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Hemorrhoid Ligator
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Infection Prevention Solution and Pain Reduction
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) Agenda
« What is Hemorrhoid?
e SCG Hemorrhoid Ligator
e IFU: Intended used /Indication of use/Who eligible to use
« Standard & Regulations
« Clinical Applications

« Package/Price
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) What is Hemorrhoid ?

* Types of Hemorrhoids

Internal Hemorrhoids: Found inside the rectum. Typically not visible or felt.

External Hemorrhoids: Found under the skin around the anus.

Visible and palpable as lumps or bumps.

Feature Internal Hemorrhoids
* Treatment OptIOI‘IS Location Inside the rectum
Symptoms Painless bleeding, possible prolapse

Treatment Options Creams, stool softeners, ligation, surgery

Common Devices Rubber band ligators, sclerotherapy kits

* Hemorrhoid Grading System ‘
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External Hemorrhoids
Under the skin around the anus
Pain, swelling, bleeding, itching

Topical treatments, sitz baths, laser, surgery

Laser therapy devices, thrombectomy tools



D) Competitive landscape
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Technic Rubber band only
\\"?4‘,,. !" @:-h rO’ ! s/
.\,\_)/", - q_ = 1] > -
\. = v -‘
CRH O'Regan McGiveny Saeed “Short Hemorrhoid Liaato
System Ligator Shot™: Ultroid
Assistance required No Often Often Sometimes No
Length of procedure Approximately 1 minute Approximately 5 - 15 minutes Approximately 5 - 10 minutes Approximately 10 - 20 minutes 1-3 min
Patient comfort No Anoscope required. greater Anoscope and technique increase Technique and multiple site Length of procedure and Probe
patient comfort patient discomfort banding increases patient used for procedure increase May need anoscope
discomfort patient discomfort.
Ease of Use by Physician Easy to leamn one handed 2 handed techniques required, 2 handed technique required 2 handed technique required,
technique instrumentation is more difficult length of procedure make Easy to learn
to utilize instrumentation is more difficult
to utilize
Cleaning Disposable Sterilization and maintenance Disposable, significantly more Disposable probe, hand piece not Disposable
required. waste with suction tubing disposable and cannot be
canisters sterilized
Additional Equipment/Capital None Up front instrument purchase Wall suction Power generator No edlefifemnel csufismant
Investment required auip
Cleaning and sterilizing expense
Training On-site physician training None None Non-physician onsite and video CLniisLlilie
Other Support Marketing and operation None None Marketing and operational N/A
Cost $65 -75 Initial cost and cleaning and $60 -65 (includes tubing and $80 About $10-15
maintenance canisters)
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) SCG Hemorrhoid Ligator - General

aNgul Guideline Mark
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P Instruction for use
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P Standard & Regulations

* Pre-clinical study-Biocompatibility ISO 10993

Cytotoxicity

FINAL REPORT Study No:
Test for in vitve cytotoxiciry of Hemorrheid Ligater by elution 1137/001
method as per 15O 10993.5:2009

RESULTS

The assay was conmadered valid a5 the confluency of the cells before treatment was
approxunately $0%.

Qualitative evaliation

Under nucroscopic evaluation, the cultures treated with the pegative control and vebucle
control dad not show any cytotoxic respomse (grade 0), whereas pearly 50% growth
mlubition (grade 3) was observed m cultures treated with 0.07 mp/ml. concentration of
poutive control. Therefore, the assay was consdered valid.

The culnares treated with the test item extract a¢ dafferent concentrations (30% to 100%)
appeared normal without any change i thest (grade 0), whes comp b
the vebucle control.

The mean absorbance of cells 1 vehacle control was 0.410. the left and the nght mean of
the vehacle controls did mot differ by more than 15% from the maean of all vebucle controls.
The segative costrol (vaability: 96.10%) and postive cootrol (viability: 51.46%)
performed as expected.

Cells treated with test item extract ot different concentrations 30% to 100% exhibeted
viability greater than 70% (ranging between $6 55% 10 95.85%)

CONCLUSION

Based upoe the results obtaned in this study performed in hoe with ISO 10993.5:2009,
the given test stem. Hemorrhosd Ligator supphed by Texplore Co., Ltd. 15 considered as
nos-cytotonsc 1o BALB/¢ 3T3 cells.
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Sensitization

FINAL REPORT Study No:
Ligator in guinea pigs (Guinea 137,002

Skin sensitization test of Hemorrhoid
Pig Maximization Test) as per ISO 10993.10:2021

RESULTS
Mortality and morbidity
No mertality or morbadity occurred in any of the acimals used in thas sudy.
Body weight

A gradual mncrease i the body weight was cberved m all the animals ot the end of the

experiment Body weight of animals recorded prior to dosing and end of the expenment
are given 1o Table 1.

