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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:
Registration No.:

GC7760226-235398 Tarikh Sah Pendaftaran:
Registration Validity Date:

30/06/2026 - 29/06/2031

Sijil ini adalah dengan ini diberi kepada:        MEDIK GEN SDN BHD
This certificate is hereby issued to:

yang beralamat di:
which is located at:

NO 15, JALAN BS7/20, TAMAN PERINDUSTRIAN
BUKIT SERDANG, ,
43300 SERI KEMBANGAN
SELANGOR DARUL EHSAN

Peranan establismen
Role of establishment

Wakil Diberi Kuasa
Authorized Representative

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.

MURALITHARAN PARAMASUA
KETUA EKSEKUTIF
CHIEF EXECUTIVE
PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY
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No. Pendaftaran:
Registration No.:

GC7760226-235398 Tarikh Sah Pendaftaran:
Registration Validity Date:

30/06/2026 -
29/06/2031

Butir-butir peranti perubatan yang didaftarkan
Particulars of the registered medical device
Nama Peranti Perubatan
Medical Device Name

INTENSIVE CARE TRANSPORT INFANT INCUBATOR

Kelas
Class

CLASS C Jenama
Brand

TENDE VAV-TR

Kelompok
Group

SYSTEM

Nama dan alamat
pembuat:
Name and address of
manufacturer

TENDE ELEKTRONIK YAZILIM MÜHENDISLIK ILETISIM MAKINA SANAYI VE
TICARET LIMITED SIRKETI
AHI EVRAN OSB MAHALLESI AKHUN CAD. NO: 5/1 SINCAN/ANKARA,
06935
TURKEY

APPENDIX
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NO NAME AS PER DEVICE LABEL IDENTIFIER BRIEF DESCRIPTION OF
ITEM

1 Tende VAV‑TR Intensive Care
Transport Infant Incubator M04.00001.00.00

Tende VAV‑TR Intensive Care
Transport Infant Incubator
consists of: 1. Built‑in Masimo
SET Rainbow SpO₂ (Standard
Parameters) with 1 pc Masimo
SpO₂ Patient Cable 2.
Integrated Secondary Battery 3.
Integrated Secondary IV Pole
Feature 4. Transport Trolley (for
in‑hospital use only) 5.
Compatible Stretcher ES‑260
Model 6. Compatible Stretcher
KS‑001 KVZ Model 7. Masimo
Total Hemoglobin (SpHb)
Parameter 8. Masimo
Methemoglobin (SpMet)
Parameter 9. Masimo
Carboxyhemoglobin (SpCO)
Parameter 10. Masimo Pleth
Variability Index (PVI)
Parameter 11. VAV‑TR Rear
Access Door Feature with Hand
Ports (2 pcs) 12. Monitor /
Ventilator Table (maximum
load 8 kg) 13. MVP‑10 Pediatric
/ Neonatal Ventilator and
Standard Accessories 14.
Stretcher Carera Tec Model 15.
Sirio Baby 200 Portable
Neonatal Ventilator and
Standard Accessories 16.
Amoul T6 Transport Ventilator
and Standard Accessories

2 SPO2 FLEX CABLE H01.00225.00.00 SPO2 FLEX CABLE

3 SPO2 PATIENT CABLE H01.00228.00.00 SPO2 PATIENT CABLE

4 POWER CORD, CE TYPE H01.00233.00.00 POWER CORD, CE TYPE

5 LINE FILTER H01.00465.00.00 LINE FILTER

6 SPO2 BOARD, STANDART
PARAMETERS H01.00471.**.** SPO2 BOARD, STANDART

PARAMETERS

7 AC POWER INPUT FUSE
(AUTOMATIC) H01.00491.00.00 AC POWER INPUT FUSE

(AUTOMATIC)

8 RTC BATTERY H01.00776.00.00 RTC BATTERY

9 SKIN TEMPERATURE PROBE,
DISPOSABLE H01.00834.00.00 SKIN TEMPERATURE PROBE,

DISPOSABLE

10
SPO2 NEONATAL ADHESIVE
SENSOR, DISPOSABLE, INF
(3-20KG)

H01.00836.00.00
SPO2 NEONATAL ADHESIVE
SENSOR, DISPOSABLE, INF
(3-20KG)
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NO NAME AS PER DEVICE LABEL IDENTIFIER BRIEF DESCRIPTION OF
ITEM

11
SPO2 NEONATAL ADHESIVE
SENSOR , DISPOSABLE, NEO
(<3KG)

H01.00838.00.00
SPO2 NEONATAL ADHESIVE
SENSOR , DISPOSABLE, NEO
(<3KG)

