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Instructions for Use

Non-Sterile Reusable Electrosurgical Electrodes

1. Features and Application scope

1.1 Features:

1) Type: BF-type application used for interconnection with high frequency surgical equipment.

2) Type of high frequency generator used with the product: BF type.

3) Protection degree of the equipment against harmful liquid intake: anti-immersion type (IPX8).

4) Equipment operation mode: continuous operation.

5) Equipment belongs to handheld portable equipment.

6) Classification according to the safety degree when used in the case of flammable anesthetic gas
mixed with air or flammable anesthetic gas mixed with oxygen or nitrous oxide: the product itself
is passive,this item is not applicable.

7) It belongs to non-AP and APG equipment.

8) The equipment has no anti-defibrillation application part.

9) The equipment has no signal input and output part.

10) The input power of the equipment and the power supply voltage and frequency are related to the
high frequency surgical equipment.

1.2 Intended use
The product is designed to interconnect with high-frequency surgical equipment to clot blood and

cut tissue using high-frequency current during endoscopic surgery.
2. Product Composition

It is composed of Monopolar HF Electrode with hook, Monopolar HF Electrode with Probe,
Monopolar HF Electrode with Spatula, Monopolar HF Electrode with Knife, Monopolar HF Electrode
with Needle, Monopolar Dissector, Monopolar Scissor, Monopolar Grasper, Monopolar Suction&

Irrigation, Bipolar, Cordfor Monopolar, Cordfor Bipolar.

3. Main performance indicators and technical parameters:

1) See Figure 1-9 and Table 1-9 for outline structure and basic dimensions.
A. The outline structure and basic dimensions of Monopolar HF Electrode with hook, Monopolar HF
Electrode with Probe, Monopolar HF Electrode with Spatula, Monopolar HF Electrode with Knife,

Monopolar HF Electrode with Needle are shown in Fig.1 and table 1.
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Fig.1 Structure diagram of Monopolar HF Electrode with hook, Monopolar HF Electrode with Probe,
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Monopolar HF Electrode with Spatula, Monopolar HF Electrode with Knife, Monopolar HF Electrode
with Needle

Table 1 Basic size table of Monopolar HF Electrode with hook, Monopolar HF Electrode with Probe,
Monopolar HF Electrode with Spatula, Monopolar HF Electrode with Knife, Monopolar HF Electrode

with Needle unit: mm
No Name D B
1 Monopolar HF Electrode 3
2 with hook D5
3 Monopolar HF Electrode 3
4 with Probe o5
5 Monopolar HF Electrode 3
6 with Spatula o5 /
7 Monopolar HF Electrode @3
8 with Knife D5
9 Monopolar HF Electrode O3
10 with Needle 5
Monopolar HF Electrode

11 D5

with hook

Monopolar HF Electrode

12 D5

with Probe
13 Monopo-lar HF Electrode ®5 450

with Spatula

14 Monopol.ar HF Electrode o5

with Knife
15 Monopo.lar HF Electrode o5

with Needle

B. The outline structure and basic dimensions of Monopolar Dissector are shown in Fig.2 and Table 2.

Fig.2 Structure diagram of Monopolar Dissector
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Table 2 Basic size table of Monopolar Dissector unit: mm
No. D a B
| @3 >50°
2 o5 >50° /
3 @10 >50°
4 D5 >50° 45°

C. The outline structure and basic dimensions of Monopolar scissors are shown in Fig.3 and Table 3.

Fig.3 Structure diagram of Monopolar scissors

Table 3 Basic size table of Monopolar scissors unit: mm
No. D a §
1 @3 >50°
2 D5 >50° /
3 @10 >50°
4 @5 >30° 45°

D. The outline structure and basic dimensions of Monopolar Grasper are shown in Fig.4 and Table 4.
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Fig.4 Structure diagram of Monopolar Grasper
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Table 4 Basic size table of Monopolar Grasper unit: mm
No. D a
1 D3 >50°
2 @5 >50°
3 @10 >50°

E. The outline structure and basic dimensions of Monopolar Suction&Irrigation are shown in Fig.5 and

Table 5.
D

n
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Fig.5 Structure diagram of Monopolar Suction&lrrigation

Table 5 Basic size table of Monopolar Suction&lrrigation  unit: mm
No. D

1 o5

F. The outline structure and basic dimensions of Bipolar are shown in Fig.6 and Table 6.
D
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Fig.6 Structure diagram of Bipolar

Table 6 Basic size table of Bipolar  unit: mm

No. D a

1 d5 >35°

G. The outline structure of Cordfor Monopolar are shown in Fig.8 and Table 8.

D
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Fig.8 Diagram of Cordfor Monopolar

Table 8 Basic size table of Cordfor Monopolar unit: mm
No. D L
1 4 3000
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H. The outline structure of Cordfor Bipolar are shown in Fig.9 and Table 9.
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Fig.9 Diagram of Cordfor Bipolar

Table 9 Basic size table of Cordfor Bipolar unit: mm
No. D L
1 4 3000

2) Main technical parameters:

Table A1 High frequency repetitive peak voltage and test requirements

Detection  frequency | High frequency
Model (approximate sine | repetitive peak Test voltage Test site
wave) Pulse width Voltage VF (V)
Cutting | F=400KHz= 100 KHz 500 1.5yF | The electrode and
the insulating part
burning F=400KHz+ 100 KHz 420 1.1VF include a connector
T=1.25us+25% and a handle
Coagulation - 400 1.1VF
F=40KHz+ 10 KHz

4. Operation method

After sterilizing the product, connect the high frequency generator with the electrode cable (high

frequency cable) to start working.
5. Contraindications

None.
6. Installation and maintenance (cleaning, disinfection, sterilization) requirements
1) Equipment loading and unloading requirements: the product loading and unloading steps are
shown in the figure below (including Monopolar Dissector, Monopolar Scissor, Monopolar Grasper,

Monopolar Suction&lrrigation, Bipolar)
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¥

Three removal handle -2
.

