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INTRODUCTION

@ Namwiwat corporation has made new choices for
hydrogen peroxide gas sterilization available for

L efficient & effective.

pert T e, SAFETY: The process by-products are non-foxic

: : oxygen and water vapor.

SIMPLICITY: Ease of use fouch operation.

COST EFFECTIVE: Minimum cost per cycle with

maximum useable chamber volume.

PR R R R LA R S R U SRR N

I I R N S A A S B

Sterilization Agent (H;Q,)

The NMW cartri

polyrrafdans Sirkses .th,imﬁﬂi.@gn@,%wm
within an oufer pretéctive casing made ot nylon.
The h g w cylinder confains an agueous
hydrgg a'pemxide‘sohyﬁowmﬂd"iefﬂe%'fé@iby
silicone Biugs. The cariridg s hydrogen percxdide
34 ) af semmmeacanys. solutid The cantideminor
single use (1 cartidge = 1 cycle).

TAAE Y P F o n e E S

NAMUAY

et

nam’

| PR ONIEAT REDICAL CONPORATIO
! BUBLIG COMBANY LIMITED
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PRODUCT BENEFIT

Highly productive 50, 160 and 240 liter chambers, Flexible cycle configuration with 3 plus custom cycle.

«Fast Cycle - For sterilizing generic reusable medical devices, rigid scopes without lumen and micre-surgery kits,
with the exclusion of hollow instruments (surface sterilization).

«$tandard Cyele - For sterilizing hollow rigid, semi-rigid.

intensive Cycle - For sterilizing hollow instrumentation single channel, dual channel and friple channel with
diameter from 20 mm and length up to 1.5 m (depends on the load).

«Mask Cycle - For sterilizing generic reusable medical devices (Sterile N95).

A rectangular chamber is used to enhsure efficient use of space when sterilizing sheer with number of iterms.
improved safely with Plasma Genergtor and Catalytic Convertor (P&C) System with the hydrogen peroxide gas
is supplied fo the chamber will be vaporized, living no concern for residual fiquids. In addition, in the final process
of sterilization, the P&C unit performs to reduce the amount of residual hydrogen peroxide in The wrupptng
matericls and conlainers. S . ‘

PR IR N T e e R E R R R R B BRI AC RN SO L L LA BB SR S R R I I R R A R L

EGU

FRIENDLY

R A SRR R RS B N B B

We

e ek e R e e s et na s e+ 4« NAMNDVAT ME CMCQRPQ];N-!i---v-osq--‘i|-..o<-----t
PUBLIC COMPANY LIMETED
ALAHD o versrensnserrrecesssiasasnsnssessenats

TECHNICAL DATA | St

PETTIITLELY

ceoeencees VIEHRE

HO14D H:0; Reclongulot  Single door 40 5x79x 40.5 160 85 11} x 160 09 kLT3 2,200 200380+ H G 50Hz 104

Singla doo?

Reclong lot 612122 141 456 T¥5 0169 x 160 i

HO1001C H.0 Cyfindrica Single door 43 % 80 100 8531171180 09 2200 27207300V~ NG 50H: 10A

HOYADTE H:A, Cylindncat Singte dom 432131 - 160 0x145x 153 09 2,200 2(VIBOV-= NG 5047 104

. <O
Standard compliant s
The corporate operating system is compliant with ISO 9001 (Quality management systems), 1ISO 13485 (Medical
devices) cerfifications, SO 14001 (Environmental management sysfems). @
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@ SYSTEM, DEVELOPED
=l BY NWW 160/240 (1/2 Door)

HO 160/240 HO System, developed by NWW,
uses a combination of hydrogen peroxide

vapor and low-temperature to rapidily
sterilize most medical instruments and
maleriais without leaving any toxic residues.
The {echnology can be used io sterllize a
wide range of medical devices currently

sterilized in steam, ethylene oxide,
formaldehyde, or peracetic acid. Since the
A_ 1‘5 load temperatures do not exceed 35-60°C and

sterilizalion ocours in & low moisture

environment, the HO System is particularly
suited to the sterilization of heat and moisture-

_ sensitive insttuments,

min), Standard {50 min), Intensive (62 min), Mask cycle N95
and Custom eycle are pravided to maximize sleritizing heat
sensitive both fong lumen and nonlumen medical devives

