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WHEWVISED
1.0 $S1QK SUMMARY as required by 3 €807.72(c)
2.V APPL LCAaNT |
NAME s SRI uNUSNAMARUBBEﬁ INDUSTRIES (P) LTD
PIONEER MANIKANDAN BUILDINGS
VANASERRY ,NAGERCOIL -629001
TAMIL NADUL , S.INDIA
HHONE 1+ 91 ALDY IWEB9L
AN : t Y1 8652 J28/1
CONIACT PERSON : MR, N,.PFARAMAS I VAN
MANAG ING DIRECTOR
DEVICE TRADE NAME : NIL
3. CUMMDN NAME : Patient Examinatiuvn Gloves-Powder Free
&4 . IEUQLLY MARKETED DEVICE TO WHICH
coMPANAY  CLATMING EQUIVALENCE :
Class 1+ FPatient btxasmination Glaves (Powder Free) BOL YY
that meets all the reguirements of
ASTM D 3578 - 95.
Type 1 - Gloves compaunded pramarily from Natural Rubber
Latex. .
D. DEGCRIPTION OF THIE DEVICE:
Llass 1— Fatieat Examination Gloves(Pawder Free) QoL Yy
that mpets all the requrements ASTM D 3578-99.
& INTENDED USt OF THE DEVICE:

Lalex Examination Glaves (Powder Free) referred to as medi-
cal device are worn on hand and fingers by the gxaminer as
effective barrier tetween examiner and patient against
exposure to micro organism in blood and other body fluids,
waste and equivilent.



PAGE 83

f 23:25 5107349868 KUMARS
91/04/1996 3 08-08-92 06:20 P.10
j—’ '-'ks‘t‘}.ho'a) Ly ¢<;,)
/‘}7;7:[1'(‘4&.}., /Dm_e),h R S"é
Kag 3998
7.0 TECHNOLOGTCAL CHARACTERISTICS OF THE
DEVICE COMPARED TOU PREDICATE DEVICE.
i = e e e e e ———
Measured Parameters of Latex ASTM D 3578
Surgeon s Gloves Manufactured Requirement far
by SR1 ANUSHAM RUBBER INDUS- Latex Examination
TRIES FRIVATE LIMITED Glove-Powder free
Characteristics Size Value Prescribed
1. tength Ex~S 240-245mm 220 mm minimum
S 28Q0-245mm 220 mm minimum
M 240-245mm 230 mm minimum
L. 245-2338mm 232 mm minimum
Ex—-L 245-245Smm 230 mm minimum
2. Width Ex-9S 71lmm 70 «/- & mm
S g2mm B@ +/- & mm
M P5mm Q5 +/—- & mm
I 1@&mm 111 +/- &6 mm
Ex—-L 11Qmm 114 +/- & mm
3. Thickness EX-% @.1imm P.@H mam minimum
] @.12mm @.88 mm minimum
™M @.12mm Q.08 mm minimum
L @.10mm Q.08 mm minimum
EX-L. ©.11lmm @2.28 mm minimum
e o o ot = Nt e A =3 et b = o o e B e TS 1+ 88 s o o e b1 e oe o e e e §
PHYSICAL PROPERT I
BEFORE AGEING AFTER AGEING
CHARACTERISTICS KSAR1 VALUE ASTM D 3578 SARI ASTM D 3%78
REQUIREMENT VALUE REQUIREMENT |
Tensile Strength 21-24 mpa 14 mpa min. 19--22mpa 14 mpa min
Flongation at
Break % 800-8507 T min. 700-82@% S0B7. min.
XSAR] — ST ANUSHAM RUHHER INDUSTRIEYG PRIVATE LIMITED
L ___,__‘__,,_- e e - S v Te————— hehuhatadent bl
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Characteristics Related Level AQL AQL Value
Defects fol lowed followed as per
By by SARI ASTM D3IS786
SART Qs per
ASTM
D3%78
Freedum trom Hales sS4 Sq 1.5 q
Holes
Dimensions Width
Length $2 S2 4 4
Thickness
Physiral Tensile
Property Strength S2 82 4 4
Elongation
at Areak
hefore &
after
aqgeing.

