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Australian Register of Therapeutic Goods (the Register)
European Medicines Agency

Low Density Polyethylene

Medical Device Coordination Group
Medical Devices Regulation

Sodium Chloride

Normal saline solution

Therapeutic Goods Administration
United States Pharmacopeia

weight in volume
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g1l (New medicinal product) mangii
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[ I Y] o w ) s I3 . .
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a d'nd’( a o 2 v 1 = o U
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eO&

C
L ule 4 in contact wi
Rule 20 invasive in injured skin or mucous
rezpect to body orifices membrane
(not surgical) to (Also forinvasive [
Rule 5 administer medicinal devices into contact with |

injured mucous
membrane)

|
ATTEMTION - . -
roducts by inhalation
take note of P y
rule 4, 20 and 21
Rule 21 composed o
substances or of combinations

substances to be introduced into |
| the human body via a body orifice |

| Imvasive in body orifice or
stoma { not surgically)

CJIF'. or applied to the skin are
i absorbed by or locally dispersed
OR OR OR Connected to an in the human body
active medical
device in dass lla
or higher —
Transient use Shortterm use
Long term use
lia
1[5
OR OR
| |
If onby oral cavity, If ony in oral cavity, in ear
in ear canal or in canal or in nasal cavity
nasal cavity and not liable to be
absorbed by the mucous
membrane
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/ @ for invasive
{ Rule & devices that come into

surgically imasive- | ————ATTENTION contact with injured

transient use LGOS merrbry

I S

lla

UMeESS

oR CI|H OR CI|H OR OR
| I | |
Intended to administer . ) - -
. e Intended to su Biclogical efiect- Intended specifically for Intended specifically i

Reusable surgical medicnes in a to supgly g s iy izt ookt controlidiagnose/monitor?
; . enengy! ioniang miainky or wholly

instrument potentially hazardows raiat ahsorbed with the heart or centra comect adefector heart or

manner drculatony system or central circulatory system

/\

' i ‘j | central nervous sy stem through direct contact
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Rule T

| Surgically invasive- Short |

termm use

\__/

OF:

Intended for use in direct
contact with the central
nervous system or the heart
or the central cimulatony
Sy stem

unkess
| | |l | |
OR OR OR OR OR

] | ! | ! I

' In o ] ] Intended specficaly to
Intended to undergo ——— Intended o supply Biological efiect- moniton’ controlf
chemical change in o . enagy { ionizng mainty or wholly diagnose/correct defect

. medicines (MOT in radiation absorbed
body- (MOT in testh) of heart or central
testh) .
circulatony system — by
direct contact
(P i

ik
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M19197 o N1TIRAIFUNGUVDIATRHBUNNE (Classification of medical devices)

32AUAY | UTEn fia89
e
#in Class | o p3asiioldtnauna (Surgical retractors)
o lfnnau (Tongue depressors)
ffieliu | Class | - fmsshide o quileniifesdimzsinidelneluan (Sterile
nag (supplied sterile) surgical gloves)
Class | - Juw5ia (with a o Humsiifiiavenmieu3uns (Medicine
measuring function) cup with specific units of
measurement)
Class lla o gunseilu (Dental drills); A30WT98a

A519199; aslulneskuufInea

Naneeags | Class lib o Laweinldlunisiifn (Surgical lasers)

® Lanlst) (Diagnostic X-ray)

6N Class Il o Huslaliien (Prosthetic heart valves)
e lnuazais (Absorbable surgical sutures)

o Joazlnnliisy (Hip prostheses)

o aspenseauliingiala (Pacemakers
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1) waAndusiuwnAeazInluLASaeiiownng (Medical devices) Tunsaiinanduaiidurines
. . . H A aa Y v v = v 7
isotonic saline (Wnndenfinnuidudusosas 0.9) Fudunalnyzdnanelulnsaynivintu

2) wandweiunndeardniduen (Medicines) Tunsaliindndmaiidu hypertonic saline

(Unnderidanuiutuninindesas 0.9) Fllgvdaiuisoaiieenainiiaiiausnnuim
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Tulwssayn (osmotic effect) Tulwssayn visensdilundndnaminndeivsznousisansdu
3AIENLVFANYD (antimicrobial effect)
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g 19NARAUNULNANTEIUNALVBY Sodium chloride NTungdaululsemapaansLae

1) Foudasauat: Neilmed Irrigation fluid, nasal

Uszinnudnnmua (Product Category): Medical Device Class 1

T Uszaedn15lYd (Intended Purposed): Saline replacement sachets to be used
with irrigation/aspiration unit to help and alleviate nasal allergies and dryness,chronic

sinus disease, nasal irritation, and post nasal drip and congestion.
Fondnsaat: Nasal irrigation saline solution, non-sterile
Uszianuanius (Product Category): Medical Device Class lla

