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Mr. Mark J. Buch

A,

DEPARTMENT OF HEALTH & HUMAN SERVICES Public health Service

LTy o

ot®

Food and Drug Administration
AUG ; 7 1004 8757 Georgia Avenue

T4

e Silver Spring MD 20910

b

President Re: K843146
Seabrook Medical Systems, Inc. " MICRO-TEMPIH Pumps and MICRO-TEMP Pads
673 Wilmer Avenue
Cincinnati, Ohio 45226 Dated: July 31, 1984
. Received: August 10, 1984
Dear Mr. Buch: Regulatory Class: II

We have reviewed your Section 518 (k) notification of intent to market the
above device and we have determined the device to be substantially equivalent
to devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments. You may, therefore, market
your device subject to the general controls provisions of the Federal Food,
Drug, and Cosmetic Act (Act). This device has been placed into the
regulatory class shown above, by a final regulation published in the Federal
Register. 2ll classes of devices are regulated by the general controls
provisions of the Act applicable to all medical devices including annual
registration, listing of devices, good manufacturing practice, labeling, and
the misbranding and adulteration provisions of the Act; class II devices must
also meet present or tuturé pertormance standards; class III device} will be
required to undergo premarket approval at some time in the future. Please
note: This action does not affect any obligation you might have under the _
Radiation Control for Health and Safety 2ct of 1968, or other Federal Laws or
regulations, .

Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 860 to 895, In addition, the Food and
Drug Administration (FDA) may publish further announcements concerning your
device in the Federal Register. We suggest you subscribe to this publication
S0 you can convey your views to FDA if you desire and be notified of any
additional requirements subseJuenily imgosScd vi yout Jdeviee. SubscLipilons
may be obtained from the Superintendent of Documents, U.S. Government
Printing Office, Washington, D.C. 204¢2. Such information also may be
reviewed in the Dockets Management Branch (HFA-385), Food and Drug
Administration, Room 4=62, 5608 Fishers Lane, Rockville, Maryland 20857.

This letter does not in any way denote official FDA approval of your device
or its labeling, Any representation that creates an impression of official
apptoval of this device because of compliance with the premarket notification

. requlations is misleading and constitutes misbranding. If you desire advice
on the labeling for your device or other information on your responsibilities
undev the 2Act; please contact the Office of Compliance, Division of Compliance
Cperatiofs (HFZe328), 8757 Georgla Avenue, Silver Spring, Maryland 20918. -

Sincerely vyours,

A

SR ey sape s
st f,‘ \,."' t ::." n, .’ﬂ N " :l . »
11]LnﬂLbf5yﬁ; Robert G. Britain

’ L Director |
: Ce : Office of Device Evaluation 4
Center for Devices and Radiological Health b
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 i{”
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

g | Memoranduﬁ“a

'Date W /7 /78 ]

REVIEWER(S) - NAME(S) At ra /@ QJ&W
510(k) NOTIFICATION {g#g/ %

THE RECORD

From

Subject

To

It is my recommendation that the subject 510(k) Notification:

v (A) 1Is substantially equivalent to marketed devices.

(B) Requires premarket approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.
(D) 1Is an incomplete submission. (See Submission Sheet).
Additional Comments:

ke g b
PM{(/% (o, buaTlec @wu@w
@Wj

The submitter requests: Class Code w/Panel:
No Confidentiality ¢9 T LO

_____ Confidentiality for 90 days
é Continued Confidentiality exceeding 90 days

REVIEW: /I\()'v:& L__ﬁ 8//(/9%

(BRANCH CHIEF) g (DATE)

FINAL REVIEW: 4 iLWJ g*//f/a"f
(DIVISION DIRECIOR) (DATE)
e ED BRERY
SUNILABLE @6y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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f/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
8757 Georgia Avenue
Silver Spring MD 20910

