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nuUsEmAsIndnoudousianua 10 Uszma 1éud Usenausly Ussmatuyen Ussma
dulpfide Usunaand Ussweuniale Ussmendn Ussnmeildulud Usenadenlus Usswelng uas
Usamadeauy TatinmsuInwmIesauiusiiuaugvincundn Ssiied eailouwng  (Medical Device
Product Working Group: MDPWG) Sailuangviarunmeldanenssumsiivinm fuinessuuay

ANNINUD I WTEY (ASEAN Consultative Committee for Standard and Quality: ACCSQ) e dnyin

379 AMDD éiausil we. 2549 Tagn139miingne AMDD arumsiansanlunisussguvanenss 91

'
2 =

n15Usgyu 16™ Medical Device Product Working Group Meeting @43 a0 uiuy 11-129a1aY
WA, 2555 o) Useina dulailidy n15Used Head of Delegates Special Meeting @33nduiuin 12-13
furau we. 2556 o Usenadaalus  wasn1suseu 17" Medical Device Product Working Group
Meeting B39nTUtlo U 25-26 Ww18U WA 2556 o4 USeneunialde ielis1ennunnafing 12
TAMUANZANAUANUADINIT LAZTDIIAAMIURAN 9 VOILABZUTLNARLNTN

WALITUAUEY AMDD A temuualissiveadind nunazUszmalinsdnns wagn1siiu
auardndasinunieslewmndaenndasiu Jsdumsaluayunisiiasseninnauusemeaun In
Y ) % ) = =~ ! a = 1%
Wesassumsingussmaue@eulul wa. 2558 lnenduusewmeaandnen@eulaasuiuly AMDD

U 4 dl U dl a I L U U a

atuauysal Wodun 21 wgelnieu wa. 2557 widlidenayniiumengningauniusamaaun n
I dne1t wag/v3ensgausunUsanaaundnaunsyuium sngluiivevisinas n iy
manguang el Usemanlvdnendulul we. 2558 lawn Usenaand wasusenadenlus wasusene
Alvidnedulud we. 2559 loun Usemadeauny dulsanamningueglussniiamiiunszuiunisg

Meludfiesessy AMDD
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¥

AMDD Useneausg 24 1151 wagn1aNuIn 8 aUu sl

1031 1 undgyefAvdn (General Provisions) fuuaAnann1svad AMDD

11931 2 Adenu asuaus (Definitions and Scope)

11n31 3 wdnn1sisnduiienuvaense wavaussauzlunislduvenndoafiowmme
(Essential Principles of Safety and Performance of Medical Device) w3 esdleunngdonduluay
wdnmsfisnduitennulasnsty wazaussouslunsldnumuseandonfidvuslunauwan 1 ves
AMDD %ﬁﬂiamquﬁwé’ﬂmﬁﬂﬂ LAY MENNIEUNISHANLAENNSEBNKUAS DeioLINE

AT 4 NMFTMUNUIHANYDILAS DaTtaL NN (Classification of Medical Devices) \w3nadle
wndsnwunoaniu 4 Uizl,mmmmm,?im (Class A Low risk, Class B Low-moderate risk, Class C
Moderate-high risk waz Class D High risk) @arimualilunianuan 2 ves AMDD dwiuipsediownng
fluldadoafionnnddnsunisideduntsusnsieanie (Other than IVD Medical Devices) wae
A1ANUIN 3 V83 AMDD drnduipdesfiownmddmsunsitadunieuensresnia (IVD Medical Devices)

1193571 5 115UsEIfluAwasnndaweaiaeaiiaunmdlasnuisuiiiugua (Conformiy
Assessment of Medical Devices)

A5 6 mstunadou uazmsnmaaesesiiounnd (Registration and Placement on the
Market)

1931 7 mMatunzdoudfuinvevlunisnanaianiosdiounns (Licensing of Persons
Responsible for Placing Medical Devices on the Markets of Member States)

1IM51 8 LNE15IVIN15VB AT ETTaLNNG (Technical Documents for Medical Devices)
ararualiiussmeain Inynussmalflanans Ao luluimamaien fudsusngluniawuan 4
299 AMDD 116188 ASEAN Common Submission Dossier Template (CSDT) A1ANWIN 5 989 AMDD
11078 Post Marketing Alerts System (PMAS) Requirements Lagn1AXuUIN 6 993 AMDD 316128
Harmonised set of elements for a Product Owner’s or Physical Manufacturer’s Declaration of

Conformity (DoC)

A1 9 N5919BNATFIUMAmAila (Reference to Technical Standards)
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1A 10 MsudnsRann (Labeling) Muusmdninasifeafuniswanwainaiosiiownmd Tng
I518888aUsINMUNTIANLIN 7 YB3 AMDD

151 11 M3nandnalselovivesadesilennme (Medical Device Claims) darmunls
nsnanesnaselevila o desiivangiulsenaume

nas 12 szuudhseluesediownmdndeaninamain (Post-Marketing Alert System) fviun
Fupoumssdumsnsainuduase viseratafesulifivszadainmsliniediownmd

1M1 13 n15AneInnaean1sndatdn  (Clinical Investigation) ﬁmummaﬁ’uﬁuﬁ% 799
Fmsnnaemeeain saduneumsiidunmsneaseraindeiiseazdonnunianuan 8 ves
AMDD

11R37 14 n13¥adaaan Ty (Institutional Arrangements) LALLA AENTTUNITOLTBU
Fruesasiiounne (ASEAN Medical Device Committee: AMDC)

;51 15 1nmsnstiesiu (Safeguard Clauses) iaAunsosruilag

11931 16 1133n81ANNEU (Confidentiality)

11M31 17 n3difilAn (Special Cases) Ainuansdifivuszmaauidnenaldfuiunsdou
vudving vievhunandisnuussloniveuaiediounmdunsuia

110371 18 MsthunUyaAluufus (Implementation)

1M31 19 MIUTUUSe Wasuulas wazunlvunUgaAnsonianuan (Revisions, Modifications,
and Amendments)

P31 20 Mmssziudefinnm (Dispute Settlement) Weafumsianu viaeteiulduntyaad

1051 21 ToaNIuaNS (Reservations)

119191 22 n198KaUIAUlY (Entry into Force) untggiitiaziinatsnuldilaussinaaunin

Tolrdnendu way/vsaausumunssuIunsAely
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2.2 UsemAgauIu
2.2.1 Wlswe wazsnsnisaassuuesasiiowmslulsemais auna

Ussmadoawy lasnsgnsnansisugy Winsdmuaulsuieiieidestuieiosiionnng
Tndugnsmansiaudn wiuldainunugnsmans szey 53 w3e Plan for People’s Health
Protection, Care, and Promotion 2016-2020 %dUiiﬁ;L’%mméaﬁﬁaLL‘WVI&Tlﬂu qwﬁmam%ﬁ 4.7 013
UFUUTalATIaI1989ANTAUNITUTINTINNTT Wiormutasasevesenms &1 Sadu wdesdienisdanan
wazipdeadounnd (To renew the organizational structure of the management apparatus to

(%
o

guarantee the safety of foods, drugs, vaccines, biologicals and medical equipment) mﬁqwﬁmam%

=

7l 4.7 psouAgue (1) MsUFuUsBmsUImsianisAefuiniesiiounndlhiinnuvasnde uas
fauain (2) nsdalviiiniesilommdodiufisanelusiaivansay LaznTInILANLFDINTS
yosUszrnau (3) mafisdszdvdnmlunsndniiosdleummdludsema wag (@) mIvimsiams uag
THuseloviannindesiiounndognaminzay Uasade uasliuszansan safamafinuszdnsaim
Tumsldusslowd quasnw uasdomueueiodiounnd wazmssiann amnuanansalumsaoudiou uas
nadeUASBstilImE

uHUgYEMART Tzoy 5 Dresnssnsnaingul \Duduviwedameanmstuindeulseina
Foaurugnisidulseimagnaivnssuiisiuatis (Modern industrialized country) Tud 2563 a1l
WU IPL-LATEgRaLeA U 2559-2563 (The Five Year Socio-Economic Development Plan)
Fadmualinisusuuanszurunisdaniaiesiiomnd uazn1susuUsmanmussiadeaiiounmsd
Tinssiuanudesmsvessznsulumaderswandssilse iudmuusznovvesgnsmanid 7
Suldun mefaunTausssuieafua uinfisuiuludeey wasmsiaunaunminyssssanvu e
A0AARDINUNITNAIULATHFA

Tudiuvesnisnaniadosilounnd nanfuiadodiownnniadimitelulszmaioau
Useanafesas 90 WueTedlowmeind eshednaslulssmadilngliainsandnieioailo
wndldineluladmsndniifimnududeu viemaluladsziugs Saliannsanevaussivaiusdionts
vowaaldo1ufiud UssmaIeaunudedsdduiiozioserfoiaiesdiowmdiitududmouuin

fany Usemadeaunsdadaiinismvuaaniussleviliundindniniesiounnd Wy msmvuan s
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P udnsIin  wazinualiatunsaueaseslonimdlalae laiddnduiu Ieeluddastuszina

a a ° 9 A A ¢ | P 9] a ) a - =~ o v

Veaurniinisdndasesilownndiuyarmatgsegaumsogyansy 919 lul 2558 In15uddn
A A & | o Ay 9 a )

\wsosllaunmdyaraidiosdumsuansy

a13lsff Uszmadeaunudiassiauw dnennasdudnlulszmeegisdoiior s9udans

'
Y a A

20NUlEU1Y  WAZINAINTAAATUNTAMULNE AR NENLAT DL DU I ST UV ALAIN A9gIUNITHE R
Tudssine 819 naninasinsiansuseleviniy Law on Investment ag3ufl 26 wgAIn1aw w.e.
2557 ag Decree No. 118/2015/ND-CP Guideline for Some Articles of the Law on Investment
aedun 12 needneu WA, 2558 Fmvualigndniasesdounnd amnsalasuavsusslevdmenis
| [ < 1 =) 14 a a Yaa 1% a o Ly
asnulugduuudig 9 ldavilunisaandeunsseniuadidulidfiuana n1seniuaigdmsu
msdndndan gunsal wiietudunsdudniumsndawiosliotnnd sautanisanvigauvs sany i
ALY YTeN18NSLENRY (Land use tax)
& a 3 A VY oA o 4 A
WANIINT NTENTNANTITUAY Uavnsensiinercmasuasnalulad lasiulleduainaupiesile
wnmel (Medical Equipment Association of Vietnam) lunisatuayumsidenagiimuimuiaiaaile

[V %
Y

LANFENUNIINITIRRIADNTUITE A UATBILawINE FUT 2559 Tan1UuITuTIUNIEY 48 LA

2.2.2 msuFunguanevaUsemaisauuiiiesasfu  AMDD

Uszimadeauiulddsasoeuiu AMDD ludsdriniavisnisendouieofun 21 fudau
wa. 2559 wagldmidunsesnnguuneneluiiosesiu AMDD Tud . 2559 wuiu lasnguaneudn
Refundniusiaiesonmefioontiiesasfu AMDD e Decree No. 36/2016/ND-CP on Medical
Device Management #a1dunguanslusuuuuignguim senlaeizuiaUsunaioauiuilotud
1 A5NNIAN A, 2559 (FaU51nnaunIaRLIn 1 199518911) nguansatuilfufuugmdninas
n13tfugquandniasiaiedioinmslunarsdu lnsfidovianseddguiaduoonu 11 do
Fastelil

(1) undiyelvdn (General Provisions) sfwunveunmsdaduldnguang saufsiinun

Heudwisng 9 NTinsnanafslungving
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(2) M3dwunUszanveaei asilelymd (Classification of Medical Device) lngutaiede sile
windoanidu 4 Ussanatussiuaiandss (Class A low risk, Class B lower average risk, Class C
upper average risk wag Class D high risk) n¥oustafnuuandninag: Jumou srulufenuauihves
mhenufiaansavhmssuunussaniasesiownmgls

(3) MsuanLAIesliolnne (Production of Medical Device) FaiinunaNIATA1TdILaT
msasudmsumssaniadeaiounndlulsanadenu 01i Muuslinmswdnaiesiommdfians
¥sumsan viesniudidniinuressy dmsumsdniipuvesigfteddssnudmiunsuinedosiie
wyng Class B Class C wag Class D viamsiiiauve s¥giiteasnsitinlsiungndne saludaiinua

Y a

o ¢ = A A A ¢ v a va a wa % q' ¢
VANLNEUN LLa%NE]uIﬂJV]NNaWLﬂﬁENNE]LLWV]EJG]ENUQU@GHll 2N @maNUWGUE]QQﬂQWQ F01UN LLa%EJUﬂﬁm

Y

MAITRNUNINENPATRIEUNNE  UAEN1IAIUANANINNITNANATBIBUNNE

(4) 11577193 1mUgLATeIBLLNNY (Free Sale of Medical Device) @afi1vunnuaudfn Ny
aansaaifiunisvelaansideunne@nriteiasedlownng (Free-sale registration number) saulUfie
= ) ~ = A & A A & a S
Houly warduRoUNISUBEINSTEULAS 99dounng Tnawriasilaunme Class A eTTURDULALONENS
PnedldUsEnaunsUBeUNLleULANAN9aNLASaeaLINE Class B Class C wag Class D

(5) N15UTMITIANISINEAIAUAUNITALAT BB LLWNE (Management of Trading of Medical
Device) lnemnuanuautfvesdminiosilonnvd warismsudsnnaudilumsAnasoslionnnd
NSDUANUANANNUNNITUND LaZEIDDNLAIDINBLNNE

(6) n1slvusnsifeafiuiAIesiionnng (Medical Device Service) BamnunAma 1y
Aliusmsauiasesllounvd Fasutamsiviuinsuinwineitumalulagveuniesiiownng uay

= ~ A A W = a ¢

ANSASIVADU NIONITADUWEULAT 29819 AUD AT D I LiNNE

(7) Yoya uazaaneseslawnmg (Information and Label of Medical Device)

(8) MIUTMITIANT waznsilAIosllol gyl Medical facilities (Management and Use of

Medical Device at Medical Facilities)

(9) MIuAsTwaziden Lazn1siunziiousoulal (Online Declaration and Registration)

(%
=1

(10) a3AnsNIguImUINFeUfURMunguuieatull (Organization of Implementation)

LouA NsensassuEy nsenTIdineImansuasmalulad NIeNINMIARe karan1Usyyvuriony
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(11) n1359fuld (Implementary Clause) fvualiinguansatuiidnadedulddoudiud
1 NINYIAY W.A. 2559

791l Formunly Decree No. 36/2016/ND-CP fiminuaanadesfudafinualy AMDD
psuARulsTfuddy e matuundssamaiesiionwmd sruumstunsdeuied eslounvdn ou
NEMLY aTMIAITuNIMendnsTiieiosdlonnmd uazn1suanaain oe1elsAf Decree
No. 36/2016/ND-CP fimsmusmdninas iiuguairiodlouwndluusufuduidedmusly AMDD

a

fldaseuaguiie 819 nsmvuanaaudAinEaAToliounnd uaztuseulunisudnuaudignin
wsaslownng feunsandunisuds nMsimuananinaeiiieiunsdidiesesiiownmd nsmiu
auansliusnsifedtueTodiownng sauinisimiuguanisidintestiownmd? Medical facility

= v v A A o o v

afle n3znsnarssaavlaiiniseenuisdeiisulagerdudiuianiels Decree No.

36/2016/ND-CP \fiernunsisazidenvemdninaminield Decree No. 36/2016/ND-CP Wikl Taun

(1) Circular No. 39/2016/TT-BYT on Classification of Medical Device ooniilofuil 28 AaAL

v
a o

we. 2559 lagnsensnansisuagy widedeuatul fvusssuundssnniadesdieumseant Ju
2 3% We™39 1 femissruundsznmaiasiioummdoandu 4 Ussan (Class A, Class B, Class C uas
Class D) mamdnnaminssnundsznn noedodiownnd iluleies ssllownnddmsumsida o
mauaﬂ‘éwmamumwmﬁm (Rules for Classification of Medical Devices other than IVD Medical

Devices) AzhUtaanduy

(n) wsesdlawnngNlulagnaridrlulusrenie  (Non-Invasive Medical Devices)
USENUMEVNANNM 4 18
(¥) wvesdaunndngnandirlulusianie (nvasive Medical Devices) Usgnausig
% 6 4
VAN 4 U0
(P) W3B9LBLIMENTNAY (Active Medical Devices) Usznausuvianinas 4 9
(3) vanunaEiiis@y (Other Rules) Usenaumievaninas 4 98
P & U A A o A vo ) & Y] A A & o ) aa o
noudl misdaieuatuillam AuananLIN RN SIAUT SN NATIIBLLIM A NSU NN5INIRE
AgUBNINaNIEAUAINULEES  (Rules for Classification of IVD Medical Devices) F94US£NBUA7 ¢

PANNUI 7 VD
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339 2 femssuunaIasdlounndesnifu 4 Uszan (Class A, Class B, Class C waz Class D)
mamdnmsdanguiadosiounnd Jsuvsngueenidu Single medical device, Family, IVD test kit,
System, IVD cluster wag Group

(2) Circular No. 42/2016/TT-BYT on Recognition of Medical Device Classification Results

[

goniiletuil 15 WAANEY WA, 2559 1AUNTENTNAITITNAY wilsderiouatiuiiiivun s1edeUseme
FuszmadvaurudusenldaruisadinanissinunUssianaiesdounndaiundn.n ael
Tuusametiuanldle

(3) Circular No. 46/ 2017/ TT-BYT on Guideline for the Government Decree No.
36/2016/ND-CP panidiofuil 15 unau wa. 2560 lasnssnsransisngy viddodsuatul dvun
sﬁaaﬂﬁumﬁfjﬁhﬁaaﬁlu%’a;&amﬁﬁﬂmWﬂaawwﬂﬁﬁﬂ WIDHANSANYINAGDINI9ARTN UIBLUSUTDS
MsnsIvEe LT AsadouNNSd MU TITeduneuensnamey ileUsznounistungtounnasiniig
NAnA

wanmiiean Decree No. 36/2016/ND-CP LLazﬂg‘mmaﬁﬂﬁmmﬁaaﬂimamﬁaé’mwGU%N
Decree No. 36/2016/ND-CP ud faiingmansatiuduiifgadesiuiaiosiiownd 1HuA Circular No,
278/ 2016/ TT- BTC on Providing for fees in medical sector and the collection, transfer,
management, and use thereofaamiai’uﬁ 14 ‘wqﬁ%mﬂu WA, 2559 LABNTENTIINITAS Lﬁa
fvuednsuarasssudsunmsiiiunsiesentuaygname q MReiunuassagulnehsny

19935 BnseurguiAtsssudlsnlunsvamansiiouinedimiieinsodiawunmd wazAsssuiley

Tunmsvelusugraiiedn/diweeninsasileLnme
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AN 2.1 MUFUNYUINEvaIUIENAIEAUININETDISU AMDD

National Assembly

=

h Constitution ’ﬁ

Law on Government Organization Law on Investment

y y

The Government

Decree No.36/2016/ND-CP on Medical Device Management (15/05/2016) |

Ministry of Health

Ministry of Health

Ministry of Health

=

Circular No. 39/2016/TT-BYT on
> Classification of Medical Devices
(28/10/2016)

Circular No. 42/2016/TT-BYT on
—> Recognition of Medical Device
Classification Results (15/11/2016)

Circular No. 46/2017/TT-BYT on
=== Guidelines for the Government Decree
No.36/2016/ND-CP (15/12/2017)

Ch. 8 Management and use of medical device

at medical facilities
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2.3 mesuiieutanivuanigld AMDD wazdafinuanielinguunevaslssmallsnuiunasninasasiu AMDD

Uszau AMDD msuSunguanevasUsamaisauunield Decree No. doyaiiuiu
36/2016/ND-CP
unveyQianan HsuRavaulumMsNIaaeTeaiialwmeg
(General viesunuilduneus oty
Provisions) niJeuesosiiounmd uaglasulueygn

NMNBIUMAUAAYRIUTHNAGL TN
AauNImaRLAS el B luUsywna

AUNTAAINGAT?

