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B ko & ¥ B = € Malaysia Medical Device Association
(MMDA) (169%¢ B » % % 547 ettt &)
B ka3 FoR A F 2 ¢ Association of Malaysian Medical

Industries (AMMI) (70%¢ A > 7 2 @Wd @ ~BREE - 757

w0 5 W2016# FoRx T A C 3R 51581 5 o 2 ¢ AMMI
N 2E976RE R o BB v 3F61% c HF 2 G 0 3 2016F & o
AMMI ¢ F 25 R F 60475 % )

B oka THBE 2 W@ F o ¢ Malaysian Rubber Glove
Manufacturers Association (MARGMA) ) (55%-¢ § )

B ko & 7 # % F = € Malaysian Dental Dealers Association
(MDDA)(755.% 1)

B ka I @Wid 7 ¥ & ¢ Federation of Malaysian Manufacturers
(FMM)(2,700 3¢ £ )
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B ResMEep 'll'eleflex

_©
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£¥
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R RBARD o] _Ansell
5.00 -
450 - 1.30 ITL KLS
4.00 - FDI Sdgamtl Sagami Rubber Industries Co., Ltd.
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3.00 - 5 SYMMETRY Medical.
250 - 1.59 —
2.00 1.00 156 SPks R
150 1.19 DeL-ivy Serhmhk
1.00 orthopaedics
0.50 - o .
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TR kR B ka HRFHE B (Malaysian Investment Development Authority, MIDA)


http://www.steripack.ie/asia/en/
http://www.ansell.com/corporate/
http://www.meditopthailand.com/index.php
http://www.sagami-gomu.co.jp/en/index.html
http://www.itl-limited.com/sitemap.php

5T L ERBEHP S RARR TP B
MEDICAL DEVICES ECOSYSTEM % REHA ¥4

Surgical Instruments, Ith
[ Consumablesi = & } Implants & Clinical Devices [ Healt Cate F(lu 'Pment ]
SRS B AR EE FRFERAR
o i T T ; n
2zl c_:ompc,)fmd*f, e *  Titaniuméx - Stainless Steel # 44
+  Biomaterials# i it *  Stainless Steel # 44 «  Plastics¥ "
i i IS +  Latex (Natural/ Synthetic) 3" %% ' ials 4 # -
& #Raw Materia * BlomaFerlaIs.— A «  Electronic Modules@ 3+ -4
Plastics % %% Ceramic Polymer i = & £ %
Latex/ Plastic Metal Machining Electronics Furniture
F#Technology Ju53 /% 9% &% 1 5 ? 3 %3
Medical Gloves, Contraceptives, Catheters Pacemakers, AED, Orthopedics, Bone Grafts, Electronic Modules, Pulse Oximeters, Blood
Woundcare, Syringes Ophthalmology, 1VD, Dental Implants, Surgical Instruments, Management Devices, Ultrasound,
A &Products SUD(Z % ~#F3H ~ & F ~ RAEAHE ~ 7L ¥ Intraocular lens (w23 & 8 - ¢t 3 398 - ¥ Life Science Instruments, Electrodes(% + #-.
¥ B4 PR TP F SRR LI kA ATEMKR AR S EPEIS S FTE)
@) ‘''BRAUN B BRAUN a Abbott AT albee == dAB 1 L
x @ S oA
aR ;*, — Hartalega _ pnmrvision. IV Gotomsonalummon GBostane. =T g e e
Major Players e S NS Grantad> orthopaedics:  J - e —
(BAVRD _Ansell m GHE ABio Orthopedics » i=aS Canomn  HAEMONETICS'
muzamal TECOMET /dLakeRegion ~~ O 0

CET R _
End Users Government Hospitals = = ¥ k. i i L+ R 2 Clinics® #1 Medical Wellness Centers ¥ #; ¢ =

Convergence of Technologies (e.g. Medical Devices/ Pharmaceutical/ Electronics/ ICT/ 10T/ 3-D Printing
(Additive Manufacturing )/4-D Diagnostic Equipmentis & & * 131#(%? H/E/TF/FTULA/FBR/3D5 5 E)

Research Institutes/
Medical Packaging & % Universities 2 7= # 4

Supporting

Infrastructure Testing & i7l Sterlllsatlond % Accreditation Bodies3u. 184
Education Training& ¥ 3" 3t

