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DIASO, INC.

5. 510(k) Summary
F EB 1 0 2014

811131v11l R: DIASOL. INC
I1110 Arroyo St
San Fernando. CA 91340
Tel: 818-838-7077
Fax: 818-838-7007

CON IA( [: MONICA ABELES

I)AI F S MN1ARY WAS IPRFIARFI): IDecember 6. 2012

(IASSIFICAlIION: (JAS'IRIOENTE'1ROL-OGY/LIROLOGiY

RIKG;IJLI..ION NLJKIIR: 21 (JR 876.5820 flernodialysis
svsten and accessories

('IASS Il (A I]ON 11(01);1. CODE l ;: K P0

NAMI:0 DF IIVIClf: C I'RISOL ACI[) CONCENTRA IL

CO)MMON NAMEF: ACID CONCENTRATE FOR
I-EMODIAI.YSIS USE
21 CFR 876.5820 Hemodialysis systemn
and accessories
CLASS 11

CLASSIFICA IION NAMEil: ACID CONCENTRATE FOR
fiE-MODIALYSIS USE-
21 CER 876.5820 1-emodialysis systemn
and accessories
CLASS 11

l'RIKI)'IT DILVICI: Jiasol Acid c~oncentrate K854391
lDivasol Concentrate K9932 12
(itrapuic K062399
Cirrasate K000792

SAFE INANI) IK'F-FLCI IVENliSS INFORMATION SUjPPOR'1JNG H F SUBSTANTIAL
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C:ill ri 41 is ilnantlilelicid follIowing strict cOi NP'S and in accordance whih the AAMI/ANSI/ISO
13958:2009 concentratcs *rn hermodiul1-sis and AAMIl/ISO/ANSI 13959:2009 Water for Hemodialysis.

Oapodct codes at,: vas : Loun derstandL. 'I he ieiythe electrolytes present in each solution.

P'recedetd hy CS representing the (itlie Acid par(.
In the 45Nx propo rtioi ng loaintiiat it ns (ihe flrsi three numbhers -1I00 stand for the N a. tbI lowed by K (eN

2).(a (25).-Mg (75)
I1 his example stands (or CS 1 002125-73 a 2K 2.5 Ca product.

Cil iisol aicid coneentrale: comleS in liquid and dry pow~der lbrmn. Ihe product is available in all 3
difteret p roportionin g, as shown in the table lxI ow:

5kX LI QUI r1')36.83X LIQUD1 3 V5X LIQUID POWDER
(. ITlIsoI. ('ITRISOL CITRISOL CITRISOL

IFORMULLATIIONS FORMU1KLATI'ONS FORMULATIONS FORN'IIJALTIONS
.oM020- 75-I) FX I W 1 80020)-7 5-l)EX 100 78020-75-DEX 100 ________________

10011 ?0- 73S- [lE I0 020-75-1)1{N 100 781 20-75-ILX I100____________
100220-75-D1 X IOO 80220-75DX00 78220-75-DEXIOO-
I00320-75-1)[KX 100 j 80320-75-DFlXI00 78320-75-DEXIO ____________

10 (0420-75-1 )1iX 100 80420-75-DEN 100 78420-75-I)EX 100 ALL
100 5-)f27-1ff. 100 I X002$-75-I)t-Xlv 10 78025--75 - I LXIoO0 FORMULATIONS

100125-75-I)EXIOO0 80I15-75-l)IIO 78125-75-Df:XI100 AVAILABLE
IOU'> tflI\I-N 10 80223 7.' 1)1X \l00 J 78225-75-DEXI100O IN

100:'.' Th I) XI100 80325 7.' IIIXIUO 78325-75-DEXIOO {POWDER FORM
I 004'5-7.' DFINI00 X 0425-75 1) X 100 78425-75-flEX 100 ____ALSO

