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510(k) SUMMARY

Following is a summary of 51 0(k) safety and effectiveness information in accordance with 21 CFR 807.92.

Name CareFusion
Address 1500 Waukegan Road MPWM, McGaw Park, IL 60085 USA
Phone number 847-473-7334
Fax number 847-473-7790
Establishment Registration 1423507
Number
Name of contact person Kate Fuller
Date prepared Ar[221

Trade or proprietary name Genesis Reusable Rigid Container system
Common or usual name Sterilization Container
Classification name Sterilization Wrap Containers, Trays, Cassettes and Other Accessories
Classification panel 80.
Regulation 880.6850

-Product Code(s) KCT
Legally marketed K844652 - Genesis Sterilization Container
device(s) to which K983299 - Genesis Deep Lid Sterilization Container
equivalence is claimed K01 2931 -Genesis STERRAD Sterilization Container
Reason for 610(k) 0 One filter for all sterilization modalities
submission 0 New container sizes

* Expand indications for use to include Immediate Use Sterilization
* Modify parameters for Pre-Vacuum Steam and 100% Ethylenie Oxide
* Replace 88/12 Ethylene Oxide with 100% Ethylene Oxide

Device description The Genesis Reusable Rigid Container System is an assortment of rigid,
reusable, stackable containers that are used to sterilize other medical devices
and maintain sterility of these devices until used. The container system is
comprised of a lid, bottom, filter, tamper evident arrows, and data cards.

The container system houses baskets of varying depths and organizing
accessory devices that are used to organize and to secure surgical
instrumentation and/or other medical devices.
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-CharacteristIc. yV. .Nw~dfe DeieT!,:~iiicf~ilr(K829Gf9i.

Container Anodized Aluminum 5000 and SAME
1100 Series; Stainless Steel 300
senies

Gasket Closed Cell Silicone Foam SAME

Filter Material SMS Polypropylene for all
Modalities SAME for STERRAD modality;

Non woven Cellulose for Steami and EO

Baskets 304 Stainless; Electropolished SAME

Dividers, Brackets Alumninum 5000 Series SAME

Clips, Posts, pins 300 and 400 Series Stainless SAME

Silcon'Brs.Mat Slicne latomrvAliaton

Meroali Tes t Su medicalw DeviceStriztif seilaiomoati.

Miroiaio fcallenge- ST77:2006 Containment Whesn packtaeda 12r~ chllg teti n

Vauu Sea; nd110% Devices for Reusable seping acoainer tove (ALmniu of 1 xsin 06e

Ethlen OxdeMedical Device Sterilization bioloilti ) toerkilclonytform unit (fcFU)e

Shelf~ ~ ~ ~ ~ ~ ~~~i aiefral trlzto eie o esbedmnsta a terosliallengetemntang 100%al

negative growth.

SUMMARY OF CLINICAL TESTS CONDUCTED FOR DETERMINATION OF SUBSTANTIAL

EQUIVALENCE AND/OR OF CLINICAL INFORMATION

N/A - No clinical tests were conducted for this submission
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The results of the non-clinical tests show that the Genesis Reusable Rigid Container System meets or exced

all performance reiquirements and is substantially equivalent to the predicate devices.

r it 
AIEDK u

Intened Ue Th Gensis Reusable Rigid Sterilization Container System-is a device

intended to be used to enclose another medical device that is to be sterilized

byahatcar prvder.I allw steiiaino h nlsdmdcldvc
and m~aintains sterility of the enclosed device until used for a maximum of 180
days.

Containers are suitable for dynamic air removal (pre-vacuum) steam

sterilization, immediate use pre-vacuum steam sterilization and 100% ethylene

oxide sterilization when used as described in the instructions for use.

Reusable baskets and acces sory items (pfis, dividers, mats, etc.) -are intended

to organize and secure enclosed medical devices during sterilization and

storage of the container.