12
SPO2 NEONATAL ADHESIVE
SENSOR, DISPOSABLE, NEOPT
(<1KG)

H01.00839.00.00
SPO2 NEONATAL ADHESIVE
SENSOR, DISPOSABLE, NEOPT
(<1KG)

13 SPO2 NEONATAL ADHESIVE
SENSOR, REUSABLE (>1KG) H01.00844.00.00 SPO2 NEONATAL ADHESIVE

SENSOR, REUSABLE (>1KG)

14 POWER SUPPLY H01.00858.00.00 POWER SUPPLY

15 BATTEY (12V, 24AH) H01.00863.00.00 BATTEY (12V, 24AH)

16 SKIN PROBE SOCKET (ONLY
SOCKET) H01.01409.00.00 SKIN PROBE SOCKET (ONLY

SOCKET)

17 BATTERY CONNECTOR
(FEMALE) H01.01496.00.00 BATTERY CONNECTOR

(FEMALE)

18 BATTERY CONNECTOR (MALE) H01.01498.00.00 BATTERY CONNECTOR (MALE)

19 AC POWER INPUT SOCKET
(ONLY SOCKET) H01.01501.00.00 AC POWER INPUT SOCKET

(ONLY SOCKET)

20 OXYGEN SENSOR H01.01647.00.00 OXYGEN SENSOR

21 EXAMINATION LAMP SWITCH H01.01656.00.00 EXAMINATION LAMP SWITCH

22 CONTROL UNIT FRONT
MEMBRANE LABEL, STANDART H02.00368.00.00 CONTROL UNIT FRONT

MEMBRANE LABEL, STANDART

23
CONTROL UNIT FRONT
MEMBRANE LABEL, SPO2
OPTION

H02.00369.00.00
CONTROL UNIT FRONT
MEMBRANE LABEL, SPO2
OPTION

24 POWER CORD SAFETY
RETAINER H02.00580.00.00 POWER CORD SAFETY

RETAINER

25 AIR FILTER H02.00625.00.00 AIR FILTER

26 VAV-TR-FAN MOTOR IMPELLER H02.00628.00.00 VAV-TR-FAN MOTOR IMPELLER

27 CAOPY LOCK RETAINER KIT H02.00630.00.00 CAOPY LOCK RETAINER KIT

28 REGULATOR SEAL H02.00633.00.00 REGULATOR SEAL

29 AIR REGULATOR (PIN INDEX,
WITH VENTILATOR OUTLET) H02.00635.00.00 AIR REGULATOR (PIN INDEX,

WITH VENTILATOR OUTLET)

30 AIR REGULATOR (TSE, WITH
VENTILATOR OUTLET) H02.00637.00.00 AIR REGULATOR (TSE, WITH

VENTILATOR OUTLET)

31
OXYGEN REGULATOR (PIN
INDEX, WITH VENTILATOR
OUTLET)

H02.00639.00.00
OXYGEN REGULATOR (PIN
INDEX, WITH VENTILATOR
OUTLET)

32 OXYGEN REGULATOR (TSE,
WITH VENTILATOR OUTLET) H02.00641.00.00 OXYGEN REGULATOR (TSE,

WITH VENTILATOR OUTLET)
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33 VAV-TR-SHELL LOCK-PLASTIC-
PART1 (LARGE PART) H02.00642.00.00 VAV-TR-SHELL LOCK-PLASTIC-

PART1 (LARGE PART)

34 HOOD FOAM WITH ADHESIIVE H02.00644.00.00 HOOD FOAM WITH ADHESIIVE

35 TROLLEY STRETCHER
BLOCKLIFT AMORTISOR H02.00645.00.00 TROLLEY STRETCHER

BLOCKLIFT AMORTISOR

36 TROLLEY STRETCHER LIFT
AMORTISOR H02.00648.00.00 TROLLEY STRETCHER LIFT

AMORTISOR

37 WHELL, KICK PEDAL H02.00652.00.00 WHELL, KICK PEDAL

38 AIR CYLINDER (PIN INDEX, PI
MARKED) H02.00656.00.00 AIR CYLINDER (PIN INDEX, PI

MARKED)

39 AIR CYLINDER (TSE, PI MARKED) H02.00657.00.00 AIR CYLINDER (TSE, PI MARKED)

40 OXYGEN CYLINDER (PIN INDEX,
PI MARKED) H02.00658.00.00 OXYGEN CYLINDER (PIN INDEX,

PI MARKED)

41 OXYGEN CYLINDER (TSE, PI
MARKED) H02.00659.00.00 OXYGEN CYLINDER (TSE, PI

MARKED)