Aty way
YDULUH)
(Definitions and

Scope)

v umas Yo U o = = I’
n QJ/QWUSLGUUQQUﬂULﬂiaQNaLLWVW LLee
5 aig ¥ to 4 o« ¢

QUﬂimWI?Jﬁ'JU@ﬂULﬂ'ﬁ@ﬂll@lalﬂ/\wl‘c’]

(accessories) LngLAsailaLbme U8

A4 o o

\eoaile LeRedld gunsal 1nvesdng g
Adladlulusemenyes defldass
TureaUuRns uazsaouliiey
(calibrator) wevlAus Janvize
defindnofunieieidestu

(1) Ewesn@nsnusiajavaneiiazldny
Tadmis viseldsmfudmsuuywd lned
osjavinelanzeg1avisedisln vie

1NN PasabUl

- ngugatulimMuanIsUIMsIANMSReTuATsdoumg 53
LufsmsuusUssinnieseasiiownng nMsudn wazn1sdmiiy
wiseailounmg mslviusmsiifetesiuiesesiiownmg N3l
JoyauazkanIaaINATBId Bl uasMIUIMIIANIskarnsly
LA3ealol N Medical facility (1ms1 1)

4 A ¢ o & = A A & 1%
- ipsesdawnmg munguuneatuiivingie wseslle wasedldy
gunsal Leseadns Ingildldidnlulusnemenyud uheniildnga
luesujURnns uazsaeuliiey (calibrator) gevianas Janvse
adad v o oA d v oo
aanameiuvsaneteiu
(1) viveandndnsiyananenazldnulaeaie vseldsmiu
dwfunywd loednainglanzegamiledida vieuinni

fapelUil
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Usziu

AMDD

msuSunguanevasUsmalisauiunield Decree No.

36/2016/ND-CP

Fayanana

(n) Madey Jeau femu Urde vise
UsIILsA

(%) e Feey UrUa UTIN %39
Shwemsuadu

(A) M998 AN WAl Anluad
W F viEoquAUNEnA v
NSYUIUMINNETIFURIT M ENY WY

(1) Usefiuuseaes visodietinuyud

(2) AulaNywd

(2) ¥ane videsiTedmiueiesile
g

(%) Tdfeyaa1nnnsnsindedangie
MNnTumenywd ieTnguszasd
NNTUINE WS0INY
(2) maﬁuqm%{mumwmiwmasuaq%aﬁ
namislut (1) Fudntulusnenieuyud
foslaiinannssuIuMIMILA§IneN

Weniauiiu viseufisenaagyliin

q

[

nas Ul uUnan

(n) 3ady Jeariu fanu Urdn visoussinmilsa

(v) 3fade Famu Urdn ussm wEesnwennsuiniu

(A) FIFIVABU NAWVIL UNLY FLUas W M 39U
PUNETINIA Y3ONTLUIUNMITNNETIHURITIMENYWE

(1) Usefiuuseaea visetietinuyue

(3) Aurnlauywd

(2) Yane viesudodwsuiatosdiounme

(%) Tidfeyaannnsnsaadedansraninsremenyue
e fanuszasimanisunmd vidoitade
(2) wadugyismuanunevesdsiindrislude (1) Fafeduly
$umenywd dedliiiinnnssuiumamanding

1%

Inenqniau

[ A aaa

fiu viseufisemnaglmAanassudumdn

- IFsesilawmddusumaitadunieuensianig (In Vitro
Diagnostic (IVD) medical devices) #311689 1181 (reagent)
shaeuliieu (calibrator) @nsAauAx (control material) LAT04dD
\seIdNIVisegUNIal (tools, machinery, devices) S¥UUN1IATIY
a L3 [ o L% A v 2 [ o
A9 (system) lanagldlagaie wseldsmiumumuugii

Y9L0HARN U LioUsyleilunsnsiadedingiaainsnenme

Uywd (1031 2)
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Uszau AMDD msuSunguanevasUsmalisauiunield Decree No. G

36/2016/ND-CP

- WWvedEndneliaTasilaumd et e viseyanai
(1) dolviaTosdounmdlduaraIn B urs eteBIUARARINET
¥30087N JULUY 13078n1emsmiviIea 1umioynrasing

<) v

LULIUDY

(2) SuRAwBUNMTERNLUY MIHER MIUsENBU NMSUTEUIAHA
MSARRAIN MIUTTY VisegauauLATIdawmg isefimun

a v A = ¢ |
oM slumIpad o nndninany (11ms1 2)

nanmsnandu | wesdlawnmddendulumundnns - MANLNEN L UNNSUSUNTIANTSLAS B9l BLng Tawn

A Ao & a ) o a A v wa Y] a a
LWOAIL ydulineanuUannny wayauIInus (1) MIANUUNINDUIIAUFUUA ANNUADANY LAz UTZENSAN
Uapane way Tumstgaunmrualuniaxuan 1 v89 Tumsldauvaapsoadianme

aussouylums | AMDD 879 anaudimemeninieiivay | (2) msdasseudeyaiiiiesns uaggnies inetiuanau TR uag

THauves Fanw madadouarmeudeuqdus | nsldietesdounnd suludsamudesfiornintunngldieiosds
iwdoaounnd | anuanTRvesmsndnuazAaandon wnmd
(Essential gunsaimswmdAimeidadevieilaidu | (3) mduiumaiiteliaunsonsaseuiiuvededosdeunmels
Principles of Myin MIUesiused waztomvun (@) MIvimsdamsiesasiiawnmddondulumumsutsussinn
Safety and dmfumadeusiairiesilonmmdvie \eRoaTlouymEmumnides uazinsguresUsEmAiunL
Performance of | gunsalfiflumasmdsany viennsgufieenvielaumseenulaemhenuiiugua viie
Medical Device) unsgIuivsyme wag sl dlasmhesunieysaaiiioliduly
FUNQMLNY
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(5) LPTDILBLNNENTTIATUNTIA YiTBNNTUBINUTIE VL ABa
finsusmsdanmsmunguunefifesdesiuilandunisia nguuieg
MAgosiungueznay wazdomuualunguuieatull

& ANy Yo Y 1 a &
1NN @St TaInsSuN s LTSIl d LAy
soudulumundninasinirvualunguuieil dauansialifianuise
T msumaveieseadiownmd uazingUseasAdula Tadns

UIMIIANIAUNGVNIEIIEENTLANl (11R51 3)

AMIILUAN
UseLNNUD9
wisesiiownms
(Classification
of Medical

Devices)

w3nadlaummdsuwuneendu 4 Ussiam
UATILLEES (Class A Low risk, Class B
Low-moderate risk, Class C Moderate-
hih risk wa Class D High risk) $srsun
Mluniawwan 2 983 AMDD dsu
wioslownmeiilalaeesdonnmddmsu
MFIlAdEN1EUBNII9NY (Other than
IVD Medical Devices) kagn1ANuWIN 3
983 AMDD dwdursasiionmmddmsu
MFItAduN1EUNIINNe (IVD Medical

Devices)

- 1A9ilaLImETunean U 4 UselnnauanuLaes was
| < 1
wuseanidu 2 ngu Aadl
nauil 1 wpsediewunmne Class A (Low risk)
mjuﬁ 2 1Psesdlownmd Class B (Lower average risk) Class C
(Upper average risk) iag Class D (High risk) (11m151 4)
- UANLNEE L UNNTIUNUTELNTLAS B9 BLbNE USEnaumie
(1) MIIBUNUTLLANLAS BIL DULNNE LALUIAUTEAUANULFIVD
= & ¢
LA B9 BLLNNE
(2) TuUNSANLATDIL DLLINNTANUNTALLUIPNU TE AUAULEEN
¥ o Yo = & ¢ & I aa )
Iovaneszau Tidaesasilennmdtuaglu Class Milsydu

AYLLEEN AR

- Circular No.39/2016/TT-BYT on
Classification of Medical Devices aan
dlefuit 28 manea e 2559 Tow
nsvnTNESISNEY wivdedauatuil
MUUATIZALLIEANITIMUNUTELAN
wiasaiionyme Fadl

(1) mssuunesesiowmdeandu 4
Uszean (A, B, C, D) muvantnasa
TunARWIN 1 399vdennaoIfuanLNaT
Fisnamusly AMDD

(2) mssuuniesesiiownmdeandu 4

UszLan (A, B, C, D) munanmsinngs
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Su Iuunussunmvesrsesewmdusiastutiuoanainiu

(a) Tunsdlfieesiloummdgnesnuuuuilildsmiuedosiiousme
B videwedosflowmmdiul fordl fvaneTrmUszasd Tisuun
UszLvieResiloummdmuTnguseasdnsldondiddniian

(5) nsznsransrsuguintiisuiiaveulumsszyeasiden
dmsumssuunuseimiesssfiownmdnuauddnyyisening
Uszimahdhemssiuundseinnieieadonmefismuelag
ASEAN fiszidamunuliauni (1151 5)

- mheuiivhmihiisunussamesesiownmdas feed
AR fitvuslungraned Tasmhenufindniosiads
gnéesmungmane uasdignireiifianen Tilumsduundsziam
HAMAY duUTZNOUME

(1) winmsEnunlusedudSyyns mumealulad indyeans vie
YENENS

(2) fivszaumsaimsvhausuneluladia e onme
flsanenuna aouiilunssnwmeruaiifiiies aanthilneusy
Reatuiieaionms aotuideiueiesdionmwms

A0UUTENBUNSNNAMLAT DI BLLNNE AUIBINUNTNAUNNIWUN

o

wisesdlanmdnivualuAIANUIN 2 V8
yfsderiout Inefuszneumsanunsody
Faetunzdounssmneiriesiiounmd
wuung wionszyBenduiaiesiiowimd
vuaanHanfe Tnoiasesiiewnmd
ansnsodenauls fedl

(n) Single medical devices 1884
edosounmdlddmiuinguszasdidu
maame uazglugluuuvieussasioe
017 geenseustefismirendurie 3 Tu
12 B uaz 144 %u anusodanguLdu
Single medical device detusvetu
neeunsdmiela

(%) Family mngfisnguieiosiowme
fiUsznauseLrd ol aummefiunngwan

= o

URYINY TTLAUAULELILLU UL

@

a & a % al
NI UIzaIAReINY UFULUU Lag
ASTUIUNSHARLLUULRYINY hazdl Ay

wansnenngluveuluniivun 919 gaens
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UTZLNMLAS DI DLLIVE U OMUNEUNUTINTIANISLAEIAY
wiseafiownme (Fasamiseni “Medical facilities”) 1uszeziim
Laiosnin 24 1hou

(3) rumsvegeu uwazlasumsiusesanaantuilneusy
fiferuanusalumssuunUszaniesesionms (Wes 6 uay
1IR3 7)

- enansudspnianTAluM s uunUsEIANLAR AT BLLME
(Declaration of eligibility to classify medical equipment)
Usznause

(1) MsynanTRlunMsTuunssLane sl aummdn
wuuledi No.1 Aifwusluniaxuan 1 maaﬂgwmaaﬁuﬁ

(2) m3szyede uazanauTRvesgnindluLunesy
mumMeRuIn 2 Weusihesaisediuvedluusesaaien
PUAAKLIN 3 Toangvpaiiull wazdunTIgazIBeanMEL IR
yosgninadviuthfisuunieiesiiouyme (1ns1 8)

- mhonuidauau TFRrsuiudedu asnsaduenasuds

Anan TRlumsuunUszamiatesiiounnd (Declaration of
eligibility to classify medical equipment)Iﬁﬂismaﬂmﬁﬁm@

Wsaneanlusunds (Receipt note for the declaration of

T8E vun uasRidurauenanafiu NG
NTAQRUULALIIUY TNTEUIUNITHER

[y

WuuRI waedinguszasa
wuusieaiuanunsadadungy Family 16
wazanganuiidla (Cardiac catheter) 15
Yosnelumasn (Lumen) ANNYTT Lo
urhaudnanauansnafuanusadadu
e Family wieafiula

(P) IVD test kit vanefaipTesilownmsd
dmiuitademeusnismeiiuszneu
Fenbenildnsnlufesufiinsg
(reagent) wagYanduiiunainidves
wanfauiReaiu Gedidusieddsmiu
delussaingustasd wazdimsdimieg
sefiuluguiuy Test kit 819 Human
Immunodeficiency Virus (HIV) Enzyme
Linked Immuno Sorbent Assay (ELIDA)

test kit
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eligibility to classify medical equipment) 1¢ Wiolasulusuuds
La7 UL IUAINANIRIDLENUTAALTRUNNTI L UNUTELAN
NAMN LA (119157 9)

° a & & Y a A av vo
- MIPUNATBIH BLANGaNUN3A BB IUBUN LAY
mMsgausuanNUsewaeaudlalagllfaemtdunsanwun
Uszinnasaalownmdlug susaimmualy Circular No.
42/2016/TT-BYT on Recognition of Medical Device

Classification Results (119151 10)

(1) System “NN8E95EUULATDEHD
LANENUTENBUMLLASBIT DL ANE AN eTU
wargUnsaldnsuLATealialnndfanaT
UNNLINVDINANNUILFYINUY Ly
o & v P Y v ) ¢
JdusedldsmfuiieliussaingUssan
wenIN iAsesilounnduazaunsal
Janaazanusalgleilalidusesuu was
Jwmheneleteseuuieniuy vseaan/

o a aal % v
mesugIsMsldseylvidndseneu
wRaETURBI LIS Y USaLebUTU AU
szuu o9 szuulumaise Tegae
(Patient monitoring system) g dusea
145w Vital signs sensors wag Probes

(2) IVD cluster 1889 41817959
TureaUuRns veTagnuianniives
NANN LAY wazdnsIwuNUsELnm

a a o &
MUANULELURLINU (1A Class A 158

Class B wiu) nieuviadimsianguuay

1438lumsnaaeu (Clinical chemistry,
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Immunochemistry, Histology/Cytology)
puamuualuntlsderiou

(2) Group MungfenguLeFealialnnd
~ Y A oA & ]
NUsznoumeLAsnsllolnndeenstioy

2 Fuidningluussydaeiiediv e

e

UszasAAeaiy wazlaldiesesilo
Wngausuitatuneuenseny 8d
gunsalUgunenuIateuszneusng
NaaLmes ENUALNG KITULLEE LagUsen
o4 ognalsfid lunsaiiguszneuns
Foamsnedmheiedesionnme
iz Sounuungludnume Individual
medical device Lo Tnguszasdiame
ViaaLlonsnALULASesT L mELRu
Fosiimstunsidourtosiowmmdtiudu
sreipsesiiownmd (Single medical
device) ABUMIMULUENAINNGH

- Circular No. 42/2016/TT-BYT on

Recognition of Medical Device
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Classification Results aanidlaTui 15
WeAANIEU WA 2559 LagnTenIng
anssnigy wilideriouatiuilinua
eoUsTmATUssmAi s usew
TrausatnamssuunUssiesessle
wmdmundninasiluussimeiiunl e
Fsldun nguuszinaaundnendou
Useinalunivglsy Useinmeaainside
USENALALINT Useineniva Useine
U uazUsTinAenidn

'3 £%

wennil fNUsrasAIzudInsU R
AUNIK351U (Declaration of applicable
standards) @uSULAS el aLLmg Class A
WIDUUMVDTUNLLUEUININRUILEINSU

vASe9sloLnng Class B Class C way Class
D lufpa8umsneansaunysesnn

a a ¢ A o
LASBIL DL NNE MU NN AUALUNIANLIN 5

989 Decree No. 36/2016/ND-CP u#

AU TNANTSIIMUNUTELANLAS DI D
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LINVEYDIUTELNANNATINITIAUDND
wnuld ToeranssuunUssunmiesoade
wmddasaglusuuuuienanadaselud
(1) Tususesnsune (Certificate of Free
Sale)
(2) Tususesmsaanzidou (Certificate of
Registration)
(B)IUEJHQ;W&QEJEJH (Export license)
() onansdulafieenlaemiseauddl
SrunavesUszineiy

mMsvszifiua | mhsauifuguavesszmaaundnges | SgunaUszmaivnuuesnngrnemeluiiiesesiu AMDD e

GRELENION yhmsUszifiuadosowmdfiazneman | ngvsnendnite Decree No. 36/2016/ND-CP Fsfliifomaennias

wiesllowwd | heaenrdesiudermusluundyagidu | fudermuslu AMDD u,axﬂ'ﬁz'vmamﬁﬁmqﬁuﬁwﬁﬂﬁﬁﬁugm

(Conformity aE19toe miﬂﬁﬁ‘ammgwmaaﬁuﬁ

Assessment of

Medical

Devices)

msudneseale | AMDD ilsusivualvgsznoumsu | - mandaedesdieunmddiavsléiunisan viesn iusidiinuves
e lonasuanInszUIUMIHaReSesdeunmd | 55 dmsumsidfifuesdgiiedilssnudmiumsnanadesie
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FITWRUININTIUNMIAIUANAMN N

ANTHAR

wimd Class B Class C wag Class D sawluiamainiinuvessy
dioasadiinliungning sizeifteugnitiliiansisae (u1es 11)
- dormuadmiugninevesinanietesiioummdUsznouse
(1)1uﬂszﬁr§|,%'mmzy fﬂzé]’aﬂﬁmm;ﬁ”ﬁmﬁuLwﬂ‘[uia%mm%aqﬁa
wiwdluseauinedovsegand visellenuinamedaviseunmd
Tussdunmiimendeviegandn uenanil fivamadendnsosd
Uszaunsalegnation 24 iWeulunusmuimeliaaesiiounme
wagiuminauysySvesuiiniranesedewmne
(2) Tunsdlgninaussiamdu I dulusudeimuaiferiunisuan
eRoaflowymg (11n91 12)
- dormuadmiulasaadne iedeadle wazmseusAAN e
Huamitesiionmd Usznause
(1) Fan1uil W uazlssnunsidniiaenndesiuirioaile
LymETaysEn
(2) fipFesilo BnsuEn uarmInTaaoUANANTIdeRRZE]
fuiedosoummdiiazsdn
(3) flanufidnfuiifdnuarshatiosdwialuil

(n) fuinndafviisesadesfuriauayUiinaveasiesde

LN

2-20




sweuatuauysel

msAnyItengmineiiuguassasenisuveduvesndasusinioslounnelugininendeu

Usziu

AMDD

msuSunguanevasUsmalisauiunield Decree No.

