B 3M™ STERI-VAC GELATO STERI-VAC GELATO
Tiét khuan nhiét do6 thap Ethylene Oxide M3y tiét khudn nhiét dg thép ding khi EO (Ethylene Oxide)

GS5 ‘ GS8

A May : thép khong ri
Gt Budng TK : nhém nguyén khdi
Kich c& may
(DxRxC)cm 90 x 76 x 59 107 x 94 x 178
Kich ¢ buéng TK
(DxRxC)cm 83 x43 x 38 97 x 51 x 48
Trong lugng 127kg 295kg
Dung tich 136L 224L

The Gold Standard
of Confidence

A A HA 20 h& ‘ Hién thi chu trinh
Cong nghé tiét khuan bang khi EO hoat ddng

Sterilization Methods Used
Single-Use Medical Pr
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Doanh sG may Steri-Vac ban ra

Thich hgp vdi tat ca

N SN, S cac loai vat liéu List of acceptable packaging materials for

sterilization with 3M" Steri-Vac™
3500 S

Total Steri-Vac

N ST

« Plastic polyethylene bags (designed to be used as

3003 - L ! a sterile package and no thicker than 5 mm)
3000 ETR , i
- OLYMPUS m « “Paper plastic” package
2500 |E] LI S * Sp olefins (Tyvek®)
it polyethylene polyester
000 « Laminated polyethylene polyester paper
e " B4 - Pomd + Laminated polypropylene polyester paper
1500 |EX = Wrappers:
FUJiFILM PENTAX il
MEDICAL = Woven textiles
1000 .
naid » Non-woven textiles
500 = Coated and non-coated paper
AT el «Rigid container systems (designed for use with
o Mo 0 e it sataon " m EO sterilizers)
APAC EUROPE NORTH SOUTH MIDDLE EAST AFRICA g
AMERICA  AMERICA
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Céng nghé tiét khuan ap suét am, 3 cam bién trong buéng 16.
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‘ Binh gas EO don liéu, b xr Iy khi thai .
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Study : PhD. Keiji Kanemitsu
ICD — Fukushima Medlical University, Japan 2012

Result EOG and LTSF :All 15 PCDs were negative.
PLASMA :9 of the 15 PCDs were positive.

EOG PLASMA LTSF

Guraarvenermopras  8.avopnsecs  Gmarshermopneus G sewomenmopnaus 8 swophsess

LTI ++1+1++
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No.15  2mmx 1,500mm

These positive results were gave 1o us when we used 2mm and 3mm diameter dead end PCDs
with PLASMA sterilization.
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Hiéu qua tiét khuan t6i uu

Low-temperature sterilization and new technologies

Vania Regina Goveia'; Silma Maria Cunha Pinheiro'; Kazuko Uchikawa Graziano''
RN, Doctoral student

N, Professor, e-mail: m.br. br.
College of Nursing, Brazil

CONCLUSIONS

of 530 Paulo,

This hlblmqmphlc rtv\ew on new low temperature sterilization technologies allowed for the
following conclusi
- a small number M <ci nnﬁ: puhHm(sons exist, reporting on basic lab research with

e =xuenmems €10, dered me unld slirlﬂard a5 a fov

mesencz of serum and salt ln Iesll:d maleria\ urtsenlad nrmm\va HE( ion against
microorganisms in the sterilization proc
- when using low temperature summuan ‘metnods, materials with narrow lumens are more

- currently available literature is insufficient to select the low temperature method to replace
ETO,
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Tiét ki€ém chi phi van hanh

Phcid
120 Steam Mixed E0 1004E0 Ha02 (CH3COO0H|

AmscoiGatnge | Amscoletige STERS JBI STERRAD | STERS Sys

5000 s $10.00
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Equipment Cost Estimate 550,000+ £0.000- $30.000- $100000- (S
> 00
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Kha nang xuyén thau rat cao

‘ Sterilization, Disinfection and Preservation, S. Block, 5% Ed.