Two removal handle

® *—-

1. Press both limit buttons at the same

Bipolar :

3. Screw out the clamp core from the clamp lever <:|

2. Pull out the clamp rod and clamp core

1. Press the limit button

2.Pull out the clamp rod and clamp core

Diagram of equipment loading and unloading

6/10



I(ANGJI Revision date: 15th May 2024  Version: 2024 V1

2) Cleaning

This product is a precision surgical instrument with exquisite internal structure. Before the first use
or after each use, the product must be cleaned. After each use, please clean the blood stain thoroughly
with clean water immediately, so as not to affect the normal use and performance due to dirt drying,
corrosion and blockage. The cleaning must be carried out according to the cleaning and disinfection
standard process.

A. Preparation before cleaning

a. It is recommended to prepare enzyme-containing detergent, 1oz/gal. Tap water, temperature is
35-40°C.

b. Wipe the whole equipment with a clean cloth soaked with the prepared detergent.

c. Immerse the instrument in the detergent. Inject 50ml detergent solution into the inside of the

instrument to ensure that all parts are cleaned.

d. Soak the instrument in the detergent for at least 15 minutes.

B. Manual cleaning

a. Brush the outside of the device thoroughly with a soft bristle brush, paying attention to the
matching surface and rough surface.

b. Inject at least 50 ml of the prepared detergent into each cavity and mating surface at least 5
times.

c. Brush the lumen at least 5 times with a suitable bottle brush from each end.

d. Operate the instrument and brush around the movable parts in all extreme positions.

e. Rinse the instrument with treated room temperature water until no detergent residue is visible.
Make sure to flush the inner cavity and all mating surfaces at least 5 times. Once all detergent residues
have been removed, continue rinsing for at least 30 seconds.

f. Drain the excess water from the equipment by holding it at an angle of inclination and dry it with
a clean cloth. If necessary, use compressed air to assist in drying.

g. Visually inspect each piece of equipment, paying special attention to inaccessible areas. If visible
dirt remains, repeat steps A-F, paying attention to the remaining dirt area.

Note: During manual cleaning, do not use brushes or pads with corrosive sharp parts of metal
materials, otherwise permanent scratches or damage may be caused to the instrument.

C. Automatic cleaning

a. Inject each lumen and mating surface with at least 50 ml of prepared detergent.

b. Brush the inner cavity at least 5 times with a suitable bottle brush from each end.

c. Rinse the instrument with treated room temperature water until there is no visible detergent

residue, and then rinse continuously for at least 30 seconds.

d. Place the disassembled instrument in the inclined scrubber to facilitate drainage.

e. Use the following parameters to set the scrubber:

Recycling time Temperature (°C) Cleaning agent
Pre-wash 2 35-40 No detergent
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Detergent containing
Enzyme detergent 2 35-40
enzyme
Detergent 2 66 Enzyme free detergent
Rinse 2 35-40 No detergent
Dry 7 115 No detergent

Note: Before automatic cleaning, additional protection (such as sharp edges, sharp edges, etc.)
should be determined according to the structure of the instrument, otherwise permanent scratch
or damage may be caused to the instrument or other instruments.

D. Drying

a.For automatic drying, use the drying process provided by the scrubber / sterilizer.

b.For manual drying, use a lint free cloth to wipe dry.

c.Use compressed air to dry any cavities.

E. Inspect

(1) Check the cleanliness of all parts. Repeat the above cleaning and disinfecting procedures if fluid

or tissue builds up.

(2) Check whether the instrument is deformed or damaged.

3) Disinfection
The cleaned instruments should be disinfected. The selection of disinfection methods and
disinfectants should refer to the requirements of disinfection technical specifications, and the
disinfection process should be confirmed.
4) Sterilization
This product is non sterile. Before using this product, the hospital must use one of the
following sterilization methods for sterilization. Before the initial sterilization, the user should
confirm the sterilization methods and conditions to ensure the effectiveness of sterilization.
High pressure steam sterilization: products after cleaning and disinfection can be sterilized

under high pressure steam. The reference sterilization conditions are as follows:

) Sterilization set Minimum Pressure reference
Equipment category TP
temperature sterilization time range
30min
Down exhaust type 121°C 102.8-122.9kPa
20min
132°C 4min 184.4-210.7kPa
Pre vacuum type
134°C 4min 201.7-229.3kPa

Note:

A. Sterilization conditions need to be confirmed.

B. For the usage of high pressure steam sterilizer, please refer to the technical manual provided by the
sterilizer manufacturer or contact the professional and technical personnel of the sterilizer manufacturer.

C. After high temperature steam sterilization, please let the instrument cool naturally. Allowing the device to
cool quickly or “quench” in a liquid will damage the device and void the warranty.
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7. Date of manufacture: See certificate
8. Shelf life: 5 years
9. Attachment list: Certificate of Qualification, Operation Manual

10. Matters needing attention

1) Please read this manual carefully before use.

2) Be sure to carefully check whether the insulation sleeve, handle and cable of the instrument are
broken or scratched before use, so as to avoid the phenomenon of electric leakage in use.

3) This product is a precision instrument, should be handled with care. Don't cross and overlap when
placing, in case of crushing.

4) Please ensure that the power supply used is reliably grounded (high frequency generator).

5) This product must be used with high frequency generator with medical device registration certificate.

6) Please use the matching high frequency cable. When using, insert the cable connector completely into
the connector of the product.

7) Do not damage, modify, pull, over bend or twist the electrode cable (high frequency cable).

8) When using, please enter the body from the puncture cannula matching the diameter of the instrument,
s0 as to avoid the instrument jamming or serious air leakage.

9) This product is non sterile and users must sterilize it before using it.

11. Packaging, transportation and storage, warranty period and working conditions
1) Packaging: Each product is packaged in a medical dialysis bag.

2) Protection against shock, severe vibration and humidity during transportation.

3) Transportation and storage conditions:

Transporting the device should be avoid wet, shaking and strike.

The device should be packaged with a suitable packaging. The store in the rooms with :

(D Relative humidity not exceed RH80%

@ Temperature range: -10°C ~+50°C

(3 Atmospheric pressure range: 760hPa~1060hPa

@ Without sunshine directly, and no corrosive gas.

