Enlighteni
IKANGJI e e

Instructions for Use
Reusable Endoscopic Surgical Instruments

Hangzhou Kangji Medical Instrument Co.,Ltd.

File No.: CE19-02-02, Rev. No.: A/2 1/26



Enlighteni
IKANGJI " helie

Instructions for Use Reusable Endoscopic Surgical Instruments

1.Features and Intended use

The product is matched with endoscopic for surgical operation.

2.Product Composition

The instrument consists of Titanium Clip Applier, Clip Applier, Clip Remover, Reusable Trocar, Reusable
Reducer, Reusable Veress Needle, Retrieval Forceps, Reusable Needle Holder, Target Forceps, Bile Duct Scalpel,
Closure Forceps, Reusable Knot Pusher, Knot Forceps, Aspiration Needle, Reusable Scissor, Reusable Dissector,
Reusable Grasper, Biopsy Forceps, Punch Forceps, Cholangiorarhy Forceps, Reusable Retractor, Uterine Manipulator,

Reusable Suction&lrrigation, VATS Instruments, Purse Stitching Clamp, Sterilization case and Sealing cap.

3.Main Performance

1) See Figure 1-27 and table 1-26 for structure and size.
A. The structure and size of Titanium Clip Applier are shown in Fig.1 and table 1. Titanium Clip Applier are divided

into right angle, single acting and double acting.
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Fig.1-1 Structural diagram of Titanium Clip Applier

Table 1-1 Size of Clip Applier (for Titanium Clips) mm
No. Model Specification d o
o5 5.0+0.3 >5°
1 Single acting ®10 10.0£0.5 >5°
®12.5 12.5+0.5 >5°
@10 10.0+0.5 >8°
2 Double acting
®12.5 12.5+0.5 >8°
®10 10.0+0.5 /
3 Right angle
d12.5 12.5+0.5 /

File No.: CE19-02-02, Rev. No.: A/2 2/26



IKANGJI

Enlightening
the life

l 2 D 3
[/
. 7 Il
n
=T 7 .

1 Handpiece 2 Outer Tube 3 Runner

4 Fixed Handle 5 Trigger

Fig.1-2 Structure Diagram of Clip Applier (for Multiple Titanium Clips)
Table 1-2 Size of Clip Applier (for Multiple Titanium Clips)

Model ar}d D h
specification
KJ-TJQLS10 10.09, 3.1+0.35
KJ-TIQLM10 10.0° 4.7+0.35
KJ-TJQLL12 1259 6.2+0.35

B. The structure and size of the Clip Applier are shown in Fig. 2 and table 2. There are two kinds of Clip Appliers:
Polymer- Clip Applier and Absorbable-Clip Applier.

Fig.2-1 Structure diagram of Clip Applier (for Polymer Clips)

-
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Fig.2-2 Structure diagram of Absorbable-Clip Applier
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1 Handpiece 2 Outer Tube 3 Runner 4 Fixed Handle 5 Trigger
Fig.2-3 Structure diagram of Clip Applier(for Multiple Polymer Clips)
d
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1 Handpiece 2 Outer Tube 3 Runner 4 Handle
Fig.2-4 Structure diagram of Clip Applier (for Multiple Polymer Clips)
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Fig.2-5 Articulating Clip Applier (for Polymer Clips)

Fig.2-6 Single hand Articulating Clip Applier (for Polymer Clips)
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Fig.2-7 Detachable Clip Applier (for Polymer Clips)- 2 pieces
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Fig.2-8 Detachable Clip Applier (for Polymer Clips)- 3 pieces

Table 2-1 Size of Clip Applier

Model

Specification

Clip Applier (for
Polymer Clips)

5.5

5.5 >10°

10

10 >10°

Absorbable-Clip
Applier

P10

10 /

Table 2-2 Size of Clip Applier (for Multiple Polymer Clips)

Model and specification

D L

KJ-JZQLOS

62

KJ-JZQL10

10£2

Table 2-3 Size of Clip Applier (for Multiple Polymer Clips) mm

Model and specification

d

o

KI-JZQDML

10703

>5°

KI-JZQDL

10705

>10°

KI-JZQDXL

12.5%3

>10°
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Table 2-4 Size of Articulating Clip Applier (for Polymer Clips) and Articulating Clip Applier (Single hand)

Model d(mm) W (mm)
ML ®5.5 8.9
Model I L @10 12.5
XL @10 15.6
ML 5.540.35 9.2
Model II L 9.8+0.35 12.5
XL 9.8+0.35 15.6

Table 2-5 Size of Detachable Clip Applier (for Polymer Clips)- 2-pieces & 3-pieces

Model d/mm W/mm
ML 5.5 8.9
L ®10 12.5
XL ®10 15.6
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C. The structure and size of the Clip Remover are shown in Fig. 3 and table 3. According to the difference in the outer

diameter of the Clip Remover, it is divided into ®5.5 and ®10 specifications.

Fig.3 Structure diagram of Clip Remover

Table 3 Size of Clip Remover mm
Specification d a
D5.5 55+0.3 >10°
10 10.0+0.5 >10°

D. The structure and size of Reusable Trocar are shown in Fig. 4 and table 4. Reusable Trocar is divided into cross
Trocar, flap Trocar, magnetic ball Trocar, magnetic plate Trocar, Threaded Trocar, and according to the head shape,it

can be divided into ordinary Trocar and protective Trocar.

d-

Fig.4-1 Structure diagram of Reusable Trocar
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Fig.4-2 Structure diagram of Threaded Trocar

Table 4-1 Size of Reusable Trocar mm
No. Model Specification D L
1 2.5 260 " 50-250
2 3 350 " 50-250
3 D4 450" 50-250
+0. 30
| Cross Trocar @3 55" 50-250
5 @6 6.50 " 50-250
6 Flap Trocar ®10 105" 50-250
7 Magnetic ball Trocar P11 115" 50-250
D12. 0 2
8 Magnetic plate Trocar > 13.0° 50-250
9 D13 13.50°" 50-250
10 @15 1550 " 50-250
11 @18 1850 " 50-250
12 D20 2050 " 50-250
Table 4-1 Size of Threaded Trocar mm
No. Specification D L
1 @5 55 o 50-250
2 D6 650 " 50-250
3 O} g5 " 50-250
4 P10 1050 50-250
5 D12 1250 " 50-250
6 ®12.5 13.00" 50-250
7 D13 13'530'30 50-250
8 ®14.5 1500 " 50-250
9 @20 2050 " 50-250

E. The structure and size of Reusable Reducer are shown in Fig.5 and table 5. Reusable Reducer is divided into

sleeve type, bayonet type and screw tightening type.

Fig.5-1 Structure diagram of sleeve type Reusable Reducer
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Fig.5-2 Structure diagram of bayonet type Reusable Reducer

d
Fig.5-3 Structure diagram of screw tightening type Reusable Reducer

Table 5-1 Size of Reusable Reducer mm
No. Model Specification d
1 D5 5.0+0.3
2 10 10.0£0.5
3 Ol11 11.0+0.5
4 12 12.5+0.5
5 Sleeve type ?15 15.0+0.5
6 P18 18.0+0.5
7 D20 20.0+0.5
8 D25 25.0+0.5
Table 5-2 Size of Reusable Reducer mm
No. Model Specification d
1 (ON] 6.0£0.3
2 10 12.5+0.5
3 Bayonet type d12 13.5+0.5
4 15 16.0£0.5
5 Screw tightening D18 19.040.5
6 20 21.5%0.5
7 @25 26.5+0.5

F. The structure and size of Reusable Veress Needle are shown in Fig.6 and table 6. Reusable Veress Needle is

divided into ®@1.5, ®1.8, ®2.0, ®2.2, ®2.5. Reusable Veress Needle joint is divided into @16, ®24.5, ®27

O

Fig.6-1  Structure diagram of Reusable Veress Needle

File No.: CE19-02-02, Rev. No.: A/2 8/26
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Fig.6-2  Structure diagram of Reusable Veress Needle joint

Table 6-1 Size of Reusable Veress Needle mm
No. Model D L
1 ®1.5 1.5+0.2 100-180
2 D1.8 1.8+0.2 100-180
3 2.0 2.0+£0.2 100-180
4 2.2 2.240.2 100-180
5 @2.5 2.5+0.2 100-180
Table 6-2 Size of Reusable Veress Needle joint mm
No. Model d
1 16 16+1
2 ®24.5 24.5+1
3 @27 27+1

G. The structure and size of Retrieval Forceps are shown in Fig.7 and table 7.

i@g x I

Fig.7 Structure diagram of Retrieval Forceps

Table 7 Size of Retrieval Forceps mm
No. Model d L o
1 D5 54+0.3 180-450 >35°
2 D6 6.0£0.3 180-450 >35°
3 D7 7.0£0.3 180-450 >35°
4 D8 8.0+0.3 180-450 >35°
5 D10 10.0+0.5 180-450 >35°

H. The structure and size of Reusable Needle Holder are shown in Fig.8 and table 8. There are three types of Reusable
Needle Holder: O shape, V shape and pistol shape. According to the clamp head, they can be divided into straight
head, curved and self-righting.

File No.: CE19-02-02, Rev. No.: A/2 9/26
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Fig.8-1 Structure diagram of O shape
Fig.8-3 Structure diagram of pistol shape
Table 8 Size of Reusable Needle Holder mm
No. Model Specification d L a
1 O shape 2.8 2.8+0.2
V shape
2 pistol shape D3 3.040.2 180-450 >30°
(straight head, curved
3 and self-righting) @5 5.0+0.3
I. The structure and size of Target Forceps are shown in Fig.9 and table 9.
- —d
{é&[ i i =
L
Fig.9 Structure diagram of Target Forceps
Table 9 Size of Target Forceps mm
No. Model d L a
1 @5 5+0.3 180-450 >10°
2 10 10+0.5 180-450 >10°
J. The structure and size of Bile Duct Scalpel are shown in Fig.10 and table 10.
i
L
Fig.10 Structure diagram of Bile Duct Scalpel
Table 10 Size of Bile Duct Scalpel mm
No. Model d L
1 @3 3.0+0.2 250-380
2 o5 5+0.3 250-380
3 @10 10+0.5 250-380
File No.: CE19-02-02, Rev. No.: A/2 10/26
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K. The structure and size of Closure Forceps are shown in Fig.11 and table 11.

