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a) 9AEEE LI NRISEAEE, fR4d - 4efl4gBaoh -

_I_II
| | | | | | |
T | |

— 1,500375 XK (cm3) MTFZRIIBE 35
11,500 cm3%2,000 cm3BE ZA B E 40
i#2,000 cm3%2,500 cm3B 2 AT B E 50

#12,500 cm3%E3,000 cm3B Z AL B E 60
113,000 cm3%E 4,000 cm3E 2SI B E 90
#654,000 cm3%5,000 cm3fE 25 E 110
15,000 cm3%6,000 cm3fB 25 E 130
16,000 cm3ZSHRE 150



o

i s, RE R EREZQeA

A102. SRR BE (%)
10Z 16 TEEM MY ERS - B

4d - 4eF4gBEsh - 15
c) 16ZE24{E U ZBHIRAE - BR4d - 4e -
Fag2hsh »
d) RENEVEHRENSE, FR4d - 4efl4g
FHON ©
- 2500cm3U TN ZRIIBE 15
— 312,500 cm3%3,000 cm3B 5B 2 20
— 13,000 cm3ZAHAE 25

e) A - Bt - IREVEERRSE - BEAR4a -~ 4b - 4c - U
HERRAMLEA A EBBERBEIRTO% R4dBEZREE@M70

& %I -

#AMR4a ~ 4b - 4c - KU

f) £YEEREEEIRSE KA E Z R $2 B 850
%R -

g) EEE

- OAEEELITE 15

- 10E16fEEAZEE 10

- 16ZE24fE U2 EE 5

- IREREYVEHR 10

h) AmEMURIEENEE 75
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ﬁ. i BREHR S RREQA

Q103. REXBWETEBE R 2RE ?

A103. &FRABEERSE KBB4 ZREMT ¢
- B2020FEERUYEEMARS 2  FERBFEISF132/2020/ND-CP
SRETERE ZMEE— (Appendix 1) °
- (MR EBAEEEEBENERSEERS  BRE NIEEE 8%
PREFEREFIEE  AREFANBHM S S BEREELEMERN
R BETU—AZTERRESE -

- FETIERGZMMABRIERBEFERSE
MMBFANEEZXZWALRBBHREES00E  HEBSMEEELR
BHEE3001E
EERELEEBHE ZMREFA
MBEBANSELAEETY  AMFEREAERABILEERSR
ZEE  BEEEZHXWALBENREE2,000E  KERAFF MG
BEIWAZILFBALT KESE  SEAEEHESY - BIEHE10% - 2K
BN TZ15%

&
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ﬁ. i BREHR S RREQA

=R MR E

Q104. o & RS RRT AR EE ?

A104. 1. 23 98/2021/ND-CP 5% " B B B & =5 ## & 3 % & ( DECREE
prescribing Medical Equipment Management ) 1 2022/1/14%4

2. Z39/2016/TT-BYTS "B BEZEM 9 H A5 ( CIRCULAR on
Classification of Medical Device ) |
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ﬁ. i BREHR S RREQA

Q105. aERHtumBREMREERETRE ?

A105.

tr AR B AR 1 T
HFER BN/ BT EAE v EEBERERE (Type
ERR/I A g ( Type AB)

AZEERR A/B/C/D ) v BB E MR
( Type C/D)

Q]_OG aA B L R B AR AR M 7 SR AR N ?

A1006. *R#EZE98/2021/ND-CP; " BRAEEF=a 1 EIEEE ( DECREE prescribing
Medical Equipment Management ) | 541§ ;

B LR

A (€= ) EmBAESEARE
B ( hEER ) ( declaration of applicable standard )

C(¥=mak) Em/ARBIEEHHET MR
2 Y ( application for registration number )
D ( SRk )
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Q107. TERHEREMRNTIBIMRE ?

A107. R#EZE98/2021/ND-CP5; " BRAEFE=MEIEZETE ( DECREE prescribing
Medical Equipment Management )  55221% :

- DEFHEMREDRE - BEHRRRBERR -
- HRBESTaEMREIFRENRLEM,
- [ERRIBL R SR,

- RHEBEREDL  REFENBEBNEN  EREFEEEN—RM
SR B A X FEPBRER B A EREHANIEIRRI -

Q108. IERHERESEMMENDRERNIEN ?