36/2016/ND-CP

Fayanana

(1) UShadaiudienmeaiewm Wi dzen uay
agAua USLIMAULYIAYBILEY

() Hulumundnmsdmiuiu q fivhurldiuaieadowmmd
UAIES
(@) feumvuzdmsuinduesesdownmdananuussneuns
fiaonadasfudnuarveuesosiownmd
(5) finmsldszuumuauAMAINea 1SO9001 ey ISO13485
(6) lunsdifiganuuszneunslufiaonuiidaiv viesnummug
dwsvrudaedoalounnd aunsainreuiTmduiiinueda
mufisvundredunmls (Wes 13)
- LonansudspnuaRlunsianeSesiawnmd (Declaration of

eligibility to produce medical device) Usznaume

'
=

(1) vilsFoudanauan URlunsuanasasdounmdnuuuunasu No.
2 YBaARLIN 1 ﬂumﬂgﬁmaaﬁ’uﬁ

(2) M3szysIeTe uazanauTRvesgnasluuuesLY
APELAN 2 Tesnguaeatiuil

(3) LonansfissymausumevSoustsiaidamg lumsde

LA3sHaLNmY NEauNIlUSUTOIIANTINIIUMUAIAKUIN 3 VBT

nguaneatull uaglenansiansnaL URveHiTe w18y
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(4) TuuT0INIPMUANANNINAINNINTF U (Certificate of
conformity with quality control standards) viselunsdiiilald
Tususesmsmueunan W anunsalfienan Buiuansnanui
wamdulumade (1)(a) vestervusdmsuleasiadn idesile
LAz MIMURLAINIBIEKARLATsT s T19fu (1ms 10)
- anulsznoumsazanansadiiumsnanesesiounmels
FraiflolsduvilsdeudanmantFlumsnaniatesiioumme 3
szdpsdaiidunuSinge visnmwiSeau wiouiihesede
dunves Laﬂmsﬁszqmimawmw’%ama@?ﬂ viseRuaUUR
yosfBermnayiivheny o anulszneumsin fhaseviediun
yoslenansianItanuUszneunsiinaentRmaiidinuslu
At warfvsevseduvesluTUTBINMIAIUAN AN
muNINIF1U (Certificate of conformity with quality control
standards) Teauassuauuesiiuiiianuls noumsnan
@l’jﬂa@:ﬁ%ﬁmmaﬂ%%mﬁﬂ (Receipt note for the declaration of
eligibility to produce medical equipment) 141 diolesulusuuds
W anuUszneumsfinanisazanunsodiunsuanieiesile

LANELA (11957 15 waguInsT 16)
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= = a L4 o VYal = & =1 & [ ] a vV @ .
msvunzilou | UseimaguInfesdnlinil sz uunsuu in3esdlowmmgNnag s miglulssimatisauulanesdulusu | - Law on Standards and Technical
warmseman | neidouasesdlonnmenmiyau Jomvuannaluil Regulations No. 68/2006/QH11 U3
wisosiowmd | Ieeirsesdowwdnoslasunstunsideou | (1) Jwedsadeiwmdiiiaumzidounsdmiie (Free-sale Jevarumanaiapendusesud

(Registration
and Placement

on the Market)

fumheaumiuguaveslssmnaaunn
NEUYINNNTINMAALUUTEINARLTN
fanan aegelsin endueenlviddesniiu
mstunzdoudmiueiooummduns
Ussuamildmu sz ay uenanni
MNHUBLSENSDINTEMNUUIBINUAAU
uaLaN AN TasUTBINsTdiu
w3osflanmmdneludunauvesUssine
aundndulunsddudusuasisag

Tnevesasilonndtulidnstunsideu

registration number) @11889 lanzidouveslusuilag
MU URMLNIR55 U (Receipt note of the Declaration of
Applicable Standard) @ miuipzasiiownng Class A @alaifiu
A1y wazvaene lawnzileuvedluiusesmstungidey
2991118 (Certificate of Registration of Free Sale) 15U

4 A ¢ = o a
LATedaLNNg Class B Class C wag Class D a9uony 5 U
M9il §19zaunsAiiun13ve Free-sale registration number
Loun Uidndeauuiidudpseuasesrsesdonnmd vitn
= ay vo 1% a o =
Heauuilasueyginanidivesaasduilunisvelueygyn vise
dlinnusunureisznaumsielsemenasegludssime
Reauy Taeiasesdalnndnanusandansufinnuunsgu
wietungidsunsdmiesenduesediownmdniianeau Uil

(n) w@anfaauUsEneuUNsTinuan URluNINEnATDie

gl ulsymned

(National technical regulations: QCVN)
uawszeuTaaiu (Local technical
regulations: QCDP) Taewit el

o U o

LNYITBIAUNTININTBUIAUNILNATIA

[ [

sedfuni Tofadl

(1) Sguusiiivehiiing uazUssneld
Fotsdumamediesefunatiegneld
YOULLINSUINTTANSU08NTENTITU

(2) SFUUATIINITNTENTWINGMENT
uazinAlulad i fissidumsna
Jotsfunamatiasziuya

(3) wenwmileannsalinesiu Sgunadl
yiifise Useifiu uazussmel ddosdy
mamellasedund ARetosiums

miuuveInieudiinnelasguia
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(1) dmduisesdionnmdundn fosnanfiaaulsznounsnte
TususesmsmuauRuAmNULINIg U waslasUa el
dmmbelulszmnelaile
(1.1) teNansUsENaUM AN UL URMULIRTg AU
wdesflounmed Class A Usenaugne

(n) vilsFaudansufuRmuunsgumuesy No. 3
APHLIN 1 VBINGNILE

() MINMITUUNUTENNLAT DT BUIMEMUAIANLIN 5 VD9
ﬂg]wmaaﬁ’uﬁf

() duulufuudsnnauiimsndnedoadoummddmsu
ieesdlonmmeindelulsy e uax fhaateduuiluduses
MIAUANAMANINNNATFIUdmSUAUANT (Certificate of
conformity with quality control standards) filaileld
Mweangy wismwdwauy Tiuaunwideaus

(9) nilsdenousunamasilaednvesndniuiuaslususes
s TRluMs3uUsE iU (warranty) dwduleseasoummeingn
Tuuszina uazdndmiuiatesiiownndiiinudi

(9) dunesgu (standard) AigUsneumsUsyashazudai

Pranlanueseadiownmd Class A Sad1ULBNaSUTRIANY

a a

- YavsAumamellass furfazdl
maUsgmaldluguiuumisderiou v3e
Circular $29€13 919

(1) QCVN 11:2015/BKHCN National
Technical Regulation on Medical
Conventional X-ray Radiography
Equipment o9nn1els Circular No.
28/2015/TT-BKHCN Tagnsens
Inseaniuazinalulag

(2) QCVN 0001:2016/BYT National
Technical Regulation on the Basic
Safety of High Frequency Surgical
Equipment eann el Circular 2016/TT-
BYT 1AgnsensNansnsaay
- Circular No. 46/2017/TT-BYT on
Guideline for the Government Decree
No. 36/2016/ND-CP seniilouil
15 SunAu w.A. 2560 laenssnsy

v

anssaigy vilsFeneuatuil Mvua
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donPRefiunnIgu (Certificate of conformity) el 119§ 1U7
Lildfvunluguuuunwdange visenwvieaunu Tiudalu
MLAUL

(@) dunsldiesesdiowms muideuny

(%) dnungunuuaain
(1.2) tonansUseneumstunsidounssmiedmsuieiasile
wnwd Class B Class C waz Class D lalidulumudetsdu
MawAlAsEAUTIs (National technical regulations)

(n) fuetunzifounssinaeisslensmdmuneada No. 4

YNNIANUIN 1 VDY ﬂQWEJ’]EJQTj’Uﬁ

'
a

() mssuunlszamasediowmdmuiidmusly
AANUIN 5 ﬂuaaﬂammaaﬁuﬁ

(A Tususasmsmuauaun NNz (nlallaegly
sUsuUN®BIngy visenwdeauy Tivailunwidenuiu)
Huusiedesiiowmdiulginmssusestaemsesnlususesnsune
(Certificate of Free Sale) lagvnhgaumiiuguaveanguuseine
glsy Uﬁsmﬂzﬁﬂu UsginaAlAuia Therapeutic Goods

Administration (TGA) ¥a9UsetnFppaLnsiae way Food and

Drug Administration ¥84UszineDLITNN

Jounviunsailainesdudeyansinm
NAABINNAATN TaHaNIANYINAADY
MeARTN 13l USUTBININTIVEDUVDS
wiesilanmmddmsumsitadunieuen
$19me eUsznaumstunsdou
MTUENENT N
(1) msduduasossionnmedilslsos
futoyamsinyinaaesmsadin vide
NansAneeassnsAatinUsenau
mstunzideou Teun

(n) weiseaiiownng Class C uaz Class
D fldgnddlulusamenudisisua
TunAruan 1 dudsynaume @evieans
Tanneveetios (Peritoneal dialysis
catheter) neniainls (@theten yagsln
(catheter kit) @eoonLau (cannula)
andusulalimetiemela (guidewire)

wazviateugla (introducer)
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(1) nilsFenaudunalviuianiulsznoumslunisuds
MU URRLNIATFIU viesiiumsvetunziSoumnsdwnine
unuiveaRantas muvesudiivusluniaauan 6 v
ﬂg]wmaaﬁ’uﬁf

(9) TuFusespauanRlun1ssuyseiu (warranty) sumesy
fifnmuslumenuan 7 vesngvsneatiuil

(2) TuFusesnsue (Certificate of Free Sale) dwisu
iedoadlouymeiiinth snlailfeglusuuuunrndangy videniwn
Heaww uladunwideauy

(¥) lonansmamelianuiissunufiesuieieatueiesie
wymdmnudirvuslunesi No.1 ¥8911ANLIN 8 YBINGYY
atiuil Feuszneusnedeya enii Mesuelfefundnnisviey
watlavesiesesiloumd deyaiferfumaluladvoaaiosie
wmdnsdhesesilonmmddenanldimaluladiv dedrdnlumsly
\dosilaunmdilerutasnisvestitae (wu shwildiunsdl
fifteduse AlsmunaUssam) ufwadefiorafeiuanmsld

LATDIL DUNNETIUTINGMUNANITNAGBUNNNAGTEN TBUTINGN

m3fmiugualAsasiialnndndsnedving

(%) LAspediamme Class C wag Class
D AlaTumziou wazilususesmsue
(Certificate of Free Sale) fimanlaguszive
WaonsAnsmuitvuslunauwIn 2
oA nuseinaglsy (Useimooaissy
Uszinaluiaun Ussimalusaina Uszine
Uaunise Useinelasieldy Useine
walaldy Useinagans Useinanse
Usenalosiaun Useineanie Useine
\Wwosuil Ussinadviate Ussineuoan
Ussineitunaus wazUssinenSaee
Usenalsunie Useinaan Ussindlausa
Usenadlaniiy Useinealaiidy Useina
Al Useinedmnd Ussinasnigandsn
Usinaadingosuaun Ussinesingy
UssinAualbey Ussimaenansn
USELNALLLEDSLLAUA WazUseinagila)

UsgmeJUu Useineleuna 3Ans FDA
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(%) eMsnssymhiuaz deyadnmnegediatosiiennmg
JoyanawmellpvestnenildnsinluriesufURnT (reagents) uae
shapuiiey (calibrator) war Tgildlainlulusiemeaned (n
Virtro control materials) muyinuustunasai No. 2 184
AR 8 veanguasatuil (mnlaldegluguuuunmwmdingy

A a 4 & a
wsenwIsauy Tilvailumeniideaunu)

(1) T slaATadl oL nngn eIeAUL

(1) wansAinwMeaeIeedtnd s asdowmed Class C
3o Class D ldgnandrlvluseamenunesuluniauuin 9

¥ = dl = e’d‘ a N a dl
Viusatlduiedosdlonwmdnudaviseuse noululssiveioauiuiite

[

TaguszasAlunmsdsean uagUsswaiidiilamvualvll
= aa N’ A o« cal Yo )
msAnumeaesedin wiaelursesdounmdnlasulususes
M3 (Certificate of Free Sale) 9nwapsuiiuguavesngy
Useimeiel sy Useinag U Useineaeuna Therapeutic Goods
Administration (TGA) U89UszLnFRaaAsIaY War Food and
Drug Administration (FDA) 909UgLeaLiIN1 ¥iTenIaausui

nseNTHaIsuguivuany Circular No. 46/2017/TT-BYT on

Guideline for the Government Decree No. 36/2016/ND-CP

YDIUTLNABLISAN LAY BIANT TGA
YpeUseinFRaaELAsLae

(2) nsdiitlaigadldlususesmsnsiaaeu
vousaionmddmiumsitady
Meuansame ileUsznounstumdeu
VORUY W NIMUNEREATUIN LolA
wiesilannme Class C way Class D
Mgrunyifounesilususesmsue
(Certificate of Free Sale) fioanlnguszme
ViasasRnsmuTisviuslumANyIn 2
vosiededeu Lawn nquuseinaglsy
(Useinaopalssy Useineluilaun Ussing
LUsona Usemadaunisy Ussine
lasielde Useinelealaily Useinaganis
Useinenas Useinalosiaun Usvine
e Useineleesuid Ussineaanadey
Useinauan Useinaiulaus ey
UssinarlSauea Ussinelsundly Ussine

wa Usewmalausa Useinealainie
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() weivoeilownme Class C w3 Class D Nlditiadunieuen
5298 (In Vitro diagnosis) Aaslasuluiusesmsnsiadeu
(Certificate of inspection) ﬁﬁmumimamzmadmmimqsu
uwiduesesdlownmeiilasulususesnisue (Certificate of
Free Sale) :nvihgaumiuguavesnguuszinaglsy Useine
ijﬂu Useinelaua TGA YeaUseineansiie Way FDA veq
UszIAaLusn waesu ﬂiv:ﬁi?imzmmmmmqﬁuﬁmummu
Circular No. 46/2017/TT-BYT on Guideline for the
Government Decree No. 36/2016/ND-CP

(1) Fegreaann
(1.3) lonansUszneumstunzideunss mhedmiueiesdlo
wnne Class B Class C uaz Class D fifulumudadadu

MIwAlATZAUYIH (National technical regulations)

(n) MvaTunetisunedringLsaed aLmngaunasy No. 4

YDINANUIN 1

() LONANTSUTBIANUEDARABIVDINANN I (Certificate of
conformity)

(A) Lonansumudned Teua msemssuunUsuam

wiseailounmg TuuseamImuANAMNNANLNIAST 1Y iade

Uszmalaiiy Useinealu Useina
a = (Y a6
2018 UseinAaniouLlusn Ussine
dnrosuaun Ussinadingy Useme

= ¢
Watggd Useneauunsn Ussing

4 [ =1

LULEDSLLAUA LazUseinaaIeu) Useine
QU UsEineeuna 89Ans FDA Uos
USZLNABLUS NN WaradAnNs TGA U89

UsziFoaaLasLay
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weudnIlikianulseneuns lususesamaudaluns
Suuseriu TuSusesnsue (Certificate of Free Sale) Lonans
mMwieaunuiieuiaifietuesesiouwwmd snomsuidiues
Gﬁazﬂaﬁi’%wwzﬂuauﬂ%aﬂﬁ aung Fnsldiesesiiownms wazaan
wosiouwmd
(1.0) lunsaifimsiasuudasdeyandaanlisu Free-sale
registration number 917 Mioguasiinvesirzoaiiouwne fiog
YD9L91U94 Free-sale registration number Foveadwes Free-
sale registration number G’ﬁa:gdaﬁmﬁuﬁmamﬂ%qﬁauwé
ussgiurivedesesilowymd fFuuse fuefesslownmd T dves
Free-sale registration number L3N N5 1E51504a%
Juaednwaldhwsnely 10 uimsmdaniimaddeundas
flanan
(1.5) ngangatiuiil i muadesnudmiuransasiunsUssam
Flalfosvorauneidounsdime Lo
(n) ieailoummd Al Tnguszasdlunside vagou
g emsldaiesile wimed wiedeunairtosiownmdiviniiu
(@) wiosfloummdiivdunlulssmademnuiedauandly

nuansdum viserduvesuiey
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(A) weisoeilourmdnnanlulssimaisauuiveIngUseaanlu

ANSEID0N YSBIALAAI bUIULLERIFUMFNaUTELNFYIN T

(2) isesilaunmeny nsdmielunaadesdinaniinseusgu
doyaeeationfeeluil

(N) Free-sale registration number

(V) %auazﬁagj‘uaﬂ L9199 Free-sale registration number

() undafiunvesiaiesiionmme

(9) Fuitnamuay Jummeny Sedpsagluguuuy (dd/mm/yyyy)
%39 (Mm/yyyy)

(3) Batch number %39 serial number

(a) %aagaﬁmﬁ'ué%’uﬂisﬁu (warranty provider)

(1) wuamslunslaiasesiiolnme

(%) tonansfisndudmivuinisenuen uasthgainvieieadle
L

fiail dnsuirtosdiownmdiingn uasaandldtinmesyydoya
Asudumudned Fesdmsdainaanifiuiiudunvideauy

NUINMURANLANUBLAS 89T DL NNE NI AINaT?
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(3) wsesiownndsnsiianansmanaila (Technical documents)
dmsuuinmsgenueu uasguasnueseadiownmd Liuwilu

wasilannmddmiulduana
(4) dpsfifeyaismsldirsesdownmddunnidonuiy

(5) soailfeyaneniudulseiu Weulalumssuseiiu uas
svezafuuseiu L uiduesesdiownmddmsuldudang

eil Foyanude (3)-(5) a'mwsaﬂiw‘iﬂugﬂLLUU%Lﬁﬂmsaﬁﬂﬁlﬁ

(119151 17-26)

N1398N
Tuaugyalny
n3eN39ieY
Tuaygn (Re-
issuance or
extension of
free-sale
registration

number)

~Tunsdiii Free-sale registration number L%’amw%agjwuma
wihpnuiiiedesauisaiufmvesen Free-sale registration
number Tnl@munesu No. 5 veaniarwIn 1 vesngruigatu
i (e 27)

- ﬂiﬁﬁﬂizﬁﬂﬁ%ﬁiamq Free-sale registration number

'
a

e tesdumvemuifvualunesi No. 6 ¥@301AKWIN 1
vasngugatul daunth 60 Jurewiunuseny Tinsensn
assuguiRansan wieuvisienansiaselull (ues 27-29)

(1) @ Free-sale registration number aﬁ’ui‘]mﬂu
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(2) TUFUTINTAMIUAN AN NN AT 1Y

(3) nilsdensudunalviuiaauuszneunislunisudensujus
muasg U visesidumsvetung eunss e unudves
R

() Tudusesmsnne (Certificate of Free Sale) dw3uiniasile
wymdiid

(5) foyyamssreiedosilounmdvaaiives Free-sale
registration number mwmﬁﬁmumlummmmn 10 23NNy
atiuil TneAsouRguEITEEE AT Free-sale registration

number J&@

msTunzou
HSURRYRY
Tunsnemann
wiosilaumwme
(Licensing of
Persons
Responsible for

Placing Medical

Devices on the

nhpumiuguaveUseineaugndos
L U t;{ = o U

ol szuumsTung deudmsu
HSuRagaulumMsNIaALs il
vinzay (@eorvasdugngn findn
LNVDINERNS e VIFEFIUNULINUD

NARA )

- anulszneumsyiusyasiagiinnsmasesieunnd Class B
Class C tag Class D (trading establishment) az@psdintingu
mumptianiiauan dRvnzaudviunmshiafavzowuziinnsly
Lspsdaunng (wilnumuweilineg9tos 1 AU AU
msenwimuwmelulagvseunmdluseiinendevsegenii vse
Jumsenwnumealulaginsesiielnndanning devizeasnin)
= Ao & A o« ¢ v |
uazdanundanuiesosdionmg wiousuwvuglunisvuds

wisedlainmdnudeiualunguuiel anusaudanuau Us

Tunsaespalanmdnunasy No. 7 99901ARUIN 1 U89

Circular No. 46/2017/TT-BYT on
Guideline for the Government Decree
No. 36/2016/ND-CP senidlefuii 15
Sunem .. 2560 1AUNTENTHEATITUGY
wilidedouatiull muunsiemsieieile
wind Class B Class C way Class D
flgsunseniulianunsarnisén

wusmeatuaumilule tawn
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Markets of nguneatull devihgauamssuguidinaulvgjvesgm (1) ip3osilenumg Class B dmiums

Member States)

wipsdlounnddnseog Tnssosuuusiode uasanaudivesgning
PUNIPKUIN 2 maaﬂgwmaaﬁ’uﬁ uaglonaThanIan LTl
Fafuesesdonmduazerumuzidulumudetmun
Tungraneiusenause

- ffniedesilounmdanunsavhmsiuesesilaunmdlolasulusu
uspnuanTRmsALedoilewwmd (Receipt note of the
declaration of eligibility to trade medical equipment)

(119191 37 LaguInsT 38)

