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ᾆẕϽи˔Ф

Å͍ Ͻи˔Ф
Å ᵕ► Ӻ ṐṀˢSUDʿ SingleusedDevice)
χ™ РЅКІ

Å͎ Ͻи˔Ф
Å ӽ ᶧϾϯЄІГЭχẤ ộρψ

Å͏ Ͻи˔Ф
Åῇ Ӻ χϱрТжЂ˔РІ

Å͐ Ͻи˔Ф
ÅД˔ЌϬ ΤΰθְỘ



1Ͻи˔Ф SUD™ РЅКІ

ÅSUD™ РЅКІρᴡΤˁ

ÅᴙρΰοςχϢΞτSUD™
РЅКІτḩϩϥχΤˁ

ÅSUD™ χᴙРЅКІЯДи
Ϭ―ΠϢΞ˂



ᵕ► ṐṀˢSUD)χ™
ˢSUD:singleuse device)

ДНϱІʾЅϴКзАϼ
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SUDχ™► Υ ρσμοΜϥ

ÅϩΥπψSUDχԚ ửτϢϥ™► Υʺῡ χ
™╣χSUD™► Ứ♁χ τϜΤΤϩϣγʺӢ ρ
ΰο Ϭ θσΜʻ

ÅΩựπψʺ2015 7Ὦʺ ᾭ ᶘ ԚτΣΜοSUDπΚ
ϥ Ὂ ớˢEP)ϸГ˔ГиΥ 300 χḆּיτԚ
ửχ ʺ™► ήϦθᴦ ΥΚϥⱧ

Å2014 5Ὦʺ ԚṐ ựṕ ị״ ˔ḆЈрЌכ
τΣΜοSUDπΚϥὬḚ ›ṀἇσςΥ 2,300 χḆ
►™τיּ ήϦθᴦ ΥΚϥⱧ σςΥ ήϦο
Μϥʻ

ÅάχϢΞτ ԚΥ ꜛτ ΰο“ΞSUDχԚ ử
ῇχ ᵕτϩθϥ™► ψʺӺ ṐṀ Ю˔ϸ˔
τϢϥӗ Ϟ χ ΥσΨʺḇ Ϟ ᴟχ
зІϼσςʺ Ψχᴿ Υ◙ ήϦοΜϥʻ
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χSUD™ χ
Ⱨ
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χSUDⱧ

Åםψ πϜSUDχԚ ửτϢϥ™ Υ
2000 ӟ τψʺᾝ∕χ χϢΞτ τ
“ϩϦοΜθ

ÅΰΤΰ2000 ӟʺ χӺ ộˢFDAx
ΥSUDχ™ χӗ ṁ ρʺ™ ήϦθ
SUDψ ρ πΚϥρΜΞ ṁ
ˮ510K˯ Ϭ ΰοʺSUDχ™ χ῝꜠σ
Ϭ ϤᵫΨʻ

Åάχᵃ τψ ṳᵓʺᵓὓᾁ₰Ԛσςχ Φ
ΤΪΥΚμθʻ
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SUD™ ḼỘχᾝ

Å̔̀ ꜠τ ϛϣϦθSUDχ™ πΚϥΥʺᾝ∕ψ
ІЕжϱϸ˔ּזʺЅдрЊр̍ЅдрЊрּזʺЀ
РДϰϵрּזσς ︣Ӻ Ṁ∙Ю˔ϸ˔ϜʺSUD
™ ӽτ╥ ΰοΜϥʻ

ÅϘθ ӟᵰπϜе˔кАОπψЖϱБϞϱІж
ϵиπψ τSUDχ™ Υ ϭιʻ

ÅϸЗЍʺϷ˔ІЕжзϯπϜ ϭʻ

ÅΩựʺᴆ ›ˢEU)ӦԌᵓψʺCEЫ˔ϼϬ Μο
SUD™ Ϭ ϛϥ Ϭ κ ζΞρΰοΜϥʻ

ÅΰΤΰʺ πψ“ϩϦοΜσΜ˂
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χSUD™ χᾝ
ІЕжϱϸ˔ּז
ÅϯзЋЗ ТϴИАϼІτΚϥІЕжϱϸ˔ּזχ

SUD™ Ῥ πψʺ► ↄϙχ Ὂ ớϸ
Г˔ГиˢEPϸГ˔ГиˣϞ ᴝ ϸГ˔Гиχ™
Ϭ жϱрπ“μοΜϥ

ÅТкзЍτΚϥІЕжϱϸ˔ּזχ Ῥ πψʺМ˔
ЯИАϼІϸиЧиϞ ♪Ố ︣ τ ΜϥṀ∙ʺ
ЕкАϸ˔σςχ™ ϜΣάσμοΜϥʻ

Åζΰο™ ΰθSUDψFDAχ χϜρ◕ τ ᴻ
ήϦϥάρτσϥ

ÅάΞΰθFDA ↄϙχSUDχЀІЕψ χSUDϢ
ϤψϜκϧϭӗᴣρσϤʺΣϢζ χ50̇ 70̋
χᴣᶊπΚϥ
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χSUD™ χᾝ
Å2014 5ὮʺᵈˑψάΞΰθ τΣΪϥSUDχ
™ χᾝ ϬϯзЋЗ χТϴИАϼІχІ
Ежϱϸ˔χ™ Ῥ Ϭᾋᶘΰʺם∑τζχ
► χᾝ ϬкІϯрЅϴиІτΚϥUCLAπᾋ
οΦθ

