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PUBLIC ENQUIRY - SINGAPORE MEDICAL DEVICE REGISTER (SMDR)

Medical Device - Product Local Advanced
| Deviee | Coregory | Rewstrant | TGO | tmporter | Wholesaler | ypnugacturer | "Search |

Advanced Search (Multiple criteria search is always AND condition)

Search Criteria Search Entry Search Mode
Device Proprietary/Brand Name | Starts With vl

|

| | [Starts With v |

| | [Starts With v |

| | [Starts With v |
Local Manufacturer : | | [Starts With v |

|

|

|

E

Registrant :

Product Owner :

Importer & Wholesaler :

Registration No. :

| [Starts With v |
(Starts With v Singapore Medical

| [Sters Wit v Device Register
Device Class/IVD Category : -Select Medical Device Class-- V|

Specialty Category : | --Select Medical Specialty Area-- v | (S M D R)

Biological Material Component : | _.Sglect Biological Material Component-- v |

Model Name :

Model Identifier :

Product Owner Country : [--Select Country-- v |

Professional Use Only :

Security Check:
Can't read the word below? Try different words

Rxpd —

Please enter the word you see above:

[ ]

30
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[ e v s e L IEE NQUTR T STNGRPORET ED L DEVTE PRECTSTERTSIDRT: == = = o o s s s s s e e,
I Device Info I
I Device Name: AERD Digital Blood Pressure Monitors UA-1000 Series [ARD COMPANY, LIMITED]

Description: A&D Digital Blood Pressura Monitors UA-1000 series is used for the indirect {noninvasive) I
I measurement of the blocd pressure.

Medical Specialty Area: Ganeral Hospital I
I Medical Device Class: Class B medical device I
I Device Registration No: DEMI12E18

Registration Date: 03/05/2013 I
I Change Notification Approval Date: Mot Applicabla

Device System Info: [Device with measuring function], A%D Digital Blood Pressure Monitors UA-1000 series is used for I
I the indirect {noninvasive) measurement of the blood pressure. I

L-----------------------------

Product Ouner Digital Blood Pressure
Monitor

1. ABD COMPAMY, LIMITED [ABD COMPANY, LIMITED] 3-23-14 Higashi Ikebukuro Toshima, Ku, Tokyo.170-00132, JAPAN

Registrant

1. Equip Medical Pte Ltd 81 TOH GUAMN ROAD EAST, SECOM CENTRE, #03-01, SINGAPORE 508606 - Ris k CIass : B
Models I i
Model Name Identifier DM-DI Place of Manufacture = G rou pl n g type : Fa m I Iy Of
Digital blood UA-1010 CHINA System

pressure monitor
UA-1010
Drigital blood UA-1020 CHIMNA
pressure monitor
JA-1020

Drigital blood UA-10320T CHIMNA
pressure monitor
UA-1030T

ILEII‘gE Cuff {31cm to |WA-CUFFBOXLU-EC CHIMNA
45cm )

Small Cuff (16cm to |UA-CUFFBOXCU-EC CHIMNA
24cm)
Adult cuff (22cm o |UA-CUFFBOXAU-EC CHIMNA
22em)
|Large Cuff {21cm to |WA-CUFFBOXLA-EC CHIMNA
45cm)
Small Cuff (16cm to |UA-CUFFBOXCH-EC CHIMNA
24cm)
adult cuff (17cm o |UA-CUFGBOXAU-EC I CHIMNA
22em)

CHIMNA

Close

Thai FDA 3
Mote: All device listings on the Singapore Medical Device Register (SMDR) are active. Class A medical devices are not

registered in the SMDR. To retrieve Class A medical devices, please visit Class A Medical Device Database.
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Y I = 1o (@ = = 6
M2 e1d9 Software ‘VII&I%ﬂLﬂ%LﬂSBONBLLW'ﬂH