Fig.11-1 Finger ring type

,d

Fig.11-3 Hook type
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Fig.11-2 Pistol type

Fig.11-4 Needle type

Table 11 Size of Closure Forceps mm
No. Model Specification d L a
1 1.5 1.5+0.2 100-220
Finger ring
2 type D18 1.8+£0.2 100-220 >3350
3 Pistol type 2.0 2.0+0.2 100-220 (Pistol type
4 Hook type 2.2 22402 100-220 only)
Needle type
5 D2.5 2.5+0.2 100-220

L. The structure and size of Reusable Knot Pusher are shown in Fig.12 and table 12.
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Fig.12 Structure diagram of Reusable Knot Pusher

Table 12 Size of Reusable Knot Pusher mm
No. Model d L
1 02.8 2.8£0.2 150-550
2 O3 3.0+£0.2 150-550
3 o5 5.0£0.3 150-550
M. The structure and size of Knot Forceps are shown in Fig.13 and table 13.
yA N
- i :
L 2
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Fig.13 Structure diagram of Knot Forceps

@

Table 13 Size of Knot Forceps mm
No. Model d L (]
1 ®2.8 2.8+£0.2
2 @3 3.0£0.2 150-550 >50°
3 ®5 5.0+0.3
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N. The structure and size of Aspiration Needle are shown in Fig.14 and table 14.

d
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Fig.14 Structure diagram of Aspiration Needle
Table 14 Size of Aspiration Needle mm
No. Model d L
1 D5 5 180-450

O. The structure and size of Reusable Scissor are shown in Fig.15 and table 15. Reusable Scissor is divided into

single action and double action. According to the head shape, they are divided into straight, curved, hook and warping.

..
\/\/

Fig.15 Structure diagram of Reusable Scissor

Table 15 Size of Reusable Scissor mm
No. Model Specification d L a

1 02.8 2.840.2
5 Straight o3 3202

C}‘I“Vid : 180-450 >50°
3 00 o5 5+0.3

Warping
4 ®10 104+0.5

P. The structure and size of Reusable Dissector are shown in Fig.16 and table 16. The Reusable Dissector are divided

into straight, curved and right-angle.

é‘%ﬁ
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Fig.16 Structure diagram of Reusable Dissector

Table 16 Size of Reusable Dissector mm
No. Model Specification d L o
1 Straight 2.8 2.840.2 180-450 =50°

File No.: CE19-02-02, Rev. No.: A/2
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2 Curved o3 3+0.2
3 . o5 5+0.3
Right-angle
4 ®10 10£0.5
Q. The structure and size of Reusable Grasper are shown in Fig.17 and table 17.
7 E _d
L] I
L
Fig.17-1 Structure diagram of iron handle Reusable Grasper
~d
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Fig.17-2  Structure diagram of plastic handle Reusable Grasper
— -
Fig.17-3  Structure diagram of Pug head (for artery/vein clip)
Table 17-1 Size of Reusable Grasper mm
No. Model d L a
1 2.5 2.5+0.2
2 2.8 2.8+0.2 >50°
(Golden finger
3 3 3.0+£0.2 Forceps is NA.
180-500 | Spring Forceps
4 o5 5.040.5 is 220°. Pug
Forceps is
>15°)
5 D5.5 5.5+0.5
6 (02 8+0.5
File No.: CE19-02-02, Rev. No.: A/2 13/26
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7 10 10.0+0.5
8 ®12.5 12.5+0.5
Table 17-2 Size of Pug head mm
No. Model L
Straight 15-100
2 Curved 15-100

R. The structure and size of the Biopsy Forceps are shown in Fig.18 and table 18. The Biopsy Forceps are divided

into two types: small spoon and canine.

-d é’%ﬁ%
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Fig.18 Structure diagram of the Biopsy Forceps

Table 18 Size of the Biopsy Forceps mm
No. Model Specification d L o
1 2.8 2.8
Small spoon
2 @3 3 180-450 >50°
Canine teeth
3 D5 5

S. The structure and size of Punch Forceps are shown in Fig.19 and table 19.

AN
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Fig.19 Structure diagram of Punch Forceps

Table 19 Size of Punch Forceps mm
No. | gpecification d L o
1 d5 5 330 >45°

File No.: CE19-02-02, Rev. No.: A/2 14 /26
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T. The structure and size of Cholangiorarhy Forceps are shown in Fig.20 and table 20.
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Fig.20 Structure diagram of Cholangiorarhy Forceps

Table 20 Size of Cholangiorarhy Forceps mm
No. Specification d L o
1 2.8 2.8
2 ®5 5 180-450 >50°
3 ®5.5 5.5

U. The structure and size of the Reusable Retractor are shown in Fig. 21 and table 21. The Reusable Retractor are
divided into three-blade fan-shaped, three-blade connecting fan-shaped, five-blade fan-shaped and five-blade

articulating fan-shaped.

_ d )
I - = I ° °
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three-blade three-blade five-blade five-blade
fan-shaped connecting fan-shaped articulating
Retractor fan-shaped Retractor fan-shaped

Retractor Retractor

Fig.21 Structure diagram of the Reusable Retractor

Table 21 Size of the Reusable Retractor mm
No. Model Specification d L
1 Three-blade fap—shaped @5 5
Three—113!adebiocrllni‘ctlng};l fan;ishaped 180-450
ive-blade fan-shape 10 10
2 Five-blade articulating fan-shaped

V. The structure and size of Uterine Manipulator are shown in Fig.22 and table 22. There are five types of Uterine
Manipulator: simple Uterine Manipulator, ordinary Uterine Manipulator, multifunctional Uterine Manipulator, special

Uterine Manipulator and LGY Uterine Manipulator.

File No.: CE19-02-02, Rev. No.: A/2 15/26
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Fig.22-1 Structure diagram of simple Uterine Manipulator
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Fig.22-3  Structure diagram of multifunctional Uterine Manipulator
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Fig.22-4  Structure diagram of special Uterine Manipulator
d

B

Fig.22-5 Structure diagram of LGY Uterine Manipulator

Table 22 Size of Uterine Manipulator mm
No. Model d L

1 Simple Uterine Manipulator 6 300+30

5 Ordlnag Uterine 4 38030
Manipulator

3 Multlfunct}onal Uterine g 415430
Manipulator

4 Special Uterine Manipulator 5 540+30

5 LGY Uterine Manipulator 6 540+30

W. The structure and size of Reusable Suction&lrrigation are shown in Fig.23 and table 23.The Reusable

Suction&lrrigation is divided into sliding, spring, press and pistol.

File No.: CE19-02-02, Rev. No.: A/2 16 /26
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Fig.23-1 Structure diagram of sliding Reusable Suction&Irrigation

e

Fig.23-4 Structure diagram of pistol Reusable Suction&Irrigation

e

Table 23 Size of Reusable Suction&lIrrigation mm
No. Model Specification d L
1 ®3 3+0.3 180-450
2 Sliding ®5 540.3 180-450
3 10 10+0.5 180-450
4 o3 3+0.3 180-450
5 Spring (ON] 540.3 180-450
6 10 10+0.5 180-450
7 3 3+0.3 180-450
8 Press o5 5+0.3 180-450
9 D10 10+0.5 180-450
10 o3 3+0.3 180-450
11 Pistol ®5 54+0.3 180-450
12 10 10+0.5 180-450

X. The structure and size of VATS Instruments are shown in Fig.24 and table 24. The VATS Instruments are divided

into surgical forceps, needle holder, scissors and aspirator.

According to the shape of the head, surgical forceps are divided into De Bakey Forceps, De Bakey Dissector, Allis

Forceps, Lymph Node Forceps,Masher Forceps, Banana Forceps and Lobe Forceps.

File No.: CE19-02-02, Rev. No.: A/2
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Fig.24-1 Structure diagram of De Bakey Forceps
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Fig.24-2 Structure diagram of De Bakey Dissector
L

o

Fig.24-3 Structure diagram of Allis Forceps

File No.: CE19-02-02, Rev. No.: A/2 18/26
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Fig.24-4 Structure diagram of Lymph Node Forceps
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Fig.24-5 Structure diagram of Masher Forceps
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Fig.24-6 Structure diagram of Banana Forceps
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Fig.24-9 Structure diagram of Scissors
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Table 24-1 Size of Surgical Forceps mm
Name Model L a
De Bakey Forceps KJ-SGJ-YLQ
De Bakey Dissector KJ-SGJ-ZXQ
Allis Forceps KJ-SGJ-ALSQ
Lymph Node Forceps KJ-SGJ-LBJQ 200~500 35°420%
Masher Forceps KJ-SGJ-LYQ
Banana Forceps KJ-SGJ-XJQ
Lobe Forceps KJ-SGJ-FYZQ
Table 24-2  Size of Needle holder mm
Name Model L a
KJ-SGJ-CZQ
Needle holder 200~500 35°+20%
KJ-SGJ-CZN
Table 24-3  Size of Needle holder mm
Name Model L a
Scissors KJ-SGJ-SSJ 200~500 >30°
Table 24-4  Size of Aspirator mm
Name Model L a
Aspirator KJ-SGJ-SSJ 200~500 >30°
Y. The structure and size of Purse Stitching Clamp are shown in Fig.25 and table 25.
—
| L2
v g
gl
R
v Fig.25-1 Purse Stitching Clamp(hand-grasp type)
L2
== c
L1
[
T @
wo]
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O
Fig.25-2 Purse Stitching Clamp(scissors type)
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Table 25 Size of Purse Stitching Clamp

Model d/mm L1/mm L2/mm W/mm
Hand-grasp type Dd12+2 180-450 45+5 /
/ 250420 5045 1542
/ 250420 40+5 2042
Scissors type / 250420 5545 2042
/ 250420 15+5 20+2
/ 275420 55+5 2042

Z. The structure and size of Sterilization case are shown in Fig.26.

1.Upper cover 2.Latch 3.Base
Fig.26 Structure diagram of Sterilization case

Table 26 Size of Sterilization case mm
No. Model and specification Size (LxW*H)
1 110F.030 540%230*70
2 110F.031 550%250*100
3 110F.032 540*300*160
4 110F.033 540*250*135
5 110F.040 425%84*42
6 110F.033L 650%250*135

AA. The structure of Sealing cap are shown in Fig.27.