4) Warranty period:

In addition to the inner core and other consumable parts, the manufacturer shall repair and replace
the parts or products for the user free of charge within 12 months from the date of delivery, if the
product fails to work normally due to manufacturing quality problems, under the condition of complying
with the rules of storage, transportation, storage and use.

5) Working condition:

(O Temperature range: 10°C~40C

@ Relative humidity range: <80 %

(3 Atmospheric pressure range: 760hPa~1060hPa

12.After-sales service commitment
The company carries out three guarantees and quality tracking for the products sold.

1) From the date of sale, if the product fails to work normally due to quality problems within 12 months,
we will repair it for customers free of charge. For malfunctions caused by improper use or maintenance,
only the cost and postage fee will be charged.
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2) Three guarantee period for the sale of products for life maintenance, and according to the specific

circumstances of preferential charges.
3) Users shall be responsible for any damage caused by disassembly of the products without the consent
of the Company.

13. Symbol description used for the label

A LOT REF MD

Do not use if package

. Caution Batch code Catalogue number Medical device
is damaged
o C o
Refer to instructions
Manufacturer Date of manufacture Use-by date CE Marking
for use
“-..\;’..-" a c‘ a
ec | rep .-f;l"-\--. T Rx ONLY UDI
-
]
Authorized o ) )
L Keep away from Prescription use Unique device
representative in the ) Keep dry ) .
sunlight only identifier

European Community

IKANGJI

Trademark of
manufacture,
authorized by
Hangzhou Kangji
Medical Instrument
Co., Ltd.

d [Manufacturer]

Manufacture: Hangzhou Kangji Medical Instrument Co., Ltd.

Address: No.1668 Chunjiang East Road, Economic Development Zone, Tonglu, Hangzhou, Zhejiang 311501,
P.R.China

Tel.: 0086-571-69900010

Fax: 0086-571-69900029

Website: http: //www.kangjimed.com

E-mail: kangji@kangji.com

EC |REP

[EU Representative]

Name: Llins Service & Consulting GmbH

Address: Heinigstrasse 26, 67059 Ludwigshafen, Germany
E-mail: info@llins-service.com

Tel. : +491754870819
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NHcTpyKus 1o npuMeHeHUI0
DNEKTPOXUPYPTUUECKHUE IIEKTPOJIbI HECTEPUIIbHBIE MHOTOPA30BOTO

HCITOJIB30BaHUA

1. ®yHkuuu, XapakTepucTUKH U cdepa npuMeHeHust

1.1 ®yHKUUM U XapaAKTEePUCTUKH:

1) Tum: PaGodas dacte Tuma BF, npumensemas a7 MONKIIOYEHUS K BBICOKOYACTOTHOMY
XUPYPTHUECKOMY 000PYIOBAHHUIO.

2) Tum BPICOKOYAaCTOTHOTO reHepaTropa, UCIoIb3yeMoro ¢ u3aenuem: BF.

3) CreneHp 3ammThl OOOPYIOBAHMS OT IOMAJAHHUS BpPEAHBIX JKUIKOCTEH: BOIOHEIPOHHUIIAEMOE
yctpoiicto (IPX8).

4)  Pexum paboThl 000pyIOBaHUS: HENPEPBIBHAS SKCILTyaTalus

5) OO6opynoBaHHe OTHOCUTCS K PYYHOMY IIEPEHOCHOMY 000PYI0BaHUIO.

6) Kiaccupukanuss mo cremeHH O€30MAaCHOCTH TIPH HWCIONB30BAHUM B MPUCYTCTBHH CMECH
JIETKOBOCIIAMEHSFOLIETOCS aHEeCTE3UPYIOLIETo raza c BO3IYXOM Win cMecHu
JIETKOBOCIUIAMEHSIIOIIECTOCS] aHECTE3NPYIOLIETO ra3a ¢ KHUCIOPOAOM HJIM 3aKHCBIO a30Ta: M3/IEIHe
SIBJISIETCSI IACCUBHBIM, TAHHBIN ITYHKT HE IPUMEHUM.

7) MWzpnenmme He sBmseTcs 00OpyIOBaHHEM IS OKCIUTyaTalldM B TNPHCYTCTBHH  CMECHU
JIETKOBOCIUTAMEHSIOIIMXCSI aHECTETUKOB C BO3MyXoM (Kateropusi AP) U JerkoBoCIIIaMEHSFOITIXCSI
AHECTETUKOB ¢ okuciutensamu (kareropus APG).

8) OObopynoBaHue HE UMEET YaCTH, 00SCIIEUNBAIOIICH 3alUTY OT pa3psaa AeGuOpmLIITOpa.

9) OO6opynoBaHNe HE IMEET BXOJOB U BHIXOJIOB CUTHAJIOB.

10) BxomHas MOIIHOCTH OOOpPYIOBAaHUS, a TaKKe HANPSHKEHAE M YacTOTa JJIEKTPOIHTAHHUS
COOTBETCTBYIOT BBICOKOYACTOTHOMY XUPYPru4eckoMy 000pyIOBaHUIO.

1.2 Ha3nauenue
Wznenme mpenHasHauyeHO IS B3aUMOICHCTBHS C  BBICOKOYACTOTHBIM — XHPYPTHUISCKUM

000pyIOBaHHEM, KOTOPOE HUCIIONB3YeT BHICOKOYACTOTHBINA IEKTPUIECKAN TOK IS KOATYISIIHHA KPOBH U

pa3pe3aHusl TKaHEel BO BpeMs 3HJOCKOIIMUECKON XUPYPIHUH.
2. KoHCTPYKIHS ¥ COCTABHbIE YACTH HU3/1eJTUsI

W3zpenue coctout n3 MmoHononsspuoro BU-anexrpona ¢ kproukoM, MoHonossipHoro BU-anekrpona ¢
30HI0M, MOHONoMsIpHOrO BU-31mexTpoaa ¢ nonarkoii, MoHonosnspHoro BU-anexkrpona ¢ HoxoM,
MoHomoJsipHOro BU-35mekTpoza ¢ UIioi, MOHOMOISIPHOTO AUCCEKTOPa, MOHOIOISIPHBIX HOXKHHIL,
MOHOIIOJISIPHOTO 3a’KMMa, MOHOIIOJIIPHOTO aCIIMpaTopa-

HppHUraropa, OUIOISIPHOTO MHCTPYMEHTa, MOHOTIOJISIPHOTO Ka0els U OUIOISIPHOTO Kabers.

