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B 0.141 CFM  (£343%1 4.0 7 0.141 CFM  (£34351 4.0 7 0.141 CFM  (F3435f 4.0 7
MHTARAL (A XK 0.04 0.04 0.04
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EC Declaration of Conformity

We, the undersigned,

Manufacturer Eng3 Corporation

Address, City 2234 Eastlake Ave E, Seattle, WA 98102

Country USA

Phone number US-206-525 0227

Fax number / e-mail Fax: US-425-650 7171, email: customer.care@eng3corp.com

Authorized representative in See label with name and contact information on the backside of the product or
Europe visit: www.eng3corp.com/service

certify and declare under our sole responsibility that the following apparatus:

Description Medical Device, Class |
Manufacturer Eng3 Corporation, Seattle, USA
Brand NanoVi Wellness
\dentification NanoVi, NanoVi Eco,

NanoVi Pro, NanoVi Exo
Restrictive use Professional use and Home use

conforms with the essential requirements for CE-marking of:
Medical Devices Directive 93/42/EEC and 2007/47/EG

General Product Safety Directive

Electromagnetic Compatibility Directive (EMC)

Restriction of Hazardous Substances Directive (RoHS1) 2002/95/EC

Waste Electrical and Electronic Equipment Directive (WEEE) 2002/96/EC, currently Directive 2012/19/EU

Packaging and packaging waste directive, 94/62/EC

the following standards / specifications were applied:
IEC 60601-1:2005+AMD1:2012 General Requirements for Basic Safety and Essential Performance

IEC 60601-1-2:2014 Collateral Standard: Electromagnetic disturbances - Requirements and tests
|IEC 60601-1-6:2013 Collateral Standard: Usability
IEC 60601-1-11:2015 Collateral Standard: Home Healthcare Environment
ISO 14971:2007(E) Medical Devices - Application of Risk Management to Medical Devices
IEC 62366-1:2015 Application of Usability Engineering to Medical Devices
and therefore, complies with the essential requirements and provisions of Medical Device , Class I.
Name  Hans J. Eng
Position of person binding = President/ CEO
the manufacturer = Eng3 Corporation
Date = March 15, 2018

Signature

© Copyright 2018 Eng3 Corporation. Al rights reserved. M126-rev05

www.eng3corp.com | 206.525.0227 | info@eng3corp.com
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Eng3 Corporation
2234 Eastlake Avenue E.

URER, g% 98102

IIAEHE: +1.206.525.0227
fEB: +1.425.650.7171

FL-FHE4E: Info@eng3corp.com

M3k www.eng3corp.com

Bt O R MR

BEZ 7 : www.eng3corp.com/service
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20.1 2 5& R 5# 1600-1 /9 H - 4

Nasal Home Oxygen Instructions for Use

Please read and follow the Instructions for Use prior to using your nasal cannula

Cannula for your home oxygen therapy.

The Nasal Cannula is used to deliver supplemental oxygen to patients who have a prescription for home
oxygen therapy. Prior to home use, you and/or your caregiver should receive instructions from a trained
healthcare professional on how to safely use your nasal cannula while on oxygen.

End Connector

Wye Connector

Nasal
Prongs

Headset Loop

Nasal Cannulas are disposable and for single-patient use.

Nasal Cannulas are intended for use in the home, outpatient, extended care, transport and hospital
environments.

Nasal cannulas are available in sizes from infants to adults. The nasal cannulas are available in different

styles with various lengths of supply tubing. Some styles may have liter flow limitations, which will be
stated on the product label.

Who to Contact

For additional questions or comments about your Nasal Cannula, contact Salter Labs customer care at
800-421-0024, Mon—Fri 8 AM to 5 PM CST.; or email Customercare@salterlabs.com.

For questions about your home oxygen equipment, contact your local home care provider.
If your physical symptoms worsen or you experience a sudden change in your condition (e.g.,
increased shortness of breath, fever, dizziness), or if you develop a hypersensitivy (severe rash) to

your nasal cannula, call your doctor.

