Wemer mecse

Superior performance as an infant warmer enhances
the value of the dual-mode type incubator.




Superior performance as an infunt warmer
enables better medical treatment. '

The mattress is warmed
J uniformly and enables stable

Resuscitation can be easily performed
using the optional‘resuscilation unit,
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Line Up

DualIncu I

(add-on)

Atom’s code

Description Atom’s code Description

61600 with Oz Controller, for 100V area 61615 Welght Monitor Unit
61601 with Oz Controller, for 200V area 61621 5pOz Unit (Masimo)
61602 without Oz'Controller. for 100V area 61622 Sp02 Unit (Nelicor)

61603 without O2 Controller, for 200V area

Specifications

Power requirements

Main body:Customer specilied
Power consumption:800VA (Maximum)

Classification

Class 1, Type BF

Temperature control
(incubator mode)

{Infa Wamer mode)

G.5

SKin ternperature setting range:34,0~37.5 'C/93.2~99.5'F

Skin temperature display range:30.0~42,0C/86~107.6'F
Incubator air temperature setting range:23.0~37.0C/73.4~98.6'F
Incubator air ternperature display range:20.0~42.0'C/68~107.6'F
Heater output:0~100% (in 10 levels)

Alarrasthigh temperature, set temperature, skin temperature probe
Skin temperature setting range:34.0~37.5 'C/93,.2~99,5°F =
Skin temperature display range:30.0~42.0C/86~107.6°F - g, f)
Heater output:0~100% (in 10 levels)
Alarms:set temperature, baby check, skin temperatute probe

Pulse oximeter

SpQa2 display range:1~100% SpO2  Pulse rate display range:25~240bpm
Alarrs:SpOz high limit, SpOz tow limit, pulse rate high limit, putse rate low limit

Humidity controt

Relative humidity setting range:40--95%Rh  Relative humidity display range:15~99%Rh
Maximum relative humidity: z90%Rh
Alarms:humidity sensor, low water level, no water, humidity chamber off, set humidity

Oxygen control Oxygen concentration setting range:22~65% Oxygen concentration measurement range:15~105%
Alarms;oxygen sensor. oxygen concentration, oxygen flow rate, oxygen sensor not calibrated
Welght monitor Weight measurement range:300~7000g/0.66~15.4 (b (in automatic maode)
Display interval: 1g  Weighing mode:manual, automatic
-
External display 8.5 inches (TFT-LCD) (-Z’ 7z
Dimensions Main body (with the HL stand):68{W)x119(0}x138~226(H)cm
Mattress surface:80-~120cm in height  Mattress surface{with the weight monitor):81.5~121.5¢m in helght
External display:24.5(W)X6.5 (DX 16{H)cm  Mattress:65(W)X36.5(D)x2(T)cm
Welght 1 Approx.128kg  Approx.132kg (With welght monitar) P {?«5 5
P
- « : 7
- Accessories % x o] -1 Pneumoctean (electrostatic ﬁter)...l Dust cover (for Dual Incu #)...1 """ Y

2 Piping connecting hos

Alorn Medical Corporation malntains a continulng product lmprovement program,and thereforo the equipment actually purehased and
raceived may differ in spacitfications andior configuralion from that shown I tho calal

Manufacturer: ATOM MEDICAL CORPORATION
http:/hwww.atomed.co.jp

Exporter: ATOM MEDICAL INTERNATIONAL, INC.

Iwakata Bldg., 3-18-16, Hongo, Bunkyo-ku, Tokyo, JAPAN
Phone: + 813 3815 2941 Fax: + 81 3 3812 9670/4080
URL: hitp://www.atom-ami.co.jp
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# . ATOM

Tokyo, June 10,2011 S .

Re: ATOM Infant Incubator Mode and Infant Warmer Mode Model Dual Incu i
To whom it ma}} “conoern:

We, the 1111d0131gned hucby ccmfy that the above mentioned products are calibrated at
Atom factory with the following regulations before delivery.

1. The X-1ay tassette tray can be slide at two sides of left and right admittance panel.
2. Matiress Platfoun can be shdc at two side of lcff and right admittance panel.-

e

. 3. Adouble-lock meohamsm for the 1mp10ved SdfCly of the left and right admittance ~ 4/1_ 7

