToueckux onepauuii
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3. BBepeHve Homo-TyOyca Yepesipy6iy

Tpoakapa.
[ lekni4tB pbiyar 3acnoHKM KnanaHa TPyoku

Tpoakapa W yAepkuBalite ero B 3TOM
MOIOVIOHUM.

OCTOPOXHO BBEANTE MCATOrOB/IEHHbIV HOX-
TyOyC uepe3 peayktop u oMby B
NPOKCYMaslbHoe ~ OTKpbTOe  oTBepclue

TpybKM Tpoakapa

Hox-Tyéyc poweH ObiTb  MOMHOCTBHIO

BBEEH.

OTnycTuTe pblyar TpyoKM Tpoakapa.

Hanpasnskuuii Wt TPyOKM Tpoakapa \0 -
NeH HaxcauTbCA B AUCTaVILHOM CroTe

Ap(;’;/mpa A A "A000Qqo

3ackeupyiite No/IOMeHVe TPyOK/

Tpoakapa 11 rH xam.

YéenMrecs, 4TO HOX-TyC OcTaercs B

nosvumm «NO cnt» («<HE PEXKET).

4 BeaeHvie LMNLOB /14 3axXBara

AKKypaTHO  BBeguTe  aunubl  yepes

npoloTMasnibHoe oTBepcTue pe;£”opa wu

TPyOKy TpOakapa.

5. lMoaroTtoBka HOXa-Tybyca

MoBepHUTEe  TPyOKy Tpoakapa Takum

obpasom, u4TOOblI CTana BT-AHa MNo3VLKS

D> («PEXXET»).

Ecrm  HOX-TyGyC BCTaB/ieH MOJTHOCTBIO,

peMyLLLIA Kpali MOKPbIT TPYOKOW Tpoakapa

JINHb YaCTUYIO.

SarzeTaTkaHen 3aLLpeHHas 06/1acTb

KoHuMK  Tpybks  Tpoakapa,  KOTOpbli

YaCTUYHO MOKPbIBAET OCTPbIA Kpai fie3sus

HO>k-Tybyca, [OOMMOH 3aTuMLTb TKaHW, f

IO TCPbE He ncanexar NccevyeHnto. HesawwpiueHHas

[na aToro nosepHUTE MOpLENSATOP B 00nacTb peski

HY>XHOE MNOJ/IOMEHNE.

PYKOBOA,CTBO MO akcnayaTauun MHerpymatTtel K Mopuennsirropy TCM 3000 BL gns xupypruyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



7. YpoaneHve TKaHel
3axscrwte Heobxcpiivbe TkaHu nHuuaviv.
3admKenpyiite pytosTky.
3arnyctuTB aneKkTpc)MCITdd Mopmar®
MograHute W/TIpMKM  TKAHWM K N1e3BU0
HOXa-Tybyca.
WN3Bnekute wnupl ©M3 nauveHta 4epes
peoyktop. YCTbe LW INUOB He [A0N>XO0
Kacarnacs N1e3Bus.
MoBTOpPSITE NPOLECC A0 MOJHOIO YAa/IeHUs
TKaHeM.

7.Z3 OnuyAa 3. MMOMSKIOMUA

Cseprio /A riombl crieupanibHO paspabotaHo /1A nssneveHrs TkaHel Vol

1 BsegeHvie MopLUearopa
UpeckoxHO  BBEOMTE  MOpUEnATop  C
3aLLTTHOW TPYOKOM.
Jep>mdre 3a0kMM Harotose /1A U3B/IEYEHNA
TKaHel, NCCeUYEHHbIX CBEP/IOM.

2 BseneHvie cBepria i MoMb|
Beepgrre  Tpybky — Tpoakapa yepes
[JOMNOMHNTENbHBIA  YPECKOXKHBIA  [AOCTYT.
OTKpoliTe  3aC/fOHKy  KnanaHa  Tpyoku
Tpoakapa v BBeAWTE CBEP/IO 4/18 MMOMbI.

3. BcKpbille MvomMbl
Otaenvite cBEP/IOM TKaHW  ivifioivbi.

4  Beepenvie ufinitoB a1 3axeara
Beegute TAMMUbI Yepe3 BTOpPOM AOCTyn U
yfaanuTe oTAe/IeHHbE CBEP/IOM TKaHMW.
Y panute cBepno 4719 MUCMIT

5. YOaneHve oTaeneHHbIX TKaHe
Ecnm  kyckm TkaHeld 60MbMB, 4Y4eM AuMameTp HOw-Tybyca, 3anyctute  3/1eKTpoMOTop
mopuenisropa. MNoaTaHUTE W Nuam1 TKaHW K BpallakupMycs N1e3BrI0 Hoxa-Tybyca.
(AVbrme KyCCHKM TKaHen MOXXHO yAa/nTb 6e3 MOpLE/I/ISALMA)

OCTOPOXHO M3B/EKUTE 3arMO/IHEHHLE TATMILLI M3 MOPLIEN/IAropa U NalyeHTa. YCTbe MPMLUoB He
[IO/HKHO KaoaTbCsl NIe3BYs HOXa-Tybyca.

6. YpaneHvie AonosHATES bH IX TKaHEN
Ay HEO6GXOAYIMOCTY, 3aHOBO BCTaBbTe CBEP/IO /1 MWOIVDI 1 NOBTOPUTE ONMCaHHbIA BbIrLL
MpOLLEe00.

PYKOBOACTBO Tt0 3KcnayaTaumum NHCTpymeHTbl K MapupTtnatopy TCM 3000 BL gns xvpypruyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



8. [locne ncrnosb3o0BaHuS

1 BbkoyeHne

@

HAVOMIB Ha BbIKK>BTE b Ha 3aaHel naHenm nzaenvs (NQNIQ>0've «Ov),

arnlTt;Tan

YaaneHvie TpyOoK/ 3anMUMTHOM (MY UCTONB30BaHNM MOPLIESTISIropa C TRYOKO 3aLLMTON)

MoBepHuTE TPYOKY 3aLLmTHY0 B o3 MHO«NO CUT» (<HE PEXKET).

3akpoiiTe NPOKCMaUIbHOE OTBEPCTME peayKTopa Nasbiaavy /18 NPeACcTBPavipHUS YTEeUKM rasa.

YaepxmBaiite TPYOKy 3aLUMTHYI 1 OCTOPOXHO OTCOEAVHUTE PeayKTOP O HOXOM-TYGYCOM, 3aTem

N3BNeK1nTe N3 NnauneHTa.

TpyOKy 3aLTTHYIO Tar0Te yaasmTe Yepes YpeCHKHbIA JOCTY.

Ec/m HeobxoayMo, yaanuTte ApynTe MHCTPYMEHTI.

YaneHve Hoxa-Tybyca (Mpy UCToMNb30BaH N MOPLE/ISIropa C TRYOKOI Tpoakapa)

3akpoiiTe MPOI MaslbHOE OTT<PLITOe OTBEPCTVE PeayKTopa NarbiaaMv AN NpeaoTBpanpHUs

YTEUKM rasa.

YaepxuBaiite Tpy6oKy Tpoakapa, akkypaTtHO OTCCEAMHUTE OT HEro PedyKTop C HOXOM-TYGYCoM U
U3BNEKUTE M3 NalyeHTa. 3ac/IoHKa KanaHa 3akpoeTcsl aBTOMATUYECK NOoc/e YAA/IEHUs HoMa-

Tybyca.

Tpybka Tpoakapa MOMET C/y)XUTb B KAUECTBE AOCTYNa Ha NPOTAMaHWM OCTaBUECS NpoLeaypb.

OtcoeayHeHVie peayKTopa
BbiTaHuTe  MyddTy  anektpomotopa U3
peaykTopa.

BbIKIKHUTE  BWIKY 3MneKkTpomoTtopa U3
pazbema Ha naHenu ynpae/ieHus.
V3BnekuTe 3/1eKTPOMOTOP U3 PYHOATKN.
runeoHWIUTITE 1 yAepXkuBaiiTe  pblyar
PYKOSATKM.

BbITAHUTE pYKOATKY U3  pasbeMa /1A
3/1EKTPOMOTOpA Ha peyKTope.

OrcoeayHeHvie neaaiv
BbIktounTe BUSIKY Nejasiv U3 pasbeMa Ha

MaHe v yrpaB/eHus.

lNcaroTtoBka Ha MECTe UCNOosb30BaHNA
HemuzneHHo JocTaBbTe M3aeanst Ha Mecto
MOArOTOBKY (Oe3HJIEKLN).

MoaroToBbTe W3AENMS COIMMACHO [JaHHOM
VHCTPYKLMN.

oo

PYKOBOACTBO N0 aKcnayaTauum NHCTpymeHTbl Kk MapcpTnatopy TCM 3000 BL gnsi xupypruyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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9. [deMoHTaxpelyKropa 1 MopLEesvIsTopa OTPYOKOI 3aLLUTHOM

JeMoHTaxXYyrvioTHATE 1A

Ypanute MeMOpPaHHbIIi pe3b00B0i l B I/l
dovkcarop M3BNeKMTE  MemOpaHHbIi

YMIOTHATESb. > A
Ypanute pep>tormenb  YIOTHATENERA ¢ v\

pedyKTtopa W M3B/EKUTE KPecToobpasHbii
YMIOTHATESTb.

PuckTpaBm nosnb3osaresns!

A [vcrasibHbil  KOHeL, HOXO-Tybyca  OYeHb OCTpblil, ObpanaiTecb € HUM C  GOrbLLU3VA

OCTOPOXXHOCTBHO

YnaneHve Tpyokm aaufmKM m Hoxa-

Ty6yca 1 Ypanute
Y6eauTech, UTO 3aXVUMHas raiika TpyoKu 3ALATHY!O TPyOKY
3aU+TTHOM MOKPbBAaeT AMCTaslbHbIN tTey,

HOHa-Tybyca (3all-LLU3HHOE  MOSIoHEHVe

«NOcar» («<HE PEXXET»)).

Pykoil yaepxusaiTe pefyKtop Takvim

00pa3oM, YTOObI ANCTa/IbHbIM KOHEL, HOHa-

Tyéyca He 6bl1  HampaBneH Ha

nosb30BaTess Win gpyrve nuua.

[Lpyroii pykoli OCTOPOXHO —OTCOeauHUTE

TPyOKy 3awWuTHyt0 OT pgrtaaopa w

BbITSHUTE €e.

Yoepxvisaiite HOX-TyOyc TOl He pPykoin u

MMaBHO HaAABNVBATE Ha HEro, NMoKa OH He

BbICBOOCANTCA W MM/1ABHO HE BbIALLET M3

pyKoATT<W.  Tenepb €ro MOXHO WK3B/ieYb

yepes NPOKCUMasIbHOE oTBepcTVEe

pepyKTopa.