D.C. Number : K843146
Received : 8/10/84

Seabrook Medical Systems Incorporation Product ! MICRO-TEMPM
Attn: Mark J. Buch

673 Wilmer Avenue
Cincinnati, OH 45226

Punps and
MICRO-TEMP Pads

The Premarket Notification you have submitted as required under Section
510(k) of the Federal Focd, Drug and Cosmetic Act for the above referenced
device has been received and assigned a unique document control number
(D.C. Number above). Please cite this D.C. Number in any future
correspondence that relates to this submission. “

We will notify you when the processing of this submission has been
canpleted or if any additional information is required. You are required
to wait ninety (90) days after the received date shown above or until
receipt of a "substantially equivalent" letter before placing the product
into cammercial distribution. I suggest that you contact us if you have
not been notified in writing at the end of this ninety (90) day period
before you begin marketing your device. Written questions concerning the
status of your submigsicn should be sent to:

Food and Drug Administration

Center for Devices and
Radiolcgical Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

8757 Georgia Avenue

Silver Spring, Maryland 20910

If you have procedural}ﬁ?xpolicy questions, please contact the Division of
Small Manufacturers Asdistance at their toll-free number (800) 638-2041 or
me at (301) 427-7230. | }

]
{'\ Slncerelys,(furs, \\

™, \'ﬁ \\ \\ k) "V::}“b R ,\"w‘
Robert I. Chlssler
Premarket Notification Coordinator
Office of Device Evaluation
Center for Devices and
Radiological Health
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Seabrook Medical Systems, Inc.

673 Wilmer Avenue
Cincinnati, Ohio 45226
July 31, 1984

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

)
L.

8757 Georgia Avenue &2
Silver Springs, Maryland 20910 Pﬁﬁ
i

"510(k) Notification" ey

o5

Gentlemen: ) 33
P

o)

We are a newly formed company which will be manufacturing ard

distributing medical devices. On July 20, I personally
registered Seabrook Medical Systems, Inc. with the Food and

Drug Administration, receiving assistance from Ms. Lynne Rice.

We have not as yet received a registration number, as I was
told it would take about 30 days.

Qur first product system consists of heat therapy pumps and
pads, which are substantially equivalent to devices intro~-
duced into interstate commerce by American Medical Systems
(formerly Gorman-Rupp) and Gaymar Industries prior to May 28,
1976, the enactment date of the Medical Device Amendments.
Please consider this letter our Premarket Notification or
510(k) submission. The tradename of our products will be
MICRO-TEMPTM Pumps and MICRO-TEMP Pads.

The system performs the same function (localized heating or
cooling) as those of our competitors. For your review, we
have enclosed two copies of the exterior view of the pumps
(one analog version and the other digital, microprocessor
based), and two 8 x 10 glossy photos of the pads. We have
not finalized our product brochure or journal ad as yet.

Nor do we have finished labels or labeling for the products.
However, we do have final copy for those materials, which is
being submitted to the printer this week. For your conven-
ience in evaluating the similarity of our products, we are
also enclosing coples of competitive literature.

We would appreciate FDA holding this Premarket Notification
confidential until we begin commercial distribution. Our
intent to market the devices has not been disclosed to scilen-
tists, market analysts, exporters, or the like. We have
taken all possible precautions to protect the confidentiality
of our intent to market the devices. We understand that sub-
mission of false information in response to these rTequire-
ments 1is prohibited by federal law. When we disclose our

intent to market to others outside the company, we will
immediately notify FDA.

Thank you for your prompt attention to this miﬁﬂﬁru

'

Sincerely S ONE

Filgrte B ch
Mark J. Buch
President

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Seabrook Medical Systems, Inc.
673 Wilmer Avenue

Cincinnati, Ohio 45226

July 31, 1984

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

8757 Georgia Avenue

Silver Springs, Maryland 20910

"510(k) Notification™
Gentlemen:

We are a newly formed company which will be manufacturing and
distributing medical devices. On July 20, I personally
registered Seabrook Medical Systems, Inc. with the Food and
Drug Administration, receiving assistance from Ms. Lynne Rice.
We have not as yet received a registration number, as I was
told it would take about 30 days.

