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1.  Product name /= {2

Spinal Endoscope

HE ] 45 452

2.  Specifications and models F & F S

DCZJ- 11, DCZJ- Il

3. Product Performance /=5 PERE

Spinal Endoscope is a rigid tube endoscopic instrument designed by the company for minimally invasive surgery according to
clinical needs. Its characteristic is that under the premise of less trauma, through the medical camera, the surgical field of view
is transmitted to the monitor, with high conductivity optical fiber, so that the surgical field has enough illumination, the doctors
complete the operation by observing the image on the monitor screen, and use special instruments. Because the endoscope will
enlarge the surgical field of view, making the operation safer.
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This product belongs to the application part (whole) of BF type equipment, waterproof class is IPX7, no physiological effect

risk. It is clinically used with medical cameras and cold light sources that meet the national Class I BF safety requirements.

AP B T BFALBE A RT3/ CREAE),  Bl/KZE40h IPXT, TEAFMMNER . TEIRKR BS54 E K 2RBFA 42 4
BRI = G YL IR T & 46
The Spinal Endoscope should be used by a trained doctor , and the operator should read the IFU carefully before use and be
familiar with the use of the Spinal Endoscope. This product can be reused.
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4.  The main structure of the product = 3 B 25y 4 i,
The Spinal Endoscope consists of an eyepiece cover, a mirror body and an optical fiber interface. The schematic diagram of

product structure is as follows:
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Mirror body

Fiber imterface

Eyepiece cowver
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DCZJ-1I: 3.0x105

Eyeplece cover

Fiber interface

Mirror body

DCZJ-1II: 2.7x150/2.7%180
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Fiber imterface

DCZJ-TII: 6.3x125/6.3x181/6.9x181/10.0x125

5.  Indications I&ERIfE

All types of intervertebral disc herniation and prolapse; Spinal stenosis; Intervertebral foramen stenosis; Intervertebral space

infection; Discogenic low back pain and so on.

P R ROMEIR RS L O s MERT SR MEMISLBRAE . MEMISRESY: MEN SRR S .
6.  Contraindication Z£ 2

o Mental patients. A% #f17 & &

o Pregnant women and others unfit for surgery. Z2{EF HANANE & F AR E

7.  Patient target group B HinfEik

Those who need to use this product for surgery are evaluated by doctors.

HT R A VAl 7 ZLAE A b AT PR

8. Warning &

(1) Type III Spinal Endoscope 6.3*¥181/6.3*%125/6.9 has a circular instrument channel with diametric 3.7mm, 3.75mm and

4.1mm respectively. Users should pay attention to the selection of suitable instruments.

(2) The liquid used in clinical operation, cleaning and sterilization of this product includes: normal saline, routine injection

liquid, purified water for cleaning, alcohol, multi-enzyme lotion or cleaning solution for endoscope; Do not use

disinfectants containing peracetic acid, phenol, chlorine-containing components without anti-corrosion protection, and

various adhesives or liquids that may cause corrosion to stainless steel.

(3) Due to the high temperature of the tube outlet, do not place the endoscope on heat-sensitive materials (such as covering

cloth, etc.) to avoid burning or even burning.

(4) When used in combination with a high-performance light source, the temperature of the light emitting part of the

Endoscope may exceed 41°C, causing burns at the surgical site. Therefore, direct contact between the Spinal Endoscope

and the tissue should be avoided. If possible, increase the flushing of the operating area and promptly suction out the

generated steam with a negative pressure suction tube.

(5) Damage to the endoscope will cause blurred images, and continued operation may cause harm to the patient, so the

operation should be stopped and changed to open surgery or other measures.

(6) There is potential electromagnetic interference between the device and other devices. Please try to stay away from other

electronic devices when using.

(7) Optical accessories fade due to X-ray radiation, which can cause damage to the endoscope. Using CT or X-ray and

endoscope at the same time can lead to danger. Because the magnetic field can cause movement/migration or heat, some

metals of the endoscope can be dangerous in the examination, so such patients should not use MRI scans. The optical and

electrical medical instruments of endoscopes can be damaged by magnetic forces. The metal of the endoscope can cause

side effects and visual interference. Using MRI and endoscope at the same time can be dangerous.

(8) Modification of the device is not permitted.
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(9) At no time should you look directly at light from cold light sources, optical cables or endoscopes with your eyes, which
can damage your eyes.

(10) The F-type application part is provided by the insulation between the supply device and the optical beam delivery outlet.