’ilmqilszaﬂﬁmﬂ{f (Intended Purposed): An isotonic saline solution with minerals.
Used to moisturise nasal tissue & penetrate, humidify, clear & clean the
(blocked/congested) nasal passages and sinus cavity, to thin/liquefy & wash away
mucus (including excessive mucus produced by cold & flu) pollens, dust & other
allergy-causing particles. May temporarily relieve: nasal & sinusitis congestion, nasal
congestion in pregnancy, symptoms of hayfever. May help easier breathing. For
postoperative, preventative & symptomatic nasal care. Helps remove dry blood &
mucus crusts after nasal surgery. Helps settle babies. Helps stimulate the natural

cleansing action of the nose.
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- W9 NaCl USP Grade U599 2. %é’wv‘hmmagmmﬁnﬂﬂ Asanusnlu
ag/luresagiliiuuii Tnseayn uazndslnsayndainainnig
(Fm3UTu Extra Awing gnuaululnsaaynuazleila
NaHCOs Waufi) 3. yydeanvazifnudwesansdanadly
Inssaynuagleandaninnisindnayn
wazlatla vsendinisnneed
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U3 wgen (Ine C08040142020 | 16 Lu.&. 63 YrgunIalaneayn lsifldoya wdloude 1
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waug) 3110 WAZHANGD
U3 1o Uoun 19 | 06090162020 | 9 m.A. 63 Saline Solution for | \uveuva Ta Tfid laidl Tardahynuardsanusnluayn anau

UM UTULLA
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nau ussgbugeeaiiiiey
(Sachet pouch) Y5u1ms 900
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uoukaziouusy viauledinindthunmien
T wuagn
U3 fnd n§u A6400014 22 31.0. 63 HaLNEe Sodium HainGe Sodium chloride ilevedng vheuazeInayn

chloride 91A Sea

water

21N Sea water 100%
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Aa o

Tngidussusndeaiidendrdagdu Sodium chloride §1uau 5 518015 WWussugnaundien

[y &

ddudu Dexpanthenol 73l Sea Water Wuivhavaty s1uiu 2 s19ms wagidusSugnauniian

o

grddadu Sodium chloride wag Dexpanthenol §1uau 1 518015
fiudnfuaiussinndinanlafunisdesusestssnaunisinduaIesdiow wnd s 7
590015 sauanaluns19i @ lnoidundnTueifiusenausie Sea water S1UIU 6 S1811T WAL
NARSTTIUTENaUMIE Sea water wazansaRnIILMRTE S 1 18013
1.2. ¥fiansduivazaretuiialddeayn
fdndasissandinanilasumstunsfouslisuiu 2 s19m5 sauandlumis9i
¢ Tnolus¥usnieniidl Sodium chloride Wushendidy
finansueiussnnsenanlasunideusesdsenaumsiid nadediounmedsuiy 3

518013 Aauandlumsei o Teedundniueifiuseneume Sodium chloride WWuanséfsy
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1. | Normal Saline Solution

1A 1721/30

Sodium chloride

Y
o

ihenlelelnia ledonnaslsd sinusennde Wueiidenuauna

Authluwadsnenie Sadusitmnsdmiuldaudne , v uagsi

arwazoaThlunnUssianildiundeld

- lauddnseayn Lﬁ@ﬁ@@’]ﬂ’ﬁﬁ?ﬂﬂﬂlwaaﬂﬂa 4 LaTINIIAR
4N YILYLAN FeuuadiSouavansinelyannisust | vililnss
anguiu Helimelaazniniu vsamenisludidenisde
ndnEuNgiut allergic rhinitisX) , §fiflen1sideayn
niauniialaiui (Non-allergic rhintis) uazgislonisidoayn
SnLauisesa (Chronic rhinitis) ,SLsﬂﬂﬁgﬂLGﬁﬂLLa%@M@:, -

- ‘L%Lﬂwfwmﬁwaamgﬂ Lﬁaammmﬁumﬁmmam}u@ Hunns
@umssnuludnmsnuaziiinign fifernisanwiaCold),
SzuuwﬂaiﬂdﬁuﬁuﬁﬂL‘%@(Upper resperatory infection) #3olnss
ﬁ]ﬁﬂﬂé’ﬂLaUam%a(Beacterial sinusitis)