Our first product system consists of heat therapy pumps and
pads, which are substantially equivalent to devices intro-
duced into interstate commerce by American Medical Systems
(formerly Gorman-Rupp) and Gaymar Industries prior to May 28,
1976, the enactment date of the Medical Device Amendments.
Please consider this letter our Premarket Notification or
510(k) submission. The tradename of our products will be
MICRO-TEMPTM Pumps and MICRO-TEMP Pads.

The system performs the same function (localized heating or
cooling) as those of our competitors. For your review, we
have enclosed two copies of the exterior view of the pumps
(one analog version and the other digital, microprocessor
based), and two 8 x 10 glossy photos of the pads. We have
not finalized our product brochure or journal ad as yet.

Nor do we have finished labels or labeling for the products.
However, we do have final copy for those materials, which 1is
being submitted to the printer this week. For your conven-
ience in evaluating the similarity of our products, we are
also enclosing copies of competitive literature.

We would appreciate FDA holding this Premarket Notification
confidential until we begin commercial distribution. Our
intent to market the devices has not been disclosed to scien~
tists, market analysts, exporters, or the like. We have
taken all possible precautions to protect the confidentiality
of our intent to market the devices. We understand that sub-
mission of false information in response to these require-
ments is prohibited by federal law. When we disclose our
intent to market to others outside the company, we will
immediately notify FDA.

Thank you for your prompt attention to this matter.

Sincerely : ,;:,g;f,'i]r“.r”]
IR

‘7@éikﬁijﬂigitdﬁ— uMJQﬁp@

Mark J. Buch
. President
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Seabrook Medical Systems, Inc.
673 Wilmer Avenue

Cincinnati, Qhioc 45226

July 31, 1984

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

8757 Georgia Avenue

Silver Springs, Maryland 20910

"510(k) Notification"
Gentlemen:

We are a newly formed company which will be manufacturing and
distributing medical devices. On July 20, I personally
registered Seabrook Medical Systems, Inc. with the Food and
Drug Administration, receiving assistance from Ms. Lynne Rice.
We have not as yet received a registration number, as I was
told it would take about 30 days.

Our first product system consists of heat therapy pumps and
pads, which are substantially equivalent to devices intro-
duced into interstate commerce by American Medical Systems
(formerly Gorman-Rupp) and Gaymar Industries prior to May 28,
1976, the enactment date of the Medical Device Amendments.
Please consider this letter our Premarket Notification or
510(k) submission. The tradename of our products will be
MICRO-TEMPTM Pumps and MICRO-TEMP Pads.

The system performs the same function (localized heating or
cooling) as those of our competitors. For your review, we
have enclosed two copies of the exterior view of the pumps
(one analog version and the other digital, microprocessor
based), and two 8 x 10 glossy photos of the pads. We have
not finalized our product brochure or journal ad as yet.

Nor do we have finished labels or labeling for the products.
However, we do have final copy for those materials, which is
being submitted to the printer this week. For your conven-
ience in evaluating the similarity of our products, we are
also enclosing copies of competitive literature.

We would appreciate FDA holding this Premarket Notification
confidential until we begin commercial distribution. Our
intent to market the devices has not been disclosed to scien-
tists, market analysts, exporters, or the like. We have
taken all possible precautions to protect the confidentiality
of our intent to market the devices. We understand that sub-
mission of false information in response to these require-
ments 1s prohibited by federal law. When we disclose our
intent to market to others outside the company, we will
immediately notify FDA.

Thank you for your prompt attention to this matter.