If you experience severe physical problems (e.g., chest pains, cannot breath), call 911.

g sanEn lnns® (Continued on the next page)

31



eng3

Instructions for Use (continued)

Application
1. Wash hands. Remove nasal cannula from package.

2. Attach end connector to oxygen source, €.g., oxygen
extension tubing or oxygen flow control outlet.

3. Adjust flow control knob to the prescribed liter flow.
Check for gas flow from the nasal prongs.

4. a—Position the nasal cannula with the nasal prongs facing
upward and curved toward the face.
b-Insert the two nasal prongs into the nostrils.

5. a-Wrap the headset loop up and over both ears.

b—Alternative placement: Secure headset loop behind
your head.

6. a—Squeeze the sides of the bolo and glide the bolo up under
your chin.

b—Leave enough space to fit at least two fingers between the
bolo and chin.

Care and Cleaning Instructions

1. Once a day, use a clean damp cloth to wipe off the nasal
prongs and headset tubing.

2. Do not use strong or scented detergents, degreasert, alcohol
based products or lotion soaps to clean your nasal cannula.

(5)

. Do not sterilize your nasal cannula.

4. Discard and replace your nasal cannula when it becomes
soiled, discolored or the prongs become stiff. Recommend
replacing nasal cannula at least once every 14 days. Do not use
your nasal cannula for more than 30 days.

(= SALTER LABS

(Continued on the next page)

SLML-130 Rev B, Aug 2016
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Instructions for Use (continued)

Safety Precautions

.

Oxygen is a nonflammable gas, but does support combustion. Follow your homecare provider’s instructions for
the care and safe operation of your oxygen delivery system (e.g., oxygen cylinder, oxygen concentrator, liquid
oxygen).

Do not smoke or allow anyone to smoke around you. This includes, but limited to,
cigarettes, pipes, cigars, and electronic cigarettes (vapors).

Keep oxygen equipment at least 6 feet away from flames or any heat source, for
example, fireplaces, stoves, barbeque grills, and space heaters.

Do not use petroleum based products or oil-based creams and lotions in or around
your nose. For example, don't apply Vasoline around or in your nares.

Do not use flammable products such as aerosol sprays or cleaning products
while wearing your nasal cannula or around your oxygen source.

DD LD

Avoid using electrical equipment that may cause a spark, for example, electric razor,
blow-dryer or curling iron.

Use oxygen as prescribed by your doctor.

The total length of your nasal cannula and oxygen supply tubing should not exceed 57 feet to ensure there
is enough pressure to deliver prescribed oxygen flow rate.

Do not kink, bend or tie your oxygen tubing,

Do not place anything on your tubing that may obstruct flow.

Keep excess tubing loosely coiled and out of the way to prevent tripping on oxygen tubing.

Do not place your oxygen tubing or nasal cannula under blankets, bedsheets, rugs, etc.

Use caution to prevent your oxygen tubing from becoming entangled in your furniture.

Keep an extra nasal cannula and other oxygen supplies available for use.

Do not let children or pets play with your nasal cannula and oxygen equipment.

Recommend use of swivel adapter for nasal cannula and supply tubing longer than 14 feet.

If using humidification, add a water trap to collect excess moisture in the supply tubing.

g sanEn lnns® (Continued on the next page)

33



eng3

Instructions for Use (continued)

Troubleshooting Tips

Problem

Possible Cause

Corrective Action

No oxygen flow
from nasal prongs

1. Cannot feel the airflow in your nostrils.

2. Flow control valve is not turned on.

3. Oxygen system is not functioning
properly or oxygen container is empty.

4.The nasal cannula is disconnected from
oxygen device or supply tubing.

5. Nasal cannula or oxygen tubing kinked
or blocked.

1. Check air flow by placing prongs next to

hand or place nasal prongs into a small
container of clean water. Bubbles will
appear if there is oxygen flow.

. Set flow control to prescribed setting.
. Switch to backup oxygen source and

contact your homecare provider.