= 5= (O
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4.0Operation method

After the Reusable Endoscopic Surgical Instruments are sterilized, they can start to work with the endoscopic.

5.Contraindication
It is not suitable for non-endoscopic surgery.

6.Installation and maintenance (cleaning, disinfection, sterilization) requirements

1) Equipment handling requirements: The loading and unloading steps of Reusable Endoscopic Surgical

Instruments are shown in the figure below (including forceps, needles, hooks, scissors, dissector and grasper)

Three removal handle

- @

B
Two removal handle

=1,

Loading and unloading
procedures of Reusable
Endoscopic Surgical
Instruments

2) Cleanin
: This prgoduct 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, 10z/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.

File No.: CE19-02-02, Rev. No.: A/2 23/26
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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:

Instrument Instrument Cleaning Cleaning Temperature Time Cleaning agent
type cleaning rack mode stage setting (°C) setting (3M/70508)
Clean 40 4min
First time .
float 30 3min
Second float 30 3min
. Cleaning rack .
ir?srtillﬁgl t for ordinary Standard Hot float 8 I Tmin 100ml
instrument Dry the air 135
inlet .
- 15min
Dry the air 38
outlet
Enzyme
addition time / 405
Clean 40 4min
First time .
float 30 3min
Second float 30 3min
. Cleaning rack .
inL:lmIgli " for luminal Standard Hot float 85 1Tmin 100ml
struments instruments Dry the air 135
inlet .
- 15min
Dry the air 38
outlet
Enzyme
addition time / 405

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.
¢. Use compressed air to dry any cavities.
E. Inspect
a.Check the cleanliness of all parts. Repeat the above cleaning and disinfecting procedures if fluid or tissue builds
up.
b. 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.
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Instrument type Instrument cleaning Cleaning mode Cleaning Temperagu " | Time setting
rack stage setting (°C)
'Ordmary Cl.eamn.g rack for Fast heat disinfection Hot float 90 18min
instrument ordinary instrument
. Luminal Cle':amr}g rack for Fast heat disinfection Hot float 90 18min
instruments luminal instruments

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:

Equipment Ttem Sterilization set Minimum sterilization Pressure reference
category temperature time range
Dow?y;’;hau“ Apparatus 121°C 20min 102.8-122.9kPa
132°C 4min 184.4-210.7kPa
Pre vacuum type Apparatus -
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.

7.Date of manufacture: See the label

8. Shelf life: Five years
Life time: The device can be reused 500 times in shelf life.

9.Attachment list: Label, IFU

10.Special Reminders

1) Please read this manual carefully before use.

2) The service life of Reusable Endoscopic Surgical Instruments is 5 years.

3) Reusable Endoscopic Surgical Instruments are precision instruments, handle with care, use with care. Do not cross
and overlap when placed in order to prevent crushing.

4) This product is a non-sterile product, and the hospital shall sterilize it before using it.

5) After cleaning and disinfection, it should be confirmed that there is no dirt or foreign matter attached to the surface
of the instrument and the cavity, and there is no heterotopia of seals, so as not to affect the tightness of the product.

6) After each use should be cleaned in time, otherwise it will make thorough washing more difficult, and affect the
effect of disinfection, and easy to damage the instrument.

11.Transportation and storage and working conditions

1) Shock, severe vibration and humidity should be prevented during transportation. The transportation requirements
are stipulated in the order contract.

2) Transportation and storage conditions: packaged Reusable Endoscopic Surgical Instruments should be stored in a
room with no more than 80% relative humidity, no corrosive gas and good ventilation.

12.Symbol description used for the label

u Manufacturer &l Date of manufacture

I Caution LOT Batch code
[ ]
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Enlightening

the life
REF Catalogue number uUDI Unique device identifier
Consult instructions for use or
I::IE[] consult electronic instructions for g Use-by date
use
Put th k rticall
! Fragile, handle with care T T Y .e package ve 1 ey
during transportation.
Limit of stacking layers T Keep dry
||
&
Non-sterile j/i\\ Keep away from sunlight
]
E\/ Do not discard with household Rx ONLY Prescription use only
— waste.
BON
M D Medical Device a Indicates storage and transport
AR humidity range
&
Trademark of
manufacture : :
> Do not f pack d d
I(ANGJI authorized by Hangzhou Kangji @ 0 ot tise 1T package 15 Cammage
Medical Instrument Co., Ltd.
J [Manufacturer]
Manufacture: Hangzhou Kangji Medical Instrument Co., Ltd.
Address: No. 1668 Chunjiang East Road, Economic Development Zone, Tonglu, Hangzhou, 311501 China
Tel.: 0086-571-69900010
Fax: 0086-571-69900029
Website: http: //www.kangjimed.com
E-mail: kangji@kangji.com
26/26
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NHCTpyKIUS 0 NPUMEHEHHIO
DHIOCKOMUYECKNE XUPYPTrUUECKUE NHCTPYMEHTBI MHOTOPa30BOT0
VCTIOJIb30BaHUS

«Xanwkoy Kanmxu Meaukan Mactpyment Ko., JITn.»
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KU3HHU

I/IHCTPYKHI/IH MO0 MPUMCHCHUIO OHJOCKOIIMYCCKHUX XUPYPTUICCKHUX HHCTPYMCHTOB
MHOT'Opa3oBOro UCroJab30BaHUA

1. ®OyHKUUU U NPETYyCMOTPEHHOE MPUMEHEHHE

Nznenne HCIIOJIB3YETCA COBMECTHO C OHAOCKOIIOM JJIA XUPYPIrUuiC€CKUX BMEIIATCIILCTB.

2. KoHCTpYKIMSA M COCTABHBbIE YACTH M3 eJIUs

WHCTpYMEHTBI BKITIOYAIOT KJIMIICOHAKIIAABIBATENb JUII TUTAHOBBIX KIIUIIC, KJIMIICOHAKIIAIBIBATEIb,
YCTPOHCTBO JUISl CHATHSI KJIIMIIC, MHOTOPA30BbBIN Tpoakap, MHOTOPa30BbIH Mpeodpa3oBareib, MHOTOPa30Bas
urna Beperna, mummeBoil peTpuBep, MHOTOPA3OBbIM UTIIOIEpKATeNb, MPSMBbIE UM, CKAJIBIENb IS
JKETYHBIX IPOTOKOB, IIUIIIII JJIs 32aKPBITHS, MHOTOPA30BbIii MHCTPYMEHT IS IPOTAIKUBAHUS y3J1a, 30KUM
JUTSL Y3JI0B, acITUpaIlMOHHAS UTJIa, MHOTOPA30BbIe HOXKHHUIIBI, MHOTOPA30BBIA JUCCEKTOP, MHOTOPA30BBIN
3aKUM, OMOTICHHHBIE HIMIIIEL, IeP(OPUPYIONTNE IUMIIB, IIUIIBI IS XOJIaHTHOTpaduu, MHOTOPA30BBIN
PEeTPaKTOp, MAaTOYHBI MaHUMYJISATOP, MHOTOPA30BBIA HMHCTPYMEHT JUIS aCHHpaldyl W HPPUTaIUH,
WHCTpYMEHThl s Bupeotopakockornuu (BTC), 3axuM nmias HaloKeHHS KHUCETHOTO  IIIBA,
CTEPUIIM3AIIMOHHBINA OOKC M YIUIOTHUTEIBHBIN KOJIIAYOK.

3. OcHOBHBIE IKCIUTYATATHOHHBIEC XaPAKTEPUCTHKHA

1) Koncrpykuuro u pamepsl cM. Ha Pucynke 1-27 u B Tabnuue 1-26.

A. KoHCTpyKITHS ¥ pa3Mepbl KIUTICOHAKIIAIBIBATEIS IS TATAHOBHIX KJIMIIC TIpeIcTaBlIeHbl Ha Puc. 1 u B
Tabmuie 1. KnuncoHaknaaaTenu i THATAHOBBIX KIIUIIC MOAPa3aeisiioTes Ha 90°, 0JHOKpaTHOTO U
JIBYXKpPaTHOT'O IEUCTBUA.

.w.. r -_ --\:'-'I;' ¥
iy
—. N
Puc. 1-1 Cxema KIHIICOHAKIAABIBATENS JJISI TATAHOBEIX KIIUIIC
Tabmuiia 1-1 PazMepbl KIIUIICOHAKIIAABIBATEIIS (111 THTAHOBBIX KIIUIIC) MM
o Morers Texunueckue d "
XapaKTePUCTUKHU
D5 5,0+0,3 >5°
1 Onuokparioro 10 10,00,5 >50
JCUCTBUS
d12,5 12,5+0,5 >5°
) JIByXKpaTHOTO @10 10,0+£0,5 >g8°
NeAcTBuUs d12,5 12,5+0,5 >g°
d10 10,0+0,5 /
3 90°
d12,5 12,5+0,5 /
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cBeTa B Bameit
JKU3HU

1 Hakoneunuk 2 Hapy»xHas TpyOka 3 Hanpasnsitomee konbuo 4 @uxkcupoBanHast pykositka 5 Kypok
Puc. 1-2 Cxema KITUTICOHAKIIAABIBATENS (MHOTO3aPSTHOTO, JIJIsT THTAHOBBIX KITHIIC)

Tabmura 1-2 PazMepbl KIIMIICOHAKIIAABIBATES (MHOTO3aPSAAHOTO, IS
TUTAHOBBIX KITUTIC)

MM

S D h

KJ-TJQLS10 10.0%, 5 3,1+0,35
KJ-TIQLM10 10.0% 5 4,7+0,35
KJ-TJQLL12 12.5%, 5 6,2+0,35

B. KoncTpyKkius u pa3Mepsl KIMIICOHAKIIAABIBATENS TIpeICTaBieHbI Ha Puc. 2 u B Tabmure 2.

CYH.[CCTByIOT ABC pasHOBHUIHOCTHU KHHHCOHaKHaI[LIBaTCHGﬁi AJId TOJIMMEPHBIX KJIUIIC U JJIA
paccacCbIBarOMIUXCA KIIUIIC.