ÅТϴИАϼІχІЕжϱϸ˔ּזχSUDχ™ Ῥ
Ϭᾋᶘ
Å Ὂ ớˢEPx ϸГ˔ГиϞ ᴝ ϸГ˔Гиχ
► ↄ Ϭ ԚΤϣᵕ ΰοʺ ʺ ʺṐ ГІ
Еʺ ἇ›ΥΚϥρΦψ ᵔΰο Ϭ︡ϤḊΠοʺ
™ ϙ οϬΰο ửʺζΰοОАϾ˔ЅϬΰο◕
τ ΰοΜϥʻ
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χSUD► χᾝ
ÅὊↄ῟ᴮ
Å1 20 ӟד ϜβϥEPϸГ˔Гиχ ›ʺ1ᵕχϯРв
й˔Єдр χ ›ʺЫАСрϽ χEPϸГ˔ГиϬ
4˙5 ► ΰʺήϣτϯРвй˔Єдр EPϸГ˔Ги
Ϭ1 ►Ξʻ

Åάχθϛ1 20 ӟד ϜβϥϸГ˔ГиϬ›ὓ5˙6 ʺ
ᴣᶊτΰο100 Τϣ120ד ►Ϝד βϥ

ÅάχᴣᶊΥ ựΨτϜӗᴣτσϥ

ÅρΨτ χ ›ʺDRGτϢμο1 Ԛ ᶧχ τ∙
ϜḯϘϦϥʻάχθϛӗᴣσ™ Ϭ► βϥάρψ
Ԛτρμο Φσ Ϭ׃ Ϛʻ



ᵈΥχSUDχᾝ ρ₈ῇ

Åήο Ϥ μοᵈΥτΣΪϥSUDχᾝ ψρ
ΜΠωʺκϡΞς χ2000 ӟ ρ α
ệτΚϥ

Å ᵕ► χԚ ửϬ“Μʺ™ βϥ Ԛ
ΥΚρϬ θσΜʻ

ÅάϦψӗ χ ϜήϥάρσΥϣʺζχ™
Ϭ ᾑ ẐβϥάρψᵈΥχ ᾑ Ẑ

χи˔иϬ ϛθ ṛ Ӹ πϜΚϥ

ÅάΞΰθᾝ ψ ẍτᵠϛϥϓΦιʻ
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ᵈΥχSUDχᾝ ρ₈ῇ

ÅάΞΰθḢ Τϣᵈˑψ χϢΞτ ᵕ►
χ™ Ῥ жϱрχӗ Ϟ ṁל ʺ™
χӗ ṁ ϞṐ Ӳⱱṁ ρʺζχ ṁ
ʺζΰοζχ ᾑ ḥṁ Ϭ ẍτᾁ βϥ
άρΥ πΚϥρ―ΠοΜϥ

Åάχθϛᾝ∕ʺῡ ᴬᶘᾆẕ Ỳʾῡ
ᴬᶘ ᾆẕⱧỘˮ ᵕ► Ӻ ṐṀ

ˢSUDx χ™ τḩβϥᾆẕ˯ˢ︠ ᾆẕּיʺ
ˣπם☼

ÅϩΥτΣΜοϜSUD™ ϹϱЍрІϬ ẍ
τ βϓΦ
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SUD™
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SUDχ™ ψ
ЅϴКзАϼӺ
χ ◊ρ

α

FDA SUD



SUD™ χᴙРЅК
ІЯДиϬ―ΠϢΞ˂

SUD™ ψДНϱІχ

ЅϴКзАϼ



Ͻи˔Ф͎ ӽ ᶧϾϯЄІГ
ЭχẤ ộρψˁ

Å ӽ ᶧϾϯЄІГЭχẤ ộρψˁ

Åˮ Ḇּי χ ộРЅдр˯ΤϣάϦΤϣχ
ộРЅдрϬ ϙᵔάΞ

Å ӽ ᶧϾϯЄІГЭπ Φ▪ϥẤ ộРЅ
КІЯДиϬ―ΠϢΞ



ᴲϬ ΨӺ Ộ

Åˮ − τνΜοʺԚ
ᵰχ Υ‰ΨʺӺ Ộχ
τϢϤ☼ם − Υᾚϥχ
πψσΜΤρχ ρψԁ
ΰσΜὫᴮρσμοΜ
ϥ˯ˢὲ 2002 ˣ

Åˮ Υ ϛοΦθӺ Ộ
χ῟ᴮϬΦκϭρᾁ βϓ
Φι˯ˢ2012 12Ὦ◌ Ԛ
Ẹṳᵓˣ

Å ︣Ўϴ˔рЖжАϽχ
Ṝ∏

Å −НУиτ βϥ



Ԛχ χὂ Ϭ Πϥ˂

ˮ ˮ

ộΤϣ
ΤΤϤνΪ
ộϒχӱ“Ϝ
ΰʺ Ԛχ
χὂ Ϭ
Πϥ˂
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