2. BbITSHUTE
HOX-TybyC

10. COCTAB mu

WHcTpymeHTb1 K Mopuerrisitopy TCM 3000 BL 419 XVpYpLUYECKUX OrepaLyii

5154nou Hox-1y6yc, 012 mMm
5155nou Hox-1y6yc, 015 mm
5156nou Hox-1y6yc, 020 mm
5141non Tpy6Ka Tpoakapa 4/19 UHCTPYMeHTOB 012 Mu
5142nou Tpy6ka Tpoakapa A1 UHCTPYMeHToB 015 MM

o g A W N R

5151noun O6Typarop, 012 Mv

PykoBcacTBO no akcniyanramum MIHCTpyMeHThl K Mopl ptnsatopy TCM 3000 BL ans xupypruyeckux onepaiuii
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10.
11

13
14.
15.
16.

5152nou
5153nou
5137nou
5138nou
5139nou
5193
5194
5195
5196
5192

O6T1ypatop, 015 Mwm

O6Ttypatop, 020 Mm

Tpy6kKa 3awmTHasd, 012 mm

Tpy6ka 3an’™mHasn, 015 mm

Tpy6ka 3atyrtHas, 020 Mm
Csepnogna wombl, 010 Mwm
LLnnup1 3y5-nro-nanyatsE, 0 5 ivivi
iVinLibi korteBugHbe, 010 Mm

N nupl 3ybyaTo-nanyarsie, 010 mm

Lunuel 3yéuato-nanyarss, 013,5/15 mm

Mocne nonyyvenna M cnenyeT BbINoMHUTL CrieYyroLipe:

UT00bI

Y6eauteCs B TOM, YTO B TPAHCTOPTHOM YMakoBKe CCAeps TCSA Heobxoaumble Bam coCTaBHLB
yac™, nepeuncreHHbe B nyHkTe Coctas M/L
B cnyyae nospe>LaeH st Wi OTCYTCTBUS KaKUX-NIMB0 YacTi, HEOOXOAMMO CBA3ATLCA C areHToM

KomnaHnn Nouvag AG , yepes3 KOTOpOro uadenvie Obl10 3akasaHo, WM HEMoCpPeacTBEHHO C
KomnaHwmeli Nouvag AG

npoBeCT HEMOANEHHYID WHCNEKLNIO HO/ITNEKTHOCTN

noctaskm LW «/HCTpyMEHTbI K

Mopuennsatopy TCM 3000 BL s xvpyprnyeckmux orepauyiny, CpaBHWUTE MOJSydYeHHble u3aens C
nokasaHHbMA HA>TE M300pa>IOHUSALL 3/IEMEHTOB COCTaBa:

Hox-Ty6yc

Tpy6ka 3atuTTHas

O6Typarop

PYKOBOA,CTBO MO aKcnayaTaoan MHCTpymeHTbl Kk Mopaoanatopy TCM 3000 BL gns xupypruyecknx onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Tpy6bka Tpoakapa

Caepno ania MVIOWI

L

Puc. 38. BusyasibHas fipoBepka Ko1L1eKTa SIOCTaBKM.

PYKOBCZACIBO MO aKcnayaTauum MHcTpymeHTbl Kk Mopusnnsaropy TCM 3000 BL gnsi xvpypLuyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1. YACTKAKOMITOHEHTOB MA

TexHoorm4eckasi cxema NoBTOPHOI CTepumzaLym corsiacHo EN IS 0 17664-2004
N Yxop[3a MHCTpymeHtamu  * ¥yxon 3 a
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pPYKOBCACTHO N0 3KcnayaTauymum NHCTpymeHTbl Kk Mopuennstopy TCM 3000 BL gnist xupyprudeckux onepatd Ti
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fcpZEI'B 33D

O6mpa MHopmMaLysa No NPOBEAEHNIO Ae3NH eKLMUW, Npeaprepunm3alnoHHO
OYMCTKK 1 cTepunusaymm IVH

* MW MHOTOKPATHOTO MPUMEHEHNA NCAIE>HaT MOBTOPHOM CTEpWIM3aLmMM U MoC/ieaytoLLemy
XPAHEHWIIO B YC/IOBUSIX, UCKITFOHAHOLLITX BTOPUUHYHO KOHTAMMHALWIKO MMUKDOOPraHV3MaMMK.

»  Crepwwmsaupms ykasaHHbIX VH gprvHa OCyLLECTB/IATLCA HEMOCPELPTBEHHO Nepes, Nepsbiv

ﬂ' UCMOoMb30BaHVEM M3ae/us, a laiote nocne kaaaoro nawyieHTa Bo M3bexaHue nepekpectHao
39pa>EHVIA.

e Pa36op", Moiiky 1 npononackBaHne MV, conpukacaBTTMXCS C KPOBbLHO U CbIBOPOTKONA
MaLMEHTOB, HYXHO MPOBOMTL B PE3VHOBbLIX MEPUYaTKaX, 3alLMTHBIX OYKaX, MEAMLHCKON
Macke, MeayUMHCKOM Xasiare M BOAOHEMPOHMLAEMOM CiTapTyke noeepx Xanara. Cnetut
CTpOro co6nkaaTh NpaBvia SIMYHON MIMEHDI.

* EmKOCTM C paboumy pactBopaMi MOHOLLMX, AE3MHC|3LIMPYIOLLIX CPEACTB A0/kHbI ObITb
CHabxeHbl KPbIHKAMW, VMETb YETKVE HaOMCV C YKa3aHVEM HasBaHVA CPEeACTBa, €ro
KOHLEHTpaLWMY, HasHauYeHns, [artbl MPUIOTOB/IEHNS, NPeAesibHOro CpokKa rcaHoct. Ana
TOTOBbIX K MPVIMEHEHVIO CPefpTB YKasblBAIOT HasBaHVe CPefcTBa W HasHaueHve, npu
Ha/mun paspenbH1s MHOTOKDATHOIO VICMO/Ib30BaHNA CPEACTBA, KPOME TOro YKasbiBaroT
[AaTy Havasia ero 1crosib30BaHus.

o > npoBefeHUM [e3vHpekun 1 NpeapTepuIv3auyioHHO  OYMCTKU  pacTBopaLl
XUMMYeCKnx cpeacts M rorpy>xtor B pabounii pacTBop CpeacTBa C 3ano/HEHVEM
KaHafioB W nosocTeil. Pa3bopHble u3hens MorpyxatT B pa3obpaHHOM  BLE,
WHCTPYMEHTbI C 3aMKOBB/UTT 4acCTAMM  3amMauqmBaloT PackpbITbiMK, CAeNaB  stvimt
WHCTPyMEHTamM B pacTBOpe HECKOMbIO paboUmx ABUMEHNIA.

o [e3nHdeKumto crnocobomM npoLupaHusa fonyckaeTca npuMeHsTs o MU, xiopble He
conpukacaroTcs HenocpeACTBEHHO C MaUMEHTOM UM UX KOHCTPYKTUBHBE OCOGEHHOCTU
He Mo3BONSOT NPUMEHSTH CMOCO6 NOTPYXEHUS.

* [Mocne pesvHiekumm M LWOroKpaTHOro MPUMEHEHVST OO/DKHbl OblTb OTMbITbI OT
OCTaTkoB [Ae3NH(VUMPYKMPro Cpeactsa B COOTBETCTBUM € pekomergaumsiiiv,
N3/TOXEHHbINW B MHCTPYKLMW MO NPUMEHEHNIO KOHKPETHOTO CPeACcTBa.

* [McatBepxaeHve CTeneHM O4YUCTKA OCYUPCTBNSETCA MyTeM MOCTAHOBKMA  MPOObI:
aryuonmpaHoBas npoda Ha Ham4Me OCTaTKoB KpoBU U doeHondTasienHoBas npoba Ha
Ha/IMune OCTaXOB OYMLPOOPro cpeacTsa. KOHTPOsb kavecTBa MpoBeaeT eXpLHEBHO.
KoHTponto negnexut 1% OfHOBPEMEHHO 06pabOTaHHbIX WHCTPYMEHTOB Kamzoro
HavIMeHOBaHUs, HO He MeHee Tpex. ["XxeepATb HeOOXOAVIMO KaK BHELLHE MOBEPXHOCT,
Tak M BHYTPEHHWE MOBEPXHOCTU WHCTPYMEHTOB! Jor\MeHToM, [AoKasbBakx/ipM daxT
NPOBEAEHNA  TakKoro KOHTPONS, ABNSETCA  XXypHaUsT  ydyeTa  KadyecTBa
npeacTepunim3aLMOHHON 06paboTKN.

 Crepwmsauma  gaHHoro MM ocyupcTtBiseTca CH13M4eckKMM  Criocobom
(aBTOKNABUpPOBaHKE).

o Crepwmsauus [o/mkHa MPoBOAUTECA B (DYHKUMOHAIBHO efiieneHHOM MOMEeNpHUU -
«Y/CTO 30HE.

e TpaHcnopTtvpoBaHue M B «UnCTYO 30HY» AO/MKHO OCYUPCTBAATLCSA B 3aKPbIBAOMPXCS
CTEPWI3YESVI3X KOHTEHepaxX.

* [MepcoHas, BbINOMHAKNPIA paboTbl MO NpeapapuTenbHON oUmncn« 1 aesnHdekummn MU,
[OONveH Haalesars crielefienay, a Talo Maoy, 3an4TTHbE OUKU U PE3VIHOBBIE MEPYATKY,
noBepx xanara- BeoHeNpoHVLaeMbIi hapTyk!

* [l3ocTepunusoBaHHble M cnag” XpaHuTb B YCMOBUSAX, WUCKNHOHAKUPX BTOPUYHYIO
IOTTaMVHALMIO LLIKPOOPraHn3mMamu, B CreuvasibHOM Lkaddy, 3anmpuvpHHOM OT MbUin,
Bnarn 1 TbMneparypHbIX KorieGaHuiA.

PYKOBCACTBO MO akcnayaTauny NHcTpymeHTsl K Mopuennsttopy TOM 3000 BL Ansa xupypruyeckux onepacuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



»  Cpokn XpaHeHUsi yKa3bBaKXKs Ha yNnakcBke 1 OnpefensoTcs BeAoM YNakoBOYHOrO
mMarepviasa, COrflacCHO MHCTPYKLMK MO ero NPUMEHEHMIO.

* He ponyckaetca wucnosib3oBaHWe npoctepuinsosaHHbIX VI ¢ uctekumnm cpo(tom
XpaHeH1sl nocsie CTepunsaumn.

*  Yuetcrepunusaumm LU BenyT B XypHasne ydeta.

06ulie pekomeHgaumm no noyrotoske IVH

MpoueLy>» NcaroToBkM BKIKAGET B Ce6A 04nCny, NPOMbIBKY, AE3VMHAEKUMIO, NPOMbIBIN 1
CYWKY.

OumcTKa MHCTPYMEHTOB NPOU3BCAENA TOSILKO B O4MLLIAKOLLIEM pacTBope (Hanpumvep Schiilke
perfonri nmn 3% DESOIVECWSI ID) npu COGNKAEHNM TEXHUKA NIMYHOM Ge3onacHoCTU. Mn
MCMONB30BaHAM  PacTBOPOB  TOYHO  UCTIONHSAATE  NpearucaHns  NpovsBcauTens o
1CMO/L30BaHNIO!