Puc. 2-1 CxeMa KIUTICOHAKIAABIBATENS (7151 TIOTUMEPHBIX KITHTIC)

s
R

L
T

Puc. 2-2 CxeMma KIuIcoHaKIaAbIBATENS AJIs PACCACHIBAIOIIMXCS KITUTIC

Jokyment Ne: CE19-02-02. Pen. No: A/2 3/28
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1 2

1 - ) L]
E :
‘ 1

1 Hakoneunwnk 2 HapyxxHas TpyOka 3 Hanpasisroniee kombito 4 @ukcrupoBarHas pykosTka 5 Kypok
Puc. 2-3 Cxema KIHIICOHAKIIAABIBATENS (MHOTO3aPSIHOTO, JUISI TOJIMMEPHBIX KITHUIIC)

1]

1 Hakoneunuk 2 Hapyxnas TpyOka 3 Hampasnstomee konblo 4 Pykosrka

Puc. 2-4 Cxema KIHTICOHAKIIAABIBATENS (MHOTO3aPSIHOTO, JUISI TOJIMMEPHBIX KITHIIC)

o,

Puc. 2-5 [llapaupHBIN KIATICOHAKIAABIBATEH (715 TIOTUMEPHBIX KITHTIC)

Puc. 2-6 OgHOpYYHBIH MAPHUPHBIN KIAIICOHAKIIAABIBATEND (715 TIOJTMMEPHBIX KITUTIC)

Jokyment Ne: CE19-02-02. Pen. No: A/2 4/28
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L[-%

Puc. 2-7 Pa360opHBIi KIATICOHAKIAABIBATEIH (711 TOJTUMEPHBIX KITUIIC) - 2 KOMITOHEHTA

=

Puc. 2-8 Pa360opHBIN KIUTICOHAKIAABIBATEIH (711 TOJTUMEPHBIX KITUIIC) - 3 KOMITOHEHTA

Ta6mmia 2-1 Pa3mepbl KIUIICOHAKITATBIBATEIS MM
Ne Mojens Texuuueckue d o
XapaKTCPUCTUKHN
1 KnurnconakianpiBaTeiab D5,5 5,5 >10°
(st MOTMMEPHBIX 100
2 KJTHIIC) @10 10 >10
KnunconaknaasiBaTenb
3 JUISL pacCachIBAIOIIIUXCS d10 10 /
KJIUIIC
Tabmura 2-2 PazMepsl KIIMIICOHAKIIAABIBATENS (MHOTO3aPSAHOTO, IS MM
MTOJITMMEPHBIX KITUTIC)
Mogens u crienuduKarus D L
KJ-JZQLO5 5.7+01 62
KJ-JZQL10 10.7+91 1042
Tabnuua 2-3 Pa3meps! KIMIcoHakIaaAbIBaTeNs (MHOTO3apsIIHOTO, IS MM

MOJIMMEPHBIX KJIUTIC)

Mogens u crienuduKarus d o
KI-JZQDML 10198 >5°
KI-JZQDL 10198 >10°
KI-JZQDXL 12.5%92 >10°

Tabmuua 2-4 Pa3mepsl mapHUPHOTO KIMIICOHAKIAABIBATENS (IS OTMMEPHBIX KITUIIC) M LIAPHUPHOTO

KJIATICOHAKJIAABIBATENS (OTHOPYIHOTO)

Mogenb

d (Mmm)

I (mm)

Mopens |

ML

D5,5

8,9

Jokyment Ne: CE19-02-02. Pen. No: A/2
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Monens d (Mmm) I (mm)
L 10 12,5
XL 10 15,6
ML 5,5+0,35 9.2
Mogens 11 L 9,8+0,35 12,5
XL 9,8+0,35 15,6
Tabmuna 2-5 PazMepsl pa300pHOro KIUIICOHAKIaAbIBATE S (I MOJUMEPHBIX KIIHIIC) - 2-X B 3-X
KOMIIOHCHTHBIN
Mopenb d/mm /MM
ML 5,5 8,9
L 10 12,5
XL 10 15,6

C. KoHCTpyKITHS U pa3Mephl YCTPOMCTBA JJIsl CHATHS KITUIIC TIpeacTaBieHs! Ha Puc. 3 u B Tabmmme 3.

Cy1iecTBYyIOT JIB€ crieliu(pUKauy yCTPOUCTBA JIJIS CHATHUS KJIHIIC B 3aBUCUMOCTH OT Hapy>KHOTO
muamerpa — @5,5 u ®©10.

Puc. 3 Cxema ycTpoiicTBa AJis CHATHSI KJIUTIC
Tabnuua 3 Pa3meps! ycTpoHCTBa AJIst CHATHSI KITUIIC MM
TexHuueckue d a
XapaKTePUCTUKHI
D5,5 5,5+0,3 >10°
®10 10,0+0,5 >10°

D. KoHCcTpyKIus 1 pa3Mepbl MHOTOPa30BOI0 Tpoakapa mpeactaBiieHbl Ha Puc. 4 u B Ta0mure 4.
MHoropa3oBsIe Tpoakaphl MOAPA3/ICIAIOTCS HAa KPeCTOOOpa3HbIe, MeMOpaHHbIE, C MATHUTHBIM IIIAPUKOM,
C MarHUTHOM IJIACTUHOM, pe3b0OBEIC, @ B 3aBUCUMOCTH OT ()OPMBI TOJIOBKH — Ha OOBIYHBIC U 3aIIUTHEIC.

d -

g

-

Puc. 4-1 Cxema MHOTOPa30BOTO Tpoakapa

Jokyment Ne: CE19-02-02. Pen. No: A/2 6/28
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AT

Puc. 4-2 Cxema pe3s00BOT0 Tpoakapa

Tabmuiia 4-1 Pazmepbl MHOrOpa3oBOIo Tpoakapa MM
Ne Mojels TexHuyeckue D L
XapaKTCPUCTUKHU
1 2.5 2.67015 50-250
2 D3 3.5;015 50-250
3 D4 454015 50-250
4 o D5 5.53015 50-250
s Kpecroobpazusrii o6 654015 50250
. 0 =
6 MemOparHbrii D10 10.5401° 50-250
7 C MarHUTHBIM IIAPUKOM Q11 11.5§01° 50-250
8 c ) 3 12,5 13.04015 50-250
9 MAarovuTHOH IIJIAaCTHHOH D13 13.53,0_15 50-250
10 P15 15.5015 50-250
11 Q18 18.510-15 50-250
12 020 20.51015 50-250
TaOmuiia 4-1 Pazmepsl pe3p00BOro Tpoakapa MM
Ne TexHuyeckue D L
XapaKTCPUCTHUKHU
1 5 557030 50-250
2 6 6.57030 50-250
3 o8 8.5£030 50-250
4 010 10.53030 50-250
5 ®12 12.5403° 50-250
6 ®12,5 13.03°3° 50-250
7 D13 13.5}030 50-250
8 ®14,5 15.01030 50-250
9 D20 20.5}030 50-250

E. KoHcTpykiuus u pasmMepbl MHOTOPa30BOro ipeoOpazoBartes npeactaBieHs! Ha Puc. 5 u B Tabauue 5.
Mopzenn MHOTOPA30BBIX NTpeodpa3oBaTeeil: peayKIHOHHas TpyOKa, afanTep, aganTep ¢ TUIIOM
KpEIUIEHUS] BUHTOM.

Puc. 5-1 Cxema MHOropaszoBoro npeodpazoparess (peryKIHOHHON TpyOKn)

Puc. 5-2 Cxema MHOTOpa3zoBoro npeodpasopates (agamnrepa)

Joxyment Ne: CE19-02-02. Pexn. Ne: A/2 7/28
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&

Puc. 5-3 Cxema MHOTOPa30BOTO MIpeoOpazoBartes (aantepa, THIT KPETICHUS BUHTOM)

Tabnuua 5-1 Pazmepsl MHOropa3oBoro mpeodpasoBaTens MM
Ne Mogels Texuuueckue d
XapaKTCPUCTUKHA
1 D5 5,0£0,3
2 D10 10,0+0,5
3 11 11,0+0,5
4 Penyxuuonnas D12 12,5+0,5
5 TpyOKa ®15 15,0£0,5
6 D18 18,0+0,5
7 D20 20,0+0,5
8 D25 25,0+0,5
Tabmuna 5-2 Pa3zMepbl MHOropa3oBoro npeodpasoBartesist MM
Ne Moens TexHuueckue d
XapaKTePUCTUKHI
1 D5 6,0+0,3
2 @10 12,5+0,5
3 Amantep 12 13,5405
4 C TUIIOM KPCIIJICHUS @15 1 6’0:|:O’5
5 BUHTOM 018 19,0+0,5
6 D20 21,5+0,5
7 D25 26,5+0,5

F. KoncTpykuus u pasmepsl MHOropa3oBoii urisl Bepea npencrasnensl Ha Puc. 6 u B Tabiune 6.
Mpuoropa3zossie urisl Bepema: @1,5, ©1,8, 02,0, 02,2, ©2,5. Kperenue MHOropa3oBoit urisl Beperna:
D16, 24,5, ©27

L

Puc. 6-1 Cxema MHOropasoBoii urisl Bepermia

Puc. 6-2 CxeMa KperuieHHsT MHOTOpa30Boi UTIbI Beperra

Jokyment Ne: CE19-02-02. Pen. No: A/2 8/28
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Ta6mmma 6-1 Pa3mepsr MHOTOpa30BOM UTIIEI Beperra MM
No Monenb D L
1 ¢1,5 1,5+0,2 100-180
2 o1,8 1,8+0,2 100-180
3 2.0 2,0+0,2 100-180
4 02,2 2,240,2 100-180
5 02,5 2,540,2 100-180
Tabnuua 6-2 Pa3smeps! kperieHuss MHOTopa3oBoi uriiel Bepera MM
Ne Mogenb d
1 D16 16+1
2 D245 24,541
3 27 27+1

G. KoHCTpyKIES B pa3Mepsl MIUIIIEBOTO PeTpUBEpa NpeacTaBicHsl Ha Puc. 7 u B Tabmmme 7.

AN

Puc. 7 Cxema mureBoro peTpuBepa

Tabnuua 7 Pa3Mepsl munieBoro peTpusepa MM
Ne Monenb d L o
1 D5 540,3 180-450 >35°
2 D6 6,0+0,3 180-450 >35°
3 @7 7,0+0,3 180-450 >35°
4 D8 8,0+0,3 180-450 >35°
5 @10 10,0+0,5 180-450 >35°

H. KoHcTpyKIus 1 pa3Mepbl MHOTOPa30BOT0 UIIIOCPIKATENS TIpecTaBiIcHb! Ha Puc. 8 u B Tabmure 8.
Cyl111ecTBYIOT TPH THIIa MHOI'OPa30BOro uriozepxareis: O-o0pa3ubiid, V-00pa3Hblii U MHCTONETHBIN. [To
(hopMe TOIOBKH 32)KHMa MOAPa3eIIIeTCs Ha: C PSIMOU FOJOBKOM, C H30THYTOH TOJIOBKOH,
CaMOBBIIPSIMIISFOIIIUICS.