42 EMS AMBULANCE STRETCHER
YELLOW/WHITE H02.00691.00.00 EMS AMBULANCE STRETCHER

YELLOW/WHITE

43 KURTARAN STRETCHER H02.00694.00.00 KURTARAN STRETCHER

44 SKIN PROBE HEAT REFLECTIVE
ADHESIVE PATCH H02.00702.00.00 SKIN PROBE HEAT REFLECTIVE

ADHESIVE PATCH

45 AIR CYLINDER (PIN INDEX, DOT
MARKED) H02.00734.00.00 AIR CYLINDER (PIN INDEX, DOT

MARKED)

46 OXYGEN CYLINDER (PIN INDEX,
DOT MARKED) H02.00735.00.00 OXYGEN CYLINDER (PIN INDEX,

DOT MARKED)

47 TROLLEY STRETCHER
BLOCKLIFT BOOM HEAD H02.00788.00.00 TROLLEY STRETCHER

BLOCKLIFT BOOM HEAD

48 WHELL, KICK PEDAL H02.01152.00.00 WHELL, KICK PEDAL

49 VAV-TR PB/MB FLAT CABLE Y01.00156.**.** VAV-TR PB/MB FLAT CABLE

50
VAV-TR EXTERNAL DC POWER
INPUT SOCKET AND
ASSEMBLED INTERNAL CABLE

Y01.00164.**.**
VAV-TR EXTERNAL DC POWER
INPUT SOCKET AND
ASSEMBLED INTERNAL CABLE

51 VAV-TR ON/OFF BUTTON AND
ASSEMBLED CABLE Y01.00165.**.** VAV-TR ON/OFF BUTTON AND

ASSEMBLED CABLE

52 VAV-TR IN DEVICE OXYGEN
CONNECTION CABLE Y01.00168.**.** VAV-TR IN DEVICE OXYGEN

CONNECTION CABLE

53 VAV-TR MAIN BOARD Y01.00191.**.** VAV-TR MAIN BOARD

54 VAV-TR POWER BOARD Y01.00192.**.** VAV-TR POWER BOARD

55 VAV-TR SCREEN BOARD Y01.00193.**.** VAV-TR SCREEN BOARD
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56 VAV-TR RECHARGABLE LI-ION
BATTERY KIT Y01.00350.**.** VAV-TR RECHARGABLE LI-ION

BATTERY KIT

57 VAV-TR AIR PROBE Y01.00403.**.** VAV-TR AIR PROBE

58 VAV-TR ASSEMBLED HEATER
BLOCK Y01.00404.**.** VAV-TR ASSEMBLED HEATER

BLOCK

59 VAV-TR ELECTRONIC CONTROL
UNIT-NOSPO2 Y01.00405.**.** VAV-TR ELECTRONIC CONTROL

UNIT-NOSPO2

60 VAV-TR FAN MOTOR KIT
(WITHOUT IMPELLER) Y01.00407.**.** VAV-TR FAN MOTOR KIT

(WITHOUT IMPELLER)

61 VAV-TR OXYGEN SENSOR
CABLE Y01.00409.**.** VAV-TR OXYGEN SENSOR

CABLE

62 VAV-TR EXAMINATION LAMP Y01.00414.**.** VAV-TR EXAMINATION LAMP

63
VAV-TR CANOPY HAND PORT
(FOR FRONT/ BACK COVER)
(ONLY PLEXIGLASS)

Y02.00106.**.**
VAV-TR CANOPY HAND PORT
(FOR FRONT/ BACK COVER)
(ONLY PLEXIGLASS)

64 VAV-TR BABY MATTRESS TRAY Y02.00245.**.** VAV-TR BABY MATTRESS TRAY

65 VAV-TR HAND PORT (FOR SIDE
COVER) (ONLY PLEXIGLASS) Y02.00246.**.** VAV-TR HAND PORT (FOR SIDE

COVER) (ONLY PLEXIGLASS)

66 VAV-TR CANOPY COVER
LOCK/UNLOCK KIT Y02.00247.**.** VAV-TR CANOPY COVER

LOCK/UNLOCK KIT

67 VAV-TR KURTARAN STRETCHER
BINDING KIT Y02.00262.**.** VAV-TR KURTARAN STRETCHER

BINDING KIT

68 VAV-TR BABY RESTRAINT
STRAPS Y02.00264.**.** VAV-TR BABY RESTRAINT

STRAPS

69 VAV-TR AIR FILTER COVER Y02.00271.**.** VAV-TR AIR FILTER COVER

70 VAV-TR CANOPY EXTERNAL
SHELL (ONLY PLEXIGLASS) Y02.00350.**.** VAV-TR CANOPY EXTERNAL

SHELL (ONLY PLEXIGLASS)

71 VAV-TR CANOPY INTERNAL
SHELL (ONLY PLEXIGLASS) Y02.00351.**.** VAV-TR CANOPY INTERNAL

SHELL (ONLY PLEXIGLASS)