[ns ononackBaHvst U NPOJUTBLLHKS UCTIOSb3YITE TONbKO AeMyHepasin3oBaHHyto Besy (VE-
viater).

MMEHATH CreTaeT TOMbKO EHEAHEBHO MPUroTaB/IMBaeMble CBEXUYE paboyne pacTBopbl.
Mjan CUNBHBIX 3arpPS3HEHUSIX PEKOMEHLYETCS YacTasi 3aMeHa pacTBopa.

[na ouncTki pekoMeHTATCA MCnosb3oBatk Msnve canidpetkm 6e3 Bopca, NNacTuUKoBbLE
LLUETKN WM MOEYHbE MUCTOMETLI. /ICno/b3oBare MeTarIMHecK e MpPeaMETbl 3anpeLLeHo.
O6paboTky HeobxoaAyMO NPOBEATb B M/1IAaCTMACCOBbIX WM 3Ma/MpoBaHHbIX  (6e3
MOBPEMIEHUA IMA/IN) EMKOCTSIX, 3aKPbIBAIOLITXCA KPbILLIKALL.

pyTHasi  O4ACTKA  CHapyxu¥  MPOBCOUTCA  MSAKOM  OAHOPas30BOM  casitheTKol,
NPOAE3VH(NLMPOBaHHLIMA LLETKAMX. OUMCNO LLETKAMX NPOBCAUTCS MO, NOBEPXHOCTHIO
pacTBOpa BO 136EXSIHME Pa3tpbI3iBaHNs 3arpsisHEHHON XXeAKOCTN

[ns achheKTVBHOM OUMCTKA LLIAPHUPHBE MHCTPYMEHTBI (M/MLbI) CredyeT packpbiTb, YTOObI
COKPATTTLL 10 MVHUMyMa MepeKpbInye noBepxHOCTel. Pa3bopHble MHCTPYMEHTbI cner’
pasobparb.

OuncTKa MOMbIX WHCTPYMEHTOB MPOBCOMTCA  MPOMbIBOYHLIM  MWCTOSIETOM  (JAB/EeHVe
npombBKM 36ap-46ap).

[JesvHbexuyst V14 npoBoaUTCS BMECTE C OUMCTKOM.

MallYHHas O4MCTKa N Ae3VHEKUMS BbINOSHAETCH B MOWKe-AE3MHCPKKTOpe (Harpuviep,
TepvenesvHpekrop Mele G7835 CD) € uvcnonHeHueMm npouarpbl  TEPMUYECKON
[e3nHekumm.

Bo m3bexaHne noBpexaeHuin aetarin M 0o/mkybl ObITb HAAEXHO 3aKpervieHbl B MOWKe-
JAe3vHhekTope. 3arpy304Hbe YCTPoCTBa AO/MKHbI 0b6ecneumBarb TMpTebHY0 npavbBKy, B
TOM YmC/ie, BHYTPEHHIX MOJIOCTEN MHCTPYMEHTOB Yepes Haanex \Lye LLTyLepb!.

Cynka VHCTpyMeHTa SIBSIETCH YacTbto MPOLAM Pbl MALLMHHON OYUCTKA U AE3MHApEKLN.

MO OKOHYaHWN WHCTPYMEHTbI W3B/IEKAKOT Pykamy C  MCMO/b30BaHNEM  COHOPA30BbIX
CTEPU/IbHbBIX NEPYaToK, 06paboTaHHbIX aHMHOEMTVKOM.

KOHTPO/Ib OCYLLECTBISETCH BM3yaulbHO. KpuUTTuyeckue yyacTki Tuna pydek, MapHUpoB WU
pexylLLye NoBepXHOCTY, TPEOYIOT 0COBEHHO TUPTE/IbHOTO KOHTPO/SA. Boe MHCTpYMEHTHI C
BHYTPEHHUMW KaHa/laMy [O/DKHbI ObITb MPOBEPEHbl HAa MPOXOAMMOCTb. Ecrm Kakve-To
WHCTPYMEHTbI HE NMPOoeyT MPOBEPKY, TO 3TV MHCTPYMEHTDI CieyeT 3aMEHUTD.

HepoctatouHo OUMLLBHHBE  MHCTPYMEHTBLI [0/DKHBI OblTb 32HOBO OWMITPHBI M 3aTEM
TLATE/TBHO MPOIBIThL

VHCTpYMEHTbI C MMKDOTPELLMHaMY B 30HE LLIAPHMPOB WM NOBPEXAEHHbE, MOTYL e Wi
MHbIM CMOCOO0OM U3HOMEHHBE MHCTPYMEHLL! Nearexar 3amMmeHe, Tak Kak OHU He MOryT Wi B
HEL0CTaTOUHOMN CTEMEHN MOMYT BbIMOMHSALL CBOM (PYHKLMM.

Ecrm vHCTpYMeHTBI TpebytoT Bb/IO/THEHVA MEP MO LWL/, TO HaAnexxan” Mepbl Mo YXCYy.

PykoBcacTBO no akcnnyatauum MHCTpymeHTbl K Mapuennaropy TCM 3000 BL gnsi xupypruyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Kak NpaBWio, OCYLLIBCTB/ISAK/ICA Nepes, MPOBEPKOI UCMPaBHOCTU.

» [epepn npoBepmali PaboToOCOCOOHOCTM HEOOXOAMMO CMasaThb LUaPHUPHbIE U Pe3b00BLB
WHCTPYMEHTbI.  VicnpaBHas paboTa MHCTPYMEHTOB [O/DKHa ObiTb oGecriedeHa MnyTtem
npoBepku. [/ 3TOro Bce pasobpaHHble MHCTPYMEHTBI criefyeT cobpaTts. Ecrm notpe’Yetcs,
nocrie MpoBepPKA WHCTPYMEHN3! MOXHO CHOBa pasobparb /19 CTepuin3almm.
[""MOHTa>K "MOHTaXKOCY113CTB/IAETCH COIIacHO YKazaHUAM U3rOTOBUTESIS.

» [oBpemMageHHble WM HeviCripaBHble MEeOMLIHCKVE W3OE/NA [O/DKHbI Obllw BbIC/iaHb! A1
pemMoHTa W yTWIM3VPOBaHb.

* .PekomeHTeTcA ynakoBbBatb MW B nakeT ana crepwwmsaumm. Criegyite ykasaH/isiv
MPOV3BOAUTESIA MO VICTO/Tb30BaHMIO M BPEMEHW COXPaHEHUsI CTEPUIbHOCTM!

*  YnakoBka Jo/mKHa obecrievvBarb BO3MOMOCTb MapK/POBKA €O Cne£YKXVIMML JaHHBIMU:

e [aracrepwmMsaumm,
* yraosu(1K

*  CPOKTOOHOCTY,

*  COAEPKVMOeE.

* B cnyvae crepwwmsaumm  6e3  MCMoMb30BaHUA  KpaPT-NAKETOB  CPOK  XpaHeHus
CTepwM3oBaHHbIX LU cocTaBnseT 6 4acos Npy CTEPUIM3ALIN B PETLLUTHATBLIX KOPOOKaX
20 cyTOK Npy CTeprM3aLmn B 6oKcax ¢ owibTpamut; KpadoT-NakBTbl XPaHATCH [0 TPEX CYTOK
B CTEPWIbHbIX YC/IOBUSIX. VI3Oemms, MpocTepwIn30BaHHbe 6e3 YMakoBK1, O0/DKHbI ObiTb
CrOo/Ib30BaHbI HEMNOCPEACTBEHHO MOC/1e CTEPW 3L

*  BbInonHsiiTe CTepumM3aumio B BayyMHOM aBToknase (knacc B wm S cornacHo EN 13060)
npn 135°C . MNapameTpb! cTepuinsauyn

Pexum ctepnnmsaumm
/"\BrneHne napa B Pabouyasi Temnepatypa B Bpewms
CTEPUIN3ALMIOHHON Kamepe.  CTEPUIM3aLIMOHHON Kamepe. CTEPUN3ALOHHOM
W a (krc(crn/?) Lo BbEPXK/, M/H

HOWHIIBHOE  MPEIE/BHOE  HOWHATBHOE  MPEIEBHOE  HOWHATBHOE  MPeIEybHOE
FHaeHe 0 akeHe  3BRseHe 3Hadeke 3Hadedke OIKoHeHe

0,20 +0,02 135 +2 &25 2

[Nsi KOHTPO/ISA CTEPWIM3ALIM MPOV3BCAWTES b PEKOMELTAT UCMO/Ib30BaTh MMAVKATOPHLE
neTbl (Hanpymep, JIeHTbI HAMKATOpHbIe KbMiaii™, nponsscavNee koMraHveli 3M).
Maom3BCcoMTENb  NCATBEPUAAET Ba/AdaLMio  Mpouecca MOBTOPHOM — CTepumsaumn
Cepmmdovikatom  (cMm. chunoxeHne3)

BosBpaLLieHHbIMM MHCTPYMEHTaMM SBNSKNCS MEAVILIMHCKVE U3AE/NSA, MATOpbe - HE3aBUCVIMO
OT TOrO, VCMO/b30Ba/IUCh OHN WM HET- BO3BPALLIAKOTCH NMPOV3BCAUTENIHO.

Bo3MOXHbIMM NPUUMHAMKW BO3BpaTa MHCTPYMEHTA MCUET SIBNSTLCS 0OHaPyXeHHb I 6pak M,
JI0/I0MKa B NEpYoA, AENCTBYA rapaHTUM WM HEOOXCAMMOCTb TEXHUYEatoro 06C iy vBaHys. B
cnyyae Bo3spara M nNpousBCAUTENO WX YIOSTHOMOYEHHOMY MPELCTaBUTESTHO, OH MOTYT
ObITb BO3BPaVPHbI M0/1630BATESH TO/TBKO B TOM Crlydae, eC/iv OHU:

*  ObUW NCABEPIHYTHI OYUCTKE M [AE3VHC)3EKMM COMIaCHO YKa3aHUAM U3roToBUTE A,
HaXCOATCA B CyxXOM COCTOSHUM W [EKTapUpYOTC B KaYecTBe <«TUMMEHNYECKM
WwICTEO0>, U

*  Y4eTT0 0603HaYEHbI B KAYECTBE HEe 3arpPs3HEHHbIX U HAZAEXKHO YraroBaHb|.

O6e33apaxmBaH/e BO3BPALLIAEMbIX MPCAYKTOB - KaK M B 0GbHHOM OOpaLLIEHN - [0/DKHO
NPOV3BCOMTLCA 63  3a4epKK, 4YTOObl  VBOESHOTb  MOBPEXAEHUSI  MHCTPYMEHTA.
O6e33apaxmBaHyie He criefyeT MPOoV3BCOUTD, €C/IM OHO CMOCOBHO U3MEHUTL WK PaspyTLLTh
usgenve, doansCrnuMpoBaTh pesysbTaTbl aHam3a Win CAenarb aHaims HEBO3MOXHbIM. B
COMHUTESTBHBIX CyYasix cneAeT MPOKOHCY/ITUPOBATLCSA C NPOM3BCAUTENEM.