Vacuum and inck test is equipped for the leakage.
Efficacy
The efficacy of the precess has been established by

demonstraling a sterility assurance level (SAL) of ieast 10-6
with G. stearothermophiius spores to terminally sterlfize
medical devices containing diffusion restricted areas. 4.4
Safem%a....,...mm...m.,m.m.‘........u-"%‘ﬁ
@ Plasma generation syslgm: ransformalion of the gas in
the piegqx%a&gtﬁqg)glgg_& aloloe .mean&of»ﬂleugenet%gngp

high voitage electric arc in conlact with the gas creates the

: JAT MEDICAL CORPORAYION

RIFELIC COMPANY LIMITED Plasmmég..ﬂystr.qgm.&ewxida nemraliﬁaliomsysteﬁ;ﬁmu
W After the passage of the gas fo tus of plasma and the
LB
Electrical power supply . consem‘éanealuhwnouhemleatﬂe*cﬁfwdrog’en
$landard configuralion for European power supply vollage peroxide, the drain of the sterilizer is filered by catalyst filter

400V/3~+ NJ50Hz. Upon request, other voltages can be realized.

to guarantee that no reaidual hydrogen peroxide is released.

| 4% )e Automatic door lock Pneumatic lock systemn during eycle operation. 18/s The singal sound alarm will be generated when compieted cycle
| /) } » Rectangutar chamber and door made of AIS| 316L slalnless steel and as well as interpreted print out report.
i machine panel is made of stainless steel 304, @- Door inner wall made of stainless steel AISI 316L 4 mm. thickess.
i 1105 % § Js The microcomputer autematic conlrol syslem consiste of an industrial PLC With Anti corroslon from alkatine & acld solution properiies.
with & color louch-screen panai {7"and 2.5") that show eycle phase, fault code
E and end cycle alarm with InpubOutput modules and a printer, Password is Optional:
raquired for program configuration, » The PLC have inlernal storage includes an Ethernet port to
« Sterilant agenl, Hydrogen perxide in aqueous solution at 58% and 12% connect the sterlizer to a dala mass slorage GEVEE- The port
contained in a disposable cartridge (single shat) with @ capacity of 12 o, can also be used o connecl the ﬁ f
= Plug in the for catalytic filler aeration. traceabifity and process control, ﬂiﬂlﬂﬂuﬁmﬁ
@- Conteol valve systern and aclualor can be oparate with air pneumalic inside » Electric Stabilizer - Automalic Voltage Slallizer 10 Kw. ":;);?H
machine made stainless steek. « (1/2 Door) T

@ « There are 0.2 micron Bacleria fitter for fillerize air outside into chamber. @' Whesls with lock system.

kadmmtmwwm)
9 9IS Moo Y Prachauthii-kusang ., Nallongbangpiaisd, ML

STt i g e e o :
Frmsomul Shod, 10797 Mraitend PUELIC CORr AN s e
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Usage
Monitoring plasma or vaporized Hydrogen Peroxide sterilization
processes (Ha0z).

Applicable regulation

Designed under Quafity Management
IS0 13485:2016/NS-EN 180 13485:2015.

ISC 11138-12 017 and I1BAM 37102-1:1999.

System  standards

Classification
Class 1, according to fisk.

Authorization
AMMAT (Argentinean National Administration of Drugs, Food and
Medical Devices) PM 1614-3.

FDA 510(K)
K¥391021

Characteristics

Polypropylene tube: 60.4 mm high x 8.5 mm external diameter. Wall
thickness: 0.5 mm,

Polypropylene cap: 16.4 mm high x 10.7 mm externa! diameter. Wall
thickness: 0.8 mm,

Cap filter polyethylene fibers. 17.0 mm diameter.

Glass ampoule: 35.0 - 40.0 mm high. External diametes. 6.8 mm. wall
thickness; 0.2 - 0.3 mm.

Culture medium 0.5 — 0.7 ml, purple color.

Polypropylene microfibers on spore carrier: 17.0 mm of diameter.
Spore carrier: polyethylene fibers, 17.0 mm of diameter.

» 108 Geobacillus stearothermophilus ATCC 7953 spares per visl.