- Tdaudannumuugiveannmg 1w auaay

-l ehemudzeaunuRaiily 9089 uNanaiu wHansn
wnalulnasayn unasdnlugesln , uHalIEYeal
Peritoneal Dialysis (CAPD, APD) ansnsaldludnusniiale

- gwranenieen Tdvsansnouunalaud

- ldavhanuazoinusiaid (Acne) uardgaduuulunin
(Comedone) #83n135nW1&0

2. | LP Saline solution

1A 444/48

Sodium chloride

MANLazeIRUIALRAkAZINTIAYN Seuna ey
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Howdniaual wwitluddny AEEARY asInAuNIadausly
Nasaline Nasal Spray 1A 256/49 | Sodium chloride | anarumiladuroniynlusesaynduidownanlsalueda sniav, Tsa
dust v¥a Ussmeanmsaynuis uazszaneifos Paelimelaagantu
Sofclens 1A 169/51 | Sodium chloride | lsifioya
Klean & Kare NSS 1A 99/64 | Sodium chloride - Maudsinssayn deanenstignlvaasee 971 wazeIn1sd

N Mevedngn WouuafidouarasiinelmAnnisu il
Tnsaaynguiu Prelimelaaeantu vssmeinislugiifennts
WHoyayndniauangiiui (Allergic rhinitis) giidiennisidoayn
dniauydnliui (Non-allergic rhinitis) LLazﬁﬁﬁmmiLéaﬁ]gﬂ
Snuauidoss (Chronic rhinitis) 19lavainuasdlvg)
Midudundevsensayn ileanarudumievoniyn iums
umMsshwludnmsnuaznndniiennsanuin (cold) ssuu
melaguguinde (Upper respiratory infection) M3BLNTIYN
Sniaufinitie (Bacterial sinusitis)
T¥nahmmazernunueasily sudausanaiiv uarsin uia
Tulnsaayn unasdinlugeslin unalangdesvios Peritoneal
Dialysis (CAPD, APD) ansnsaldluiinusniinle
Tddavhenuazoinuinaiids (Acne) wazdraaduuulumi
(Comedone) naeMs3nwEn

Toundaunnuazne Wiletassnuuwadouly waluresin tae
Twendquamd wassnuldsnwaveudisludesuindudsed
Tygananiemn ldvzanouunaaud (@msurunaussavaiy
IRV

IfaudanuALuziIronmeg
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Sodium chloride
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6. | Mar Plus Nasal Spray 1C 128/46 Dexpanthenol | lufiinsdniaurendeylutesynuasmauidiiynlva 1Hievily
(+ Sea Water) | wayluaynduiiu iievheuazein aanisseateidiodluayn Tnauny
mstsayndetindeluftaefldsunisidnlatadismsdesndas
7. | Mar Plus 5% Nasal Spray 1C 77/57 Dexpanthenol | lifiovilvideyluaunduiu itevhanuazenn annisszaeifodluayn
(+ Sea Water) | Timaununsdaundetindolufitheildsumaindnlsdadonisdos
&9y
8. | NASALINE - 1SO 2A185/55 | Dexpanthenol + | Tussimomssnauuinandeysosayn warusametnisiynlvaan

5w, Tddmiurhanuarendesayn sudlinugudu ussmenis
NLaEIEAELADITEaYIYN, IusIwneInsletadniay
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YouAnsoudt wvitluddny AEEARY AssnAunIadaully
1. | MARIMER, Daily nasal FRA5705826 Sea water dmsuruvdedaianuazeialnssayn ieensaynuasrionnsdn
hygiene wiiuayn Wuarmuuduliiuidoyayn uaddmtumsdnulsafnde
2. | MARIMER BABY FRA6207082 Sea water YNY AD N
3. | Aqua Maris Baby nasal HRVobommeEe Sea water Tddmsuhanuazonnglulnssaygnidnidn saudmisn
spray
4. | Aqua Maris Classic nasal | HRVomoooeo Sea water - ldwisurhanuazenn uasiuarauiunelulnssan
spray - ngdmMTUINIIYNUIN T0TALABIINNTTUIINA
2 NAdU W3aNan1Y
5. | Aqua Maris Strong nasal | HRVemooooe Sea water wiuglney NiaRansIe M%Lﬁﬂa’]sﬁ'uwi 3 Yl Aidermsuiavie

spray
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d
3w Inenualsdidngauntieay 1-2 wn vsenulduosnudainis
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6. | Hashi Saline Spray Gentle | o&-o-mlo- | Sodium chloride | ldviAruazealnsayn iuauguauliiulnsayn wagldaugiu
Formula 0000kl n13Snwilsadnieniw Ao aun (ENT Infection)
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1. | Cleanoze

