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NOTIFICATION ID COMPANY DEVICE NAME BRAND MANUFACTURER TYPE OF EVENT DEMO LOCATION DEMO DATE 

MDA/DM/2019/022 OTICON MALAYSIA 
SDN. BHD. 

ZR9 MNR, 2.4G NFM PB 
SABE/MAC DEMO 

ZR9 MNR, 2.4G NFM PB 
SABE/MAC DEMO 

BERNAFON AG PRODUCT 
DEMONSTRATION 

HOSPITAL AROUND 
MALAYSIA 

01/07/2019 
Period of Demo: 
18/06/2019 – 
16/09/2019 

- - ZR7 MNR, 2.4G NFM PB 
SABE/MAC DEMO 

ZR7 MNR, 2.4G NFM PB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR5 MNR, 2.4G NFM PB 
SABE/MAC DEMO 

ZR5 MNR, 2.4G NFM PB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR3 MNR, 2.4G NFM PB 
SABE/MSIL DEMO 

ZR3 MNR, 2.4G NFM PB 
SABE/MSIL DEMO 

BERNAFON AG - - - 

- - ZR1 MNR, 2.4G NFM PB 
SABE/MSIL DEMO 

ZR1 MNR, 2.4G NFM PB 
SABE/MSIL DEMO 

BERNAFON AG - - - 

- - ZR9 MNR T, 2.4G NFM DPB 
SABE/MAC DEMO 

ZR9 MNR T, 2.4G NFM DPB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR7 MNR T, 2.4G NFM DPB 
SABE/MAC DEMO 

ZR7 MNR T, 2.4G NFM DPB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR5 MNR T, 2.4G NFM DPB 
SABE/MAC DEMO 

ZR5 MNR T, 2.4G NFM DPB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR3 MNR T, 2.4G NFM DPB 
SABE/MSIL DEMO 

ZR3 MNR T, 2.4G NFM DPB 
SABE/MSIL DEMO 

BERNAFON AG - - - 

- - ZR1 MNR T, 2.4G NFM DPB 
SABE/MSIL DEMO 

ZR1 MNR T, 2.4G NFM DPB 
SABE/MSIL DEMO 

BERNAFON AG - - - 

- - ZR9 B 105, 2.4G NFM DPB 
SABE/MAC DEMO 

ZR9 B 105, 2.4G NFM DPB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR7 B 105, 2.4G NFM DPB 
SABE/MAC DEMO 

ZR7 B 105, 2.4G NFM DPB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR5 B 105, 2.4G NFM DPB 
SABE/MAC DEMO 

ZR5 B 105, 2.4G NFM DPB 
SABE/MAC DEMO 

BERNAFON AG - - - 

- - ZR3 B 105, 2.4G NFM DPB 
SABE/MSIL DEMO 

ZR3 B 105, 2.4G NFM DPB 
SABE/MSIL DEMO 

BERNAFON AG - - - 

- - ZR1 B 105, 2.4G NFM 
SABE/MSIL DEMO 

ZR1 B 105, 2.4G NFM 
SABE/MSIL DEMO 

BERNAFON AG - - - 

- - SALES PACK, OASIS NXT 
USB (2018.2 BERNAFON 

VAR) 

SALES PACK, OASIS NXT 
USB (2018.2 BERNAFON 

VAR) 

BERNAFON AG - - - 

MDA/DM/2019/030 CREATIVE MIND 
VENTURE 
SDN BHD 

VITALZ-X VITALZ-X CHART TECHNO 
SOLUTIONS PVT-LTD 

DEMONSTRATION KLINIK KITA PANDAN 
JAYA, KLINIK 
MEDIVRON 

12/08/2019 
Period of Demo : 

15/07/2019 – 
04/10/2019 

MDA/DM/2019/038 EASMED 
SDN BHD 

NAVIENT CLARONAV KOLAHI CLARONAV KOLAHI INC. MALAYSIAN SOCIETY 
OF 

OTORHINOLARYNGOL
OGISTS HEAD AND 
NECK SURGEONS 

(MSO-HNS) 

ROYALE CHULAN 
KUALA LUMPUR 

20/06/2019 
Period of Demo: 
30/04/2019 – 
29/07/2019 

MDA/DM/2019/048 OTICON MALAYSIA 
SDN. BHD. 

OPN S 1, BTE PP 13 2.4G 
105 C090 DEMO 

OPN S 1, BTE PP 13 2.4G 
105 C090 DEMO 

OTICON A/S PRODUCT 
DEMONSTRATION 

HEARING PARTNERS 
OUTLETS (AS PER 

LIST) 

03/05/2019 - 
01/08/2019 

- - OPN S 1, MINIRITE 312 
2.4G C090 DEMO 

OPN S 1, MINIRITE 312 
2.4G C090 DEMO 

OTICON A/S - - - 
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- - OPN S 1, MINIRITE T 312 
2.4G C090 DEMO 

OPN S 1, MINIRITE T 312 
2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN S 1, MINIRITE R LI-
ION 2.4G C090 DEMO 

OPN S 1, MINIRITE R LI-
ION 2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN S 2, BTE PP 13 2.4G 
105 C090 DEMO 

OPN S 2, BTE PP 13 2.4G 
105 C090 DEMO 

OTICON A/S - - - 

- - OPN S 2, MINIRITE 312 
2.4G C090 DEMO 

OPN S 2, MINIRITE 312 
2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN S 2, MINIRITE T 312 
2.4G C090 DEMO 

OPN S 2, MINIRITE T 312 
2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN S 2, MINIRITE R LI-
ION 2.4G C090 DEMO 

OPN S 2, MINIRITE R LI-
ION 2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN S 3, BTE PP 13 2.4G 
105 C090 DEMO 

OPN S 3, BTE PP 13 2.4G 
105 C090 DEMO 

OTICON A/S - - - 

- - OPN S 3, MINIRITE 312 
2.4G C090 DEMO 

OPN S 3, MINIRITE 312 
2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN S 3, MINIRITE T 312 

2.4G C090 DEMO 

OPN S 3, MINIRITE T 312 
2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN S 3, MINIRITE R LI-

ION 2.4G C090 DEMO 

OPN S 3, MINIRITE R LI-
ION 2.4G C090 DEMO 

OTICON A/S - - - 

- - OTICON CHARGER 1.0 OTICON CHARGER 1.0 OTICON A/S - - - 

- - OPN PLAY 1, BTE PP 13 

2.4G 105 C090 DEMO 

OPN PLAY 1, BTE PP 13 
2.4G 105 C090 DEMO 

OTICON A/S - - - 

- - OPN PLAY 1, MINIRITE T 

312 2.4G C090 DEMO 

OPN PLAY 1, MINIRITE T 
312 2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN PLAY 1, MINIRITE 312 

2.4G C090 DEMO 

OPN PLAY 1, MINIRITE 312 
2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN PLAY 1, MINIRITE R 

LI-ION 2.4G C090 DEMO 

OPN PLAY 1, MINIRITE R 
LI-ION 2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN PLAY 2, BTE PP 13 

2.4G 105 C090 DEMO 

OPN PLAY 2, BTE PP 13 
2.4G 105 C090 DEMO 

OTICON A/S - - - 

- - OPN PLAY 2, MINIRITE T 

312 2.4G C090 DEMO 

OPN PLAY 2, MINIRITE T 
312 2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN PLAY 2, MINIRITE 312 

2.4G C090 DEMO 

OPN PLAY 2, MINIRITE 312 
2.4G C090 DEMO 

OTICON A/S - - - 

- - OPN PLAY 2, MINIRITE R 

LI-ION 2.4G C090 DEMO 

OPN PLAY 2, MINIRITE R 
LI-ION 2.4G C090 DEMO 

OTICON A/S - - - 

MDA/DM/2019/051 EASMED 
SDN BHD 

XION MATRIX E XION XION GMBH 11TH MALAYSIAN 
INTERNATIONAL ORL-

HNS CONGRESS & 
39TH ANNUAL 

ROYALE CHULAN 
KUALA LUMPUR, 

MALAYSIA 

20/06/2019 Period 
of Demo : 

01/06/2019 – 
30/08/2019 
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GENERAL MEETING OF 
THE MSO-HNS 

MDA/DM/2019/052 GE HEALTHCARE 
SDN. BHD 

VERSANA PREMIER 

ULTRASOUND SYSTEM 

GE / VERSANA GE MEDICAL SYSTEMS 
(CHINA) CO., LTD. 

