PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY
AKTA PERANTI PERUBATAN 2012 (AKTA 737)
MEDICAL DEVICE ACT 2012 (ACT 737)

SIJIL PENDAFTARAN PERANTI PERUBATAN
MEDICAL DEVICE REGISTRATION CERTIFICATE
Seksyen 5(1) Akta 737
Section 5(1) of Act 737

No. Pendaftaran: GB1234722-83342 Tarikh Sah Pendaftaran: 17/01/2022 - 16/01/2027
Registration No.: Registration Validity Date:

Sijil ini adalah dengan ini diberi kepada: AD SYSTEM SDN BHD
This certificate is hereby issued to:

F-06-L3, BLOK F, PUSAT KOMERSIAL

yang beralamat di: DATARAN ECOHILL, JALAN ECOHILL 1/2,
which is located at: SETIA ECOHILL,
43500

SEMENYIH SELANGOR DARUL EHSAN

bagi mengesahkan peranti perubatan seperti yang dinyatakan dalam Lampiran 1 adalah berdaftar di
bawah Seksyen 5(1) Akta 737.

to confirm that the medical device as detailed out in Attachment 1 is registered under Section 5(1) of Act
737.

Pendaftaran ini diberikan tertakluk kepada peruntukan-peruntukan di bawah Akta 737 dan peraturan-
peraturan yang dibuat dibawahnya serta syarat-syarat seperti di Lampiran 2.

This registration is granted subject to the provisions under Act 737 and its subsidiary legislations and the
conditions as in Attachment 2.

AHMAD SHARIFF BIN HAMBALI

KETUA EKSEKUTIF

CHIEF EXECUTIVE

PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY




LAMPIRAN 1
Attachment 1

No. Pendaftaran: GB1234722-83342
Registration No.:

Butir-butir peranti perubatan yang didaftarkan
Particulars of the registered medical device

Nama Peranti Perubatan HIGH SPEED DENTAL HANDPIECES
Medical Device Name

Kelas CLASS B Jenama CODENT
Class Brand
Kelompok FAMILY OF SYSTEM
Group
Nama dan alamat CODENT TECHNICAL INDUSTRY CO., LTD
pembuat: 2F, NO.100, LUKE 5TH RD., LUZHU DIST., KAOHSIUNG CITY,
Name and address of ~ 82151
manufacturer TAIWAN
APPENDIX
Nama Sistem Codent High Speed
System Name Dental Handpieces
NO | NAME AS PER DEVICE LABEL IDENTIFIER BRIEF DESCRIPTION OF ITEM
1 High Speed Handpiece and HPK1C4 Standard head / No Fiber optic /
Coupling Single spray / MIDWEST®* M4
’ High Speed Handpiece and HPM1CQ Mini Head / No Fiber optic / Single
Coupling spray / NSK®* QD quick coupler
. . Standard head / No Fiber optic /
3 | High Speed Handpiece and HPS1CQ Single spray / NSK®* QD quick
Coupling
coupler
4 High Speed Handpiece and HPS3C2 Standard head / No Fiber optic /
Coupling Quattro spray / Borden B2
5 High Speed Handpiece and HPS3C4 Standard head / No Fiber optic /
Coupling Quattro spray / MIDWEST®* M4
. . Standard head / Fiber optic /
6 High S_peed Handpiece and HPSCML Quattro spray / NSK®* PTL quick
Coupling .
couping
. . Standard head / Fiber optic /
7 | High Speed Handpiece and HPS3CML Quattro spray / NSK®* PTL quick
Coupling .
couping
. . Standard head / No Fiber optic /
g | High Speed Handpiece and HPS3CQ Triple spray / NSK®* QD quick
Coupling
coupler
. . Standard head / No Fiber optic /
g | High Speed Handpiece and HPX4CQ Quattro spray / NSK®&* QD quick
Coupling coupler
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LAMPIRAN 1
Attachment 1

NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF ITEM
. . Standard head / Fiber optic /
10 | Migh Speed Handpiece and HPX4CML-Ti Quattro spray / NSK®&* PTL quick
Coupling .
couping
High Speed Handpiece and Mini Head / Fiber optic / Single
1 Coupling HPMICML spray / NSK®* PTL quick couping
12 High Speed Handpiece and HPM1S2 Mini Head / No Fiber optic / Single
Coupling spray / Borden B2
High Speed Handpiece and Mini Head / No Fiber optic / Single
13 Coupling HPM154 spray / MIDWEST®* M4
14 High Speed Handpiece and A3 Mini Head / No Fiber optic / Single
Coupling spray / NSK®* QD quick coupler
High Speed Handpiece and Mini Head / No Fiber optic / Single
15 ! A3B2
Coupling spray / Borden B2
16 High Speed Handpiece and A3M4 Mini Head / No Fiber optic / Single
Coupling spray / MIDWEST®* M4
! . Standard head / No Fiber optic /
17 | HGMEEEE SRR - Cd p4 Single spray / NSK®* QD quick
Coupling
coupler
High Speed Handpiece and Standard head / No Fiber optic /
18 X A4B2 .
Coupling Single spray / Borden B2
19 High Speed Handpiece and AAMA Standard head / No Fiber optic /
Coupling Single spray / MIDWEST®* M4
. . 45 Angle head / No Fiber optic /
7ol [ Highiapeed EREEEEEIE 45 triple water jet / NSK®&* QD Quick
Coupling
coupler
. , 45 Angle head / No Fiber optic /
21 | High speed Handpiece and A45K triple water jet / KAVO®*
Coupling ;
Multiflex coupler
. . 45 Angle head / Fiber optic /
22 | High Speed Handpiece and A4SKL triple water jet / KAVO®*
Coupling ;
Multiflex coupler
. : 45 Angle head / Fiber optic /
23 | Migh Speed Handpiece and A45L triple water jet / NSK®* PTL
Coupling !
Quick coupler
24 High Speed Handpiece and AA5M4 45 Angle head / No Fiber optic /
Coupling triple water jet / MIDWEST®* M4
. . 45 Angle head / No Fiber optic /
25 | High Speed Handpiece and M4SN triple water jet /NSK®* PTL Quick
Coupling
coupler
. . Mini Head / No Fiber optic /
26 High Speed Handpiece and A5 Quattro spray / NSK®* QD quick
Coupling
coupler
27 High Speed Handpiece and A5B2 Mini Head / No Fiber optic /
Coupling Quattro spray / Borden B2

Halaman 2 daripada 6
Page 2 of 6




LAMPIRAN 1

Attachment 1
NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF ITEM
High Speed Handpiece and Mini Head / No Fiber optic / triple
28 X A5B ) A X
Coupling water jet / Bienair Quick coupler
29 High Speed Handpiece and ASBL Mini Head / Fiber optic / triple
Coupling water jet / Bienair Quick coupler
. . Mini Head / No Fiber optic /
30 High S_peed Handpiece and A5K Quattro spray / KaVo®* Multiflex
Coupling
coupler
31 High Speed Handpiece and ASKL Mini Head / Fiber optic / Quattro
Coupling spray / KaVo®* Multiflex coupler
32 High Speed Handpiece and ASL Mini Head / Fiber optic / Quattro
Coupling spray / NSK®* PTL quick couping
33 High Speed Handpiece and AS5M4 Mini Head / No Fiber optic /
Coupling Quattro spray / MIDWEST®* M4
. . Mini Head / Fiber optic / Quattro
34 el Speed Handpiece and A5N spray / NSKo Macho quick
Coupling 4
couping
High Speed Handpiece and Mini Head/NO Fiber optic /
35 X A5S A
Coupling Quattro spray / Sirona coupler
High Speed Handpiece and Mini Head/ Fiber optic / Quattro
36 X A5SL )
Coupling spray / Sirona coupler
37 High Speed Handpiece and ASW Mini Head / No Fiber optic /
Coupling Quattro spray / WH quick couping
High Speed Handpiece and Mini Head / Fiber optic / Quattro
38 . ASWL . :
Coupling spray / WH quick couping
39 High Speed Handpiece and ASYL Mini Head / Fiber optic / Quattro
Coupling spray / YOSHIDA quick couping
. . Standard head / No Fiber optic /
a0 | High Speed Handpiece and 26 Quattro spray / NSK®&* QD quick
Coupling
coupler
a1 High Speed Handpiece and A6B2 Standard head / No Fiber optic /
Coupling Quattro spray / Borden B2
. . Standard head / NO Fiber optic /
42 High Speed Handpiece and A6B triple water jet / Bienair Quick
Coupling
coupler
. . Standard head / Fiber optic /
43 High S_peed Handpiece and A6BL triple water jet / Bienair Quick
Coupling
coupler
. . Standard head / No Fiber optic /
44 High Speed Handpiece and AbK Quattro spray / KaVo®* Multiflex
Coupling
coupler
. . Standard head / Fiber optic /
45 | High Speed Handpiece and AGKL Quattro spray / KaVo®* Multiflex