- mfuedasfionmme Class B Class C wag Class D snusenisii
nNsensRaTIsuguiuualy Circular No. 46/2017/TT-BYT on
Guideline for the Government Decree No. 36/2016/ND-CP 14
yhmsiiasioududinly Tnegussneumsiidesiinisuds
AnsaLURLUNMSA (eligibility to trade) agnalsnd fusznaunis
famsdaufiRmudermuniefuanundaiuieiesiiounms
uazeuINMUzLdLeasiiowmsmuiiiveneiesdownmg

AU

adeneuenieme dusuliiiaduiou
(2) ieesTamnusiudiuyana (Personal
blood pressure monitors)

(3) Useningaunginuudiannselind
(Electronic themometers) uazLA3aain
gaumimeviannuagy (Infrared
thermometers)

(4) Lﬂéaaﬁmﬁwmwaﬂgiﬂadauqﬂﬂa
(Personal blood glucose monitoring
devices)

(5) Lvaenuen (Nebulizers)

(6) wanaimesUntia (Adhesive
bandages)

(7) thawdley (Artificial tears)

(8) 38138uN3TE (Condoms)

(9) weiuTlau AN NTn (Vaginal

contraceptive films)
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(10) Wiunanaudetrasn (Vaginal
lubricants)

(11) ge5ou (Electric heat bags)

MId909N Lay
Yudnesesile
winnd (Export
and Import of

Medical Device)

AMDD g s Aualiiuseineau3ng
syuuMsIungL Jeuesaeilalnndnaung
2991918 e AMDD filadidamuun

LWEINUN UL LAT NI BLNNE

- M UVTEUARALATIABINTAIRRNYSBU N ULATDI N DL ME
fosufURnudariuualy Laws on Export and Import (11151
40)

- wSeatlonnmeiilésu Free-sale registration number Tuusgine
Ruaunansadseanvised i lalaglidinusunn tazlises
LA InIINNIENT s TUaYEn (11951 40)

- Tususesns11e (Certificate of Free Sale) azaanlvilamy
uieesilonwmdfidseanlUuszimeiu uavirsesiiounmdsng
13i{ Free-sale registration number tngdesdumaslususes
M9 (Certificate of Free Sale) munesu No. 11 989
AANUIN 1 ﬂuamgwmﬂaﬁ’uﬁ (1791 40 WazURTT 43)

- mydseantingy mstdndhns wens transit ves
iwesflouvmdl i dulumunguuneduiiiendes (umsn 40)

o v A A v v g v A4 dd v
- mydnduesesiiennmdldwalindulumunguuns duniiietes
(119151 40) (MU ndueFeaiiaunmdldudgnauruenaduin
TAENTENTNETITUGY WaznIenTIinemaniuagimelulagdl

winnsReaey warsusenasasdiawmmdldudmniunouting
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A Decision No. 2019/1997/QD-BKHCNMT asiudi 1 $uanau
W.A. 2540 LaznITznsavinemansiazyalulagmuaviuuig,
i3estiounmdliudiioTngUszasiniansdeu Greular No.
20/2014/TT-BKHCN asiudl 1 fueneu w.a. 2557)

- iesdlauwndAiFosveluayyminig (Import license) 91
nsvnsRasang Iiurnsdfeolud

(1) w3eailowsmeTilif Free-sale registration number way
ddurludseneaiionsisemainermans videvageu wie
wugEnmsledesdonmd vietenumiesosdiownmed

(2) iseaiionmmsilill Free-sale registration number Wagii
dhuluusewadefunsdiemde

(3) wieailonmeTilaf Free-sale registration number way
ﬁwﬁmﬂuﬂixmmﬁam§@LLaqﬁumwd’Juuﬂﬂa (Personal
healthcare)

Wil Laﬂmﬂum'ﬁ?juﬁuawmmﬂizﬂauﬁw

(1) felusugisdndiamunosy No. 8 ¥8an1ANUIN 1 V8s

nvneatull

¥
¥ N 1%

(2) nansfszudeyalUesdurasnaluladiasaedlolnmdny

9 Y

WesuiiuualunAwIn 8 vasnguueatull sauluiaenais

ManAda wagisnshues el awumne
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(3) TUFUTRIN IMUANAMNIMINULIATTIUVBIAIUYTENOUNTT
wamLeRasiTonmETsuvsluayy i

(4) nsdheesilounmdindniteTnussasAlumside fesdu
duunenansiilanimsoydimAidesanan ieuTiLenas
fuansinedoaounmdssnanlisueygrlulssimavesgidsenn
Toembpauisienne

(5) nsdheResiloummdniiniieTmuszasAlumsiineusy
FosBuienansshaseeuaumsiineusy wionstienans
fuansinedoadlounmdssnanliiueyarlulssimavasgdsenn
Togymhpauiisienna

(6) nsdhesilownmdiindnite Tmpusrasdlumstiemde
Foadudiuienansiiuan msoytRaudisdosana
Taemhenufiisruna wioufaenansiuansiiatosdiouwnms
fananlasuoyywlussmeresidsoonlnemienuiidsiung
(7) nsdheResiloummdniiniieTmguszasdlumsguagunm
duyana FoaduludianummdUsznoudng

(11951 42)

2-36




sweuatuauysel

msAnyItengmineiiuguassasenisuveduvesndasusinioslounnelugininendeu

Uszau AMDD msuSunguanevasUsmalisauiunield Decree No. G
36/2016/ND-CP
avisuazntg - AvSvesgmiesesilaunmg Usznaude
VOIVIBIUTO (1) fiwuslviguneiesesiannmg (seller) videsaiitanesonts
YARATIINA ATINARUL VA TINNYRIATRlBI g Warn1sTulseiuaTesile
° 1 4 A ¢
Fmingieseilo g

winnd (Rights
and Obligations
of
Organizations
and Individuals
Trading Medical

Device)

(2) Senfaslviniiea yaea fundy dunudmuy
(distributon) viegliesesiiewmme Iimnusruslefugnadming
TumsiSenu viesifumsiuieiesiiowymendanudig
UNMses

(3) 15nTesla U89 Free-sale registration number 984
wedoailouymgliiuse fuliieiesiioumdana

(4) Suudsandwes Free-sale registration number (g
AnudgauNTsesYesLARaIaLIME

(5) AvisDumuiitmuslungrung

(1m31 46)

- whilwesgifiesesiieunnd Uszneuse

(1) uguariieliesesdioummdanunsamsananimmuiidmun
1n8L91909 Free-sale registration number

(2) FasBendeyaiferiuisnsliesesiiownmd néninast

WiernuUaeaie Msdaiu Msaeuliisu NMsnsEey uazns
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guasnuAToeilelnnd nieuudussunsainuaNutIzAuANTes
YosiAsBsdawnmd
(3) Fafiutenansifeafiunsfiiuguairseadionnng uaz

1A A A A A A ¢ ¥ o
MINTINADULMANTINN YiTalSenAuLATaslaLmdmudefiviun
Tunguuneadull
(4) uAUI1VDY Free-sale registration number WagRUEIUMAU
AUATIUNNUANU T FAUNNTBIVDUATBIT DLNNE
(5) UURmunguune uag decision Mcemsnsivaeuiioaniag

\ a0

MIBUNTENT
(6) thidumrualunguIy

(1M51 47)

ASIAUINNS
LNEINULASDID
e (Medical

device services)

AMDD lulafnuananinasinsliusnns

AneTpeuLAs Il akng

- msbusmsusnwinetumaluladveasasidawnmg azfes
sliunslagyaeailifulufuseshduiamseusiifeaiu
msliimuEnwsumeluladuesieiesiiowmnd uasinmuaun
SuUsznaume

(1) MIFAIUMSANWIUSLAUNRTINGNREMUNATA ASDLLWNS/ 8N
(2) fuszaunsavheuetietes 5 ushumaluladvesaiodle

4
bbNNY
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(3) Mumsnegdey vislasuseslagantulineusuinaunse
TsnsUinwiieatuneluladvesedesdiowmels
ToeypratidlnaeaidRind1nasdosduenasuasenadd
TumsliuimsSnwifeatumaluladiesosdoummdmunesa
No. 9 snun1AKLIN 1 maaﬂgwmsaﬁuﬁ TwANTENTIESTEY
uazyprasanaazanusaliEnslafreloldsulusuuds
A UR (Receipt note for the application for declaration of
eligibility to provide consultancy about medical equipment
technology) 3MNNTENT ATV

(119131 47 Laguesn 48)

- MIRTNERY wagmIdeufisuiaTesilaunndasdesnsein
Toegusznaumsiidionantismugning uazanuusznouns/
wnsflonfulumudeimuslunguaned

(1) figndnseensties 2 au fillenundomnaiumedalasazios
JuMsEnwiluseAinendevseganiicumaila visewnnd/e
wazfiuszaunsaiauiefuesosiowmdfiagliuinms

A5I9EDU/@RUL B
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(2) AepedvioIU{URMS (laboratory) MlasunInsgIuntely
(national standard) TCVN ISO/IEX17025 ¥5811AT5 15 NS
Uszina (international standard) ISO/IEC17025

ail gusgnoumsfendnsosudsnaantFlumsliuins
AsERUkAEMIARULTigUmMunasy 10 Tunieauin 1 ves
ngvsneatull fussneumsiendaranunsaliuinislafee
Iasuluundanaand® (Receipt note for the declaration of
eligibility to conduct the inspection/calibration of medical
equipment) A1NNTENTHEATITUEY

uonanil msliuimensinaeu/aouiisuaunsansevilagr
Suuseiu (warranty provider) U893141983 Free-sale registration

number &

(11%151 49-52)

LOAANTIBING
= ~
YDILATONID
LN
(Technical

Documents for

USENAALITNILABIALRULNTANST

'ﬂl o v v
Wigay iervualiiEUsenauns
Jowesenundayalenasmanalinnui

AAUALUNIANUINAIT

nQuingatuiifvualviguse neumsnuszadaznadming
wsosflowmdlulssimaiunun Wiesiumsauladieniu
waesilaummd Fesdulenansivmsversesiiownme
LU fituslunarwINTes ﬂ;]wmaif %ﬂﬂﬁagaﬁm”aqizq

Tuwuunasusinaaenmaasnultamuuaty AMDD
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Medical (1) MARUIN 4 U3 AMDD ene ASEAN
Devices) Common Submission Dossier

Template: CSDT Farfwualviilveya a1

(1.1) wnsguidveaadosdourmel i
ieesflounmdilouansmsufoa
mundnmsiisnduiiernudasnds uaz
aussouzlumsldiuveaeiosiowmd
(1.2) Toyaieatuiriesiiounmdds
AsEUPAUTIngUIEaR Mmuwuzihmsldy
Fausld msiusnm demssee uagna
sulaifeUszashannsldiesesiiownme
(1.3) fwy192a1n

(1.4) NTLVIUMIHER UAzMITAIUAN
AuNMMIHARLATesTTouWNE

(2) nMANWIN 5 U89 AMDD 998 Post
Marketing Alerts System (PMAS)
Requirement FfyLALLIMNG
mssiiueundsanesesiownmgng
TI%UE

(3) MANWIN 6 V8 AMDD 3161
Harmonised set of elements for a

Product Owner’s or Physical
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Manufacturer’s Declaration of
Conformity (Doc) Fasvuslives
wsnsilouvmd viefuanudadeya of
miﬂﬁﬁammwmgml,ﬁammﬂaamﬁa
wazaussouzlunsldnueiosiowms
mMssuunUszamasesliownmd Fouay
flegvoainves uazgnaneiesiounmd

MIMUANAMNINNTHARLAS BT BN

1991999
LINTFIUNNG
wiatia

(Reference to

A =] fal @
wisesdlanmdndulumunnsgiuna
WATATIMVUALAEAE NITUNITO T
suLpseatialnmg (AMDC) 3w NIz

UNANARUNLAS UNNSEBNSUINUSE LA

HUsEneUMSABsdulenasanIn sUURnLLnTg U
nEUszneumsidentd viselenansiusesamnuaenadediy
mmigﬂul,ﬁaﬂixﬂaum?ua Free-sale registration number

Ya9LA50daLLng Class A wananll 3n15ve Free-sale

Technical audn fenldufuRnmumndnnisnsndu | registration number aaipFasiiownng Class B Class C uaz
Standards) Tunme 3 Class D wusilwasesilounndlaiulumudedafumemeda
o a A A e & Y o o a
sEAUTR wazlrsosdloumdndulumudetfumeameadia
52AUYH (National technical regulations)
MMIUEAIRAIN isesdaunndazfeslasunsinaann - aannuesesianmdneadulumudermnunly Decree No.
(La jbeling) | sudomuusvesUssivAau ¥nneuns | 89/2006/ND-CP on Labelling of Goods eaniilaiui 30 &wiau

19080 WU UTEVARLNTNANTE

fuusdaululiansaarndunwusedn

WA, 2549 lapsgunausemAniunuiy BamnuealseLnnauanes

fimsAnaan dmumialunsieeain wuinvesaan sUaw/
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PAveIUsTmALNULE wazUsewAauTn
aunsamuuaisulaguaaIndu o e
AANWIN 7 Y89 AMDD semunuseina

AUNTNLIIUAL AT

snwi/rTesvnenlduuaan deyanifedsEyuuaain
suilufsawitlduuaan Seleevdnudaiuuslildnmm
Goaun ognslsin lunsdiifernassenindssimaiuseine
Feaualdasunuidermuauandaannguneatui Inldts
PUTDMAUATDIAUSHEY QY IRINET

- uBNIN# Decree No. 36/2016/ND-CP fvusilsiaaniaiosile
wnddesusznauedeyadialyil

(1) Fornzosilowmme

(2) Free-sale registration number

(3) %BLLazﬁagjﬂJaﬁ L9194 Free-sale registration number

(4) uvidsTiunvesiAiesilouwnd

(5) Yuiwamuay Tuvuneny adiesegluguiuy (dd/mmiyyyy)
%39 (Mm/yyyy)

(6) Batch number %38 serial number

(7) doyaiienfugSuuseiu (warranty provider) uagtuamisu
msldieTeaiiownme

(8) tonansfisnTudmiuuinstenuen uazthgainuiesoaile

s
bbNNIY
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Mell dmsuieResdownndniind uazaandlainmsseyteya
Asuthusmuinadiy desiinmsdmiaanidiududumwidsaun
uInfuaanipuvesiAsasiiowmmdiundndand
(119131 54)

MINANIN minangennUsylesivenseile AnnedasinhiUamedeyaieiunsoilownmditoyss luvy

Alszlevives | wwndsealasunsemuauainuiiey Tumsléintesdioummdogataende fail

wdesilounmd | MiuguavesusarUseme wieudienans | (1) 191984 Free-sale registration number uaggnagming

(Medical Device

NANFIUMNIVINTNANU15007198 Y50

wiseailounmgdnihideUamedeyasefuanuides uasdeya

Claims) nandannstlsmifiaenndostui duiiiertosfiunsldiesesiionsmd
dutszneu wagmsldauveaddeiie | (2) Medical facility fvihfideansteyaioaiuirsesilowmd
gty meluanuusznauns
(3) winausumssaguiinhiidesdemstoyafeiusssiu
Anudssveansldieiesilonme Class C uag Class D 1A
HUe
(4) mhpnuidvihfimsiamssnueiesiiourmésosUnwe
Foyaifeniuedoounme
(1119131 53)
msumsdems | AMDD flafvusmdninasinisifugua | - mstmsdnms wazmsldiefesiiowymesosdulum
wagmsld mslfiedosiowmei Medical facility | Imquszasd wihil wapileus ievihliAensussudauas
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EERRRIEAT UsganBnIm uagmIngIaaey (inspection) Mstngasnw
Medical (maintenance) N5%ax LY (repair) M3¥igatl (verification) wag
facilities msasuLiey (calibration) fiedulunuvdninasingdnimun
(Management Guusnguuneas fwueduegnadu (W1es 55)
and Use of - iosdiounmddaiduningau fodu lunsdifinsuimsdans

Medical Device
at Medical

Facilities)

wazmsldisodiawmmdiintuil State medical faility fosiims
Uimsdams uagldieioaaunmdliiaenndoatiu Laws on
Management and Use of State-owned Property Wiauvaiinig
Wameulouiglunsiimsdans weemsliedosdiowmmesa
A151TUBUIY (1915 56)

- msawmuvdetaintesdounmddionduluma Laws on Bidding
oendlsfid ngranefatiuayul State medical facility 14
edosounmdfndslulszimaidul unudormuslufunmnm
warUSuaeinIEnINas1sagy laglulenasussyauwas ilade
Bythswussyaveiidermuarnudiirussyaiausintesile

LN (L1M7 56)

SEUULSE R
LASBIEI BLLANE

NAIDBNINIFAN

ﬁmumwmwﬂwﬁmaﬂwﬁammﬁﬁugua
wiseadlownwmg uasgusznaumsluses

MIUUTINTI89U NUTTLAU bazMsiaen

- lunsaipsesdownmdianutigaunnses (defect) L91as

Free-sale registration number faesiiun1sasnaludl
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(Post-Marketing

Alert System)

= G = 6 a % G
AULASDIL BLLNNE NTUNUTUNITIUVTD
nadnsAeedulilfeUssaanannstaeu
LASBIIDLLNNE VSBWUANMUUNNTDY

lumsvihaienathlugdunseserdldan

(1) ATIVEDULNEINUVDILATDI BLLINE LBl IUINERN U9t
batch lafidenudigaunmsos wagduauilug

(2) wwsmsiaglfiitomiiumsiuiaiesdiowmmdidgaunnies
TAuA MsmuuanInsMs8eien (remedial measures) MMAn
duthinunniesveseiesiiounmd mavaunududinunnies
Youesesilannmg m3deniuviessfudumadsenn

(3) L IUBY Free-sale registration number @u13aL38NAY
iedosiiaummdfifimnutdigaunmios wiondiduinsnsmude
(2) msf[,uizaznmﬁ‘wmmmﬁwﬁ’uguaﬁmum il 131999 Free-
sale registration number zdeaitugFuinveumldaeiiAnan
MSISUNAUKRARN I MIaMIALTUNINTATIEY (W1ATT 30-33)
~luns@iidveaesesiiownms viialinves Free-sale
registration number uazanendaianionis lesesiowms
sananed e lunanalaonlaiiiy 24 Wewiuainiuduazans
Wielannan1s 1neLanuee Free-sale registration number ABALA

wimRenalUInsenINassugy visemheauassauguly

v '
A I

Aunnglu 60 Yu wanantl TunsdiaveIalaragvisoLan
faNN3 1971909 Free-sale registration number Tuusgineionuiy

sedanesosliinisiulseiu wastngesnviasasdewnmdsolusn
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8 U Tumsenduiiu wnid1ves Free-sale registration 1uehe
auavaneviselanians #indvne (distributing establishment)
azflanasiadlimssulseiu uasthssinwiatesiionmmdselusn
8 U (u1ms1 34)

- ﬂixmwmﬁﬁmq%mﬁa&mlﬁﬂ Free-sale registration
number Mmanunsdiesoluil

(1) fimsuasuuanenansiilddmsunmsue Free-sale
registration number

(2) fimsvgadmmieriesilownmd 3 batches dwiuinasile
wid Class B Class C wa Class D w30 5 U dwiiuisesile
Linng Class A

(3 finsUasuulasiiienves Free-sale registration number

(4) 1 AV9 Free-sale registration number sntdnNIALTUNTT
vieenidnmslatueyanniinvesieiesilonme uaglsid
mMsussdanthenlmTunnyhai i uudduenian
Sudlosnannveduaraevieidnfanistiesiu

(5) ansanTRvesatosdounmdiuAsundadlunnilétunsideuls
(6) N1300N Free-sale registration number Iasiavafiun

Tungmunegatull
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(7) 13184 Free-sale registration number flaaiiiuns
mufirmuensaiiivesaiediowmms suazareviiadnians
verdnsmheesesiiowmmdfilafidumsmuiidmuansdl
19784 Free-sale registration number a8z anIBLANNANIT
(8) szesanditvuslmesesd ounmdfiiveursssiowmmd wie
L9184 Free-sale registration number axaganguspldnnanig
Hanawanareluld 1augnag