Sincerely

Filanse_) Bos 0o

Mark J. Buch
Questions? Contact FDA/CDRH/OCE/DID at CORHEESIETATFUS@fda.hhs.gov or 301-796-8118




Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? (&a&éct FEADRH/OCEDID at CDRH-FOISEH’US@fda.hhs.gov r 301-796-8118
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LHEHOFILED FRO™
AVAMABLE ¢

CONFIDENTIAL PROPERTY

d ‘:‘hl;.?&?umn‘t“ am{ a?y l?‘ccompanylnq'
ata 'y thereto, is the property o
Seabrook M ol Syatems, lnc.p it cmlns
confidential information, and s regarded as
unpublkished manuscript. This material shail
be used by the t only for the
purpose intanded as Indicatled by stampin
or accompanying document of transmittal,
It shall riot be duplicated, revealed, sold or
chared with others without the written
rom»ulon of Seabrook Medical Systems,
nc;. All rights of design and invention are
reserved. )

' " PMedical Systems}inc. B
TOLERANCE ' o mo
UNLESS OTHERWISE SPECIFIED , -

TITLE .
HERT THERARPY PUMP
SCALE FULL CQDE
ANGLES +
DATE . NEXT LEVEL
DRAWN BY 7-24 -84 '

|

STATUS DRAWING NO.
APPROVED BY . .

"Quéstions? Contact FDA/CDRH/OCE/DID at CDRH:FOISTATUS@fda.hhs:gov Or301-796-8448-~ i+
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Questions? Contact .FVDA/CDRH/OCE/DIDV at CDRH-FOISTATUS@fda.hhs.gov br 301-796-8118
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TOLERANCE

CONFIDEMNTIAL PROPERTY UNLESS OTHERWISE SPECIFIED

This document and any accompanying
data periaining thereto, is the property of
Seabrook Medical Systenis, Inc. it contains

TITLE

HEAT THERAPY PUMP

@ S |Medical Syslemsk

confidential Inlormation, and is regarded as
unpublished manuscript. This materisl shall
be used by the recipient only for the
purposa intended s indicsted by stamp!

CODE

I

nying documant of tranamittal, | ANGLES

?tfo:: i not be duphicated aled, sold
al nol 1"‘” | or P
shared with others without the written | DPAWNBY

|

without
srmisalon of Seabrook Medical Systems,
nc, All rights of design and invention are

reserved. APPROVED BY

SCALE FULL

DATE ¥ NEXT LEVEL

| 7-24-84 |
STATUS DRAWING NO. | SHEET

OF -
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fda.hhs.gov or 301:798-8444




K-MODULE
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The K-Module eombines convenience with speed and
Aq UamatIC K'ZO safety in providing very effective localized heat therapy.
Locall Zed The K-Mod heats to the selected temperature (95° to
. 105°F) in approximately 5 to 7 minutes. The K-Mod also

Heat Therapy offers ac_:lvaqtages of small size and weight, suc_tnon cup

base, wide fill cap and removeable control key.

.
American
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Medical Systems )
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DuoTherm Pads
Complete the
® K-Mod System.

When used with American
Medical Systems K-Module,
Duo-Therm Pads provide a
system for effective localized
heat therapy. Constructed of soft
nonwoven material, Duo-Therm
Pads contour comfortably to
patient treatment areas for max-
imum thermal transfer. Water
may be placed upon the white
“wet side” for the efficient appli-
cation of moist heat therapy. The
blue side may be used for dry
heat therapy. Duc-Therm is avail-
able in a variety of sizes from
20" x 3" up to 18” x 24" pads.

In addition, four sizes of Special
Use Pads utilize sewn on span-
dage to effectively hold pads in
place over limbs are available.

‘Speciﬂcations and
Ordering Information

UL544 listed (medical and dental equipment) AHS CATALOG NUMBER DESCRIPTION
Dimensions — 6.25" x 50" x 6.25"
Weight — 4 Ibs. - 2 oz (reservoir empty) 11185-010 . K-Module —_
Electrical Rating — 115 Volts, 60 Hertz, 178 1175-RNT K-Module Rental
Watts, 1.6 Amps ) . i
Heating Rate — 57 minutes 11202-900 Connector tubing
Temperature Range — 95°F to 105°F, 11235-069 K-Kooler
%5 °Cto 4020 ity — 20 distilled 11202-003 20" x 3" DuoTherm
wateorvolr Lapacily — £U ounces distle 11202017 17" x 12" DuoTherm
Current Leakage — Less than 50 11202-020 14" x 20" Duo-Therm
micro amps .
Power Cord — 10’ with hospital grade plug 11202-024 18" x 24" Duo-therm
. _ . 11202-508 9" x 8" Special Use Pad

O o 02" Medical Sysiems 11202-517 9" x 17" Special Use Pad

Distributed by American Hospital Supply 11202-614 12" x 14" Special Use Pad

11202-612 14" x 12" Special Use Pad

Operation, Service, and Technical Manual available upon request

Information in this literature is the latest available al the time of printing. Unit specifications are subject to
change without notice. Contac! your American Medical Systems' representative for further information.