Coupling

coupler

Halaman 3 daripada 6
Page 3 of 6




LAMPIRAN 1
Attachment 1

NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF ITEM
. . Standard head / Fiber optic /
a6 | High Speed Handpiece and 6L Quattro spray / NSK®&* PTL quick
Coupling .
couping
47 High Speed Handpiece and A6M4 Standard head / No Fiber optic /
Coupling Quattro spray / MIDWEST®* M4
. . Standard head / Fiber optic /
48 High S_peed Handpiece and A6N Quattro spray / NSKo Mach®*
Coupling
coupler
High Speed Handpiece and Standard head / NO Fiber optic /
49 X A6S .
Coupling Quattro spray / Sirona coupler
High Speed Handpiece and Standard head / Fiber optic /
50 X A6SL .
Coupling Quattro spray / Sirona coupler
51 High Speed Handpiece and AGW Standard head / No Fiber optic /
Coupling Quattro spray / WH quick couping
52 High Speed Handpiece and ABWL Standard head / Fiber optic /
Coupling Quattro spray / WH quick couping
. A Standard head /Fiber optic /
53 | HIENESEECERENEPE:CR aid A6YL Quattro spray / YOSHIDA quick
Coupling 3
couping
54 High S_peed Handpiece and APJM4 Airjet M_idwest®* Multiflex
Coupling competible
High Speed Handpiece and . « .
55 Coupling APJNM AirJet NSK®* competible
56 High Speed Handpiece and APJKV Airjet KAVO®* Multiflex
Coupling competible
57 High S_peed Handpiece and APJBA AirJet Bienair competible
Coupling
58 High Speed Handpiece and APJSI AirJet Sirona competible
Coupling
59 | High Speed Handpiece and APJWH Airjet W&H competible
Coupling
60 High Speed Handpiece and H3 Mini Head / No Fiber optic / Single
Coupling spray / NSK®* QD quick coupler
High Speed Handpiece and Mini Head / No Fiber optic / Single
61 . H3B2
Coupling spray / Borden B2
62 High Speed Handpiece and H3M4 Mini Head / No Fiber optic / Single
Coupling spray / MIDWEST®* M4
63 High Speed Handpiece and H3N Mini Head / No Fiber optic / Single
Coupling spray / NSKo Mach®* coupler
. . Standard head / No Fiber optic /
64 g'gh speed Handpiece and Ha Single spray / NSK®* QD quick
oupling
coupler
High Speed Handpiece and Standard head / No Fiber optic /
65 X H4B2 .
Coupling Single spray / Borden B2
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LAMPIRAN 1