Industry Assocnatlons

SHL kR 8 WK F# B K Malaysian Investment Developmen

’}/{}Fﬁ% i Enablers uthority, MIDA
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C R BATDHEREHZRPERRRR
—CFERAEMES

¥ & & (Act
737, Medical
Device Act 2012)

Fh B4t 4° (Medical
Device Regulations
2012)
i 4 %2 2 i (Orders, other legislative
tools)
-Based on needs, eg exemptions
ipsl= % ~ 428~ % ] (Guidance documents,
standards, guidelines)
—Based on needs
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Medical Devices Authority (MDA) | Medical Device Authority is a statutory body
B Ra I a3 FREMR under the Ministry of Health Malaysia which

was established under the Medical Device

Website: www.mdb.gov.my Authority Act 2012 (Act 738). Their functions
are to control, regulate medical device, its
m Device industry and activities as well as to enforce
11— medical device law under Medical Device Act
2012 (Act 737).

Core competent: 7. ¥ 3%

registering medical devices (all classes) P? Vg PR

issuing licences to manufacturer, distributor, importer, exporter - *x<34 B&

inspecting facilities (establishments) monitoring medical devices which are already on the
markety ¢ % & 1 HF K F

monitoring operation and usage of medical devices, including disposal % ¢ Pﬁ K Bt ey
RNy Y

drafting laws and standards #%:7/% SR{r & &



http://www.mdb.gov.my/
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P S ROTHEREHZRPRBRRS

e an

CFREMZ A&

T Bk (At 737) ¥ 2% - ¥ 305

Class A i

B

Class B ¥
[

Class C¥
% b &

Class D3
LA

i 2 £ i+ 2 44 (simple surgical instruments) ~ JB = 3£ (tongue depressor) ~ B33 7% 188 &
(liquid-in- glass thermometer) ~ # % & (examination light) ~ & ¥ & © £ (simple wound
dressing) ~ ¥ # ¥ (oxygen mask) ~ %i& % (stethoscopes) ~ {7 & # & (walking aids)

A T 3 g4+ (hypodermic needles) ~ & 313k & (suctlon equrpment) S JREEEH oRE AR B
(anesthetic breathing circuits) ~ 3é = = (aspirator) - + {1 cte ~ % ¥ (external bone
growth stimulators) ~ 4 £ % (hearing aids) ~ -k m‘i(hydrogel dressings) ~ sk a5 R B
(phototherapy unit) ~ Xk 5 2 (x-ray films)

ek 2 E (lung ventilator) ~ # ﬁi & » #~ (orthopedic implants) ~ 2 ¥2 i%;8 45 (baby incubator) -
4 1.5 (blood oxygenator) ~ x % (blood bag) ~ *£2) /&) + 5% & &(contact lens
disinfecting/cleaning products) ~ j&& % * E;";:;~>(deep wound dressing) ~ 2 ¥g = (defibrillator) -
b5 K 3K % (radiological therapy equipment) ~ = & = (ventilator)

o 228 &0 B (pacemakers and their leads) ~ 1& » ;¥ 3 ¥ E (implantable defibrillators) ~ B
;o ii%J;‘.”é F i (implantable infusion pumps) ~ * 1 ##%(heart valves) ~ + ¥ p & 2 % (inter-
uterine contraceptive devices) ~ #¥ % % ¢ (neurological catheters) ~ + * & ¢ (vascular
prostheses) ~ st % (stents)



-5%@&%%%ﬁ%%2%%%ﬁ@ﬁ§%%

CERTTHPRBHZALERRRR
=~ B @p?/%‘mﬁ#ﬁ"” E )
— %% » [Establishment , i ® p5 B R R
— Establishment = &

/"« #] 3% % (Manufacturer) N\ ~
c IBUTS
i& v 73 (Importer) bk m
« & 4 5 (Distributor) 7 R 2
« 324§ 1% % (Authorized representative, AR} |
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o FREMAE  AZAE(LE AT

2SR
05 ﬁ]ﬂ% ﬁ vg = <]
L ‘:' ﬁ sg‘“ﬁ ﬁ 2 2\
(Manurgacture (Importer) (Dis;"[.ributor) #1 & (AR)

B~ 18 B~ 18 Lt B~ 18
1SO134853%

s

GDPMD=% % ¥ § 2 549 4L 4 (Good Distribution Practice for Medical Devices)
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2R HIR)

‘R
(foreign
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&r @
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iR 2
(authorized
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BRARTE
(local
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1.