3. OcHOBHBIE IKCIIIYAaTAIUOHHBIC MOKA3aTC/IM U TEXHUYCCKUE MapaMeTpPbI:

1) Dcku3 KOHCTPYKIUHU U OCHOBHBIE pa3Mephl cM. Ha pucyHke 1-9 u B Tabmure 1-9.

A. DOCKH3 KOHCTPYKLMH U OCHOBHBIE pa3Mepbl MOHONOsIpHOro BU-anekrpoma ¢  KpIOYKOM,
MoHomnomsipHoro BY-snektpoma ¢ 30HIOM, MoHomoidsipHoro BY-snmekTpona ¢ J1omarkoi,
MoHonoJsipHoro BU-anexrpona ¢ HoxkoM, MoHomnosisipHoro BU-anexTpona ¢ umioi npuBeneHsl Ha

pucyske 1 u B Tabmume 1.
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Puc. 1 CrpykrypHas cxema MoHonossipHoro BU-anekrpona ¢ kproukoMm, MoHonossspHoro BU-anexrpona
¢ 30H0M, MOHomoJsipHoro BU-anekrpona ¢ nonarkoid, MoHomnossipHoro BU-anexrpona ¢ HoxoM,

MoHonossipHoro BU-anekrpona ¢ urioin

Tabmuma 1 OcHOBHEIE pazMepBsl MOHOTIOISIPHOTO BU-31ekTpoa ¢ KproukoM, MOHOTIOJISIPHOTO
BU-3nekrpoaa ¢ 30H10M, MOHONOJIsIpHOTO BU-311€ekTpona ¢ nonarkoil, MoHononsipHoro BU-anekrpona ¢

HOXOM, MOHOTIOJIsIpHOTO BU-311eKkTpoza ¢ umoi (B MM).

Ne Hassanue D B

1 MoHononspHbIi 3
2 BY-anexTpon ¢ KproukoM o5
3 MoHononspHbIi 3
4 BY-anexTpon ¢ 30H10M 5
5 MoHononspHbIf 3
6 BY-anexrpon ¢ nonarkoit o5 /
7 MoHnononspHbIH @3
8 BY-3nexTpon ¢ HOXOM (OX]
9 MoHoNONSpHBIN 3
10 BY-anexrpon ¢ union o5

MoHnononspHbIi
11 (OX]

BY-anexrpon ¢ kproukom

MomnomnonspHsIi

12 (ON]
BUY-3nekrpon ¢ 30H10M

MounomnonspHsIi

13 . (ON] 45°
BY-anexrpon ¢ jonarkoit

MounomnonspHsIi

14 (ON]
BY-anexrpon ¢ HOXXOM
15 MoHononspHbIit o
BY-3: D 7
B. Dcku3 KOHCTPYKIMH U OC ﬁc_ i I -
/ ~ @ ||
¥ B Tabnuue 2. . - N :}g
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Puc. 2 CprKTypHafI CXeMa MOHOIIOJIAPHOI'0 JUCCEKTOPa

Tabnuna 2 OCHOBHBIEC pa3Mepbl MOHOIOJIIPHOTO TUCCEKTOpa (B MM).

Ne D a B
1 @3 >50°
2 @5 >50° /
3 @10 >50°
4 (OX] >50° 45°

C. Dckm3 KOHCTPYKIIMHM U OCHOBHBIC pa3dMCPbl MOHOIIOJISIPHBIX HOXHUIL IIPHUBEACHBI HA PUCYHKE 3us

Tabnuue 3.
D
~\[ (=
]

o i
So
T

i B — ™

Puc. 3 CtpykrypHas cxeMa MOHOTOISIPHBIX HOMKHUI]

Tabnuna 3 OCHOBHBIEC pa3Mepbl MOHOTIONIAPHBIX HOXKHHIIL (B MM).

Ne D a B
1 @3 >50°

2 ®5 >50° /
3 @10 >50°

4 D5 >30° 45°

D. DOcku3 KOHCTPYKIMH M OCHOBHBIE pa3Mephbl MOHOIIOPHOIO 3a)KMMa IIPUBEIECHBI HA PUCYHKE 4 U B
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Tabnuue 4.
) D
7
D
— 1
- i
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Puc. 4 CtpykrypHasi cxeMa MOHOTIOJISIPHOTO 32)KUMa

Tabmuma 4 OcHOBHEIE pa3MepBI MOHOIIOISIPHOTO 3aKUMa (B MM).

Ne D a

1 3 >50°
2 5 >50°
3 @10 >50°

E. DOckus KOHCTPYKIIMH 1 OCHOBHBIC PA3MEPbI MOHOIIOJSIPHOTO aClipaTopa-uppuraropa npuBEACHbI Ha

pucyHKe 5 1 B Tabmuie 5.
D

n
EIT 1 |

Puc. 5 CtpykTypHas cxemMa MOHONOJISIPHOTO aclupaTopa-uppuraropa

Tabmuma 5 OCHOBHBIE pa3MepPbl MOHOIIOJISIPHOTO acIupaTopa-uppuraropa (B MM).
Ne D
1 o5

F. DOckus KOHCTPYKIIMM U OCHOBHBIC PAa3MEPhI 6I/IHOJ'I${pH01"O HWHCTPYMCEHTA NPUBEACHBI HA PUCYHKE 6u

B Tabnuie 6.

— — u(s =

\

Puc. 6 CtpykTypHas cxema OUIONAPHOTO HHCTPYMEHTa

Tabmuma 6 OcHOBHEIE pa3Mephl OUTIOISIPHOTO UHCTPYMEHTA (B MM).

Ne D a
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5

>35°

G. DCKu3 KOHCTPYKITMH KaOemst IIsl MOHOTIOJSPHBIX YacTel PUBEACH Ha pUCYHKE 8 U B TabmuIIe 8.

[

D

T

u ]

Puc. 8 Cxema MOHOTIONSAPHOTO Kabenst

=

Tabmuma 8 OcHOBHEIEC pa3MepBbl MOHOIOJISIPHOTO Ka0elst (B MM).