1A 90/57

Sodium chloride

Sodium bicarbonate

dmfudaayn warzdueuarens tynuievuoseanatnlnssagn
wazleida lufithefidu
1. Hazesmhs iisvedsazesanasnenliioanuazyinnuazein
Inseaynuazlnssleila
2. lfadnaunuuideundy ediedudioniinaiesananinss
lyfavidegilasunisindiniiiorheuazeinision wazasiu
Feneenaninsaayniarleva uazvihliumameiiu
3. Tsaledasniaunuuiaess wertredudendifunniulluaside
wuATISgeanaInInsIlyla
4. lHeundruinuazme
5. MvhanuazeraRaveuneiidfiuadn wu fwdh Andndeu

2. | HASHI KARE SALT

1A 206/60

Sodium chloride

dmudneayn usTMeIMsIEAeIFssLaruaiioyayn Tnsanenis
Sauruaynmingnlany fenafiuanugutuluayn wagiintyn
wiloadu vidoursoonanlnssayn 1ofugAdeayndniauangiiuild
AN (Hey fever)
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Sodium bicarbonate

Yawdadnudt 1l AaENdAeY GERN N PR RIS
Tuaysyn
1. | NASIC CLEANSE an. 39/2556 | Sodium chloride | wmngdwisudnsauniluardsyniifesiuingngadu
2. | NORMALINE an. 95/2550 |  Sodium chloride | sedaotyn wues videAwanysnluagn Treusamernislumedil
hynanaiud Huntn dnayn dwnvieadu dunlneasne leda
Shuau ayndniauainnisiniide
3. | HASHI @n. 84/2553 Sodium chloride | 18aaynyniu ilolaeduazessnn dnagnun dwnmieadu nssayn

vwdniau ledasniau giud vieulia 3adaeayn Aeaynlagnaunfes
Fiud1gutIeana1n13u wavdnauntiavulieldsiuiunisshyiman
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AD T LADINIIAATYN TrevrdaTe
wuaiiSeuazansfineliannisu vililnss
wnguiy elimelaazniniu
Usimmmﬂu@ﬁﬁmﬂm?jawjﬂé’ﬂLaumﬂ
il (allergic rhinitis) Tsalatadnuan {7l
mﬂm?iamgjﬂé’mawﬁmhjuﬁ (Non-allergic
Rhinitis) gtheiduldazessmng wazddil
omsideayndniauiFesa (Chronic Rhinitis)
Tduindensenayn ieanaudumilen
suamfmuﬂ Wumsasunssnuludnmsn
wazifindnfiternisanuiaszuumeladiu
Funide (Upper IWiW%ﬂﬁﬂLﬁUa@Lﬁ?’;@
(Bacterial AUUEUNUDINNE WHU dIUAY
T eieuazenunwnariall s
WHANATU WHas1sin unalulnsayn wa
HN9ALLYDIUIN WAULANEYBINBY Peritoneal
Dialysis (CAPD, APD) @nansaldlutfinusn
iale

T9vrananiee Tovsaenouwnalaud

T davhanuaze1nusiaiidl (Acne) way
feaduuulunt (Comedones) 18IN13
SN
I%VI@LWIuﬂﬁéJNﬁ];‘Jjﬂéj’JEﬁE’WLﬂaaiuﬁlfﬂ%ﬂﬁ
lasunsensmledamenisdeendss

- lddwsudayniierauazein
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- Wanudaguunlngeayn
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Article 1 ¥94 Directive (2001/83/EC)

1Y

D!

UL NANNMUINYN
Useinalve | wAndusiiundodsaynaeandewy | wanfusiiindedsaynaonndasmi
181178 (o) wag (@) Tun1nsn € ves | o1t (o) (N) wae (v) luwns «
NI A lodoo il WS WU LATeslouImE WA beds
(o) Fnniiysvmnedmivldlunsidade | wilvdiudilas wsuiedosdeounnd
i usainn fnw videtestulsanie | @Ufl ) wa. bevle fil
ALY vesuyudusednd uay (o) 130sile 13esld 1ATaana Tmgi
(@) TogiissmnedmivliiAonaun | Wldadilulusenie tenildngaly
auam Tassains videmanszvimihille | vieusviesufuRnng wandnsi
9 YDITNNENYBENIER genlduaf vietngdula Mnannie
WveIREnf ez mTy
THedrmilsedndlafvanudviodnd
dawteluil lahasldlandfs Ty
vidoldUsznoufudedile
(n) 3dady Jesdu Aaniu Uv1Ua
U3 visesnwlsa
(v) 3tady Faeny Urda usT se
Shwin1suIniy
ANAN wanfausiiundodsaynaonadomniu wanusiiundodsaynaonadomniu
glsy 173 Medicinal product 9o (b) Tu 187 Medical device Tu Article 2 U3