2.
3.

CEREHSERE (L)

SR A WBFALEREL e P LB J’-?"#*}#(Conformity
Assessment Body, CAB)® #H# EHFEST - L L FH < & ¢
s E 2% s(Quality Management System, QMS) : " F (BB F

ISO138452 f % L fe) [ #248 ©* # (># ¥ FH B 2 54 4 (Good
Distribution Practice for Medical Devices, GDPMD))

> -7 i E Rk si(Post-market Surveillance System, PMS) @ 4 & & &~ £ =
FREA S LE RUFE

PR B F R EMp L L G 8 A SR 2§~ (Common
Submission Dossier Template, CSDT) & <

> & & &P Declaration of Conformity (DoC)

?3 £ M3 J‘-g*ﬁhff_(Conformlty Assessment Body, CAB) d} & g p

d B RAr QWP A ECLTE @]%% %+ & Medical
DeV|ce Centrallzed Online Application System (MeDC@St) ,x

.«b F%" i

P A/FHETIE ﬁ]%% % #1 & http://www.mdb.gov.my ™ §* % %37 * § ]
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4 )
Legpaew | ) .
> A FRER 4838 B [ N | .
PEBEET | | 4o PREHEE s R EH b . AK2HE
5 f}ii'éfi y 1&2';%-555,3% %ﬁ? e q i 5@.&;6 )

l . T J
2.0 e 3=E |8 |3 cABp g B
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(e KA 3
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NN ENEY ¥ Yy
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TR KRS R %5 K E 4+ & (Medical Device Authority Malaysia)
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£ BADTHEREHZRPERARS
N L

3.@"" ¢ —*.i_d': £2

$ay”?

(Registration fee)

(Appllcatlon )
25 3T (BW) A& 1T (B%)

ClassA 100 Class A

ClassB 250 ClassB 1,000
ClassC 500 ClassC 2,000
ClassD 750 Class D 3,000

T KRB RE I P? R % 11 44 (Medical Device Regulations 2012)*t # 1 (Fifth
Schedule)
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Bir A S ¥ E $3%pE (Direct |38 #p # % (Tender)
(APPL) Purchase) (Quotation)

B Rt 3037 F &7 +  <50,0005 #2 50,000-500,0005 >500,0005 #*

= Fg gAY G Eﬁl— 5
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SR p AL FREH LGRS SR
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MDA/CAB-001 TUV SUD (MALAYSIA) SDN. BHD.

MEDCERT MALAYSIA SDN. BHD. o @:1
SGS MALAYSIA SDN. BHD. t 7]
SIRIM QAS INTERNATIONAL SDN. BHD. 5 k&
BSI SERVICES MALAYSIA SDN. BHD + &
DQS CERTIFICATION (M) SDN. BHD. 2y
WYY @=E00A TU V RHEINLAND MALAYSIA SDN. BHD. t 7]
TU V NORD (MALAYSIA) SDN. BHD. 2y

l:“-‘

MDA/CAB-009 CARE CERTIFICATION INTERNATIONAL (M) SDN. BHD. 5 % &

MDA/CAB-012 CI INTERNATIONAL CERTIFICATION SDN. BHD.

MDA/CAB-013 KGS CERTIFICATION SDN. BHD.
MDA/CAB-014 DNV GL INTERNATIONAL SDN. BHD.

MDA/CAB-015 PLATINUM SHAUFEMANTZ VERITAS SDN. BHD.

MDA/CAB-016 GENUINE DIAMOND SDN. BHD.
MDA/CAB-017 ITC ZENITH (M) SDN. BHD.

MDA/CAB-018 NEWERA INTERNATIONAL CERTIFICATION SDN. BHD. ¢ /]
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https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=877&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=822&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=692&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=693&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=693&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=693&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=694&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=864&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=717&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=865&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=824&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=878&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=923&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=921&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=704&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=561&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=825&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=922&Itemid=59
https://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=827&Itemid=59
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24 4 BT
L R %ﬂ% =+ = ¢ Malaysia +60-3-78044468 secretariat@mmada.org.my
Medical Device Association http://www.mmda.org.my
(MMDA)

B RE & F R/ A % = ¢ Association  +60-3-21784347  secretariat@ammi.com.my
of Malaysian Medical Industries +60-104040662  http:www.ammi.com.my
(AMMI)