PYKOBCZACIBO MO aKkcnayaTauum MHcTpymeHTsl K Mopuennatopy TCM 3000 BL ansa xupypruyeckux onepawuuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



» [1na Kao[ao oTAerbHOIo BO3BPAabLBHHOMO NMPOM3BCRATENH0 MEeAMLIMHCKOIO U34EeNVS B
COMPOBCAMNIre IbHOM AOKYMEHTALMM A0N>)bI CCAEP>TaTbCA C/LE KX1Me CBeAeHUS,
*  HasHaveHVe MeaVLIMHCKOrO U3aeus,
*  MEeTOo/106e33apaKVBaHNS,
e Aara0bpaboTi;
e hamwmsa nmua, nposcansasro ogpadony,
*  MNpu4nHa BO3BpaTAa.

YmncTka KkCHynoHeHroB IVM «MHCcTpyMeHTbl K MopuennHTopy TCM 3000 BL gns
XMPYPryecknx onepaumin» BbIMOHAETCA CeAyKXLM 06pa3oMm:

[KaaroToBKa MHCTPYMEHTOBY

Puck nHdmLpmpoBaHys!
A McorotasnvBarite m3genve nepes nepBbiM  WCMOMb30BaHMEM W KaaddBu  MOCNEeAyHOLLMM

1CMO/b30BAHVEM COT/IACHO YKa3aHUAM AaHHOM MHCTPYKLWMN MO SLT/lyaTauum.
HepoctatouHast v HenosHasi NCAroTOBKA MOHET MPMBECTU K MHOMUMPOBaHUIO MaupeHTa
Cobrnogaiite cneayroLme MHCTPYKUWN:

Mpy NapoBOIA CTEPUIN3ALIN EAYHNYHBIX KOMIOHEHTOB MX HEOOXCAVMMO 3atMKCMPOBATL B
CTEPUIM3ALYIOHHOM JIOTKE TakuM 00pas3oM, UTOObl MCKMOUMTL WX MEepeMeLLeHve U
HaHeceHue NoBPEHAEHWIA.

A Haiite M1 «HCcTpymeHTbl K Mopuennatopy TCM 3000 BL gna  xupypruyeckux
orepauyin» ocTbITb Moc/e CTepumsaumm napom!

Morpy>Ng-vie IHCTPYMEHTOB B MOTOLIA PacTBOP
*  Hukorga He MpeBbILBITE MaKCUMasTbHYH KOHLLEHTPALIMIO U BPEMS 06paboTKu, ykazaHHbe
N3roTOBUTENIEM PaCcTBOPa /15 YNCTKU 1 Ae3UHGDEKLIN.
* Bo3a™nibB ny3bpbky He A0/MKHbI HAIMMNAaTb Ha MHCTPYMEHTSI.
*  Bce KC)MNOHEHTbLIMHCTPYMEHTOB HEOOXCANMMO NOTHOCTLHO NMOTPY3UTHL B MOOLLIEN PacTBOp.
*  Bce npocBeTbl UHCTPYMEHTOB AO0MH/1bI ObITb NO/THOCTHO 3AMN0THEHLI MOOTLY M PacTBOPOM
6e3 Ny3bpbKOB.

He vcnonbayiite MOKLL 1e cpeacTsa, cggep>o LLjie pactBoputenn.

Ecrm ctepunm3oBaHHbLB KOLLOHEHTbI MU He MCMosb3ytoTcA HErnocpPeacTBEHHO Mocrie
06paboTk, Ha YMNakoBKy HEOOXOAMMO HaHeCT WK T-0p CTepWIbHOCTU U faty
cTepunsaumn.

BbInonHaiiTe ouncn”, Ae3vHIEKUMIO U CTEPUIN3ALMIO NOC/IE KaxXA0i NpoLeaypb!.

[na aBTOKNaBHOM 06pPabOTKA OLMHWMYHBIX KOMMOHEHTOB, TakuMX Kak HOXW-TyOyCbl.
KomnaHma Nouvag AG pekomMeHAyeT WCMo/b30BaTb CTEPUNN3ALMIO B YMakoBke AN
npeaoTBpaLLEHVS NOBPEXAEHIA.

PykoBcacTBO No akcnyataumm MHCTpymeHTsl K Mopuennstopy TCM 3000 BL gna xupypruyeckux onepauyTia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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©NENAM3ESI

*  Ybeautech, UTO CTEpUM3aLIMOHHAs YNakoBKa 3anosiHeHa He 6onee, yem Ha 80%
* BbINONHANTB aBTOKMABHYID CTEPWIM3ALMIO, MO KpaHein Mepe, NATb LWHYT npu
1asc MakcumasibHoW TesuTreparype 135°C.
* Ecmm ctepunu3oBaxbie KOMMNOHEHTbI MW He MCMOoNb3yTCa HEenocpeacTBEHHO Moc/e
0bpaboTar, Ha ynakoBKy HEOOXPLIMMO HAHECTN AaTy CTepuM3aLum.
* KbwmraHua Ncxi/agAG pekomeenyeT MCMONb30BaTe UeanKaTopbl CTEPUILHOCTU.

11.1.  TNogroToBka TPYOKU Tpoakapa

OcHOBHb Ie TPeOGOBaHMS

N36eraiite ANUTENBHOTO axeaaHna nepes, rncArotoBkOM U3-3a pUCKa BbICbIXaHUS W LLI3PO3UN.
MakcMasibHoe Bpemsi MexZay WCMO/b30BaHWEM U MCAFOTOBKOM: COCTaB/iseT 2 vaca. Tpybka
Tpoakapa npeaHasHaveHa g5 500 u1knos crepuimsanmn.

JemoHTax

Mepen ae3vHceKLVel pasbepute TPyOKy Tpoakapa, Kak onucaHo B pasaerne JeMOHTaK TRYOKM
Tpoakapa. CH/MUTE YN/IOTHUTE b, BHYTPEXKH N/IoMBY 1 0-06pa3Hoe KosibLIO.

PyuHas ouncTka

»  CnonocH1Te 1 TNPTE/IbHO O4MCTarTe BCe MOBEPXHOCTU U MPOCBETLI PACTBOPOM /151 O4MCTam U
NCAXCAALL/T'M upnoivM.

* Tlomectute TpybOKy Tpoakapa B Y/bTPA3ByKOBYID BaHHYy C MOKZam pacTBOpOM, Mpu
HEO6X0AMMOCTW.

e TupTenbHO NPOMOIiTEe BOE KOMMOHEHTbI TPYOK/ Tpoakapa MUCTONIETOM /1 OYUCTKN U
AeMHepannsoBaHHOV BEOON.

MaLLMHHas OUMCTKA U A4,e3MHAEeKLYA

» Pacnonoxure Boe KOMMOHEHTLI TPYOKM Tpoakapa B MOViKe-Ae31HEKTope.

* Vicnonb3yiitTe MENKOSHENCTYI0 KOP3VHY A5 MENKUX [eTasield, Takux Kak YroTHUTENM U
YM/IOTHUTE/IbHbIE KO/bLA.

»  3anyctute UuKI CTaH4apTHON MaUTMHHON OUUCTKN 1 TEPMNYECKON Ae3HDEKLN.

1o5C

ABTOK/TaB/pOBaHVE
BbinonHsiiTe crepunmsaumnio B Bakyy//Hom aBTokniase (knacc B wim S cornacHo EN 13060) npu
135°C, no kpaiHeir mepe, naTb MMHyr *. He npeBbl/BATE MakCUMaslbHyH0 Harpysky
crepunusaropa npy  06paboTKe HECKOSIbKUX WHCTPYMEHTOB 3a eayH uvkn.  [ocne
aBTOK/ABMPOBaHMA 6e3 BakyymMa [O/DKHa CnefoBaTb MNpocyvka. fdatTe Tpybke Tpoakapa
BbICOXHYTb B MakeTe, Mo KpaviHein Mepe, eAyH Yac npy 10MHaTHOM TeMnepaType 3TUTETKON BBEpX*

* Bpems othaboT<vi Temnepanypoli CoOoT3eM T TBye TeAMHbM MpLUMLINam 1 CTaHaa(Xnawm, CoryiacHo
KONMpbM MakcviasibHast ebidgoma cocTasnae T 25 MuHy T

Coopka

Y6eautech, YUTo BCe YacTy TPYOKM Tpoakapa NosIHOCTLIO BbICOX/IU MOC/1E NEArOTOBKY.

3acnoHka knanaHa fo/mkHa ObITb OTKPbITA NPY YCTAHOBKE MI0MO 1 YIN/IOTHUTENEN

Cobepute TpybKy TpoOakapa B MOC/MeAoBaTeslbHOCTV,  00paTHOW ee AeMOHTaxy (pasgen
L eMOHTaXXTPYOK/ TpoaKapa).

pYKOBCACTH Mo akcnsyataummn MIHCTpyMeHTsl K Mopuennsatrapy TCM 3000 BL Ans xmpypruyeckux onepawmi
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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AMIWUENNIED

Cyluka
Ecrm nporpaMma cyvky  He npegycMoTpeHa NS MOMK/-Oe3VHGeKropa, BCE  WHCTPYMEHTHI

Heo6XoAMMO MPOCYTLWTD B CYTLL/IbHOM ukady npm 60°C.

OCMOTP U TEXHUYECKOE 0OCTy>K/BaHVE
*  BbINosHUTE BU3yasibHbI OCMOTP Ha MPeaMeT Hasmumns NMoBpeMAEHUIA, KOPPO3nK U U3HOCA.
*  OcwmotpuTe pexyLlfie Kpas Ha NpeaMeT Ha/MunA NMOBPEHAEHWA, a BpanpauTecs /leMeHTbl
Ha npeaMeT NepeTooB..
*  Y6op>/rmecs, UTO BpanpoL Tecs afieMeHTbl ABUraloTcs 6e3 NoMeX.
e ["xBepbTe YNIOTHUTENN U OEP>KTENN YINIOTHATENEN Ha NPeAMET 3M1aCTUHHOCTY, TPELLTH,
JedbopmMammm 1 NMopucToCTL.

YnaxoBka
*  UTAMBUTMbHbE YNaKkoBKN: YrnakyiTe wafews B MUUMBbAYasIbHYKO YNakoBKy /1A
COXpaHeHUs1 CTepWIbHOCTW. [MakeTbl AONM>XKbl OblTb AOCTATOYHO 6O/bILUMY, YTOObI He
Jonyctutb Aedpopmani repMeTusvpykmpro cios. ™>an 1crosib30BaHUM KOHTelHepa A1
cTepunm3aumm obpaTnTeCh K MHCTPYKLUMN U3rOTOBUTENISA.
* XpaHeHuve: [lOMECTITTE WHCTPYMEHTbl B MpefHasHavyeHHbe A1 HUX JIon<W, WM Ha
MHOroLeneBbe /10TOT AJ151 CTEPUN3aLIN.