. Reconnect oxygen tubing. Ensure all

tubing connections are tight and secure.

. Inspect cannula and oxygen tubing for

kinks or damage. Ensure nothing is placed
on top the tubing.

Water in nasal cannula
or oxygen supply
tubing

1. Humidifier bottle overfilled, or bottle
has tipped over.

2. Water trap is full
3. High humidity environment, or sudden

drop in temperature.

. Pour out the excess water. Ensure that the

humidifer bottle is upright.

2. Empty water trap.
. Consider adding a water trap to your

oxyen supply tubing.

Nasal dryness
or irritation

. Gas flow is dry.

S}

. No humidifier is being used.

. Use normal saline spray or water soluble

ointment, (i.e., AYR Saline Nasal Gel) to
moisten the inside your nostrils. If
condition worsens, contact your doctor.

. Contact your doctor or homecare provider

to request humidification.

Soreness or irritation
around ears

1. Headset tubing too tight.
2. Tubing pressing against skin.

. Loosen headset tubing.
. Place a cotton padding or cushion (i.e.,

EZ- Wrap) under headset tubing.

Skin rash and/or sores
caused by nasal cannula

1. Sensitivity or reaction to nasal
cannula material.
2. Nasal cannula is dirty.

3. Cleaning detergent used to clean nasal
cannulas may be absorbed into the
plastic and can irritate the skin.

4. Nasal prongs are stiff causing nasal
irritation and discomfort.

. Contact your health care provider and/or

doctor.

. Wipe nasal cannula down with a damp

cloth to remove oil and debris. If detergent
is needed use a mild soap and rinse well.

. Replace cannula. When cleaning cannula

only use a damp cloth. Do not use strong
detergents, disinfectants or oil based soaps.

. Replace naasal cannula. Do not use a nasal

cannula for more than 30 days.

Nasal prongs and
tubing is stiff

1. Most nasal cannulas are made with a
PVC material, which may harden with
age and extended use.

2. Alcohol based cleaners may harden
the PVC material

. Replace your nasal cannula

. Replace your nasal cannula

(5 SALTER LABS'

SLML-130 Rev B, Aug 2016
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20.2 HEE# GSM60A05-P1J BYH - Fiit

User’s Manual

1) The power supply shall be used and operated according to the following

specification.
The input and output shall not exceed the rating on the label.
The power supply shall be operated in dry conditions.

Manufacturer: MEAN WELL USA, INC
44030 Fremont Blvd,

Fremont, CA 94538

USA

www.meanwellusa.com
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MW

60W AC-DC Reliable Green Medical Adaptor

GSMGOA series
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(©for5-9v) EN60601-1  ANSI/AAMI ES60601-1 IEC60601-1

M Features

* 3 pole AC inlet IEC320-C14, Class I power unit

* Medical safety approved (2 x MOPP) accroding to
ANSI/AAMI ES60601-1 and IEC/EN60601-1

* Extremely low leakage current

* No load power consumption<0.1W

* Energy efficiency level VI and meet CoC Version 5
(Except 5~9V for Level V)
+ -30~+70°C wide range working temperature
* Protections: Short circuit / Overload / Over voltage/ Over temperature
* LED indicator for power on
* Lifetime > 105 K hours
* 3 years warranty

M Description

— @ 2xMOPP

M Applications

* Mobile clinical workstation

* Oralirrigator

* Portable hemodialysis machine
* Breath Machine

* Medical computer monitor

GSM60A is a highly reliable, 60W desktop style single-output green medical adaptor series. This product is
a class I power unit(with FG),equipped with a standard IEC320-C14 AC inlet and adopting the input range
from 80VAC to 264VAC. The entire series supplies different models with output voltages between 5VDC
and 48VDC that can satisfy the demands for various types of medical electrical devices. The circuitry
design meets the international medical standards (2+«MOPP), having an ultra low leakage current (<100#A),

fitting the medical devices in direct electrical contact with the patients.