Data cards are used to record information regarding a specific sterilization

process load. Filter media allows ingress and egress of sterilant while.

providing a microbial barrier. Tamper evident arrows provide a visual indication

that the container system has not been inadvertently opened prior to use. Each

arrow contains a modality-specific external process indicator that serves as a

visual indication that the system has been exposed to a specific sterilization

cycle parameter. Data cards, filters and tamper evident arrows are single use

only.

Sterilization Parameters for the Genesis Reusable Rigid Container System by Modalit

- RitoeK eg ntlnrS/ccess-rieS

Dynamic Air Removal Exposure Temperature: 270 r 25 lbs. Solid Bottom Containers;

(Pre-Vacuuml) Steam (132-C) Perforated Bottom
Containers;

Pre-Conditioning Pulses: 3 -- Stacking Baskets
Non-Stacking Baskets.

Exposure Time. 4 Minutes Lumen Devices (2.68 mm
x 450 mm)

Dry Time Cycle: 30 minutes -Devices or Device
Configurations entailing
conjoined surfaces which

Minimum Cool Time: 60 minutes meet, touch or unite;

(may vary according to load Silicone Support Bars

contents) -Silicone Mats,
Laparoscopic Racks

Stack Height: Maximum 3 Optional.Protective Plate-
Materials: Stainless Steel,
Aluminum;
Silicone; Radel
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- . .Applicable

Sterilization Method .. -Cycle Parameters Total System Weight CnanriCeSre

DynmicAi Reovl EposreTemerture: 270'F 25' lbS. . Solid Bottom Containers;

(Pre-amcuum )r tem a Exposur Te m er Perforated Bottom

e40 a e

(Pe-acum Sea (32C)Confiaions; etiln

im e i tlr a d c o es o e .e 
net,. o c r u i e

Siioe Mat

imm diteUsePr-Cndiioin Puse:MateiaskStilssSel

Pre~ondiionng~ie 3 mintesNonStacking Baskets
ExpoureTim: 4MintesLumen Devices (.08 mmx

Expsue im: 6 mnuesconjone surfcs whc

f Silicne Sup port BarsoStack igt:. Materialsg Stail St el
Alfiuin etilinRae

ExmpeNote ofvce insruen type thaear conjoined inld:scsosuoresrlmpficuin obe actin) h h

andsef etanig etrctrs mnedl ld csteotms/els o erekerdo ronge , c orpecula.

Note:fo Ailih clddc alln e re decs e ntiln sufcsta r opeeyo Struc. nhee typesof devis ,

have~ ~ ~ ~ ~ ~~~~~~~~~~~~z no benvldtdfruei teGnsstual'eilzto otie ytm

Silicoeofat



Accessories and Device Challenges by Sterilization modality and Container Style

Type of Container Contents/Configuration - Pre-vacuum steam 100% Ethylene Oxid e

Solid Bottom Container Non Stacking Baskets* Yes No

Stacking Baskets. Yes No

Lumen: 2.68mm (ID) x Yes; maximum 2, No "

450mm (L)
Lumen:..3 mm (ID) x400 Yes, maximum 2 No

mm (L)
Occluded/Mated Yes No

Challenge
Silicone Support Bar Yes .No

Silicone Mat Ye No

Laparoscopic Rock YsNo
Optional Protective Plate Yes N

Filter NST Series No

Data Card. MD1-1 No

Tamper-Evideflt Arrow White AS Series No

Stack Height 3 No

Materials Radel, No
Stainless Steel
Aluminum
Silicone

Maximu~m Total 25 lbs. No

Container System
Weight

Perforatedl Bottom Non Stacking Baskets Yes Yes
Container Stacking Baskets ~~ Yes No

Lumen: 2.68mm (ID) x Yes, maximum 2 No

450mm (L)
Lumen: 3 mm.(ID) x 400 Yes; maximum 2 Yes, maximumS5

mm (L)
Occluded/Mated Yes Yes

challenge
Silicone Support Bars Yes Yes

Silicone Mat Yes No

Note: The CD2AO0BDL iaparoscopic Rack Yes * Yes

and DINCD248B Optional Protective Plate Yes No

container models are Filter *NST series *NST series

not validated for use in DaaCrs.* MD1-1 MD1-1

100% Ethylene Oxide Tamper Evident Arrow White AS Series Yellow AG Series

sterilization Stack Height * 3 max No stacking

Materials Radel Radel
Stainless Steel Stainless Stegel

Aluminum Aluminum
Silicone Silicone
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Type of Container Contents/Configuration Pre-Vacuum Steam 100% Ethylene Oxide

Maximum Total Weight 25 lbs. 15 lbs.