72 VAV-TR CANOPY REAR/FRONT
COVER (ONLY PLEXIGLASS) Y02.00352.**.** VAV-TR CANOPY REAR/FRONT

COVER (ONLY PLEXIGLASS)

73 VAV-TR CANOPY SIDE COVER
(ONLY PLEXIGLASS) Y02.00353.**.** VAV-TR CANOPY SIDE COVER

(ONLY PLEXIGLASS)

74 VAV-TR GROMMET Y02.00368.**.** VAV-TR GROMMET

75 VAV-TR HAND PORT DEAL (FOR
FRONT/BACK COVER) Y02.00369.**.** VAV-TR HAND PORT DEAL (FOR

FRONT/BACK COVER)

76 VAV-TR HAND PORT SEAL (FOR
SIDE COVER) Y02.00370.**.** VAV-TR HAND PORT SEAL (FOR

SIDE COVER)

77 VAV-TR FAN MOTOR RUBBER Y02.00372.**.** VAV-TR FAN MOTOR RUBBER
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78 VAV-TR CANOPY HAND PORT
HINGE KIT Y02.00375.**.** VAV-TR CANOPY HAND PORT

HINGE KIT

79 VAV-TR REAR/FRONT/LEFT
COVER SEAL Y02.00381.**.** VAV-TR REAR/FRONT/LEFT

COVER SEAL

80 VAV-TR OXYGEN SENSOR
SPACER Y02.00425.**.** VAV-TR OXYGEN SENSOR

SPACER

81 VAV-TR OXYGEN SENSOR BASE Y02.00430.**.** VAV-TR OXYGEN SENSOR BASE

82 VAV-TR OXYGEN SENSOR
WINDOW Y02.00431.**.** VAV-TR OXYGEN SENSOR

WINDOW

83 VAV-TR IV POLE FIXING PART Y02.00448.**.** VAV-TR IV POLE FIXING PART

84 VAV-TR EMS STRETCHER
BINDING KIT Y02.00450.**.** VAV-TR EMS STRETCHER

BINDING KIT

85 VAV-TR HUMIDITY SPONGE Y02.00451.**.** VAV-TR HUMIDITY SPONGE

86 VAV-TR EMS TARGET
STRETCHER BINDING KIT Y02.00573.**.** VAV-TR EMS TARGET

STRETCHER BINDING KIT

87 VAV-TR IV POLE (HOLDER PART) Y02.00691.**.** VAV-TR IV POLE (HOLDER PART)

88 VAV-TR HAND PORT LOCK KIT Y02.00750.**.** VAV-TR HAND PORT LOCK KIT

89 VAV-TR CANOPY COVER
(ASSEMBLED) Y02.00756.**.** VAV-TR CANOPY COVER

(ASSEMBLED)

90 VAV-TR-BABY MATTRESS (FOAM
AND FABRIC) Y02.00763.**.** VAV-TR-BABY MATTRESS (FOAM

AND FABRIC)

91 VAV-TR CANOPY REAR/FRONT
COVER (ASSEMBLED) Y02.00768.**.** VAV-TR CANOPY REAR/FRONT

COVER (ASSEMBLED)

92 VAV-TR CANOPY SIDE COVER
(ASSEMBLED) Y02.00769.**.** VAV-TR CANOPY SIDE COVER

(ASSEMBLED)

93 VAV-TR IV POLE (ASSEMBLED) Y02.00773.**.** VAV-TR IV POLE (ASSEMBLED)

94 VAV-TR IN HOSPTAL TROLLEY Y02.00808.**.** VAV-TR IN HOSPTAL TROLLEY

95
VAV-TR OXYGEN HOSE FOR
MVP-10-AMBULANCE PENDANT
CONNECTION, PENDANT BS
(BRITISH) TYPE

Y02.01056.**.**
VAV-TR OXYGEN HOSE FOR
MVP-10-AMBULANCE PENDANT
CONNECTION, PENDANT BS
(BRITISH) TYPE

96
VAV-TR AIR HOSE FOR MVP-10-
AMBULANCE PENDANT
CONNECTION, PENDANT BS
(BRITISH) TYPE

Y02.01186.**.**
VAV-TR AIR HOSE FOR MVP-10-
AMBULANCE PENDANT
CONNECTION, PENDANT BS
(BRITISH) TYPE

97 SKIN TEMPERATURE PROBE,
REUSABLE Y05.00005.**.** SKIN TEMPERATURE PROBE,

REUSABLE

"End Of Product List"


	Tende VAV-TR (MG vers).pdf
	MDA_INTENSIVE CARE TRANSPORT INFANT INCUBATOR.pdf