With the efficiency up to 91% and the extremely low no-load power consumption below 0. 1W, GSM60A is
compliant with USA EISA 2007/DoE , Canada NRCan, Australia and New Zealand MEPS , EU ErP, and
meet Code of Conduct(CoC) Version 5.The supreme feature allows the adaptor to save the energy when
it is either under the operating mode or the standby mode. The entire series utilizes the 94V-0 flame
retardant plastic case. GSM60A is certified for the international medical safety regulations.

B Model Encoding

———— Output voltage
-——— |EC320-C14 AC inlet
——  Rated wattage
Series name

DC plug type P1J: Standard model,2.1 ¢ x5.5¢x11mm,C+,tuning fork type
Other options available by customer requested (see Page 4~5)

File Name:GSM60A-SPEC 2018-01-12
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60W AC-DC Reliable Green Medical Adaptor

GSMGOA series

SPECIFICATION
ORDER NO. GSM60A05-P1J | GSM60A07-P1J | GSM60A09-P1J | GSM60A12-P1J | GSM60A15-P1J | GSM60A18-P1J | GSM60A24-P1J | GSM60A48-P1J
SAFETY MODEL NO. GSMB0AO5 | GSMB0A07 | GSMB0A09 | GSMBOA12 | GSMB0A15 | GSMB0A18 | GSM60A24 | GSMB0A48
DC VOLTAGE Note.2| 5V 7.5V 9V 12V 15V 18V 24V 48V
RATED CURRENT 6A 6A 6A 5A 4A 3.33A 2.5A 1.25A
CURRENT RANGE 0.1~6A 0.1~6A 0.1~6A 0.1~5A 0.1~4A 01~333A |0.1~25A 0.1~1.25A
RATED POWER (max.) 30W 45W 54W 60W 60W 60W 60W 60W
OUTPUT | RIPPLE & NOISE (max.) Note.3| 80mVp-p 80mVp-p 100mVp-p 100mVp-p 100mVp-p 120mVp-p 150mVp-p 240mVp-p
VOLTAGE TOLERANCE Note.4| £5.0% 15.0% +5.0% +3.0% +3.0% +3.0% +3.0% +2.5%
LINE REGULATION Note.5 +1.0% +1.0% +1.0% +1.0% +1.0% +1.0% +1.0% +1.0%
LOAD REGULATION +5.0% +5.0% +5.0% +3.0% +3.0% +3.0% +3.0% +2.5%
SETUP, RISE TIME Note.6| 1000ms, 30ms / 230VAC 1500ms, 30ms / 115VAC at full load
HOLD UP TIME (Typ.) 50ms / 230VAC 18ms / 115VAC at full load
VOLTAGE RANGE Note.7| 80 ~ 264VAC 113 ~370VDC
FREQUENCY RANGE 47 ~ 63Hz
INPUT EFFICIENCY (Typ.) 81.5% 86% 87.5% 88% 88.5% 89% 90.5% 91.5%
AC CURRENT (Typ.) 1.4A/ 115VAC 1A/ 230VAC
INRUSH CURRENT (Typ.) Cold start 30A/115VAC ~ 60A/230VAC
LEAKAGE CURRENT(max.) | Earth leakage current < 100 zA/264VAC , Touch current < 100:A/264VAC
OVERLOAD 105~ 1§0% rated qutput power : _