STERRAD Compatible Non Stacking Baskets Yes Yes

Containers Stacking Baskets Yes No

Iumen: 2.68mm (ID) x Yes, maximum 2 No

450mm (1) __________

Lumen: 3.0mm (ID) x Yes, maximum 2 Yes, maximum5*
400mm (1)
occluded/Mated YesYe
Challenge ___________

Silicone Support Bars Yes Yes

Silicone Mat Yes -No

Laparoscopic Rack Yes Yes

optional Protective Plate Yes NoTSre
Filter NST Series NTSre

*Data Cards MD1-1 .MD1-1

- Tamper-Evident Arrow White AS Series Yellow AG Series

Stack Height 3 Maximm _ No Stacking

Materials . .Radel 
.Radel

Stainless Steel Stainless Steel

Aluminum Aluminum
Silicone Silicone

Maximum Tojal 25 Ibs: is.lbs.
Container System
Weight>.____________

Solid Bottom Containers
Catalog .Container

Code Description Container Dimension (in) Weight (lb.)

-CD-O-4C Q5uarter Length Container- 9.S x 12.4 x 3.8 3.4

CD1-4C Half Length Container 11. 8x 12.4 x4.5 4.8

C'D1-5C _Halftlength Containler 11.8 x12.4 x5.3 5.0

CD1-6C Half Length Container .1. 24x61 .

C02-4C Mid Length 1oti~ 19.2 x 12.4 x 4.5 6.4

CD2-SC Mid Length Cntiner 19.2 x 12.4 x 5.36.

CD2-GC Mid Length Container .79.2.x 12.4 x 6:1 6.9

CD2 8C Mid Length Coniner .. 19.2 x 12.4 x 7.8: .7.3

ECD3-4C Full Lengh otane 23. 1x 12.4 x 4.5 7.8

C0-S Fl LeghCnanr21x2.x 5.3 7.9
CD3-6C Full Length Container . 31K1. . .
CD3-JC Full Length Container.2311247085

CD7-SC Extra Long Container .25.2 x 12.4 x 6.9 8.5.
CD7-6C Extra Long Container,25x 1.4x688

CD7-9C Extra Long Container . 25.2 x 12.4 x 8.497

CD4-3C Small Narrow Container. .. 2.x.X. .
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CatalogCotie
Code Description Container Dimension (in) Weight (lb.)

CD4-5C Small Narrow Container 20.8 x 7.3 x 5.2 5.2

CD5-3C Uarge Narrow Container 28.1 x 11.2 x 5.0 8.4

CDS-61C Large Narrow Container* 28.1 x 11.2 x 6.4 9.1

CDO-3C Mini Container 10.2 x 7.2 x 3.2 2.5

C06-GC. Retractor Container 26.5 x 17.0 x 6.9 12.4.