Q

& & A A A o A A A eaAa o
1 FanawITITuUTTadsw 15anenua ﬂvlwmimamlumsmuquLmaauaLLW'ﬂwauwm AR
2. TaNALITLATDIAALRYEIRTLWNN SN NIR I NN T AN S a i 948
(i BMI, U3unow 90, wdasann mmol/L 1w mg/dL)
3. SrUUIANITaNaReIUJUANNT ( Laboratory information management system LIMS) #3aszuuansawineviadljudnns
Laboratory Information System (LIS)
WaanUaUUIUA UM YNNG 289l JUanmsuaznIfaautays
6 Edl 095 @ A Aana Aaa v 1A A 6 v U
4. Gﬁa‘V\I@]LL'nrmqmu@aumm@aﬂa}maﬂauﬂLLuummﬂ@alvl,wuﬂﬁm,m"lzwnagapdmsl

v A F‘ﬂldo o A

5. TaNGWITNAATINNURAING (Display) Va9LaTaINaLNNTNAR18 ww”wmimlqﬂﬂaﬁuﬁvlﬂﬂig&fwﬁw%al,aﬁ’wamﬁ@ﬁmeﬁ

v
(‘ﬂldo Q (-9

L3aIdaunNnENIiaIn
6. mansasH e ldiyaainamanisunngainnsn liandanenisinavzeniaudanniu nnelnauasdeanssend 19unmnevse

o/

dilels (Telemedicine) TngliinnsvinanulunisprupuATaaNa LN NENNNIA
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Q 1 A A 6 Qs & A
IR AIDJNALLANNYAINLNTUNTN 9 (1)

6 A o

Lmawau,ww EI‘Y]Nﬂﬁﬂﬂ“ﬂi?ﬂ%ﬂ’]ﬁiﬂﬂ’]ﬂd%ﬂﬂ‘ﬂNG%&HEILW?J‘.IJTH’]TM?EI LLﬂﬂLﬂﬂEI‘H:
=

WRIINW (Lmaawauwﬂzlmwamﬂmmumul%mLﬂumiaawauwm‘n wmﬂmlﬂu 3
N’mmma\mmmwsla’miumiiﬂﬂﬁl,muwmﬂ (specialized treatment) LLa@Lmasz@;u

(stimulators))

A A & A
LA ANBLLAN Elﬂﬁzm“n‘}’] 2

- Electrical and/or magnetic and electromagnetic energy
1 Muscle Stimulators
2 External Bone growth Stimulators

3 TENS Devices
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TENS (transcutaneous electrical nerve stimulation)

TENS

{transCutaneous lecincal nerve stimulation)

Device Info

Device Name: Well-Life transcutaneous electrical nerve stimulator (TENS) [Well-Life Healthcare]
Description: Transcutaneous Electrical Nerve Stimulation (TENS) is intended for pain relief.

Medical Specialty Area: Physical Madicine

Medical Device Class: Class B medical device

Device Registration Mo: DEOD15886

Registration Date: 08/07/2014

Change Notification Approval Date: Not Applicable
Device System Info: [System or Procedure Pack], well-Life TENS and Electrode Pads
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l@3nslaunngUsziani 2 (¢a)

- Thermal energy
1 Cryosurgery Equipment
2 Heat patch
- Mechanical energy
1 Dental Handpieces
2 Powered Dirills
- Light

Phototherapy for Skin Treatment and for Neonatal Care
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l@3nslaunngUsziani 2 (¢a)

- Sound
Hearing Aids
- Ultrasound

Equipment for Physiotherapy
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Thermal energy : Heat patch

www.pslove.com

BackHeat

Non-medicated heat relief

Back Pain
Relief

Fast Heating,
Effective Relief

ith improved adhesive from Jopan!

re f
Qhr] | HERtiNG

Device Info
Device Mame: Guardian Therapeutic Heat Patch - For Abdomen [GUARDIAN HEALTH & BEAUTY]
Description: Helps to relieve menstrual cramps & pain by using heat patches which are air-activated at the
targeted area of the body (abdomen].
Medical Specialty Area: Physical Medicine
Medical Device Class: Class B medical device
Device Registration No: DEOS04278
Registration Date: 25/03/2020
Change Notification Approval Date: 22/09/2022
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Mechanical energy : Dental Handpieces

Device Info

Device Mame:
Description:

Medical Specialty Area:

Medical Device Class:

Device Registration No:

Registration Date:

BA INTERNATIONAL DENTAL HANDPIECES & ACCESSORIES [Henry Schein Pte Ltd]

From the premium titanium top of the range dental turbines to the economical screw-on type units,
BA offers the right high-speed dental handpiece to suit customer's exact requirements. B.A,
International offers both the highest guality premium dental handpiece turbines and reputable entry
level models. We offer LED, fibre-optic or non-optic turbines, screw-on as well as quick connection
versions. Within the quick connection range, B.A. has dental highspeed turbines to fit directly on to
a wide range of coupling types such as Bien Air@®, Kavo®, NSKE, W&H®E or Sirona®. Our fast
dental drills are some of the most price-competitive on the market, especially given that subsequent
handpiece repairs are a part of our service. We also offer a cost-effective subscription package to
maintain your dental handpiece turbines. This all-inclusive scheme is the perfect solution to plan the
outlay of dental practices.