Final fluorescence reading is performed after 30-minute incubation at
60 °C (sensitivity = 97 %). ﬁ%

An optional visualap}%ojat.changa.a@néifmaﬁm'cnmﬂ'b%f ber?ormed

PERE

presente of lving spores. If sterifization

aftae.48 hours of incubation. If steghzgtion process has Jiot been
bssful, cultur‘%m%:lm will chepgmsc 4o, duing-inddBEBN at
= | |l 180 °C, thus showing h

MW,WHMED,CALCHMHrocess is successfu) culture mediurn will remain purplevedtens the

s
incubation procesgl T e ssmssensemsrees 0

7-day readout is optional and not intended ﬁ(ﬂs routinely perf 1 it
is an initial Vaiidaiiaq:%@i),Ihe,.3D:mim‘t&¢rﬂadiﬁg.‘ﬂw!‘€§°éé‘ﬁgg results
may be compared to the 7-day visual reading,

NOTE: If 7-day readout is performed, a humidified environment wilf te
required to prevent medium from drying out.

Environimental conditions during manufacture

T =15-30 °C, RH =30-80 %. Sterility conditions are only necessary
during the inoculation and manufacturing process, which is performed
in laminar flow.

0 %
- e
Storage conditions AUUIBTADY
T =10-30 °C, R =30-80 %, keep in the dark ;)T'a,lce in its original box.
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Transport conditions

Storage conditions should be strictly followed.

Products should be transported in closed and reinforced boxes in
order to avoid damages. The transpert of this product does not
representany risk for human health.

Shelf life

2 years,

Packing

50 units per box.

Packing information: product code and description, process for
intended use, presentation, regulation, bacterial strain, manufacturer
information and data on pack’s label,

Labelling

on product 17.0 mm x 330 mm polypropylene label. Cherical
indicator line, printed with H.0, reactive ink (coler change to green).
Graph showing final fluorescence reading time, product code, batch
number, expiration date, process for intended use and name of
organism printed in black.

On product's pack: product code and description, batch number,
bacterial population, manufacture and expiration date, bar code and
datamatrix code.

NOTE: manufacture date is calculaied by subtracting 24 months to the
expiration date.

Possible target markets
Healthcare and Industry.

Other important information

15 advisable to incubate at 60 °C in Bionova® IC10/20FR, IC10/20FR
LCD o Mini Bio Auto-Reader incubators.

Read product's instructions for use thoroughly before use.

Lg
ions 4 D
Precallions 4385, ..cccmmenesrsonisssnsrte sty

Do tore the product near sterilizi nts. .
B expose this iw%:lum to Ethy, 'c‘i:e‘,“[ggy“?}_e_q;kﬁgg%ﬁan or
-y sterilization prét & weiver Har Wydrogen Peroxide.
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Usage
CD42 Control of Plasma or Vaporized Hq0, sterilization processes.
Conditions; 6 minutes, 50 °C, 2,3 mg/l H,04

h 5} Chemical Indicator . .
@ Applicable Regulation
For monitoring Plasma or Vaporized Hydrogen 1SO 11140-12014

Peroxide sterilization processes

Product Classification
Class 3, according to risk.

Authorization

Designed under Quality Management Systems standards IS0
13485:2003/NS-EN IS0 13486:2012, ANMAT {Argentinean National
administration of Drugs, Food and Medical Technalogy) PM 1614-4.

.
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Characteristics

Type 1 Chemical Indicator.

varnished strips printed with indicator ink.
Size: 105 x 18 mm

initial color; Red

Final color: Yellow '

100 % Toxic Heavy Metals free

&) & @ & 69 &9

Environmental conditions during manufacture
15-30 °C (roorm temperature), RH 30-80 %.

Storage conditions
T = 10-30 °C, RH 20-80 %, keep out of direct light. ﬁgﬁ
N O NORRR Rt
€ransportation condit| .
Storage coadiﬁg@kﬁig‘o_uid be s 'llowedr-Tmnepm%ﬂl\’%sed and

duwues

ol [ 0|8 reinforced boxes in order to Avoid damages. Transportation of this
NAMWIWAT MEDICAL CORPORATION

PUBLIG COMPANY LIMITED product does not‘ﬁ:resent arisk forhealth, g
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Packing

250 or 500 strips per aluminium foil bag,

Packing information. product description, product presentation,
operating instructions, manufacturer information and data on label.