22ND FAMILY 
MEDICINE SCIENTIFIC 

CONFERENCE 

BORNEO CONVENTION 
CENTRE KUCHING 

KUCHING SARAWAK 

30/06/2019 
Period of Demo : 

01/06/2019 – 
30/08/2019 

MDA/DM/2019/053 ACUTEST SYSTEMS 
(M) SDN BHD 

CHEMISTRY ANALYZER 

POINTCARE M3 

POINTCARE M3 MNCHIP EVALUATION AT 
CUSTOMER SITE 

KLINIK KESIHATAN 
UNIVERSITI IIUM 

20/05/2019 
Period of Demo : 

13/05/2019 – 
11/08/2019 

MDA/DM/2019/055 ALERE HEALTH 
SDN BHD 

M-PIMA HIV-1/2 VL 

CARTRIDGE (IVD) 

M-PIMA ALERE TECHNOLOGIES 
GMBH 

DEMONSTRATION TO 
DR. BENEDICT IN 
HOSPITAL SUNGAI 

BULOH 

HOSPITAL SUNGAI 
BULOH 

15/05/2019 
Period of Demo : 

13/05/2019 – 
11/08/2019 

MDA/DM/2019/056 TAIMED 
TECHNOLOGY 

SDN BHD 

AXXENT ELECTRONIC 

BRACHYTHERAPY SYSTEM 

AXXENT / XP1100 XOFT, USA XOFT AXXENT 
DEMONSTRATION 

SEMINAR 

ECO SKY, LOT 23A, 
LEVEL 3, BATU 6 1/2, 
JALAN SULTAN AZLAN 
SHAH, 68100 KUALA 

LUMPUR 

10/06/2019 
Period of Demo : 

10/06/2019 – 
09/08/2019 

MDA/DM/2019/057 ZEN WELLNESS 
SANCTUARY 

SDN BHD 

HUR SMARTBALANCE HUR / 2031 HUR FINLAND APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

- - OPTIMAL RHOMBOID 

REHAB 

HUR / ST5175-HI5 HUR FINLAND - - - 

MDA/DM/2019/058 ROCHE 
DIAGNOSTICS (M) 

SDN. BHD. 

COBAS B 123 <4> POC 

SYSTEM 

ROCHE ROCHE DIAGNOSTICS 
GMBH, SANDHOFER 
STRASSE 116, 68305 

MANNHEIM, GERMANY 

EXPLANATION HOSPITAL KUALA 
LUMPUR, PATHOLOGY 

DEPARTMENT 

01/07/2019 – 
01/08/2019 Period 

of Demo : 
01/07/2019 – 
29/09/2019 

- - COBAS B 123 AUTOQC 

PACK (TRI-LEVEL) 

ROCHE ROCHE DIAGNOSTICS 
GMBH, SANDHOFER 
STRASSE 116, 68305 

MANNHEIM, GERMANY 

- - - 

- - COBAS B 123 SENSOR 

CARTRIDGE 

BG/ISE/GLU/LAC 

ROCHE ROCHE DIAGNOSTICS 
GMBH, SANDHOFER 
STRASSE 116, 68305 

MANNHEIM, GERMANY 

- - - 

- - COBAS B 123 FLUID PACK 

COOX 200 

ROCHE ROCHE DIAGNOSTICS 
GMBH, SANDHOFER 
STRASSE 116, 68305 

MANNHEIM, GERMANY 

- - - 

- - COBAS B 123 FLUID PACK 

COOX 700 

ROCHE ROCHE DIAGNOSTICS 
GMBH, SANDHOFER 
STRASSE 116, 68305 

MANNHEIM, GERMANY 

- - - 

MDA/DM/2019/059 DENTSPLY SIRONA 
MALAYSIA 
SDN. BHD. 

CEREC OMNICAM AC CEREC OMNICAM AC SIRONA DENTAL SYSTEM 
GMBH 

NEW PRODUCT EVENT DENTSPLY SIRONA 
MALAYSIA SDN BHD, 

G-06, KELANA 
DAMANSARA SUITE, 
NO. 3 JALAN SS6/2, 

12/05/2019 
23/06/2019 
28/07/2019 
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KELANAJAYA, 47301 
PETALING JAYA, 

SELANGOR, MALAYSIA. 

- - CEREC PRIMESCAN AC, 

PRIMESCAN AC 

PRIMESCAN SIRONA DENTAL SYSTEM 
GMBH 

- - - 

- - JELTRATE ALGINATE ALGINATE DENTSPLY DENTAL 
(TIANJIN) CO, LTD 

- - - 

MDA/DM/2019/061 OTICON MALAYSIA 
SDN. BHD. 

HEARTOO 140 N, WL 

MAC/MAC 

HEARTOO 140 N, WL 
MAC/MAC 

BERNAFON AG DEMONSTRATION HEARING PARTNER 
OUTLETS 

20/5/2019 
Period of Demo : 

20/05/2019 – 
18/08/2019 

- - HEARTOO 120 N, WL 

MSIL/MSIL 

HEARTOO 120 N, WL 
MSIL/MSIL 

BERNAFON AG - - - 

- - HEARTOO 140 C, WL 

MAC/MAC 

HEARTOO 140 C, WL 
MAC/MAC 

BERNAFON AG - - - 

- - HEARTOO 120 C, WL 

MSIL/MSIL 

HEARTOO 120 C, WL 
MSIL/MSIL 

BERNAFON AG - - - 

- - SALES PACK, HEARTOO 

STUDIO USB 1.0 VAR 

SALES PACK, HEARTOO 
STUDIO USB 1.0 VAR 

BERNAFON AG - - - 

- - HEARLINK 9010 MNR, 2.4G 

NFM PB BL DEMO 

HEARLINK 9010 MNR, 2.4G 
NFM PB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 7010 MNR, 2.4G 

NFM PB BL DEMO 

HEARLINK 7010 MNR, 2.4G 
NFM PB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 5010 MNR, 2.4G 

NFM PB BL DEMO 

HEARLINK 5010 MNR, 2.4G 
NFM PB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 3000 MNR, 2.4G 

NFM PB BL DEMO 

HEARLINK 3000 MNR, 2.4G 
NFM PB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 2000 MNR, 2.4G 
NFM PB BL DEMO 

HEARLINK 2000 MNR, 2.4G 
NFM PB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 9010 MNR T, 
2.4G NFM DPB BL DEMO 

HEARLINK 9010 MNR T, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 7010 MNR T, 

2.4G NFM DPB BL DEMO 

HEARLINK 7010 MNR T, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 5010 MNR T, 