CD1-7C DL Half Length Container 11.9 x 12.5 x 7.5 5.3

CD1-SCDL Halt Length Container 11.9 x 12.5 x 8.3 5.5

CD2-7CDL Half Length Container 19.2 x 12.5 x 7.0 7.1

CDZ-1OCDL Mid Length Container 19.2* 12.5 x 9.4 8.2

CD3-SCDL Full Length Container 23.1 K 12.5 x 7.8 8.8

CD3-9CDL Full Length Container 23.1 x 12.5Kx 8.8 8.6

DINC3-5C Full Length DIN Container 2L1 x 11A4 K 5.4 7.9

1IND3-6C Full Length DIN Container 23.1 K 11.4 x 6.1 8.2

DINCD3-7C Full Length DIN Container 23.1 x 11.4 x 7.1 8.5

DINCD2-5C Mid Length DIN Container 19.2 x 114 x 5.4

DINCD2-6C Mid Length DIN Container 19.2 x 11.4 x 6.1

DINCD2-8C Mid tength DIN Container 19.2 x 11.4 x 7.8

DINCD1-5C Half LeghDIN Container .11.6 K 11.4 x 5!4

DINCD1-C afength Contaifler .11.6 xK11.4 x 6.1

Perforated Bottom ContainersCotie
CatalogCotie

Code Description Container Dimension (in) Weight (lb.)

CDO.4B Quarter Len gth Container .9.5 x 12.4 K 3.8 3.7

C01-413 Half Length Container 11.8Z y 172.4-S 5.2

CD1-5B Half Lengh Container 11.8 x 12.4 x 5.3 5.5

CD1-GB Half LeghCnanr11.8 x 12.4 x 6.1 5.7

CD2-48 Mid Length Container 19.2 K.12.4 x 4.5 6.8______

CD2-5B3 Mid Length Cntainer 19.2 K 12.4 xS5.3 7.1

C02:GB Mid Length Container .19. ')c 12. K6y.F1 7.4

C02-883 Mi d Length Container 19.2 x 12.4 x 7.8 7.8

CD3-4B Full Lengthh ontainer .. 23.1 x12.4 x4.5 8.5

CD3-5B Full Length Co.niner 23.1 x 12.4 x 5.3 8.8

CD3-GB Full Length Container 23.1 x 12.4 x 6.1 9.0

C03-78 Full Length Container .23.1.xK12.4 
x7.0 9.4

CD7-5B Extra Long Container 25.2 x 1-2.4 . 9.0

CD7-68 xr e~nanr 25.2 x 12.4 x 6.7 9.4

CD7-SB Extra Long Container .5. 
x 24 . 10.0

C04-3B Small Narrow Container. .20.8 x7.3 x3.9 4.5

CD4-SB Small Narrow Container .20.8 x 7.3 x 5.2 5.0

CDS-3B* Large Narrow Container .28.1 x11.2Kx5.O. 9.1

COS-6iB Large Narmow Container~ 28.1 x 11.2 x 6.4 9.5

CDO-3B3 Mini Container 10217233. .
ED-6-6B Retractor container 26.5 x 17.0 x 6.9 1.
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aCatalog 

Container

CO1-7EDL Half Length Container 11.9 x 12.5 x g7.5 5.8

CD1-8BDL Half Length Container 11.9 x 12.5 x 8.3 6.0

C02-1OBDL Mid Length Container 19.2 x 12.5 x 9.4 8.2

CD2-7BDL Half Length Container 19.2 x 12. r 7.07.

CD3-8BDL Full Length Container 23.1 x12.5 x7.89.

CD3-9BDL Full Length Container 23.1 x12.5 x8.8 9.9

DINCD3-5B Full Length DIN Container 23.1 x 11.4 x 5.4 8.8

D -INCD3-GB Full tength DIN Container 23.1 x 11.4 x 6.1 9.0

DINCD3-7B Full Length DIN Container 23.1 x 11.4 x 7.1 9.4

DI1NCD2-SB Mi4 d Length DIN Container 19.2 x 11.4 x 5.4 7.1

_DINCD2-6B Mid.Length DIN Container 19.2 x 11.4 x 6.1 7.4

DINCD2-8B Mid ILengthi DIN Container 19.2 x 11.4 x 7.8 7.8

IC1-B Half Length DINtContainler. 11.Gxll.4 x5.4 5.5

DCD-B Half Length DIN Container 11.6 x 11.4 x 6A. 5.7

sTrERRAD Style ContainersCotie
Catalog..Cotie

Code Description Container Dimension (in) Weight (lb.)