Labelling

Only on product’s bag product code and description, process for
intended use, operating instructions, classification according to
requlation, batch number and expiration date,

Possible target markets
Healtheare, Food, Pharmaceutical and Medicat industries.

Other important information {optional)
Read product's directions for use thoroughly before use.

Note; When necessary, limits for each product’s parareters shouid be
specified,

Description of identified and/or predictable risks
which could represent a risk for the product

Do not store the product near sterilizing agents.

Do not expose this product to Steam, Dry Heat or any sterilization
processes other than HyOy,

Do not reuse the sterifizer until the indicator has changed into the color
indicated in the product.
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NAMWIWAT CORPORATION

ADVANCED TECHNOLOGY IN STERILIZATION
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QUALITY MANAGEMENT SYSTEM
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Certificate of Approval
This is 1o certify that

famwiwat Medical Corporation Public Company Limited

fiddress of premises 999/3-5 Moa 9, Prachauthit-Khusang Road,
laiklong Bangplakod, Prasamut Chedi District,
Samutprakam 10290, Thailand

has been assessed and found 1o be conforming fo The requirements of
T15 9001-2559 (150 9001:2015)

for the scope !

1. Design, manufacture, installation, sale and service of large steam steritizers,
ethylene oxide sterilizers, washer disinfectors, uitrasonic washer, low temperature
steam and formaldehyde sterilizers, hydrogen peroxide sterilizers and medical
~ device dryer |
- 2 Manufaclure and sale of formaldehyde solutions and hydrogen peroxide solumns
3. Distribution of cleanmq concentrates, dsmfectants and accessories of medical devices
4. Disfribution glagl biplogsel mmtatﬁffsﬂmi stenhza.hon pmc&sses -of ﬁ@@m
ethylene oxfe do&alcvE.

AMWIWAT MEDICAL CO
an d m'u hga?umc COMPANY mee%mmmﬁ

-----------------------------------------

5, Sterilization of medical equipment servicg 7T o
6. Disinfection of infectious Medical Waste' SeTVIBRTD. ooeeemrerccren Sﬂ’f_qwmu
s
L e
Managemenl&‘ystemiedlﬂcahunlnshluleﬂhallandl -
Faundation lor Indusirial Development r‘.r! qumnm?ﬂ
ae ot e 4" November 2022 ¥
j Mvi Q&W\J%im Valid Yl 1" May 2025
U d (1
First [ssued Date

20 N me .
{Mr. Jongrak Rojpalasatean} Yl

President
Management Syslem Cerlilication inslitule {Thailand)

S NS
HST-TISTIS 119711
OHs 62
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DUALITY MANAGEMENT SYSTEM FOR MEDICAL DEVICES

Certificate of Approval
This is fo certify that

Namwiwat Medical Corporation Public Company Limited

fiddress of premises 999/3-5 Moo 9, Prachauthit-Khusang Road,
Haiklong Bangptakod, Prasamut Chedi District,
Samutprakarn 10290, Thailand

has been assessed and found fo be conforming fo the reguirements of
IS0 134852016 Quality Managemeni System for Medical Devices

for the scope

1. Design, manufacture, installation, sale and service of large steam steritizers,
efhylene oxide sterilizers, washer disinfectors, ultrasonic washer, low femperature
sleam and formaldehyde sterilizers, hydrogen peroxide sterilizers and medical
device dryer ;
5 Manufacture and sale of formaldehyde solutions and hydrogen peroxide solutions
3. Bislvibution of cleaning concenirales, disinfeclanis and accessories of medical devices
4. Disiribution of j " aﬁndicamrs%ﬁ%{eﬂ{ﬁrzaﬁﬁn~13mc~essses-43{--s+e§ﬁ§,@

tngene o, By N 1 Roen perorideusher, o188, A rsonic weshe
ﬂnd mu heai BUBLIC COMPENY LIRITED
5. Sterilization of medical equipment service

6. Disinfection of infectious medical waste service m%ag ................... WHTW

by
HonagenentSystem Certficeton Instlute M),
Foundation for Industrial Development

Date of lssue ¢" lfovembey 2022

gk Rl
W 0 V1

(Mr. Jongrak Rojpalasatean}

o
L
First ssted Dale 23" 4unemzfai§“ t‘u’t . e

President
Management System Certilication Instilute {Thailand)

e 5
FAMEEPINT MEDIT AL CORPCAATIO
BUBLIC COMPANY LIMITED



This is the Copy Certification , Please ch ckb (,)
the originag oy the accuracy of informatjon. !

