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Head Support for Neurosurgery
Model: HL.-A910A

User Manual
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Surgical Head Support
User Manual

1. Product Name: Surgical head support for neurosurgery.

2. Product models: HL-A910A, HL-A910B, HL.-A910C.

3. Products Construction and Components.

The surgical head support consists of U-Shape head clamp, Universal ball joint,

Multi-functional base, Horseshoe head holder, Operating table inserted-bar.

3.1 U-shape Head Clamp .(Picture 1)

d.

U-shape design. Uniform stress transmission.

b. Three-point fixed with scale display.

C.

Over-penetrated protection.

(picture 1)

3.2 Universal Ball Joint. (Picture 2)

a.

b.

3.3 Multi-functional Base. (Picture 3)
da.

b.

Sphere damper connection (Easy for fine turning during operation procedure).

Can achieve 360° lateral rotation, 120° fan shape rotation, 90° lateral position fixing.
Built-in latch lock.

Barrier-free locking handle, which can be firmly locked at any position.

Maximumly meet resupine, prone, lateral, seat and other required positions.

av  a | 4 a .o
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(picture 2) MEDICAL EQUIPMENT SALE AND SERVICE €O, LID.

e,

Removable inserted-bar,

Two movable inserted-bars can be connected to various kinds of neurosurgery operating



tables.
c. The bottom shaft length is 500mm. Inserted-bars adjustable width is 165-560mm.
d. Head support adjustable height range is 850mm.

€. Quick lock, adjustable strength. Pull down the handle to quick release the locking.

(picture 3)

3.4 Horseshoe Shape Head Holder. (Picture 4) 2.5

Adjustable head holder for heads of all sizes and shapes.

(picture 4)

4. Main Technical Indicators and Using Method.
4.1 Head Support Main Technical Indicators.

a. The head support surface should be smooth, flat with clear outline, no sharp edges, burrs
and cracks.

b. The tip of the pin should be sharp, without broken or deviation.

c. The surface of the head support should be of oxidized treatment with uniform color.

d. The pin rotating in the skull fixing frame should be flexible without block. The hardness
of the pin after heat treatment is HRC40--48.

e. Release the handle, adjustment arm should rotate around the shaft smoothly without

block. Vi wimedessniadiaund i

f. When fixing the skull, the locking force of the single pin can be adjsted accor I ythe

needs of the operation. The single pin is with four scales of 20Ibs, 40Ibs, 60Ibs, 801 ‘%h@l is
2 MEDICAL EQUPMENT SALE AND SERVCE €O, L1D.
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convenient for doctors to have quantitative reference indicators when operating.

g. Release the locking handle, the skull fixing frame can do 360° rotation, and the locking
parts should not loosen under the pressure of 150N after locking.

h. The head support has a shaft length of 500mm + Smm, inserted-bars adjustable width of
165-560mm, and maximum head support extension height of 850mm + 50mm.

1. It should be convenient, flexible and free of stuck when installing the skull fixing frame or
head rest.

J- The head support should have good corrosion resistance.

4.2 Head Support Using Method.

a. Adjust the center distance between the head support connecting bar and the left and right
brackets according to the distance of the operating bed installation sockets.

b. When it is necessary to change the left and right positions of the sliding bracket, first
unscrew the two ends of the bracket, exchange the positions of the two brackets, and then install
them as they are, tighten the plugs at both ends. And please attention, do not lose any part on the
bracket.

c. Insert the inserted-bars into the connecting holes at the operating bed and lock it. Then
tighten the screw to fasten the sliding bracket to the shaft.

d. Adjust the front, rear, left, right, hi-low positions of the skull fixing frame according to
the operation requirements, and use the locking handle to lock the adjustment arm.

e. Place the patient's head into the skull fixing frame. Move the adjustable skull frame to
adjust its width roughly. Tighten the single-pin knurled nut. Then fine-tune the three-point pins to
make the angle and force appropriate for fixing the patient's head.

f. Replacement of the pin: During adult or child operation procedure, if it is necessary to

replace the pin, only need appropriate force to pull out the pin on the head support, and insert the

) .. . . e — -
required pin into the installation hole. 135 uimsdanuazmuaTeawsmg $ula

g. When the head rest is used in the operation, the elastic head rest s

MEDICAL EQUIPMENT SALE AND SERVICE CO,, LID,
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by adjusting the distance between the two ends to suit the needs of different head sizes.