AQ' Puvick noepe>kjersi

Ne3Bre HoOHa-Ty”\ca MOHET NOBPE AU CTEPU/ILHYHO YTAKOBKY.

Crepwwzaupa  ufiniioB, HOMeR-TycoB, TPYOOK 3alUMTHbIX, OGTYpP3aTOpa, CBeps1 /1

«35'C

MVIOMb|

BbinonHsiite crepumnsaumio B BakyyMHOM aBTokMase (knacc B wim S cornacHo EN 13060) npu
135°C, no kpaiiHeln wmepe, NATb MUHYT *. He npeBbilaiTe MakCUMaslbHYH0 Harpysky
crepuimsatopa npu obpaborne HecKONbKMX MHCTPYMEHTOB 3a eavH uuwkn.  [ocne
aBTOK/aBMPOBaHUA 6e3 Bakyyma [0/DkHa cnefosarb npocyvka. JOTTe u3nenvsm BbICOXHYThb B
naxkete, Mo KpanHein Mepe, eAyH Yac Npu TIOMHATHOV TeMrepaType 3TUKETO3l BBEPX.

* Bpemst 06ixi6om<u N TepartV o coxreenxnBye TeAyHbM MpLUML TamM U (MaHoaly TT” coryiacHo
KOTOpbIi MaKCMMau1bHO BblepLua COCTaBNseT 25 MUHY T

I\ 3penvie noctaBnsieTcs HecTepuibHbIM. Boe ncaneHallye cTepuimsaumm Y4act A0/KHbI BbTTb
06paboTaHbl Nepes, 1CrosIb30BaHNEM COMIACHO UHCTPYKLMSIM @HHOTO pasapTa.

Ecnm nHCTpyTVEHTbI yMe NeaBepriivi CTEPUIM3ALIMAL NPU UX U3BNEYEHNN 3 CTEPU/ILHON YNaKOBKK,
yoe/\TTecb, YUTO OHa He MoBpemMAeHa, UTe VHAMKATOp MOATBEPMAAET CTepWIbHOCTb, a CPOK
CMTyMObl M3Ae1IA HE NCTEK

pykoBegerao no akcnayatauum MIHCTpyMeHTsl K Mopuennstopy TCM 3000 BL gnsa xupypruyeckux onepauuia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



ApCELW W C3

Jil Mopupnnstop (onuym 1-3) HeoBXCAVMO CobMpaITb B CTEPU/IbHBIX YCI0BUSIX (HAAEHbTE Mep4aTkm
1 MacKy, NMOMeCTUTE MOPLIEMMATOP U MHCTPYMEHTbLI K HEMY Ha CTEPWTBbHYHO NOBEPXHOCTL).

12 TexHUUYEecKoe 06CYXNBAHWNE N PEMOHT

W T . -1t
MeoyupHCKoe m3aesve SIBMASETCS  HEPEMOHTOMPUIOAHLIM.  [py Harivimm - MoBpe>30eHii
cocTaBHb IX YacTeir WM 1x Heobxoaymo 3aMeHUTb HAHO B b

171  O6Tuee 06CTyVBaHME

Mepen,  Ka>e0pbM  UCMOMb30BaHWEM um3denve TpebyeTcs BU3yaslbHO OCMartpuBaTb Ha  npeaver
06Hapy>»eH1A MPU3HaKOB M3HOCAa U MoBpeMAEHWR. POH e Kpas 1 BpanpawTecs a5ieMeHTbl TpebyeTcs
NpoBepPATL Ha rpegMeT Hamuia uckpreneHusa. RriropHDbE anemeHTsl cnp A npoBepATe HA  npeamet
Ha/I4/s 3830P0B.

Cnepytouw« onepaumm MO  TEXHWYECKOMY OOCMYXMBAHUKO  MOMb30BaTb  MOXET  BbIMOHATH
CaMOCIOATETLHO;

TexHyeckoe obCyVIBaHVE, TPYOKa 3au|1THast
*  3amveHuTe NoBpeMeHHbe3aL TTHbE TPYOKM HAaHOBLB.
Tpy6ka 3awwmtHasn, 012mm(Ne5137now)
Tpy6ka 3aH+T1THasA, 015ivivi(Ne 5138nou)
Tpy6ka 3awwmtHas, 020 mm (Ne5139non)

TexHM4eckoe O6C Ty KVIBaHVE, 0OTYPaTop
*  3ameHuTe NOBPEXAEHHbLB 06TYypaTopbI.
O6typatop, 012 mm (Ne5151 nom)
O6typatop, 015mMm(Ne5152n0wm)
O6typatop, 020Mm(Ne5153non)

TexHN4ecKoe OOC/ Y KBaHVE, TPYOKa Tpoakapa

*  3ameHuTe rnospe>yeHHbE TPYOKM Tpoakapa.
Tpy6ka Tpoakda ana nHctpymentos 012mm(Ne5141noum)
Tpy6ka Tpoakapa ans nHetpymeHToB 015mm(Ne 5142nowm)

TexHYeCKoe O6C/ Ty BaHVE, MVIOMObI /19 TRYOK/ TpoaKapa
» 3ameHuTe NOBPEMAEHHLB MIOMObI HA HOBbLIO

13. VHbopmaums no TexHuke 6e30MacHCX/1>1

Bawii 6e3onacHocTb, 6e30nacHOCTL Baieli komau! 1, 10HEeYHO, BanmxX NauMEHTOB OYeHb BavkHa 4/1A
Hac. NoaTomMy HEO6XOAMMO YUUTbLIBATE Crle 4 YKU”™ MHADOPMALWIO:

PYKOBOZ,CTBO N0 3Kcnayanamun MHCTpymeHTbl K Mopuennsropy TOM 3000 BL gnsa xupypruyeckux onepathia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



131 Molldwka*n v HeHagnexxan”™ NCrosb30BaHve

3aMeHa COCTaBHbIX 4acTell Ha CTOpOHHVE Wiy Mcw/|domkaumm  VIHCTPYMEHTOB K
Mopuernsitopy TOM 3000 BL ans xvpyprtyeckux  orepaumii - 3anpeLleHb.
M3roToBUTE/Ib HE HECET HUKAION CTEETCreeHHOCLU 3a MOBPEHAEHWs, BO3HUKTLLE B
pesynbTare HeCaHKLMOHUPOBAXKbIX MOAUMOUKALMIA MM MaHUNYNALMIA. [apaHTua B Takux
Cryyasix ABMSETCA HeAENCTBUTE/IbHON.

WNcnonb3oBaHne LW« KTpymMeHTbI K Mopuevigropy TCM 3000 BL gna
XVPYPIUYECKNX OrepaLyii» B LIEMSIX OT/IMYHBIX OT MOKa3aHWiA, OMMCAHHbIX B MyHKTE
HA3HAUB-ME, 3anpeupHo. [lonb3oBaresis WM Oneparop HeceT  MOJHYH
OTOETCTBEHHOCTb 3a TakOoe WCro/b30BaHue.

13.2 MepbI NpeaoCTOpOXHOCTU MY MPUMEHEHN

UT0Obl UCKMOUNTL BO3HWMKHOBEHWE PUCKOB W OC/IOXHEHWN, CnegyeT MpuHMMaTb crefytonpe Mepbl
NPeLOCTOPCOXOCTU:

- lNepemenpHne peunyLsii Tpyokn (HOMB-TyGyca) MOPLENIATOpa MO OTHOMBHUIO K XXMBOTY AOM>XO
OCYVPCTB/IATLCA B OJHOM Harnpas/ieHnm;

- Mconexatlye yaaneHno cpesaHHbe TkaHW 0MKUbl U3B/1eKaTbCs Yepes nosyro Tpyoky™

- HekoHTponvpyemoe nepemeTiiH/e TpyOoK WM MHCTPYMEHTOB MOpPLE//IATOpa B Harnpas/ieHum
narepasibHbIX COCY10B, KUMBYHMKA, 3a6PKMTHHOIO NPOCTPaHCTBA A0/HKHO ObITb UCKTHOUEHO;

- lMonomeHve wmopuennsaTopa [0M>X0 OblTb BeHTponarepasibHbIM B TeYeHue BCeil orepaumm BO
136e>KHMEe NOBPEXAEHNSA KUTLLYHMKA WM COCYLOB;

- OcCTpblli KOHEL, pem™aTpii TPyoku (HOX-Tybyca) Mopuennstopa AONXeH B TeYeHune BCeil ornepaumm
HaXoauTbCA B NoJie 3peHVS;

- M3penvie MOMCT MCNosb30BaTLCS TOMBKO XMPYPrarii, MMEHOLLMMIA COOTBETCTBYHOAYH KBa/TMCOVKALIMIO U
OrbIT;

- V3genve pomKHO 1Cronb30BaTbCA TOYHO B COOTBETCTBUM C PYKOBOACTBO MO 3KCn/lyLuaumm (npasuibHO)
1 Bcerga goyHKLMOHMPOBATL A0/HKHBIM 06pa3omM,;

- Bpaupcopsica Tpybka MOXeT NpUBCOUTLCA B [BWXOHWE TOJIbKO MOA, HEMPEPbIBHbIM BY3yaslbHbIM
KOHTpOJ/1EM

13.3 MNepeyeHb OMacHOCTEl, CBSI3aHHbIX C MPUMEHEHVEM MEAVLIMHCKOTO V3OS, aHa/N3 PYICKOB

KomnaHuns-nponsscamutenb MPUMEHSET CUCTEMY KOHTPO/SIA W aHasm3a PUCKoB. KOHTPO/Ib  PUCKOB
OCYMNPCTBNSAETCA B XCAe MOC/ENPCAKHOIO Hab/KaAeHNs pe3ynbTaTtoB NPUMEHeHVS U3nenvs. AHanms
PUCKOB SB/IAETCS YaCTb TEXHUYECKOW AOKYMEHTaLMN U3LAENVIS.

OctatouHble puck npumeHeHnss MU «AHCTpyMeHTbl K Mopuemmrsaropy TCM 3000 BL gfia
XVPYPIMHECKUX  OrnepaLiiy BMoualoT B cebsi MOBPEXAEHVst COCYZIoB U APYTUX aHATOMITHECKUX

CTPYKTYP.

Pykoscpacreo no akcnayaratum MHcTpymeHTol K Mopuennatopy TCM 3000 BL ans xupypruyeckunx Ol'IepaLU'Ifl'I
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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15. COCMBETCLW/ELIWINNAMHIMCTANPTIPTmM

ANTT3NWM 30

WHctpymeHTbl K Mopuerisitopy TCM 3000 BL g/151 XMPYPriMuecKX CXTERaLIMIA COCITBENTBYHOT
avipekwse E3C no meamumHekvim npréopam 93/42/E3C no cnesiytoi| im HopMaryBaw:

EN IS 010993-1:2009 OTaHKa 6uosormyeckasl MeavumMHCKuX u3genmin. Yacte 1. OueHka u
UCMbITaHWS B paMKax NpoLiecca MEHEMKMEHTA prCka

ISO 3964 HakoHeuH\KM cTomatonornmyeckme. MNpucoeamHuTenbHbe pasvepsb..