C-D-O-4ST Q6uarter Length Container 9.5 x 12.4 x 3.8 3.7

C01-4ST Half Length Container 11.8 x 12.4 x 4.5 .5.2

CD1-SST Half Length Container 1.x124x53 5.4

CEDl-6ST HafLength Container 11.8 x 12.4 x 6.1 5.6

CD2-AST .Mid Length Container . 19.2 x 12.4 x 4.5 6.8

CD2-5ST* Mid Length Container .19.2 x12.4 x5.3 7:0

CD2-GST Mid Length Container 19.2 x 12.4 x 6.1 7.2

CD2-8ST Mid Length Container .19.2 x 12.4 x 7.8 7.7

C0D3-4ST F ull Iength Container .23.1 x12.4 x4.5 8.4

CED3-5ST FTull Lengih Containers .23.1 x 12.4 x 5.3 8.6

C03-6ST Full Length Containers 23.1 x 12.4 x 6.1 8.9

C03-7ST Full Length containers . ... 23.1 x12.4 x7.0 .9.3.

C04-35T Small Narrow Shallow Container . 2.8 x 7.3 x 3.9 4.2

CD4-SST Small Narrow.Containler .20.8 x7.3 x5.2 4.8

CDS-3ST Large Narrow Shallow Container 28.1 x 11.2 x 5.0 8.9

CD5S1T Large Narrow Shallow Container. 28.1 x 11.2 x 6.4 9.4

CIDO-3ST Mini Container 10. x .2 32 .
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Ir, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

TFood arnd Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Ms. Kate FullerAP27 (1

Regulatory Manager AP 27 lL1

CareFusion 2200, Inc.
1500 Waukegan Road
McGaw Park, Illinois 60085

Re: K1 12535
Trade/Device Name: Genesis Reusable Rigid Sterilization Container System and

Accessories
Regulation Number: 21 CFR 880.6850
Regulation Name: Sterilization Wrap
Regulatory Class: Il
Product Code: KCT
Dated: April 13, 2012
Received: April 13, 2012

Dear Ms.Fuller:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21,,Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Relzister.



Page 2 - Ms. Fuller

Please be advised that FDA's issuance of a substantial equivalence determination does not

mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to:. registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting

(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing

practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to http://wvww.fdasgov/AboutFDA/CentersOffices/CDRH/CDRBOffices
/ucml I 15809.htrn for the Center for Devices and Radiological Health's (CDRH's) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to

premarket notification" (21 CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to
http://xvwwv.fda.govIMedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.g~ov/MedicalDevices/ResourcesforYou/industrv/default.htm.

Sincerely yours,

4' Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office. of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



1500 Waukegan Road
McGaw Park, IL 600085
847-473-7334 tel.

carefusiofl.COm

GCareFusion
Indications for Use

510(k) Number: K112535

Device Name: Genesis Reusable Rigid Steriliza tiOn Container System and Acces Isories

Indications for Use: The Genesis Reusable Rigid Sterilization Container System is a device intended to

be used to enclose another medical device that is to be sterilized by a healthcare

provider. It allows sterilization of the enclosed medical device and maintains

sterility of the enclosed device until used for a maximum of 180 days.

Containers are suitable for dynamic air removal (pre-vacuuml) steam sterilization,

immediate use pre-vacuum.steam sterilization and 100% ethylene oxide

sterilization when used as described in the instructions for use.

Reusable baskets and accessory items (pins, dividers, mats, eic.) are intended to

organize and secure enclosed medical devices during sterilization and storage of

the container.

Data cards are used to record information regarding a specific sterilization process

load. Filter media allows ingress and egress of sterilant while providing a microbial

barrier. Tamper evident arrows provide a visual indication that the container

system has not been inadvertently opened prior to use. Each arrow contains a

modality-specific external process indicator that serves .as a visual indication that

the system has been exposed to a specific sterilization cycle parameter. Data cards,

filters and tamper evident arrows are single use only.