2.4G NFM DPB BL DEMO 

HEARLINK 5010 MNR T, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 3000 MNR T, 

2.4G NFM DPB BL DEMO 

HEARLINK 3000 MNR T, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 2000 MNR T, 

2.4G NFM DPB BL DEMO 

HEARLINK 2000 MNR T, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 
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- - HEARLINK 9010 MNR T R, 

2.4G NFM DPB BL DEMO 

HEARLINK 9010 MNR T R, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 7010 MNR T R, 

2.4G NFM DPB BL DEMO 

HEARLINK 7010 MNR T R, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 5010 MNR T R, 

2.4G NFM DPB BL DEMO 

HEARLINK 5010 MNR T R, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 9010 BTE PP, 

2.4G NFM DPB BL DEMO 

HEARLINK 9010 BTE PP, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 7010 BTE PP, 
2.4G NFM DPB BL DEMO 

HEARLINK 7010 BTE PP, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 5010 BTE PP, 
2.4G NFM DPB BL DEMO 

HEARLINK 5010 BTE PP, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 3000 BTE PP, 
2.4G NFM DPB BL DEMO 

HEARLINK 3000 BTE PP, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - HEARLINK 2000 BTE PP, 
2.4G NFM DPB BL DEMO 

HEARLINK 2000 BTE PP, 
2.4G NFM DPB BL DEMO 

SBO HEARING A/S - - - 

- - SALES PACK, HEARSUITE 
STUDIO 1.0 USB VAR 

SALES PACK, HEARSUITE 
STUDIO 1.0 USB VAR 

SBO HEARING A/S - - - 

- - SALES PACK, HEARSUITE 
STUDIO 1.0 USB VAR 

SALES PACK, HEARSUITE 
STUDIO 1.0 USB VAR 

SBO HEARING A/S - - - 

MDA/DM/2019/062 TRUST 
DIAGNOSTICS 

SDN BHD 

IGF-I 600 ELISA DE4140 DEMEDITEC DIAGNOSTICS 
GMBH 

DEMONSTRATION MEDISCAN 
LABORATORIES SDN. 

BHD. 

20/5/2019 
Period of Demo : 

20/05/2019 – 
16/08/2019 

MDA/DM/2019/064 UMMI SURGICAL 
SDN BHD 

ROUND KNIFE, WITH 
SUCTION, ROTATIONG 

227230 KARL STORZ SE & CO. KG 11TH MALAYSIAN 
INTERNATIONAL ORL-

HNS CONGRESS & 
39TH ANNUAL 

GENERAL MEETING OF 
THE 

MSO-HNS, 
17TH INTERNATIONAL 

FUNCTIONAL 
ENDOSCOPIC SINUS 

SURGERY WORKSHOP, 
22ND ASIAN 

CONGRESS OF 
SURGERY (CSAMM ASC 

2019), 
21ST UMMC 

ADVANCED SKULLBASE 
DISSECTION 
WORKSHOP, 

TMJ SURGERY - 
ARTHROCENTESIS & 

ARTHROSCOPY 
WORKSHOP. 

ROYALE CHULAN 
KUALA LUMPUR, 

PUSAT PERUBATAN 
UNIVERSITI 

KEBANGSAAN 
MALAYSIA, 

SHANGRI-LA HOTEL, 
KUALA LUMPUR, 

PUSAT PERUBATAN 
UNIVERSITI MALAYA, 
PUSAT PERUBATAN 
UNIVERSITI MALAYA 

20-22/6/2019, 
9 -10/7/2019, 
1 - 4/8/2019, 

6 - 8/8/2019 & 
6 – 8/9/2019 



NOTIFICATION OF EXEMPTION – LIST OF ACKNOWLEDGEMENT ON NOTIFICATION FOR DEMONSTRATION                                             UPDATED ON 26/07/2019 

Page 6 of 17 
 

NOTIFICATION ID COMPANY DEVICE NAME BRAND MANUFACTURER TYPE OF EVENT DEMO LOCATION DEMO DATE 

COLLABORATION 
WITH SORG 

- - SUCTION ELEVATOR, 
ROTATABLE 

474010 KARL STORZ SE & CO. KG - - - 

- - INJECTION NEEDLE, 
MALLEABLE, 25 CM 

8795N KARL STORZ SE & CO. KG - - - 

- - BIPOLAR SUCTION 
FORCEPS, 15° 

461010 KARL STORZ SE & CO. KG - - - 

- - BIPOLAR FORCEPS 842216G KARL STORZ SE & CO. KG - - - 

- - BIPOLAR FORCEPS 844216G KARL STORZ SE & CO. KG - - - 

- - BIPOLAR FORCEPS, WITH 
BAR, LENGTH 23 CM 

844524 KARL STORZ SE & CO. KG - - - 

- - BIPOLAR FORCEPS, 
ANGLED, 23 CM 

844525 KARL STORZ SE & CO. KG - - - 

- - HODLING DEVICE FOR 
523950 

523951 KARL STORZ SE & CO. KG - - - 

- - CLEANING ADAPTOR 523952 KARL STORZ SE & CO. KG - - - 

- - HOLDING DEVICE FOR 
523950 

523954 KARL STORZ SE & CO. KG - - - 

- - SUCTION ELEVATOR, 19 CM 474001 KARL STORZ SE & CO. KG - - - 

- - BIPOLAR SUCTION 
FORCEPS, 45° 

461015 KARL STORZ SE & CO. KG - - - 

- - BIPOLAR COAGULATING 
FORCEPS, 19 CM 

843219 KARL STORZ SE & CO. KG - - - 

- - FLUORESCEIN BLUE FILTER 
SYSTEM 

20100032 KARL STORZ SE & CO. KG - - - 

- - FLUORESCEIN BARRIER 
FILTER 

20100033 KARL STORZ SE & CO. KG - - - 

- - EM PATIENT TRACKER 40820086 KARL STORZ SE & CO. KG - - - 

- - EM ENDOSCOPE TRACKER, 
UNIVERSAL 

40820150 KARL STORZ SE & CO. KG - - - 

- - NAV1-MODULE 40810020 KARL STORZ SE & CO. KG - - - 

- - NAV1 ELECTROMAGNETIC 
MODULE 

40820020 KARL STORZ SE & CO. KG - - - 

- - NAV1 ELECTROMAGNETIC 
FIELD GENERATOR 

40820030 KARL STORZ SE & CO. KG - - - 

- - ROBI® METAL OUTER 
SHEATH 

38700 KARL STORZ SE & CO. KG - - - 

- - CLIP APPLICATOR 49205L KARL STORZ SE & CO. KG - - - 

- - TWO-PEDAL FOOTSWITCH, 
TWO-STAGE 

20012630 KARL STORZ SE & CO. KG - - - 

- - FISCH ANEURYSM NEEDLE, 
20 CM 

800005 KARL STORZ SE & CO. KG - - - 

- - TROCAR, 2.5 MM Ø 58702X KARL STORZ SE & CO. KG - - - 

- - OBTURATOR, SHARP 58702XS KARL STORZ SE & CO. KG - - - 
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- - OBTURATOR, BLUNT 58702XT KARL STORZ SE & CO. KG - - - 

- - OBTURATOR, SHARP 58706BS KARL STORZ SE & CO. KG - - - 

- - OBTURATOR, BLUNT 58706BT KARL STORZ SE & CO. KG - - - 

- - SHARP OBTURATOR 11578BS KARL STORZ SE & CO. KG - - - 

- - OBTURATOR, BLUNT 11578BT KARL STORZ SE & CO. KG - - - 

- - ALL-IN-ONE TMJ 
ARTHROSCOPE 

11578A KARL STORZ SE & CO. KG - - - 

MDA/DM/2019/066 SCHILLER ASIA 
PACIFIC 

SDN. BHD. 