EN IS 0 17664-2004 Crepununzaumsi MeaVUMHCKIX U3aenvin. ViHdhopmaums, npegocrasisiemas
n3roToBuTENEM A/151 06PABOTKM NOBTOPHO CTEPUIN3YEMbIX MEONLIMHCKMX
n3aenuvin

IS 013485:2012 thoekTypoBaHvie 1 pa3paboTka, NPoM3BOACTBO, pacnpoCTpaHeHme U

cepByIcHOe 06C/yLLBaHNE MeAVLMHCKAX U3aeui

CE cepmudomkar CootseTtctsue ayipektuee 93/42/EEC no MeayuyHCKM nprbopam

16.  YTAKOBKA I MAPKYPOBKA
Tabnmua 9. MosiCHeHMs K cMMBONaM

BaHasn nHpopmaLms

A Mpeynpeazetve

LI n MpovisscayTeNb

He fonyckats BO3AECTBUSA COMHEYHOTO
ceeta

CeprTygmLpoBaHo KaHapckoid
CcMUS accoLyiaLve CTaafppToB
(CsA).

3Hak CE v opraHa ceprudwikaLym

oM
IMABAT  1chepbBICTLIN PeXIM SKCrUyaTaLym, 1
1 M1H B4/1 MH BbIKIL>». 110 8 LWKMIOB

H [JBymepHbiin Twux-kog, (QR-kca)

HectepunbHo

ST

'135cn

X|

i
XK

REF

SN 1

ABTOKNABHas 06paboTka Mpn Makc 135° C

[coxcomT 4ns TEPMHECKO AE3VHCPEKLM

Bepeus ot Briam

HectepunsHo

ONEKTPUYECKVE Y 3MEKTPOHHBB V3AEARA, Y
KoTOpbIX BbI1E/T cpoK rogHocT, coaepTo”
onacHbe OrXcAbl Y He A0/ DKHb
YTWIM3MPOBATLCS BMECTE C

ObITOBbIMV OTXCOAMM.

Heobxoaymo BbINOSHSATbL
OOOTBETCTBYKXLMO YT IM3ALMIO HA MECTE.
CvMBO/T HOMEPA 3aKa3a.

CvIMBO/T, YKa3bBAKOLLYIA CEPUAHBIA HOMED
1 ATy V3roToR/eHns (rgg/MecsiLy).

Burionoryeckast onacHoCTb

YKasaHvie 0 CTpaHe Npov3BOACTBa:
feeiiuapus

pykoBclicrio no 3KcnnyarralyiH WHcTpymeHTbl kK Mopuennatopy TCM 3000 BL gnsi xvpypruyeckux onepauuii
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Apuiuw o3n3

K/PVIBrayanbHas yrakoska [

Puc. 39. VikpneuiyarnbsHas ynakoska TpyOKM Tpoakapa.

Kopobka Mxpac pazmep 255x155x100 Mv
BHyTpeHHWIA nakeT 13 nnacwka PE-LD pa3viep 200x250x0.075 Mm

Puc. 40. Nkp/BIE£ *bHaA ynakoska o6Typaropa

YnakoBCHHbLB Ty6YycChl 13 nonmmepa DP 40 250 PP npo3paHHble, pasmvep 045x255 ivm
Mopos1IoHOBLB BCTaBkU pasmep it X IO mm

pyKceoAcTBO No akcnayaTaunm NHcTpymeHTbl Kk Mopuennstopy TCM 3000 BL gns xupypruyeckux onepatuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



FVic. 41. WHpnBLL/ariuas yriaBka TPYoKk/ 3aHATHOM

YnakoBouHbe Tybycbl 13 nosimmepa DP 30 200 FP npo3payHbs, pasmep 035x210 M.
MoponoHoBbE BecTasku pasmep 035x10 Mwm

Puc .42. MapkpoBka UTAaBLT a/IbHON ynatoBk™

PYKOBCACTBO N0 3KcnayaTtauum NHCTpymeHTbl Kk MopcpTnsinopy TCM 3000 BL gnsi xupypruyeckux onepauuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



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



-1 /10" N7 Marepuan, 13 LLroporo nsrorosneHo VM Heps”\BetoLLas CTatb

FVc. 43. MapkvpoBKa MHCTPYMEHTOB /19 MeAULIMHCKOTO U3OeNUA.

MapKk/poBKa. HaHeceHa HerocpeACTBeHHO Ha Hepabouylo MoBepxXHOCTb M/l 3/1eKTPO3PPO3NOHHBIM
crnocobom. MapkupoBska 0oaep=>knrcno£ykl11ytomHar)pmaimio!

-nHdpopmaupoonponsscp/irtbne: NOUVAGAG

- Pedh-Homep M14: 5193

- Marepuan, 13 («atoporo u3totoesieHo M/l Germany Stainless (HepXXaBekMpa CTaslb, Npou3BenjeHHas B
lepmaHmn)

- 3HaK HankHusA oepTdhukaTa CE.

3. DypveHHas KPTOHHasA KOPOOKa MMEET MapKPOBKY CO C/IEAYHOLLYMM YKa3aHHb IMW JaHHL IM:

TpaHcrnopTHast ynakoBka (puc. 44) obecrieunBaeT 3aumnTy MW OT MexaHMYecKVX BO3LENCTBUIA,
BO3HUKaKMMX Mpy TpaHcnopTvMpoBke. IVH B TpaHCNopTTHOM Tape, o6nafeeT BMOPOMPOYHOCTLIO U
yAaponpoYHOCTLO.  OHa npeaeTaBnsieT coboli KApTOHHYH0 KOPOOTY pasmepoM 395x395x245 ivivi (LU xB),
Ha KOTOPYH HaHeceHa MapK/poBKa 1 MHdhopMaLmoXbe 61ok1 (puc. 44,45,46,47,48).

PYKO0 CLL,CTH N0 aKkcnayaTauum MHcTpyMeHTsl kK MopuennaTtopy TCM 3000 BL Ansa xupypryHeckux onepawuuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Puc. 44. TpaHcrnopTHas yrnakoBka

Puc 45. WHdopNo umsi Ha TPaHCTIOPTTHOM YNaKoBKe.

pykoecacTi no akcnayaTauun MHcTpyma’rtel Kk Mopuenrstropy TOM 3CXX) BL Ansa xupypruyeckux onepawuuii
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NOUVAG AG
St Gasfentrasse 23-25

CH-34D3 Goidiach
Type : Tem 3000 BL Morcellator
[LLL E] 3281 n

Power . 1CHOY'/115Y~/2LLU/*- 50-€0Hr 110VA
Pus® - .J1.AL..250VAC - - '

i ftrii> fiiiii nilBfaJl&iii nih'iHiii«iiiMiiMi*i
FVc. 46. Mapk/pceka HaTpaHCOPTTHOM YNakoBx<

Ykazarenw:

NOUVAG AG
St GaleistfasM 2725
( d cH-940 Gowacdi
HazsaHuve 1 agpec npou3sga™mens

Type : Tem 3000 BL Morcellator
HazsaHue IVH

REF 3281
Pedp-Homep

I SN oo
CepuinHbI Homep

N

.-
Posver : 1COV~/11SV~R30V- 5D*Hx 110YA  Ykazaresb ipebnSHemMcM Mou+oCTU

Fuse ' T1AL250VAC
Vcnonb3yernsB npepoxpaHutenu

PykoBogzcTBO no akcnnyatauum NHcTpymeHTsl K Mopuennsaropy TCM 3000 BL gnst xupypTyeckux onepauuii
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I
CE
Ykazatesib Hanmumnst oeprrrdhrkara CE 1 Ykazatens «CeptmdmumpoBaHo
KaHapackoii accoupaveli ctauuapTos (CSA)»

[ABymepHbIin wdomnx-m3a, (CK-wuy L)

YKaszate/sib Ha/IMuns OrnacHbIX OTXCLLOB U 3anpeTe ux ywnmsadnum BMeECTE C ObITOBLIMM

oTXcaawl
YKazaresib 3auTTbl kriacca l
Ykazatesib CTpaHbl NPOV3BOACTBA
LY/ NIV - ; '
* HM{ « ) ?2 » ; « o
LLI OxlLLI» fxovitif a<*bIMLLb»1ein.«/Bip PAe»*0sR>  Dx« WwPOfm
fmmt «B4 #>xE€-mROM «<rdiin 4B
%cHTK NiS e«f vth i «h» iKiUbutUiAtt«t 2u bet*N«s fit 4% Pid#rf©n»!
Lu Hiiim ttbctm i tot nyy aapiptit tow «e w5oi.«d {sodtes- lksdtra<s«n %?  wWST
> an®-P (M *m Touw «CD W LU 4«ve w Aao&it *e«<iw IM » *M
«iliutbonifofwe to  459kedof siftiesSm | i* you pxdir» ihe edtrwt»»fw % «ke$ap s» B2 rtiHt
7<s K
fj!| OtwoOuit n'«t {LLIXX10wuir.y iturwwmw tmswiee i« mr*t« C<»w$e n
Nol"« t feurmm CD-«OMn un iKienf de CS*0*»T«St« Mefte j»>a

u «4u*hMi»ntt  .mproi®iwi' 1j vrkIMFimpriinee i« wod« <RfimrieSjseut Hlxa<Sen*«ie i
YouwttwSaob<)u«s»fMl«laS«<>oud»*rJeirtm«{j "

mr* QimtomoOom ne«di««ftedsm fww p** r«ie idfomtstoc4 (L w P> |*f faso «aTe*cm
*x%x - <ShidetsMVItSIePOf LWnC1>»OM-i1?» *>0Ued 1</lae
AHVIKIEL 8 feirief. »l«rwibibe «ritoCUM»WAFIO MecS<tSSHig» 3*

PDFf* mtiliyenm d CD-ROMYy ww viu>|Hp4A(to i»piimid4s. % »k L Of CD-14*-y 1>
ABN-Aefo?« Reidrf Am*w!lit T Tk T nw T o M(iwejm»oltdi*re« YW » .
eelap«u»«t(4tjere»lsd»tdf«Upddad«;amtofr»iti*'4l| A

a4 I-
Puc. 47. VHdopmaLmoHHbIA 610K Ha TPAHCNIOPTHO YNakoBKe.

