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APPENDIX N NOV 2 0 2003 
~ _ _ _  - - - 

510(k) SU&@lARY-FOR- 
NON-STERILE POWDER FREE GREEN LATEX PATIENT EXAMINATION GLOVES WITH 
NOPUALOE VERANlTAMIN E AND DONNING AID COATING, AND WITH PROTEIN 

requirements of SMDA 1990. 

Contact person : Cheah Chor Hee 

DIMENSION 

X-Small 
Small 
Medium 
Large 

Length 

Thickness - Finger 
Palm 

ASTM ~35m-OiG2 SGMP 

70 mm +/- 10 rnm 
80 mm +/- lOmm 
95 mm +/- lOmm 
I I 1 mrn +/- iOmm 

230 mm minimum 242mm 
for all sizes 

0 O8mm inin 0 08 inin rniri 
0.08mm min 0.08 mrn min 

70 - 75 mm 
80 - 85 m m  
c j 5 -  97 mm 
105-lIImm 

Device Description: 
Class I latex patient examination gloves 80LYY, powder fiee - and _ _ _ _ ~ -  meeting all the requirements 
of ASTM-D3 5 7 8 - 0 1 ~ 2  Standard Specification for Latex Examination Gloves for Medical'- 
Application. 

- _ -  - -- . - - -  

lntended Use of Device: 
A medical glove to be worn on the hand of the health care and similar personnel to prcvcnt 
contamination between health care personnel and patient. 

Technological Characteristics of Device: 

1.  Dimension 



2. Physical Properties (ASTM-D3578--01 a ~ 2  Standard Specification for Latex Ex& GiOves) 
on Lot# 2206 

__ I25 

Before Aging 
X-Smal I 
Small 
Medi utn 
Large 

After Aging 
X-Small 
Small 
Medium 
Large 

,- ____ . - -- 

'TENSII,E STRENGTH 

M Pa 
14.0 

14.0 

MPa 

22 0 
22.8 
24.7 
23 . S  

25.4 
25.2 
25.6 
24.3 

(J LTl MATE ELONGATION 

.STM-D3578-0 I a 

YO 
700 

500 

I, 

fSGMP 
1 

% 

770 
790 
830 
820 

860 
810 
860 
840 

3.  Water Tight Test 

Using the FDA specified 1,000 ml ttaler leak test, 135 picces of each size of the gloves were 
tested and our results are as given below 

X - S  m al I 
Sinail 
M ed i 11 m 
I.arge 

X-Small 
Smal I 
Medi urn 
Large __ - __ 

The above figures are within 
gloves 0f2.5% AQL. 

I25 
125 
125 
125 

125 
125 
I25 

N O  

Yes 
Yes 
Yes 

I 
0 , 
1 I 

2 ! 
I 
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SESTS FDA NTERNAL 
RE Q UTR ~ M E N T  

Residual Powder 2 mglglove m m  
Content 
(ASTM D 6124-011) 

Presence of Cornstarch Negative 

/&I2 3537 

SGMP’s 

Range: 0.5-0.8mg/gIove 

I Mean : 0.63 mg/glove 

Negative 

4. Biocornpatibility 

The bio-compatibility test results are as per Appendix M which shows that the gloves passed 
the tests in question. 

6. Reyiduai Protein I m e t  

C’oncl us ion :- 

1 he data presented indicatc that the Potvder bree latex examination glove 

1 

2 meets I-DA pinhole requirements, 

3 

4 

- -  

meets, exceeds ASTM- D35 78 -0 I ac2 Standard Specification for Latex Examination Gloves 

meets FDA claim criterm ol‘a powdcr free glotc 

inects the protein labeling claim level at ..5O p%/g 



. INDII'CATXONS FOR USE 

APPLICANT: SGM'IP COMPANY LIMITED 

51O(k) NUMBER.: _ _  Ko2353.7 

DEVICE NAME: NON-STERILE POWDER FREE 
GREEN LATEX PATIENT 
EXAMINATION GLOVES WITH 
NOPAUAILOE VERANITAMIN E 
AND DONNING AID COATING, AND 
WITH PROTEIN LABELING CLAIM 
(< SOuG/G) 

A patieat examination dove As a disposable device intended for medical purposes that i s  
worn on the examiner's hand or finger. to prevent contamination between patient and 
examiner, 

[PUASE DO NOT WRlTE BELOW THIS LINE-CONTINUE ON ANOTHER PAG€ IF 
NEEDED} 

- _I__ -- - 
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(Division Sign-off) 
Division of Aw - ' ~esdogy,  General Hosp&&, 
Infection Contrui, Dental Devices 
510(k)Number: ,#&? 5 5 3  
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