BREGTHBEEZUITE = ¢ +60-3-77273197 contact@margma.com.my
Malaysian Rubber Glove http://www.margma.com.my
Manufacturers Association

(MARGMA)

B Ra &9 ¥ —‘,54 = £ Malaysian ~ +60-3-55694848 enquiry@mdda.com.my
Dental Dealers Association (MDDA) http://www.mdda.com.my

B ko I Wi o & ¢ Federation  +60-3-62867200 webmaster@fmm.org.my
of Malaysian Manufacturers (FMM) http://www.fmm.org.my
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Address

No. 5-5-2, Jalan Gangsa, Hunza Complex
Greenlane Heights,, 11600, Jelutong, Pulau
Pinang, Malaysia

Lot 64, Jalan 4/38D, Segambut, 51200, Kuala
Lumpur, Wilayah Persekutuan, Malaysia

Sentral Business Suites @ Kompleks Sentral
Point, Suite 5, No. 1-11, Jalan TKS 1, Taman
Kajang Sentral, 43000, Kajang, Selangor,
Malaysia

No. 11, Jalan Angsana 1/3, Taman
Perindustrian Angsana, 08000, Sungai Petani,
Kedah, Malaysia

10, Jalan Puteri 5/5, Bandar Puteri, Puchong,
47100, Puchong, Selangor, Malaysia

Meranti Jaya Industrial Park, No. 9, Jalan
Meranti 12, 47120, Puchong, Selangor,
Malaysia

No. 10, Jalan TSB 6, Taman Industri Sungai
Buloh, 47000, Subang Jaya, Selangor

107, Jalan 17/42, Taman Lawa, Off Jalan
Kuching, 51200, Kuala Lumpur, Wilayah
Persekutuan, Malaysia

No. 6, Lebuh Bercham Selatan 2/1, Taman
Ipoh Timur Baru, 31400, Ipoh, Perak,
Malaysia

FRAR FHALHET I

PR

Tel ax
04-660
04-660 5598 5597

03-6275 2669/ 017-21303-6275
1391/012- 340 5021 7581

03-8741 3682/03-8741 03-8741

3666/012-217 8662 3683
04-424
04-422 3688 0941

03-8062 7535/012-322 03-8063

7236 9002
03-8063
03-8063 2281 9982
03-6157 9223/012-398
6942
03-6253
03-6252 5637 3476
05-541 5224/010- 05-541
3937714 5224

Email

info@altech2u.com/alt-e-
gate@hotmail.com

info@compassmedical.com.my

info@cubiclifesciences.com

gboon@diptech.com.my

enguiries@ecolife.com.my

enguiry@enhancetrack.com

kelvin23@felcomedical.com

info@fragoimpex.com/lasani@fragoi

mpex.com

healthylkk@yahoo.com

bk o /R FH 5 ()

Website

www.altech2u.com

www.compassmedical.co
m.my

www.cubiclifesciences.c
om

www.diptech.com.my

www.ecolife.com.my

www.enhancetrack.com

www.felcomedical.com

www.fragoimpex.com

healthymedicalsupplies.c
om.my
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Address

Selangor, No. 12, Jalan Petaling Utama 8,

46000, Petaling Jaya, Selangor, Malaysia SRR

No. 67, Jalan Mahogani 5, Bandar Botanic,

41200, Klang, Selangor, Malaysia Vo) L L

Lot 320, Lorong Pokok Meranti, Taman
Seputeh, Jalan Damai, Luyang, 88300 Kota
Kinabalu, Sabah, Malaysia.

No. 59-G, Jalan PUJ 3/8, Taman Puncak Jalil
43300, Seri Kembangan, Selangor, Malaysia

6016-831 9628

" 019-389 2628

No. 9, Lintang Beringin 10, Diamond Valley
Industrial Park, 119600, Bayan Lepas, Pulau 04-625 5106
Pinang, Malaysia

28, Jalan Jasmin 3, Taman Botanik, 41300,
Klang, Selangor, Malaysia

M5-B-11 (1st Floor), Jalan 4/1 Pandan Indah,
55100, Kuala Lumpur, Wilayah Persekutuan, 03-4296 9888
Malaysia

03-3323 9280

03-56143618/Kathy
Lim (+6019-331
7482)/Bryan (+6012-

No. 29, 1st Floor, Jalan USJ 19/2, 47620,
Subang Jaya, Selangor, Malaysia

9659163)
No. 6, Jalan Anggerik Mokara 31/58, Kota
Kemuning, Seksyen 31, 40460, Shah Alam,
Selangor, Malaysia