American
Medical Systems

Division of

American Hospital Supply Corporation | ZQUU@@@F ﬂﬂaME@ ‘FGB@[M ESS’U

134 Merchant Street Suite 200

Cincinnati OH 45246 [WMMB[LE @@EJ W «ﬁﬁ
e

Telephone 513 772-7778

AT1098

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 May 83
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A - K 20 The K-Module combines convenience with speed and

quama IC vy safety in providing very éffective localized heat therapy.

Local |Zed . The K-Mad heats to the selected temperature (35° to
105°F) in approximately 5 to 7 minutes. The K-Mod also

Heat Thera offers advantagd&if small size and weight, suction cup
, . py ' base, wide fill cap and removeable control key.
American
Medical Systems
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" DuoTherm Pads
Complete the
®<-Mod System.

When used with American
Medical Systems K-Module,
Duo-Therm Pads provide a
system for effective localized
heat therapy. Constructed of soft
nonwoven material, Duo-Therm
Pads contour comfortably to
patient treatment areas for max-
imum thermal transfer. Water
may be placed upon the white
“wet side” for the efficient appli-
cation of moist heat therapy. The
blue side may be used for dry
heat therapy. Duo-Therm is avail-
able in a variety of sizes from
20" x 3" up to 18" x 24" pads.

In addition, four sizes of Special
Use Pads utilize sewn on span-
dage to effectively hold pads in
place over limbs are available.

'Speciﬂcations and
Ordering Information

ULS544 listed (medical anfc)i d"ental quipment) AHS CATALOG NUMBER DESCRIPTION
Dimensions — 6.25" x 50" x 6.25"
Weight — 4 Ibs, - 2 0z, (reservoir empty) mas010_, K-Module
Electrical Rating — 115 Volts, 60 Hertz, 178 11175-RNT K-Module Rental
Watts, 1.6 Amps R i
Heating Rate — 57 minutes 11202-900 Connector tubing
Temperature Range — 95°F to 105°F, 11235-069 K-Kooler
25° to 4,0;’:0 ity 20 < distiled 11202-003 20" x 3" DuoTherm
eservoir Capacity — 20 ounces distille
wetor o vapactty 11202-017 17" x 12" DuoTherm
Current Leakage — Less than 50 11202-020 14" % 20" DuoTherm
micro amps
Power Cord — 10’ with hospital grade plug 11202-024 18" x 24" Duo-Therm
_ _ _ 11202-508 9" x 8" Special Use Pad
O g fynerican Medical Systems 11202517 9" x 17" Special Use Pad
Distributed by American Hospitat Supply 11202-614 12" x 14" Special Use Pad
11202-612 14" x 12" Special Use Pad
Operation, Service, and Technical Manual available upon request.
| Information in this literature is the lalest available at the time of printing. Unit specifications are subject to
| change without notice. Contact your American Medical Systems' representaljve for further information.
. @ -
..s83.. American
*s222-- Medical Systems

® o ICROFILAED FROR BEST

American Hospital Supply Corporation |? o
134 Merchant Street Suite 200 AWANN AR MOIERN
Cincinnati OH 45246 AV AR ROV
Telephone 513 772-7778

AT1098

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 May ‘83




~ EXACTLY
what the doctor
“ordered ’

foreffective
st therapy._

‘_Eas"b to ﬁse, Economqulfdnd',[‘_)ependq‘b_le : ‘. thé.;éﬁgfgrfh Bus N rS
. . . Exactly what the doctor ordered =~~~