(11) Before each use, or after changing the viewing mode/setting, check to ensure that the image viewed through the endoscope
is live (and not a stored image).

(12) This device does not have automatic cleaning function.

(13) Do not stretch the nerve or contact the meninges during the use of this product.
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9. Safety tips R2I2T

(1) In order to protect the endoscope from loss of function, prepare a spare endoscope before each use.

(2) Before each use, it is necessary to check the part of the Spinal Endoscope and endoscope accessories inserted into the
human body, and there must be no rough surface, sharp edges and sharp edges or protrusions, incomplete or loose parts
that may cause safety hazards.

(3) Before each use, the Spinal Endoscope and related Spinal Endoscope auxiliary equipment must be checked for optical or
mechanical damage. Do not use damaged Spinal Endoscopes.

(4) When the high-frequency instrument is used, the current conducting part should be in the field of view and in contact with
the specified position, and the high-frequency current conducting part can be powered on only when the distance between
the high-frequency current conducting part and the end of the endoscope or the working sleeve is more than 10mm. Please
refer to the use instructions of the high-frequency instrument manufacturer.

(5) When using high-frequency devices, it should be noted that the leakage current of the patient may be accumulated. The
maximum rated repeat peak voltage of the device used by the user is 1000V, and a higher repeat peak voltage should not
be used.

(6) High-frequency isolation and/or insulation are provided by the high-frequency accessories and/or equipment used for

interconnection.
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(7) When a type III Spinal Endoscope is used, an instrument that can pass through the instrument channel on the Spinal
Endoscope must be used, where the surgical forceps should be introduced or removed visually from the instrument
channel of the mirror when the mouth of the forceps is closed. If larger tissue is clamped, it can be removed from the
working cannula along with the endoscope.

(8) Do not use high frequency devices in the presence of flammable anesthetics, excessive gas injection, high concentration
explosive gases, inert gases or laser assisted gases to avoid gas embolism.

(9) When the endoscope device is used with accessories, other ME devices and/or non-ME devices within the scope of the
endoscope application configuration, there should be no similar design resulting in incorrect links to avoid the risk of

simultaneous use.
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10. Usage method (5%

(1) Operating conditions IZ1T 21t

Temperature range: 5°C ~ 40°C; Relative humidity range: <80%; Atmospheric pressure range: 70kPa ~ 106kPa. Free of

corrosive gases and well-ventilated interior.

IR VS s 5°C~40°C; MIXHEEEVEF: <80%; K Uk /¥ 70kPa~106kPa. JoJ il TAAMIE KR AF I E A -

(2) Check %

The Spinal Endoscope must be checked before each use:

BEUCALE FH I 00 2500 HE ) £ S AT A 7 -

Check the product: make sure it is free from rust, indentation, scratch, bending, deformation and broken lens.

A= i EREICHEM. TSR, TR, BB, BRIE. ToHk.

Check the image quality: the text about 30mm from the end of the objective lens should be clearly seen through the optical tube.

KA R TR B IG ELE BZ RE T M BB B B R £930mm (30

(3) Clinical Use IIfiFR{EH

a.  According to surgical requirements, the posterior (interlaminal) approach of the spine was generally selected for DCZJ-II
3.0x105, DCZJ-III 2.7x150,6.3x125, and 10.0x125, and DCZJ-III 2.7x150,2.7x180,6.3x 181. 6.9x181 spinal lateral

posterior approach was selected, DCZJ-III 2.7x150 anterior cervical approach was selected, and after X-ray positioning,
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percutaneous puncture was performed to expand step by step, and finally the working cannula was placed to complete the
establishment of the working channel.

R4EFARFE, —fMk DCZI- 1% 3.0x105. DCZJ- I 2.7%150,6.3x125F1 10.0x125 & FF KL 1E J5 J7 (HEBR R A
B, DCZJ- I’#2.7x150, 2.7x180, 6.3x181, 6.9x181 LA HEMMET7 AH, DCZI- 11 B 2.7x150 EFEHHE KT i
TINE,, & XOGENGE, ZEFRBRT K, FREENTIEEE, TR LIEEERET.

b. DCZIJ-1I 3.0x105 and DCZJ-III 2.7%150,2.7x180 intervertebral disc lenses should be stuck on the entry frame first and
then fitted on the working sleeve, and the position and height should be determined before fixing the frame; Type 111
Spinal Endoscopes 6.3x 125,6.3 x 181,6.9 x181 and 10.0x125 can be directly inserted into the working tube, and the
normal saline is connected to the flushing valve on the scope to adjust the appropriate water flow.

