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We have reviewed your Sectlon 510(k érgg ﬁcatlon of intept toﬂa&et the device

referenced above and have determined ce is substantiall lent (for the in i?hﬁrs
for use stated in the enclosure) to marketed pred ces marketed in 4 e

commerce prior to May 28, 1976 enactment da Medlcal Device ments, or to
devices that have been reclassified in accor the provisi ederal Food, D

and Cosmetic Act (Act) that do not requi roval of a prem Ggproval applicatio mr%

You may, therefore, market the device$Subject to the generd ols pr0V1510ns Wt. The
general controls provisions of the Act include req@ for annual re n, listing of P
devices, good manufacturing practice, labeli rohibitions aga andmg and 05
adulteration. Please note: CDRH does not ate information ﬁ&o contract liabily G
warranties. We remind you, however, that device labelin be truthful and g@ls ding.
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If your device is classified (see above) into e1t1“ ss II (Special CWor class III (P ‘Q?G

it may be subject to additional controls. Existing major regulati cting your devrﬁ
found in the Code of Federal Regulations, Title 21, Part 98. In addition &
publish further announcements concerning your de‘l‘ e Federal Regi G
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Pleas advised that FDA's i
has made a de

‘&Pf a substantial equivalence determination does not mean
'on that your devi pmphes with other requirements of the Act
any Federal sta regulations ad by other Federal agencies. You must comply
with all the uirements, 1nclud1 t not limited to: registration and listing (21 CFR
Part 8 ing (21 CFR P ») medlcal device rting (reporting of medical device-
6 verse events) 03); good man g practice requirements as set forth in
¢ quahty systems (Q‘ regulation (21 CF 20); and if applicable, the electronic product
radiation ccaghowsmns (Sectlorgy of the Act) 21.CFR 1000-1050.

If }“&Slre spemﬁc ad hr your device on ﬁﬁg regulation (21 CFR Part 801), please

contact the DlVlSl stry and Consu&er cation at 1ts toll-free number (800) 638-2041
or (301) 79 r at 1ts Internet ﬁiﬁ

http:// a. gov/Medlcal esourcesforYou. Qv/default htm. Also, please note
the regulation entitled, "Msbranding by refere et market notification" (21 CFR Part
807.97). For qu&o arding the repo dverse events U@Ne MDR regulation (21
CFR Part 8 se go to

http://www.tta.gov/Medical VI&BfCtV/RCDOI‘taPrO efault htm for the CDRH's Office
of Surveillance and Bi B&)lwsmn of Pos Surveillance.

You may obtamﬁ)er general 1nf0rma“&n your responmbﬁﬂq’nder the Act from the
Division of Industry and Co ducation at its t mber (800) 63 041 or (301)
796-7100 or at its Inte ess

http://www.fda.gov/ 1calDevices/Reso®&Y ou/Industry/ w&%
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I g S for USG ; See PRA Statement below.
“ 510(k) Number (if know

K133168

e G@ 65k SP-
“&np Powder Free Blue “ﬁent Examination Gloves&w
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A patient examination glovw a“»osable device intended k&al purposes that is worn on the examiner's hand or

finger to prevent co between patient an%xpl P
PG c©O ' 005
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Type of Use (Select one or both, as app!.'cab!e)

[ prescription Use (Part 2 Subpar’t D) ﬁk “Counter Use (21 CFR %wart C)
PLEASE DONOTW ITE BELOW THIS TINUE ON A SEFAI“ E IF NEEDED.

£ R FDA USE ON &
Concurrence of Center for Devices and F“,hcal Health (CDRH) (Si Pce '

P Digitally signed by Sreekanth Gutala
DN: c=US, 0=U.S. Go! =HHS, ou=FDA

vern =FDA,
S ree ka nth g&w— ou=People, 0.9.2 @5 100.1.1=2000540490, 5P
cn=Sreekant 3 - o
Date: 2 &321 07-0400" l ho
This section applies only to requirem PPapewvork Reduction NBQU.

*DO NOT SEND YOUR COMPLE& O THE PRA STAFF EGO%RESS BELOW.* osh
The burden time for this collection of info

jon is estimated to aver ours per response, inc
time to review instructions, search existing data sources, w ntaln the data needﬁ0 plete

and review the collection of information. Send comm g this burden estim ther aspect P
of this information collection, including sugge % cing this burden, to 09

Departmel ealth and Human Se G
Food and Drug Administration r\* “h

Office of Chief Informatio b 5P
Paperwork Reducti @ A) Staff o
PRAStaff@fda. ﬁ G

“An agency may not conduct or sponsor, and a person is not reqwre o re d to, a collection of “P
information unless it displays a currantfy va mber.”
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