Ne

D

L

1

D4

3000

H. Dcku3 xoHCTpyKIMH Kalels st OUITOISIPHOTO MHCTPYMEHTA MPUBECH HA PUCYHKE 9 U B Tabmwmie 9.

LI

IRLS]

L

Puc. 9 Cxema OunomnsipHoro xabens

Ta6nuia 9 OcHOBHBIE pa3Mepbl OUTIONSAPHOTO Kabess (B MM).

Ne

D

L

1

4

3000

2) OCHOBHBIC TEXHUYECKHUE MTapaMeTPhI:

Tabnuia A1 BeICOKOUaCTOTHOE MOBTOPSIOIIEECS MUKOBOE HANIPSDKEHUE U TPEOOBAaHUS K

UCTIBITAaHUSIM
BricokoyacToTHO
Yacrora oOHapy)eHHS e
Hcneitarensx
(mpubnM3UTETHHAS MTOBTOPSIOIIICECS]
Mognens oe HcneiTyeMas 4acthb
cunycouna) Illupuna MTUKOBOE
HaTpsDKECHHE
HMILYJIbCa Hanpsxenue
MX (B)
Paspesanne | F=400 ['u+100 k' 500 1,SMXK | 27exTpon "
W30JIHPYIOIIast
[Ipoxxurann
P F=400 14100 kI 420 ILIMXK | HacTh BKTOWAlOT B
© ce0s COEqUHUTEID U
Koarynsuus T =1,25 mxc = 25% 400 1,1MX PYUKYy.
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| | F=40xTu=10xly |

4. UcnoJb30BaHue

Tlocne CTCpWIN3allu HU3ACJIHs MNOAKIOYUTC BBICOKOYACTOTHBIN TEHEPATOp K OJJICKTPOAHOMY

Ka0elo (BPICOKOYaCTOTHOMY Ka0elnto), 9ToObl HavaTh MPOEaypy.
5. IIporuBoNOKa3aHust

OTCyTCTBYIOT.
6. TpeOoBaHusi K YCTaHOBKE W TEXHHYECKOMY OOCIY:KHBAHMI0 (04YMCTKa, JAe3MH(peKnusd,
CTepUIN3aLus)
1) TpeGoBaHusi Kk cO0OpKe U pa3dopKe 000PYIOBAHMSA: dTAMBl COOPKU U Pa300PKH M3IETHS TTOKA3aHBI
Ha PUCYHKE HIDKE (BKJIHOUas MOHOIOJSPHBINA JUCCEKTOP, MOHOMOJSPHBIC HOXXHHIBL, MOHOMOJSPHBIH

32)KFM, MOHOTIOJISIPHBIN acIIpaTop-uppUraTop, OUIOISIPHBIA HHCTPYMEHT)

CHsTHE pPyUKU: TPU IlIara

o~
©)
CHsiTHe pydKH: [1Ba I1ara +
@ - —
— ’

1. Hasxxars obe OrpaHUYUBAOINE KHOIIKK OJTHOBPEMEHHO.

bunonspHbIi HHCTPYMEHT:

2. BEITAHYTH CTepIKeHb 3a)KHMa H CePACUHUK 3a)KHMa.
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1. HaxxaTb OrpaHUYUBAIONIYIO KHOIIKY.

2. BEITAHYTb CTEPIKEHb 33KUMA M CEPACIHUK 3aXKUMA.

3. BI)IKDVTI/[TI) CEPACYHUK 3aKMMa U3 pbluara 3axuma.

T ————
p

CxeMa cO0opkH U pa3dopKu 000pyIOBaAHHS

2) Oumcrka

[laHHoe wW3aenMe TpeAcTaBIsIeT COOOH TOUHBIH XHPYPIHMYECKMH MHCTPYMEHT CO CIOKHOU
KoHCTpyKkuuei. [lepea mepBbIM HCIONB30BAHUEM, a TaKKe TOCTEe KaXIOH MpOIeayphl H3Jenue
HEOOX0aMMO OouucTUTh. [locie Kaxkmol mpouemypsl HEMEIJICHHO W TINATEIEHO CMBITH CIEIBl KPOBH
YHCTON BOIOH, YTOOBI HE OMYCTHTH CHIDKCHUS () (QEKTHBHOCTH M3IETHSI H3-32 3aCOPCHUS, KOPPO3UU U
3aKynopku. OYUCTKY CIIEyeT MPOBOAUTH B COOTBETCTBHM CO CTAHAAPTHOW MPOLEAYPON OYHUCTKH U
Je3UHPEKINY.

A. IloaroroBka nepex 04UCTKOM

a. PexoMeHIyeTCs TMPHTOTOBUTH MOIOIIEE CPEACTBO C BOIAOPACTBOPUMBIME (PepMEHTAMU, W3
pacueTa 1 yHIMS/TaJsIOH BOJOIIPOBOIHON BOJIBI ¢ TeMmepaTypoit 35-40°C.

b. [IporepeTs Bce u3aenue YUCTON TKAaHBIO, CMOYCHHON IIPUTOTOBICHHBIM MOIOIIUM CPEICTBOM.

c. Ilorpy3uTtb MHCTPYMEHT B Molollee cpeiacTBo. Beectu 50 Ml MOMOIIETO pacTBOpa BHYTPh

WHCTPYMEHTA, YTOOBI OYHUCTUTH BCE JIETAIIH.

d. OcTaBUTh HHCTPYMEHT B MOIOIIIEM CpPEICTBE HE MEHee YeM Ha 15 MUHYT.

B. Pyunas ouncrka

a. TrarenbHO OUMCTUTH BHEIIHIOK TTOBEPXHOCTh YCTPOUCTBA MSITKOM MIETKOW, oOpalasi BHUMaHUE
Ha TIOBEPXHOCTHU COMNPSDKEHHBIX YacTel U MIEPOXOBATOCTH.

b. Beectn He MeHee 50 MJI TIPUTOTOBICHHOTO MOIOIIETO CPEACTBA B KAXKIYIO IOJOCTh U
coIpsAraeMyto oBEpPXHOCTb HE MeHee 5 pas.