[

Regulation (EU) 2017/745 #isi]
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89U NARAITIEN AnSudiiaTasiiounnd
(b) Any substance or combination of Any instrument, apparatus,
substances which may be used in or appliance, software, implant,
administered to human beings either | reagent, material or other article
with a view to restoring, correcting or | intended by the manufacturer to be
modifying physiological functions by used, alone or in combination, for
exerting a pharmacolosgical, human beings for one or more of
immunological or metabolic action, or | the following specific medical
to making a medical diagnosis. purposes: diagnosis, prevention,
monitoring, prediction, prognosis,
treatment or alleviation of disease
and which does not achieve its
principal  intended  action by
pharmacological, immunological or
metabolic means, in or on the human
body, but which may be assisted in its
function by such means.
Uszine wAnfushiinded saunaonadesni wanusiiundodsaynaonadoiniu
Poawmsldy | dunuMedicine 99 (a) 989 Therapeutic | #e73 medical device 99 ai 984

Goods Act 1989 il

(a) therapeutic goods that are
represented to achieve, or are likely
to achieve, their principal intended
action by pharmacological, chemical,
immunological or metabolic means
in or on the body of a human or

animal

[

Therapeutic Goods Act 1989 il
a. any instrument, apparatus,
appliance, material or other article
(whether used alone or in
combination, and including the
software necessary for its proper
application) intended, by the
person under whose name it is or
is to be supplied, to be used for
human beings for the purpose of
one or more of the following:

i. diagnosis, prevention, monitoring,

treatment or alleviation of disease
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- wAndusiindedmsudaynUssinnilundndudiasesiownnd deodiingusvasdvse
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3. @9UUSLNOUVDINANN N

a o &% & a A o o v Sa v & . . 2
- Namm%mLﬂaamammaammumwyjﬂwmuﬂizﬂawamﬂu Sodium Chloride #59
Y nzia (sea water) NLANUTUTUHNTU 0.9% w/iv 323aUsEAMUUNANA9TLAS 9 eilD
L4
LNNE
a o ¢ = a A o o v aa v & . . ~
- Namm%mLﬂaa‘wiamLﬂaammumwaﬂﬂﬂnmmuﬂszﬂawamﬂu Sodium Chloride U
hypertonic Tiflauiduduraandoganin 0.9% w/iv WisanseangrizdugNinudnvuzdu

° = a = A a & o I3 a o 't
PININATIVIUDNNUDAINNIZYLTUATDINBLNWNEY zanUssnndunannuyen
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4. nalnn13eangnSvaINaAf Ml
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1.

10.

11.

Aa o 1

70191 @des, Indns eEsuy I, wﬁmﬁm%ﬁwLﬂé‘aﬁwwa&ﬂwmmmdu%ﬁum (Nasal
irriation product available at drugstore). Wihen1sAnwReIles ALNdYAIanT
UINYIRLQUATIYE. 2564.

wsrsinyalRen w.e.2510 wazasuwdlufiudin [Buwedidn) Lidhdude 23 wLy. 2566).1d08
16970 https://www.fda.moph.go.th/sites/drug/LawDrug/drug2510-krisdika-v2020.pdf

NONANAUTAVNINUINNTTURALNITUINNS. LWIaNsiarsaumelousinsueaudagdungu

mustungidousiiuenlagisnsdidnnselind (eCTD). 2563.
nsgsdgRiAIsdiounng w.a. 2551 uarfusluiudu [Bunesida] 1Loddalle 23 w.e.
2566].L98416970 http://www.krisdika.go.th/librarian/get?sysid=773817&ext=htm
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Medicines Directive (2001/83/EC) vasannnelsy

YB ¥
DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of & November 2001
on the Community code relating to medicinal products for human use
TITLEI
DEFINITIONS
Article 1
For the purposes of this Directive, the following terms shall bear the following meanings:
AATER 2
ASTER 2
Medicinal product -
= (2) Any substance or combination of substances presented as having properties for treating or preventing disease in human beings; or
(b)

Any substance or combination of substances which may be used in or administered to human beings either with a view to restoring,

correcting or modifying physiological functions by exerting a pharmacological, immunclogical or metabolic action, or to making a
medical diagnosis.
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(Legislative acts)

REGULATIONS

REGULATION (EU) 2017745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 April 2017

on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009 and repealing Council Directives 90(385/EEC and 93[42{EEC

(Text with EEA relevance)

CHAFTER |

SCOPE AND DEFINITIONS

Article 2
Definitions

For the purposes of this Regulation, the following definitions apply:

(1) ‘medical device’ means any instrument, apparatus, appliance, sofiware, implant, reagent, material or other article
intended by the manufacturer to be used, alone or in combination, for human beings for one or more of the
following specific medical purposes:

— diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease,
— diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability,

— investigation, replacement or modification of the anatomy or of a physiological or pathological process or
state,

— providing information by means of in vitro examination of specimens derived from the human body, including
organ, blood and tissue donations,

and which does not achieve its principal intended action by pharmacological, immunological or metabolic means,
in or on the human body, but which may be assisted in its function by such means.