Clinical observations
No signs of il bealth occusred in any of the amimals used i this study.

Grading of tkin reactions

Grading of skin reactions performed at 24 b and 48 b af g the patch
are given i Table 2. ‘lommmebw\vdummmm
the vehicle controls. No evidence of sensstization was seen in any of the test stem treated
ansmals

CONCLUSION

Bated uvpon the results obtained in this study performed in Lne with
ISO 10993-10:2021, 1t 15 concluded that the piven test item. Hemomrboid Ligator,
supplied by Texplore Co., Ltd., is considered as non-sensitizer 1o guenea pigs under the
conditions of the present study
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Intracutaneous reactivity

FINAL REPORT Study No:

Intracetancous reactiviey Hemorrhold Ligator in New Zealaad 1137/003
I\Hnrollﬁuuwml””-.l 2021

EVALUATION CRITERIA

After 72 b grading, all erythems and cedema grades at 24 k. 48 b and 72 b were totalled
for each test stem extract and control for each mdvvidaal ammal. For calculating the score
of a test stem and control oo each individual anamal, the derived value was divided by
15 (3 scormg penods x 5 test or control sample myjecticn sites). To detenmine the overall
mean score for each test item and each comesponding control. the scores for the 3 anumals
‘were added and divided by three. The final test sem scove was obtained by subtacting the
wore of the coatrol from the test item score.

| Niean Kancten Scare | dean Kencoes Score |
b bred See st b extract | fax vobicle contred st axtrac -
e A =
3 5

1 the diffe & arades for 4

the control i3 preates than 1.0, then the test sem was considered to cause itracutaneons
reactivaty.

RESULTS
Mortality and morbidity
No morbidity or meortality occurved in azy of the asimals throughont the experiment
Body weight

As iocrease i body weight was observed in all the anzmals ot the ead of the expenmesnt
Indivadual body weight of the ansmals is given i Table 1

Clinical observation
No sgns of ill bealth or overt loxacaty occurred i any of the test amimals

Scoring of tkin reaction

Isjected sntes appeared sormal smmedsately afler the injections. Grading of wkis reactions
for indivydual ammals ase gives w Table 2 and Table 3. The dufference of the mean slan
reacticn scores for the test item extracts and the vebucle control was zero (Table 4).

CONCLUSION
Based upoa the results obtaised 2od in oe with IS0 10993-23:2021, the given test item,

Hemonhosd Ligator, supplied by Texplore Co . Lad. is considered as non-reactive i New
Zealand White rabbits usder the condinions of te present study.

Y3330 3

33599

Irritation

FINAL REPORT Study No:
Rectal Iivitasion Test of Hemorrbodd Ligator in New Zealaod White 1117004
Tabbiss 21 per 150 10993.24:2021

RESULTS
Mortality and morbidiry
No morbidity of meortality wese observed i any of the expersmental animaly
Body wright

As sncrease 10 the body weight was observed @ all the antmals af the end of expersment
(Table 1)

Clinkeal observarion
No sagns of 2l bealth or overt toxicaty, 80 wpes of umtation arcvad the rectal opesssg
were cbrerved.

Grott pathology examination

No groes lesons o¢ dence of lated e eXUBCN W
observed in the rectal tisvse of the amumals (Table 2)

Histoparhology examinacion

Based cu e hstopathology grading (Table 3 & 4), e imtation wndex odeained wan
wathin the scceptable Lt

CONCLUSION

Based upon e rewln cbeioed = @i sudy sed perfemed = ke wadh
ISO 10993232021, the groen test item. Hemoerhoid Ligatoe, swopplied by Texplore
Co Ltd. is comsdered 31 nos-uritant 10 rectal mecows mesteace i@ New Zealand Wiate
rabbars under the condinoan of the present study.




) Standard & Regulations

GMP

°* TH FDA Approval ISO 13485 - Medical devices: Quality management systems
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Certificate of Registration

This certficate has Deen swicded to

M.E. MEDITEK CO., LTD.

665 On-Nuch Road, Suan Luang District, Bangkok, 10250, Thailand
T4/9 Moo 22, Suwinthawong Road, Bang Nam Priao District,
Chachoengsso, 24000, Thatland

1SO 13485:2016

The scope of actites covered by this cenficate is Sefined Delow

Please refer to the Appendix
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) Clinical Study

* More than 200 cases are applied without any complication.

* Characteristic Feature & benefit
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P QR Code
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Google form

Anoscope
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