5. Note:

5.1 The product must be sterilized before use.

5.2 The product should be cleaned thoroughly. Avoid collision to the aluminum alloy parts to
ensure it can be used normaly in next operation and gurantee the product life span.

5.3 Because some parts of this product are oxidized. Do not mix and collide with other products
during the sterilization process to avoid affecting the quality of this product.

5.4 This product should be protected from moisture during storage and transportation.

5.5 Do not press on the packing box of this product, pay attention to the stacking limit.

6. Sterilization Method.
The head support should be sterilized by high-pressure steam sterilization equipment, and the
headrest should be disinfected by applying chemicals.

7. Storage.

The packed head support should be stored in condition with relative humidity less than 80%.

It should keep in clean room with good ventilation, without corrosive gas.

Supplier:
Xuhua Medical Imp. &Exp. Trading Co., Ltd
ADD: Room 209, A Building, NO.5, Lanyuan Road, Huayuan Industrial Park, Tianjin, China.

Tel: 0086 22 26150892
Fax: 0086 22 23770707

E-mail: aliceshangi@xuhuamedical.com
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3.2 vugunsalgadunylvandsuy (Skull Clamp) duwvunefuiiyadanyivan (Skull Pin) dodsiu
Auniladlyadn avarinu (Rocker Arm) USuasudianiale 360 o fin3osmneudninisden

=3 a v o Ay = v
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XUHUA # Add: Room 209, A Building, NO.5, Lanyuan Road, Huayuan Industrial Park, Tianjin, China.

Tel: 0086 22 26150892 Fax: 0086 22 23770707

DECLARATION

We, Xuhua Medical Imp.&Exp. Trading Co., Ltd, as the Product Owner, hereby declare that
the below mentioned devices have been classified according to the classification rules and
conform to the Essential Principles for Safety and Performance as laid out in the Medical Device
Regulations in Thailand according to the Medical Device Act B.E 2551 (2008) and the amended
Medical Device Act B.E. 2562 (2019), 2™ edition.

Name and Address of Product Owner:
Xuhua Medical Imp.&Exp. Trading Co., Ltd
Room 209, A building, No.5, Lanyuan Road, Huayuan Industrial park, Tianjin, China

Name and Address of Physical Manufacturer:
HI-LIFE TECHNOLOGY (HEBEI) CO., LTD
67.2 km of the South of NO.112 High way, Bazhou City, Hebei Province, China

Name and Address of Authorized Representative: 5 Z

MEDICAL EQUIPMENT SALE AND SERVICE CO., LTD

Add: 6/534-5 MOO1 TAMBOL BANGBUATHONG AMPHUR BANGBUATHONG NONTHABURI
11110 THAILAND

Quality Management System Certificate:

1SO13485:2016 5’5

Registration No:04722Q10000408

Date of issue: August 27, 2022 Date of expiry: August 26, 2025

1S09001:2015 b %
Registration No: 04722Q10408R1S
Date of issue: August 27,2022 Date or expiry: August 26,2025

a
|
i
I
|

f )
LMEDCAL EQY

Standards Applied:
Medical Device Directive 93/42/EEC,
1SO13485:2016, 1ISO9001:2015.
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A XUHUA . Add: Room 209, A Building, NO.5, Lanyuan Road, Huayuan Industrial Park, Tianjin, China.