MEDILOG AR HOLTER SCHILLER SCHILLER AG DEMONSTRATION TO 
HOSPITALS 

AS LISTED IN THE 
LETTER 

17/6/2019 - 
15/9/2019 

MDA/DM/2019/071 CORE3DCENTRES 
MALAYSIA 
SDN. BHD. 

BON MAKER M-1 AUTO-TOOTH BONE GRAFT 
SYSTEM 

KOREA DENTAL SOLUTION MALAYSIA 
INTERNATIONAL 

DENTAL EXHIBITION & 
CONFERENCE (MIDEC 

2019) 

KUALA LUMPUR 
CONVENTION CENTRE 

11/7/2019 – 
15/7/2019 

Period of Demo : 
05/06/2019 – 
03/09/2019 

MDA/DM/2019/072 CORE3DCENTRES 
MALAYSIA 
SDN. BHD. 

BON MAKER M-1 AUTO-TOOTH BONE GRAFT 
SYSTEM 

KOREA DENTAL SOLUTION EXHIBITION: JOURNEY 
IN DIGITAL 

DENTISTRY: FACT OR 
FASHION 

MALAYSIAN IMPLANT 
SYMPOSIUM 

LE MERIDIEN HOTEL 
KUALA LUMPUR, 

PULLMAN BANGSAR 
KUALA LUMPUR 

20/11/2019, 
19/10/2019 - 
21/10/2019 

Period of Demo : 
03/09/2019 – 
02/12/2019 

MDA/DM/2019/074 MEDISYS 
INNOVATION 

PTE LTD 

ENDOSCOPY SYSTEM MEDISYS INNOVATION PTE 
LTD 

MEDISYS INNOVATION PTE 
LTD 

APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

- - EAR NOSE THROAT SYSTEM MEDISYS INNOVATION PTE 
LTD 

MEDISYS INNOVATION PTE 
LTD 

- - - 

- - OPERATING THEATRE (OT) MEDISYS INNOVATION PTE 
LTD 

MEDISYS INNOVATION PTE 
LTD 

- - - 

MDA/DM/2019/075 MEDTRONIC 
MALAYSIA 
SDN BHD 

NTF KIT ZEISS KINEVO 9736149 MEDTRONIC NAVIGATION, 
INC. 

NEUROSURGICAL 
ASSOCIATION OF 
MALAYSIA’S 18TH 
ANNUAL GENERAL 

MEETING & ANNUAL 
SCIENTIFIC MEETING 
2019 (NAM AGM-ASM-

2019) 

SHERATON PETALING 
JAYA HOTEL 

17/8/2019 
Period of Demo: 
15/07/2019 – 
30/09/2019 

MDA/DM/2019/077 ENHANCE DENTAL 
GROUP SDN BHD 

PULP TESTER VIVIDEN DNH MEDTECH CO. PRESENTATION FOR 
HOSPITAL, 

GOVERNMENT CLINIC 
& UNIVERSITY WITHIN 

90 DAYS. 

SELANGOR , 
KUALA LUMPUR 

05/07/2019 
Period of Demo: 
21/06/2019 – 
22/09/2019 

MDA/DM/2019/079 KLS MARTIN 
SE ASIA 

SDN BHD 

MARSAFE +, GREY, 
30X30X11CM 

KLS MARTIN/ MARSAFE®/ 
ARTICLE NO.: 55-236-10-04 

GEBRÜDER MARTIN GMBH 
& CO. KG 

DEMO UNIT AT KLS 
MARTIN MALAYSIA'S 

SHOW ROOM 
BORNEO MEDICAL 

DEVICE 

KLS MARTIN SE ASIA 
SDN BHD, PENANG 
SABAH WOMEN & 
CHILD HOSPITAL 

28/6/2019, 
4/7/2019 - 
5/7/2019 

Period of Demo: 
28/06/2019 – 
25/09/2019 
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REPROCESSING 
WORKSHOP 

- - MARSAFE +, RED, 
30X30X11CM 

KLS MARTIN/ MARSAFE®/ 
ARTICLE NO.: 55-246-10-04 

GEBRÜDER MARTIN GMBH 
& CO. KG 

- - - 

- - MARSAFE +, BLUE, 
30X30X11CM 

KLS MARTIN/ MARSAFE®/ 
ARTICLE NO.: 55-256-10-04 

GEBRÜDER MARTIN GMBH 
& CO. KG 

- - - 

- - MARSAFE +, ORANGE, 
30X30X11CM 

KLS MARTIN/ MARSAFE®/ 
ARTICLE NO.: 55-266-10-04 

GEBRÜDER MARTIN GMBH 
& CO. KG 

- - - 

- - MARSAFE +, GREEN, 
30X30X11CM 

KLS MARTIN/ MARSAFE®/ 
ARTICLE NO.: 55-276-10-04 

GEBRÜDER MARTIN GMBH 
& CO. KG 

- - - 

- - MARSAFE +, L.GREY, 
30X30X11CM 

KLS MARTIN/ MARSAFE®/ 
ARTICLE NO.: 55-286-10-04 

GEBRÜDER MARTIN GMBH 
& CO. KG 

- - - 

- - MARSAFE +, BARRIER 
SYSTEM 

KLS MARTIN/ MARSAFE®/ 
ARTICLE NO.: 55-292-00-04 

GEBRÜDER MARTIN GMBH 
& CO. KG 

- - - 

MDA/DM/2019/080 ARQON MEDTECH 
SDN. BHD. 

ITERO ELEMENT 2 BVE 
SYSTEM 

ITERO ELEMENT 2 BVE ALIGN TECHNOLOGY B.V. PRODUCT 
DEMONSTRATION/ITE

RO 2 DEMO 

LOCATION AS PER 
LETTER / IN MEDCAST 

SYSTEM 

1/7/2019 - 
29/9/2019 

MDA/DM/2019/081 OTICON MALAYSIA 
SDN. BHD. 

SIYA 1, MRITE 312 2.4G 
NFM PB C090 

SIYA 1, MRITE 312 2.4G 
NFM PB C090 

OTICON A/S PRODUCT 
DEMONSTRATION 

HEARING PARTNERS 
MALAYSIA (PLEASE 
REFER TO LIST IN 

MEDCAST) 