Thai International Certified Assessment Co., Ltd.

Management System Certificate

Namwiwat Medical Corporation Public Company Limited

999/3-5 Moo 9, Prachauthit-Ku Sang Road, Nai Khlong Bang Pla Kot,
Phra Samut Chedi, Samut Prakan 10290 Thailand

Thai International Certilied Assessment Co., L1, hereby certify thal the aforementioned argasizalion

has implcmented and maintained the foliowing standard

ISO 14001:2015

This certificate remains the property of Thai [nternationa Certified Assessment Co., Ld. It is contingent
of mesting agreed contractual requirements, Validity i5 maintained through a process conlinual assessmenls

and reassessment. To be read in conjunction with the scope of registration shown on the atinched appendix.

Certificate Number : TE-156
Date of Original Registration 18 March 2021

- o
el o I U g Marchs 202 cereoniesssesnas Ao

(ﬂ X Registration Expir&s%%a + 18 @7 "
WAt MEDICAL CORPORRTION. e P, i\g‘iﬂft

BLICHIOMFANY LIMITED

s \\
g I
LA
W

uuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuu

NSC—TH—TIS 17021-1  Thai intermational Certified
EMS 012 Assessmept Co.. Lid

Scan QR Cade (o
yendy reat cetification
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This 8 1he Cepy Certification , Please check

the original Tor the aceursey of informatton.

Thai International Certified Assessment Co., Ltd.

Management System Certificate

.
Namwiwat Medical Corporation Public Company Limited ~35
APPENDIX
Goods or services in respect of which the organization is registered ;

1. Installztion. sale and service of large steam sterilizers, ethylene oxide stesilizers, washer disinfectors,
vltrasonic washer, low 1elllfﬁcralurc steam and formaldehyde sterlizers, hydrogen peroxide slerilizers
and medical device dryer.

9. Manulacture and sale of formaldehyde solutions and hydrogen peroxide solutions.

4. Distribution of cleaning concentrates, disinfectants and accessories of medical devices.

4. Distribution of chemical and biological indicators for sterilization processes of steam, ethytene oxide
formaldehyde, hydrogen peroxide, washer disinfectors, ultrasonic washer and dry heat,

5. Sterilization of medical equipment service,

6. Disinfection of infectious medical wasle service,

This certificate remains the propesty of Thai International Certified Assessment Co., L1d, 1tis contingent
of meeting apreed contractual requirements. Validity is maintained through a process continual assessments
and reassessment. To be read in conjunction wilh the scope of registration shown on the altached appendix.

¢

NAMWIWAT
PUBLIC COMPBANY LIMKTEY)

i - N

v i (Page 2 of 2)
Signed on behalf of TICA T

y |
=] ]
Thai lalematioasl Ceetificd NSC-TISITIS 176214 Sean QR Code
Assessment Co., Lid. EMSDI2 ver fy real cemificatinn

Address © 2710 Sob 28 1. Rama 3 Rosd, Bang Phongphang, Yannawa, Bangkqlk 10120 A"
TN



File/Ret. No.. PCO080-18 ; j
Date: 23.07.2018 Test Protocol /—w
Page: 1 of 96 pages ﬁjﬁiﬁﬁm
TEST REPORT
IEC/EN 61010-2-040

Safely requirements for electrical equipment for measurement, control, and laboratory use
Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to treat medical materials

| Report NUMber. ....coenee : PCOBO-18

| Tested by (name+signature)... : Hong-Nam Kim, TUV NCRD (Thaliang) Ltd.