_panel. ~ -
4, Mattress Plalfolm can’ be tilting angle+/- 13 deg1ee . i{i i v
5. There is one control knob for adjustable mattress tray. i ,,!L / /
6. The safety system of mcubat(n is based on a double microcomputer—————— 77+
7. There is fuse for safety functior, ~—————— 2k 0"‘
8. Temperature Setting range:- Infant Incubator Mo& and Infant Waunel Mode
- Skin Temp: 34.0 - 37.5°C in 0.1°C increment —*—1—2—-——1:-4 ,;f,f
=Air Temp. :23.0 ,__37“ _C_ [
9. Tempelatuxe dzspldy range:- Infant Incubator Mode and Infant Warmer Mode
- Skin Temp : 30.0- 42.0°C - — /-/i, [
- Alr I@n’lp :20.0- 42 OOC P TE e s i f“ /Z]i
10. Heater output indi 100 (in lOIcvcls) b 4'/ [5
11. Humidity setting'range: 40 - 95% (in 1% increments) », / -
. Humidity display 1angc 15 99% T
12 Alarm: Power failure, Skaempemtmc Probe, System lelme Set Temperature . / ) 9’{7‘[ -
Manual Control, Set Temperature Servo Control, Fan, High Temperature, Low 77 j ’
Humidity, No Water, Humidity Chamber Off, T Filter Cover Open, Hunudxty 1/ / J b 15

Sensor, Check Baby, Canopy position and Canopy Emergency Stop
13. External display is"LCD or TFT-LCD.
14. The electrostatic filter (pneumoclean) is much more efficient in collectjng
retaining dust than conventional air filters tlnough the 1nspection windpw

check from outside the filter condltlon T
15. The resin and acrylic c‘oatu}”gjﬁg oy
cleaned and disinfected; - e /’ T3 Lo

16. Incubator air temperature display is within +0.3°C

17. Skin temperature display is within +0.3°C

18. Incubatortemperature stability when the front door is open.
- It 1s within 2°C with ambient temperature at 25°C

. Noise level (dB) inside hood

\\';;—- /'l‘ Ir:. «[ D .
p 7™



ATOM MEDICAL INTERNATIONAL, INC, Iwakata Bidg.,3-1 :

20. Atr Velocity : iO cmy/s or below i
21 Air Circulation : Air flows both from right and left hood —— “ _
22, Mattress : Pressure — dispersion type —————— /[, [ Z

23. Pneumoclean filter can remove dust and bacteria whose size is 0,3 microns

24 Raled voltage 230V 4/-10% Y

C

W/

<

¥

L

25. Frequency ~ :50Hz T !
26. Memory function : The last selected settings and display items will be displayed ~__ /z J4
s [R

when the power switch is pressed ON”_ /
27. Trend function of Air/Skin Temperature/Humidity can set max 24 hours, The old_ . AT
data disappears and can not be recovered when you change the “frend period” as ,7 é
1,3, 6,12 or 24 hours,
28. Trend function of weight is 8 days,
29. Hood is made of clear acrylic Double Wall Hood (Front and Rear)
30. The switch is selectable for Skin Temperature Control System or Air 2
Temperature Control System. (Infant Incubator or Infant Warmer Mode) / Dok )7

31. Heater is far Infrared ceramic - B/ /

32. The unit is controlled by microprocessor or microcomputer.—— G
33. The Apgar timer is seiting at 1, 3, 5 and 10 minutes ——_ bt

onds, — <

Y,

34. CPR timer is setting every 3

. e i »
35. There are Power Syygtgh__@ggi_}f;jgl;gq,tWS_WLtchﬂon the panel—— ;/// "’

Temperature + 1° C, Baby Checl, and canopy tilt 5y
37. Baby Check Alarm will occur every 15 minutes in radiant warmer ==~ Y’
38. Pulse Oximeter Module is (Optional) ‘
39. The weight monitor measurement range : 300 -7000 g. (Display interval : 1g.)
(Optional)
40._The unit can be adjustable height (Left and Right) ——— 9.5
41. Heater output can be set in the range of 0-100% in 5% increments

36._Alamm: Power failure, System [ ailure, Skin temperature probie, Set

]

Yours sincerely,
Atom Medical International, Inc.

=

; ttg lijifia

ttector, General Manager

NNNE

0,Japan, Phone:03-3815-2941 Fax:03-3812-4080,9670 hitp:/henew.atom-ami.co.jp



RN ATOM MEDICAL
Tokyo, January 11, 2024

14

To whom [t imay concern,

 CERTIFICATE OF AUTHORIZATION

We, ATOM MEDICAL CORPORATION hereby confirm and certify that

Teo Hong Sllom Co.,Ltd,

ol
Bangna Tower-B, 17th Floor, S 7 ¢} ‘72‘ ~7,, :’/ é
2/8 Moo 14, Bangna-Trad K.M 6.5, / ) "
Bangkaew, Bangplee, , ‘ -
Samutprakarn 10540, THAILAND

o N

\__ N ' -
is our sole and exclusive authorized agent and distributorTh Thalland. kf/ /, ‘—7 J ' -

)l/ )

7
{

>

X,

Y
Joo?
{

/
/

Teo Hong Sllom Co. Ltd. Is responslble for the reglstration, promotion, sales, in-service tralning,

after-sale service, distribution, offering, negotiating and signing contracts related to Atom products
—InThalland. |

ATOM MEDICAL CORPORATION ; oy
T [ o
,/”"‘ ' At
Name: Tetsu Murayama L o

Title:  Director
International Connected Department

ATOM MEDICAL CORPORATION
httpsi/iwww.atomed.co.jp/




o .
( DAKKS
«7/7 Boutsche
’-:/y Akkreditierungsstelfe
D-2M-11321-01-00

Product Sowvico

Certificate
No. Q5 032050 0015 Rev. 01 .