PROTECTION Protection type : Hiccup mode, recovers automatically after fault condition is removed
OVERVOLTAGE 52~7.0V ‘7.8~ 10.2v ‘9.4~12.2V ‘12.6~16.2V 167~203V  |18.9~243V |25.2~324V |50.4~64.8V
Protection type : Shut down o/p voltage, re-power on to recover
OVER TEMPERATURE Shutdown o/p voltage, re-power on to recover
WORKING TEMP. -30 ~+70°C (Refer to "Derating Curve")
WORKING HUMIDITY 20% ~90% RH non-condensing
ENVIRONMENT | STORAGE TEMP., HUMIDITY | -40 ~ +85°C, 10 ~ 95% RH non-condensing
TEMP. COEFFICIENT +0.03% /°C (0~40°C)
VIBRATION 10 ~500Hz, 2G 10min./1cycle, period for 60min. each along X, Y, Z axes
OPERATING ALTITUDE Note.8| 3000 meters
SAFETY STANDARDS IEC60601-1, TUV EN60601-1, ANSI/AAMI ES60601-1(3.1 version), CAN/CSA-C22.2 No. 60601-1:14 - Edition 3, EAC TP TC 004 approved
ISOLATION LEVEL Primary-Secondary: 2xMOPP, Primary-Earth:1xMOPP
WITHSTAND VOLTAGE 1/P-O/P:4KVAC  I/P-FG:2KVAC O/P-FG:SHORT
ISOLATION RESISTANCE 1/P-O/P, I/P-FG:100M Ohms / 500VDC / 25°C 1/ 70% RH
Parameter Standard Test Level / Note
Conducted emission EN55011 (CISPR11), FCC PART 15/ CISPR22, Class B
CAN ICES-3(B)/NMB-3(B)
EMC EMISSION Radiated emission Exﬁlsl(gés(%léiﬁ\‘ug;ﬁ; PARTIS/ CISPR22 Class B
Harmonic current EN61000-3-2 ClassA
SAFETY & Voltage flicker EN61000-3-3 | e
EMC EN55024 , EN60601-1-2, EN61204-3
(Note 9) Parameter Standard Test Level / Note
ESD EN61000-4-2 Level 4, 15KV air ; Level 4, 8KV contact
Level 3, 10V/m( 80MHz~2.7GHz )
RF field susceptibility EN61000-4-3 Table 9, 9~28V/m( 385MHz~5.78GHz )
EFT bursts EN61000-4-4 Level 3, 2KV
EMC IMMUNITY Surge susceptibility EN61000-4-5 Level 3, 1KV/Line-Line , 2KV/Line-FG
Conducted susceptibility EN61000-4-6 Level 3, 10V
Magnetic field immunity EN61000-4-8 Level 4, 30A/m
Voltage dip, interruption EN61000-4-11 188:2 ::?e:rss{ilggzéz?]‘t::ﬁ)g: SR,
MTBF 720K hrs min. MIL-HDBK-217F(25°C )
OTHERS |DIMENSION 125*50*31.5mm (L*W*H)
PACKING 0.32Kg; 40pcs/  13.8Kg/1.05CUFT
PLUG See page 4~5 ; Other type available by customer requested
CONNECTOR -
CABLE See page 4~5 ; Other type available by customer requested
NOTE 1. All parameters are specified at 230VAC input, rated load, 25°C 70% RH ambient.