I001 3( 7-.X 100 NIU......-75 DFl X 100 [781030-75-DfEXlO 100_____________

10O 007.'D I(H00 xm _01075.' 1\00 -l78130-75-DEXIOO __________

00 330-75 1)1 \lI) 80330 -' 1)1;\IOO 78330-75-I)EXO 100_____________

104'07.' 1)1 100 8043'0 7.' )F 1 I00 1 79430-75-DEX 100 _____ ____

I((00, -~ 7.' II I \ AK) Siil. 76i Il )_F 10 0 78035-75-DFlXI10 _________

IOU) 3.'7-I 100 0137.I)NDO8355-DEXI0O __________

I(0''.' 7.' DI NIOG 802J-5 7'D:I MOO 78235-75-DEXIO1------
IOU' 7' H 0 h. .- 7/.-I)F lO 8 -75-DEXI 00 ___________

[ . 1(14Th7.' IIIX1 8H 043>, 7.'D I 00 783335 &lo _______

('ill iSkl wlid C01nC aflal! dlr\ pow~dtini liquid is indicated ter usein the acute and chronic
lltoiod ix ysis. It isani atcessory to be ugsed x ith the appropriate Ilemodialysis machine in a 3 stream
mixN in thel exwc prescribed proportion wvithi ANSI/AAM/1St) standard wvater for hemodialysis and
Sodiuml B'icarbonatec Mix.

ii ri Sol. keot ans all (liesa e uc Lii'oo Ives as I) liasol Concciitrate and 2.4 inEq of Citric Acid.

(itri SOI. %[let) lii d Will h I/ M'lS tndard water jior hc-modial ysis. has the same chemical

eq ii viIencv as the predciacs.
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0, DEPARTMENT OF HEALTH & HUMAN SERVICES 
Public Health Service

$4 Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-0609
Silver Spring, MD 20993-0002

February 10, 2014

Diasol, Inc.
Monica Abeles
President
11I10 Arroyo Street
San Fernando, CA 91340

Re: K1305ll
Trade/Device Name: CitriSol acid concentrate
Regulation Number: 21 CFR§ 876.5820
Regulation Name: Hemodialysis system and accessories
Regulatory Class: 11
Product Code: KPO
Dated: December 9, 2013
Received: December 11, 2013

Dear Monica Abeles,

We have reviewed your Section 5 10(k) premarket notification of intent to miarket 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 (PMIA),
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 Register.

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.
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You must comply with all the Act's requirements, including, but not limited to: registration and
listing (21 CER Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of

medical device-related adverse events) (21 CER 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CER 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 CER Part 801), please

go to http://www.fda. 2zov/AboutFDA/Centersfices/CDRH/CDRHOffices/ucml 1 5809.htm for

the Center for Devices and Radiological Health's (CORE' s) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (2l1CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http/Hwww.fda.gzov/MedicalDevices/Safet/ReortaProblemf/default.htm for the CORE'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.2 ov/MedicalDevices/ResourcesforYou/iduIstry/default.htm.

Sincerely yours,

Benjaf-mhrS
Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive, Gastro-Renal,

and Urological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use

5 101k) Numbier (if known I: Alj 6 /
Dlevice Muieimb25.l /1LiLAd.C relyA-v'
Indicatcion.% F-or Use:

CirriSol acid concentrate dry"s powder or liquid is indicated for use in tile acute and chronic
iiemnodialvsis. It is an accessory to be used with the appropriate I-lemodialysis machine in a 3 stream
mlix in the exNact prescribled proportion with ANSL'AAN4!/SO standard water for hemodialysis and
Sodium Bicarbonate Mix.

Precciplion I sc AND:01t over-Thy-Counter I se c __

(i'.iri 21 CFR 86 I .Subpart D 121 CFR 807 Subpart C)

jP1,ASI* DO NOT WRITL BELOW THIS L INE-CONTINUE ON ANOTHER PAGE IF

(Voicunvnee of CDR[I. Office ofrDevice Evaluation (ODE)

201 4.031 -05'00'
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