Puc. 8-2 Cxema V-o0pa3Horo tumna

Joxyment Ne: CE19-02-02. Pexn. Ne: A/2 9/28
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Puc. 8-3 Cxema nNUCTOJIETHOTO THUIIA

TaOmuiia 8 Pazmepbl MHOTOPa30BOT0 MIJIOACPIKATEIS MM
Ne Mogers Texuuueckue d L a
XapAKTEPUCTUKH
1 0O-00pa3usit ®2,8 2,8+0,2
V-00pa3nebrit
2 HI/ICTUOHCTHBII/I 3 (OX) 3,0+0,2 180-450 >30°
(c mpsAMOiA TOJTOBKOH, €
3 H30THYTOM I'OJIOBKO, o5 5,040,3
CaMOBBIIPSIMIISIFOIIMIACS )
I. KorcTpyknus 1 pa3Mepsl IPSMBIX ITUIIOB MpeAcTaBiIeHb Ha Puc. 9 u B Tabmure 9.
T i (] —
L
Puc. 9 Cxema npsIMBIX IIHATIIIOB
Tabmuiia 9 Pazmepbl NPsIMBIX [IUIIIIOB MM
Ne Mozens d L o
1 @5 5+0,3 180-450 >10°
2 @10 10+0,5 180-450 >10°

J. KoHCTpyKIus ¥ pa3Mepbl CKaJIbIIEIs IS XKETIHBIX TPOTOKOB IpeacTaBieHsl Ha Puc. 10 u B Tabnuie

10.

- ——

Puc. 10 Cxema cKaJbIiemns AJ1s )KETIHBIX POTOKOB

Tabmuia 10 Pa3zMepsl ckanbress I dKETIHBIX POTOKOB

Ne Monens d L
1 o3 3,0+0,2 250-380
2 5 5+0,3 250-380
3 @10 10+0,5 250-380

MM

K. KoHCTpyKITus ¥ pa3Mepbl MIUIILIOB I 3aKpITUsS peacTaBieHsl Ha Puc. 11 u B Tabmune 11.

Jokyment Ne: CE19-02-02. Pen. No: A/2
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Puc. 11-3 KproukooOpa3HbIit Puc. 11-4 Urnoo6pa3Hsiid
Tabmuia 11 Pa3Meps! IIMIIIOB IS 3aKPBITHS MM
Ne Mojels TexHnuueckue d L o
XapaKTCPUCTHUKHU

1 1,5 1,5+0,2 100-220

C xoipLIaMu IS ~350
2 S D18 1,8+0,2 100-220 -
3 TncroneTHerit 2.0 2,0£0,2 100-220 A

o IIMCTOJICTHOT'O

4 KprotrooGpastbiit 2,2 2,2+0,2 100-220 Tura)
5 Hrzoobpasiit 2,5 2,540,2 100-220

L. KoHcTpyKiys 1 pa3Mepbl MHOTOPa30BOI'0 HHCTPYMEHTA [Tl TPOTAIKMBAHMS y3J1a MIPEICTaBICHbI Ha
Puc. 12 u B Ta0Oiuue 12.

d o
: = | —

L

Puc. 12 Cxema MHOTOPa30BOTO MHCTPYMEHTA JJIS MTPOTATKUBAHMS y3J1a

Tabmuna 12 Pazmepsl MHOTOPa30BOr0 HHCTPYMEHTA JIJISl IIPOTATKUBAaHUS y3Iia MM
Ne Moenb d L
1 028 2,8+0,2 150-550
2 O3 3,0+0,2 150-550
3 5 5,0+0,3 150-550

M. KoHCTpyKIHS ¥ pa3Mephl 3aKuMa IS y3J10B IpeacTaBiieHsl Ha Puc. 13 u B Tabmmme 13.

Puc. 13 Cxema 3axxuma 111 y3710B

Jokyment Ne: CE19-02-02. Pen. No: A/2 11/28
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Ta6mmia 13 Pazmeps! 3akuMa J1st y3710B MM
Ne Monens d L o
2,8 2,8+0,2
o3 3,0+0,2 150-550 >50°
o5 5,0+0,3

N. KoHCcTpyK1Hs U pa3Mepsl acIipalliOHHOMN UIIIbI ipeacTaBieHsl Ha Puc. 14 u B Tabnuue 14.

d

Ml

—— - —d—l

L

Puc. 14 Cxema aciupaiuoHHOMN Wbl

Tabmuiia 14 Pa3Mepsl acupaliMOHHON UIJIbI MM
No Mopens d L
1 o5 5 180-450

O. KoHcTpykiys ¥ pa3Mepbl MHOIOPa30BBIX HOXKHUIL MpeAcTaBicHbl Ha Puc. 15 u B Tabume 15.
MHOropa3oBbIe HOKHUIIBI TIOIPA3ICISIFOTCS Ha OJTHOKPATHOTO U IBYXKpaTHOro Aeticteus. [lo ¢opme
TOJIOBKHU TIO/IPA3/ICISIFOTCS Ha TIPSMBIE, U30THYThIC, KPIOYKOOOPa3HbIC U 3aKpyUYCHHBIC.

- ~d ==
=== |
1‘ L —

Puc. 15 Cxema MHOTOPa30BBIX HOKHHIT

Tabmuua 15 Pazmepsl MHOTOpa30BBIX HOXKHUI] MM
No Moxens TexHuueckue d L o
XapaKTePUCTHKU
1 Tpsmbic 2,8 2,8+0,2
2 @3 3+0,2
H3zornyTsle 180-450 >50°

3 KproukooOpa3Hbie ®5 5+0,3

4 3akpyueHHbIE ®10 10+0,5

P. KoHcTpyK1ms U pa3Mepsl MHOTOpa3zoBOTo JUCCEKTOpa mpeactasiensl Ha Puc. 16 u B Tabmuue 16.
MHoropa3oBble JUCCEKTOPBI MOAPA3AEIAIOTCA Ha MpsAMBbIE, U30THYThIE U 90°.

Jokyment Ne: CE19-02-02. Pen. No: A/2 12/28
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L _N <
|
—= Y ) == % ~ Cﬁl
o Tt
A
D)
Puc. 16 Cxema MHOTOPa30BOTO AMCCEKTOPA
Tabmuia 16 Pa3Mepsl MHOrOpPa3oBOIo AUCCEKTOPa MM
Ne Mojels Texuuueckue d L o
XapaKTCPUCTUKHU
1 Tpsimeie 02,8 2,8+0,2
2 3 3+0,2
M3ornyTeie 180-450 >50°
3 o5 5+0,3
4 2 D10 10+0,5

Q. KoHcTpyknus u pazmepsl MHOTopa3oBoro 3axuma Puc. 17 u B Tabmume 17.

Puc. 17-2 Cxema MHOTOpa30BOTO 38KHMa C TIACTHKOBOM PYUKOU

Jokyment Ne: CE19-02-02. Pen. No: A/2 13/28
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Puc. 17-3 Cxema rojoBkH 3akuMa TUNA «OyIbA0T (111 apTepUAIbHBIX/BEHO3HBIX KIIHIIC)

Tabnuua 17-1 Pazmepsl MHOropa3oBoOro 3akuma MM
Ne Monenb d L o}
1 ®2,5 2,5+0,2
2 2,8 2,8+0,2 o 250°
AHHBIE JUTS
3 03 3,0£0,2 munioB Golden
4 o5 5,0+0,5 180500 | finger otcyreTByor.
5 ®5,5 5,5+0,5 JLis Ipy KUHHBIX
6 8 8+0.5 muros: >20°. s
. 3@KUMa THTIA
7 @10 10,005 «Oympaor»: >15°)
8 ®12,5 12,5+0,5
Tabnuua 17-2 Pa3mepsl TOMOBKH 3aKUMa THIIA «OYJIBIOT MM
Ne Mopens L
IIpsimbrie 15-100
2 W3ornytsie 15-100

R. KoHcTpykius u pa3mepsl OMOTICHIHBIX IMUTIIOB NpeacTaBieHsl Ha Puc. 18 u B Tabxuue 18.
buoncuitHble IMUIMIBI TOAPA3ICIIOTCS Ha [IBa THIIA: JTOKKOOOPa3HBIE H C IINIIOM.

Puc. 18 CxeMa OMOIICUIHBIX [IUIIIIOB

Tabmuia 18 Pa3zMepsl OMOTICHITHBIX TIMITIIOB MM
o Morers Texamaeckue d L a
XapaKTePUCTUKHI
Jloxxkoo0OpasHbie 02,8 2,8
2 3 3 180-450 >50°
3 C oM o5 5

S. KoHcTpykiius U pa3Mepsl ephOpUpyIOLIUX IIUIIIOB npeacTasicHbl Ha Puc. 19 u B Tabnume 19.

Jokyment Ne: CE19-02-02. Pen. No: A/2 14/28
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Puc. 19 Cxema nephopupyronux IIHIIIOB

Tabmuua 19 Pazmepr! nephopupyomux MIUIIOB MM
Ne TexHnuueckue d L o
XapaKTCPUCTUKHU
1 D5 5 330 >45°

T. KoHCTpYyKIMSI U pa3Mepsl MIKMIOB AJs XonaHruorpaduu npeacrasiensl Ha Puc. 20 u B Tabnune 20.

Puc. 20 Cxema mumnmoB AJist XoJaHTHOTrpadgun

Ta6mmia 20 Pazmeps! MuMImoB 11t X0JIaHruorpabun MM
X | apusrepnermar| ¢ L ;
02,8 2,8
o5 5 180-450 >50°
3 D5,5 5,5

U. KoHCTpyKITus 1 pa3Mepbl MHOTOPa30BOT0 peTpakTopa mpencrapieHsl Ha Puc. 21 u B Tabmute 21.
MHOropa3oBbIe PETPAKTOPHI OIPA3CISAIOTCS Ha BEEPHBIC TPEXJICTIECTKOBBIC, Pa3IBUKHBIC BECPHBIC
TPEXJICTIECTKOBBIC, BECPHBIC MATHUIICIIECTKOBBIC M TIOBOPOTHBIC BECPHBIE MSITUICTICCTKOBBIC.

