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ET 1.@ 518k SUMMARY as required by @ 8@87.92(c)

2 2.0 AFPLICANT.

_ NAME SRI ANUSHAM RURBER INDUSTRIES (F) LTD
* FIONEER MANIEANDAN BUILDINGS
VADASERRY (NAGERCDIL-629061

TAMIL. NADU , S.INDIA

— -~
-

© FHONE : + 91 4652 ZEQA91 -
C
FAX : + 91 4458 12871

(’ CONTACT FERSON : MRL. NGFARAMASTIVAN
(‘ MANAGING DIRECTOR
t* DEVICE TRADE NAME ¢ NIL
G

A COMMON  NAME : Burgeon’s Glove
N
) 4. LEGALLY MARKETED DEVICE TO WHICH
- COMFANAY CLAIMING EOUHIVALENCE -
0

B Class 1- Surgeon’s Gloves (Pre-Powdered) 79KG60
() that meets all  the reguirements of
i ASTHM D 3877 -~ 91,

) Type 1 - Gloves compounded primarily from Naturel Rubber
. Latex.
o
5. DESCRIFTION OF THE DEVICE:
0 Class 1—- Surgeon’'s Gloves (Fre-Fowdered) 7960
. that meets a1l the reguirements of
G ASTM D 3577 - 91,
U & INTENDED USE OF THE DEVICE:
C Burgeon’'s glove is a medical device intended to be worn by
i’ operating  room  personel to protect a surgical wound from

( contamination.

€



TECHNOLOGICAL CHARACTERISTICS OF THE
DEVICE COMFARED TO FREDICATE DEVICE.
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Measured Parameters of Latesx 1 ASTM D 3578
Surgeon’s Gloves Manufactured Requirement for
by SRI ANUSHAM RUBBER INDUS-—- Latex Surgeon’'s
TRIES FRIVATE LIMITED Glove
Characteristice |Size | Value Frescribed
_________________ .1.........._..........._._._....-.._..__...._._...‘ - s o e e e ot o 50000 o e st e o e =
1. Length 8.5 | 270-272mm W 245 mm mirimum
& 27Q~272mm 269 mm minimum
6.5 | 270-272mm 265 mm minimum
7 270~-272mm 265 mm minimum
7.9 270-272mm 26% mm minimum
3 27D-272mm 265 mm minimuam
8.5 | 270-272mm 265 mm minimum
Q 270-272mm 265 mm minimum
__________________ b e immee e s e e e e e e o s e o o s e it iS00t e i e s s oo Sattn 00 o 130 e Sent i S
2. Width 3.5 i 68mm 78 +/- & mm 1
& 7 3mm 76 +/~ & mm
6.8 72mm 2 4+/~ & mm
7 S7mm 89 +/~ & om
7.8 ?2mm 5 +/—- & mm
8 10Zmm 195 +/- & mm
8.5 128mm 108 +/- 6 mm
{ Q L 112mm 114 +/—- & mm

3. Thickness at Cuff,Falm and Finger. tip of all the
sizes is @.12mm,0.16mm and @.1%9mn-respectively.
As per ASTM DIS77-95 the minimum thickness spec-
fied at cough.,palm and finger is @.1lmm.
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PHYSICAL FPROFERTIES

BEFORE AGE LNG . AFTER AGE TG

CHARACTERISTICS ¥8ARI VALUE| asTM D 2877 SARI ASTH D =577

REQUIREMENT VALUE REQUIREMENT
Tensile Strength 31 mpa 24 mpa min. 22mpa 18 mpa min.
Elongation at
Ereak % PED-975Y 7507 min. 850-900% wepy mirn.
Modulus at spay F.4 mpa 9.3 mpa - -
Elongation (mas) e

X8ARI -~ SRI ANUSHAM RURBRER INDUSTRIES FRIVATE LIMITED

FERFORMANCE REQUIREMENT 3

Characterigtics Related Level AN AL Value
Defects followed followed as per
Ry by SART ASTHM DEs77
SART RS per
ASTH
DERs77
Sterility Failsg As per| As per MNEA NA
Sterility IF USF
Freedom from Holes S4 1.5 1.8
Holes
Dimensions Width
Length 52 54 4 4q
Thickness
Fhysical Tensile -
Froperty Strength 52 52 4 4
Elongation
at Break
before &
after
ageing. !




