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2. wanduiTangunsainsnsunmeniaue dadu wiasdiaunmdussamla (muflenw Global Medical Devices

Nomenclature) ﬂimWLaaﬂiuLﬁaﬂﬁuﬁauﬁ’]Lﬂu IVD (In vitro diagnostic) #58 medical device other than IVD
medical device niu medical device other than IVD medical device Iﬁﬁzyﬂixmmﬁlmau
In vitro diagnostic (IVD) medical devices (w3psilounmgdmsunsidadunieuensienie)
mnefe e (reagent) w9 (reagent product) fadeuifiey (calibrator) @nsmIuAs (control
material) Lﬂ%aﬁﬁaﬁaqﬂﬂiﬂj (kit, instrument, apparatus or equipment) S¥UUNTATINIATIZIA (system) 3D
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[ Active implantable devices gunsaiildlusrsmeldmaslniilunstuiedou Wucardiac
pacemaker, bladder stimulator, diaphragm stimulator

[] Anesthetic and respiratory devices inesflevidogunsaimidyduaznismela

[] Dental devices \nesilevidogunsainiaviunnssy

[ Electro mechanical medical devices Lﬂ%@dﬁ@%‘%@@ﬂﬂ‘iﬂﬂﬂ/\lﬁmwmiLLW‘wEj (osldraalniinly

AIVINNTU) WU oximetry monitor

[ Hospital hardware inesilevidenunsalildlulsswenuna Wy Westae szuu
mela Sdsszuudeyare

[J Non-active implantable devices gunsalilsitlddpdldmaslunmsduindou wu gunsalmuuyy
N

[] ophthalmic and optical devices \nesilevidogunsainiednginer wu wiu audduia

[ Reusable devices inesilevidonunsaifithndunldlnmild  gunsalnskidn

clamps forceps
[ single-use devices Lﬂffaﬁﬁaﬁaqﬂﬂiaﬁﬁwﬂ%ﬁﬁm (4udaite) Wy Syringe,
hypodermic, metered-delivery, retractable needle
[] Assistive devices for persons with disability Lﬂéaﬂﬁaw%qﬂﬂiﬂhawwqﬂﬂaﬁ’m%ﬂuﬁmi wiu e
] Diagnostic and therapeutic radiation devices Lﬂ%@dﬁ@%‘%@@ﬂﬂ‘iﬂj Madunsesnwmesed
[] Complementary therapy devices \nesilevidonunsal naunuviegunsaliaiuiiionssnw
L] Biologically-derived devices Lﬂ%@ﬂﬁ@ﬁ%aqﬂﬂiﬂj A5I9IATININ 817 biosensor
L] Healthcare facility products and adaptations Namﬁmﬁmﬁaqmmwﬁw]

L] Laboratory equipment gunsalinenmansluresuiins
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4. winhidhendnsurindnsessnguimimusiisesdulusu ven. Wasieaaudn Jagild Winawunsgutani
THdunIosliounmd (medical grade) Wil (nsvaeuandivleddinnuasughagaainnssy unsgiundnsioefan
guUNInieNIsunmg (Medical Devices Intelligence Unit))

[] enmsg1u medical grade
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[ Liléunmsgru medical grade

5. nsdiftegiinisinfagunlilunsussgemsuasiadosia wu wanain vielavs Tinsaaeudt Janildduluay
wmsgIudmiuUsIIRasimsUaIATasR (food erade) 1i3elal (nsr9mpuInLIuladd i nuAsygivgnamnssy
WnsIURARduIangUNIain1eNsWITg (Medical Devices Intelligence Unit))

[ l¢npssu food grade
[ Liléunmsgiu food grade
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O Wunswawnadesiiouwnmeia intended use wilousuiadasiiownmsiinnesmung
O Junssaulaaedesiiounndiiionnassddlu indication Tny
[0 U 9 (55U
6.2 Phase U94n1539%
[] Exploratory (First-in-human and feasibility study)
[] pivotal (m safety and efficacy/performance)
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[] Investigator brochure w84 investigational device (SnJufasl 5’1LﬁuLﬂ§aﬂﬁameﬁm§ﬂ)
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(In Vitro Diagnostic (IVD) medical

devices)

1191 (reagent) ¥AR9 (reagent product) fideuLiBy (calibrator) @13

AIUAY (control material) LAsosdlavisoaunsal (kit, instrument, apparatus

'
o P

or equipment) S¥UUNIATIANATIZIN (system) viaTngdula Lidegldlay
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(Medical devices other than IVD

medical devices)

1. indesdlounmeitlalldgndrdnlulusnenis (Non-invasive medical
devices)
2. \wdosilaunmeiisndutnlulusnanie (nvasive medical devices)
3. \desilounndfifiigs (Active medical devices)
u

4. wansnagiisiy (Additional rules) (5neagidgnidANluA1ANLIN)

Certificate of free sale
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AENA ALY

o , Tonanazsindunsiy  wseanuldlaunesenidnsiunisidy  viseonaatnsg
AMULEse (Risk) v

[

ANULELNEaUSUlALA NS UANNEN T INAR S s Uz lUnaday
Faganan SN ITASUUTIIIOINISHUAD (sore throat) ANAMINEINi]
guAn1salnNLE IRy agdlsimuenistafesiivinlilidauiseta
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. : L Mobile app that meets the definition of device in section 201(h) of the
Mobile medical application
Federal Food, Drug, and Cosmetic Act (FD&C Act)d; and either is
intended: - to be used as an accessory to a regulated medical device;

or — to transform a mobile platform into a regulated medical device

$19819 Mobile medical application | #2987 Mobile medical
meldnsaiunuves FDA application 7ilaidndupsosie
WNNE)
- PACS - Medical dictionaries
- |-stroke system - Surgical training video
- Glucometer - CPR game
- Nystagmograph - Magnifying glass app
- Uhear TM - BMI calculator
- Oximeter - Runkeeper
- Apnea monitor - Diet control
- Skin scan - Elder tracking
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