Jokyment Ne: CE19-02-02. Pen. No: A/2 15/28
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Beepusrii Pa3znBuxHOM Beepubiii IToBopoTHSBI
TPEXJICNIECTKOBBIA ~ BEEPHBII MATUIIETIECTKOBBIA  BEEpPHBIi
peTpaKkTop TPEXJIENECTKOBBI  PETPAKTOP MATHJICIIECTKOBBII
perpaxkTop peTpaxkTop

Puc. 21 Cxema MHOrOpa3oBOro peTpakTopa

Tabmuua 21 Pazmepsl MHOrOpa3oBOro peTpakTopa MM
o Morers Texuuueckue d L
XapaKTePUCTHKH
1 Beepnslii TpexiienecTkoBbIil Pa3nBrkHON d5 5
BEEPHBIN TPEXJIEMECTKOBBIA BeepHslii 180-450
2 MSTHIIETIECTKOBBIN [10BOPOTHBIN BeepHBIi ®10 10
MSATHICTICCTKOBBIN

V. KoHCTpyKuus u pa3Mepsl MaTOYHOTO MaHUITYJIATOpa npeAcTaBieHs! Ha Puc. 22 u B Tabnume 22.
CymiecTBYIOT ISITh TUIIOB MATOYHOT'O MAaHUIYJIATOPA: TPOCTON, CTAHAAPTHBIH, MHOTO(QYHKIIMOHAIBHBIH,

creranu3rpoBaHHblii 1 LGY.

s S, Gl—
d

L

Puc. 22-1 CxeMa npocToro MaTO4HOr0 MaHUIyJIsATOpa

[\\Q»j:cﬂ:?:[

1

Puc. 22-2 Cxema cTrangapTHOTO

_d

l'll'l'l.l.l'l“.l'l'Illl'llll'lll'l'llll

=

MAaTOYHOI'O MAaHUITYJIATOpa

Puc. 22-3 Cxema MHOTO(YHKITHOHAJIEHOTO MaTOYHOTO MaHHUITYJIATOPA

Jokyment Ne: CE19-02-02. Pen. No: A/2
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J

Puc. 22-4 Cxema cienuaan3upoOBaHHOTO MAaTOYHOTO MAHHITYJISATOPA

‘ | 2
—
( ‘/

L

Puc. 22-5 Cxema maTounoro manumnyisatopa LGY

Tabmuiia 22 Pa3Mepsl MaTOYHOTO MaHHITYJIATOpA MM

Ne Mopens d L

1 Mato4HbIH MaHUITYJIATOP HPOCTOM 6 300+30

) MartouHbIH MAHHTIYJIATOP 4 3830430

CTaHIaPTHBIH
3 MartouHbI# MAHHITY IS TOP 3 415230
MHOTO()YHKIHOHAJIBHbIH
4 MartouHbI# MAHHITY IS TOp 5 540430
CICLHMATH3UPOBAHHBIN
5 Martounslit Mmanunyastop LGY 6 540430

W. KoHcTpykius U pazMepsl MHOIOpa30BOI'0 MHCTPYMEHTA AJIs aCIMpaluy U UPPUralluy IPEeACTaBICHbI
Ha Puc. 23 u B Tabnuue 23. MHOTOpa30BbI HHCTPYMEHT U1 aCIUPALUH U UPPUTALIUH: C TIOBOPOTHBIM
MEXaHH3MOM, C KJIallaHoM, ¢ IUTyH)KepaMH U IMUCTOJIETHOTO THIA.

— d

Puc. 23-1 Cxema MHOTOpa30BOT0 HHCTPYMEHTA TSI aCTIHPAITUN ¥ HPPUTAIUA C TIOBOPOTHBIM
MEXaHU3MOM

= <

_d

Puc. 23-2 Cxema MHOropa3oBOro HHCTPYMEHTA AJIS aCIMPalMK U UPPUTALNH C KJIallaHOM

_d
n I -
L 2 2

Puc. 23-3 Cxema MHOTOpa30BOT0 HHCTPYMEHTA JJIS ACTTUPAITIN H HPPUTALAN C TUTYHKEPaMH

Jokyment Ne: CE19-02-02. Pen. No: A/2 17/28
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Puc. 23-4 Cxema MHOrOpa3oBOro MHCTPYMEHTA 7S ACIUPALMN U UPPUTAIH TUCTOIETHOTO THIIA

Tabmuua 23 Pazmepsl MHOrOpa3oBOro HHCTPYMEHTA ISl aCITUPALIH U MM
WppUranuu

. Mone: apnrepuerin d L
1 @3 3+0,3 180-450
2 € rosoponbiy 5 503 180-450
3 D10 10+0,5 180-450
4 @3 340,3 180-450
5 C xJ1ananoM o5 5+0,3 180-450
6 D10 10+0,5 180-450
7 @3 340,3 180-450
8 C mnymxkepamu o5 5+0,3 180-450
9 D10 10+0,5 180-450
10 @3 340,3 180-450
11 IIucToneTHbIl THII o5 5+0,3 180-450
12 10 10£0,5 180-450

X. Koncrpykuus u pasmepbl uactpyMeHtoB misi BTC mpencraBnenst Ha Puc. 24 u B Tabmuue 24. K
uHctpyMeHTaM st BTC OTHOCATCS XUPYPrUUECKUE MIUTIIIBI, UTJIOCPYKATEIh, HOKHHUIIBI U aCITUPATOP.

B 3aBucuMocCTH OT ()OPMBI TOJIOBKH XUPYPrHICCKHE 3KUMBI TTOIPA3JICISIOTCS Ha CIIETYFOIUE THITHI:
saxkuM De Bakey, auccexkrop De Bakey, 3axxum Allis, 3axum aiis iuMpaTHIeCKHX y3710B, 3akuM Masher,
32)KUM THUIA «OaHaH» U 3aKUM TS T0JICH.

=

O

_
EN

Puc. 24-1 Cxema 3axxuma De Bakey

Jokyment Ne: CE19-02-02. Pen. No: A/2 18/28
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Puc. 24-2 Cxema auccekropa De Bakey

=

-~

<

Puc. 24-3 Cxema 3axuma Allis

L

Puc. 24-4 Cxema 3axxuma st TuMQaTHUIECKUX Y3II0B

Joxyment Ne: CE19-02-02. Pexn. Ne: A/2 19/28
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Puc. 24-7 Cxema 3axuMa 1714 JOJIeH
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Puc. 24-8 Cxema urnoaepxarens

”
H

!
O

Puc. 24-9 Cxema HOKHUIL

I Jum

Puc. 24-10 Cxema acniupaTopa

Tabnuua 24-1 Pazmepsl XUpYPruuecKix 3aKMMOB MM
HasBanue Mopens L o
3axxum De Bakey KJ-SGJ-YLQ
Huccekrop De Bakey KJ-SGJ-ZXQ
Saxum Allis KJ-SGJ-ALSQ
3aium 1 TMGaTieckux KJ-SGJ-LBIQ 200-500 350 £20%
y3JI0B

3axxum Masher KJ-SGJ-LYQ
3axuM Thna «0aHaH» KJ-SGJ-XJQ
3axkum Jyist Josei KJ-SGJ-FYZQ

Jokyment Ne: CE19-02-02. Pen. No: A/2
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Ta0muiia 24-2 Pa3smeps! urioaepkaTens MM
Haszanune Monenb L o
Hrmoaepxarenb KI-5GI-CZQ 200-500 35°+20%
KJ-SGJ-CZN
Ta0muria 24-3 Pa3smeps! urioaepkaTens MM
Haszanune Monenb L o
Hoxuwuibt KJ-SGJ-SSJ 200-500 >30°
Tabnuua 24-4 Pazmepsl actiupaTopa MM
HasBanue Mopens L o
Acnumparop KJ-SGJ-SSJ 200-500 >30°

Y. KoHCTpYKIHS 1 pa3Mephl 3aKuMa sl HAJTOKESHHS KUCETHOTO IIIBa MPeICTaBIeHk Ha Puc. 25 u B
Tabnure 25.

%‘m
£ -
o FF)

Puc. 25-2 3axxuM 111 HaJI0KEHUS KUCETHOTO TBA (THIT «HOKHHITBD)

Tabmmia 25 Pazmepsl 3akuMa JTsl HaJTOJKSHUS KUCETHOT'O ITBa

Monenb d/mMm J1/Mm J12/Mm L/mMm
C pyKkosiTKOH D12+2 180-450 45+5 /
/ 250420 50+£5 1542
/ 250420 40+5 2042
TH «HOKHUALBI» / 250+20 5545 20+2
/ 250+20 7545 2042
/ 275+20 5545 2042

Z.. KoHCTpYKIHS B pa3Mephl CTCPUITH3AIMOHHOT0 OOKCa Ipe/icTaBlIeHBI Ha Purc. 26.

Jokyment Ne: CE19-02-02. Pen. No: A/2 22/28



IKANGJI
cBeTa B Bameit

KU3HHU

1. BepxHsas kpeimka 2. 3amenka 3. Kopiyc

Puc. 26 Cxema crepmiin3aIioHHOTO OOKCa

Tabnuna 26 Pazmepsl cTeprInN3allMOHHOTO OOKCa MM

Ne Mogens u crienuduKarus Pazmepsr (JIXIIIxB)

1 110F.030 540*230*70

2 110F.031 550*250*100

3 110F.032 540*300*160

4 110F.033 540*250*135

5 110F.040 425%84%42

6 110F.033L 650*250*135

AA. KoHCTpyKITHs yIUTOTHHTEIILHOTO KOJIIadka mpecTaBicHa Ha Puc. 27.

{ \

= =0 H D CJ '
B o

Puc. 27 Cxema yIIOTHUTEIHHOTO KOJITIAYKa

4. Ucnonb3oBanue

[Tocne crepuwinzanuy SHIOCKONMYECKUE XUPYPrUUECKHE HHCTPYMEHThl MHOIOPAa30BOI0 MCIIOJIb30BaHUS
MO>KHO HCIIOJIB30BaTh BMECTE C 3HJOCKOIIOM.