Attachment 1
NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF ITEM
66 High Speed Handpiece and HAMA Standard head / No Fiber optic /
Coupling Single spray / MIDWEST®* M4
. . Standard head / No Fiber optic /
67 ggguhpﬁrﬁ’geed Handpiece and HAN Single spray / NSKo Mach®*
coupler
. . Standard head / No Fiber optic /
68 ggguhpﬁrﬁ’geed Handpiece and AAN triple water jet /NSK®* PTL Quick
coupler
. . Mini Head / No Fiber optic / triple
69 ggguh lsirﬁ’eeo' Handpiece and A3N water jet /NSK®* PTL Quick
piing coupler
. . NSK®* PTL quick connector
70 ggguhpﬁrﬁ)ged g7 PIEEE EAE Q6M-LED compatible / 6 holes/Halogen
Bulb
. . NSK®* PTL quick connector
71 ggguhplsiﬁged HanEESSET Q6M compatible / 6 holes/Halogen
Bulb
. : KaVo®* Multiflex®** Quick
72 ggguhpﬁrﬁ)geed NEnER- R d Q6KW Connector / 6holes / with Glass
Rod
) , KaVo®* Multiflex ®** Quick
73 gguhpﬁﬁgeed HarEESE Q6K Connector / 6holes / with Glass
Rod
. . KaVo®* Multiflex®** Quick
74 ggguhplsirﬁ)geed el plres 2l Q5K Connector / 5holes / with Glass
Rod
75 High Speed Handpiece and Q4M KaVo®* Multiflex®** Quick
Coupling Connector / 4 holes
76 High Speed Handpiece and Q4Q NSK®* CH- QD quick connector
Coupling compatible / M4
77 gigh ISpeed Handpiece and Q20Q N§K®* CH- QD type compatible /
oupling B
. . KaVo®* Multiflex®** Quick
78 ggguhpﬁ'ﬁgeed Handpiece and CK4010 Connector / 6holes / with Glass
Rod
79 High Speed Handpiece and CK4000 KaVo®* Multiflex®** Quick
Coupling Connector / 4 holes
. . NSK®* PTL quick connector
80 ggguhplsiﬁgeed Handpiece and CN4010 compatible / 6 holes/Halogen
Bulb
High Speed Handpiece and KaVo®* Multiflex®** Quick
81 Coupling CN4000 Connector / 4 holes
82 High Speed Handpiece and Q6K-LED KaVo®* Multiflex®** Quick

Coupling

Connector / 6 holes/ LED Light
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Attachment 1
NO | NAME AS PER DEVICE LABEL | IDENTIFIER BRIEF DESCRIPTION OF ITEM
83 High Speed Handpiece and Q4K KaVo®* Multiflex®** Quick
Coupling Connector / 4 holes
84 High Speed Handpiece and Q6W W&H competible** Quick
Coupling Connector / 6 holes
85 High Speed Handpiece and Q65 Sirona competible** Quick
Coupling Connector / 6 holes
86 High Speed Handpiece and Q6B Bienair competible** Quick
Coupling Connector / 6 holes
87 High Speed Handpiece and Q4w W&H competible** Quick
Coupling Connector / 4 holes
88 High Speed Handpiece and Q4s Sirona competible** Quick
Coupling Connector / 4 holes
89 High Speed Handpiece and Q4B Bienair competible** Quick
Coupling Connector / 4 holes
. . KaVo®* Multiflex®** Quick
90 Hign S_peed Handpiece and Q4KW Connector / 4holes / with Glass
Coupling
Rod
/ . KaVo®* Multiflex®** Quick
o1 | 'fiShiapecdiianciEEEE Q6KW-LED Connector / 6 holes/ LED Light /
Coupling .
Water Regulation
. . Standard head / Fiber optic /
92 /| High Speed Handpiece and HPS3CM Quattro spray / NSK®&* PTL quick
Coupling .
couping
. . Standard head / Fiber optic /
S gl s e 2 HPX4CML Quattro spray / NSK®* PTL Quick
Coupling
coupler
94 High Speed Handpiece and HPK1C2 Standard head / No Fiber optic /

Coupling

Single spray / Borden B2

"End Of Product List"
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