Exemple A - Ethylens axide sterilant
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Tiét kiém chi phi van hanh

Chi phi ¢6 dinh cho 1 chu trinh tiét khudn — khoa KSNK Vién Nhi TW

b Chi phi Pon | s | chiphidon Téng chi phi ¢& dinh/Iuwgt TK
vi lugng gia
TK TK TK Plasma
Autoclave | Ethylenoxide
1 | Chi thi hda hoc Cai 01 1*17.000+ | 1*¥1900 1*2.200
1*3.900
2 | Chithisinhhoc |&ng |02 2%170.000 | 2*45.000 2*111.000
3 | Cassette Bing |01 408.000d |0 0 1*408.000
4 | Binh khi ga Binh |01 322.000d |0 1*322.000 0
5 | Dién Kw 2000 d/kw | 13*¥2000 | 3*8*2000 0.3*5%2000
6 | Nugc M3 9000 d/m3 | 2*¥9000 0.5%9.000 0
7 | Nhan cong Gig 50.000 d/h | 1.5%50.000 | 8*50.000 0.5%50.000

Téng chi phi

R a‘

735.100d 867.400 d 1.201.000
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Ay - A ~ 7
Chu trinh tiét khuan may Sets)] jorecah
Steri-vac GS Prebeat’ (i) 2 2
Air Removal' (min.) 10 10
Table 1. Preprogrammed Cycle Set Points CBRor Toat (i} () 8
Conditioning' (mi 65 65
Wooe  STOye gt
EOQ Injection (min ) 15 15
Cycle Temperature BCLIC S5+ 3C
O Exposure (min) 270 60
RelativeHumidity 40-80% 40-80%
[EO Removal' (min.) 12:50 12-50
EOBxposureTime | 45hous =54mindes 1 hout = 12minies
5 Pulses' (min) 55 55
RerationTerperatwe 36°C+3°C 86023 Fushing’ 1
Locked Aeration (min ) % 20
Air Admission (min.) 15 15
Extinatod TotalCyclaThne | 504930 | 515+6:00
R M —

Tinh doc clia cac chét tiét khuan

Hilliker, D.J., Employee Safety and Sterilant Gasses, Infection Control
Today, March 1998
https://en.wikipedia.org/wiki/Ethylene_oxide

PO ~ OSHA NIOSH
Chattiétkhuan | ooy CoprTwa) (IDLH )/ 30’
EO 1 ppm 800 ppm
H,0, 1 ppm 75 ppm
Formaldehyde 0.75 ppm 30 ppm
OSHA - Occupational Safety and Health Administration
NIOSH - National Institute for Occupational Safety and Health
PEL - Permissible Exposure Limit
TWA - Time Weighted Average
IDLH - Immediate Danger to Life and Health (the lower the
value the greater the concern for health and life)

Process indicators / Chi thj ti€p xtc

Indicators for use in specific tests / Chi thj d&c
thu

Multi-varibale indicators / Chi thi da théng s6

Integrating indicators / Chi thi héa hoc tich
hop

Mm@ @ | Emulating indicators / Chi thj dich (xac dinh

Ll o cu thé)

@ Biological indicator / Chi thij sinh hoc
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Ham lugng EO cho phép
ton du trong san pham

FDA Proposed Maximum Residual Limits
Parts Per Million (PPM)

MEDICAL DEVICES. | eo | Eecn | €6
Implants: Small [<10 grams] 120 | 20 | 5000
Medium [10-100 grams] 100 100 2,000
Large (>100 grams] 25 25 500
Intrauterine Device | I T 10
Intraocular Lenses IS 25 1 so0
Devices Contacting Mucosa | 250 250 5,000
Devices Contacting Blood | 2s 25 250
Devices Contacting Skin 250 | 250 | 5.000
Surgical Scrub Sponges | 25 250 500

DRUG PRODUCTS Eo ECH EG
Ophthalmics (For Topical Use) 10 20 60
Injectabies inciuding Veterinary [ [ [

10 10 20

Intramammary Infusions
Intrauterine Device (Gontainer and Drug) [ s | 10
Hard Gelatin Capsule Shells B T 35 | 10 | 35

+ ECH : Ethylene Chlorohydrin
e EG @ Ethylene Glycol m

—
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Thiét ké t6i uu cho phong chira
may Steri-Vac
Acceptable Air Flow Unacceptable Air Flow

Exhaust

Airmovement is foward operator
and “dead” air spaces can form.

B o m
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Thiét bi giam sat sy hién dién
khi EO

Steri-Trac® Sterilant Gas Monitoring System
“Protecting What Matters Most"”

ETHYLENEOXIDE HYDROGEN PEROXIDE ~ OzoNE  PERACETIC AcIiD

Area Monitor
Continuously monitors gas concentrations in a given area.