Prescription Use _X Over the Counter Use

(Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE)

Concurrence of CDRH, Office of Device Evaluation (DvsnSign-Oft)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

Pagel lof7 610(k) Number -51 2 3,5



Steriliz ation Parameters for the Genesis Reusable Rigid Container System by Modality pliaeApplicable

Sterilization Method Cycle Paramneters Total System Weight* Containers/Aicessories

Dynamic Air Removal Exposure Temperature: 2700F 2.5 l bs. Solid Bottom

(Pre-Vacuum) Steam (132-C) Containers;
Perforated Bottom

Pre-Conditioning Pulses: 3 Containers;
Stacking Baskets

Exposure Time: 4 Minutes Non-Stacking Baskets
Lumen Devices (2.68

Dry Time Cycle: 30 minutes mm x 450 mm)
Devices or Device
Configurations

Minimum Cool Time: 60 entailing conjoined

minutes surfaces which meet,

(may vary according to load touch or unite;

contents) Silicone Support Bars
Silicone Mats

Stack Height: Maximum 3 LaparoscOpic Racks
Optional Protective
Plate
Materials: Stainless
Steel, Aluminum;
Silicone; Radel

al E e eSolid Bottom
Dynamic Air Removal Exposure Temperature: 270*F 25 lbs.

(Pre-Vacuuml) Steam (132C)Cotirs Perforated Bottom

StcingBets

Exposur Tie: 4 Minutes NnSakn aktr mov x~LumenT DevicesT(2.68
mDevices or Devic

Im edat Ueitenditelyndn no bul e e Cntaingecnjone
stored fo teri us sufae whtet

oc r unite;"_
S Iiione Surt ar

Sil icn Ma kts

Exposure Time:4 Materials:nStainlases

Stack~~~tel Alut axmm3mmx40minm;

Silicone; Sura s
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Applicable

S Iterilization Method Cy clie Paramet ers Total System weight Containers/ACCeSSorieS

100% Ethylene Oxide EO Sterilant Concentration: 15 lbs. Perforated Bottom

100% EO, 725 mg/i. Containers except
C02-1OBDI- and

Pre-conditioning Time: 30 DlNCD2-8B);

minutes Non Stacking Baskets
Lumen Devices (3.0

Temperature: 130*F (55-C) mm x400 mm)
Device or Device

Exposure.Time: 60 minutes Configurations
entailing conjoined

Relative Humidity: 50-80% surfaces which meet,
touch or unite;

Aeration: 8 hours @ 109.4*F Silicone Support Bars;

(43C) Laparioscopic Racks;

No stacking Materials: Stainless
Steel, Aluminum,
Silicone, Radel

Examples of instrument types that are conjoined include: scissors, forceps, clamps (including double action),

hand held and self retaining retractors, needle holders, osteotomes/chisels, rongeurs, kerrison rongeurs,

specula.
Note: Air tight occluded challenges are devices entailing surfaces that are completely obstructed. These types

of devices have not been validated for use in the Genesis Reusable Sterilization Container System.
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Accessories and Device Challenges by Sterilization Modality and Container Style

Type of Container Contents/Configuration Pre-Vacuum Steam 100% Ethylene oxid

Solid Bottom Container Non Stacking Baskets Yes No

Stacking Baskets Yes No

Lumen: 2.68mm (ID) x Yes, maximum 2 No

Lumen: 3 mm (ID) x 400 Yes, maximum 2 No

Silicone MatYeN
Laparoscopic Rack Yes No

optional Protective Plate Yes~ No

Filter NST Series No

Data .Ca rd MD1-1 N o

Tamper-Evident Arrow White AS Series No

Stack Height 3 No

Materials Radel, No
Stainless Steel
Aluminum
Silicone

Maximum Total 25 lbs. No

Container System
Weigh t

Perforated Bottom Non Stacking Baskets Yes Yes

Container -Stacking Baskets Yes No
Lumen: 2.68mm (ID) x Yes, maximum 2 No

450mm (L)
Lumen: 3 mm (ID) x400 Yes, maximum 2 Yes, maximum 5

mml)