1/7/2019 - 
24/9/2019 

- - SIYA 1, MINIRITE T 312 
2.4G C090 

SIYA 1, MINIRITE T 312 
2.4G C090 

OTICON A/S - - - 

- - SIYA 1, BTE 13 2.4G 85 
C090 

SIYA 1, BTE 13 2.4G 85 
C090 

OTICON A/S - - - 

- - SIYA 1, BTE 13 PP 2.4G 105 
C090 

SIYA 1, BTE 13 PP 2.4G 105 
C090 

OTICON A/S - - - 

- - SIYA 2, MRITE 312 2.4G 
NFM PB C090 

SIYA 2, MRITE 312 2.4G 
NFM PB C090 

OTICON A/S - - - 

- - SIYA 2, MINIRITE T 312 
2.4G C090 

SIYA 2, MINIRITE T 312 
2.4G C090 

OTICON A/S - - - 

- - SIYA 2, BTE 13 2.4G 85 
C090 

SIYA 2, BTE 13 2.4G 85 
C090 

OTICON A/S - - - 

- - SIYA 2, BTE 13 PP 2.4G 105 
C090 

SIYA 2, BTE 13 PP 2.4G 105 
C090 

OTICON A/S - - - 

- - GENO 1, MINIBTE 312 WL 
85 C090 

GENO 1, MINIBTE 312 WL 
85 C090 

OTICON A/S - - - 

- - GENO 1, MINIRITE 312 WL 
C090 

GENO 1, MINIRITE 312 WL 
C090 

OTICON A/S - - - 

- - GENO 1, RITE 312 WL C090 GENO 1, RITE 312 WL C090 OTICON A/S - - - 

- - GENO 1, BTE 13 WL 85 
C090 

GENO 1, BTE 13 WL 85 
C090 

OTICON A/S - - - 

- - GENO 1, BTE P 13 WL 100 
C090 

GENO 1, BTE P 13 WL 100 
C090 

OTICON A/S - - - 

- - GENO 1, BTE PP 13 WL 105 
C090 

GENO 1, BTE PP 13 WL 105 
C090 

OTICON A/S - - - 

- - GENO 2, MINIBTE 312 WL 
85 C090 

GENO 2, MINIBTE 312 WL 
85 C090 

OTICON A/S - - - 

- - GENO 2, MINIRITE 312 WL 
C090 

GENO 2, MINIRITE 312 WL 
C090 

OTICON A/S - - - 
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- - GENO 2, RITE 312 WL C090 GENO 2, RITE 312 WL C090 OTICON A/S - - - 

- - GENO 2, BTE 13 WL 85 
C090 

GENO 2, BTE 13 WL 85 
C090 

OTICON A/S - - - 

- - GENO 2, BTE P 13 WL 100 
C090 

GENO 2, BTE P 13 WL 100 
C090 

OTICON A/S - - - 

- - GENO 2, BTE PP 13 WL 105 
C090 

GENO 2, BTE PP 13 WL 105 
C090 

OTICON A/S - - - 

- - OTICON GENIE 2 & GENIE OTICON GENIE 2 & GENIE OTICON A/S - - - 

MDA/DM/2019/084 OLYMPUS 
(MALAYSIA) 
SDN. BHD. 

OP-TELESCOPE, 30 DEG., 
4MM CHANNEL 

OLYMPUS / WA33036A OLYMPUS WINTER & IBE 
GMBH 

17TH UROLOGICAL 
ASSOCIATION OF ASIA 
CONGRESS (UAA) 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

(KLCC) 

7/8/2019 
Period of Demo: 
07/08/2019 – 
10/08/2019 

- - OUTER SHEATH, 25 FR., 
ROTATABLE, CONTINUOUS 

FLOW 

OLYMPUS / WA33037A OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - OBTURATOR, FOR 
WA33035A/37A 

OLYMPUS / WA33025A OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - ATTACHMENT, WITH 
AUTOMATIC VALVE, FOR 

A3336A 

OLYMPUS / A3342 OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - IRRIGATION PORT, 2 
STOPCOCKS, ROTATABLE 

OLYMPUS / A22053A OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - SHEATH, 28 FR. OLYMPUS / WA33038A OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - PLASMA-OVALBUTTON OLYMPUS / WA22566S OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - PLASMA-OVALBUTTON-
LONG 

OLYMPUS / WA22541S OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - FLEX-CATCH NT STONE 
RETRIEVAL DEVICE 

OLYMPUS / NT4F19115 GYRUS ACMI, INC. - - - 

- - URETEROSCOPE, 6.4/7.8 
FR. X 430MM, 7 DEG., 4.2 

FR. CHANNEL 

OLYMPUS / WA29040A OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - URETEROSCOPE, 6.4/7.8 
FR. X 430MM, 7 DEG., 4.2 

FR. CHANNEL, WITH A0395 

OLYMPUS / WA29040B OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - URETEROSCOPE, 8.6/9.8 
FR. X 430MM, 7 DEG., 6.4 

FR. CHANNEL, WITH A0396 

OLYMPUS / WA29042B OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - ATTACHMENT, ONE-WAY, 
WITH IRRIGATION PORT 

OLYMPUS / A0395 OLYMPUS WINTER & IBE 
GMBH 

- - - 

- - ATTACHMENT, TWO-WAY, 
WITH IRRIGATION PORT 

OLYMPUS / A0396 OLYMPUS WINTER & IBE 
GMBH 

- - - 

MDA/DM/2019/087 DUERR DENTAL 
SOUTH EAST ASIA 

SDN BHD 

VISTASCAN NANO EASY DUERR DENTAL DÜRR DENTAL SE MALAYSIA 
INTERNATIONAL 

DENTAL EXHIBITION 
AND CONFERENCE 

(MIDEC 2019) 
18TH PENANG DENTAL 

CONGRESS 

KUALA LUMPUR 
CONVENTION CENTRE 

(KLCC) 
HOTEL EQUATORIAL, 

PENANG 

11/7/2019 –  
14 /7/2019 
28/09/2019 

Period of Demo: 
02/07/2019 – 
30/09/2019 
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- - MYLUNOS POWDER JET 
HANDPIECE 

DUERR DENTAL DÜRR DENTAL SE - - - 

- - FD 300 TOP WIPES 
SURFACE DISINFECTION 

DUERR DENTAL OROCHEMIE GMBH + CO. 
KG 

- - - 

- - FD366 SENSITIVE TOP 
WIPES 

DUERR DENTAL OROCHEMIE GMBH + CO. 
KG 

- - - 

- - FD 360 CLEANING AND 
CARE OF VINYL 
UPHOLSTERY 

DUERR DENTAL OROCHEMIE GMBH + CO. 
KG 

- - - 

- - ID 215 ENZYMATIC 
INSTRUMENT CLEANER 

DUERR DENTAL OROCHEMIE GMBH + CO. 
KG 

- - - 

MDA/DM/2019/089 TRANSMEDIC 
HEALTHCARE 

SDN BHD 

APOLLO - ROBOTIC PROBE 
HOLDER(PROTOTYPE) 

APOLLO KOELIS 17TH UROLOGICAL 
ASSOCIATION OF ASIA 
CONGRESS (UAA) 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

(KLCC) 

7/8/2019 
Period of Demo : 

07/08/2019 – 
10/08/2019 

- - THERMAL ABLATION 
TREATMENTS FOR 
ONCOLOGY (TATO) 

TATO BIOMEDICAL S.R.L, ITALY - - - 

- - THERMAL ABLATION 
TREATMENTS FOR 

ONCOLOGY (TATOPRO) 

TATO BIOMEDICAL S.R.L., ITALY - - - 

MDA/DM/2019/090 PERSATUAN 
HOSPITAL SWASTA 

MALAYSIA 

SINGLE USE CLIP APPLIER CA168 MEDSCOPE BIOTECH CO., 
LTD 

APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

MDA/DM/2019/091 PERSATUAN 
HOSPITAL SWASTA 
MALAYSIA (INSUNG 
MEDICAL CO., LTD) 