PYKOBOZCTBO MO 3KCrvyamauym VHCTpymeHTbI K- Mcpogyuisiropy TOM 3000 BL 4 xvipypruieckyix onepaLivi
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140h3pMaLIMOHHL116/10K Ha TPAHCTIOPILLION YNAKOBKE BK/KOUAET B Ce6s Crieayoi| 1 CBeieHms:
1 ®upmeHHbIN NOroTUN C ykasaHWeM agpeca U KOHTaKTHbIX HOMEPOB Te/1edIOHOB MPON3BCLLY TTESA.
2. YBegpmeHue cnepyoLBro cCaepHOHMS: «1-11kakX MHCTPYKUWIA MO 3KCrlyataummn B MMadkHO

oopme He MpuiaraeTcs K OaHHOMY MPOAyKTy. VHCTpykummn no akcriyataupym B dpopmare PDF
npunaraetca Ha CD-aucke, BXCAELLBM B KOMIVIEKT MOCTaBKW. /11 UTEHUST WK pacrnevarki 3TX
WHCTPYKUMIA Heobxcami1a1 AMCKoBCA, U nporpaMmMHoe obecneyeHne Adobe Ajobat Reader. Ans
3aKaza [aHHOTO PYyKOBOACTBA B MeyatHor (hopme Heobxoaumo o6paTtuTbCs No  agpecy,
yKa3aHHOMY Ha Tab/IMye, Wm NMoceTUTb HaLll cavT (vWwwv.nouvag.com). Ecnm Bbl npuuneTe Homep
n3genus (31946 EN) c A3bIKOBbIM KE[OM U MOMETKON «lleyaTHast Konus», Mbl BbILL/IEM Bam
neyarHoe pyKOBOACTBO GeCraTHo».

Ha TpaHCnopTHYH0 KOPOGKY HaHECEHbI MaHWMY/ISILMOHHLE 3HAKW.

pyKOBOACTBO N0 3Kkcnayatauum NHcTpymeHTbl K Mopuennsatopy TCM 3000 BL gns xupyprmyeckux oneparui
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



OUVAG C3

OCTOPOXXHO XPYTIKOE.
Xpynkuii rpy3. HeobxcllMoocTopa>kHoeobpaiipHmMe C rpy30M. HaHOCKTCS Ha yrakoBKy

C rpy3amu, COCTOSIHUE K0 CPblX MOHET UCTIOPTUTLCSA NPU COTPSICEHWN WK yapax.

YCnoBVS TPaHCIIOPTUPOBKA
3Hak NpUMeHsIeTCA 4151 NPaBU/ILHOIO yka3aHusl TpeboBaHUii K YCI0BUSIM
oKpyxatoLLieli cpefpb! (B/TaXHOCTb U aTMOChepHOe AaB/eHME) NPy TPaHCMOPTVPOBaHNM

MEI)HLIHCKOro naaeams

YcnoBus TPaHCTOPTUPOBKA
3Hak NpuMeHsieTca 4151 MPaBUIbHOTO YkasaHWs TpeboBaHuiA K yYCIoBUSIM

OKpyXXaroLLei cpe™l (temneparypa) nNpy TPaHCNoPTUPOBaHNM MEAULIMHCIONO U3aenus |

BHyTpm TpaHcnopTHO KOpobky PITLynakoBaHo creaytoLLmii 06pa3om:

rr

Punc.49. TpaHcnopTHas ynakoBka, BLILL USHYTPW.

AnnapaT ynakoBblBaeTcs B ALK U3 nonnaivivp pasvepom 370x220x130 ivm (Mx11kB), MHCTPYMEKTbI
YKNaa \9BaloTCcA B KapPTOHHYHO KOPOOKy pasmepom 375x155x130 mm (MxkB). B ynatoBOYHYHO HISPOOKY

PYKOBCACTBO N0 3kcnnyaramun NHcTpymeHTbl K MopcpTnsaTtopy TCM 3000 BL gnsi xvpypruyeckux onepamuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CxENMW 30

BKNCWbBaeTcA CD-AucK € VHCTPYKUME W rapaHTUiiHbIA TasioH, U 06e KOpOoOK/ yKnaJuBatoTcA B
TPaHCMOPTHYHO YMaKOBKy.

17. YCJIOB/A TPAHCTIOPTVPOBKU I XPAHEHNA

Oco06bIX TPeboBaHWin K YCIOBUAM XPaHEHWA HET. XpaHWUTb U34e/IMe MOXHO MpW YCI0BUSX, MOKa3aHHbIX
HH>te. Vig*Darme B ynakoBke u3rotoBUTENs CNAC”™ XpaHUTb Ha cKnagda. M3genve Heobxoaumo
pa3mMenpTb Ha crenname. CrneayeT nsberatb pasMeLLIEHNS HA U3AENNM KaMXO-TMG0 MHOTO 060pyA0BaHS

W TPY30B.

OcobbIx TpeboBaHWIA K YC/IOBKSIM TPAHCMOPTUPOBKY TaK > HET. M3aenve He Tpe eTcsi AEMOHTUPOBATL
[Nt TPAHCMOPTY|POBKN. TpaHCNOPTMPOBKA MOMET OCYMPCTB/IATLCA BOEMU BLLVYM KPbITbIX TPAHCMOPTHbLIX
CpeacTB WM B YHMBEPCA/bHBIX KOHTEHEpax B COOTBETCTBAM C MpaBWIamMu MNepeBO3Kv IPy30B,
[EeCTBYKVP/INL HA TPAHCMOPTE KOHKPETHOIO BLE/, MPY YCIOBUSIX OKPY>HOHOLLAN CpeaLy, YKasaHHbIX HA»e.
PaccTaHOBKa W KpenneHve Tapbl [O/MKHO ObecrieuyvBatb €€ YCTOMUMBOE MOMOMEHME, WCKMKHas
BO3MOXXHOCTb CMELLIEHVISI TPAHCTOPTHOM Tapbl 1 yAapOoB ApYT 0 Apyra.

TpaHcropT/poBKa U XpaHeHVe:
OTOoCHTEe/TbHasA Brax(xOoCTb. Mate. 90 %
Tevnepartypa: Or0° Cpo60°
ATvOcthepHoe aaB/eHVE: Or700Mago 1060 M a

18. CPOKC/1Y)XBbI

CpoK rcaHocry MeauumHcoro nsgenna coctasnseT 5 ner. KoHel, cpoka cryx6bl u3genuid, kak npasuio,
onpeaenseTca N3HOCOM 1 NOBPEMAEHUSILL B XCAE MUCMO/b30BaHMA. HoXm-TyGycbl npegHasHaveHb! gns 20
pabounx LMKMoB, (3Kcniyataumsa-ctepunmsaums), Tpyoku Tpoakapos npeaHasHadeHbl gna 500 paboumx
UMKNOB. (3xJ1nyataums-crepunmsaums). Nocne ncredeHns pecypca amatlyarauyin JaHHoe MeauLnHCKoe
n3genne HeobXCAUMO YTUM3MPOBATb COMMacHO HaLMOHa/IbHbIM TpeboBaHMsIM CTpaHbI-WITIOpTEpa, a
Takxe pekomeLLauysm Npon3BCcauTeNs.

19. YUWINSALINA

YTnnnza™ n yHMUTOXEHNE OCYLLLECTB/ISIETCA B COOTBETCTBUM C Kraccudbukaumeid, npaswiamm coopa,
UCTO/b30BaHMA, 06e3BPEXMBaHNA, Pa3MEOPHUSA, XpaHEeHUs, TPaHCMOPTUPOBKKW, ydeTa U yTumsauuu,
YCTAHOB/IEHHbIX  YMO/IHOMOYEHHLIM  OpraHOM BflacTM  CTpaHbl-umnoptepa  (Knacc B onmacHoctv
MeauLMHCKUX 0TXoA0B o CaHllMuH 2.1.7.2790-10 oornacHo knaccugovkaummn Po).

He ymmnmsumpyiite nsaenmne BMecTe € 6bIToBbIMM OTX0AaMu!

M ytnnmsaummn nspenua Heobxcammo cobskaaTe npaswia, NpeanicaHHbIe 3aKOHOM.
[na obecrieueHns oxpaHbl OKpy>TaloLlein cpedu! ctapbe u3aenmss MoryT ObiTb BO3BpavipHbI
Annepy wiv Nnpoun3BCAMUTENHO

Mepen ytmnmsaumen MHCTPYMEHTbI  HEOBXCAMMO rpoCTepUIM3oBaTh. Ecim nepen ytunmzavyei

PyKoegoeTBOno skcnnyatalumn MHCTpyMeHTbl K Mopuwiistopy TOM 3000 BL 45 XUpypruyeckux onepaumii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



HE BbINOJHAETCA CTepuIM3alys, CobnKaariTe AelicTBylolLee eauHble U MECTTHLE NpaBiia
YLLN3ALMMN AN151 MHGDEKLIMIOHHBIX OTXO/0B.

Monb3oBaTtenb HECET OTBETCTBEHHOCTb 3a YTWIN3ALMIO HACTOSLLLETO MEAMLMHCKOrO M3aenvsi B
crneuyanbHO OTBEAEHHbIX NYHKTax 060pa No nepepaboTT<e MeAVLMHCKX OTXOA0B

OTgensHbM  c6op M nepepaboTka OTpaboTaHHOTO 060pYyAOBaHWA BO BPEMS YTWIM3ALMA
MOMOraeT COXPaHsATb NPUPCAHbE pecypcbl. KDOVE Toro, MCMo/b30BaHNE HOBEMTLLX TEXHOOMN
nepepaboTkn OTXOA0B CrOCOOGCTBYET OXpaHe 300PO0Bbsi OOCAYXMBAKXLL'O MNEepcoHaia W
OKpyXxBroLLLel cpeapl. Mo Bompocam ynenmsaumm MeayLHCKOTO N34enms Nnocse UCTEYEHN Cpoka
ero cnyx”iobpallaiitecb B KOLLIAHWNIO-NOCTaBLL K.

20. TAPAHTTBEOBA3ATaTLC/IBA

MxamsBcautesnb «Moysar Al / Nouvag AG obecrneHnBaeT rapaHTUiiHbe 06a3aTesibCTBa Ha MEeAULIHCKOe
nzgenvie. Agpec npomvsscautens: StGallerstrasse, 23-25, CH 9403 Gddach, S”zerland. Tapakn/riiHbiii
CPOK 3KCIJ/lyaTaLmy CocTaBnsieT 1 1o4,c MOMEHTa Npofaxu. Pervctpauys rapaHTUnHOIO TaUloHa B TeYeHme
yeTbpec HeAeNb C MOMEHTA MOKYMKX MpcAneBaeT AeincTare rapaHTim erdp Ha 6 mecsueB HenpasuibHoe
NCMONb30BaHNE W3AENMS WM PEMOHT, a Tatol HECOO/HAEHME VHCTPYKUMIA MO SKCrUTyaTaumm,
0CBOOOMAAET MPOU3BCAUTENA OT /I0OOLK 00S3aTeNIbCTB, BbITEKAKOLWX W3 THOSICUEHUIA rapaHTuM, Win
OPYTX NPETEH3MIA.