(9) i3osilanrmdian nuanuuss nounsitadulum

Yamwuslungungatuil

(11%151 35-36)

ASANYINARD
yepatin
(Clinical

Investigation)

UsenAguTNABI IRl sEUUNMSAne
nnasInaatnTiviuzan Taafileds
Helsinki Declaration #irsuslae 18t
World Medical Assembly
fiUspineiuauslud we. 2507 uwasfind
Tadiniin wenaniUseineauinens
svuaitoulasseldile

(1) Myualiguseneuns wisegatuayy

MSANEINAADI I UUTENARNITN

wisesdlawnmd Class C vise Class D Aignandnlulusiene
fosruMsANYINARBIN1Raln Tnugnusyasfazve Free-sale
registration number fipsEuasUTBNANITNARBINIARTNLAY
HaN1sNAReINIIAATn Fadeaditeya ol inaAluladnlddmiu

A A ¢ o Y oA A ¢ o A
wiveatlaunmg Jnguszasdlumsldetasdownmd Anfiounay
JomsszTlunsldiesesiiawnmg Msuseiliuanudes
= a & 4 A ¢ a Yo o a
MonufnTuaniesesiiennmg uaznmsussidunalagldtade ond
918 We R waznd muresulunIAwIn 9 vaIngrNIell

Usznaume (11951 26(k))

- Trevianidy anunsaldnan1sAne
NARRINIIPAINLUANUsTINALS
1AYNANSANYIYIAABININAAENAINGT?
foslasumseulFlaeg Science and
Technology Council mel@nsznsis
aN5150uaUrRIUTEINATEALY

Tl uduseaiinisvh Local clinical
trials luUsswaenunu neuduneidou

M9 ULATDIL BLLNNE
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ssiumsmufnszylun1ANLIN 8 ved
AMDD waziumgiSeutfumissauiiu
ua

(2) Myualvin1sAnyIMAaeIN1eARTN
\Julumunianuan 8 ves AMDD

(3) MmualviUsz nevdansaumd
vueluneLIn 8 ¥as AMDD fal
AN A

(4) UsgineaunTnsiosudalimnuseime
nunsdffimsufias viese funsfnu
NPADINISARLA

(5) ihenuimfuguasamvuali
HUsENOUNT viveRaiuauunIsANT
neRasneAAtnluUsEnAaNITn WA
mhesuhiugualsunsdiiuan

MSANINAABINIIAANN

- lunsdiinsznsiansisaauiivauns
NILNTNENTITUFUD1IMIN Local
clinical trials Tulsangnuiaegiies 3

RN

ASIRFIAIUU
(Institutional

Arrangements)

AL NTTUNTDWTUUAULATBIL DLLNNE

(ASEAN Medical Device Committee:

v v
v o

AMDC) 3nfsdusiayinutnfuseanu
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NUNIU UaghnnunsuUuRau
puUNUsy ﬁaﬁuﬁmawszmﬂauﬁﬂ
PIYANNTIULARDVDIALNTIUNS
ﬁﬂ%ﬂmﬁmumsgmuammmw
90390881 (ASEAN Consultative
Committee for Standards and Quality:
ACCSQ) waztavsmsondey (ASEAN
Secretariat) Won91ni AMDC 219usteda
AUINITUMTITIMIONToUs LAl
wng (ASEAN Medical Device Technical

Committee: AMDCT) Lilotnenuniugnu

M3 tazmuUasnny

1msn1sUBeNu
(Safeguard

Clauses)

MYUANIASNNIANATIRUTLAA 817
mhpumiuguaianaldunninis
FINTTINOENANATIH BLINNEINFAIN
Y3093 M3RINANNTINNAIPVDA

4 A ¢ ' 4 A ¢
wiseadlannd mnnuesesilownme
FINENIDNATHANTENUNAUADFUNIN

s Uaonnavasauldwlagdnsly

ADAMABINTUTBMUUAUNTALRUNITNEIINLAT BN BN N

mheglunantemiu
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[ ada ¥ o P3 E3
eIy nieuriaudsliusuing
AUNTNDUNTIURIVIONARAZNTATUNS
AINEN?
mssnwenudu | meladsduundyaivesngruienielu

(Confidentiality)

<

YDIAAL USLNAALITN USTNAau1Inies
TUMTMIARUNUNTALIU Lazas1a
anusulaledn vdsauinedeiuns
U umuundygieduiiazanunse
2 o v o av v
usnwdeyannuduils

a wa Y vy g o
91nnsufURumui i duenudu
Ve
(1) JumsiUamedeyaliunuszme
auTneeiumudemuualuunUayelad
(2) WsurnuBugenliilamedeyaan
ERLLNTLHE
(3) DumsilaweriteTnguszesd

ASUSTSIANIS USTIAUTDMAUANIL
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(@) \JumsUamedeyaiteusylovilums
duanu visedLluaRnungruianiely
YDIUTENFELTN

(5) Hunslaemudeiuavesdma

wsengrueneluvesUseimaaunn

ATEUNL A

(Special Cases)

Y9UsEmAanInealusuiung Doy
udwng uagnaenstiaanUselew
YB9LATDIN DL U TRANT Vo UA

A oA a 0w v a
wiaReuluiiawiniu dewmena 919
\eAUATRIRUILAA WRKAGTUAEY Y8
Tusssu wengseileuneluszme

WA DI BNV AINAIILLU1U8

P

fosufuRnudamuunluundyaainemy
il Uszimeann@indsnanidesudedeya
NI TLUMONA LU INAGUNTNBUNTIU

8

1

4

HUemuualunguuneiunstungidou MuImie vsenu

naTensiianUsElevivedesesll o nndmeLvanaiiey

AT
18ALLDUA LAY

YunzLUuuKIY

AMDD i fidarvuaistuena sy

syuvaaulay

Aunulagvaumungving (Legal representative of

establishment) @111506395188LL98A VSodIMvasImal Uy
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NNIPUY szuveoulatveINTENTNATTUY oyt uam gl

paulay (Online
Declaration and

Registration)

Ml

(1) udspnuantRmssuunUszineiesiiowme (Declaration of
eligibility to classify medical equipment)

(2) wianaantFlumsnaniatasiionmd (Declaration of
eligibility to produce medical equipment)

(3) WM U TRnuLRsg RIS eailawnme (Declaration
of applicable standards for medical equipment)

(@) Funzdeunssmineesosiiownmd (Registration of free
sale of medical equipment)

(5) wianuantFlumsdiaesiiawnmd (Declaration of eligibility
to trade medical equipment)

(6) udspmuanTRmsl UM nwmumeluladveseiesile
wnwnd (Declaration of eligibility to provide consultancy on
medical equipment technology)

(7) wHanaantRlumsliuimansnaeunieseuiiisusiese
Wl (Declaration of eligibility to conduct the

inspection/calibration of medical equipment)
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(8) Buweluaygyindi (Application for the license to
import medical equipment)

(9) Budvosenludusesnsuie (Certificate of Free Sale) iy
\iseaflauymefindsl uuseine (Application for the Certificate

of Free Sale of domestically-produced medical equipment)

mMsunUaya)

TUURTR

(Implermentation)

USENAFLITNABIAIL R UL NSNS

Yoy
wa

wnzanlunsdsauldunUyg Aldesnms
svuumamaiesng 9 A5y venanil
UspinAaundnfosudsuse maaandnduy
Aeatudemaesnguanenieluiieen

WieufuRnuundayalRnae

]

- aAnTnINThAdRIU jURmungvaneatuil (Organization
of Implementation) léiA

(1) nsgnynanmsaay Inalumsseniediszuia vise
WensguUsseannguuig wietetsruvnamella 53 lUds
11993 Wleie vieukumsiidumafeatuedosdiawme
uenanil nsgnTNassgUsunasenddFeomsthlUUfTR
Fangyme grsmans uleuns uazurumIidueRgiy
weidosiiownd suluiimsiinousidmififiiedesfuedoadio
wiwd Mansvdeunsaniluteioniou visefmuslvy

tval

Lmr;dmm?luﬂgmmaaﬁuﬁ wazatiuayuAuTmilesenieUseme
Renffulesesilouyme

(2) nsgnmsinemaniuazivalulad dvhilumsivuesions
iesflouyme uazieioadleaidesldiumsouiAsunuy

(Model) as79@au way/vsedauliisuAsnailadn (Calibration)

- NIENTNNMIAAIDN Circular No.
278/2016/TT-BTC on Providing for Fees
in Medical Sector and the Collection,
Transfer, Management, and Use
thereof aa¥ufl 14 wordneu e, 2559
o munshsuas AsssuLeums
fiflumsvidosenlueygasg o 7
Renfuruamssagulaiienuvesss
Taumuuamsssufioulunisvoian
2o mineiesesdonms waz
vid/deoonidesiionsmeed

(1) msssulondmsumsiusuve
mpidounssmuneeieiienmdads

Lsn: Class A 1 anumad (Useunad 1 W
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swluiaimssaudetunsensrassagulunsmnunuinsgu

WEnULAS B9l aLbnng

(3) NFENTWNTARI DUTNALUMTAIUUAVENLNASTNNTUSINT

IANT LALNTMAUAALEANY harAsITULTuLLAEINULATDILD
6

LLANE

(4) amUszvuviesdu dvihiimiuguanisi wagnsly

s ed ol uviaadu

v '
o

- MvuslunUyaRatuiiduateduldnaudiun 1 nsngieu

v
=1

n.A. 2559 lagmruauniamzmasil
(1) frdniaTasilannndnaidumsegiewiudsduldnguuneatu
Tenunsasuiiumsselule legditeulvinduandsnarlaids

a

wn v 4 A ¢ 1 o o
@mauumgmammaﬂuaLLWVlaﬂamuVl 1 NINSIAN W.A. 2560

v
a

(2) guszneumsmisiiumsegnewiulsduldngruneadull
anusasiunssielula laedteulyinfimsuse manuau Us
YoaRUTENBUMSAARUTUN 1 UNT1AL WA, 2561
(3) glusmsmuieseadiaunndniniunisegnewTudeiuly

o & o a | % a A ' v o
nguingatuiiamnsadiumelUld laedSeulyhgliusms
fananilnguenansuisananTRgliusmslimuineneaiv

wialulagveaiesasiownmd visBulenansudsuau URgIUSNS

U M) Class B 3 a1umas (Useun 4 s
Um) Class C tag Class D 5 a1unad
(Uszaneu 7 siuunn)

(2) msssuiendusumstiusae
Aoangiawnzidoninedmving 2 a1umees
(Uszgunad 3 iuum)

(3) massutllendmsunisesn
ngileuneduinelud 1 auees
(Uszanau 1 iuunn)

(@) msssuilondmsuiudve
Tuaygenindi 2 dunes (Ussunm 3 i
Um)

(5) msssulondmsuiudve
Tuaygwdseen 1 a1une (Useanad 2
WUUIN)

(6) MossuLtendmsunMsUsEIUY
AnauTRvesEfUszneumsTiitesiu
waoslonmms 3 d1unes (Usvanm & s

Un)
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ASRERY MisedauisuATesiiaTnvatAsaslounmdnowiun 1
N3NIAN WA 2560
(4) \edoadlonymeTianlulssmadeaun viethidUssime
Femuurewiudssuldngrneatuildaunsonas gl
oslaififodaauninazgnenidnmudidinusly Law on
Management and Use of State-owned Property #303un
sgasuivuamuisyylulususesnsnne (Certificate of Free
Sale)
(5) m3eenlusyyiiatesiiowmd viiomsoeniaunziTeu
e whediuetesilowmeinanlulszina vidornen
fldnsaluriesufiRns (In virtro diagnostic reagent) T duly
AN VsNEatUM qunglssvegamiitmuadail

() lueygneinthdmiuiaiesdownmd Class A Tidfsnsld
sioluldufieTui 30 dquieu we. 2560 uazlueyg el
dvuieioatiawnmd Class B Class C uay Class D Tiaasld
soluldufiaiudl 31 Sunau e 2560

(%) taangidunediedmiuedosdenmeinaslu
Usina vierhenildnsaluios fimnsliadad drelulfauds

Tunseyluenans

- Woull 6 Funeu w.a. 2560 S3Ua
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THE GOVERNMENT SOCIALIST REPUBLIC OF VIETNAM
——————— Independence - Freedom - Happiness

No. 36/2016/ND-CP Hanoi, May 15th, 2016

DECREE
ON MEDICAL EQUIPMENT MANAGEMENT
Pursuant to the Law on Government organization dated December 25, 2001,
Pursuant to the Law on Investment dated November 26, 2014;
At the request of the Minister of Health;
The Government hereby promulgates the Decree on medical equipment management.
Chapter |
GENERAL PROVISIONS
Article 1. Scope of regulation
This Decree provides for the management of medical equipment, including the classification
of medical equipment; the manufacture, free sale of medical equipment and provision of
services related to medical equipment; information and label of medical equipment and the
management and use of medical equipment at medical facility.
Article 2. Interpretation of terms
1. “Medical equipment” includes equipment, tools, materials for implanting activities,
reagents and in vitro calibration solutions, software which are used separately or in
association with each other according to the instruction of their owners for human use for
one or more of the following purposes:
a) To diagnose, prevent, supervise, treat and eliminate the illness or to make up for pains;
b) To examine, replace, adjust or assist surgery activities or physiology processes;
) To support or sustain life;
d) To control the conception;
dd) To sterilize medical equipment, including chemicals used in testing;
e) To serve the specialized transport or use for healthcare activities;
g) Provide information serving the diagnosis, supervision and treatment through the
examination of samples taken from human body.
2. “In vitro diagnosis medical device” includes reagents, calibration solutions, control

materials, tools, machinery, devices and systems which are used separately or together
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according to the instruction of their owners to serve the examination of samples taken from
human body.

3. “Fittings” are products which are decided by the owner of the medical equipment to be
used for a specific purpose together with a specific medical equipment to facilitate or assist
such equipment to be used for its intended use.

4. The owner of the medical equipment is an organization or an individual that:

a) Provide medical equipment using its/his/her name or any label, design, trade name or
other name or code within the possession of such individual/organization;

b) Take responsibility for the design, production, assembly, processing, labelling, packaging or
the repair of medical equipment or the determination of the use of such medical
equipment.

Article 3. Rules on management of medical equipment

1. Assure the quality and safety of medical equipment and assure the effective use thereof.
2. Promptly provide sufficient and accurate information about specifications and uses of
medical equipment and possible risks thereby to the users.

3. Ensure the traceability of the origin of the medical equipment.

4. The management of medical equipment must be based on the classification according to
levels of risks and the respective national standards and National technical regulations which
are issued or recognized by competent authorities or published and applied by
organizations/individuals according to laws.

5. Medical equipment being measurement instruments or radiological equipment must be
managed according to laws on measuring and laws on atomic energy and the provisions of
this Decree.

Chemicals and preparations which are used only for sterilizing medical equipment shall be
managed according to regulations in this Decree. Chemicals and preparations which are used
not only for sterilizing medical equipment but also for other purposes shall be managed
according to laws pertaining to chemicals and/or preparations killing insects and bacteria for

domestic and medical use.
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Chapter I

CLASSIFICATION OF MEDICAL EQUIPMENT
Article 4. Medical equipment’s types
Medical equipment shall be classified into 2 groups which are divided into 4 types
depending on the possible levels of risks related to the design and production of such
medical equipment:
1. Group 1 comprises Type A medical equipment which is medical equipment with low level
of risks.
2. Group 2 comprises Type B, C and D medical equipment, where:
a) Type B medical equipment is medical equipment with lower average level of risks;
b) Type C medical equipment is medical equipment with upper average level of risks;
c) Medical equipment of Type B is medical equipment with high level of risks.
Article 5. Rules on classification of medical equipment
1. The classification of medical equipment must be based on the classification of levels of
risks.
2. If medical equipment can be classified into multiple levels of risks, its highest level of risks
shall prevail.
3. If the medical equipment is intended to be used together with other medical equipment,
such equipment shall be classified separately.
4. If the medical equipment is intended to be used together with other medical equipment
or the medical equipment has multiple uses, the classification must be based on its most
important use.
5. The Minister of Health shall be responsible for detailing the classification of medical
equipment according to international treaties on classification of medical equipment by
Association of Southeast Asian Nations to which Vietnam is a signatory.
Article 6. Conduct of classification of medical equipment
1. The classification of medical equipment must be conducted by an organization satisfying
conditions specified in Article 7 of this Decree.
2. The organization conducting the classification of medical equipment must take legal
responsibility for the classification of such medical equipment.
3. If there is difference in the classification of medical equipment, such classification shall be

decided by the Ministry of Health.
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Article 7. Requirements to be satisfied by organizations conducting classification of
medical equipment

1. Any organization must satisfy the following requirements to conduct the classification of
medical equipment

a) Legally established as prescribed by laws;

b) Having qualified medical equipment-classifying employees according to clause 2 of this
Article.

2. Conditions of medical equipment-classifying employees:

a) Having at least a bachelor’s degree in technology or medicine/pharmacy;

b) Having at least 24 months’ experience of working in the field of medical equipment
technologies at hospitals, medical facilities having beds, training institutions specified in
medical equipment, facilities researching medical equipment, establishments producing
medical equipment, organizations conducting the classification of medical equipment,
agencies managing medical equipment (hereinafter referred to as “medical equipment
facilities”);

) Having been tested and recognized by a training institution as capable of classifying
medical equipment according to the training program issued by the Ministry of Health.

3. Such organizations shall conduct the classification of medical equipment only when it has
obtained the receipt note for the declaration of eligibility to classify medical equipment
from the Ministry of Health according to provisions of point b clause 1 Article 9 of this
Decree.

Article 8. Declaration of eligibility to classify medical equipment

1. A declaration of elibility to classify medical equipment shall consist of:

a) A written document announcing the eligibility to classify medical equipment using the
form No. 01 specified in Annex | enclosed with this Decree;

b) A list of employees using the form specified in Annex Il enclosed with this Decree;
accompanied by a written certificate of working time using the form in Annex Ill enclosed
with this Decree and qualifications of each employee conducting the classification of
medical equipment.

2. Requirements for documents in the declaration:

a) Original copies or certified true copies of the certificates of working time;

b) Certified true copies of qualifications of employees conducting the classification of

medical equipment.
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Article 9. Procedures for declaring eligibility to classify medical equipment
1. Procedures for declaring the eligibility to classify medical equipment:
a) Before classifying medical equipment, the organization conducting the classification of
medical equipment shall send the declaration of eligibility to classify medical equipment
specified in clause 1 Article 8 of this Decree to the Ministry of Health;
b) If the declaration is satisfactory, the Ministry of Health shall issue the organization
conducting the classification with the receipt note using the form No. 01 specified in Annex
IV enclosed herewith;
¢) Within 03 working days from the date written on the receipt note, the Ministry of Health
shall publish the following information on its web portal: name, address, phone number of
the organization conducting the classification of medical equipment and the declaration of
eligibility to classify medical equipment.
2. If there is any modification in the declaration during its operation, the organization
conducting the classification of medical equipment shall re-conduct the procedures for
declaration of eligibility to classify medical equipment.
Article 10. Recognition of classification of medical equipment
1. Medical equipment are not required to be reclassified in Vietnam if it has been classified
by a competent regulatory body of a country recognized by Vietnam on the basis of
international treaties or international arrangements to which Vietnam is a party or of a
country which adopts a medical equipment classification system similar to that adopted by
Vietnam.
2. The Minister of Health shall publish the list of countries whose medical equipment
classifications have been recognized by Vietnam.
Chapter Il

PRODUCTION OF MEDICAL EQUIPMENT
Article 11. Investment incentives for the production of medical equipment
1. Reduction or exemption from rents for State owned land:
a) Any investor having a project of producing Type B medical equipment that leases state-
owned land shall be eligible for the rental rate prescribed by People’s Committees of
provinces/central-affiliated cities and shall be eligible for exemption from land rents
according to laws;
b) Any investor having a project of producing Type C or D medical equipment shall be

eligible for exemption from land rents from the day on which the project is launched,
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) Any investor having a project of producing medical equipment shall be eligible for
exemption from rents for land used for the construction of accommodations for employees
or for planting public trees.