¢. OYUCTUTH POCBET MOAXOASIIUM €PIIUKOM JJisi OYyTHUIOK HE MEHee 5 pa3 ¢ KakJI0ro KOHIa.

d. BKJIFOYHTE HHCTPYMEHT M OYHCTHTH IETKOW TIOIBIDKHBIC YACTH BO BCEX KPAWHUX ITOJIOKEHUSIX.

e. IIpoMBITh MHCTPYMEHT OYMINCHHOW BONOW KOMHATHOH TEeMIIepaTyphl TakK, YTOOBI TOJHOCTHIO
VOATUTh OCTAaTKH MoOIomero cpenacrsa. OOs3aTenbHO MPOMBITE BHYTPEHHIOIO TIOJIOCTH U BCE

COMpATracMbI€ IMOBEPXHOCTU HE MCHEC 5 pas. VYnanvuB Bce OCTAaTKHM MOIOLIETO cpeacTsa, MpoAOJIKHUTH
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nosiockanue He meHee 30 cexyH/I.

f. CiuTh NMHITHIOW BOMY W3 WHCTPYMEHTA, YACPKHBAs €ro IOJ YINIOM, W MPOTEePETh €ro Hacyxo
YUCTOM TKaHbIO. [Ipy HEOOXOAMMOCTH UCTIOIB30BAThH CKATBIM BO3AYX Ul YCKOPEHHS CYILIKH.

g. BusyaipHO OCMOTpeTh KaXIyr enuHUIly oOopynoBaHMs, VAeHsis 0co0Oe BHHUMaHHE
TPYIHOJOCTYIHBIM MecTaM. Ecii BUIHBI ciienpl Tpsi3H, OBTOPUTH mard A-E, oOpamias BHUMaHue Ha
OCTaBIIIUECS 3arPSI3HUTEIH.

Ipumeuyanue: Bo BpemMsi py4yHOil YMCTKHM He MCIOJIL30BATH WIETKH WM IyOKH C eIKHMMH
OCTPBIMHU YACTAMH M3 METAJLUIMYECKHX MATEPHAJIOB; B MPOTHUBHOM CJIy4ae HA HHCTPYMEHTEe MOTYT
NMOSAABUTHCHA HEYCTPAHMUMBbIE IIAPANUHBI WJIH MOBPEKICHHA.

C. ABTOMaTH4YecKasi OYMCTKA

a. BeecTu B KaxIblil IPOCBET U COIPITraeMyl0 MOBEPXHOCTh He MeHee 50 MII MPUTrOTOBIECHHOTO
MOIOIIIETO CPE/ICTRA.

b. OYUCTHUTH BHYTPEHHIOK IIOJIOCTh IMOIXOSIINM EpIIMKOM i OyTBUIOK HE MeHee 5 pa3 ¢
Ka)KJIOr0 KOHIIA.

c. IIpoMBITh MHCTPYMEHT OYMILEHHOW BOJOW KOMHATHON TEMIIEpaTypbl TaK, YTOOBI YIaJIUTh
BHUJMMBIE OCTATKH MOIOIIETO CPEJCTBA, a 3aTeM HENPEPHIBHO MTPOMBIBATh B TeueHHe He MeHee 30
CEKYH/I.

d. [TomecTuTh pa3oOpaHHBIIl HHCTPYMEHT B HAKJIIOHHBIN CKPYOOep I OOJIeTYeH s CIINBA.

e. Jlist HacTpo¥Ky cKpyOOepa HCIONIB30BaTh CIEAYIOIINe apaMeTphl:

Bpems 06paboTkn Temmeparypa (°C) Yucrsiiee cpeacTBo
[IpenBapurenpHas be3 mororiero
2 35-40
MOMKa CpencTBa
Moro1iiee cpeacTBo ¢ Moro1iee cpeacTBo ¢
BOJIOPaCTBOPUMBIMH 2 35-40 BOZIOPaCTBOPUMBIMH
(hepmenTamu (hepmenTamu
Moroiee cpencTo 6e3
Mororiiee cpencTso 2 66
(dhepMeHTOB
be3 moronero
[TpombiBanue 2 35-40
cpencTBa
be3s moromiero
Cymika 7 115

cpeacTa

Ipumeuanue: Ilepen aBTOMaTH4YecKOll OYMCTKOI ciiegyeT o0ecHe4YHTb IONOJHUTEIbHYIO
3aIIUTy (HAMPUMeEP, B CJIy4ae OCTPHIX KpaeB, KPOMOK M T. /I.) B COOTBETCTBHH ¢ KOHCTPYKIHeI
HHCTpYyMeHTa. B mpoTHBHOM cJjydyae Ha HHCTPYMeHTe WM APYITMX HHCTPYMEHTaX MOIYT
NOSIBUTHCA HEyCTPAHMMbIe HAPANMHbBI WJIH MOBPEKIECHHUS.

D. Cymxka

a. Jlng aBTOMaTM4ecKOW CYIIKA  UCIONB30BaTh MPONECC CYIIKH, O0eCIeYynBaeMbIi
CKpyOOepOM/CTepHITU3aTOPOM.

