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Dear Ni r. Clausen:

Wec have reviewved your Sect ion 5!1 0(1k) preniarket nod ication of in tent to market the device
referenced above and have cleterm irnod th dce is Substanti all)' cCli valent (for thle
indications lb r uIsC stated in the encelosunre) to legally marke ted predicate dev'ices miarke ted in
iterstate conimerce prior to Mday 28, I 976, die enactment date of tile M/edical Deviee

Amend merits, or to devices that have been rc lassi ted in accordance w*ithi tie Prov'isi ons ol'
tie Federal Foodl, Drug, arid Cosmnet ic Act (Act) that do riot require approx'al of a preniarket
approval app Iicatiori (P N'lA). You may. there fore, riarket the device, Subject to thre general
controls provisions of the Act. The gerieral controls provisions of the Act incltde
req ui rerierits for arinualI regi stratiorn Ii tirig olI devices, good Mariufacturirig practice,
label nrg, and pr-ohi bi tioris againrst mi sbr-aridirig arid adul terati on. Please note: CD RI-I does
riot e\'al uate infrimriatiori related to contract liability xvarrantjes. We remind you. hoever.
that device label nrg miust 1)bruhu arid not riisilcad ing,

if your device is classiflied (see above) into either class 11 (Special Controls) or class Ill
(lN[A.it may be s ubjct to additional controls. Existn& ruiajor regulationls affetin, votir1

device can be fou.nd in tire Code of Federal Regu latia is, Title 21I, Parts 800 to 898. 1 ri
addition. FDA may publi sh further arinounicernnts Concern ing your1 device inl tile Federal

wegf er



Page-, 2 - Nir. Cia usen

Please be advised that FDA's iSSUanICC ofa sub)staInta equivalence determination does not
mecan that FDA has mae a determination tha your device compolies with other requiremntrs
of the Ac or an ' v Feeral statuites aund regu-Llations 8(1 inistered by other Federal agencies.
YOU Must comply1- wvith all the Act's reqtiireirents, including, but not limited to: registration
and listing (2 1 CFR Part 807): labeling (2 1 CFR Part 80 1); medcical device reporting
(i portinu of mnedical device-related adverse events) (2 1 CF R 803): good mann factluring
practice requite meats as set forth in te qiualit)' systems (QS) reglation (2 I C FR Part 820);
and if applicable, the elctronic product radiation control provisions (Sections 53 1-542 of'
the Act); 21 CFR 1000-1050.

IfO vo Li e Si)spcitBC ad vice for your devic on OUr labeling regulation (2 1 CF-R Part 801)
please go to 1ttp:H/wvw" Ida.auov/AboutF:Dt\/CemtersOnfices/C1)['Ri/CDR1-1l flices
Inc a) 1158090mni f-or the Center for Devices and Radiol ogicai i-ealIth 's (CDl)i-I's) 0[lice of'
Compliance. Also, please note the regulation entitled, "M/isbranding by reference to
premarket notification'" (21 ICFR Part 807.97). For questions regarding the reporting of
ad verse events tinder the NO R regu'lad on0 (21I CFR IPart 803). please go to

Offie of Surveillance and Bit) meis/Division of Postinarket Surveillance.

You Li may obtin other genra in formation on your responsibilities under the Act Frm the
Division of Stmll Manufacturers. international and Consnimer Assistance at its roil-lic
numnber (800) 638-204 1 or (301) 796-7100 or Ea its Internet address

Sincerely yours,

Anthony Cr. Watson, B.S., M.S., NM.B.A.
Director
Division of Anesthesiology, General H-ospital
Infection Control and Dental Devices
Office of Device l7val nationI
Center for Devices and
Radiological I calth
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Indications for Use

5 1 0(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 80 1 Subpart D) (21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE.IF NEEDED)

Concurrence of CDRH, Office of Device Evajuation (ODE)

(DUfo2 i-ff)~
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

51 0(k) Number: Vi) v7'