The following products shall also be deemed to be medical devices:
— devices for the control or support of conception;

— products specifically intended for the cleaning, disinfection or sterilisation of devices as referred to in
Article 1(4) and of those referred to in the first paragraph of this point.
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ANNEX VIII

CLASSIFICATION RULES

CHAPTER |

DEFINITIONS SPECIFIC TO CLASSIFICATION RULES

DURATION OF USE
‘Transient’ means normally intended for continuous use for less than 60 minutes.
‘Short term” means normally intended for continuous use for between 60 minutes and 30 days.

‘Long term’ means normally intended for continuous use for more than 30 days.

INVASIVE AND ACTIVE DEVICES

‘Body orifice’ means any natural opening in the body, as well as the external surface of the eyeball, or any
permanent artificial opening, such as a stoma.

‘Surgically invasive device' means:

(a) an invasive device which penetrates inside the body through the surface of the body, including through
mucous membranes of body orifices with the aid or in the context of a surgical operation; and

(b) a device which produces penetration other than through a body orifice.

‘Reusable surgical instrument’ means an instrument intended for surgical use in cutting, drilling, sawing,
scratching, scraping, clamping, retracting, clipping or similar procedures, without a connection to an active device
and which is intended by the manufacturer to be reused after appropriate procedures such as cleaning,
disinfection and sterilisation have been carried out.

‘Active therapeutic device’ means any active device used, whether alone or in combination with other devices, to
support, modify, replace or restore biological functions or structures with a view to treatment or alleviation of an
illness, injury or disability.

‘Active device intended for diagnosis and monitoring’ means any active device used, whether alone or in
combination with other devices, to supply information for detecting, diagnosing, monitoring or treating physio-
logical conditions, states of health, illnesses or congenital deformities.

‘Central circulatory system’ means the following blood vessels: arteriae pulmonales, aorta ascendens, arcus aortae, aorta
descendens to the bifurcatio aortae, arteriae coronariae, arteria carotis communis, arteria carotis externa, arteria carotis
interna, arteriae cerebrales, truncus brachiocephalicus, venae cordis, venae pulmonales, vena cava superior and vena cava
inferior.

‘Central nervous system’ means the brain, meninges and spinal cord.

‘Injured skin or mucous membrane’ means an area of skin or a mucous membrane presenting a pathological
change or change following disease or a wound.

o
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CHAPTER 11

IMPLEMENTING RULES

Application of the classification rules shall be governed by the intended purpose of the devices.
If the device in question is intended to be used in combination with another device, the classification rules shall

apply separately to each of the devices. Accessories for a medical device and for a product listed in Annex XVI
shall be classified in their own right separately from the device with which they are used.

Software, which drives a device or influences the use of a device, shall fall within the same class as the device.

If the software is independent of any other device, it shall be classified in its own right.

If the device is not intended to be used solely or principally in a specific part of the body, it shall be considered
and classified on the basis of the most critical specified use.

If several rules, or if, within the same rule, several sub-rules, apply to the same device based on the device’s
intended purpose, the strictest rule and sub-rule resulting in the higher classification shall apply.

In calculating the duration referred to in Section 1, continuous use shall mean:

{a) the entire duration of use of the same device without regard to temporary interruption of use during
a procedure or temporary removal for purposes such as cleaning or disinfection of the device. Whether the
interruption of use or the removal is temporary shall be established in relation to the duration of the use
prior to and after the period when the use is interrupted or the device removed; and

{b) the accumulated use of a device that is intended by the manufacturer to be replaced immediately with another
of the same type.