HUMAN CATHETER HC-SP130, HC-SP230, HC-
SS230, HC-SS231, HC-

DP230 

INSUNG MEDICAL APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

- - HUMAN PORT C11-80-1920, C21-80-1920, 
C31-65-1920, P21-80-1920, 

E21-80-1920 

INSUNG MEDICAL - - - 

- - HUMAN BRONCHO HBC-L-33/35/37/39 INSUNG MEDICAL - - - 

- - HUMAN ANKOR BROCHNO ABC-L-33/35/37/39 INSUNG MEDICAL - - - 

- - HUMAN LIFE CATHETER HLC-D-12.5, HLC-T-12.5 INSUNG MEDICAL - - - 

- - LEVIN TUBE LTS-
8/10/12/14/16/18/20/22, 

LTD-12/14/16/18/20 

INSUNG MEDICAL - - - 

- - FOLEY CATHETER FC-2-
6/8/10/12/14/16/18/20/22/
24, FC-3-14/16/18/20/22/24 

INSUNG MEDICAL - - - 

- - HUMAN UMBLICAL 
CATHETER 

HUC-SP340, HUC-SP440, 
HUC-SP540, HUC-DP440, 

HUC-DP540 

INSUNG MEDICAL - - - 

- - CT LINE PO-SCC-150, CC-M8-150, 
PO-8M-100 

INSUNG MEDICAL - - - 

MDA/DM/2019/092 PERSATUAN 
HOSPITAL SWASTA 
MALAYSIA (FUJITA 

MEDICAL 

FORCEPS, SCISSORS, 
SUCTION IRRIGATION 

TUBES 

FUJITA FUJITA APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 
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INSTRUMENTS CO., 
LTD) 

- - VITAL INFORMATION 
MULTI-MONITORING 
SYSTEM (VIMMS) - 

WIRELESS ECG, BP, SP02 
MONITOR 

FUJITA FUJITA MEDICAL 
INSTRUMENTS CO., LTD, 

JAPAN 

- - - 

- - PORTABLE ULTRASOUND FUJITA FUJITA - - - 

- - TOS TRANSCRANIAL 
OPTICAL SPECTROSCOPY 

FUJITA FUJITA MEDICAL 
INSTRUMENTS CO., LTD, 

JAPAN 

- - - 

- - TOURNIQUETS, BANDAGES, 
TRAUMA KIT 

TACTICAL MEDICAL 
SOLUTIONS 

TACTICAL MEDICAL 
SOLUTIONS 

- - - 

MDA/DM/2019/093 BEST CONTACT (M) 
SDN BHD 

PARTICLE THERAPY 
SYSTEM 

(BROCHURE/PAMPHELET) 

HITACHI HITACHI, LTD. APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

MDA/DM/2019/096 AJ RESEARCH & 
PHARMA 
SDN BHD 

UNEKOS 200 -INJECTABLE 
FOR INTRADERMAL 

IMPLANT 

SUNEKOS 200 PROFESSIONAL DIETETICS 
INTERNATIONAL S.R.L. 

5TH MSAM 
CONFERENCE 2019 

HILTON SENTRAL 
KUALA LUMPUR 

21/9/2019 - 
22/9/2019 

Period of Demo: 
15/07/2019 – 
13/10/2019 

- - SUNEKOS 1200 INJECTABLE 
FOR INTRADERMAL 

IMPLANT 

SUNEKOS 1200 PROFESSIONAL DIETETICS 
INTERNATIONAL S.R.L. 

- - - 

MDA/DM/2019/097 R. E. ROGERS 
(MALAYSIA) 

SDN BHD 

MONITOR CART 933EA DIWEI INDUSTRIAL CO., 
LTD. 

APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

Period of Demo : 
29/07/2019 – 
31/07/2019 

- - ENEMA ADMINISTRATION 
SIMULATOR 

LF00957 LIFE FORM REPLICAS - - - 

- - ENDOSCOPE IMAGING 
SYSTEM-CABLE FREE 9-GUN 

TYPE 

CF9-01 FORU - - - 

- - ENDOSCOPE IMAGING 
SYSTEM-CABLE FREE 9-

STRAIGHT TYPE 

CF9-03 FORU - - - 

- - ENDOSCOPE IMAGING 
SYSTEM-CABLE FREE 5 

WC-01 FORU - - - 

- - OTOSCOPE C0010.1G ZHEJIANG TIANSONG 
MEDICAL INSTRUMENT CO., 

LTD. 

- - - 

- - ANOSCOPE E-003.19.825 SOMETECH CO., LTD. - - - 

- - DERMASCOPE D1190501 FORU - - - 

- - LARYNGOSCOPE D0104.1 ZHEJIANG TIANSONG 
MEDICAL INSTRUMENT CO., 

LTD. 

- - - 

- - STICK LIGHT SOURCE 
DEVICE 

HCM9703-2 HCM MEDICA - - - 



NOTIFICATION OF EXEMPTION – LIST OF ACKNOWLEDGEMENT ON NOTIFICATION FOR DEMONSTRATION                                             UPDATED ON 26/07/2019 

Page 12 of 17 
 

NOTIFICATION ID COMPANY DEVICE NAME BRAND MANUFACTURER TYPE OF EVENT DEMO LOCATION DEMO DATE 

- - SUNEKOS 1200 INJECTABLE 
FOR INTRADERMAL 

IMPLANT 

SUNEKOS 1200 PROFESSIONAL DIETETICS 
INTERNATIONAL S.R.L. 

- - - 

MDA/DM/2019/098 OLYMPUS 
(MALAYSIA) 
SDN. BHD. 

SMALL INTESTINAL 
VIDEOSCOPE 

PSF-1 OLYMPUS MEDICAL 
SYSTEMS CORP. 

EXHIBITION - GUT 
2019 - THE JOURNEY 
OF THE MALAYSIAN 

SOCIETY OF 
GASTROENTEROLOGY 

& HEPATOLOGY 

SHANGRI-LA HOTEL, 
KUALA LUMPUR 

16/8/2019 - 
18/8/2019 

Period of Demo: 
16/08/2019 – 
18/08/2019 

- - POWERSPIRAL CONTROL 
UNIT (PAL) 

PSCU OLYMPUS MEDICAL 
SYSTEMS CORP. 

- - - 

- - POWERSPIRAL FOOT 
SWITCH 

MAJ-2181 OLYMPUS MEDICAL 
SYSTEMS CORP. 

- - - 

- - FORCE GAUGE MAJ-2179 OLYMPUS MEDICAL 
SYSTEMS CORP. 

- - - 

- - FORCE GAUGE CABLE MAJ-2180 OLYMPUS MEDICAL 
SYSTEMS CORP. 

- - - 

- - SINGLE USE POWERSPIRAL 
TUBE 

DPST-1 OLYMPUS MEDICAL 
SYSTEMS CORP. 

- - - 

- - MEDICAL LUBRICATING GEL 
FOR ENDOSCOPY 

ENDOLAN WOLFGANG MEINERS 
MEDIZINTECHNIK GMBH 

- - - 

MDA/DM/2019/099 MEDIK GEN SDN 
BHD 

INFANT RADIANT WARMER OKM730 OKUMAN MEDIKAL 
SISTEMLER A.S. 

APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

Period of Demo: 
28/07/2019 – 
26/10/2019 

- - BILICARE INTENSIVE 
PHOTOTHERAPY 

OKUMAN OKUMAN MEDIKAL 
SISTEMLER A.S. 