03-5122 1818

ax

03-7781
9081

04-626
6106

03-3323
8897

03-4296
9666

03-
56143918

03-5122
8899

No. 3, Jalan Scott, Brickfields, 50470, Kuala 03-2274 9993/03-2272 03-2273

Lumpur, Wilayah Persekutuan, Malaysia 1246
FR&R: 2HRELET L <

3348

Email

info@johnsonmedical.com

marketing@junidea.com

info@kkpros.com

kodowelcab@gmail.com

daren.wong@leonix.my

info@lifeways.com.my

medgen@tm.net.my

kathy_lim@medikasupplies.com

sales@method.com.my

enquiry@mikromedik.com.my

Website

www.johnsonmedical.co
m/

www.wheelchair88.com

www.kkpros.com/

kodowelcab.com.my

www.leonix.my

www.lifeways.com.my

www.medgeneral.com.m
y

www.medikasupplies.co
m

www.method.com.my

www.mikromedik.com.m
y



LEREHPESZERAFRT R

‘ ° fifexed, ﬁjﬂ”{@i@p@/ﬁﬂﬂgﬁ BOF/AEF/E

Address

490-G, _Jalan Air Itam, 11500, Pulau Pinang, 04-827 5316
Malaysia

915, Taman Permin Jaya, Chendering, 21080, 09-616 3113

Kuala Terengganu, Terengganu, Malaysia

19, Jalan TS 6/4, Taman Industri Subang,
Subang Jaya, 47510, Malaysia

Fax

04-827
5580

09-616
3111

03-5631
8831

03-5631 8826

03-8061 3753/03-

No. 36, Jalan TPP 1/10, Taman Industri

Puchong, 47160, Puchong, Selangor, Malaysia 8061 3759

Lot 12.02, Level 12, Menara PGRM, Tower 2,

No. 8, Jalan Pudu Ulu, 55100, Kuala Lumpur, 03-9200 8373

Malaysia

No. 63-1, Jalan Cecawi 6/33, Kota Damansara, 03-6142 2184/03-
6142 2195/019-215
2772/019-562 9029

PJU 5, 47810, Petaling Jaya, Selangor,
Malaysia

No. 11-1, Ground Floor, Jalan PJU 1/42A,
Dataran Prima (Block E2), 47301, Petaling
Jaya, Selangor, Malaysia

Lot 23 A, Level 3, Eco Sky Batu 6 %, Jalan

Sultan Azian Shah 68100 Kuala Lumpur Eaa

Level 16, 1 Sentral Jalan Stesen Sentral 5
Kuala Lumpur 50470

TR KR R LS

03-20929484

THY s BRI R AL

03-8061
2630

03-9200
6273

03-6142
2203

03-7804
6480

03-7804 6908

03-

62430663 1

Email

np@northernplas.com

enquiry@permula.com.my

ptl@ptl.com.my

info@soonsoon.com.my

tm@tonikasia.com

enquiry@treemed.com.my

alexchua@ueunited.com.my

Wayne@formalchem.com
SHRkE R AA(E RE I

R g%

4% 283)

Website

www.northernplas.com

www.permula.com.my

www.ptl.com.my

www.soonsoon.com.m
y

www.tonikmedical.co

m.my

www.treemed.com. my

www.ueunited.com.my

Taimed Technology
Sdn Bhd

Emergo
http://www.emergobyu
l.com

A g Association of Malaysian Medical Industries
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k@ I &£ FF = ¢ (The Malaysian Bar) ;
T % o http://www.malaysianbar.org.my ; % 3% : 603-
20502050 ; %’téfs : council@malaysianbar.org.my

kﬁ“{{ gﬂ?ﬁ?r’iug/z EEF‘:B:
%%f:z";i%—-ﬁ Ngeow&Tan ; Tel: 603-6201 6161 ; Fax: 603-
6201 6262 ; E-mail : ngeow tan@yahoo.com

3 3% E=FF Chew Gi Boo & Co. ; Tel: 605-547 6673 ; 6012-
3048755 ; Fax: 605-546 4572 ; E-mail:
senior ong@yahoo.com

B & -~ L Christina Chia Law Chambers ; Tel: 603-2166
6711 ; Fax: 603-2166 9219 ; E-mail: ccle@cclc.com.my
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