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Disposable Biopsy Forceps
User Manual
Important Information to Customers

Security ID and Definitions

The safety information included in this instruction help users identify potential hazards and avoid them.
Two IDs are used herein to highlight potential hazards: warnings and notes.

Safety information about the use of the device is provided herein. Please read through and understand
all instructions before use. In case of failing to follow the warning and note information related to the
device in a correct way, there may be a personal injury, device function failure and warranty failure.

| Indicates a potentially hazardous situation that may cause serious device damage or personal casualty if
| not avoided.

‘ndicatcs tips on operation or recommendation on maintenance; mistakes may be caused if they are not
followed.

Symbol Description
The following is a list of the symbols used on the device and meanings:
Symbol Definition of Symbols
Sterilized using Ethylene Oxide
Catalogue Number
Batch code
& Date of Manufacture
“ Manufacturer
® Do not re-use
! Fragile, handle with care
I-I This way up
i Keep dry
-
‘/é.L\ Keep away from sunlight




Stacking limit

Do not use if the packing is damaged

Use-by date

Caution

Temperature Limit

Humidity Limitation

Do not re-sterilize

Single sterile barrier system

BO@@]>~pp @ =

Consult instructions for use
M D Medical Device
ubpl Unique device Identifier
Euro, union approval
c € 0197 il i
Rx ONLY Caution: Federal law prohibits dispensing without prescription
| EC IREPI Authorized representative in the European Community
@ Manufacturer's serial number to identify a specific medical device
- Be familiar with and understand the meaning of these symbols before operating the device.

Product Introduction

Biopsy Forceps are composed of forceps head, stay cable, slip ring, outer sheath and handle. The
structural styles and basic dimensions of the biopsy forceps are shown in Figures A-D and Table 1.

See Figures C&D for the jaws 4 al
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1. Forceps head; 2. Stay cable; 3. Outer sheath; 4. Slipring; 5. Handle

Figure A Diagram of Product Structure of Disposable Biopsy Forceps (Roller Type)
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\See Figures C&D for the jaws
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1. Forceps head; 2. Stay cable; 3. Outer sheath; 4. Slip ring; 5. Handle
Figure B Diagram of Product Structure of Disposable Biopsy Forceps (Finger Lock Type)
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Figure C Diagram of Structure of Jaws (without Needle)
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Figure D Diagram of Structure of Jaws (with Needle)

Product model
Table 1. Basic Dimensions of Disposable Biopsy ForcepsUnit: mm



Closing diameter of - Scope of
E 1V L e
jaws (D) fiective length (L) Application
Allo Total (minimum
Model Features Di | oA = leng diameter of
ensi owa s . :
g Dimensions = th (1) endoscopic
ina = forceps
¢ channel)
Ordinary jaws, 700, 1050, 1100,
i 1.8 1200, 1600, 1800, 92
TCYH-TIA-O-D-L g . S
YH1-TIA-O-D-L needle, sheath s
Ll i not covered 313 1200, 1600, 1800, 2.8
with plastic e 2000, 2300, 2600 :
Ordinary jaws, 700, 1050, 1100,
i 1.8 1200, 1600, 1800, 92
TCYH-T1A-P-D-L st * Shes
VHI-T1A-P-D-L needle, sheath ,
Ltk bl i covered with i 1200, 1600, 1800, 2.8
plastic i 2000, 2300, 2600 ‘
Ordinary jaws, 700, 1050, 1100,
i 1.8 1200, 1600, 1800, 02
TCYH-TIB-O-D-L P il
CYHI-TI1B-O-D-L SOpath oot :
FEARLTIOLE covered with - 1200, 1600, 1800, i
plastic e 2000, 2300, 2600 '
e 700, 1050, 1100,
Ordinary jaws, ol.8 1200, 1600, 1800, 02
TCYH-T1B-P-D-L w::;, needle;cl 2300, 2600
O 5| 0~—0. [ 12001600, 1800, - fhective e
p e 2 2000,2300,2600 | .| length :
Alligator jaws, 700, 1050, 1100, L+(155¢
i 1.8 1200, 1600, 1800, 3) 2
TCYH-T2A-O-D-L o ¢ ¢
TCYH1-T2A-0-D-L needle, sheath 2300, 2600
not covered il 1200, 1600, 1800, s
with plastic hif 2000, 2300, 2600 e
Alligator jaws, 700, 1050, 1100,
i 1. 1200, 1600, 1800, 2
TCYH-T2A-P-D-L g e #
TCYHI1-T2A-P-D-L needle, sheath 2300, 2600
i covered with 2.3 1200, 1600, 1800, 2.8
plastic 2. 2000, 2300, 2600 =
Alligator jaws, 700, 1050, 1100,
SRR O, with needle, 0l.8 1200, 1600, 1800, 02
TCYH1-T2B-O-D-L sheath not 2300, 2600
covered with 23 1200, 1600, 1800, 28
plastic " 2000, 2300, 2600 i
Al fovs 700, 1050, 1100,
TCYH-T2B-P-D-L witincedle, | % . i
TCYHI-T2B-P-D-L sheath covered .
with plastia Y 1200, 1600, 1800, Zs
' 2000, 2300, 2600 :
Scope of Application