2. Apart from investment incentives specified in clause 1 of this Article, the project of
producing medical equipment shall be eligible for other investment incentives as prescribed
by laws on investment and science and technology.

Article 12. Requirements for employees of producers of medical equipment

1. The professionals must:

a) Have qualifications specified in medical equipment technology of college level or higher
or having qualifications specified in technique or medicine of university level or higher;

b) Have at least 24 months experience of working in the field of technique of medical
equipment at a medical equipment-providing facility for at least 24 months;

c) Be a full-time worker at the producer’s factory. The assignment and appointment of
professionals producer shall be made in writing.

2. Other employees must satisfy requirements for producing medical equipment

Article 13. Requirements for infrastructures, equipment and quality control of
producers of medical equipment

1. Having conditions of location, area and factory in conformity with the medical equipment
that such producer produces.

2. Having equipment and procedures of production and quality inspection in conformity with
the medical equipment that such producer produces. In case there is no equipment for
quality inspection, a contract with an establishment capable of conducting quality
inspection for the medical equipment shall be concluded.

3. Having storage facilities at least conformable to the following conditions:

a) Having area in accordance with the type and the quantity of the medical equipment to be
stored;

b) Being airy, dry, clean, separate from sources of pollution;

c) Satisfying other storing requirements applicable to medical equipment according to the
instruction.

4. Having vehicles for delivering medical equipment from producing establishments in
accordance with the medical equipment.

5. Applying the quality control system prescribed in clause 1 Article 68 of this Decree.
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6. If the establishment does not have storage facilities and vehicles for transporting medical
equipment, a contract with an establishment satisfying requirements for storage facilities and
transport of medical equipment as prescribed in clauses 3 and 4 of this Article shall be
concluded.

Article 14. Declaration of eligibility to produce medical equipment

A declaration of eligibility to produce medical equipment shall consist of the following
documents:

1. A declaration of eligibility to produce medical equipment using the form No. 02 specified
in Annex | enclosed with this Decree.

2. A list of employees using the form specified in Annex Il enclosed with this Decree.

3. A document on assignment/appointment of professionals of the producing establishment,
enclosed with the certificates of working time using the form in Annex Ill enclosed with this
Decree and qualifications of the professionals.

4. A certificate of conformity with quality control standards.

In case of unavailability of the certificate of conformity with quality control standards,
documents proving facilities satisfying requirements specified in clauses 1, 2, 3 and 4 Article
13 of this Decree are required.

In case the establishment fails to conduct the product quality inspection itself, or in case
the establishment does not have storage facilities or transport vehicle and sign a contract
with another establishment for quality inspection, storage and transport, documents proving
that such contracting establishment is capable of conducting quality inspection, storing and
transporting medical equipment produced by the producing establishment must be
enclosed.

Article 15. Requirements for declaration of eligibility to produce medical equipment
1. The declaration of eligibility to produce medical equipment shall be made in 1 copy,
where:

a) Documents shall be readable and arranged according to the order provided for in Article
14 of this Decree; there shall be separators between different parts, there shall be cover
pages and the table of contents;

b) Documents must be made in either English or Vietnamese.

2. Requirements for documents in the declaration of eligibility to produce medical

equipment:
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a) An original copy or a certified true copy of the written assignment/appointment or
qualifications of professionals of the producing establishment;

b) The original copies or the certified true copies of documents proving that the
establishment satisfying requirements specified in clauses 1, 2, 3 and 4 Article 13 of this
Decree;

) An original copy or a certified true copy or a copy certified by the applicant establishment
of the Certificate of conformity with quality control standards.

Article 16. Procedures for making declaration of eligibility to produce medical
equipment

1. The establishment shall carry out the production of medical equipment only when it has
obtained the receipt note prescribed in point b clause 2 of this Article.

2. Procedures for making declaration of eligibility to produce medical equipment:

a) Before producing medical equipment, heads of medical equipment producing
establishments shall send a declaration of eligibility to produce medical equipment
specified in Article 14 of this Decree to the Department of Health of the area where the
producing establishment is headquartered;

b) If the declaration is satisfactory, the Department of Health shall issue the establishment
with the receipt note using the form No. 02 in Annex IV enclosed with this Decree;

c) Within 03 working days from the date written on the receipt note, the Department of
Health shall publish the following information on its web portal: name of the establishment;
the professionals in charge; medical equipment produced by the establishment; contact
address and phone number and the declaration of eligibility to produce medical equipment,
except for the producing procedures and the quality inspection prodedures.

3. During its operation, if there is any change related to the accepted declaration, the
producing establishment shall re-conduct the procedures for declaration of eligibility to
produce medical equipment.

4. If the producing establishment has its producing site relocated to another province, is
must notify the Department of Health where it has make the declaration of eligibility to
produce medical equipment within 10 working days from the date of relocation.

Within 03 working days from the day on which the notification of the relocation of producing
site is received, the Department of Health receiving the declaration of eligibility to produce
medical equipment shall terminate the publication of information relevant to such

establishment.
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Chapter IV

FREE SALE OF MEDICAL EQUIPMENT
Section 1. REQUIREMENTS FOR FREE SALE, FREE-SALE REGISTRATION NUMBER AND
REQUIREMENTS FOR ORGANIZATION DECLARING APPLICABLE STANDARDS OR
CONDUCTING REGISTRATION
Article 17. Requirements for free sale of medical equipment
1. Any medical equipment to be freely sold must satisfy the following requirements:
a) Having effective free-sale registration number or having obtained permission for import
according to provisions of this Decree;
b) Having label or supplementary label containing sufficiently information specified in Article
54 of this Decree;
) Having technical documents serving the repair and maintenance of medical equipment,
excluding disposable medical equipment prescribed by its owner;
d) Having Vietnamese instruction of how to use the medical equipment;
dd) Having information about warranty establishments, conditions and duration, unless the
equipment is disposable as decided by its owner.
2. The information specified in points ¢, d and dd clause 1 of this Article which is not
enclosed with the equipment must be provided in form of electronic information; guidelines
for accessing to such information must be clearly stated on the label of the medical
equipment.
Article 18. Conditions for declaring applicable standards of application or issuance of
certificate of free-sale registration for medical equipment
1. Conditions for declaring the applicable standards or the issuing the certificate of free-sale
registration for medical equipment
a) Such equipment shall be manufactured at the producing establishment which has
declared its eligibility to produce domestically produced medical equipment;
b) Such equipment shall be manufactured at an establishment which has been issued with
the Certificate of conformity with quality control standards and permitted to be freely sold
in any country in the world, applicable to imported medical equipment;
) Such equipment shall be conformable to National technical regulation or the standard
that the producer has declared to be applied.
2. The re-conduct of the procedures for declaring the applicable standards or conducting

registration of free sale shall not be applicable to:
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a) Medical equipment specified in clause 1 Article 34 of this Decree;

b) Medical equipment that is recalled according to regulations in clauses 1 and 3 Article 35
of this Decree.

3. The declaration of applicable standard or the application for registration of free sale of
medical equipment of any of cases specified in clauses 2 and 8 Article 35 of this Decree
shall not be accepted for 12 months from the day on which the decision to revoke the free-
sale registration number is issued.

Article 19. Medical equipment exempt from declaring applicable standards and free-
sale registration

1. Medical equipment that is used solely for researching, testing or repairing medical
equipment or guiding the use thereof.

2. Medical equipment imported into Vietnam for assisting purpose or for displaying at a fair,
exhibition or for product introduction or as a gift.

3. Medical equipment produced in Vietnam solely for export or for displaying at an overseas
fair or exhibition.

Article 20. Free-sale registration number of medical equipment

1. Free-sale registration number of medical equipment means:

a) The number of the receipt note of the declaration of applicable standard, applicable to
Type A medical equipment, using the form No. 03 provided in Annex IV enclosed with this
Decree;

b) The number of the certificate of registration of free sale, applicable to type B, Cor D
medical equipment, using the form No. 09 provided in Annex IV enclosed with this Decree.
2. The registration number of free sale of medical equipment may be issued to one or a
group of medical equipment type.

3. The holder of the free-sale registration number is the organization declaring the
applicable standards, applicable to type A medical equipment, or the organization obtaining
the free-sale registration number, applicable to type B, C or D medical equipment.

4. Effect of the free-sale registration number:

a) The registration number of free sale of type A medical equipment shall be permanently
effective;

b) The registration number of free sale of type B, C or D medical equipment shall be
effective for 05 years from the date of issue. In case where the effect of the registration

number is extended, the registration number shall be retained.
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Article 21. Requirements for organizations declaring applicable standards or applying
for registration of free sale of medical equipment

1. The following organizations are allowed to declare the applicable standards or applying
for the registration of free sale of medical equipment:

a) Vietnamese enterprises, cooperatives or business households that are in possession of
medical equipment;

b) Vietnamese enterprises, cooperatives or business households trading medical equipment
that are authorized by medical equipment's owners to follow the registration procedures;

) Standing representative offices in Vietnam of foreign traders who are the owners of the
medical equipment or who are authorized by the owners of the medical equipment.

2. Any organization declaring the applicable standard or carrying out registration of free sale
of medical equipment must have warranty establishments in Vietnam or sign a contract with
an organization capable of providing warranty services on medical equipment which is
registered by its name, except for disposable medical equipment as prescribed by the
owners of such medical equipment.

If the organization declaring the applicable standard or conducting the registration of free
sale of medical equipment is of those specified in point c clause 1 of this Article, the owners
of the medical equipment sign a contract with an organization capable of providing warranty
services on medical equipment which is declared by its name, except for disposable
medical equipment as prescribed by the owners of such medical equipment.

The warranty establishment shall be certified by the owner of the medical equipment to be
capable of providing warranty on products which are registered by such organization.
Section 2. PUBLICATION OF APPLICABLE STANDARDS OF TYPE A MEDICAL EQUIPMENT
Article 22. Declaration of applicable standard

The declaration of applicable standard for type A medical equipment shall consist of:

1. A declaration of the applicable standard of type A medical equipment using the form No.
03 provided in Annex | enclosed with this Decree.

2. A classification table using the form in Annex V enclosed with this Decree.

3. A receipt note of the declaration of eligibility to produce medical equipment, applicable
to domestically produced equipment, or the Certificate of conformity with quality control
standards which is effective by the time of declaration, applicable to imported equipment.
4. The power of attorney by the owner of the medical equipment for the organization

declaring the applicable standard using the form in Annex VI enclosed with this Decree
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which is effective by the time of declaration, except for cases specified in point a clause 1
Article 21 of this Decree.

5. The certificate of eligibility to provide warranty issued by the owner of the medical
equipment using the form provided in Annex VII enclosed with this Decree, excluding
disposable medical equipment prescribed by its owner.

6. Documents that give brief description of medical equipment technology using the form
No. 01 in Annex VIl enclosed with this Decree.

7. The standard which the owner of the medical equipment declares to apply or the
Certificate of conformity.

8. Written instruction for the medical equipment.

9. The label of the medical equipment which is intended to be used when it is sold in
Vietnam.

Article 23. Requirements for declaration of applicable standards

1. The declaration of applicable standard shall be made in 01 dossier.

2. Requirements for a number of documents in the declaration of applicable standard:

a) Regarding the receipt note of the declaration of eligibility to produce medical equipment:
a copy which is certified by the organization declaring the applicable standard is required.
b) Regarding the Certificate of conformity with quality control standard: an original copy or a
certified true copy or a copy certified by the establishment declaring the applicable
standard is required,

If the copy certified by the organization declaring the applicable standard is used, at the
time of submission of the declaration, the original copy shall be presented for comparison
or data sources shall be provided so that the receiving body checks the validity of such
documents;

Any Certificate of conformity with quality control standard which is not made in English nor
Vietnamese shall be translated into Vietnamese. The translation must be authenticated
according to laws.

) Regarding the power of attorney of the owner of medical equipment and the Certificate
of eligibility to provide warranty:

- Regarding domestically produced medical equipment: an original copy of a certified true
copy is required,

- Regarding imported medical equipment: a consularly legalized copy or a certified true copy

of the consularly legalized copy is required.
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d) Regarding the Certificate of conformity or the standard declared by the owner of the
medical equipment: a copy certified by the organization declaring the applicable standard is
required.

Any Standard which is not made in English nor Vietnamese shall be translated into
Vietnamese. The translation must be authenticated according to laws;

dd) Regarding the instructions for the medical equipment: a Vietnamese copy certified by
the organization declaring the applicable standard is required,

e) Regarding the label model: a copy which is certified by the organization declaring the
applicable standard is required. The label model must satisfy requirements specified in
Article 54 of this Decree.

Article 24. Procedures for declaring applicable standard

1. Type A medical equipment shall be freely sold only when the receipt note for the
declaration of applicable standard has been issued by the Department of Health as
prescribed in point b clause 2 of this Article.

2. Procedures for declaring applicable standard:

a) Before releasing type A medical equipment, the establishment in charge of selling medical
equipment shall send the declaration of applicable standard specified in Article 22 of this
Decree to the Department of Health of the area where such establishment is headquartered,
b) If the declaration is satisfactory, the Department of Health shall issue the establishment
with the Receipt note using the form No. 03 in Annex IV enclosed with this Decree;

c) Within 03 working days from the date written on the receipt note, the Ministry of Health
shall publish the following information on its web portal: name, classification, producer,
country of origin of medical equipment; registration number of free sale of the medical
equipment; name, address of the owner of the medical equipment; name, address of the
holder of the registration number; name, address of the establishment providing warranty
services on medical equipment and the declaration of applicable standard for medical
equipment.

3. If the owner of the medical equipment or the producer of the medical equipment is
changed, the holder of the free-sale registration number shall re-conduct the procedures for

declaration of the applicable standard according to provisions of this Decree.
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Section 3. REGISTRATION OF FREE SALE OF TYPE B, C OR D MEDICAL EQUIPMENT
Article 25. Forms of registration fo free sale

1. A new registration number of free sale shall be issued to the following medical
equipment:

a) Medical equipment which applies for free-sale registration number for the first time;

b) Medical equipment which has been issued with the free-sale registration number and has
been modified in type or producing materials (that affects its functions, applicable to in vitro
diagnosis device and disposable medical equipment);

c) Medical equipment which has been issued with free-sale registration number and its
owner fails to apply for extension of its free-sale registration number within the time
specified in clause 3 Article 27 of this Decree.

2. The free-sale registration number shall be re-issued if the Certificate of free sale is lost or
damaged.

3. The time limit of the free-sale registration number shall be extended of the registration
number nearly expires as prescribed in clause 3 Article 27 of this Decree.

Article 26. Application for new free-sale registration number

1. An application for the registration number of free sale of medical equipment for which
there is no applicable National technical regulation:

a) A written application form for a new free-sale registration number using the form No. 04
provided in Annex | enclosed with this Decree;

b) A classification table using the form in Annex V enclosed with this Decree;

) The certificate of conformity with quality control standards which is effective at the time
of application, unless the medical equipment has been issued with the Certificate of Free
sale by the competent body of any of the following countries and organizations: EU
member countries, Japan, Canada, Therapeutic Goods Administration (TGA) of Australia,
Food and Drug Administration (FDA) of America;

d) The power of attorney by the owner of the medical equipment for the establishment
conducting the free-sale registration using the form in Annex VI enclosed with this Decree
which is effective by the time of application, except for cases specified in point a clause 1
Article 21 of this Decree;

dd) The certificate of eligibility to provide warranty issued by the owner of the medical
equipment using the form provided in Annex VII enclosed with this Decree, excluding

disposable medical equipment prescribed by its owner;
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e) The Certificate of free sale which is effective at the time of application, applicable to
imported medical equipment;

g) Vietnamese documents that give brief description of medical equipment using the form
No. 01 in Annex VIII enclosed with this Decree;

h) A catalogue describing functions and specifications of medical equipment; technical
information on reagents, calibration solutions, in vitro control materials using the form No.
02 provided in Annex VIII enclosed with this Decree;

i) Written instruction for the medical equipment;

k) Regarding type C or D medical equipment which is used by putting into human body: the
summary of clinically testing data using the form in Annex IX enclosed with this Decree
together with the clinically testing research results are required, unless:

- Medical equipment is manufactured or processed in Vietnam solely for export and the
importing country does not request clinical testing;

- Such medical equipment has been freely sold and obtained the Certificate of Free sale by
the competent body of any of the following countries and organizations: EU member
countries, Japan, Canada, TGA of Australia, FDA of America,

- Other cases specified by the Minister of Health.

1) Type C or D medical equipment for in vitro diagnosis must have the certificate of
inspection as prescribed by the Minister of Health, unless the medical equipment has been
issued with the Certificate of Free sale by the competent body of any of the following
countries and organizations: EU member countries, Japan, canada, TGA of Australia, FDA of
America;

m) The label of the medical equipment which is intended to be used when such medical
equipment is freely sold in Vietnam.

2. Regarding the application for the registration number of free sale of medical equipment
with applicable National technical regulations:

a) A written application form for a new free-sale registration number using the form No. 04
provided in Annex | enclosed with this Decree;

b) The certificate of conformity;

) Papers specified in points b, ¢, d, dd, e, g, h, i and m clause 1 of this Article.

3. Regarding the application for a new registration number of free sale of medical equipment
being measurement instruments subject to obtaining the approval of the model according

to laws on measuring:
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a) A written application form for a new free-sale registration number using the form No. 04
provided in Annex | enclosed with this Decree;

b) The decision to approve the model,

) Papers specified in points b, ¢, d, dd, e, g, h, i and m clause 1 of this Article.

4. Regarding the application for a new registration number of free sale of medical equipment
being measurement instruments which is not required to obtain the approval for the model
as prescribed in laws on measuring, regulations in clause 1 of this Article shall be complied
with.

Article 27. Application for reissuance/extension of free-sale registration number

1. The application for reissuance of the free-sale registration number which is lost or
damaged shall include an application form using the form No. 05 provided in Annex |
enclosed with this Decree.

2. An application for extension of the free-sale registration number shall consist of:

a) A written application form for extension of free-sale registration number using the form
No. 06 provided in Annex | enclosed with this Decree;

b) A copy of the obtained certificate of free sale;

) The certificate of conformity with quality control standards which is effective at the time
of application, unless the medical equipment has been issued with the Certificate of Free
sale by the competent body of any of the following countries and organizations: EU
member countries, Japan, Canada, Therapeutic Goods Administration (TGA) of Australia,
Food and Drug Administration (FDA) of America;

d) The power of attorney by the owner of the medical equipment for the establishment
conducting the registration of free sale using the form in Annex VI enclosed with this Decree,
except for cases specified in point a clause 1 Article 21 of this Decree;

dd) The Certificate of free sale which is effective at the time of application, applicable to
imported medical equipment;

e) The income statement for the period when the free-sale registration number is obtained
using the form in Annex X enclosed with this Decree.

3. Time limit for applying for extension of the free-sale registration number shall be at least

60 days before it expires.
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Article 28. Requirements for application for new issuance/extension of free-sale
registration number

1. An application for new issuance or extension of the registration number of free sale of
medical equipment shall be made in 01 dossier and documents in such dossier shall be
readable and shall be arranged according to the order specified in Article 26 of this Decree,
applicable to applications for new inssuance of the free-sale registration number, or in
clause 2 Article 27 of this Decree, applicable to applications for extension of the free-sale
registration number; there shall be separators between different parts, there shall be cover
pages and the table of contents.

2. Requirements for a number kinds of papers in the application for new issuance/extension
of free-sale registration number:

a) Regarding the Certificate of conformity with quality control standards: the original copy or
a certified true copy or a copy certified by the applicant establishment is required.