5. TIpoTuBOMOKAa3aHUA

He npenna3HaueHo JU1si HEHAOCKONNYECKUX XUPYPIrHUECKUX BMELIATENbCTB.

6. TpeOoBaHuA K YCTaHOBKEe W TeXHHYECKOMY OOCIYKHBAHHIO (OYMCTKA, Ae3HH(eKIus,
CTepUJIn3aIus)

1) TpeGoBaHusi kK 00palIeHHIO C 000PYAOBAHHEM: TTOPSIOK YCTAHOBKH U CHATHS YHIOCKOITHIECKUX
XUPYPrUUeCKUX HHCTPYMEHTOB MHOTOPA30BOT0 UCTIONB30BAHUS TIOKa3aH HAa PUCYHKE HIDKE (BKIIIOUYast
MBI, UTIIBL, KPIOKH, HOXKHHUIIBI, TUCCEKTOP M 32)KUM )

Jokyment Ne: CE19-02-02. Pen. No: A/2 23/28
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CHsiTHE pYUKH: TPH I1ara
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CHsiTHe pYUKH: JBa 11ara
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HOpHZ[OK YCTAaHOBKH U CHATHUSL

OHIOCKOIIMYCCKUX XUPYPIrUICCKUX
HWHCTPYMEHTOB MHOI'OpPa3oBOTO
HCIIOJIB30BaHUA

2) OyucrTka

JlaHHoe m3menue mpeacTaBIsIeT CO00i TOUYHBIN XUPYPrUIeCKUil HHCTPYMEHT CO CIIOKHOM KOHCTPYKITHEH.
[lepen mepBBIM UCHIOIB30BAHUEM, a TAKXKE IMOCIE Ka)XIOH MPOIEIyphl U3MIEIHe HEOOXOUMO OUYHUCTHUTD.
[Tocne kaxkmoit mporenypbl HEMEIJICHHO U TIATEILHO CMBITh CIIEABl KPOBH YHCTOM BOJOH, YTOOBI HE
JIONTYCTUTh CHIDKeHUST d()(OEKTUBHOCTH W3ACTHS W3-32 3aCOPEHHS, KOPPO3WH M 3aKynopku. OUYuCTKY
CJIeTyeT MPOBOINUTE B COOTBETCTBUH CO CTaHIAPTHON MPOIIEypOil OUNCTKU U 1e3WH(EKIINH.

A. IloaroTroBKa K 0YHCTKE

a. PexoMeHniyeTcst MpUroToBUTH MOIOIIEE CPEJICTBO C BOJIOPACTBOPUMBIMH (pepMEHTaMK U3 pacueTa |
VHIIHsI/TaJJIOH C UCIIOIb30BaHUEM BOIOMPOBOIHON BOJIBI TeMIepaTypoit 35-40°C.

0. HpOTepCTB BCC U3OCIHNC YHUCTOM TKaHBbIO, CMOYCHHOH MMPUTOTOBJICHHBIM MOIOIIMUM CPCACTBOM.

B. HOFPYSI/ITB HHCTPYMCHT B MoOroHiee CpeacTBO. Beectn 50 mnn MOIOHICTO0 pacTBOpa BHYTPb
HWHCTPYMCHTA, 9TOOBI OUYHCTUTD BCE JCTalin.

r. OCTaBUTh MHCTPYMEHT B MOIOLIEM CPE/ICTBE HE MEHEe YeM Ha 15 MUHYT.
b. Pyynasi ouncrka

a. TratenpbHO OYMCTHUTH BHEITHIOKO IMMOBEPXHOCTH YCTPOMCTBA MSTKOW IIETKOM, oOpaias BHUMaHUE
Ha TIOBEPXHOCTH COIPSKEHHBIX YaCTeH U MIEPOXOBATOCTH.

0. Beectu He MeHee 50 MIT IPUTOTOBICHHOTO MOIOILIETO CPEACTBA B KAK/IYIO IMOJIOCTh U COMPSTaecMyIo
IIOBEPXHOCTh HE MeHee 5 pas.

B. OYHCTUTH MTPOCBET MOIXOASIINM EPIIHKOM /ISl OYTHUIOK HE MEHee 5 pa3 ¢ KaKIO0ro KOHIIA.
r. BKIIIOUUTh HHCTPYMEHT U OUYUCTUTH IIETKOU MOABMXKHBIC YACTH BO BCEX KPAHUX MOJIOKEHUSX.

n. [IpOMBITH MHCTPYMEHT OYMINCHHOW BOJIOW KOMHATHOW TEMIIEPATypbl TakK, YTOOBI MOJHOCTHIO
YIAIUTh OCTATKU MOIOIIEro cpencTBa. O0s3aTebHO MPOMBITh BHYTPEHHIOIO TIOJIOCTh U BCE COpSATacMbIe
TIOBEPXHOCTH HEe MEHee 5 pa3. YJaIMB Bce OCTATKH MOIOIIETO CPEJCTBa, MPOJIOIDKUTH MOJOCKAHHUE HE
MeHnee 30 cekyH.

e. ClinTh JIMIITHIOI BOJY W3 MHCTPYMEHTA, YAEP)KHUBAsi €ro IOJ YIJIOM, U MPOTEPEeTh €ro HacyXxo
yuCTOH TKaHb0. [Ipr HEOOX0MMOCTH HCIIONB30BATh CKATHIA BO3AYX U YCKOPEHHS CYIIIKH.
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K. BusyanbHO O0OCMOTpeTh KaXAYI0 EAWHUILy OOOpYyIOBaHHS, YIS o0coboe BHHMaHHE
TPYJIHOJOCTYITHEIM MecTaM. Eciu BUAHBI clenbl TPps3u, MOBTOPUTH Inaru A-E, oOpaiias BHUMaHUE Ha
OCTaBIITHECS 3arPsI3HUTEIH.

HpnMeqalme: Bo BpeMsl py‘lHOﬁ YUCTKH HE HCIOJb30BaATh IICTKH HJIHA FY6KI/I C ¢CAKHMH
OCTPBIMH YaCTAMHU U3 METAVIMYECCKHUX MATCPHAJIOB; B IPOTUBHOM CJIyda€ HA HHCTPYMEHTE MOI'YT
NMOABUTHCH HEYCTPAHUMBbIC HapalIMHbI WIH IOBPEKIACHUS.

B. ABTOMaTHUYeCKasl OUMCTKA

a. Beectu B Ka)K,Z[BIfI IMPOCBCT U CONPATaCMYIO0 MOBCPXHOCTH HC MCHEC 50 mx MIPUTOTOBJICHHOT'O
MOIOHICTO CPCCTBA.

0. O4KCTUTH BHYTPSHHIOKO MOJIOCTH IMOAXOIAIIMM EPLIIMKOM ISl OYTHUIOK HE MEHEe 5 pa3 ¢ KaxIoro
KOHIIA.

B. HpOMI:ITB HWHCTPYMCHT O‘II/IH_ICHHOI‘/1 BOL[Oﬁ KOMHaTHOM TCMIICPATYPHI TAK, YTOOBI YAAJIUTh BUAUMBIC
OCTATKHU MOIOUICTO CPCACTBA, a 3aTEM HCHIPCPBIBHO NPOMBIBAThH B TCUCHHUEC HC MCHCC 30 CCKYHI.

r. [ToMecTHuTh pa3oOpaHHbBI HHCTPYMEHT B HAKIIOHHBIN CKpyOOep Jist 00JIerYeHus CIIMBA.

. I[J'DI HaCTpOfIKPI Cpr66€ d MCIIOJIB30BATh CIACAYIOMINC MapaMCTPhI:

Yucrsiuee
Tun Pexum Temneparypa
Cremrax DTaIl OYUCTKH o Bpewms CpelCTBO
MHCTpyMEHTa OUYHUCTKH (°C) (3M/70508)
IIpoussectu 40 4 vus
OYHUCTKY
ITepBbrit 30 3 vus
MOTOK
Bropotii motok 30 3 MuH
o Topstuni
OOBIYHBIH Jlist 0OBIYHOTO Cranzapr HoTOK 85 11 muna 100 M
HHCTPYMEHT HHCTPYMEHTa
Cymika Ha
BXOJI€ 135
A 15 munyT
Cymika Ha
88
BBIXOJIE
JobGasneHue / 40 ¢
(hepMeHTOB
IIpoussectu 40 R
OUYHUCTKY
IlepBbrit 30 3 MuH
MIOTOK
Bropoii norok 30 3 MuH
Tlopstunii
Ilomocthele | J1J1s MOJIOCTHBIX Crannapt HoTOK 85 11 Mun 100
WHCTPYMEHTBI | HHCTPYMCHTOB
Cymika Ha
BXOJIC 135
A 15 munyT
Cymika Ha
88
BBIXO/JIE
JloGaBieHue
(epMeHTOB / 40¢

IIpumedanne: mepea aBTOMATHYECKON OYMCTKOI cjeayeT 00ecle4YdTh JONMOJTHHUTEIbHYIO 3alIUTY
(HanpuMep, B clIydae OCTPbIX KpaeB, KPOMOK U T. 1.) B COOTBETCTBUHU ¢ KOHCTPYKIHelH HHCTPYMEHTA.
B npoTHMBHOM ciy4ae HAa HHCTPYMEHTe WM IPYTHX HHCTPYMEHTAX MOT'YT HOSIBUTHCS HEYyCTPAHUMBIe
HApaNUHbI WIN NOBPEKICHHS.

I'. Cymka

a. Jlng aBTOMATMYECKOM CYIIKM  HMCIOJL30BAaTh  TPOIECC  CYIIKH, 0OecIeuynBaeMbIit
CKpy0OEepOM/CTEPHITU3aTOPOM.

6. [Ipu pyuHOii cymIKe IPOTEPETh HACYXO TKaHBIO O€3 Bopca.
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ICKANGJI

B. /{7151 mpoCyIlIKK MOJIOCTEH UCTI0JIb30BATh CXKAThI BO3AYX.
. IlpoBepka

a. IlpoBeppre umctoTy Bcex aeraneid. I[loBropure ommcaHHBIE BEINIE MPOLEAYPHl OYUCTKH U
Je3nH(GEKINN B CITydae HaJTMYWs CKOTMBIIEHCS KUIKOCTH MIIM TKAHEH.