»  Large tri<color LED display (Green, . and Red) supports
user-adjustable high and low audible and visual alert settings.

Wall mounted, requiring 110/220 VAC.
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Két qua quan trdc mdi trudng
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Results of NIOSH Study
Mortality Indices Among Workers Exposed to EO

Hematopoietic Cancers 5
Brain Cancer &
Digestive System Cancers [

Real number of deaths among
the workers exposed to EtO

Number of deaths expected in a

Respiratory Cancer [ similar segment of the general
Breast Cancer s population
Urinary
By
Heart .
Disease (e

Benign Digestive Disease gy

Y 199 299 999 499 499
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Khi EO dugc thly phan trong méi trudng
Ethylen oxid + H202 > Ethylen Glycol
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Certificate bsi. i)
of Reg'matlon Certificate of Registration

QUALITY MANAGEMENT SYSTEM - 50 11485: 2003
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Chirng nhén FDA

5 o

—

STATE OF MINNESOTA - USA

CERTIFICATE # FREE SALE

TO WHOM IT MAY CONCERN:

1, the undersigned, Peul Hansen, Intermational Trade Representaive of the Minnesota Department of
Employment and Economic Development Offic, United Siztes of America cerify that:

3M Company

3M Health Care

Dba 3M Consumer Health Care

3M Center, 2510 Comway Ave. Buikding 275
Headguaricrs: St Paul, Mimnesota 55144 USA

has been andis cutcntly engaged in the manufacture andlor disibution o th following producs 35
Jsted, which ae frely sokd and used hroughoutthe Sat of Misnesota and the Urited Sates of America
: T : i i

learance for sale i

Products: Catalog #:

3M™ EO Abator SOAN, SOAE, 50A)

B o m
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DA us. Food and Drug Adninistraton
"Home> Medical Dovices Modical Dovice Safoty> Alerts and Motices (Medical Dovices)
Medical Devices

List of FDA-Cleared Ethylene Oxide Sterilizers
510(k) Number  Manufacture Device Name Sterilant

KIS Technolog, LLC H W Hosptal Ethyene Oxide Sterizer  Etylne Oride
KHME  mpedhcwe  Servac GosSterier Model 0 Ehyene Ovide
Ks31877

Amencan Sterilizer Co. Eagle 3017 100% Ethylene Oxide Steniizer Ethylene Oxide

K902036' 3M Health Care Steri-Vac GAS Steriizer Model SXL

Ethylene Oxide

e~ m
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P
" DEPARTMENT OF HEALTH & HUMAN SERVICES Pubc Health Service
(Y

Food s g Admnassten
Rockvie VO 20858

DEC 2 9

ML Hat
Marvin L. Hart, RAC DEC § 194
* Regulatory Affairs Department
IN Health Care
IN Center - Building 275-)E-08
St. Paul, Minnesota 55144-1000

K941748
Steri-Vac Gas Sterilizer/Aerator Model 8XL
Regulatory Class: II
1 Code: FLF

Dated: Aug R
Received: August 29, 1994

Dear Mr. Hart:

We have revieved your Section 510(k) nmotification of intent to
market the device referenced above and we have determined the
device is substantially equivalent to devices marketed in

B ol m
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STATE OF MINNESOTA - USA

CERTIFICATE # FREE SALE
=0 D0 O =] =

I, the undersigned, Paul Hansen, Intemational Trade Representative of the Minnesota Department of
Employment and Economic Development Office, United States of America certfy that:

3M Company

3M Health Care

Dba 3M Consumer Health Care.

3M Center, 2510 Conway Ave., Bldg 275
Headquarters: St. Paul, Minnesota 55144 USA|

has been and is currently engaged in the distrbution of the following products as listed, which are freely
sold and used throughout the State of Minaesota and the United States of America, having complied with

the legal for d ek for sale in thi ¥
Product Catalog Nunber:
IM™ Steri-Gas™ EO Cartridges 4100, 4134, 8170

—

[ = : ]

-

i e




Lap dat may Steri-Vac tai Ninh Binh 14/8/13

Bénh vién tai Nhat

Bénh vién TAKSIN - THAILAND

Bénh vién tai THAILAND
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