DCZJ- I113.0x105 Fl DCZJ- %Y 2.7x150,2.7x180ME A £ 5 5 R A AL G R B TAEEE £, #ior i 8 e
JE I E B AR IIRUME A% 6.3x125, 6.3x181, 6.9x181F110.0x125 W ELEAM BN TAEEE N, HAMHBEKEH
B R R, R EE KR E .

c.  Connect the endoscope to the camera lens port and the optical fiber, and fasten it firmly.
AP SR ECRE DAL &R, RE, 15,

d.  Turn on the camera, cold light source, and monitor switch (If you need to adjust the white balance, point the white paper
or gauze without reflective, press the white balance button for 5 seconds), rotate the focus ring on the camera, adjust the
focus length until the image is clear, and rotate the camera to adjust the direction of the image.

TG AotiE . IR IT R 75 4 B, AT ETE O EVAREN D A, 4% P4 5 BPeh) |, et
B B RGIRAESR, R AR A PRI I, R AR Bl Sk TR IR T )

e. Inuse, if there is blood or other tissue in the lens, water can be flushed into the working tube or the Spinal Endoscope can

be removed and wiped to ensure a clear image. When taking out, it should be slowly pulled out, do not exert too much

force.
A, ngeskA me A, Al TAERE WK e s HE R B B et DLORIE BT, T B B2
sk, YIS

11. Spinal Endoscope cleaning, sterilization and maintenance BEREE%. KESERE

(1) The Spinal Endoscope is provided in a non-sterile state, and must be cleaned and sterilized before use.The cleaning
process does not require disassembly.

HENI R 9 AR K EIRA SR AL, AL 1 55 b BEAT IS BE MUK B AR IS e B 7 Il

(2) Processing restrictions and constraints: the damaged disc scope can not continue to use; Spinal Endoscopes that have
reached the limit of times of use should not be used any longer.

AL FRPR AR LI 38 P (R () A 85 A AT AR SRS HT 5 32 38048 FH 2 0 R o) P A4 1) 45885 D) AN T 4k 84 1

(3) Initial treatment: the pollutants on the surface of the Spinal Endoscope should be initially removed under running tap
water within 30 minutes after use, and the water stains on the surface of the Spinal Endoscope should be wiped clean; If
the disc scope cannot be handled immediately, it should be kept damp during transport, covered with a wet towel or placed
in a tray with running water.

WIGHALEE: A% 5 REAE3070 Bk A AEIR B0 ) 1 SR K T A0 25 B 1) 485 858 2 T 0075 G, 8K 15 M ) 8845 3 1T /K53

s WSRAMEIR AL B AN RESLRIALHE,  FEIZ R R b B OR RN, IR D SR SR T E AR B RK TR

(4) Transport and container: should be equipped with Spinal Endoscope tray transported to the special work area for
processing; Contaminated and uncontaminated Spinal Endoscope should be transported separately to avoid human and
environmental contamination.

B S AR N R HE ) BB A FE RIS R B L F 0 AR DI AL ] i G PO AR ) 285 B M A 15 G B0 M T 3 5 2 70 T

S P W NIARIIES N AT AN
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(5) Cleaning agent and cleaning tools: It is recommended to use a multi-enzyme cleaning agent with a concentration of 0.5%,
special soft brush, soft cloth, and dust-free cloth. Multi-enzyme cleaners are used in accordance with the manufacturer's
instructions for use.

THPEFANEBE TR B IR EEN0.5% 2 BREBEA), L HAER]. BAi. JoBAm . 2 BRI #4 I ) i g B 1) A

TR .

(6) Cleaning /i

a.  Clean the Spinal Endoscope with purified water for at least 3 minutes to remove residual substances such as blood and
tissue. Use a soft cloth to remove any remaining dirt from the Spinal Endoscope scope. (processing temperature: 15 ~
30°C).

FASlAb KSR B B A T8 Ve, BAE Y 3min, BRI, HLVSREYIR. (S0 AN R i Bt Rk TS

Yo (GLEHIRSE: 15~30°C) .

b.  Check the end of the Spinal Endoscope for damage, and make sure that the lens at the end is intact and firmly in the proper
position, and check whether it has exceeded the number of uses.

o M 18] 5 B i Sk A2 B AFAERUIR, FF WA SR A Bk SE B IR 2R [ AL T@ A B, A e 7 1 A 8

c.  Prepare 0.5% medical multi-enzyme low-foam detergent diluted with purified water in a suitable container, so that the
whole Spinal Endoscope can be completely soaked for 20min (processing temperature: 25~30°C).