Apnpec 1T npremMa peknavauyii, CBA3aHHbIX C Ka4eCTBOM MeOMLMHCKOro U3OeMns, 1 Mo BCem

BOMpPOCaM 0OpaLLIEHMSA JaHHOIO MEAMILMHCKOIO M30e/Ms Ha TeppuTtopun Poccuiickoin deagpaupin:
C)C)0 «MepnTectKbHcantuHmn), Poceus, 123181, . Mocksa, yn. Kynakosa, g1, kopn.1, cdouc 193,

Ten./®akc +7 (495) 750-29H01, +7 (903) 729-77-14, E-mail: medtestoonsult@ TBil.ru.

21. PEKNAMALIA

["aeTeH3um No NoBeay KavecTsa MeAULMHCIONO 134e/ s Hanpas/aTea B aapec npousscamtens Nouvag
AG, StGallerstrasse, 23-25, CH 9403 Goldach, auitzeiland, a Takxe B agpec npeacraBuTeNd Ha
TeppuTopun Poccuiickoii depepaunmn: OO0 «1VbaTectK|OHcarmklHo>, Poccuns, 123181, r. Mocksa, Y.
Kynakoea, A1, kopn.l, ocjnc 193, Ten/®aC +7 (495) 750-29-01, +7 (903) 729-77-14, E-mail
rredtestoonsult@ TBil.ru

pykoBezerao no akcnayatauun NHcTpymeHTsl Kk Mopuennatopy TCM 3000 BL Ansa xupypruyecknx onepauuii
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Moncs>chine 1 CocTaB MeayILMHCKOTO 3aeina «14HcTpyveHsi K Mopuenisitopy TCM 3000

BL 0151 XvipyprvrHeck/ix ornepaumin:
1  5154nou Hox-Ty6yc, 012 MM
2. 5155n0u Hox-1y6yc, 0 15 MV
3. 5156nou Hox-ty6yc, 020IVIVI
4. 5141nou  Tpy6ka Tpoakapa s MHCTpyMmeHToB 012 Mvi
5. 5l142ncxj  Tpy6kaTpoakapa ans MHeTpymeHtoB 015 vM
6. 5151nou O6typatop, 012 Mm
7. 5152nou O6typatop, 0*5mn

5153nou O6Ttyparcp, 020 Mwm

© ©

5137nou Tpy6ka 3ar/mmHas, 012 mv
10. 5138nou Tpy6ka 3aLfrtHas, 015 mm

11.  5139nou Tpy6kaszanirtHas, 020 mvi

12. 5193 Csepno gnsa mvomel, 010 MM

13. 5194 L /1bI3y6Tato-nanuarsbe, 0 5 Mm

14. 5195 LW J1blkoTeBuuHble, 010 MM

15. 5196 WULbI3y6Tatonanyarsie, 010 Mv

16. 5192 1L Mol 3y&HaTo-nanyarse, 013,5/15 mm

PYKOBOL,CTBO N0 3KaTnyaTabuu VHCTpyMeHTbl Kk Mapuennsaropy TCM 3CXHOBL fns xupypruyeckux onepauuia
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Mpuno>eHne 2. Tabmbp CXXTaBHbIX YacTei v npyHagiexHoctel LU

Tabnmua 1. Pa3viepHO-BECOBbLB XapakTepuCTUKM COCTaBHbIX YacTei IVH.

No HazsaHve

COCTaBHOI YacTu

5139nou

1 Tpybka
3alLyTHas,

020 mm

5138nou

2. Tpy6ka
3alyTHas,
015IMV1

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU bl K

tTem 3000 BL ans xvpypruyeckux onepawmi

Pasvep
(M), He
6oree

JnwvHa
185,
finalMefrp
20

JrmHa
185,
100  Auavetp
15

Mepca maTeprana

Mes™\LmHekan
HepMaBeKXTpA CTasTb
14305

VEA LWHCKan
HepMBBEKNPS CTaslb
14305

87



VA pHCKas
,U,I'II/IHa HEPXOBEKNPA CTaV1b

5137nou 185 1.4305
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Mpuncvenve 3. Cepludpukar aHanmsa

V\sler

smart lab solutions

iy

CEPTU®UVKAT AHAJ/TN3A

MopuennaTtop PeBunaunsa; 2
Banupaumsa ctepusibHOCTM B cOOTBEeTCTBUU C ISO 17664:2004

Kogpbl n3genuii: Mopuennsartop
Mpounssogutens: NOUVAG AG

B cooTtBetctBMM ¢ AAMI TIR12:2004 / ISO 17665-1:2006/ 11737-2:2009 MopuennaTtopsl 6bi1m
NpOTeCcTUPOBaHbl Ha 3(PPEKTMBHOCTL MpoLecca crepunmsaumm cnoHcopa (31932 41/10) ans
NOBTOPHOIO Mcnosnb3oBaHna (otyeT Zwisler 1010.0717). WcnbiTyemble 06pasupl  6bin
npoaHann3anpoBaHbl MOBTOPHO cobpaHHbIMWU. Ons npouecca crepunumsaumm Ne 1 n Ne 2 aBa
NCMbITyEMbIX o0bOpasua Obin  3arpsA3HeHbl  Nosiockamy AN KOHTPons  ahheKkTMBHOCTM
crepunu3aumn co cnopamu Geobacillus Stearothermophilus (B Hauxyawem crnydyae nytem
pasmvelleHns 10 6uMONOrMYeckux WHAMKATOPOB Ha Kakpgoe wu3genve). [nsa  npouecca
cTepunusaumn Ne 3 Tpu KcnbITyeMblx obpasua 6biiv 3arpA3HeHbl KOHTPOSIbHOW CyCreH3nen co
cnopamu Geobacillus Stearothermophilus n TpunNTOH-coeBbIM GY/ILOHOM (B HaMxyALllem criydae
nytem pasmeweHma 10 6MONOrMYeckMx WHAMKATOPOB Ha Kaxpoe wusgenue). [JaHHoe
MUKPOBNONOTMYECKOE KOHTPO/IbHOE 3apaXKeHune Obl/I0 OCTaB/IEHO /15 MPOCYLLKA MPUMEPHO Ha
O4MH Yac. 3areM ucnbiTyemble 06pasubl OblIM CTEPUSIM30BaHbl C UCMNOIb30BAHWEM HEMOJTHOIO
uskna (2.5 mMuH., 134°C) pekoMeHAOBaHHbIX MHCTPYKUMIA MO CTepunun3auun, rae KOHTPOsIbHbIe
ncnblTyemble 06pasubl XpaHUNN 3arpsi3HEHHbIMKW, a GakTepuasibHas Harpyska onpegensnacb
no obLemMy Konm4yecTsy MUKPOOOB.
PekomeH[0BaHHbIV Npouecc cTepuinsalmu:

- 3aHOBO COGpaHHble UCMbITyeMble 06pasLbl OblM ABaXAbl YNakoBaHbl 1 3aneyartaHbl B 0O/bry
Ansa crepunusayum

- napameTpbl CcTepunusauum (BNaxHbI Xap, aBToKnas Tuna B), gBa npeaBapuTeNibHbIX
BaKyyma, BpeMs BblAepXK/ 5 MuHYT npy 134°C n cywka B TeyeHnelO MuHyT (Bayigauums
nocsie: YacTU4yHOro uukia, Bpems Bblaepxkn 2.5 MuHyTbl npyu 134°C un cywka B TedeHne 10

MUHYT).

Mocne Bceil npoueaypbl UCMbITyeMble o6pasubl OblaM MPOTECTMPOBaHbl Ha CTEPU/IbHOCTb
nyTeM NPsiMOro norpyxeHus obpasuoB Ha 14 aHeil B TPUNTOH-COEBbIV OYy/IbOH. TecTupoBaHue
nostopunn 3 pasa [fO/19 NOATBEPXAEHUA 3PdeKTMBHOCTU CcTepunusauun (Kog wsgenus:
MopLennsaTop). Bo Bcex cnyyasax NpMMeHVMbIN NpoLuecc cTepuansanmmn npuses K yMeHbLLIEHNo
6onee 10"6 6akTepuii Ha nsgenue.

cnonb3yemas npoueaypa ctepununsaumum noaxoanT ANns NpoTecTMpoBaHHOIO MeAULUHCKOTO

nsgenus.
Mopnuce/ Mopanuce/
Op. Kpuctnan OpaliH, AnpekTop Kpuctun Caytep, COTpyAHMK NO NOATBEPXAEHMUIO
nccneposaHus KayecTBa
Jata: 05.11.2010 Jata: 05.11.2010

PykoBcLycTBO No akcnayataumum MHCTpymeHTbl Kk Mopuennatopy TCM 3000 BL gns xupypruyeckux onepawuuii
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MepeBop, C aHINNIACKOTO Y HEMELLKOTO S13bIKOB Ha PYCCKMIA A3bIK
Ha nepBoii cTpaHuue AOKyMeHTa

Jata; 20.09.2017
/Mognuce/ Nesek Ka3zaHa / PernoHasibHblii MeHeMXep NO NpoAaxam

Mevatb komnaHnuy; «Hoysar Al»/ Nouvag AG, 9403 Goldach/9403 lNonbgax, Switzerland / LLseliuapus,
www.nouvag.com

Meyvatb; OpraH rocyfapCTBEHHON perucrTpaumm

Ha nocnepHeii cTpaHnue fOKyMeHTa

OdwmumansHoe /HoTapuanbHoe 3aBepeHne: Ne4d595

3Jra Konusi COOTBETCTBYET NpefoCcTaB/IEHHOMY OpuriHany, r. Fonbgax, HoTapuanbHbii okpyr onbgax,
/Moanuck/ 22 ceHTabpsa 2017

Meyatb: OpraH rocyAapCTBEHHON perucTpauum

Jata: 20.09.2017

/Mognwuce/ Jlesek KazaHa / PernoHauibHbIi MEHeMKep /10 Mpoaaxam

Mevatb komnaHun: «Hoysar Al'»/ Nouvag AG, 9403 Goldach/9403 lNonbpax, Switzerland / Lseiyapws,
Www.nouvag.com

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



ropog Mocksa.

MAToro oKTAGPSA ABE ThICAYM CEMHAALATOro roja.

A, [HeliHeko Jliogmuna BanepreBHa, BPEMEHHO WCMOMHAKOLWAA 06513aHHOCTM HOTapuyca
ropoga MockBbl NpOKOLIEHKOBOW EneHbl EBreHbeBHbI, CBUAETENLCTBYHO MOAJ/IMHHOCTL MOAMUCK
nepeeogumka CtenaHoBowW punHbl BacuibeBHbI.

Mognuck caenaHa B MOeM MPUCYTCTBUMN.

JlnyHocTb noAnucasLUero JOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo B peecTpe: Neo

B3bICkaHO rocyaapcTBeHHOW MOLLMHbI (No Tapudy): 100 py6. 00 kon.
OcBo6oaM L1 "a:rbl 3a 0OKasaHue yCnyr npaBoBOro 1 TEXHUYECKOro XapakTepa.

N.B. [eiiHeko

[MpoLLHypoBaHo, AOBaHO M CKpensieHo neyarbto M nauncT(-a,

J1.B. [eliHeko
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