IOcldd/Mated Yes Yes

challenige
Silicone Support Bars Yes Yes

Silicone Mat Yes No

Note: The CD2-1OBDL Laparoscopic Rack Yes Yes

and DINCD248B optional Protective Pate Yes No

container models are, Filter NST series NST series

not validated for use in Data Cards MVD1-1 MD1-1

100% Ethylene Oxide Tamper Evident Arrow White AS Series Yellow AG Series
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Type of Container Contents/ onfiguraUiof Pre-Vacuum Stam10%Ehlen xd
Materials RadelRae

Stainless steel Stainless Steel

cotiesStacking Baskets YsN

Lumen: 2.68mm (ID) x Yes, maximum 2 N

450mm (L)maiu2Ye
Lumen: 3.0mm (ID) x Yes, aiu e

400mm (L)Ye
occluded/Mated YesYe
challenge
Silicone support Bars Yes Yes

Silicone Mat Yes No

Laparoscopic Rack Yes Yes

optional Pro .tective Plate Yes NoTSre
FitrNST Series NTSre

*Tamper-Evident Arrow White AS Series Yellow AG Series

Silicone Silicone

Maximum Total 25 lbs. 15 lbs.

Container System
Weight

Solid Bottom ContainersCotie

caoe Description Container Dimension (in) Weight (lb.)

Code- 
9.5 x 12.4 X 3.8 3.4

Z _ C uarteriLength Container 11.8 x12.4 x4 .5 4.8

CD1-4C Half Length Container1.8x24x5350

CD1-5C Half Length Container 11.8'x 12.4 x 5.3 5.0

CD3-4C Full Length Container192x2.x45 J

CD3-SC Full Length Container 23.1 x 12.4 x 5.3 67

CD3-6C Full Length Container 23.1 x 12.4 x 6.1 8.2

CD3-7C Full Leongthr Container 23.1 x 12.4 x 7.0 8.5
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CatalogCotie
Code Description Container Dimension (in) Weight (lb.)

C D7-5C .-Extra -ong container 25.2 x 12.4 x 5.9 8.5

C07-6C Extra Long Container 25.2 x 12.4 x 6.7 8.8

CD7-SC _Extra Long Container 25.2 x 12.4 x 8.4 9.7

CED4-3C Small Narrow Container 20.8 x 7.3 x 3.9 4.2

CD4-5C Small Narrow Container 20.8 x 7.3 x 5.2 5.2

CDS-3C Large Narrow Container .28.1 x 11.2 x 5.0 8.4.

CDS5-61C Large Narrow Container 28.1 x 11.2 x 6.4 9.1

CD0O3C Mini Container .10.2 
x 7.2 x 3.2 2.5

CD66C etrctr Cntaner .26.5 x 17.0 x 6.9 12.4
CD1-7CD HealLthr Container 11.9 x 12.5 x 7.5 5.3
CDl-SCOL Half Length Container 11.9 x 12.5 x 8.3 5.5.
CD2-7CDL Half Length Container 19.2 x 12.5 x 7.0 7.1
Cb2-1OCDL Midf Length Container 19.2 x 12.5 x 9.4 8.2
CD3-SCDL Full Length Container 23.1 x 12.5 x 7.8 8.8

ED3'9C DL Full Length container ~.23.1 x 12.5 x 8.8 8.6

DINCD3-SC Full Length DIN Container . 23.1 x 11.4 x 5.4 7.9

DINCD3-6C Full Length DIN Container 23.1 x11.4 x6.1 8.2

DINCb3-7C Full Length DIN Container 23.1 x11. x 7.1 8.*5

DINCD2-5C Mid Length DIN Container . 19.2 x 11. x 5.4 6.7

DINCD2-6C Mid Length DIN Container .19.2 x 11.4 x 616.

DINCD2-8C Mid.Leangth lN Container 19.2 x 11.4 x 7. 7.h

DINCD1-5C Half Length DIN Container 11.6 x 11.4 x 5.4 . 5.