b. IIpu pyuHO#i cyIke IpOTEepeTh HACYX0 TKaHBIO Oe3 Bopca.
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c. JInst mpocymiKy MonocTel NCIOIB30BaTh CXKATHIA BO3AYX.
D. IIposepka
(1) Mposeputs uncToTy Beex yacTeil m3nenus. [I0BTOPHUTH BhIIIEYKa3aHHbIE NPOLETYPhI OUHCTKH H
Je3UH(EKINH B CITydae HaJTMYUsI CKOMUBIICHCS KUAKOCTH HIIH TKaHU.
(2) [IpoBepHTh HHCTPYMEHT Ha eOPMALIMIO U HA TOBPEKICHHS.
3) de3undexuus
OuuIeHHBIE UHCTPYMEHTHI CIEMyeT Mpoae3nH(UImpoBars. BEIOOp METONOB Te3WH(EKINU U
JIe3UH(PUITUPYIONNX CPEACTB JOIDKEH COOTBETCTBOBATH TPEOOBAHMSAM TEXHHYECKHX YCIOBHH Ha
Ie3uH(EKIHIo, a Mporece Ae3NHPEKINN TTOICKUT YTBEPIKICHHUIO.
4) Crepuiu3auus
JanHoe u3znenue He ABNsSETCA CTepUibHBIM. [lepen TeMm, Kak MPUCTYIUTh K UCIOIb30BAHUIO
JAHHOTO M3Ieus, OONBHAIA JODKHA TPUMEHNTH OJMH U3 HUYKEYKAa3aHHBIX METOIOB CTCPIIIU3AIINH.
[lepen mepBUYHOW CTEpHIIM3AIMEH MONB30BATENb IODKEH IMOATBEPAWTH METOIBI W yCIOBHUS
CTEPIIN3AIINH, YTOOBI TAPAHTUPOBATH €€ 3(H(HEKTHBHOCTE.
Crepunuzaiys napoM BBICOKOTO JaBIIEHUS: M3AENUS MOCIE OYUCTKU U JIe3UH(EKIUH MOXXHO

CTCPHUIIN30BaTh ITapOM BBICOKOT'O JaBJICHUA. CT&H,E[apTHLIe YCI0BUA CTCPpUIIU3alIUA CICAYIOIIHEC!

YcTaHoBIEeHHAs MunumaibHOE CrangapTHbIT
Kareropus
Temmeparypa BpeMs JHaIa3oH
obopynoBaHus
CTepUIIH3AIIT CTEPWIIN3AINA aBJICHUS
30 muH
Hwxuuit Beimyck 121 °C 102,8-122,9 klla
20 MuH
BaKyyMUPOBAaHUC 134 °C 4 MuH 201,7-229,3 xIla
IIpumeuanmue:

A. YcioBus cTepuiIn3aliy MOJIeKaT YTBEPKICHUIO.

B. Ilepexn wcmonb30BaHHEM MApOBOTO CTEPIIU3aTOpa BBICOKOTO JABICHHS HEOOXOAUMO OOpaTUThCS K
TEXHUYECKOMY PpYKOBOJCTBY, TIPEIOCTABICHHOMY IPOM3BOOUTEIIEM CTEPHIIN3AaTOPa, WM CBS3aThCA C
Ipo¢eCCHOHANBEHBIM M TEXHUYECKUM IIEPCOHAIOM ITPOU3BOIUTENS CTEPUIIH3ATOPA.

C. IMocne cTepuiin3aliuyl MapoM BEICOKOH TeMIIepaTypbl HHCTPYMEHT JOJDKCH OCTHITh €CTECTBECHHBIM 00pa3oM.
bricTpoe oxnaxaeHue W3NEAMS WM TOTPY)KEHHE B IKUAKOCTh TPUBEAET K €ro MOBPEXKICHUIO U

AHHYJTUPOBAHUIO TAPAHTHUH.

7. laTa N3roToBJIeHUsI: CM. cepTuduKaT

8. Cpok ronnocrtu: 5 Jjer

9. Cnncox npuioxkennii: Ksanunduxanuonnniii cepruduxar, PykoBoacTBo 110 3kcmiiyaranuu
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10. AcniekTsl, TpeOyOLIHe BHUMAHNSA

1) [Tepen ncnons3oBanueM HEOOXOANMO BHUMATEIEHO POYUTATh HACTOSIIEE PYKOBOACTBO.

2) Ilepex ucmonb3oBaHHEM O00S3aTEIBHO TIIATEIBFHO MPOBEPUTH H3OJHPYIOMIYI0 OOONOUYKY, PYyUKy H
Ka0eNp W3MIeNrs Ha TpenIMeT TOBPEXICHUN WITH LaparuH, YToOsl N30eXKaTh YTEUYKH TOKa BO BpEeMs
HCTIONTE30BAHMSL.

3) JlanHOoe wm3menHe SBISETCS TOYHBIM MPHOOPOM — OOpamarbess OcTOpokHO. Ilpu ycTaHoBKe He
NepeKpeInrBaTh U HE HAKIAABIBATH M3ICTHS M WX KOMIIOHEHTH Ipyr Ha JApyra BO H30exaHHe
C/IaBJIMBaHMUS.

4) YbenuTbcsa B HAICKHOM 3a3€MJICHHH HCIIONB3YEMOTO HCTOYHHMKA IHTAHUS (BBICOKOYACTOTHOTO
reHeparopa).

5) /[lamHoe wm3menue MJOJDKHO WCIIONB30BAaThCSA C BBICOKOYACTOTHBIM T'€HEPATOPOM, HMEIOIINM
CBHIETENBCTBO O PETUCTPALIUHI METUIIMHCKOTO U3/ICIHL.

6) HMcnonb30BaTh COOTBETCTBYIONINI BBICOKOYACTOTHBIM Kadenb. [lepen MCIonb30BaHMEM TOJHOCTHIO
BCTABHUTH Pa3beM KaOels B pa3beM U3JICIHS.

7) He noBpexaars, He MOTUPHUIIMPOBATH, HE TSHYTh, HE TIeperudarh U He CKpy4YUBaTh Kabelb 3JIeKTpoja
(BBICOKOUACTOTHBII KaOelb).

8) Ilepen ucmonb30BaHEM BBECTH B TEJIO Yepe3 MyHKIHOHHYIO KaHIOIIO, COOTBETCTBYIOUIYIO AUAMETPY
HHCTPYMEHTA, YTOOBI H30e)KaTh 3aKIMHIBAHIS HHCTPYMEHTA WIIM CEPhe3HOH YTEUKH BO3AyXa.

9) Uznenue HectepuiabHO. Ilob30BaTENH JOKHBI CTEPHIIM30BATh €TO MEPE UCTIONB30BAHUEM.

11. YnakoBka, TpaHCIIOPTUPOBAHME, XPAHEHHE, TAPAHTUIHHBIA CPOK U YCJIOBHS IKCIIYyaTAL UM
1) VYnaxoBka: Bce uznenus ynakoBaHbl B MEAULIMHCKUI TUAIM3HBIN MEIIOK.

