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Re: KD52883
Trade Name: Dairix CandioServer ECO Management Symem
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Regulation Name: Programemable Dingnostic Computsr
Regulstery Class: Class It (twa)
Frodust Code: DO
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Denr My, Jokt

wa have eviewsd your Section 510(k) promasicet ootfication of intent 16 market the devicn
refecerced abova and bave détemmined the device id substanielly aquivalent (for the indications
for use stated in the anclasure) tw legally marketed predicsts devides markeed in inerstie
cummercs prior to May 28, 1976, the enstiment date of the Madical Device Amendmane, or te
Jevicas tha have been reelassifind in accondance with thy provisions o7 the Fadarai Food, Drug,
and Cosmustic Aet (Act) thet do not réquire anpraval of B Dremarke: approval applicetion (LA
You may, therefore, market the devies, subject to the penéral Comirvls provisions of the Act. The
gonerdl contls provisions of the Act inshude requirements for armual Tegistration, listing of
devices, grod manufacturing prictics, labeling, and prohibitions against misbranding amd
adhultemstion.

I your devies is classificd (sec abave) into either class 11 (Special Controle) or elass [T (FMA), 1
may be subject [ such additianal sontaly, Existing major regulations affecting your device can
be Faund iv the Code of Federal Reguiations, Tide 21, Parix 800 16 898 Iy additton. FDA oy
ublish furthes sancuncements coneeming your devies im the Foders) Rgfstes
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Plessc be advised 1g fsusnee of ¢ subemnrial squivalence dstermination 4ons RO MSEn
that Fﬁ‘; has md?fmm thas y:ur duevice complies with other recuirements af the Act
ot sty Fedaral stanics und reguiations adminigtared by other Federa) agennint. Yeu must
Yl with gl the Act's reguirementd, inciuding, but aot llutmﬂ ! rogisination and listing {21
g l?m; $07); labelimg {21 CER Pt B01); good mesufoninug practine :Fquw :i;ut N
forth {n the quality systendy (QS) regulation (21 CFR Part #20); gnd if mpplicable, the Siacion
| produet radiation vontrel provisions (Soolieps 31542 of the Aoty 21 CFR 1000—‘!.0 56
This Jewter will sllow ;roumb.-.gin marketing your devics a5 dezcribed i your Er.-:r&wn 5y0{k} .
amprnt aokifipation. The FOA finding of mubutantisl equivalenct af your device 10 a {epally
r;m:aud predicate davice resilts in A clagsification for yous device and 1hus, PRISRILS yauT dovios
1 praceed 1o the merket.

desire spovific advies for your devioe 0f Mo lebeling regulaion {21 CFR P'nln. 801). phease
E’“::tm Office afgmmmiu ni {240) 276-0120. Also, plesse pore the regulation enmlled.
mmmding by reforanes (o premarict notifization” (Z1CTR Pwﬁ‘gﬂ‘;’g\; M?sm{n
Lafsrm cepponsibilitien under the At 47, G
gdmxﬁ ‘Inm'ﬂn:t?i::ﬂn ﬂw Assistanne at its toll-froo normbe (800) l6$~i4l or
. 1:30“443-5597 uxatiwww atim s 4/ & oo GEh petry/ Supm il Inee X, .

Bifal D. Zuckermen, M.D.

Dirsaior _

Divisien of Cendiovascular Dvices

Offics of Device Evoluation

Center for Devices and
Radiological Health

Epclosure
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Appendix E
Indiestions for Use Statement

510(k) Number {if knownj; FoRLat R

Device Namp Ratris BCG Management Sysiem
Madei: Datrix CardioServer

Ind . The CadiaServer ECG Mansgwment System software s intended to
be markciwd to medicn] professionals axd for poin-of-cars us. The soRtvwws is deaigeed

1o provide s datadase uscd throtgh eyt the medical commmumity 1o stere, dispiay, mdit and

print high meolwtion ECG date receivad fram devices such as electraonrdiographn,

o BOO Minagament System softwrare aliown modical profedsionals
eopansible for e diagosit and trextment of pasiexcs (aduit snd nedigwric) with heart
dizcase w: teview spd edlit speeific pationt BOG dety inoluding iatervals such as QT
meRsEmEnts ane KlEorition gensratd profiminery intetpremive stat=ments. BOG
recorilt wre ali asgocinted by petient ID and other dumographic dnte. Sesdrw ascess 10 the
dutabese 5 provided.

Preacriptivn Use Over-The-Counter Use
(Patt2] CFR 501 Bubpert D) ANDIOR 154 (PR 801 Subpant C)

(PLEASE DO NOT WRITE BELOW THIS LINS-CONTINUE ON ANOTHER BAGE
T NEEDED)

,_A——-——u—.__u,ia-‘_mnn—__m__-u_—-u———_.—_—mlﬂlll

Coneumence of CDRE, Offios of Device Bvaluation (CDE)
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Notification Letler Regulatory Technoiogy Services LLC

Date: November 1, 2005

Jon Barron Inc., dba Datrix
Linda Gluckman

340 State Place

Escondida, TA 92029

Re; CARDIQSERVER

Dasr M. Gluckman,

This leter is to acknowledge wa received via fax the substantlal eguivalence letter
dated November 1, 2005. Congratulations! The original letter wili be maiied to you
as so0 as It Is recelved.

Thank you for choosing Regulatery Technalogy Services. We ook forward o
working with you again in the future.

If you have any guestions, please do not hegitate to contact me, You may reacn
me at 763 682 4129,

Sincerely,
Mari Job

T. Sarvices LLG RPP-F-0016
?;3: 'g;'&'ymﬂ mogy Revision 1, Effective 30 May 2003

Buffalo, MN 55313 Fage 4 of 1



