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‘é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Meall Service

h Food and Drug Administraion

10903 New Flammpshire Avenue
Document Convol Koot —WOL6-GH0Y
Silver Spring. MIZ 20993-0002

Mr. Matt Clausen

Regulatory Affairs Specialist

Medline [ndustries lncorporated

One Medline Place

Mundelein, lllinois 60060 | co o~ g o0l

Re: Ki11577
Trade/Device Name: Medline Vial Decanter
Regutation Number: 21 CIFR 880.5440
Regulotion Name: LV, Fluid Transier Set
Regudalory Class: Class 1l
Product Code: LHE
Dated: August 18, 2011
Received: August 19, 2011

Dear Mr. Clausen:

We have reviewed vour Section 310(k) premarket notification of intent 1o market the device
referenced above and have determined the device is substantially equivalent (for the
indications [or use stated in the enclosure) to legatly marketed predicate devices marketed in
intersiate 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 IFederal Food, Drug, and Cesmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therelore, market the device, subject to the general
controls provisions of the Act. The general controels provisions of the Act include
reguirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRIH docs
not evaluate information related 10 contract hability warranties. We remind vou, however,
that device labeling must be truthful and not misfeading,

[f yvour device is classified (see above) into either class 1 (Speciat Controls) or class Il
(PMA), it may be subject to additionzl controls. Existing major regulations atfecting vour
device can be tound in the Code of Federal Regulations, Title 21, Parts 800 to 898, In
additton, FDA may publish further announcements concerning yvour device in the Federal
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Please be advised that FDAs issuance of a substantial equivalence determination does nol
mean that FDA has made 2 determination that vour device compties 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 mited to: registration
and listing (21 CIR Part §07); labeling (21 CFR Part 801); medical device reporting
{reporting ol medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part §20);
and 1l applicable, the electronic product radiation control provisions (Sections 331-342 of

the Act); 21 CFR 1000-1030.

I vou desire specilic advice for your device on our labeling regulation (21 CFR Part 801),
please go 1o hitp://www da.coviAboutFDA/CentersOttices/CDRH/CDRHO tices

fucmr 1 15809.him for the Center for Devices and Radiological Health’s (CDRE's) Oifice of
Compliance. Also, please note the regulation entitled, "Misbranding by reference o
premarket notification” (21CFR Part 807.97). For questions regarding the reporting ot
adverse events under the MDR regulation (21 CFR Part 803), please o 1o

htp://www [da.cov/Medical Devices/Salety/ReportaProbiem/default him for the CDREFCs
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibiliiics under the Act from the
Division of Small Manufacturers, International and Consumer Assislance at its toll-trec
number (800) 658-2041 or (301) 796-7100 or at its [nlernet address

htp:/vanw fda.coviMedical Devices/Resouwrceslor You/Industry/de fault. hum.

Sincerely yours,

&m@;”y RN
Anthony . Watson, B.S., M.S., M.B.A.

Directlor

Division of Anesthesiology, General Hospizal
Infection Conirol and Dental Devices

Office of Device Evaluation

Center lor Devices and

Radiological Health

Enclesure



Indications for Use

510(k) Number (if known):
Device Name:

Medline Vial Decanter
Indications For Use:

Decanting device intended for the aseptic dispensing of solutions from IV containers. For use in
transferring IV fluids/medication from a vial to an IV fluid administration device.

Prescription Use__ X OR Over-the-Counter Use
(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, Office of Device Evajuation (ODE)
4 o Fat. :
(Divisiofr Sign-Otf)

Division of Anesthesiology, General Hospital
infection Control, Dental Devices
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