In case of including the copy certified by the applicant establishment, the original copy shall
be presented for comparison or data sources shall be provided for checking the validity of
such documents, at the time of submission of the application.

Any Certificate of conformity with quality control standard which is not made in English nor
Vietnamese shall be translated into Vietnamese. The translation must be authenticated
according to laws.

b) Regarding the power of attorney of the owner of medical equipment and the Certificate
of eligibility to provide warranty:

- Regarding medical equipment manufactured in Vietnam: an original copy of a certified true
copy is required,

- Regarding imported medical equipment: a consularly legalized copy or a certified true copy
of the consularly legalized copy is required.

c) Regarding the Certificate of Free sale: a consularly legalized copy or a certified true copy
of the consularly legalized copy is required.

Any Certificate of free sale which is not made in English nor Vietnamese shall be translated
into Vietnamese. The translation must be authenticated according to laws.

If the certificate of free sale does not specify the date of expiry, such certificate shall expire
after 36 months counted from the date of issue.

d) Regarding catalogue of the medical equipment: the copy certified by the applicant is

required.
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Any catalogue which is not made in English nor Vietnamese shall be translated into
Vietnamese. The translation must be authenticated according to laws;

dd) Regarding the instructions for the medical equipment: a Vietnamese copy certified by
the applicant establishment is required.

e) Regarding the certificate of inspection: the original copy or a certified true copy or a copy
certified by the applicant establishment is required.

In case of including the copy certified by the applicant, the original copy shall be presented
at the time of submitting the application for comparison.

g) Regarding the label model: a copy which is certified by the organization registering for free
sale of medical equipment. The label model must satisfy requirements specified in Article
54 of this Decree.

Article 29. Receipt and inspection of application for registration number of free sale of
medical equipment

1. Any establishment applying for the free-sale registration number shall submit the
application at the Ministry of Health.

2. When receiving satisfactory application, the Ministry of Health shall issue the applicant
establishment with the receipt note using the form No. 04 provided in Annex IV enclosed
with this Decree.

3. In case the application is satisfactory and not any modification is required, the Minister of
Health shall:

a) Regarding medical equipment for which there is no applicable National technical
regulation: Conduct inspection for new issuance of the registration number within 60 days or
for extension of the registration number within 30 days from the date written on the receipt
note. In case of refusal to issue or grant extension of the registration number, a written
response containing explanation shall be made;

b) Regarding medical equipment with applicable National technical regulation: Conduct
inspection for new issuance of the registration number within 15 days or for extension of the
registration number within 10 days from the date written on the receipt note. In case of
refusal to issue or grant extension for the registration number, a written response containing
explanation shall be made;

) The re-issuance of the free-sale registration number shall be carried out within 05 working
days from the date written on the receipt note. In case of refusal to re-issue the free-sale

registration number, a written response containing explanation shall be made.
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4. If the application for the registration number is not satisfactory, the Ministry of Health
shall send a written notification to the establishment applying for new issuance, re-issuance
or extension of the registration requesting the modification, detailing documents and
information subject to modification within the periods specified as follows:

a) 15 working days from the date written on the receipt note, applicable to applications for
new issuance or extension of the registration;

b) 05 working days from the date written on the receipt note, applicable to applications for
re-issuance of the registration.

5. After receiving the request for modification of the application for the registration number,
the applicant establishment shall complete the documents according to the written
notification and send them to the Ministry of Health. The date of receipt of the completed
application shall be written on the receipt note.

In case where the applicant establishment has modified its application unconformably with
the request, the Ministry of Health shall request the applicant establishment to continue
completing the application according to regulations in clause 4 of this Article.

After 60 days from the day on which the written notification by the Ministry of Health is
received, if the applicant establishment fails to complete its application, it shall re-conduct
the procedures for applying for the registration number.

6. If the inspection council request the modification of the application, within 10 working
days from the day on which the meeting minute of the council is made, the Ministry of
Health shall send a written notification to the applicant establishment for modification of
the application. The notification shall specify the information to be supplemented and the
information to be adjusted.

After receiving the request for modification of the application for the free-sale registration
number, the applicant establishment shall modify the documents according to the written
notification and re-send the application to the Ministry of Health. The date of receipt of the
completed application shall be written on the receipt note.

In case where the applicant establishment has modified its application unconformably with
the request, the Ministry of Health shall request the applicant establishment to continue
completing the application according to regulations in clauses 4 and 5 of this Article.

7. Within 03 working days from the day on which the free-sale registration number is issued,
the Ministry of Health shall publish on its web portal the following information:

a) Name, classification, producer and country of origin of the medical equipment;
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b) Registration number free sale of the medical equipment;

c) Name and address of the owner of the medical equipment;

d) Name and address of the holder of the free-sale registration number;

dd) Name and address of the warranty provider of the medical equipment;

e) The application for registration number of free sale of the medical equipment, except for
information specified in points g and h clause 1 Article 26 of this Decree.

8. During the period of free sale of medical equipment, the holder of the registration
number shall send a written notification to the Ministry of Health within 10 working days
from the day on which any of the following activities is conducted:

a) The address of the owner of the medical equipment or of the holder of the registration
number of free sale of the medical equipment is changed,

b) Name of the holder of the free-sale registration number is changed. The holder of the
registration number shall enclose with the written notification documents proving the
ownership towards the medical equipment of the new owner and the label model
prescribed in Article 54 of this Decree;

) Information about name or address of the producer of the medical equipment is
modified. The holder of the free-sale registration number shall enclose with the written
notification of modification the following documents: the Certificate of Free sale and the
Certificate of conformity with quality control standards which are effective at the time of
application, unless the medical equipment has been issued with the Certificate of Free sale
by the competent body of any of the following countries and organizations: EU member
countries, Japan, Canada, TGA of Australia, FDA of America;

d) The packing specifications are changed, applicable to in vitro diagnosis medical devices.
The holder of the free-sale registration number shall enclose with the written notification
documents specified in points h and m clause 1 Article 26 of this Decree;

dd) The warranty provider is changed. The holder of the free-sale registration number shall
enclose with the written notification documents specified in points dd clause 1 Article 26 of
this Decree.

9. Within 03 working days from the day on which the notification by the holder of the free-
sale registration number is issued, the Ministry of Health shall update the modified
information on its web portal the following information.

10. The Minister of Health shall issue regulations on the inspection of the application for

registration number.
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Section 4. TRACING ORIGIN AND HANDLING DEFECTIVE MEDICAL EQUIPMENT,
SUSPENSION OF FREE SALE OR RECALLING OF DEFECTIVE MEDICAL EQUIPMENT AND
HANDLING OF MEDICAL EQUIPMENT IN SPECIFIC CASES

Article 30. Tracing the origin of defective medical equipment

1. Regarding defective medical equipment, the holder of the free-sale registration number
shall trace the origin, including:

a) Determining name, type and amount of medical equipment in the defective batch;

b) Publishing on the web portal of the owner (if any) and the web portal of the Ministry of
Health, and requesting establishments producing, trading or using such medical equipment
in writing to provide information on name, type and the amount of medical equipment in
the defective batch, the actual amount remained in the storage and the actual amount
being on market;

c) Formulating plans on measures to be taken or on the recall of defective medical
equipment;

d) Report to a competent agency the plans specified in point ¢ of this Clause.

2. The competent agency shall conduct inspection and monitor the tracing of the origin of
the defective medical equipment within its management.

Article 31. Handling and recalling defective medical equipment

1. Measures to be taken for defective medical equipment:

a) Providing guidelines on remedial measures;

b) Eliminating defects of the medical equipment;

c) Replacing the defective medical equipment with the equivalent one;

d) Recalling for re-exporting or destruction.

2. Defective medical equipment shall be recalled as follows:

a) Voluntary recalling conducted by the holder of the free-sale registration number;

b) Compulsory recalling, for cases specified in Article 35 of this Decree.

3. The holder of the free-sale registration number of the defective medical equipment shall
recall and take measures for defective medical equipment within a period specified by the
competent agency and shall pay all the cost for the recall and handling of the defective
medical equipment.

If the holder of the free-sale registration number fails to recall the defective medical
equipment within the time limit specified by the competent agency, the recall shall be

enforced as prescribed legislation on penalties for administrative violations.
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Article 32. Procedures for suspension of sale of defective medical equipment against
which a warning has been issued by owner of medical equipment

1. If the medical equipment is found to be defective and have bad effect on users’ health,
the holder of the free-sale registration number shall:

a) Suspend such medical equipment from free sale;

b) Send a written notification to the Ministry of Health and organizations and persons that
are selling or using such medical equipment. The notification shall specify the manufacture
batch, the factor causing bad effect on users’ health and the statement whether such factor
can be eliminated.

2. In case the defect of the medical equipment that causes bad effect on users’ health can
be eliminated:

a) Within 03 working days from the day on which the notification by the owner of the
medical equipment is received, the Ministry of Health shall issue a decision to suspend the
free sale of such medical equipment;

b) When the decision to suspend the free sale of the medical equipment has been issued,
the holder of the free-sale registration number in Vietnam shall take measures to eliminate
the factor that causes bad effect on users’ health;

) After completing the elimination of the factor thats cause bad effect on users’ health, the
holder of the free-sale registration number shall send a written report to the Ministry of
Health which contains the undertaking to assure the quality of the medical equipment after
the elimination or the inspection result by a laboratory which is conformable to the TCVN
ISO/IEC 17025 national standard or the ISO/IEC 17025 international standard or a equivalent
standard;

d) Within 20 days as from the day on which the report specified in point c of this Clause is
received, the Ministry of Health shall issue a decision to terminate the suspension of the
medical equipment If the Ministry of Health refuse to terminate the suspension, a written
response containing explanation shall be made.

3. If the defect of the medical equipment that causes bad effect on users’ health can not
be eliminated, the Ministry of Health shall issue a decision to recall all the equipment of the
batch of medical equipment which incurs the suspension.

4. The decision to suspend the free sale shall consist of:

a) Name of medical equipment to incur the suspension;

b) The number of the batch of medical equipment to incur the suspension;
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) The registration number of free sale of the medical equipment to incur the suspension;
Article 33. Procedures for suspension of free sale of defective medical equipment
against which a warning has been issued by a competent

1. Within 05 working days as from the day on which the notification of the defect that
causes bad effect on users’ health made by a medical facility of another country where the
medical equipment is sold or by World Health Organization is received, the Ministry of
Health shall send a written request to the holder of the free-sale registration number for
explanatory report.

2. Within 05 working days from the day on which the written response by the Ministry of
Health is received, the holder of the free-sale registration number shall send a written report
to the Ministry of Health.

3. Within 5 working days from the day on which the report made by the holder of the free-
sale registration number of medical equipment in Vietnam is received, the Ministry of Health
shall establish a scientific council for assessing the defect that causes bad effect on users'
health.

4. If the medical equipment is defined to not have any factor causing bad effect on users’
health, within 03 working days from the day on which the meeting minutes of the council is
received, the Ministry of Health shall issue the written notification to the holder of the free-
sale registration number in Vietnam.

5. If the medical equipment is defined to have defect causing bad effect on users’ health,
the Ministry of Health shall follow the procedures for suspension of free sale of such
equipment according to regulations in clauses 2, 3 and 4 Article 32 of this Decree.

Article 34. Handling of medical equipment whose owner or whose registration
number’s holder terminates the production or is bankrupt or dissolved

1. If the medical equipment has been issued with the registration number but the owner of
such medical equipment declares terminating the production or declares bankruptcy or
dissolution, such medical equipment shall be on market for not exceeding 24 more months
counted from the date of such declaration, provided that the holder of the registration
number in Vietnam shall undertake to provide the warranty and maintenance as well as
provide materials for replacing or serving the use of medical equipment for 08 years, unless
the holder of the registration number is the standing representative office in Vietnam of the

foreign trader who is the owner of such medical equipment.
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2. If the medical equipment has been issued with the registration number but the holder of
such medical equipment is bankrupt or dissolved, such medical equipment shall be on
market for not exceeding 24 months counted from the date of such bankruptcy/dissolution,
provided that the distributing establishment shall undertake to provide the warranty and
maintenance as well as provide materials for replacing or serving the use of medical
equipment for not more than 08 years.

3. The holder of the registration number or the distributing establishment shall send the
dossier about its undertaking to the Ministry of Health within 60 days from the day on which
the owner of the medical equipment or the holder of the registration number declares
terminating the manufacture or declares bankruptcy or dissolution.

4. The undertaking dossier shall consist of:

a) A written undertaking to provide the warranty and maintenance and provide materials
serving the use of medical equipment using the form provided in Annex X| enclosed with
this Decree;

b) A list of medical equipment having registration number kept by such establishment
whose owner or whose registration number’s owner of the medical equipment declared
terminating the manufacture or declared bankruptcy or dissolution.

5. Within 15 working days from the day on which the undertaking prescribed in clause 4 of
this Article, the Ministry of Health shall make a written response on the approval or refusal
of the application for continuing the free sale of medical equipment. In case of refusal,
explanation shall be provided.

6. If the free sale of medical equipment specified in clauses 1 and 2 of this Article is not
allowed by the Ministry of Health to be continued, the holder of the free-sale registration
number or the distributing establishment shall recall all the medical equipment being on
market, unless such equipment has been freely sold.

Section 5. REVOCATION OF REGISTRATION NUMBER OF FREE SALE OF MEDICAL
EQUIPMENT

Article 35. Cases where registration number is revoked

1. The applicant uses fraudulent documents to apply for registration of free sale.

2. The free sale of 03 batches of the medical equipment are forced to suspend from sale
within the effective period of the registration number, applicable to types B, C or D medical

equipment, or for 05 years, applicable to type A medical equipment, unless the holder of
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the free-sale registration number voluntarily recalls the equipment as prescribed in Article
32 of this Decree.

3. The applicant falsifies the contents of the free-sale registration number without
permission.

4. The holder of the free-sale registration number terminates its operation or is no longer
authorized by the owner of the medical equipment and no substitute organization has been
appointed, except for cases specified in Article 34 of this Decree.

5. Quality of medical equipment being sold on market is not consistent with the registration
quality.

6. The registration number has been issued against provisions of this Decree.

7. The owner of the free-sale registration number or the distributing establishment of the
medical equipment has not given undertakings as prescribed in clauses 1 and 2 Article 34 of
this Decree.

8. The time limit for free sale of the medical equipment specified in clauses 1 and 2 Article
34 of this Decree has expired.

9. The medical equipment was manufactured at an establishment unconformable to
requirements specified in this Decree.

Article 36. Procedures for revocation of free-sale registration number

1. During the inspection, if any case specified in clauses 1, 2, 3,4, 5, 6 and 8 Article 35 of this
Decree is discovered, the agency conducting the inspection shall send an inspection record
to the Ministry of Health or the Department of Health having issued the free-sale registration
number (hereinafter referred to as the freee-sale registration number issuer).

2. Within 05 working days from the day on which the record specified in clause 1 of this
Article is issued, the free-sale registration number issuer shall consider deciding the
revocation of the free-sale registration number within its management.

3. After issuing the decision to revoke the registration number, the agency issuing the
decision on revocation shall:

a) Publish on the web portal of the registration number issuer the decision on revocation of
free-sale registration number and send such decision to the holder of the free-sale
registration number, the Ministry of Health and other Departments of Health nationwide;

b) Annul information related to medical equipment which has been posted on the web

portal of the free-sale registration number issuer.
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4. When the decision to revoke the free-sale registration number made by the free-sale
registration number issuer has been received, Departments of Health shall publish it on the
web portal and direct professional bodies to supervise the revocation of the medical
equipment.
Chapter V

MANAGEMENT OF TRADING OF MEDICAL EQUIPMENT
Section 1. CONDITIONS FOR TRADING MEDICAL EQUIPMENT
Article 37. Type B, C or D medical equipment trading establishments
As establishment must satisfy the following conditions to trade in Type B, C or D medical
equipment:
1. Having technical staff with acceptable qualifications for installing or guiding the use of
medical equipment which such establishment trades, at least 01 of whom has the
qualifications of technology or medicine/pharmacy of college or higher level or has the
qualifications of medical equipment technology of college or higher level and his/her
profession is conformable to the medical equipment which the establishment trades.
2. Having storage facilities conformable to the requirements specified in clause 3 Article 13
of this Decree and having vehicles for delivering equipment conformable to requirements
specified in clause 4 Article 13 of this Decree, unless otherwise prescribed by laws. If the
establishment does not have storage facilities or vehicles, a contract with an establishment
capable of storing and transiting medical equipment shall be concluded.
Article 38. Procedures for declaration of eligibility to trade medical equipment
1. The declaration of eligibility to trade medical equipment shall consist of:
a) A declaration form of eligibility to trade medical equipment using the form No. 07
specified in Annex | enclosed with this Decree;
b) A list of employees using the form specified in Annex Il enclosed with this Decree;
c) Papers proving that the storage facilities and vehicles are conformable to requirements
specified in clauses 3 and 4 Article 13 of this Decree. Such papers shall be certified by the
establishment declaring the eligibility to trade medical equipment.
2. Procedures for declaration of eligibility to trade medical equipment:
a) Before trading type B, C or D medical equipment, heads of medical equipment trading
establishments shall send a declaration of eligibility to trade medical equipment specified in
clause 1 of this Article to the Department of Health of the area where the trading

establishment headquarters;
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b) If the declaration is satisfactory, the Department of Health shall issue the establishment
with the receipt note using the form No. 05 in Annex IV enclosed with this Decree;

c) Within 03 working days from the day on which the declaration of eligibility to trade
medical equipment, the Department of Health shall publish the following information on its
web portal: name and address of the establishment trading medical equipment and the
declaration of eligibility to trade medical equipment.

3. The establishment shall be allowed to trade type B, C or D medical equipment only
when the procedures specified in point b clause 2 of this Article are fully conducted, except
for cases specified in Article 39 of this Decree.

4. During its operation, if there is any change in employee staff, storage systemor transport
vehicles, the trading establishment shall re-conduct the procedures for declaration of
eligibility to trade medical equipment.

Article 39. Trade of type B, C or D medical equipment which is not required to satisfy
conditions nor follow procedures for declaring eligibility to trade medical equipment
1. Type B, C or D medical equipment in the list of medical equipment issued by the Minister
of Health shall be traded like other normal goods.

2. The trade of medical equipment specified in clause 1 of this Article is not required to
satisfy conditions specified in Article 37 of this Decree and is not required to follow the
procedures for declaring the eligibility to trade prescribed in Article 38 of this Decree,
provided that such trading is conformable to the requirements for storage and transport
prescribed by the owner of the medical equipment.

Section 2. EXPORT AND IMPORT OF MEDICAL EQUIPMENT

Article 40. Rules on management of export/import of medical equipment

1. Any organization or individual exporting or importing medical equipment must satisfy
conditions specified in laws on export and import and must assure the quality of the
medical equipment that they exported/imported.

2. Medical equipment having got the registration number of free sale in Vietham may be
exported/imported on demand without limit on quantity and without approval by the
Ministry of Health.

3. The Certificate of free sale shall only be issued to exported as prescribed by the Prime
Minister.

4. The temporary import, temporary export or transit of medical equipment shall be carried

out according to laws.
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5. The import of used medical equipment shall be carried out according to laws.

Article 41. Export and import of medical equipment

1. The production of medical equipment for export is encouraged.

2. Any organization/individual importing medical equipment with the free-sale registration
number must satisfy the following conditions:

a) Being the holder of the free-sale registration number or having the power of attorney
made by the holder of the registration number. The holder of the free-sale registration
number that authorize an importing establishment to import medical equipment shall send
the power of attorney the Ministry of Health and the customs authority as well,

b) Having storage facilities conformable to the requirements specified in clause 3 Article 13
of this Decree and having vehicles for delivering equipment conformable to requirements
specified in clause 4 Article 13 of this Decree or having the contract with the establishment
capable of storing and transporting medical equipment.