A device is considered to allow direct diagnosis when it provides the diagnosis of the disease or condition in
question by itself or when it provides decisive information for the diagnosis.
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CHAPTER 1l

CLASSIFICATION RULES

INVASIVE DEVICES
Rule 5

All invasive devices with respect to body orifices, other than surgically invasive devices, which are not intended
for connection to an active device or which are intended for connection to a class I active device are classified as:

— class I if they are intended for transient use;

— class [Ia if they are intended for short-term use, except if they are used in the oral cavity as far as the pharynx,
in an ear canal up to the ear drum or in the nasal cavity, in which case they are classified as class I; and

— class IIb if they are intended for long-term use, except if they are used in the oral cavity as far as the pharynx,
in an ear canal up to the ear drum or in the nasal cavity and are not liable to be absorbed by the mucous
membrane, in which case they are classified as class Ila.

All invasive devices with respect to body orifices, other than surgically invasive devices, intended for connection
to a class Ila, class IIb or class I active device, are classified as class Ila.

SPECIAL RULES

Rule 21

Devices that are composed of substances or of combinations of substances that are intended to be introduced
into the human body via a body orifice or applied to the skin and that are absorbed by or locally dispersed in the
human body are classified as:

— class III if they, or their products of metabolism, are systemically absorbed by the human body in order to
achieve the intended purpose;

— class I if they achieve their intended purpose in the stomach or lower gastrointestinal tract and they, or their
products of metabolism, are systemically absorbed by the human body;

— class Ila if they are applied to the skin or if they are applied in the nasal or oral cavity as far as the pharynx,
and achieve their intended purpose on those cavities; and

— class 1Ib in all other cases.
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Therapeutic Goods Act 1989
An Act relating to therapeutic goods

Chapter 1—Preliminary

3 Interpretation

(1) In this Act, unless the contrary intention appears:

medicine means:

(a) therapeutic goods that are represented to achieve, or are
likely to achieve, their principal intended action by
pharmacological, chemical, immunological or metabolic
means in or on the body of a human or animal: and

(b) any other therapeutic goods declared by the Secretary, for the

purpose of the definition of therapeutic device, not to be
therapeutic devices.
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Medicinal products regulation of TGA

Overview

All medicines supplied in Australia must be included in the Australian Register of Therapeutic Goods (ARTG).
Medicines will be either registered or listed in the ARTG. You can tell whether a medicine is registered or
listed by the AUST L, AUST L{A) or AUST R number on the label (this is the ARTG number for the medicine).

Registerad medicines are always evaluated for efficacy (that the medicine can do what it says it will) before
they go on sale. But not all listed medicines are evaluated for efficacy.

There are two types of listed medicines:

s AUST L ‘'listed” medicines, which have not been assessed for efficacy

o AUST L(A) 'assessed listed' medicines, which have had their health claims assessed for efficacy.

Regardless of whether a medicine is registered or listed in the ARTG, it must be manufactured in a licensed
or approved facility in accordance with the principles of good manufacturing practice (GMP).

The table below shows the differences between listed, assessed listed and registered medicines.

Attribute
ARTG/AUST number

Pre-market efficacy
assessment

Ingredients

Indications (conditions
the medicine says it will
treat)

Subject to post-market
compliance reviews

Subject to post market
surveillance (e.g. adverse
event monitoring)

Available off-the-shelf

Need for a prescription
from a health professional

Able to use TGA
assessed’ claim

Listed
AUST L

Mo

From a list of pre-
approved
ingredients cnly

From a list of pre-
approved
conditions only

Yes

Yes

Yes

Mo

Assessed listed
AUST L(A)

Yes

From a list of pre-
approved
ingredients only

Conditions are
assessed pre-
market

Yes

Yes

Yes

Yes

Registered
AUSTR
Yes

Ingredients are
assessed pre-market

Conditions are
assessed pre-market

Yes

Some

Some

Yes, for registered
complementary
medicines
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Registered medicines

Registered medicines are higher risk. Because of this we fully assess all registered medicines for safety,
quality and efficacy before they go on sale. We also approve the medicine's label before it reaches the
market. Once the medicine is available, we continue to monitor it to make sure it remains safe. If any issues
with the medicine emerge, we may suspend or cancel the medicine's registration.

How a registered medicine is sold depends on the type of medicine it is. Most registered complementary
and registered over-the-counter medicines are available off the shelf. However some registered over-the-
counter medicines are only available from a pharmacist after a consultation, and prescription medicines are
only available with a valid prescription from a health professional.

Listed medicines

Listed medicines are lower risk and can be purchased off the shelf from pharmacies, health shops, and

supermarkets.

Unlike registered medicines, we do not assess each listed medicine for efficacy before it goes onto the
market. We also do not approve the medicine label before it reaches the market. This is because we take a
risk-based approach to regulation, which means higher risk medicines have more rigorous controls than
lower risk medicines. However, we do require sponsors to certify that the medicine complies with all
relevant regulation, and that they hold evidence that their medicine does what it says it will.