A108. R#EZ98/2021/ND-CP5; " BRIEE R E1E%E ( DECREE prescribing

Medical Equipment Management ) 4 55241% :

- BMERRMR R - wis - Big - MeEiTh - ERRAAEMIEXN

- BEMENZHE  ARESEPNIRBABEIREERE &R
T RESUEmZMNE LER  AFEGEEERMOEY - AR
e B B B Sl R A 5% it RO 45 TR 52 el

- KRAMEMBRBENZEIFEZE - KBWEMED - FEABEHME L#
ENEUEMEMERERMEN

- BEMEAEURREN  EARLONESIRZENREZ LR -
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ﬁ. i BREHR S RREQA

IRRIZMHEREE

Q109. IEEHHAREEDHHEOBRESE ?

A109. &IZEFE72/2020/QHIAEEIRIRA-5 1/ Uk | RERE D BRRIERE
1. REBREHNENRERECS

a) MR- 85T EERE - KBRS

b) THMFIRMERE - KELH - B BRERFERE

c) HERENSRER BERSETPNERE | KRARREHRK
RIBEVSHEMARFZNWERRER | REWNEANRED
DHHRMERE | MEXEEE - HthBEMEE | fo2f@abl k
RIEMBEREN T, EBRM  BREER  REMHAMRE

2. REFIRNRFRE REBHAS/E— F  F=HHNE -
3. FBREEEREHREEESRARWIER @ 81
a) MEE  BFABRBEAFEN  JEEERARBRIETRM

IBE ; BicRERYEERBNIRE ; KBEIIMNEOBERIES
FERBIAEE ;

by M&EE  FBARBLAGFEN eSS PFREMEE
BEARBEHRAMEZRNRE SHANIER ; FEE  BFIRK
BEANIEE  BAKRK#SHE  ABSBHRBHHNER - o
BEISRIRIRIS A ;

c) AL BAKHEINEFESEHIRFHRALIMAIARES
hHIEH ;
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ﬁ. i BREHR S RREQA

A1009. d) ABENEASDPSBEENENEYEEEANRENEESR
BISIEE ;

e) FENEBPENBHRENTHAREBEIRFEHANIER ;
f) FERREBRNEMLZENERE -

4. FETHEREFAZEAUBEHEREEHMANTENIRE - BEIRRE
WIREERS - 815 -
a) MEE BFRABBEAFEN  JEZERTSRENEE
RIESRNIER ;
by UEE  BFAMBHEAFERN  IEERRESRNIER -
HREMBEB) BHREEEHEITE , FEE  BFEN
WRHELANIER - ERENBEQESEMIRE SR - BEB

IRIBSURM ;

c) FERELH  BEEKEIESFEBEEHREHEN LR
INBIIER

d TERE . FEF/N\RELAESEHEREHENBEENKER
BIERIER ;

e) BE/NRENEZTHAREEFHHIREREZNIER ;

f) BEBBIAEFZTENTRIER -
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A109. 5 F=HEREHEBEZEMRFBIBEMBLIBERENERI - HIRIBERATIF
ZMERERIWIER - HPEE
a) MEE  BEIMBHEAFEN - SIREER/NRER/NVRERIE
SHRIER
by AEBREE  FHARFBENBEBBURENRESRIES
K - MENERNER  HWRAKE  WEBELARBERNEE
FREEREENERE -
6. FNEREBEZHEAGHRREENEQUERNIER - B21553 - 4515
IBRELSMNVIER -

Q110. HEFERREEEEREEEEE

A110. #¥E5E72/2020/QHIAMEHBRETEBFEITEZERNT
S+ RIRBLIRNRENAE2024F 125310 2 F1B -
FEMEASEIIRRE - ERARENRBEKE -
REREAELNEEIIRES 1

BIREE

BERERES

IR E AN 2NN B RE

BISREELNER

BIER  #EESRBEREES

RIBIRE - ERBARMIRITILE

© © N o 0 k~ w0 D P
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AKX KT

CIRIRFTORE R A m i
Allo_ 10. Ir1= lFE_]- ERR% I%fﬁ

11. A3EB2022F1H1HEEY - BARFE FIEENERERI - KEFH29
%53 M2021 F2H1HBER -

+ B . Mk B 3 35/2018/QH14 5% - 5 39/2019/QH14 5% - LI K Z#
61/2020/QH145EA R I =TRAMR - 5655/2014 | QHI3FHEARMABAM - &
2022 F 1H1BBE -

Q11]l HPIRBR R ERSNEEASRE ?