' Approved by (nametsignature) © Vinta Srinivas Reddy, TUV NORD (Thailand) Lid. \(

Date of issUE ..o : 23.07.2018

Tolal number of pages ............ 96

Testing Laboratory ..o . TOV NORD (Thailand) Ltd.
ADArESS oo i 1858/75-76, 16" Floor TCIF Tower,

Bangna-Trad Rd., Bangna, Bangkok 10260 Thailand
Testing location/ procedure ... CBTL [ RMT (0 smt(d wMmT(d T™MP

Testing location/ address........ . Al manufacturer's premises
Applicant's name ... . Namwiwat Engineering {1992) Co., Ltd.
AQAress ..o . 999/5 Moo 9 Prachauthit-Khusang Rd., Tumbol Naikiongbangplakod,

Amphur Pharsamutjeydee, Samutprakarn 10290, Thailand

Test specification:

s

Standard ......ooooeeeiine s © |EC/EN 61010-2-040:2015 (ed.2)
for use in conjunction with {EC/EN 61010-1:2010 (ed. 3}
Test procedure ...+ CE Confarmity
| Non-standard test methed ......: N/A
Test Report Form No...........: IEC61010_1J+ IEC61010_2_040B (consolidated)
Test Report Form(s) Origina-  VDE Testing and Certification Institule
O i N
d e ﬁléii}
Master TRF .....vrricceceinnns © 2013-11+2015-09 N IO v s
Copyright © 2015 Worldwide System for Conformity Testing and Certification© trotechnical gy
Equipment and Components (IECEE), Geney @]and. All rig@f&)rﬂsamedw""'*"“°“”'“""' ¥

This publication may be reproduced in

broial purposes as long as the IECEE is acknewdedged as copy-
right owner and source of the material. 15

o bl dor and will nol assu%ﬂability for daf?ﬁgﬁ%;gswli.l:g.&nm»ihe-Msm ‘
reader's inlerpretation of the reproduced r!\tlh 7 Hsqreement and context. RX| Pyl

H . ED

If this Test Report Form is used RS AEEEE fembers, the IECEE/IEC jogo and the referﬁ%gg_mggﬁmﬁ
Scheme procedure shall be removed, R L MU

This repori is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory and
appended to a CB Test Certificate [ssued by an NCB in accordance with IECEE 02.

snptEEsY

Test item description............: Hydrogen Peroxide Sterilizers

Trade Mark.....occovriinenion a %

NAMWIWAT ENGINEERING AN Ay
Manufactures ..., . Namwiwat Engineering (19892) Co., Ltd.

999/5 Moo 9 Prachauthit-Khusang Rd., Tumbol Naiklongbangplakod,
Amphur Pharsamutjeydee, Samutprakarn 10290, Thailand

ModelType reference ............. : HO 240 ﬁ“"‘
, , R (R PRI
RAGAGS vvvvrovrsverr e ; 380V 3N-, 50Hz, 2.7 kW Eﬁ} LAl

HALAY AT MEDICAL CORPORATION
PULLIL COMPANY LAMED

TRF No. [ECE1010_1J + IEC61010_2_0408B {consolidated) TRF QGriginator: VDE

W




TUV NORD {Thatandg) Lid. - Bangn3 Trad Road » Bangna, Bangkok 10260

Namwiwat Engineering {1992) Co., Ltd.
999/5 Moo 9, Prachauthit-Khusang Rd.,

T. Naiklongbangplakod, A. Pharsamutjeydee,
Samut Prakan 10290

Our / Your Relerence Lontact

CE210318008R4 Email: pornthipn@iuy-nord.com

To Whom It May Concern,

TUV NORD {Thailand} LTD.

1858/75-76, 16th Floer,

TCIF Tower, Bangna-Trad Read,
Bangna, Bangna, Bangkok 10260,
Thailand

Phone: +652 75% 4050
Fax: +§62 751 4048
e-mail; Ihatand@iuv-nord.com

www. luv-nord.com

Qireci Dial Dale
Phone: 027514050 12.09.2018
Fax; 027514048

We, TUV NORD (Thailand) Ltd., hereby confirm that the performance test according to

EN ISO 14937:2009 (Sterility) for product Hydrogen Peroxide Plasma Sterilizer model HO 240
has been advised o Namwiwat Engineering (1992) Co., Ltd. 1o conduc! performance testing
and resull testing has been reviewed from Expert of TUV NORD (Thailand) Ltd.

W, oAEDRATION
WIVEAT MEDICAL C
ﬁﬁ:fur; COMPARY LIMITED

\\Kﬁ)\l \4\\\1(&}\((&;5;. 18

fip
Mr, Vinta Stilnivas Re fﬁ,‘[
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