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Dear Ms. Boyce:

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 fuirther announcements concerning your device in the Federal
Register.
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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- 105 0.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1),
please go toI
http://w-ww.fda.gov/AboutFDA/CentersOffices/CDRH/CDRH-Offices/ucml 15 809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premnarket notification"
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safetv/ReportaProblemldefault.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) 63 8-2041 or (301) 796-7100 or at its Internet address
http://w-ww.fda.g~ov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Anthony D.asn 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



INDICATIONS FOR USE

510(k) Number: K112872

Device Name: STATIM 2000/5000 G4 Cassette Autoclave

Indications for Use:

The STATIM 2000/5000 G4 Cassette Autoclaves are steam flush pressure pulse dynamic air removal steam
autoclaves designed for the reprocessing of reusable medical and dental instruments to achieve successful
sterilization in a clinical setting. They utilize saturated steam at high pressures in order to attain an effective
kill of infectious bic-organisms.

The units are intended to sterilize heat and moisture stable medical and dental instruments (including
handpieces) which are commonly found in medical and dental offices, hospitals, clinics, and other facilities.
The instruments must be suitable for steam sterilization at 1340C (2750F) or 121 0C (2500F). The STATIM
2000/5000 G4 Cassette Autoclaves are only intended for heat stable instruments.

Prescription Use.___ AND/OR Over-The-Counter Use /
(Part 21 CFR 801 Subpart 0) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurr"M, fhi" bn,fceo Device Evaluation (ODE)

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) NugjK i-a LtdKlt r~ 7Z
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510(k) Number: K112872

The sterilization cycles as to established timesi temperatures and indicated uses for the STATIM 2000 G4

Cassette Autoclave are as follows:

CYCLE TEMPERATURE STERILIZATION I MAX ITNE S
DRYING TIME LOAD ITNE S

UNWRAPPED 1350C (275-F) 3.5 min. / 1.0 kg Solid metal instruments, hinged
(for Immediate 60 min. (2.2 Ibs) metal instruments, dental' and

Use) phaco2 handpieces, with rig
WRAPPED 13500 (275-F) 10 min. / 1.0 kg Solid, hollow (including dental nd

60 min. (2.2 Ibs) phaCo 2 handpieces) & hinged metal
instruments wrapped in paper/paper

or paper/plastic pouches that are
cleared by FDA for the claimed

cycles, with drying.
RUBBER & 1210C (2500F). 15 min.I 0.4 kg Instruments of rubber & plastic
PLASTICS 60 m. (0.9 Ibs) construction (exceptions are listed in

______________________________________________ theOperator'sManual)with drying

The lumen specifications are as follows:

'Dental I-andpieces: 7 handpieces within a 1 kg load

2 Phaco Handpieces: 2 handpieces, 2 lumens per handpiece, where the lumens have a minimum inner
diameter of 1.5 mm (0.06") and a maximum length of 150 mm (6") or a minimum inner
diameter of 2 mm (0.08") and maximum length of 190 mm (7.5")

Prescription Use _ __ AND/OIR Over-The-Counter Use ____

(Part 21 CIFR 801 Subpart D) (21 CIFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Division of AnestheSiologY. General Hospital
Infectiof Control, Dental Devices

510 (k) NUrtJ, ScCan Ltd li25 -
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510(k) Number: K112872

The sterilization cycles as to established times, temperatures and indicated uses for the STATIM 5000 G4

Cassette Autoclave are as follows:

CYCLE TEPERATURE STERILIZATION I MAX ITNE S
CYCLE TEMPEATURE DRYING TIME LOAD ITNE S

UNWRAPPED 132 0C (2700F) 3.5 min.I 015 kg Solid metal instruments, hinged metal
(for Immediate 60 min. (1.1 Ibs) instruments with drying.

Use) ____ _________________ _

WRAPPED 1320C (270 0F) 6 min. /1.5 kg Solid, hollow (including dental' and
60 min. (3.3 Ibs) phaCo2 handpieces) & hinged metal

instruments wrapped in paper/paper or
paper/plastic pouches that are cleared by
FDA for the claimed cycles, with drying.

RUBBER & 12100 (2500 F). 35 min.I 0.4 kg Instruments of rubber & plastic
PLASTICS 60 min. (0.9 Ibs) construction (exceptions are listed in the

____________I Operators Manual) with drying.

HEAVY DUTY 1 320C (2700F) 6 min. 1 1.5 kg Solid metal instruments, hinged metal
UNWRAPPED 60 min. (3.3 Ibs) instruments and dentall and phaCo2

(for Immediate handpieces with drying. The extended
Use) cassette must be used for the processing

of longer instruments such as
autoclavable rigid endoscopes3 in this

______________________________________cycle.

The lumen specifications are as follows:

'etlHandpieces: 8 handpieces within a 1.5 kg load

2Phaco Handpieces: 5 handpieces, 2 lumens per hadicwhere telumens haeaminimumine
diameter of 1.5 mm (0.06") and a maximum length of 150 mm (6") or a minimum inner
diameter of 2 mm (0.08') and maximum length of 190 mm (7.5")

3 Rigid Endoscopes: -3 scopes, 1 lumen per scope, where the lumens have a minimum inner diameter of 1
mm (0.04') and a maximum length of 490 mm (19")

Prescription Use _ __ ANDfOR Over-The-Counter Use V/___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Officea of Dvc valuatio (N)

(Division Sign-Oft)
Division bf Anesthesi0logy, General Hospital
Infection Control. Dental Devices

Scican Ltd.
5TAT/M 2000 / 5000 G4 510j ubr


