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CardioMam® CM 3000-128T Holter racorder
Elpctrocardiograph, armbulatory {withogt Analysig
Chags'dl

Cardinvasoulas

B

21 CFR 87,2800

Cardicden™ Ch 3000-12 Holter recorder
HOB1688

MAY 3§ 2007

CO-7O000K-BT ECG Recnrder/Tramsmitier
KNS2555

Description of Device:

Thie O 30601287 Is 5 Holter rotorder designed to be uged in conjunction with the svalualion
software Cardiobay™ (KUS1471), This recorderis not capable of any diagnosts nor candt
provide any intarpretation of the data. The CM B000-128Y acquires, digitizes and slores data
1 b analyzed by Cardioliay@. Tha Ol 3000-128Y utilizes g 1{Head eloctrife hookup and
plrcement to provide Cardicliaey® with 12 channals of il discipsurs for Holter analysis, The
sardiad data prowdied by CardioDay® is used by raised medical parsounel o atsist in the
dagrtais of gatients with vadtus thytha patterss. The CM 3000- 1287 Holter tecoider sitres
12 ECG channsls comtinucusly Tor up to S8-hours inluding tia detection of pacemaker pulses.
# waypatd is availably (© set up system configuastion, (o enter patient's 1D and Aame, 10 oheck
tpad guaility during hookeup, and o start the reconding. Quring the recording, the keypad can
b nged 1 eoter evand markers, Tho OM 3000-1 287 has a LCD soresn to alow EQG display
during the hookeup, laad quality check, system configurstion and vardous messages for tha
nook-us technician . The G 3000-1 267 uses obg O o AA battaries, and 3 removable
sranitay card for data storage,

BO6 data and patise data can be frensmitten vie @ Blistooth connaction (BT module from
Armbar wiralass GmbH) from the CM 3000-128T to CardioDay® and afso from CardioDay™ ts
ines Ot 30001287,
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Comparison of Davice Technetogical Charactaristios to Pradicate Dovice:

T GO-TOOGING-BT, the Cardiobom® CM 3000-12 Helter recorder. and the
Cardiobam® Gr 300012 Hotter reeorder have tha folloaing technology specifications
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CardioMam® M 3000-1287 Profect 10 G608H1
S90{k} - Sumnary Saction 15-0001-Rev A

inteaded use:

The Gardatdern” digits Holier recorder i infendsd 1 cantinuously rdcord bp K 48 hours of
FC0 dma oo i dighial fash mamary card, The Cardiohem® performs po candias snalysis by
ek a1 intanded 10 be usesd with dhe analvsls svaluation sultware SacdieDay® The
pcardad date e downlogded W g PO fr analysis and fullowing avaluation by a traived
phvsinian o bealth onre professionsl.

Fadecal fw rosticts Carfiohiom™ by uss on order ol a physicien.

This covics |5 svsilalie only mpon tha oeder of a physiclans or other licensed medical
or pfessinnml,

HonLlinioal Tosting

Yardfication pad valdanen et plans wers compeled in accordancy with gatemad AG
protgdiures and GHP quidelines A Huazard Analysis was compleled and bazards were
smntlved 8% apgropiie.

The Candioler D8 0001287 compiias o the Tnllowing standands:
G G060 11

<R GUREE-1- 1,

< HEC BOS01-1- {EMGY,

< HEC BOEGT-T,

«~ HEC 080247,

- 10 BUBO1-2-01 {Par 80.101.2),
- ANEEAAR EC 28,

- 180 14871,

- ER 980,

- 190 16285,

BN 141

Al system spasifications wene met ard lesting paformed o demonsingie subslantial
arpdealaris,

Clmital Testing:

Slindont lesling was not reguired 10 demonsinats substaniial equivelente of safely and
stfpativanass

Canclusion;

The Cargobtem™ CM 3000-12BT Holter recorder is substamially equbment to the predicats
dervice Gsted In this Summary and the device, as changed, does not ralss any new issuses of
safely and efectivenass.
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAY 3 0 2007

Getemed AG

c¢/o Sid Mathur

Senior Regulatory Affairs Specialist
MDI Consultants, Inc.

55 Northern Blvd., Suite 200

Great Neck, NY 11021

Re: K063042
Trade/Device Name: CardioMem CM 3000-12BT
Regulation Number: 21 CFR 870.2800
Regulation Name: Medical Magnetic Tape Recorder
Regulatory Class: Class II
Product Code: MW]
Dated: April 23, 2007
Recetved: May 3, 2007

Dear Mr, Mathur:

We have reviewed your Section 510(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 provistons 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,

If your device is classified (see above) into either.class I (Special Controls) or class II (PMA), it
may be subject to such 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 Register.



Page 2 - Mr, Mathur

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 agencics. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CIR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the clectronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification, The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

[f you desire specific advice for your device on our labeling regulation (21 CEFR Part 801), pleasc
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilitics under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240} 276-3150 or at its Intemet address http://www.fda. gov/cdrh/industry/support/index.hitml.

nc

. Zuckenman, M:D,

Divjgion of Cardiovascular Devices

Offiee of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

B0 Mumber Of knowny

Dendee N CanfioMen®: Obd 3000-12RT

irddfcations For tiae:

The CardivMam® Cid 30001287 15 o Moiter recarder which is indicatad for patients who
may beredlt from a long-term santinuoas slectoesrdicdraphic (E0G) reiording, incheding,
but not fimitad to; fhose with complalits of paipitations, sysdi, chast sl shoithoss of
braath. or hise-that nead o b monltared to jutige thelr cuirait cording fsnatonatity.

Pregeriphion Use 5 ANDIOR  OQuer-The-Gourter Uss
gt 4 TP B0 Saligan 05 {31 OFR A0 Subpad Oy

{PLEASE DO NOT WRITE BELOW TIHIS LINE-CONTINUE ON ANOTHER PAGE iF
NEEDED

Congsrrance of CORM, Ofice of Davice Evaliation (ODE)
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