DINCD1-GC Half L ength Container 111.6 x 11.4 x 6.1 15.2

Perforated Bottom Containers
Catalg~ .Container

CaoeDsrito Container Dimension (in) Weight (lb.)

C-DO-46 Quarter Length container 9.5Sx 12.4 x 3.837

ED-1-4B Half Length container 11.8 x 12.4 x 4.5 . 5.2

CD1-5B Half Length Container 11.8 x 12.4 K 53 5.5

C07-98 Extr Lng Container 2.2 x 12.4 x .4 1.0

CD2-SB ~ ~ ~ ~ ~ ~ ~ Pg 6i ofgt 7otie 92x1. . .



Catalog Container

Code Description Container Dimension (in) -Weight (lb.)

CD4-3B S-mall -Narrow container 20.8 x 7.3 x 3.9 4.5

CD4-5B3 Small Narrow Container 20.8 x 7.3 x 5.2 5.0

CDS-3B3 Large Narrow Container 28.1 x 11.2 x 5.0 9.1

COS-GiB Large Narrow Container 28.1 x 11.2 x 6.4 9.5

CDO-3B . Mini Container 10.2 x7.2 x3.2 2.6

CD6-6B Retractor Container E26.5 x 17.0*x6.9 .13.9

CD17BD Haf Lngt Cotaier11.9K 12Sx75.
CD1-8BDL Half Length Container 11.9 x 12.5 x 8.3 6.0

C02-1OBDL Mid Length Container 19.2 x 12.5 K 9.4 8.2

CD2-7BDL Half Length Container 19.2 K 12.5 K 7.0 7.5

C03-SBDL Full Length Container 23.1 x 12.5 x 7.8 9.6

CD3-9BDL Full Length Container .23.1 K 12.5 K 8.8 9.9

DINCD3-5B Full Length DIN Container 23.1 x 11.4 x 5.4 8.8

DINCD3-6B3 Full Length DIN Container 23.1 x 11.4 K 6.1 9.0

DINCD3-7B3 Full Length DIN Container 23. KE14K .

DINCD2-SB3 Mid Length DIN Containe? r 19.2 x 11.4 x 5.4 7.1

DINCD2-6B3 Mid Length.DIN Container 19.2 K 11.4 K 6.1 7.4

DINCD2-8B Mid Length DIN Container 19.2 K 11.4 x 7.8 7.8

DINCD1-SB Half Length DIN Container 11.6 x 11.4 ______

DINCD1-SB Half Length DIN Container1.6x14x6157

STERRAID Style Containers

Catalog Container

Code Description Container Dimension (in) Weight (lb.).

CDO-4ST Quarter Length Container .9.5 x12.4 x3.8 3.7

CD1-4ST Half Length Container .11.8 K 12.4 x 4.5 5.2

CD1-SST Half Length Container 11.8 x 12.4 x 5.3 5.4

CD1-6ST Half Length Container .11.8 x 12.4 x 6.1 5.6

CD2-45T Mid Length Container .19.2 x 12.4 x 4.5 6.8

CD2-5ST Mid Length Container 19.2 x 12.4 x 5.3 . 7.0

CD2-EStr Mid Length Container 19.2 x 12.4 x 6.1 7.2

CD2-8ST Mid Length Container 19.2 x 12.4 x 7.8 7.7

CD3-4ST Full Length Container 23.1 x 12.4 x 4.5 8.4

CD3-5ST Full Length Containers 23.1 x 12.4 x 5.3 8.6_

CD3-6ST Full Length containers 23.1 x 12.4 x 6.1 8.9

CD3-7ST Full Length Containers 23.1 x 12.4 x 7.0 9.3

CD4-3ST Small Narrow Shallow Container .20.8 K 7.3 K 3.9 4.2

CD4-55T Small Narrow Cantainer 2. . . .

CD5-3ST Large Narrow Shallow Container 28.lxl1.2 x5.0 8.9

CDS-61ST Large Narrow Shallow Container. 28.1 x 11.2 K 6.4 9.4

CDO-3ST Mini Container _______________2.6_
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