Al11l. &EE72/2020/QHIAM IR A-E3218 - BIEFEIERENTENS
BEMT

1. RERENER REBEWAEE  AREMERERBNEE | )&
BHNRMER ;| REFEFENAMERNEMTT A (URE)

2. REBERENEHERRERERS  BORE  a4R%E - RRR
ERBARMEMAERER

3. AHMETUIEEHREEEANTENRERBXN - TFEEMEER
i

4. BR  AEKBENMEVZHEMERT ; FHEERRIRERT ; BERF
28z RTREREENSRRERR ; BEREHEHEENIN

BEM ;
5. REREBEHRENEER - &5  FHENFEIEENREZENE
EWERY) ; BRYRRBENME  HEYSHRY - BREE  BEE

MEEMAEMSBRRARNTE | SitEE  BRENZE (NRA)
SIEERFE ; BRI EIRERB UBERENIRRESMN
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ﬁ% RS BREQSA

10.

BEEYVWE - RENEERERIEN ;

EERVREBRHRENEMAFNZENENR , RSB ANIKES
2 (MRA) £V HEUEESS (WURE) | BHARRESHA
EREEETE

RIEEEMERAETE ;
ARRIAER

REBEMBERNGWH - BEAEE -

Q112. MFEBETRAHEIBIOHR ?

Al112. 72/2020/QH14EEIBIRE-FE M +—1§ B FIRBFF O BAER

1.

2.

EAERABENEG T3 BET BB TR

a) HMEBRAESTAMATHIE DHOADENREDY
& SBERETERSOTELER

b) WEBRABS TNERENERURAMENEMEN LERT
BB E IR S AR S AREBETHBENEER ; 1 E
SNEDBIMEREERNOEE R HBREREEREN
=

EFSNAZSEEOBRERNZ 2 ENER#T0REEE R

W TR -

101



ﬁ% RS BREQSA

Al12. 3

4,

BRARZEEH N IIERATRIZTD ¢
a) BERFRABS=TNIFEENE _HERERE ;
by BERFREAF=TNIHRRENE=HRERE  EPREER
02{E{TEEMMA ;
) HEERRZEZF-TNARE_ARENTIE KERAREZE
T - BE - ERAREBHALE  BWIRREFENGRSEEE -
BRARZEEHHEMERFREI=TNIRRENEEETRREFIE -
B%1 - 2 - 3RMER -

AR BEREEE S BHNRERERZZLEQINBAA -
F=TNIK FRSRBEFFUENHS

1.

-8 FENS-EELREK HEIBFERNREEBLEER
B oZeREZRVVACEABTREBRVERZYEENREE
-

EXRZENZHABENRERR  ZBEEE  BFERHEER  EXFE
% HRIBZREBRE—RRERIEEEMG -
ERBARRKREZIZSAHKRERENER T - AMRBIFFAEENE
O] R IRIRIBRT O -
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Al113. A H&

w
=

P

N

w
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HBTEEARE

Al113. ©

Q114. MARFBRITAE - WIREPEENER ?
A114. 1Ri§55136/2020IND-CPIEHE R 13MREINATE - AAHE— L LMK
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Hith

Q115. MBI #MEBEMER

A115. #882019F 38205 T B EFIEAY648/QD-BCTIE RizmSEMT
— FE : 1.5558E/T R (£7F0,067=70/T BN )

(TRB—ZE/N : 4HE9R¥ ; 115F 5173 ; 2085F228 ;. BH : 4
2hE228h)

— 1RI& : 1007#E/TEF ( 550.042= 70/ T REF)
(B—2EH : 2225 F48)
- Bl : 2871HE/TERF ( £5500.123%=70/TRF)

(TRB—2EN : R EM B 11D RITEE208 ; BHAESI
&)

(53

HR
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Q116. ERNAELBIMNIARIRERAIRE ?

All6. =EEEIRELEBREESENE  LHERLER PHEHRET
EPHAAERE  WEBRYCEENBREALNEE  BEPEAENS
MEAEEAEANEEER - I EECREEREES - b
HES  REEEEELEBRLREEL  BERUISELHER -
BETS  HETARTSHEE  SEICXELeRERGEEFE -
MEERESLBESRATEE ; CRERENHEREBEE SN -
AR EE RS -

Q117. EEEMEEMAXBEZE ?