POWDER CONTENT :
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SARI VALUE FhA REGUIREMENT

88+/-2Qppm Value nat fixed
MO1STURE CONTENT:

SAR1 VALUE FDA REQUIREMENT

©.4% Value not fixed
BIO-COMPATABILITY

SAR1 GLOVE FDA REQUIREMENT

Biologically Compatible Biologically Compatible
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0.0 PEHFO ¢ pata of the zr;ugggn INDUSTRIES
he Performance TER%, Tory ANUSHAM -
The s manufacture —under: e
Glove X  ven here-uncett i Gl
Gl oYTeD 5= given PereTYD .= Examinaticn R
''''''''''''''''' ameters of LatestI QNUSHAM RUBBE
' MeasuredFP:e)manufactUred b
(Powder @ PRIVATE LIMITED oI
INDUSTRIES mmem =TT
. ] Value
Characteristics S T
T i . Length Ex-S 24@ - 245 mm
S 240 - 245 mm
; 24@ - 245 mm
L 245 - 250 mm
Ex—L 245 - 25@ mm
Z. wWidth Cexs C i i
ExSS 71mm
: 82mm
! 95mm
. 10&mm
e _---gi_gﬁ__ 11Qmm
3. Thickaess gg
E —_
qu @.11mm
é Q@.12mm
: @.12mm
. G.10mm
Ex-
1 ®—1_ @.11mm
PTYJICRL PROPERTIES T
CHQRRCTERI;;;E; ---------------------------- ------
______ Bert i hgeine
: .___,_______-_§~______?:f-f?Elng Aftar Ageing
ensile Strength --------------------
______________________ 21-24 mpa 19-22 mpga
Elongation at break”ju ——————————————————————————
-------- rA 800~ 7 seor
____________________ 8507 700~ BEey,

—— -
e
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CHARACTERISTi ______________________ 54 1.9
| Freedom from holes  Holes — ¥T 7TT -
________________ mrmmmmomom T 8
] . Length,Wardth & 52
nimensions Thickness
Physical Properties Tensile Strength S2 4
Elongation at Break
before & after aging
T T e e e e e e L
FOWDER CUNIENT : i +/- 1 mg per glove
FROTEIN CONTENT H 80 +/- 20 ppm
MOTISTURE CONTENT H W.87 maximum
BIO-COMPATARN 1TY Bivlogically Compatible
9. LLINICAL nAaTA H Not Appliceble

CONCLUSINN O PERFURMANCE UF TEST DATA:

The Pawder Free Gloves manutactured by SRI ANUSHAM
HUBBER INDUSTRIES PRIVATE LIMITED;

 Meet or exceed the ASTHM D3576W-YS Specifications

¥ Meet FDA Pin Hole Requirements \
¥ Meet Labelling Glaim as shown in data under S,No.s |
ANY OTHER INFORMATJION;

Any other snformation required by FDA in respect of

PRODUCT SAFETY AND EFFECTIVENESS shall be provided
on demand.
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} Food and Drug Administration
9200 Corporate Boulevard
JAN 21 1999 Rockville MD 20850

SRI Anusham Rubber Industries Pvt. Ltd.
C/0 Mrs. Latha Kumaraswamy

P.0O. Box 5206

Pleasanton, California 94566 USA

Re: K983998
Trade Name: Powder-Free Latex Examination Gloves
Regulatory Class: I
Product Code: Lyy
Dated: November 4, 1998
Received: November 9, 1998

Dear Mrs. Kumaraswamy:

We have reviewed your Section 510 (k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). 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.

If your device is classified (see above) into either <class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will
verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, FDA
may publish further announcements concerning your device in
the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal laws or regulations.
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This letter will allow you to begin marketing your device as
described in your 510(k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for questions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2p41 or (301) 443-6597 or at
its internet address "http://www.fda).gov/cdrh/dsmamain.html".

rely yo ;lgz
y A. Ulatowski

Diredtor

Divigdion of Dental, Infection Control,
and General Hospital Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications For Use:

3.1 INDICATIONS FOR USE

AFFPLICANT t SRI ANUSHAM RUREER INDUSTRIES PVT.LTD
S10(K) NO ‘ ‘

'DEVICE NAME

FOWDER FREE LATEX EXAMINATION GLOVES

INDICATIONS FOR USE:

Fowder Free Latex Examination Glove is a device intended for .
medical use , worn by the Examiner on his hands 7/ fingers to
pPrevent contamination between Patient and Examiner.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

<L

ivision Sign-Off) )
g)ivision of Dental, Infection Control,

and General Hospital Dgl% 3 q Ci ?/_

510(k) Number }<

Prescription Use OR Over-The-Couater Use ¥

(PC[' 21 CFR 801. 109) (Optioaaf Format 1-2-96)