I A T AR AT KRR J5 1) 0.5% 128 F 22 BRIV e ), S mT DASE iR A E () 548, ¥R7E 20min(4b 2R

JE: 25~30°C) »

d.  After soaking, wash the whole Spinal Endoscope with a soft brush and the lumen with a special soft brush for at least
2min to remove all visible contaminants (processing temperature: 25~30°C).

R JE PRI RGBS HE R B 82, A T2 FTBORIR e, /DRI 2min,  Z2BRPTA T WIS 5 (IEBREE -

25~30°C) o

e.  All parts of the Spinal Endoscope should be thoroughly cleaned with purified water (at least 30s), and the lumen should be
thoroughly washed with a high-pressure water gun (at least 20s) (processing temperature: 15 ~ 30°C).

FHAEA R WIS e ME ) LB M AL(ZE 2> 30s), IR 24 il e AAB DR B (20 20s) (MBS = 15~30°C) -

f.  Wipe the end with a dust-free cloth until the dirt is completely removed.

il e AR AT Sk BB V5 Ya 7E 4 2 bR .

g.  Rinse the entire Spinal Endoscope with purified water for at least 60 seconds until visible dirt and cleaning agent are
completely removed (processing temperature: 15 ~ 30°C)

FHAEA KRG B AE () A5 8 25/ 60 R0, B 28 T WY 3 R e ) 78 4 5 BR (A BRIRLE . 15~30°C)

h.  First drain all water, and then completely dry the Spinal Endoscope end and all surfaces with a soft and absorbent cloth.
Use a pressure air gun to blow out any remaining water traces on the Spinal Endoscope surface and inside the channel
cavity (do not use compressed air on the Spinal Endoscope end).

HSEHEE I K, SR 5 R BRI A 4 ) A e A T 25 s S R BT 3R S8 448, WISE I U e ME TR A

TR S TE A A (4 B B 728 (U0 270 A A 1) i 5 i S 156 LS 406 25 0) o

i.  Place in a drying oven at 80 ° C (set temperature) for at least 30min and ensure that the Spinal Endoscope is dry before
moving to the next step.

N 80°C(IALE i ) TR A W HEAT AL BE, B [A] 270 30min , 7ERSZ R — DI ATHi ORHE A6 2T

j. Check the entire Spinal Endoscope for dirt under a magnifying glass. If dirt is still present, repeat the entire cleaning
process.

FEROREE TR A AN HE R S B AEE S Y0 . RIS IR0 ARAEAE, B S BANE R .

(7) Inspection and maintenance: After cleaning, the Spinal Endoscope must be checked, and the inspection should be

thorough A A1 5 4ES: 5 J5 o 00 HE IF) B B b AT AR 2, A AR
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Check the product: to ensure that it is free from rust, indentation, scratch, bending, deformation and broken lens.

Check the image quality: the text about 30mm from the end of the objective lens should be clearly seen through the optical tube.

KA ™. ERE M. TR, TUIR. TEH. LR, TR,

R R R I A L B Z RE T T B BE BB 20 30mm 3L .

(8) Sterilization K #

a. The sterilization of the Spinal Endoscope should be put into a special disinfection box, and then the sterilization box
should be double-wrapped with a standard non-woven fabric or a moisture-proof surgical sterile bag. Or follow the rules
of your local medical institution.

b. Can use steam sterilizer (Shandong Xinhua Medical Equipment Co., LTD.; Model MOST-T; Volume 80L). The
sterilization parameters were temperature 134°C, pressure 201.7kPa-229.3kPa, sterilization time 4min, and drying time 30
minutes. It is the responsibility of the user to ensure that the sterilization procedure has achieved the specified sterilization
effect.