3. The export and import of medical equipment shall comply with laws on customs. When
conducting customs procedures, the organization importing medical equipment is not
required to prove the conformity with conditions specified in clause 2 of this Article.

Article 42. Import license

1. Cases in which a license to import medical equipment is required:

a) Such medical equipment does not have the free-sale registration number and is imported
for scientific research or testing or for guiding the use of medical equipment or for repairing
medical equipment;

b) Such medical equipment does not have the free-sale registration number and is imported
to be used as aids;

) Such medical equipment does not have the free-sale registration number and is imported
for personal healthcare.

2. An application for the import license shall consist of:

a) A written application form for an import license using the form No. 08 provided in Annex |
enclosed with this Decree;

b) Documents that give brief description of medical equipment technology using the forms
provided in Annex VIII enclosed with this Decree and technical documents and instructions
for such medical equipment;

¢) The Certificate of conformity with quality control standards of the establishment

producing the medical equipment applying for the import license;
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d) For medical equipment imported for research, a certified true copy of the decision on
approval for the research project and documents proving that such products have been
permitted in the exporting country by the competent agency;

dd) Regarding medical equipment imported to be use in training, the original copy of the
training plan and documents proving that such products have been permitted in the
exporting country by the competent agency;

e) For medical equipment imported to be used as aids, a copy of the decision on approval
for aid receipt by the competent authority and documents proving that such products have
been permitted in the exporting country by the competent agency;

g) For cases where medical equipment is imported for personal healthcare, the prescription
by the doctor.

3. Procedures for processing the application for the license for importing medical
equipment:

a) After receiving the application, the Ministry of Health shall issue the applicant with the
receipt note using the form No. 06 provided in Annex IV enclosed with this Decree;

b) If the application is not required to be amended, the Ministry of Health shall conduct
inspection serving the issuance of the license for importing medical equipment within 15
working days from the date written on the receipt note. If the application is rejected, a
written response containing explanation shall be made;

) If the application is unsatisfactory, within 05 working days from the date written on the
receipt note, the Ministry of Health shall send a written response to the applicant for
completion. The natification shall specify the information to be supplemented and the
information to be adjusted,

d) After receiving the request for modification of the application, the applicant shall modify
the documents according to the written notification and re-send the application to the
Ministry of Health. The date of receipt of the completed application shall be written on the
receipt note;

If the application has been modified but unconformably with the request, the Ministry of
Health shall notify the applicant for completing it;

After 60 days from the day on which the request of the Ministry of Health is received, if the
applicant fails to complete the application, the procedures for applying for the import

license shall be re-conducted.

W1-30



Unofficial Translation by LawSoft

dd) If the application is satisfactory, the Ministry of Health shall issue the license for
importing medical equipment according to regulations in point b of this clause. The import
license shall be sent to the applicant and the customs authority.

Article 43. Application for Certificate of free sale of domestically produced medical
equipment

1. An application for the Certificate of free sale of medical equipment without the
registration number shall include:

a) A written application form for the Certificate of free sale using the form No. 11 provided in
Annex | enclosed with this Decree;

b) Documents specified in Article 22 (applicable to Type A medical equipment) or Article 26
(applicable to Type B, C or D medical equipment).

2. The application for the certificate of free sale of medical equipment must satisfy
requirements specified in Article 23 (applicable to Type A medical equipment) or Article 28
(applicable to Type B, C or D medical equipment).

3. The application for the Certificate of Free sale of medical equipment with the registration
number shall include the application form using the form No. 12 provided in Annex |
enclosed with this Decree.

Article 44. Competence in and procedures for issuance, reissuance and revocation of
the Certificate of free sale

1. The Minister of Health shall be responsible for the issuance, reissuance and revocation of
the Certificate of free sale of medical equipment.

2. Procedures for issuance, reissuance and revocation of the Certificate of free sale shall
comply with regulations of the Prime Minister on the issuance of Certificate of Free sale.
Section 3. RIGHTS AND OBLIGATIONS OF ORGANIZATIONS AND INDIVIDUALS TRADING
MEDICAL EQUIPMENT

Article 45. Rights of establishments trading medical equipment

1. To request the medical equipment seller provides sufficiently information and documents
to be used for tracing the origin and the warranty of medical equipment.

2. To request organizations/individuals importing, distributing or using products to cooperate
with them in recalling and handling defective medical equipment.

3. To request the holder of the registration number of the medical equipment to provide

warranty on the medical equipment.
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4. To be notified by the holder of the registration number of the defective medical
equipment.
5. Other rights as prescribed in laws.
Article 46. Obligations of establishments trading medical equipment
1. Conduct internal supervision to maintain the quality of medical equipment prescribed by
the holder of the registration number.
2. Provide sufficiently and promptly information about:
a) Instruction on how to use the medical equipment; conditions for ensuring the safety,
storing, calibrating, inspecting and maintaining medical equipment;
b) Give notification of defective medical equipment.
3. Retain medical equipment supervision dossier and trace the origin or recall medical
equipment according to regulations in this Decree.
4. Promptly notify the holder of the free-sale registration number and the authority of the
defective medical equipment.
5. Comply with laws and decisions on inspection issued by competent agencies.
6. Other obligations as prescribed in laws.
Chapter VI

MEDICAL EQUIPMENT SERVICES
Section 1. CONSULTANCY ABOUT MEDICAL EQUIPMENT TECHNOLOGY
Article 47. Conditions for providing consultancy services on medical equipment
technology
1. The provision of services for consulting about the listing and formulation of technical
structure and specifications of medical equipment technology shall be conducted by an
individual who has been issued with the certificate of completing the training in consulting
medical equipment technology.
2. Requirements applicable to individuals providing consultancy services on medical
equipment technology:
a) Having university level qualifications specified in technique or medicine/pharmacy;
b) Having at least 5 years’ experience of working in the field of medical equipment
technology at a medical equipment-providing facility;
) Having been tested and recognized by training institutions to be capable of consulting on
medical equipment technology according to the training program issued by the Ministry of

Health.
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3. The consultant shall provide only consultancy on medical equipment technology when
he/she has obtained the receipt note for the application for declaration of eligibility to
provide consultancy about medical equipment technology as prescribed in point b clause 2
Article 48 of this Decree.

Article 48. Procedures for declaration of eligibility to provide consultancy on medical
equipment technology

1. An application for declaration of eligibility to provide consultancy on medical equipment
technology shall include:

a) An application form for declaration of eligibility to provide consultancy using the form No.
09 specified in Annex | enclosed with this Decree;

b) Certified true copies of qualifications specified in points a and c clause 2 Article 47 of this
Decree;

) A certificate of working time using the form in Annex Il enclosed with this Decree.

2. Procedures for declaration of eligibility to provide consultancy on medical equipment
technology:

a) Before providing consultancy on medical equipment technology, the applicant shall send
the documents specified in clause 1 of this Article to the Ministry of Health;

b) If the application is satisfactory, the Ministry of Health shall issue the receipt note using
the form No. 07 provided in Annex IV enclosed with this Decree;

c) Within 03 working days from the date written on the receipt note, the Ministry of Health
shall publish the following information on its web portal: name, address, phone number of
the consultant; scope of consultancy on medical equipment technology and the declaration
of eligibility to provide consultancy on medical equipment technology.

3. During its operation, if there is any change related to the accepted declaration, the
consultant shall re-conduct the procedures for declaration of eligibility to provide
consultancy on medical equipment technology.

Section 2. INSPECTION AND CALIBRATION OF MEDICAL EQUIPMENT

Article 49. Rules for inspection and calibration of medical equipment

1. Medical equipment shall be inspected according to laws on product quality and shall be
calibrated according to regulations by the manufacturer, except for cases specified in clause
2 of this Article.

2. The inspection and calibration of medical equipment being measurement instruments or

radiological equipment shall comply with regulations on measuring and atomic energy.
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3. The inspection of medical equipment shall be conducted by establishments which have
declared the eligibility to provide services on inspection and calibration for medical
equipment.

4. The calibration of medical equipment shall be conducted by an establishment which has
declared the eligibility to provide services on inspection and calibration for medical
equipment or by the warranty provider of the holder of the registration number of free sale
of the medical equipment.

Article 50. Requirements for establishments conducting inspection and calibration of
medical equipment

1. Employees:

There shall be at least 2 technical employees (civil servants or employees working under
contracts which are valid for 12 months or more or employees working under indefinite
contracts) who satisfy the following conditions:

a) Having qualifications of college or higher level specified in technique or
medicine/pharmacy;

b) Having professions suitable for the medical equipment he/she is assigned to
inspected/calibrated.

2. Facilities and equipment:

There shall be laboratories. The laboratory shall obtain the certificate of conformity with the
national standard on competence of testing and calibration laboratories TCVN ISO/IEC 17025
or the international standard ISO/IEC 17025 (hereinafter referred to as the certirficate of
conformity with testing and calibration standards).

3. The establishment shall carry out the inspection/calibration of medical equipment only
when it has obtained the receipt note for the declaration of eligibility to conduct the
inspection/calibration of medical equipment as prescribed in clause 2 of this Decree.
Article 51. Declaration of eligibility to conduct inspection/calibration

1. A declaration of eligibility to conduct the inspection/calibration shall consist of:

a) An application form for declaration using the form No. 10 specified in Annex | enclosed
with this Decree;

b) A list of employees using the form specified in Annex Il enclosed with this Decree;

) The certificate of conformity with testing and calibration standards which is valid at the
time of declaration.

2. Requirements for the declaration of eligibility to conduct the ispection/calibration:
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a) Documents serving the declaration of eligibility to conduct the inspection/calibration shall
be compiled into 01 dossier, readable and arranged in order specified in clause 1 of this
Article; there shall be separators between different parts, there shall be cover pages and the
table of contents;
b) Regarding the Certificate of conformity with testing and calibration standards: an original
copy or a certified true copy or a copy certified by the applicant hall be included;
If the copy certified by the organization declaring the eligibility to conduct the
inspection/calibration is used, at the time of submission of the declaration, the original copy
shall be presented for comparison or data sources shall be provided so that the receiving
body can check the validity of such documents.
Any Certificate of conformity with inspection/calibration standards which is not made in
English nor Vietnamese shall be translated into Vietnamese. The translation must be
authenticated according to laws.
Article 52. Procedures for declaring the eligibility to conduct the inspection/calibration
1. Before conducting the inspection/calibration of medical equipment, heads of the
inspection/calibration establishment shall send the application specified in clause 1 Article
51 of this Decree to the Ministry of Health.
2. If the declaration is satisfactory, the Ministry of Health shall issue the establishment with
the receipt note using the form No. 08 in Annex IV enclosed with this Decree.
3. Within 03 working days from the date written on the slip of receiving, the Ministry of
Health shall publish the following information on its web portal: name, address, phone
number of the establishment conducting the inspection/calibration of medical equipment;
scope of the inspection/calibration and the declaration of eligibility to conduct the
inspection/calibration.
4. During its operation, if there is any change related to the accepted declaration, the
inspection/calibration establishment shall re-conduct the procedures for declaring the
eligibility to conduct the inspection/calibration of medical equipment.
Chapter VI

INFORMATION AND LABEL OF MEDICAL EQUIPMENT
Article 53. Information about medical equipment
1. Information about medical equipment is for the purpose of providing healthcare
practitioners and users with guidelines on the reasonable and safe use of medical

equipment.
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2. Information about medical equipment must be sufficient, objective, accurate, honest,
understandable and must not cause misunderstanding.

3. Responsibility for communicating information about medical equipment:

a) The holder of the free-sale registration number and the trading establishment of the
medical equipment shall publish the information about the level of risks and information
related to the use of medical equipment;

b) Medical facility shall communicate information about medical equipment within their
establishment;

) Health workers shall communicate information about the level of risks of the use of type
C or D medical equipment on the patients;

d) Medical equipment management agencies shall publish the information on medical
equipment.

4. Any organization and individual communicating information about medical equipment
must be responsible for the information it/he/she has provided.

5. The Minister of Health shall develop medical equipment information system.

Article 54. Labels of medical equipment

1. The labeling of medical equipment shall comply with regulations in Decree No.
89/2006/ND-CP dated August 30, 2006 by the Government on labeling of goods and the
label must contain:

a) Name of the medical equipment;

b) The registration number of free sale of the medical equipment;

c) Name and address of the holder of the registration number of free sale of the medical
equipment;

d) The origin of the medical equipment;

dd) Date of production or expiry date. The date of production and the expiry date must be
written in the format [dd/mm/yyyy] or [mm/yyyyl.

e) Number of batch or the seri number of the medical equipment;

g) Guidance for seeking information about the warranty provider, guidelines for using the
medical equipment, technical documents serving the repair and maintenance according to
regulations in clause 2 Article 17 of this Decree.

2. Medical equipment imported into Vietnam whose label does not contain sufficiently the

information specified in clause 1 of this Article must be enclosed with a supplementary
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label containing such information written in Vietnamese and the original label of the
equipment shall be retained.
Chapter VI

MANAGEMENT AND USE OF MEDICAL EQUIPMENT AT MEDICAL FACILITIES
Article 55. Rules on management and use of medical equipment
1. The management and use of medical equipment must be conformable with the
purposes, utilities, policies and economical and effective.
2. The inspection, maintenance, repair, verification and calibration must comply with
regulations of the producer, unless otherwise prescribed by laws.
Regarding medical equipment with strict labour hygiene and safety requirements, apart from
the regulations on inspection, maintenance, repair, verification and calibration specified in
this Decree, laws on labour hygiene and safety shall be complied with as well.
3. Documents on medical equipment shall be compiled, managed and retained sufficiently;
the settlement of medical equipment in kind or in cash shall be conducted according to
current laws on accounting and statistics and other relevant law provisions; funding for the
conduct of tasks specified in Clause 2 of this Article shall be secured.
4. Medical facilities shall submit to the inspection and supervision of competent regulatory
bodies specified in medical equipment management.
Article 56. Management and use of medical equipment at State medical facilities
Apart from complying with regulations in Article 55 of this Decree regarding the management
and use of medical equipment, state medical facilities shall conform to the following
regulations:
1. Medical equipment in state medical facilities shall be managed and used according to
laws on the management and use of State-owned property.
2. Policies on management and use of medical equipment shall be published.
3. The investment in or the conduct of the purchase of medical equipment shall conform to
the following rules:
a) The investment as well as the purchase of medical equipment shall be conformable to
the functions, tasks and demand of the unit and current laws on bidding;
b) State medical facilities are encouraged to use domestically produced medical equipment.
Regarding domestically produced medical equipment which is declared by the Ministry of
Health to be conformable to the requirements on quality and supply, the bidding

W1-37



Unofficial Translation by LawSoft

documents and the invitations for bid shall contain provisions that forbid the bidders from
offering imported medical equipment.
Article 57. Powers and responsibilities of medical facilities in the management and use
of medical equipment
1. A medical facility shall have the following powers:
a) To request the holder of the free-sale registration number to carry out the periodic
maintenance during the warranty period;
b) To request the seller to supply technical documents about medical equipment;
) To receive medical equipment that is used for scientific research or for guiding the use of
medical equipment.
2. Medical facility shall have the following responsibilities:
a) Use and operate medical equipment according to the guidance by its owner;
b) Periodically maintain, inspect and calibrate medical equipment according to the guidance
by its owner or according to laws;
c) Conduct testing and assessment of quality of medical equipment;
d) Report cases of defective medical equipment and other information at the request of
competent agencies.
Chapter IX
ONLINE DECLARATION AND REGISTRATION
Article 58. Cases subject to online declaration, registration or licensing
1. Declaration of eligibility to classify medical equipment.
. Declaration of eligibility to produce medical equipment.
. Declaration of applicable standards for medical equipment.

. Registration of free sale of medical equipment.

2

3

il

5. Declaration of eligibility to trade medical equipment.

6. Declaration of eligibility to provide consultancy on medical equipment technology.

7. Declaration of eligibility to conduct the inspection/calibration of medical equipment.

8. Application for the license to import medical equipment.

9. Application for the Certificate of free sale of domestically-produced medical equipment.
Article 59. Online application for declaration, registration or licensing

A valid online declaration, online application for registration of free sale, or issuance of the

license or the Certificate of free sale (hereinafter referred to as the online registration

application) shall satisfy the following requirements:
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1. It contains sufficient documents according to regulations applicable to written application
which are transformed into electronic documents. Such electronic documents shall be
named according to the name of the form in the written application.

2. Information about the declaration, the application for registration or license shall be
declared sufficiently and accurately according to information provided in the electronic
documents.

Article 60. Procedures for online declaration

1. The legal representative shall make declaration, download electronic documents, confirm
with public digital signatures and pay charges according to the procedures specified on the
web portal of the Ministry of Health or the Department of Health.

2. When the online application has been submitted, the representatives at law shall receive
a receipt note.

3. The online application receiving body shall carry out administrative procedures for the
application according to regulations in this Decree.

4. The result of the online administrative procedures is an electronic document with the
digital signature of the receiving body and shall have legal effect like the one of the normal
administrative procedures.

Article 61. Retention of online applications

1. In case of online application, the applicant shall retain the written documents of the
application.

2. If any document of the registration dossier specified in clause 1 of this Article is lost or
damaged, the registering establishment shall send a written notification to the receiving
body, recomplete the dossier; when the application has been recompleted, the applicant
shall notify the receiving body in writing and update the information after being approved by
the receiving body.

3. Within 35 days from the day on which the notification of the loss of the application is
received, if the applicant fails to issue a written notification of the recompletion of the
application, the receiving body shall:

a) Annul information posted on the web portal that is related to the establishment
conducting the classification of the medical equipment, the establishment producing the
medical equipment, the establishment trading the medical equipment, the

person/establishment providing the consultancy about the medical equipment technology,
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the establishment inspecting/calibrating the medical equipment, the registration number of
free sale of the medical equipment;
b) Revoke the free-sale registration number and the import license of the medical
equipment.
4. The registering establishment shall not continue its operation and the medical equipment
shall not be freely sold from the time the receiving body annuls the information as
prescribed in clause 3 of this Article.
Chapter X

ORGANIZATION OF IMPLEMENTATION
Article 62. The Ministry of Health
The Ministry of Health shall be answerable to the Government for the management of
medical equipment and shall have the following tasks and powers:
1. Request the Government or the Prime Minister to promulgate or promulgate by itself
within their competence legislative documents, National technical regulation, strategies,
policies and plans regarding medical equipment.
2. Direct and conduct the implementation of legislative documents, strategies, policies and
plans regarding medical equipment.
3. Conduct the communication of information about medical equipment.
4. Provide training for human resources whose work involves medical equipment.
5. Publish on the web portal of the Ministry of Health information about:
a) The winning price of the bidding for medical equipment of medical facilities nationwide;
b) The list of medical equipment whose free-sale registration number has been revoked.
6. Conduct inspection, resolve complaints/denunciations and impose penalties for violations
against laws pertaining to medical equipment.
7. Promote the international cooperation in medical equipment.
Article 63. The Ministry of Science and Technology
1. Issue the list of medical equipment and measurement instruments subject to obtaining
model approval, inspection and/or calibration after receiving the opinion of the Ministry of
Health.
2. Preside over or cooperate with the Ministry of Health in formulating national standards on
medical equipment; conduct inspection of the quality of medical equipment being

measurement instruments or radiological equipment.
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Article 64. The Ministry of Finance

1. Guide the management of state property being medical equipment of state medical
facilities after receiving the opinion of the Ministry of Health.

2. Provide detailed regulations on the management and use of charges and fees pertaining
to medical equipment according to laws on charges and fees.

Article 65. People’s Committees of provinces and central-affiliated cities

1. Manage activities related to the trade and use of medical equipment in local areas.

2. Conduct the communication of information about medical equipment in local areas.

3. Provide training for human resources whose work involves medical equipment in local
areas.

4. Publish on the web portals of People’s Committees of provinces or central-affiliated cities
and send the Minist