Holder of Certificate: ~Atom Medical Corporation

» N 2-2-1, Dojo, Sakura-ku, Saltama-shi
Saitama

338-0835 JAPAN

ATOM
Certification Mark:

fuyeud comipy-tat

Scope of Certificate:  Deslgn and Development, Production,
Servicing and Distribution of Infant Incubator,

Infant Radiant Warmer, Infusion Pump, Nebulizer,
Photo Therapy Unit, Birthing Table, Examination Table,
Vacuum Extractor, Ultrasound Fetal Doppler
Phonocardiograph, Medical Lighting Equipment,
Oxygen Treatment Apparatus, Stethoscope,
Resuscitator and Patient Monitor.

Production (labeling only), Servicing and Distribution of
Steel Made Surgical Instruments and Audiometer.

The Certificatlon Body of TUV SUD Product Service GmbH cerlifies that the company mentioned

above has eslablished and Is maintaining a quality management system, which meels the /
requirements of the listed standard(s). All applicable requirements of the testing and cerlifighlion

regulation of TUV SUD Group have to bs complied with. For detalls and ceriificate validit

see: www tuvsud. com/ps-cer{?a=ceart:Q5 032050 0015 Rev. 01

Report No.: JA2126149
Valid from: 2024-06-09
Valid untll: 2027-05-08

c @/(—\/

Date, 2024-03-13 Christoph Dicks
Head of Certification/Nolified Bady

Page 1 of 2 L
TOV 8UD Product Service GmbH » Geyflf



DAKLKS
¢ ,,'.;7 Deulsche

Akkreditferungsstelle
D-ZM-11321.01-00

Certificate

No. Q5 032050 0015 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

TOV SUD Product Service GmbH « Certification®

180 13485:2016 - ~.2F
{EN 1SO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021) e o
Medical devices - Qualily management sysfems - /

Requirements for regulatory purposes

Atom Medical Corpofation
2-2-1, Dojo, Sakura-ku, Saitama-shi, Saitama,
338-0835 JAPAN

Design and Development, Production and Distribution of Infant
incubator, Infant Radiant Warmer, Infuslon Pump, Nebulizer,
Photo Therapy Unit, Birthing Table, Examination Table, Vacuum
Exlractor, Ultrasound Fetal Doppler Phonocardiograph, Medical
Lighting Equlpment, Oxygen Treatment Apparatus, Stethoscope,
Resuscitator and Patient Monitor.

Production (labeling only) and Distribution of Stee! Made Surgical
Instruments and Audiometer.

Atom Medical Corporation
3-18-15, Hongo, Bunkyo-ku, Tokyo, 113-0033 JAPAN

Dislribution of Infant Incubalor, Infant Radiant Warmer, Infusion
Pump, Nebullzer, Photo Therapy Unit, Birthing Table, Examination
Table, Vacuum Extractor, Ultrasound Felal Doppler
Phonocardiograph, Medical Lighting Equipment, Oxygen
Trealment Apparatus, Stethoscope, Resuscitator, Palient Monitor,
Steel Made Surglcal instruments and Audiometer,

Atom Medical Corporation Wako Service Center
5-1-63, Nilkura, Wako-shi, Saitama, 351-0115 JAPAN

Servicing and Distribution of Infant Incubator, Infant Radiant
Warmer, Infusion Pump, Nebulizer, Photo Therapy Unit, Birthing
Table, Examinalion Table, Vacuum Extraclor, Ultrasound Fetal
Doppler Phonocardiograph, Medical Lighting Equipment, Oxygen
Treatment Apparatus, Stethoscope, Resuscitator, Patie ffor
Steel Made Surgical Instruments and Audiometer.

285 « 80339 Munich » Germany

AE
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R NTOM MEDICA

L,
Tokyo, January 11, 2024

»

To whom It may concern,

CERTIFICATE OF AUTHORIZATION

We, ATOM MEDICAL CORPORATION hereby confirrn and certify that

Teo Hong Sllom Co,,11d.