Note: The sterilizer in the manual is recommended. If the user changes the sterilizer, the sterilizer should be verified by

himself.
1 MEIR) R8T K MO & I T &, AR5 P8 A AR v A e A sl ) - AR i i e AT XUZ B . s e =
HBERST LA (I AH R E -
2 AR ARVOK B & (L ARORT R BT R B A PR A 7] S MOST-T; A M80L). KW S BN L 134°C, [E7)
201.7kPa-229.3kPa, K@ [A] 4min, 4RI FI30min. AEH 5 H SRR IR I8 KRR CIA BIHE K E R .
VB R E SR, WEHE E KRS, & B X K ST I8
(9) Storage: sterilized products should be classified, stored in the sterile goods storage area in separate racks . The ambient
temperature should be < 24°C, relative humidity should be less than 70%, medical non-woven packaging products are
valid for no more than 180 days. Or follow the rules of your local medical institution.
WA KW fh N K 70 B AE T i A TRX, FEIABE N <24°C, MR ERNART70%, BRIt
P A ROWAEIL 180K . s BN 24 s BT WU IR G E

12. Maintenance, storage and transportation 4P, T{FFiEiR

1) The Spinal Endoscope is a precise optical instrument, and must be used with care to avoid collision between other
instruments and the mirror tube, especially the mirror tube is very sensitive to bending pressure, and too much force may

cause damage to the optical components and make it impossible to use.

2)  The surface of the Spinal Endoscope can not be wiped with hard objects, and high care should be taken when cleaning the

Spinal Endoscope to avoid bending the mirror tube under pressure, and to prevent impact and fall, resulting in losses.

3) The Spinal Endoscope should be stored in the atmospheric pressure range of 70kPa ~ 106kPa, the temperature of -20°C~
45°C, the relative humidity is not more than 80%, no corrosive gas and good ventilation room; Transport conditions are

atmospheric pressure range 70kPa ~ 106kPa, temperature -20°C~ 45°C, relative humidity is not more than 80%.

4)  In order to avoid damage to the endoscope in transit, we recommend using the original packaging during delivery and

repair.

5)  The disposal of equipment and packaging materials and accessories shall comply with the relevant national environmental

protection regulations.
1. MEIR) BB NS 25 B G5 30 0, (S FH IS 0 250/ Cy, 38 B HL At 25 BROGT B Pl , 0 FL R 0 B ) 25 ot ) s 0 AR
&, 273 R RE 2 RO O I BUA T AR .
2. MEIR] B2 (1) 2R 1 AN Be A BT (AR B, AR VB Ve (AL B AR N B B /N, BB S2 E 0fB ith, 1 d
iy Bk, Gk,
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3. A IR B 6% B AT A KSR VG Bl 70kPa~ 106kPa, & -20°C~ 45°C, HIXHEE AT 80%, Jo/E Mt 4 f1
R IFE N B8N KSR 70kPa~106kPa, 5 -20°C~ 45°C, AHXHEE AT 80% .

4.9 7 BEG N BB AR IS S T A, FAT R BAERE BRI ARSI B

5. BRI LB R B I R SR A EE, 218 ] SR S ER AR E o

13. High-frequency service parameter T3R{EHSE]

1)  Operation mode: Cutting, clotting, cutting/clotting mix.
2)  Output frequency: 1.7MHz ~ 4.0MHz.
3)  Maximum output power: < 120W.
4)  Maximum output voltage: cutting, cutting/coagulation mode < 600V, coagulation mode < 300V.
5)  Warning: Avoid using explosive gases in areas where high-frequency endoscope attachments are used.
6)  Safety type: I BF type.
7)  Anti-fluid level: IPX7.
LARAERE: IR, BEAL. DIH) /iR &
S 1.7MHz ~ 4.0MHz.
SRR TR < 120W.
Sl R DIE) UIR/ B (< 600V, BEMLAR (< 300V,
VB AELE TR B MR R D, e G A YR A
6. 4. 12K BF Y,
7. Bl S TPX T

FNEEV N ]

()]

14. Date of Manufacture, & Expiration Date 4= Hi 5% {81 FHHARR

Date of Manufacture: See product label

Lifetime: 5 years

Number of repetitions: 100 times

Note: The service life and the number of repeated use of the first to achieve the first.
AP H e WP i RAE

IR T4

R R E: 1002¢

T AR 5 S AR R IE B N

15. Complications/Side Effects F&ZfE/FHER

a.  Nerve root injury RIS
b. Infection /B¢

16. Graphic symbol interpretation: B¢ SHEEE:

% y AUTOCLAVE
BF type application part L!-J Handle with care & Caution Sterilization parameter

; ]
T Be afraid of rain Model number Date of manufacture LOT Batch Code

1

Temperature limit Humidity limitation Use by date The atmospheric pressure limit
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d Manufacturer I:E Consult instructions for use @ Serial number

EC REP

Company Name :Lotus NL B.V.

Company Address:Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands.

Tel: +31644168999 E-mail: peter@lotusnl.com
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