- - - 

- - LILY SUCTION SYSTEM CSB-200, CSB-200S, CSB-
021 

LILY MEDICAL 
CORPORATION 

- - - 

- - AMORPHOUS HYDROGEL LUOFUCON / HA015 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - EXTRA SILVER ALGINATE 
DRESSING 

LUOFUCON / XA125100 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - SILICONE FOAM DRESSING 
BORDER 

LUOFUCON / FD100100 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - SUPER ABSORBENT 
DRESSING 

LUOFUCON \ SP060900 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - POST-OP DRESSING LUOFUCON / SC06900 / 
SC060090 

HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - ALGINATE DRESSING LUOFUCON \ AD100100 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - FOAM DRESSING LUOFUCON / FD100100 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - HYDROGEL DRESSING NON-
BORDER 

LUOFUCON / HG100100 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - SILICONE GEL SCAR SHEET 
CLEAR 

LUOFUCON / SS060120 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

- - SILICONE WOUND 
CONTACT DRESSING 

LUOFUCON / SC500700 HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 



NOTIFICATION OF EXEMPTION – LIST OF ACKNOWLEDGEMENT ON NOTIFICATION FOR DEMONSTRATION                                             UPDATED ON 26/07/2019 

Page 13 of 17 
 

NOTIFICATION ID COMPANY DEVICE NAME BRAND MANUFACTURER TYPE OF EVENT DEMO LOCATION DEMO DATE 

- - LIVAC RETRACTION 
SYSTEM 

LIVAC / FG04153 / FG04155 LIVAC PTY LTD - - - 

- - ALGINATE ROPE 2G LUOFUCON HUIZHOU FORYOU 
MEDICAL DEVICES CO.,LTD. 

- - - 

MDA/DM/2019/100 SOMNOTEC (M)  
SDN BHD 

ASPIRA SUCTION UNITS ASPIRA 11 FLAEM NUOVA MALAYSIAN THORACIC 
SOCIETY CONGRESS 

2019 

ROYALE CHULAN 
KUALA LUMPUR, 

MALAYSIA 

18/7/2019 - 
21/7/2019 

 

- - ASPIRA SUCTION UNITS ASPIRA 13.5 FLAEM NUOVA - - - 

- - ASPIRA SUCTION UNITS ASPIRA GO 20 FLAEM NUOVA - - - 

- - ASPIRA SUCTION UNITS ASPIRA GO 30 FLAEM NUOVA - - - 

- - NEBULIZERS AIRMATE FLAEM NUOVA - - - 

- - NEBULIZERS LADYBUG FLAEM NUOVA - - - 

- - NEBULIZERS ELISIR FLAEM NUOVA - - - 

- - NEBULIZERS NEBULAIR FLAEM NUOVA - - - 

- - NEBULIZERS WI.NEB FLAEM NUOVA - - - 

- - NEBULIZERS PROFINEB FLAEM NUOVA - - - 

- - RHINO CLEAR NASAL 
WASHES 

ERGO PLUS FLAEM - - - 

- - RHINO CLEAR NASAL 
WASHES 

SPRINT FLAEM NUOVA - - - 

- - RHINO CLEAR NASAL 
WASHES 

MOBILE FLAEM NUOVA - - - 

- - RESPIRATORY 
PHYSIOTHERAPY 

PULMOWAVES FLAEM NUOVA - - - 

MDA/DM/2019/101 GLOBALMED SDN 
BHD 

SURGICAL MONITOR ADVANTECH / PAX-324 1, ALLEY 20, LANE 26, 
RUEIGUANG ROAD, NEIHU 

DISTRICT, TAIPEI 114, 
TAIWAN 

ASSOCIATION OF 
PRIVATE HOSPITALS, 

MALAYSIA (APHM) 
INTERNATIONAL 

HEALTHCARE 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

Period of Demo: 
15/07/2019 – 
30/09/2019 

MDA/DM/2019/102 PHILIPS MALAYSIA 
SDN BERHAD 

TEMPUS LS AUTOMATED 
EXTERNAL DEFIBRILLATOR 

RDT 00-3010 SCHILLER AG EXHIBITION - GUT 
2019 - THE JOURNEY 
OF THE MALAYSIAN 

SOCIETY OF 
GASTROENTEROLOGY 

& HEPATOLOGY 

SHANGRI-LA HOTEL, 
KUALA LUMPUR 

16/8/2019 - 
18/8/2019 

- - V60 PLUS VENTILATOR PHILIPS 1137276 RESPIRONICS CALIFORNIA, 
LLC 

- - - 

- - AC611 HIGH FLOW NASAL 
CANNULA 

PHILIPS 1134196, 1134197, 
1134198, 1134199, 

1134200, 1134201, 1137426 

RESPIRONICS, INC. - - - 
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- - HEARTSTART INTREPID 
MONITOR/DEFIBRILLATOR 

PHILIPS 867172 PHILIPS GOLDWAY 
(SHENZHEN) INDUSTRIAL 

INC. 

- - - 

- - INTELLISPACE CONSOLE 
CRITICAL CARE 

PHILIPS 867065, 867066 PHILIPS MEDICAL SYSTEMS - - - 

MDA/DM/2019/103 EDWARDS 
LIFESCIENCES 

(MALAYSIA) SDN 
BHD 

HEMOSPHERE PRESSURE 
CABLE 

BRAND: HEMOSPHERE / 
MODEL NO: HEMPSC100 

EDWARDS LIFESCIENCES 
LLC 

PRODUCT 
DEMONSTRATION FOR 
TRAINING PURPOSE 

EDWARDS 
LIFESCIENCES 

MALAYSIA OFFICE 

4/11/2019 - 
8/11/2019 

- - HEMOSPHERE PRESSURE-
OUT CABLE 

BRAND: HEMOSPHERE / 
MODEL NO.:HEMDPT1000 

EDWARDS LIFESCIENCES 
LLC 

- - - 

MDA/DM/2019/104 STRAITS 
SCIENTIFIC (M) 

SDN BHD 

MULTI-4 CO-OXIMETER 
CONTROL MULTI PAK 

MULTI-4 INSTRUMENT LABORATORY 
COMPANY 

EVALUATION 
DEMONSTRATION FOR 

CO-OXIMETER 

JABATAN KIMIA 
MALAYSIA (KOTA 

KINABALU) 
JABATAN KIMIA 

MALAYSIA (JOHOR) 
JABATAN KIMIA 

MALAYSIA (PETALING 
JAYA) 

1/8/2019 - 
30/10/2019 

MDA/DM/2019/105 PERSATUAN 
HOSPITAL SWASTA 

MALAYSIA [OK 
BIOTECH CO., LTD] 

BLOOD GLUCOSE METER / 
STRIPS 

OKMETER MATCH, 
OKMETER DIRECT EJECT, 

OKMETER CONCEPT, 
OKMETER LUMINA, 

PRODIGY CHOICE, EASY 
TALK, OKMETER DUAL 

OK BIOTECH CO., LTD APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

- - PORTABLE NEBULIZER DOCSPRAY OK BIOTECH CO., LTD - - - 

MDA/DM/2019/106 PERSATUAN 
HOSPITAL SWASTA 
MALAYSIA (DA YU 
ENTERPRISE CO., 

LTD) 

COMPRESSION KNEE HIGH 
SOCK 

MK0058 DA YU ENTERPRISE CO., 
LTD 

APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

- - COMPRESSION THIGH HIGH 
SOCK 

MT1011 DA YU ENTERPRISE CO., 
LTD 

- - - 

- - COMPRESSION PANTYHOSE MP0086 DA YU ENTERPRISE CO., 
LTD 

- - - 

- - SPORT COMPRESSION KNEE 
HIGH SOCK 

JS-05 DA YU ENTERPRISE CO., 
LTD 

- - - 

- - ARM SLEEVE MA0004 DA YU ENTERPRISE CO., 
LTD 

- - - 

- - COMPRESSION WRIST 
SUPPORT 

BA-05 DA YU ENTERPRISE CO., 
LTD 

- - - 

- - COMPRESSION KNEE 
SUPPORT 

BK-01 DA YU ENTERPRISE CO., 
LTD 

- - - 
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MDA/DM/2019/107 PERSATUAN 
HOSPITAL SWASTA 
MALAYSIA (SENTEQ 

CO., LTD) 

