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Svid : 03030041

Yaasgyvawanuuinnssulne : YrgesaLduienvenlunaenems
(Esophageal variceal ligator)
YONWNITAIVBINAUUINNTTU NG : Fndansdafuuun animes
(6 STARS Multi-band Ligator)
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MUBUARRIUN : U3em WA 91 Ineldsunuasvyuann audanuidube

FIUTINYIANEAS (BIANITUNITU) BaLkASUAITANENEA
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mitsey UM viedutyduiansalne : U3em WA 9iin
Fasaniivunsidou - dunaw 2568 - dwneu 2576 (8 V)
AMENUALIANTTY :
Hogunsal Yne1Tnduianvenluaena1ns (Esophageal variceal ligator : EVL)
Hom19n136n 6 STARS Multi-band Ligator
dausenay 1. nszvanusTeensenldau 6 idu (6-band loaded barrel) 1 4n

2. gunsaldiuaiuau (Controller) 1 gunsal
3. aeuden (Loading catheter) 1 gunsal

IngUsgasAnislday

Tnguszasrmaldlunisshvinasdasduoinisidensenlunsiuomsdiuduainaisidudon

Y0AlUNAABINTAIBIDNITT AR onlUINeIA28819 (Ligation) Taeldausiudundesdoaniauiueinis
(Endoscope) Tnsunnduieyaansmanisunndivintu
fardld
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TunaenemsiudUaelsaduuds mnmnudulussuunaendenvesdugeiiaund vlidwdeanssusiamils
maduesdudullmes dindududonvenluvasnaims
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1. gaesdaidudonvenlunaonewnsilddmivimssnuninnadudeavenluuinamaiu
amsdauduity liasldlunmsshvidudonvenluudinasy 4 Wy nssmzenms

2. qpesiadudenvoslunaonosiiddmsuinmnnedescenluraenomnsnnidudenten

3. NowN13UsENaUYAgUNIallnAuNABId0ImMIAALDINIST AITYININITARINABINILAUBINT
ilensividadunousuvinsinanis

4. maedeuindesdeantafuonmauionszuenussgerssuuinadldiinissnuud i
o1vhlensiifavanoonainidudenyen

5. nslfynensiaduidenvenlunasnemsviinissnuiduidenveaiiivunnidneiadwai
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6. nenaindudenvenlunaenensignoonuuuiiieliviinisinuifissafudevindu s
gogUnsniiyhmsnannide way/mie 146 dwalissdvsnmesmgunsaianas iiaeudeslunisvienu
Aamannvesyngunniuaraudssinmsfinige

7. ldmsldeugunsallunsdifiussyfusiogluanmiiliauysal gniasen vietisesdnun
8. liesldnugagunsallunsdifinuirdudiula q vesyrgunsniiinuiinund sesunn ideme
flenadanaisUszsansnmnisldnu msdndesunudmieuazdsyngunsainduindauieny ievhnsnseaey
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1. yaenssaduidenvenlunasneimsdens (Latex rubber) iWudiudseneu uldiuguae
fiflenmsuiong

2. msfnwimeyngeiaidutonvenlunasnemssuiunddemIuiue M Ta LU
dwalfiinennisunsndeuseoldi A1I¥NA0ARIMINE] (Esophageal perforation) N1staenaaniuniiu
9715 (Esophageal hemorrhage) 810158180 (Aspiration) 8111544 (Fever) AMzinide (nfection) NTazuWen
(Allergic reaction to medication) mwmmﬁuq\‘i (Hypotension) m’azﬂmﬂﬁmeﬂaLLazmwﬁqﬂmUT%
(Respiratory depression/arrest) kazn1iziilaiuiindsig (Cardiac arrhythmia or arrest)