It is applicable for clinically taking the biological tissue samples of the digestive tract and respiratory
tract under endoscope.

Usage

1. When the product is used, the sterilization operating specification shall be strictly followed.

2. According to the shape, location and hardness of the lesion, choose the biopsy forceps
with/without needle. For most tissue, choose the biopsy forceps without needle. However, when it
is difficult to grasp the tissue with the biopsy forceps without needle, with proneness to falling off,
it is necessary to consider biopsy forceps with needle, because the needle tip has a positioning
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function.

Under the observation of the endoscope, the biopsy forceps enter the sampling site through the
endoscope forceps channel. Push the handle slip ring (open the jaws), make it close to the tissue to
be sampled, pull the handle slip ring (close the jaws), then pull the outer tube and take out the
biopsy forceps. (Roller type slip ring)

Under the observation of the endoscope, the biopsy forceps enter the sampling site through the
endoscope forceps channel. Since the finger lock jaws are normally closed, during use, first push
the handle slip ring (open the jaws), make it close to the tissue to be sampled, and loosen the slip
ring to make the slip ring reset automatically (or apply a little pressure to push the slip ring). At
this time, the jaws will automatically reset and close. And then pull the outer tube back and take
out the biopsy forceps. (Finger lock type slip ring)

Contraindication

Contraindicated in people who cannot tolerate endoscopy such as patients with severe
cardiopulmonary disease.

Warnings and Notes

When the product is used, the sterilization operating specification shall be strictly followed.

The outer sheath diameter of the biopsy forceps is @1.8mm, @2.3mm, and the minimum diameter
of the endoscopic forceps channel that can pass through is ©2.0mm and ©2.8mm respectively. It
is recommended for endoscopes with the forceps channel of @3.2mm.

The biopsy forceps are disposable and can be used after opening the sterile package. Once the
package is found to be damaged, it must not be used.

The biopsy forceps are sterilized by ethylene oxide. Please check the indicator on the sterile
packing box of the product before use. "Red" indicates that the product has not been sterilized by
ethylene oxide and cannot be used; "blue" indicates that the product has been sterilized by
ethylene oxide for direct clinical use. The forceps are delivered in a sterile sealed package. The
validity period is two years from the date of sterilization. Products beyond the validity period are
strictly prohibited to use.

Only experienced physicians familiar with endoscopic techniques can perform endoscopic surgery.
Before surgery, physicians should consult relevant books and literature to understand the
techniques, complications, and risks of endoscopy.

This user manual is only a general introduction to the use of the biopsy forceps, and is not for

surgical guidance. The surgeon must refer to the relevant medical literature and related surgical
atlas during the operation.

The product is for use by physicians who have received professional knowledge and technical
training and (or) under the guidance of personnel with relevant experience.

After use of the product, the device shall be discarded in accordance with recognized hospital
guidelines

Storage and Transportation

1.

Storage: The products dre stored in a room with a relative humidity of not more than 90%, good
ventilation and no corrosive gas.

Transportation: The packaged products can be transported by ordinary tools, and shall be handled
with care to avoid direct sunlight, severe collision, rain and forceful extrusion.

Issue date November 17, 2020
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Changzhou Tongchuang Medical Instrument Technology Co., Ltd.
Building A1, Hutang Science and Technology Industrial Park, Hutang Town, Wujin
District, Changzhou, Jiangsu 213161, China
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