2. DC voltage: The output voltage set at point measure by plug terminal & 50% load.
3. Ripple & noise are measured at 20MHz by using a 12" twisted pair terminated with a 0.1,f & 47,f capacitor.
4. Tolerance: includes set up tolerance, line regulation, load regulation.
5. Line regulation is measured from low line to high line at rated load.

6. Length of set up time is measured at first cold start. Turning ON/OFF the power supply may lead to increase of the set up time.

7. Derating may be needed under low input voltages. Pleas check the derating curve for more details.

8. The ambient temperature derating of 3.5°C/1000m with fanless models and of 5°C/1000m with fan models for operating altitude higher than 2000m(6500ft),
9. The power supply is considered as an independent unit, but the final equipment still need to re-confirm that the whole system complies with the

EMC directives. For guidance on how to perform these EMC tests, please refer to “EMI testing of component power supplies.”
(as available on http:/www.meanwell.com)

File Name:GSM60A-SPEC 2018-01-12
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60W AC-DC Reliable Green Medical Adaptor

GSMGOA series

M Derating Curve

100

LOAD (%)

20

20

I
30 40

50 60 70 (HORIZONTAL)

AMBIENT TEMPERATURE (C)

B Mechanical Specification

125

LOAD (%)

M Static Characteristics

80

1
1
1
!
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
"
0f

90 100 110 120 140 160 180 200 220 240 264

INPUT VOLTAGE (VAC) 60Hz

Case No. GS60A  Unit:mm

UL2464 16AWG 1000+50mm for 5 ~ 15V
UL1185 16AWG 1500 50mm for 18 ~ 48V

Power LED &

70£10mm

AC Inlet
IEC320-C14

H DC output plug
© Standard plug: P1J

P1J

Pin Assignment

/

{
&

G

Outside ©—(@—@ Inside

/ ACFG

-V connected to AC FG

File Name:GSM60A-SPEC 2018-01-12
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60W AC-DC Reliable Green Medical Adaptor

GSMGOA series

© Optional DC plug:
, A B ©
Tuning Fork Style Type No.
9 y o0 oD ID L
= P 55 2.1 9.5
[[H}M]mmﬂﬂmﬂﬂ]j PIL 55 25 | 95
T A . (Straight) P1M 5.5 2.5 11.0
—j\% . ‘ P1IR 5.5 2.1 9.5
. P1JR 5.5 2.1 11.0
, P1LR 5.5 2.5 9.5
(Right-angled) ™5y p 5.5 25 | 110
A B C
Barrel Style Type No.
y i oD ID L
c P2l 5.5 2.1 9.5
P2J 5.5 2.1 11.0
- %}Wﬂmﬂ]ﬂ:ﬁ P2L 5.5 2.5 9.5
7 A (Straight)
= = 9 P2M 5.5 2.5 11.0
> % c P2IR 55 21 | 95
e
P2JR 5.5 2.1 11.0
P2LR 55 2.5 9.5
(Right-angled) P2MR 5.5 25 | 1.0
A B C
LOCk Style Type No. OD D L
A Locking P2S(S761K) 5.53 2.03 12.06
= P2K(761K) 5.53 2.54 | 12.06
@ |-ﬂ IE P2C(S760K) 5.53 2.03 | 9.52
SWITCHCRAFT original or equivalent PZD(760K) 553 2.54 9.52
. A B C D
Type No.
Center Pin Style yp oD D L lcomerem
C P4A 55 | 34 | 11.0| 1.0
= A = . . . .
P ’@ @ﬂﬂ]ﬂmﬂﬂmﬂﬂﬁ P4B 65 | 44 | 110 | 14
-~ D EIAJ equivalent P4C 7.4 5.1 11.0 | 0.6
Min. DIN 3 Pin with Lock (male) Type No. Pin Assignment
PIN No. Output
1 +Vo
EEEHHH DE R6B 2 Vo
KYCON KPPX-3P equivalent 3 +Vo

me:GSME0A-SPEC 2018-01-12
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MEAN WELL

60W AC-DC Reliable Green Medical Adaptor

GSMGOA series

Min. DIN 4 Pin with Lock (mal Type No Pin Assignment
in. in with Lock (male) * TPINNo. Output
- . 1 +Vo
T r 23 HHH @E R7B 2 -Vo
ey - 4F 8 14 .
-y N\ _ 3 -Vo
KYCON KPPX-4P equivalent
4 +Vo
Min. DIN 4 Pin with Lock (female) Type No Pin Assignment
: | PIN No. Output
1 +Vo
23 R7BF 2 Vo
14 3 -Vo
KYCON KPJX-CM-4S equivalent 4 +\Vo
. Pin Assignment
DIN 5 Pin (male) Type No. PIN No. Gt
1 -Vo
2 -Vo
T R1B
m A ; o
4 -Vo
5 +Vo
. . Pin Assignment
Stripped and tinned leads Type No. PIN No. Output
L (red)
[ 2
i
L1 (black) by customer
Length of Land L1 by request 2 Vo
(MW's standard length, L: 25 mm, L1: _5 mm)
Ml Installation Manual
Please refer to : http://www.meanwell.com/manual.html
File Name:GSM60A-SPEC 2018-01-12
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