0. [IpoBeprTe, HEe OABEPrCs JIM MHCTPYMEHT JepopMaliy HITH TOBPEXKICHHUIO.
3) Jde3undexuns

OunieHHBIE THCTPYMEHTHI ClIeyeT Mpoae3nHGUInpoBaTh. BeiOop MeTonoB ae3nHpeKn n
JIe3nH(UIUPYIONIMX CPEACTB JOKEH COOTBETCTBOBATh TPEOOBAHUSIM TEXHUUYSCKUX YCIOBHIA Ha
Je3UH(EKINIO, a IPoIiecc Ne3NH(EKINH MMOIJICHKHUT YTBEPKICHUIO.

Tun Cremnax Pexxum ounctku rar Teuneparypa Bpems
UHCTPYMEHTA OUUCTKHU (°O)
OOBI4HBIN Jyist 00bI9HOTO BricTpas Topstuni 90 18 Mus
UHCTPYMEHT UHCTPYMEHTa TepMOIe3UHPEKIHS MOTOK
[TonocTHbie J1st OJIOCTHBIX BricTpas Topstuwmii 90 18 Mus
UHCTPYMEHTHI UHCTPYMEHTOB TEepMOJIe3UHPEKIHS MOTOK

4) Ctepuu3anusi

JlaHHOE U3/IeTHEe HE SABSCTCSA CTEPUIbHBIM. [lepen TeM, Kak MPUCTYNUTh K UCIONb30BAHHUIO JAHHOTO
u3zienusi, OONMbHMIIA JOJDKHA MPUMEHUTh OJWH W3 HIDKEYKAa3aHHBIX METOMOB cTepwim3anuu. Ilepen
HNEePBUYHON CTEPUWIIM3AIMEH MOJIb30BATENb MODKCH MOATBEPANTh METOIbI W YCIIOBUS CTCPHIIM3AIIUH,
YTOOBI FApaHTHPOBATH e¢ YHHEKTUBHOCTD.

CTepI/IJ'II/I3aLII/I$I IMapoOM BBICOKOTI'O OJABJICHUA: U3CIUA IMTOCIIC OYUCTKU U I[CSI/IH(i)CKLII/II/I MOXXHO
CTCPUIN30BATh MapOM BBICOKOI'O JaBJICHUS. CTaH)_IapTHBIe YCJIOBHA CTCPUIM3AalU CIICAYIOMHUC!

YcTaHoBIIeHHAs .
Kareropus MunuManbsHOE BpeMst CranpapTHbIi
[Tapametp TeMmIeparypa
obopyznoBaHus CTepuIn3aluu JIUana3oH JaBJIeHUS
CTEpWIIN3aLUuU
Huxauit Beimyck Anmnapat 121 °C 20 mun 102,8-122,9 xIla
Hpe,HBapI/ITGHLHOC 132 °C 4 MuH 1 84,4-2 10,7 klla
Anmnapar
BaKyyMHPOBaHHC 134 °C 4 MuH 201,7-229,3 kIla
Ilpumeuanue:

A. YcaoBus CTCPWIM3AalWU MOAJICIKAT YTBCPIKICHUIO.

B. [epen ucnonp3oBaHreM NapOBOTO CTEPUIM3ATOPA BBICOKOTO JABIICHUS HEOOXOIUMO OOpaTHTHCS K
TEXHHYECKOMY PYKOBOJICTBY, IPEIOCTABICHHOMY IPOM3BOAMTEIEM CTEPHIN3aTOPa, WM CBS3aThCS C
po(heCCUOHANTBHBIM M TEXHUYECKUM IIEPCOHAIIOM IMPOU3BOIUTENS CTEPUIIN3ATOpPa.

B. Tlocne crepunuzanuu mapoM BBICOKON TeMIIEpaTypbl MHCTPYMEHT NOJDKEH OCTBITh €CTECTBEHHBIM
oOpa3om. bricTpoe oxmaxaeHue U3eNns Wik NOrpy>KeHHe B KHUIKOCTh MPUBEJET K €ro MOBPEXKACHUIO U
aHHYJIMPOBAHHIO TaPAHTHH.

7. JlaTa M3rOTOBJIEHUSI: CM. STUKETKY
8. Cpok xpaHeHHSs: TISITh JIET

Cpok ciry:k0bI: YCTPOHCTBO MOXKET OBITh NCTIONIb30BaHO 500 pa3 B TeUeHHE CpoKa XpaHEHHUS.
9. CnuHcok npujiaraeMpIx JOKYMEHTOB: 3TUKETKA, MHCTPYKIIUS 110 TPHUMEHEHUIO

10. Oco0ble HAOMUHAHUS

1) [oxanyticTa, BHUMATEILHO 03HAKOMBTECH C JIAHHOW WHCTPYKITUCH MEPe/] UCTIOJIb30BaHUEM.

2) Cpok ciry>KOBI SHIOCKOIMMYECKHUX XHUPYPTHIECKUX HHCTPYMEHTOB MHOT'OPa30BOT'0 UCIIOJIE30BAHMS
COCTAaBJISIET 5 JIET.
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3) DHAOCKOMUYECKUE XUPYPTUIECKUE HHCTPYMEHTHI MHOT'OPA30BOT0 UCIIOJIb30BAHMUS SIBISIFOTCS
NPEU3UOHHBIMI HHCTPYMEHTAMHU, 00paIIaiTech C PYKOSITKAMH OCTOPOXKHO, UCIIONB3YHTE C
0oCTOpOXHOCTHIO. He nepekpeliupaiite

n HC neperHBaﬁTe pu pasMCIICHUH, YTOOBI npeaAOTBPAaTUTh pa3daBJIMBAHUC.

4) OTOT IMPOAYKT SABJIACTCA HCCTCPUIIbHBIM, U 60J'IBHI/II_Ia A0JDKHA CTCPUIIN30BAaTh €TO MCPE
HCIIOJIB30BAHHUCM.

5) ITocne ouncTKY U He3nHPEKINH HeOOX0ANMO yOeAUThCS, YTO Ha MMOBEPXHOCTH HHCTPYMEHTA U B
MOJIOCTH HET TPSI3U WM MOCTOPOHHMX MIPEIMETOB, a TAKXKE HET FE€TEPOTONHHU YIUIOTHEHHH, YTOOBI HE
MOBJIMATH HA TEPMETHYHOCTD MIPOAYKTA.

6) Tlocne KaXI0ro uCrojJb30BaHUA H606XOZ[I/IMO CBOCBPCMCHHO OYUIIATh MHCTPYMCHT, B IDOTUBHOM
ClIy4dac THaTCJibHasd O4YUCTKa 6YI[CT 3aTpPpyAHCHA, UYTO MOBJIUACT Ha

3G GEKTUBHOCTD Ae3UHPEKIIMY U MOKET MPUBECTH K TIOBPEIKACHUIO HHCTPYMEHTA.
11. TpancnopTHpPOBKA, XpPaHEHHE U YCJIOBHS IKCIIyaTAIUH

1) Bo BpeMs TpaHCTIOPTHPOBKH ClIeyeT H30eraTh yAapoB, CHIIBHON BHOPAINY U BIAKHOCTH.
TpeboBaHUS K TPAHCTIOPTHPOBKE

YKa3aHbl B JOTOBOPE HA 3aKas.

2) YcnoBust TpaHCIOPTHPOBKYU M XPaHEHUS: YIIAKOBAHHBIC YHJJOCKOITUYECKHE XHUPYPTHUSCKUE
WHCTPYMEHTHI MHOTOPa30BOTO HCIIOJIH30BaHUS CIIEYET XPAHUTh B IIOMEIICHUU C OTHOCUTEIIHHOM
BJIQXXHOCTHIO He Oosee 80%, 63 KOPPO3NOHHBIX Ta30B M C XOPOIIeH BeHTHUIISIIIHEH.

12. Onucanue CHMBOJIOB HAa D THKETKE

d [Tpou3BOAUTEND JlaTa MpOU3BOCTBA
A OCTOPOXKHO LOT Kox maptuun
YHUKaTbHBIA HACHTHQUKATOD
Homep mo kaTaior
REF p y UDI e

Cm. HWHCTPYKIHIO IO TPUMCEHCHUTIO

I::E WIH CM. DJICKTPOHHYIO HHCTPYKIUIO Hcnonp3oBath 10
0 MPUMCHECHUIO
Bo Bpems TpanCciOpTHPOBKH
OctoposxHo! XpymKuii rpy3 yIakoBKa JOJDKHA PacTioaraThes
BEPTUKAJIBHO.
=
ITpezen o KOJMYECTBY SPYCOB B N
pen Y APy XpaHUTh B CYXOM MecTe
. mrabene
H‘};{" He monyckats BO3neicTBus
He crepuiibHO — e N
_..-;., TPSAMBIX COJTHEYHBIX JTydeit
Rx ONLY
He BeIOpackiBaTh BMeCTE C OOBIYHBIMU
(Tonbko no TOJNBKO 10 PELENnTy Bpaya
OBITOBBIMH OTXOIAMU
— peuenTy)

Jokyment Ne: CE19-02-02. Pen. No: A/2 27/28



I(ANG J I Hcrounuk

cBeTa B Bameit
JKU3HU

M D JunamnazoH BIaXXHOCTH IIPU
MenunuHckoe u3enue
XpaHECHUH/TPAHCTIOPTHPOBKE:

Toprosass mMapka NPOHM3BOIUTEII,
UCTIONB3yeTCS €  pa3pelicHUs
«Xanwkoy Kanmxu  Menukan @ 3anpenaeTcs NCrob30BaTh

I{ ANGJ I Wuctpymenr Ko., JIta.» (Hangzhou H3JIeIHe, €CIIU LEIOCTHOCTD
Kangji Medical Instrument Co., YIaKOBKH MOBPEXKICHA

Ltd.)

J [[IpousBoguTeb|

IIpouseoaurens: «Xanwkoy Kanmku Menukan Muactpyment Ko., JIto» (Hangzhou Kangji Medical
Instrument Co., Ltd.)

Anpec: Ne 1668 Uynbizan Hct Poyn, 3ona sxoHOMHMUeckoro pa3sutus, TyHny, Xanuxoy, 311501, Kurait
Ten.: 0086-571-69900010

®axkc: 0086-571-69900029

Caiit: http://www kangjimed.com

On. moura: kangji@kangji.com
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