Cental

Class B medical device

DE0505040

15/10/2020

Change Notification Approval Date: Mot Applicable
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Light : Phototherapy for Skin Treatment and for Neonatal Care

Device Info

Device Name: Bistos Infant Phototherapy Equipment (BT-450) [Bistos Co., Ltd.]

Description: The infant phototherapy equipment, BT-450 is indicated for use to treatment of infants diagnosed
with hyperbilirubinemia, commonly known as neonatal jaundice, which can cause a yellow
discoloration of the skin and the whites of the eyes. The devices can be used in a hospital or at

a home. The device is designed to use for patient population described in the infant, who is age up to
Eu‘ 3 months and weight less than 10kg.

g Medical Specialty Area: Obstetrics & Gynaecology

; Medical Device Class: Class B medical device

g Device Registration Mo: DEOS08275

@ Registration Date: 07/07/2023

Change Motification Approval Date: Not Applicable

}
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Sound : Hearing Aids

Device Info

Device Name: Beltone Ally Hearing Aids (ITE, Digital) [Beltone A/S]

Description: Generic air-conduction hearing instruments are wearable sound-amplifying devices intended to
compensate for impaired hearing. The fundamental operating principle of hearing instruments is to
receive, amplify, and transfer sound to the ear drum of a hearing impaired person

Medical Specialty Area: Ear, Mose & Throat
Medical Device Class: Class B medical device
Device Registration Mo: DEDO19182
Registration Date: 25/04/2017

Change Notification Approval Date: Mot Applicable
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Ultrasound : Therapeutic Ultrasonic
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1 Baby Incubators

2 Electrosurgical Generators

3 Lung Ventilators

4 External Pacemakers and Defibrillators
5 Surgical Lasers

6 Therapeutic X-ray and other sources of lonizing Radiation
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Lung Ventilator

Device Info

Device Name:
Description:

Medical Specialty Area:

Medical Device Class:

Device Registration No:

Registration Date:

Siare Falco 202 Evo Lung Ventilator [SIARE ENGINEERING INTERNATIOMNAL GROUP S.r.l.]

The Falco 202 Evo is a lung ventilator that can be used on Adult, Paediatric and Neonatal patients; it
has been conceived for the using in transport (intra hospital and road ambulance), intensive care
and for hospital patients affected by chronic respiratory failure (CRF).

General Hospital

Class C medical device
DEOS03826
19/11/2019

Change Motification Approval Date: Mot Applicable
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1 After loading Control Devices

2 External Feedback Systems for Active Therapeutic Devices
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Otoscope
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Q 1 A A 6 Qs & A
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. Lﬂéaaﬁauwwﬁﬁﬁﬁnﬁaﬁajmmm%m%'umﬁﬁaﬁfg mmja%mmﬁaﬁﬂﬁlﬁmﬂu
m‘wmiﬂ?mwaamimmsoﬂmwamal (radiopharmaceuticals) ma‘mﬂmmm
meumﬂma@@mﬂ@yma‘l,umwmumimaaﬁmmﬂmﬂm@am@I@yma (vital
physiological processes) sondunIasiaunndlyzinng 2

1 Electronic Thermometers

2 Electronic Blood Pressure Measuring Equipment
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Dental Surgery Treatment Planning Software

Device Info

Device Name:

Description:

Medical Specialty Area:

Medical Device Class:

Device Registration MNo:
Registration Date:

Change Motification Approval Date:

Dental Wings coDiagnostiX™ Dental Surgery Treatment Planning Software

[Dental Wings GmbH]

coDiagnostiX is intended to be used as dental surgery treatment planning software. It is indicated
for pre-operative simulation and evaluation of patient anatomy, dental implant placement, surgical
instrument positioning, and surgical treatment options, in edentulous, partial edentulous or
dentition situations, which may require a surgical guide. It is further indicated for the user to design
such guides for, alone or in combination, the guiding of a surgical path along a trajectory or a
profile, or to help evaluate a surgical preparation or step.