Tel: 0086 22 26150892 Fax: 0086 22 23770707

Avtoted Sanetery: e %g/ - [tk i BhoasEeea)

¥..l 4 i £ adsan 1's o d
{uhva Medical lap. &Exp. Tracding Co., L4

Alice Shang, Sales Manager
_2022-12-7___
Name, Position Date

HEDAL KO

)J{\Jﬁ\w;



REGISTRATION NO. 04722Q10408R 1S

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

HI-LIFE TECHNOLOGY (HEBEI ) CO.,LTD
Registered Address: 67.2 km of the south of no.112 highway, bazhou, hebei province, china
Manufacturing Address: 67.2 km of the south of no.112 highway, bazhou, hebei province, china

Has been assessed and conformed to the following standard(s)
GB/T 19001-2016 idt ISO 9001:2015 La

The certificate is valid for the following scope:

‘The Design and development, production and service of Manual Hospital Bed, Hospital Bed,
Pediatric Hospital Bed, Infant Bed, Gynecological Examination Couch, Examination Couch,
Delivery Bed, Hospital Trolley, Operating Table, Surgical Positioning Pad, Surgical Lithotomy
stirrup Leg Holders, Lateral Position Fixing System, Surgical Head Support, LDR Obstetric Bed,
Electric Hospital Bed, Electric Operating Table.

Medical devices supporting products: The Design and development, production and service
of Bedside Table, Mattress, IV Stand, Accompanying Chair/ Infusion Chair, Orthopedic traction
frame.

Date of issue: August 27,2022

Date of expiry: August 26,2025

LR T G TP AT
General Manager: %}gﬁ/‘f/

B A 3&5&@
B RRE A

BHER
MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be continueusty valid until (he organization has beea approved in the annual surveillance andit. The certificate information are available on the
webalte of the certification and acereditation sdministration of the People’s Republic of China (http://www.cnca.gov.cn) or (he webnite of CMD (hitp:/fwww.emdc.com.ca) Address:
&* floor of Zhong Lian building, No.jia8%, An Ding Men Wai street, Doageheng district, Beijing, 100011, PR, China  Telephone: 010-62351993




REGISTRATION NO. 04722Q10000408

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

HI-LIFE TECHNOLOGY (HEBEI') CO.,.LTD
Registered Address: 67.2 km of the south of no.112 highway, bazhou, hebei province, china
Manufacturing Address: 67.2 km of the south of no.112 highway, bazhou, hebei province, china

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt 1SO 13485:2016 53

The certificate is valid for the following scope:
The Design and development, production and service of Manual Hospital Bed, Hospital
Bed, Pediatric Hospital Bed, Infant Bed, Gynecological Examination Couch, Examination Couch,

Delivery Bed, Hospital Trolley, Operating Table, Surgical Positioning Pad, Surgical Lithotomy
stirrup Leg Holders, Lateral Position Fixing System, Surgical Head Support, LDR Obstetric Bed,

Electric Hospital Bed, Electric Operating Table.
Medical devices supporting products: The Design and development, production and service

of Bedside Table, Mattress, IV Stand, Accompanying Chair/ Infusion Chair, Orthopedic traction
frame.

Date of issue: August 27,2022
Date of expiry: August 26,2025

General Manager: %W

Note: This certificate will net be contiaucusly valid until the organization has been approved in the sanusl surveillance sudit. The certificate information are available oa the
wehsite of the certification and sccreditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (httpe/www.cmdc.com.cn). Address:
& floorof Zhong Lizn building, No.jia8%, An Ding Men Wal street, Dongcheag district, Beijing, 100011, P.R. China Telephone: 010-62351993
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HI-LIFE
TECHNOLOGY(HEBENCO.,LTD(C
1 6447509000256 Operating Table HL-A310A HINA) 67.2 KM OF THE T g uusgn
SOUTH OF NO.112 HIGHWAY
BAZHOU HEBEI CHN
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