3. mssnwdieisnissaesenndemaliiAnnnzunsndeudoldd ennistanegisguuss
(Severe pain) N11¥1aAB1UISAU (Esophageal stricture formation) AMENaN8INITeAA U (Esophageal
obstruction) wnaileslumaiue1ms (Esophageal ulceration) lsanaautlaanaz (Urinary symptoms) 81015
U1 (Swelling and edema) Uage13an (Bands slipping off) n13$nwsegnessaduionvonlunaenaInis
anuvilsiunadeslumaiuenms (Esophageal ulceration)

nadullNUsEaIAINN1S T

Post-banding ulcer and Temporary chest pain
21913 9AUAY
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AMANYAILLANTEY
1. AuaudAmamaila (Technical Specification)
- swaduinugudnanesUaendesdemaiuesiianansoldnugnild 95 - 13 fedums
- AnugMIWendmTumMIAIUANUAREENS 1,250 fadluns
- PUIUVDITAVUNTLUBNUTIIYN 6 L
- sundesgunsaliaiuvendesdommaiuemnsildnusmiugunsalld > 2.8 fiadiuns
- ANNENIvasANEUTBEN 1,500 Tadiuns

2. dwwisznau (Composition Specification)

dauusznau/Component 1aAn3INgAY/Materials ‘ AnaNUALANIE/Specification JuU GE-001
nszuanussgenanianldeiu 6 1du (6-band loaded barrel)
81957 (Band) Polyisoprene rubber (IR) Black and yellow color
Biocompatibility
3EUBNUIIPENEILT Polycarbonate (PC) Transparent/clear
(Barrel) Biocompatibility




dauusznau/Component

YaavInIngAu/Materials

AMENURALRNY/Specification JU GE-001

N3¥UBNUIIRENEIUEANEY
(Coupling)

Thermoplastic elastomers
(TPE)

Translucent
Hardness 45-65A
Tensile strength 70-90 kg/cm”

\Won (Trigger cord)

Polyester wire

Diameter 0.3 mm
High Tensile Strength

High heat resistance, chemicals

anin (Bead)

Polycarbonate (PC)

Transparent/Clear

gunsaldaumduau (Controller)

FudrugunsaldunIuay

Acrylonitrile Butadiene
Styrene (ABS)

Rockwell Hardness (R-Scale) 100-120
Tensile Strength at Yield 500 kg/cm?’

ieugen Stainless steel 304 Stainless steel

%uﬁ’mﬂw@umimgu Polyester-based Hardness 75-90 A
thermoplastic polyurethane | Tensile strength 30-40 MPa
(TPU)

uulavieuden Silicone sheet Hardness 45-80A

deiniian (Loading catheter)

#@181LTen

PVC coated aluminum sling

Diameter of sling 2 mm

Diameter of aluminum cord 1-1.5 mm

AYYBLNY YDA

Polypropylene (PP)

Rockwell Hardness (R-Scale) 80-110
Tensile Strength at Yield 25-35 MPa

[

3. AUANYMETINANTVAABY (testing)

donsuseiliunasnngau S1YNNATIU NINTFIUS19D

MsUsziiuLaznaaauUsEaNS A TNLAZAMNUADANYATUNIEATN
NSNAFBUAUNIEANLANALN - ASVIAABUANNEAUDIENY ISO 37:2017

- AISVAEBUAYTINMINUIUDINTTUBNUTIPEN -

- mMnegeuALkdwswegnie -

- mMsvedeUAMLdLswaIngvaUavaeuden | -
NSVAABUDIENTIAAY - MINAADULTIAIVDIEN MEINITUNLTIE SO 188:2011

ANNTOU ISO 37:2017

mMsusziunaznadauauUanfgfIudanIn

ANSUsTIUAINNUaDANENIY

Fanm (Biological evaluation)

ISO 10993-1:2018

ASNAABDUAIULINULAIN9TIA N

- msnegeuanuluivrowad

- ASVAFDUNISNEBINISLNABRINT

(Sensitization)

- ATVARBUNITNDAIILITTANYLABY (Irritation)

(Cytotoxicity) ISO 10993-5:2009

ISO 10993-10:2021

ISO 10993-23:2021

ASNAFDUANUALDINANTUTINN

- NMINAARUTIUIUAUNIEULLATOINBLNNEY

(Bioburden)

ISO 11737-1:2018




wdansUszidiunaznagau

31UN1INAEIU

NINTFIUS19DY

nsuszliviasnagaulszansntnuazauUanfeiuus iU

NSNAROUNABIUTTUTON - MINA@BUN1TINGBU (Stacking test)

- MINAADULLIIINATTIAN (Drop test)

ISO 2234:1985
ISO 2248:1985

4. 1193§7u (Standard)

ISO 13485:2016 Medical devices - Quality management systems
ISO 10993-1:2018 Biological evaluation of medical devices
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