Dental

Class B medical device

DEDS01501

10/04/2018

16/03/2023
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ﬁ@mwﬂw‘"ﬂmaa’%‘ﬁﬂmﬁém”ty@ia%ﬁ@] (vital physiological parameters) 49117
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3ﬁﬁldfﬂmaﬂaﬁﬂLﬁaLLa@adﬁgﬂaﬂaglu aNMZeRATIEUNGS saidwaiosdaunng
52109 3

1 Monitors /Alarms for Intensive Care

2 Apnea Monitors including Apnea Monitors in Home Care
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AMIDeNLAIBdNALLANYRINLNTUENN 10 (1)
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Patient Monitor

Device Info

Device Mame:
Description:

Medical Specialty Area:

Medical Device Class:

Device Registration No:
Registration Date:

Change Notification Approval Date:
Device System Info:

Bionet BM Patient Monitor [Bionet Co.,Ltd.]

Used for monitoring biological information and occurrence of a patient. Main functions of the product
include displaying information such as BM1: Sp02, NIBP and temperature, EtCO2; BM3: ECG,
respiration, Sp02, NIBP and temperature; BM5: ECG, respiration, Sp02, MIEP, IBP, EECO2 and

temperature; BM7: ECG, respiration, Sp02, NIBP, IBP, EtCO2 and temperature; on its LCD screen
and monitoring parameter, and alarming.

General Hospital

Class C medical device

DEOO17656

19/11/2015

Mot Applicable

[System or Procedure Pack], There are no sterile components in this application.
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Planning Software for Prostate cancer

N A e T

[Py Veun ey ST S ey §—— Y- e

03-30-01 WOu
L#eIm 2.0

j g L g — e b b 8 —
Device Info
Device Name: Varian Variseed Planning and Evaluation Software [Varian Medical Systems]
Description: VariSeed is a software application for planning and evaluating brachytherapy procedures for the

treatment of prostate cancer. It facilitates pre-operative planning and post-operative evaluation as
well as intra-operative planning and evaluation.

Medical Specialty Area: Radiology / Imaging

Medical Device Class: Class C medical device

Device Registration No: DEOOD12386

Registration Date: 18/02/2013

Change Motification Approval Date: Mot Applicable

Device System Info: [System or Procedure Pack], standalone software for brachytherapy.
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diagnostic X-ray sources

MRI 3T
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1 suction equipment
2 feeding pumps

3 Needle-free Injection
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1 Infusion/ Syringe Pumps
2 Anesthesia Equipment
3 Dialysis Equipment

4 Hyperbaric Chambers
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1 Examination Lamps

2 Surgical Microscopes

3 Powered Hospital Beds & Wheelchairs

4 Intraocular Lens Web-based Calculator
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Intraocular Lens Web-based Calculator
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THREE basic rules must be fulfilled

»One generic proprietary name ;

»One product owner ;
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Common Submission Dossier Template (CSDT)

1. QU

N WNISIAINSYUIONAISAIMSU
InSovRNNNNSNTINTIInSoviionnng

2 . WA ( I—a be I ) AASUNSIHIGUMUUDONSIWNY

(non-in vitro diagnostic medical device)
fnSumsiurzesunarSeIvsMsa:IBuaInSovdeIwNg

3. LOnN&1INY (User Manual, Instruction for Use)
4. unsjUlineInuAIasliaunng (Executive Summary)

5. J18aLduALRIaINBLANE (Device Description)
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Common Submission Dossier Template (CSDT)

6. MANMIFNAIALINLANNUR AN DUAZANITOULINITNIHD 0T8T aunnSuaziTuaninnuaaansad (Essential
Principle of Safety and Performance of Medical Device and Method Used to Demonstrate Conformity w38 91319 EP)
7. Lﬂﬂﬁ’]iﬁ@ﬂﬂ’ﬁﬂ'}%aauLtazmi’mﬁanﬂ’n&lgﬂﬁadwadﬂ’ﬁaaml,‘.IJ‘.IJ (Summary of Design Verification and
Validation Document)

8. LaﬂmiLLammﬁLm’]zﬁmW11L§80 (Risk Management file)

9. Laﬂmmam%aLLazﬁ@f‘maaamuﬁwﬁmﬂ%aaﬁaLmeT (Manufacturer Information)

10. RIIFDILIDIANY LTW iso 13485, Declaration of Conformity, Letter of Authorization (1#1177)
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Common Submission Dossier Template (CSDT)
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