=

All7. tEBIMEBERERKELE ERERCEEE FFERUWBISE A
AN
=

BEERTE - R - BREAMCERERHZEXREBMAR - EPREZES
BHHERNZEE  CEREMEREMER  JEREXITEREMESE
BERESHIEE  WSRIEMLL RUTEBRFEHME - STK
KRKEIWZBAMASE - USBERS - EXRFBEBERERE - o
BRRBEEN USEBRKARKEZMELAEZICEN - WHERTE
PRMSEFK - BEUETSKOEAWEFNA - LUBRDVEKE ; EREL
B - RIoERIERE - OB EBME -
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Q118. E¥BHMEEMAMEHRBAL ?

A118. EHEETAEHIEMAS - CERBINREEFRBTEEEML
B8 . AL BES - BHETRERE . MELELS -

PHERUEBRBHUSF - HARMESHEIHNE - fakNES -
ARZEBLEREE  EERTERHEF hEATAATHITE
NE—IEER -

oo - FEEMS THRESNAEARREE - AINE S T alsEEER
=R - REZVMERED - AL EEFTEIREZZNHFFHNT AT E
EETHEREE -

S ZHm BN AN BREITHANY - RN+ REBRMLEASTE
It

il

TSN

g
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ﬁ. i BREHR S RREQA

Q119. =E@EEitHATHEs BT E RIS ?

Al19. penEaRERELESABANBEG - BEE S ERT RS
% RSB TR R R HAS S - R I B BT T
BEEETIE -

S —EF S RENBEESNMAZARE - RILZS - EBFEEB
SHEEMIHERTE  dBEEEtdHERERY - LaFBEGIRER
HRIFEE - BEHMS - ZAIAEFEBSMEMAZED - BRFENE
ELRBLRHBBMEBAMEMERE  SEFIRERITBFLER
EEMALEH  BEERHREEZERERRE

Ieoh - EFIJEREUEMHEEE ZRESURMENSHEMSIERS
# EEABSHREEN—-BILATHE m—REBEAEEREHZA
moERELDEMMTEAE -

£EE BEREXU=R1E  RAKEUEAESAORBESE - T
BEAEIZRFREEE)  RIESHPRRIEE -
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ﬁ. i BREHR S RREQA

Q120. HEATEEBMAUTEMAM ? MmS TRAERS T

Al120. REBURMB/GRE  HEPAEHKE @8  CESERUEETIIEN -
DURES Tz - IR RS T HEEEUY  WEE TREQERETE
FHER  USELRRASENEHREHILES AT +toXEFL
E%XE °

SIRBUESEARE BESI8XTERHASERESE/NR - 88
B8N - HERER—BIIF6X - BEME T EERER AL TE LR
STHEZSHAERERARE BEBREEMEZSREURRSEL

Q121. #umRERFHERSMEIAEER ( Foreign Contractor Tax, FCT ) ?

Al21. §¢ BB ERBRIAMEREERS RIFABMFCT - INEES KBNS
%.:#T%%“&Tﬂﬁ“i‘“ BARRIDAABER - BHEMINEZEBETR -
ZVATMERSH ( BRFCTFRQ88:3E ) -

EEMBERENLPERENEHFCTAFIER  UREMARERRAES
REF -
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REWEERBEZQLA

Bt i% . #FEE mEEMERRS (C/OB form ) &R1§

1. Goods consigned from (Exporter’s business name, address, | Reference No.
country)

CERTIFICATE OF ORIGIN

(Combined declaration and certificate)

FORM B

Issued in Vietnam

2. Goods consigned to (Consignee’s name, address, country)

4. Competent authority (name, address, country)

3. Means of transport and route (as far as known)

5. For official use

6. Marks, numbers and Kind of packages; description of goods 7. Gross weight or | 8. Number and
other quantity date of invoices
9. Certification 10. Declaration by the exporter
It is hereby certified, on the basis of control carried out, that the The undersigned hereby declares that the above details and
declaration by the exporter is correct. statements are correct; that all the goods were produced in

Vietnam and that they comply with the origin requirements
specified for goods exported to

(importing country)

(Place and date, signature and stamp of certifying authority) (Place and date, signature of authorised signatory)

110



fi

l"!?i

= "%:”?QE"@‘:I D Hgﬁ nE

HiE
F% . +84 9 8932 1688
15%6 : taiwandesk-vn@kpmg.com.tw

EWEN | KEEIREFRHE WITEN | KPMGREREEM S IR NS