FOWDER CONTENT 2
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SARI VALUE FDA REQUIREMENT

2.8% Value not fixed
____________________________________________________ ,
BIO-COMPATARILITY
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FPERFORMANCE DATA

The Ferformance Test Data of the Surgeon’ s Gloves manu-

factured by SRI ANUSHAM RURBRER

is given here-—-under:

INDUSTRIES PYT. LIMITED

Measured Farameters

FRIVATE LIMITED

3. Thickness at cough
the sizes is @.12,

of Latex

Surgon’'s Gloves
manufactured by SRI ANUSHAM RUBEBER INDUSTRIES

Value
U
270 mm
270 —~ 272 mm
270 - 272 mm
270~ 272 mm
270 - 272 mm
270 —~ 272 mm
270 — 272 mm
270 ~ 272 mm
H8mm
72mm
7 Pmm
87mm
F2min
1AZmm
L@ hHmm
112mm

B

spPalm and finger of all
D.16 and A.19mm.
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FHYSICAL FPROFERTIES

CHARACTERISTICS Before (.geing After Qgein91
Tensile Btrength 29 mpa 22 mpa
Elongation at break % 23850% 8BO% J
INSPECTION LEVEL OF AQL
****************** ’"W""""'""""’“'"“"‘"‘“""""'“"’""‘"""T"""""""""’""" —"-""—'_""'j
CHARACTERISTICS RELATED DEFECTS ILEVEL AQL
____________________ e e e et e e et e et e e e e e e e o o]
Sterility Fails Sterility As per
- | IF
————————————————————————————————————————————————— r..._...._.__.._.
Freedom from holes | Holes sS4 1.5
Dimensions Length,Width & S22 4
Thickness
Physical Propertie% Tensile Strength |82 4
Elongation at Rreak
hefore & after aq.i.nqL
uuuuuuuuuuuuuuuuuuu BN S USSPV USRI ST

POWDER CONTENT
FROTEIN CONTENT
MOISTURE CONTENT
BRIO-COMPATARILITY
CLINICAL DATA

CONCLUSION OF FER

8@ +/- 20 ppm

A.77 masximum

FORMANCE OF

Not Applicable

TEST DATA:

120 +/~ 20mg per glove

Riologically Compatible

The Surgeon’s Gloves manufactured by SRI ANUSHAM

RUBRER INDUSTRIES

FRIVATE LIMITED;

¥ Meet or exceed the ASTM D3IS77-95 Specifications

¥ Meet FDA Pin Hol

2 Requirements

X Meet Labelling Claim as shown in data under S.No.é&

ANY OTHER INFORMATION:

Any other informa

FRODUCT SAFETY AND EFFECTIVENESS

on demand.

tion

required by FDA in respect of
shall be provided
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{é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

) 9200 Corporate Boulevard
MAY 21 18 Rockville MD 20850

SRI Anusham Rubber Industries Pvt. Ltd.
C/0 Ms. Latha Kumaraswamy
Authorised/Designated Agent U.S.A.

P.0O. Box 5206

Pleasanton, California 94566 U.S.A.

Re: K984395
Trade Name: Surgeon's Gloves
Regulatory Class: I
Product Code: KGO
Dated: March 17, 1999
Received: March 19, 1989

Dear Ms. 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 Requlations, 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.




Page 2 - Ms. Kumaraswamy

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) 638-2041 or (301) 443-6597 or at
its internet address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

’E?\Timothy A. Ulatowski
Director
Division of Dental, Infection Control,
and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known):

Device Name: €;MA/Q€un4}§ Cé%n&ﬁ
0 ¢

Indications For Use:

“bLICANT 1 SRI ANUSHAM RUEBBER INDUSTRIES FVT.LTD

'DEVICE NAME . BSURGEON'S GLOVES

o

STNDICATIONS FOR USE:

oﬁ's Glove is a medical device intended to be worn by
ting room personnel during surgery to protect a surgical

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

s, S L
(Division Sign-Of)
Division of Dental, infestion Control,
and General Hosplel

510(k) Number ?"g?agz ¢&

Prescription Use OR Over-The-C '
S | The-Count
(Per 21 CFR 801.109) ounter Use K

(Optional Format 1-2-96)