Gaymar Industries, Inc. One Bank Street, Dept, 4 Grchard Park, New Ybrk 14127 @ [716)] 662-2551
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




/I he L)ependable

Solid

C.S.A.approvedor U.L.
544 approved — Meets the
most recent C.S.A. and U.L.
specifications for hospital
and dental equipment

Convenient Easy to Write \
Onldentification Label ~ ————__
Convenient Fold-Away

Carrying Handle — Won't
pul out

Twin 8 Pump Hose
Assembly — With leakproof
Clik-Tite Connectors and
opaque tubes

Key Set Control
Thermostat — Easy to read
indicator, calibrated in

Fahrenheit and Centigrade

Positive Off Position —
for cold therapy

Slipproof Suction Cup
Feet — Help prevent
accidental tipover

e

T '@WMP ™

State

Leakproof cap with bead
A chain and a wide mouth
filling port ~ won't spill

No more lost caps — '
even if turned over

r»»"

omA"" /&
WAIR eV

Qulck Glance Visible
‘ / Water Level Window —
. With easy to see fill line

“ indicator

. S Durable Unbreakable Case

Permanent Operating
Instruction Reminder

Safety Circuit Breaker
conveniently located in
front panel

Extra Capacity Reservoir
Call Nurse Signal —
Indicates malfunctions &
signals pump and heater
have been automatically
~ shut off for patient satety
9’ Power Cord — With
Hospital grade plug

Separate Back-Up Safety Thermostat Quiet Will not disturb patient. Tipover Switch:

Automatically turns off pump and heater y Full 12 Month Free Repair or Heater automatically shuts off if acciden-
and activates call nurse signal if 3 Replacement Warranty ¥ 1ally tipped over. Automatic restart when
temperature in reservoir exceeds safe f, Covers all defects in materials and returned to operating position.

limits. workmanship.

Size:8"'x5% " "'x6W"’

Weight: 51b. 2 oz. {unfilled, with hose attached)
Temperature Range: 80°F - 105°F

Attached Hose Length: 8’ double channel

L . S
AT ey,

Power Supply: 115 volt, 60 Hz., 200 watts
Fuse: 2 amperes, 125 volts, 3AG type
Wattage: 200 watts max.

Maximum Current Leakage: 100 pa

A New Dlmensmn in Heat and Cold Therapy

T-Pﬁ?@

Non- Kmkmg Te Pads

M@@‘T 'p [E@ Versaiile

Pai Pend  for Dry or Moist Heat Therapy

Feature Uninterrupted Flow

Unique "‘button design’* T*Pads fold to any
size, and conform easily to anatomicat
contours without interruption of water flow.
Maximum temperature coverage is
maintained while TePads work continually
for duration of treatment,

R A

T'Pads and MulsTe*Pads. ..

Along with the features of the T *Pad,
GAYMAR'S MuleTePads offer the added
convenience and versatility of a Non-Woven
surface on ane side for effective moist
therapy. No more soggy towels or dressings,
pillow cases or wraps.

are economical for single patient use, eliminate cleaning and handling in Central Supply and are available in several sizes.
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PAT. PENDING

. eliminates capital investment in T Pumps.
We supply the T Pumps when you contract
for the T Pads you will need over a 24 month

Easy to use, leak-
proof Clik-Tite Con- ™~ .. N

nectors are now N - eriod.
standard on all Gay- * \/{? ?\lo Capital Outlay
mar T Pumps, T You receive title to T Pumps with first T Pad

Pads and hoses. Just
push to connect,
squeeze to release.

shipment.

No Advance Billing

You are billed only for the T Pads shipped
each quarter.

24 Month Price Protection

T Pads are shipped at contract price for two

. N

',-.‘."‘
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years, regardless of inflation. You may order
any additional T Pads as you need them.
Order Only the T Pads You Will Need

You determine your institution’s useage rate
and contract accordingly.