Bangna Tower-B, 17th Floor, ~ }f Z‘Z ;/ 5 ;:/ é
2/3 Moo 14, Bangna-Trad K.M 6.5, \/7 7 ,-}
_Bangkaew, Bangplee, _ / " ,
Samutprakarq_lOSdO,jHAlLANl}_) . {C)
-

\:i
{7

.
Is our sole and exclusive authorlzed agent and distributorin Thalland. 7 / ) -, /i) i;/ 2
/ / ; [

" /
_...Teo Hong Silom Co.,Ltd. is responsible for the reglstratlon, promotion, sales, in-service tralning,

after-sale service, distribution, offering, negotiating and signing contracts related to Atom products
In Thalland,

ATOM MEDICAL CORPORATION TN

e i !

»’—T;/ZZ?’“ ERRp
7 JINTI.
Name: Tetsu Murayama L ]

Title:  Director
International Connected Department

N
ATOM MEDICAL CORPORATION  3-18-15 Hongo, Bunkyo-lu, Tokyo, Japan 113-0038
httpsi/iwww.atomed.co jp/



({ DAKKS
o/ Dedlsche

’/ Mfkred_ltlerungmelle

0-204-11321-01-00

Product Sevico

Certificate
No. Q5 032050 0015 Rev. 01 .

Holder of Certificate:  Atom Medical Corporation
AW 2-2-1, Dojo, Sakura-ku, Saitama-shi
Saifama

338-0835 JAPAN

NTOM
Certification Mark:

fwvsud.comiprout

Scope of Certificate:  Deslgn and Development, Production,
Servicing and Distribution of Infant Incubator,

Infant Radiant Warmer, Infusion Pump, Nebullzer,
Photo Therapy Unit, Birthing Table, Examination Table,
Vacuum Extractor, Ultrasound Fetal Doppler
Phonocardiograph, Medical Lighting Equipment,
Oxygen Treatment Apparatus, Stethoscope,
Resuscitator and Patient Monitor.

Production (labeling only), Servicing and Distribution of
Steel Made Surglcal Instruments and Audiometer,

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has eslablishad and Is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the tesling and cerlifi
regutation of TOV SUD Group have to be complied with. For detalls and certificate validit
see! www.tuvsud.com/ps-cerl?a=cerl:Q5 032050 0015 Rev. 01

Report No.: JA2126149
Valid from: 2024-05-09
Valid until: 2027-05-08

C) @/(—\/

Date, 2024-03-13 Christoph Dicks
ead-of Cetification/Notified Body

Paga 1 of 2 :
TOV 80D Praduct Service GmbH » Cerlification Body » Ridlerstraie 65 + 80339 Munich » Germany



DAKKS

e A7 Detlsche

7 Akkreditterungsstelle
D-2M-11321-01-00

Product Servico

Certificate
No. Q5 032050 0015 Rev. 01

Applied Standard(s): 180134852016 7
PP (8): & IS0 13485:2016/AC:2018, EN ISO13485:2016/A11:2021)> 2T
/

Medical devices - Quality managenent syslems ™
Requirements for regulatory purposes '

Facility(ies): Atom Medical Corporation
2-2-1, Dojo, Sakura-ku, Saitama-shi, Saltama,
338-0835 JAPAN

Design and Development, Production and Distribution of Infant
Incubator, Infant Radiant Warmer, Infuslon Pump, Nebhulizer,
Photo Therapy Unit, Birthing Table, Examination Table, Vacuum
Exlraclor, Ultrasound Fetal Doppler Phonocardiograph, Medical
Lighting Equipment, Oxygen Treatment Apparatus, Stethoscope,
Resuscitator and Patient Monitor,

Production (labeling only) and Distribution of Steel Made Surgical
Instruments and Audiometer,

Atom Medical Corporation
3-18-15, Hongo, Bunkyo-ku, Tokyo, 113-0033 JAPAN

Distribution of Infant Incubator, Infant Radiant Warmer, Infusion
Pump, Nebulizer, Photo Therapy Unit, Birthing Table, Examination
Table, Vacuum Extractor, Ultrasound Fetal Doppler
Phonocardiograph, Medical Lighting Equipment, Oxygen
Treatment Apparatus, Stelhoscope, Resuscitator, Patient Monitor,
Steel Made Surgical instruments and Audiometer.

Atom Medical Corporation Wako Service Center
5-1-63, Nlikura, Wako-shi, Saitama, 351-0115 JAPAN

Servicing and Distribution of Infant Incubator, Infant Radiant

Warmer, Infusion Pump, Nebulizer, Photo Therapy Unit, Birthing

Table, Examination Table, Vacuum Extractor, Ultrasound Fetal

Doppler Phonocardiograph, Medicat Lighting Equipment Oxygen

Treatment Apparatus, Stethoscope, Resuscitator, PallexLPM ffor
Steel Made Surglcal Instruments and Audiomater.

Page 2 of 2
TOV SUD Product Service GmbH + Cerlification Body * RidlerstraBe 65 » 80339 Munich » Germany
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