ELASTIC KNEE BRACE SQ5-L005 SENTEQ APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

- - ADJUSTABLE R.O.M. KNEE 
SUPPORT 

SQ1-DR003 SENTEQ - - - 

- - LEG SUPPORT SQ1-DR005, SQ5-L004 SENTEQ - - - 

- - ANKLE SUPPORT SQ1-DR007, SQ1-F001, 
SQ1-F002, SQ1-F007, SQ1-
F009,SQ1-F008, SQ1-F010, 

SQ2-HC006 

SENTEQ - - - 

- - FOOT SUPPORT SQ1-DR010, SQ1-DR011 SENTEQ - - - 

- - KNEE SUPPORT SQ1-L005, SQ1-LO11, SQ1-
L023,SQ2-N003, SQ5-L005, 

SQ5-L016 

SENTEQ - - - 

- - STRAP WRIST SUPPORT SQ1-H012 SENTEQ - - - 

- - HAND SUPPORT SQ1-H019, SQ1-H026, SQ1-
H032, SQ1-H041,SQ2-N001, 

SQ1-H034 

SENTEQ - - - 

- - BACK SUPPORT SQ3-O002, SQ3-O003, SQ3-
O006, SQ3-O002, SQ5-

O019, SQ2-M002,SQ3-O007, 
SQ4-HF001, SQ3-O011 

SENTEQ - - - 

- - WAIST SUPPORT SQ3-O008, SQ3-O009 SENTEQ - - - 

- - ELBOW SUPPORT SQ1-H009 SENTEQ - - - 

- - NECK SUPPORT SQ1-A003 SENTEQ - - - 

MDA/DM/2019/108 MALAYSIAN 
HEALTHCARE SDN 

BHD 

MULTIPLE MEDICAL 
RECLINER 

PA-8200 PARAMOUNT BED APHM INTERNATIONAL 
HEALTHCARE 

CONFERENCE & 
EXHIBITION 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

29/07/2019 -
31/07/2019 

MDA/DM/2019/109 MEDI-LIFE (M)  
SDN. BHD. 

PRECISION POINT 
TRANSPERINEAL ACCESS 

SYSTEM 

PRECISSION POINT / P1002 CORBIN CLINICAL 
RESOURCES, LLC 

17TH UROLOGICAL 
ASSOCIATION OF ASIA 
CONGRESS (UAA) 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

(KLCC) 

7/8/2019 - 
10/8/2019 

MDA/DM/2019/110 EASMED SDN BHD LUMENIS PULSE™ LASER 
SYSTEMS 

LUMENIS LUMENIS 17TH UROLOGICAL 
ASSOCIATION OF ASIA 
CONGRESS (UAA) 2019 

KUALA LUMPUR 
CONVENTION CENTRE 

(KLCC) 

7/8/2019 - 
10/8/2019 

Period of Demo: 
22/07/2019 – 
31/08/2019 
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- - VERSACUT™ 
MORCELLATOR SYSTEM 

LUMENIS LUMENIS - - - 

- - HOLEP SIMULATOR SYSTEM 
TYPE B 

LUMENIS LUMENIS - - - 

MDA/DM/2019/111 UMMI SURGICAL  
SDN BHD 

CALCULASE III FIBER 
230?M REUSABLE 

UL007 KARL STORZ SE & CO. KG 17TH UROLOGICAL 
ASSOCIATION OF ASIA 
CONGRESS (UAA) 2019 
UNIMAS SKULL BASE 

WORKSHOP 
ENT WORKSHOP 

KUALA LUMPUR 
CONVENTION CENTRE 

(KLCC) 
UNIVERSITY OF 

MALAYSIA SARAWAK 
(UNIMAS) 

UNIVERSITI KUALA 
LUMPUR ROYAL 

COLLEGE OF 
MEDICINE PERAK 

(UNIKL RCMP) 

7/8/2019 - 
10/8/2019 

13/9/2019 -
21/9/2019 

2/10/2019 - 
8/10/2019 

- - CALCULASE III FIBER 365 
?M REUSABLE 

UL008 KARL STORZ SE & CO. KG - - - 

- - LUER PORT WITH STOP 
COCKS 

11014L KARL STORZ SE & CO. KG - - - 

- - DOUBLE LUER PORT 11014LU KARL STORZ SE & CO. KG - - - 

- - CLEANING ADAPTOR FOR 
WORKING CHANNEL 

11014RA KARL STORZ SE & CO. KG - - - 

- - SUCTION ELEVATOR, 19 CM 474001 KARL STORZ SE & CO. KG - - - 

- - FLUORESCEIN BLUE FILTER 
SYSTEM 

20100032 KARL STORZ SE & CO. KG - - - 

- - FLUORESCEIN BARRIER 
FILTER 

20100033 KARL STORZ SE & CO. KG - - - 

- - WIRE CRIMPER, SHORT 
JAWS, 8 CM 

227401K KARL STORZ SE & CO. KG - - - 

- - FORCEPS, OVAL, 1.8 MM, 
STRAIGHT 

662221 KARL STORZ SE & CO. KG - - - 

- - FORCEPS, OVAL, 1.8 MM, 
RIGHT 

662223 KARL STORZ SE & CO. KG - - - 

- - FORCEPS, OVAL, 1.8 MM, 
15 CM,LEFT 

662224 KARL STORZ SE & CO. KG - - - 

- - FORCEPS, OVAL 1.8 MM, 15 
CM, 45° 

662227 KARL STORZ SE & CO. KG - - - 
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- - FORCEPS, OVAL, 1.8 MM, 
90° 

662228 KARL STORZ SE & CO. KG - - - 

- - BONE PUNCH 649003 KARL STORZ SE & CO. KG - - - 

- - NAV1-MODULE 40810020 KARL STORZ SE & CO. KG - - - 

- - NAV1 ELECTROMAGNETIC 
MODULE 

40820020 KARL STORZ SE & CO. KG - - - 

- - NAV1 ELECTROMAGNETIC 
FIELD GENERATOR 

40820030 KARL STORZ SE & CO. KG - - - 

- - MARKING INSTRUMENT, 
NASAL TIP, 11 CM 

488030 KARL STORZ SE & CO. KG - - - 

- - RUBIN SEPTUM 
MORCELIZER 

488038 KARL STORZ SE & CO. KG - - - 

- - ALA GUIDING INSTRUMENT 
FOR 488065 B 

488065A KARL STORZ SE & CO. KG - - - 

- - FIXATION BLOCK FÜR 
488065 A 

488065B KARL STORZ SE & CO. KG - - - 

- - PROTECTION TUBE, METAL, 
6 CM 

225150 KARL STORZ SE & CO. KG - - - 

- - EM PATIENT TRACKER 40820086 KARL STORZ SE & CO. KG - - - 

- - EM ENDOSCOPE TRACKER, 
UNIVERSAL 

40820150 KARL STORZ SE & CO. KG - - - 

- - PANEL PC FOR NAV1 PICO 40800020 KARL STORZ SE & CO. KG - - - 

- - NAVIGATION CAMERA 40800030 KARL STORZ SE & CO. KG - - - 

- - ELECTRONIC BOX 40800040 KARL STORZ SE & CO. KG - - - 

- - PATIENT TRACKER II 40800087 KARL STORZ SE & CO. KG - - - 

END OF LIST 

 