Because these medicines do not go through any pre-market assessment, we only allow listed medicines to
contain pre-approved low risk ingredients and make low level health claims. For example, a listed medicine
may make the low risk claim that it ‘relieves throat irritation’, but not high risk claims such as 'reduces high

blood pressure’ or 'cures rheumatoid arthritis”.

We may select a listed medicine for a post-market review where we require the sponsor to provide
evidence of compliance with regulation. This includes assessment of evidence of efficacy and labelling. If we
find the medicine does not comply with all applicable regulatory requirements, the medicine’s listing may
be suspended or cancelled.

Assessed listed medicines

Assessed listed medicines make slightly riskier health claims than other listed medicines. For example, a
listed medicine would not be able to reference a condition like tinnitus or rheumatoid arthritis, but an
assessed listed medicine might be able to. These medicines are assessed for efficacy before going on sale.
Because their efficacy has been assessed pre-market, assessed listed medicines may use a ‘TGA assessed'’
claim on the medicine label (this can be as a symbol and/or a statement).

Registered complementary medicines may also apply to use the ‘'TGA assessed’ claim. The 'TGA assessed’

claim is not displayed on other registered medicines.
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Australian regulatory guidelines for medical devices (ARGMD)

What is a medical device?

From the Therapeutic Goods Act 19889...
41BD What is a medical device
1. A medical device is:

a. any instrument, apparatus, appliance, material or other article (whether used
alone or in combination, and including the software necessary for its proper
application) intended, by the person under whose name it is or is to be supplied, to
be used for human beings for the purpose of one or more of the following:

i. diagnosis, prevention, monitoring, treatment or alleviation of disease;

ii. diagnosis, monitoring, treatment, alleviation of or compensation for an
injury or disability;

iii. investigation, replacement or modification of the anatomy or of a
physiological process;

iv. control of conception;

v. and that does not achieve its principal intended action in or on the human
body by pharmacological, immunological or metabolic means, but that may
be assisted in its function by such means; or

aa.any instrument, apparatus, appliance, material or other article specified under
subsection (2A); or

ab. any instrument, apparatus, appliance, material or other article that is included
in a class of instruments, apparatus, appliances, materials or other articles specified
under subsection (2B); or

b. an accessory to such an instrument, apparatus, appliance, material or other
article covered by paragraph (a), (aa) or (ab).

(]
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Medical devices regulation of TGA

Medical devices overview

Medical devices include a wide range of products, such as medical gloves, bandages, syringes, blood
pressure monitors, and x-ray equipment. They differ from medicines as they generally have a physical or
mechanical effect on the body or are used to measure (or monitar) the body and its functions. While the
objective of these products is to help improve your health and wellbeing, it's important to know that their
use also has potential risks.

The higher the potential risks of a medical device, the more they need to be examined and monitored. The
level of risk that is identified determines:

* what type of evaluation the TGA needs to carry out
e the amount and type of information the TGA needs to review

e the degree of scrutiny necessary before the product can be made available in Australia.

For example, high-risk devices (such as pacemakers) involve a direct evaluation of the available scientific
evidence by TGA Officers.

How does the TGA approve medical devices?

A sponsor of a medical device must apply to the TGA to include their device on the Australian Register of

Therapeutic Goods (ARTG). A sponsor is a person or company who is legally responsible for supplying a
medicine or medical device. The TGA then applies a risk-based approach to assessing and approving a
device for use in Australia. The TGA reviews the evidence at hand and request expert advice to determine
whether the benefits of the device outweigh any possible risks.

Medical devices must be included in the ARTG before they can be lawfully sold in Australia.

Classification of medical devices

Medical devices will be placed into one of the main classifications depending on the level of risk they pose.
The higher classification level, the tougher the requirements will be.

Devices are classified by considering a number of different questions, such as:

e What does the manufacturer intend the medical device to be used for?

+ How invasive will it be in the body (e.q. is it a bandage to be placed on the skin, or a catheter to be
inserted into the body)?

* \Where on (or in) the body will it be used?

* How long will it be used for?



Risk level

Low

Low to
MMedium

MMedium to
High

High

Classification(s)

Class |

Class | - supplied sterile

Class | - with a measuring
function

Class lla

Class llb

Class Il

Examples

Surgical retractors

Tongue depressors

Sterile surgical gloves

Medicine cup with specific units of
measurement

Dental drills; ultrasound machines; digital or
infrared thermometers

Surgical lasers

Diagnostic X-ray

Prosthetic heart valves

Absorbable surgical sutures

Hip prostheses (for example, replacement of
hip jeint)

Pacemakers