Two Year Extended T Pump Warranty

The standard repair or replacement warranty
is extended to cover the full two year T.P.C.
contract period|
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whot the doctor
~ ordered...
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. Exactly what the doctor ordered

Gaymar Industries, Inc. One Bank Street, Dept. 4 Orchard Park, New York 14127 e [716) 662-2551
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




IThe Dependable .
C.S.4. approvedor U.L. SOI’d State

544 approved — Meets the

most recent C.S.A. and U.L.
specifications for hospital
and dental equipment

Convenient Easy to Write .
Onldentification Label v -

No more lost caps —
l.eakproof cap with bead '

P9 chain and a wide mouth ATING /&
¥ filling port — won’t spill :’". (Ve y
i »

ATE

[

Quick Glance Visible
: N Water Level Window —
Convenient Fold-Away - '. / With easy to see fill line
Carrying Handle — Won't TN < indicator
pull out N N

T Durable Unbreakable Case

Permanent Operating
Instruction Reminder
Safety Circuit Breaker
conveniently located in
front panel

Extra Capacity Reservoir
T~ Call Nurse Signal —
Indicates malfunctions &
signals pump and heater
have been automatically
shut off for patient safety

3 T 9’ Power Cord — With
\‘/ Hospital grade plug

Separate Back-Up Safety Thermostat | Quiet Will not disturb patient.
Automatically turns off pump and heater ¥ Full 12 Month Free Repair or
and activates call nurse signal if g Replacement Warranty
temperature in reservoir exceeds safe i Covers all defects in materials and
fimits. " workmanship.

Twin 8 Pump Hose
Assembly — With leakproof
Clik-Tite Connectors and

opaque tubes '
Key Set Control \
Thermostat — Easy to read /

indicator, calibrated in 2
Fahrenheit and Centigrade ‘

Positive Off Position —
for cold therapy

Slipproof Suction Cup
Feet — Help prevent
accidental tipover

Tipover Switch:

Heater automatically shuts off if acciden-
tally tipped over. Automatic restart when
returned to operating position,
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Size: 8" 'x5%"'x6 %" Power Supply: 115 volt, 60 Hz., 200 watts
Weight: 5 Ib. 2 oz. {unfilled, with hose attached) Fuse: 2 amperes, 125 volts, 3AG type
‘ Temperature Range: 80°F - 105°F Wattage: 200 watts max.
Attached Hose Length: 8’ double channel Maximum Current Leakage: 100 pa
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® A New Dlmensmn in Heat and Cold Therapy
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(afgue I '[P @@ ZM@@‘T 'Zp @@ Versatile

Non-Kinking T+ Pads Pat. Pend. Pat.Pend  £or Dry or Moist Heat Therapy
Feature Uninterrupted Flow it (RRRSE T ot i Along with the features of the T *Pad,

Unique “button design’’ TePads fold to any GAYMAR'S MulsTePads offer the added

size, and conform easily to anatomical convenience and versatility of a Non-Woven
contours without interruption of water flow. surface on one side for effective moist
Maximum temperature coverage is tf_\erapy. No more soggy towels or dressings,
maintained while TePads work continually piliow cases or wraps.

for duration of treatment.

T'Pads and Mul*TePads. ..
are economical for single patient use, eliminate cleaning and handling in Central Supply and are available in several sizes.
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PAT. PENDlNG

.. eliminates capital investment in T Pumps. years, regardless of inflation. You may order
Easy to use, leak- We supply the T Pumps when you contract any additional T Pads as you need them,
proof Clik-Tite Con- ™~ .. N for the T Pads you will need over a 24 month Order Only the T Pads You Will Need
nectorsare now N -.g/%,_/';t period. You determine your institution's useage rate
standard on all Gay- = : No Capital Outlay and contract accorcingly.
mar T Pumps, T You receive titie to T Pumps with first T Pad Two Year Extended T Pump Warranty
Pads and hoses. Just shipment. The standard repair or replacement warranty
push to connect, No Advance Billing is extended to cover the full two year T.P.C.

squeeze (o release. You are billed only for the T Pads shipped contract period!

each quarter.
24 Month Price Protection

T Pads are shipped at contract price for two U
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