2) 3ammuTa OT yIapoB, CHIBHOW BUOPALIUH U BIKHOCTH IIPU TPAHCIIOPTHUPOBKE.

3) VYcnoBus TPaHCHOPTUPOBKH U XPaHEHUS:

[Tpu TparCcOpTUPOBKE ClleAyeT H30eraTh TPSCKH U YAapOB, a TAKKE MOMAIaHus B U3/ICIHE BIArH.

W3znenve nomkHO OBITH YIIAKOBAHO B COOTBETCTBYIOIIYIO YIIAKOBKY. M3menus HeoOXoauMo XpaHHUTh
B [IOMEUICHHUAX CO CIEIYIOIUMH YCIOBUSIMHU:

@ OTHOCUTENbHAS BIAXHOCTh HE AOKHA npeBbimaTh 80% OB

@ Huamnazon temnepatyp: -10°C ~ +50°C

@ [Jwuanazon atmocdepHoro nasnenus: 760-1060 rlla

(4) He nomyckarh psMOTo BO3/ICHCTBHS CONHEUHBIX Jyueil. OGeCIIeunTh OTCYTCTBHE EIKUX Ta30B.
4) TapaHTHIHBIN TEPUOT;

[ToMuMO BHYTpPEHHEro CepACYHHWKA M APYTHX PACXOJHBIX MAaTepPHajOB, IPOWU3BOAMTENH — MpPHU
YCIIOBUU COONIOAEHUS TPABIJI XPaHEHHS, TPAHCTIOPTHPOBKH, CKIIAIUPOBAHUS M SKCILTyaTallui — 00s3aH
0ecIUTaTHO OTPEMOHTHPOBATH M 3aMCHUTH NETANM WM H3ICNHs IUIS IONB30BaTelsd B TeueHHe 12
MECSIIEB C ATl IIOCTaBKH, €CIIY U3ZEIHe MePecTaro HOPMaJIbHO PadoTaTh M3-3a MPOOIEM C KaueCTBOM
H3TOTOBJICHUS.

5)  YcnoBHSA DKCIUTyaTallWu:
(1) Imamason Temneparyp: 10°C ~ 40°C
Jnana3zoH oTHOCHTEIbHOM BiaaxkHOCTH: <80 %%
(3) Muanazon atmocdeproro aasiaenns: 760~ 1060 rlla

12. Undopmanus o mocjaenpoaa:kHoM 00CIy:KUBaAHUT
Kommanus npenocTasisieT TpH BUIa TApaHTHHA M KOHTPOJIb KaueCcTBa PeaTn3yeMOl IIPOXyKIIHH.

1) Eciu B Teuenwme 12 MecsmeB ¢ AaThl MPOMAXKHU HU3AETHE TEpeCTaHeT HOPMAJIBHO paboTarh H3-3a
mpoOieM C KauecTBOM, MBI OTPEMOHTHpPYEM ero OecIUlaTHO. 3a HEHCHPAaBHOCTH, BBI3BaHHEBIC
HETPaBIIBHBIM HCIIONB30BaHIEM HWIH OOCITY>KUBAaHHEM, B3UMAETCSI TONBKO CTOMMOCTH M ITOYTOBEIC
pacxomsl.
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2) Mbl mpenocTaBiisieM TpPU TapaHTHUHHBIX CpOKa Ha MPOAAHHYIO MPOAYKLHMIO C OOCIY)KHMBaHHUEM B

TEYCHUEC CPOKa 'OAHOCTH, a TAK¥KEC JIbI'OTHBIC TapI/I(bI:I B 3aBUCHUMOCTHU OT KOHKPETHBIX 00CTOSTENLCTB.

3) Ilonp3oBaTenn HeCyT OTBETCTBEHHOCTH 3a JF00OH yIepO, BBI3BaHHBIA pa30opkoil wm3nmenuii Oe3

cornacus KommaHum.

13. Onucanue CHMBOJIOB HA DTHKETKE

LOT

REF

MD

3anperaercst
HCII0JIb30BATh
MenunuHckoe
U3JeNue, eCIu Buumanune Kon naptuun Homep no xaranory
u3zenue
LIEJIOCTHOCTh
YIaKOBKH IIOBPEXKJICHA
c € 0197
CM. HHCTPYKIUIO 110
[IpousBoaurens [ara npousBoxcTsa CpoK rogHoCTH Mapxuposka CE
MIPUMEHEHUIO
Ll
"-..\;{-" it c‘ 4
EC | REP “7IN> Rx ONLY UDI
|

‘VI0JIHOMOYCHHBII

He noaseprars ‘YHUKaIbHBIA
MpEICTaBUTED B . XpaHUTB B CyXOM Tonbko 1O penenty
N BO3/IEHCTBHIO MPSIMBIX uaeHTudukarop
EBpomneiickom . MecTe Bpaua
COJIHEYHBIX JTy4ei H3JeIHs
cool1ecTse

IKANGJI

Toprosas mapka
IIPOU3BOAUTEIS,
aBTOPH30BaHHAS
KoMIaHuen "XaH@wkoy
Kanmxn Meagukan
Wucrpyment Ko.,
JItn." (HangZhou
Kangji Medical
Instrument Co., Ltd)

d [[IpousBoaMTENB]

Iponssogurenn: "Xanwxoy Kawmkun Menukan HWuctpyment Ko., JItn." (HangZhou Kangji Medical

Instrument Co., Ltd)

Appec: Ne 1668 UysbuzsH Hcr Poyn, OxkoHoMumueckoro 3oHa pas3BUTuUs TyHIy, XaHUXOy, MPOBHHIUSL

Wxomzsan 311501, KHP

Ten.: 0086-571-69900010
®axc: 0086-571-69900029

Caiit: http: //www.kangjimed.com
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Ja. moura: kangji@kangji.com

EC |REP

[[IpencraButeas EC]

Hassanme: "JIunz Cepsuc sux Koncantuar ['m6X" (Llins Service & Consulting GmbH)
Anpec: Xaifaurimrpacce 26, 67059 Jlronsurcxaden, ['epmanus

Ia. moura: info@llins-service.com

Tea. : +491754870819
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