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ISO 10282 Rubber Surgical Gloves
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201

M ER TR EE

®Z - RERAFEEEZEMAB T AREEZAARER

TRYE ASTM D6124 ISO 21171

Tk mihFE BHFE mHFNFE ®BBIFFhRFE  AhFEs

TR (E) 5 2 5 6 2

22 B s i3 = = i3
KEAER 1000 mL piis 750 mL 750 mL it

level * Acceptable Quality Level 77| 52 H)
E 30t e 2RI E R 101 0 &%
BRI IR ER 195 » B30 R R
Rk BEERAE250 - REMREIEAG - B
Tk EIE 1 - ARG 29 FF & A
VKBS G B RIS - k8
ASTM D612453 RG ¥ FEEL L) FE fifE e,
B - A5 [FHASTM D3577 ~ ASTM D3578
K ASTM D5150 A 2 B (£ =) » KE
T B Kk Al e B S SRR - BT
EFHIE TEHBBEZTE ) BHASTM

K= FEBMASTMREFAE

D3578#1%i - HERstHAM FESHTOIRE
Mgk FE2FERET S PIFETERY
2.0 mgHidl > BA3MfERRERENE
MASETT 2R -

MBI R - HIRSE SRR TS50 - 2
LIRS TR - BRI TS S
M L RS RE o s AR G RTRE
TR o =~ AR - 1Y - BEE HI AR EL
RIFARR » 71> EER SR - AEMAE -
7N~ FIRRUEE ~ MEREEGETERE - £ - BIfFA -
RE N HAMEEEE -\ HARRHE T
HIH o [FEFR46REZERES - I A Z25EY)
IR A R A - SR R

o R 2 LIR FOTE - AR A YR - A
ASTM D3577 EMRBFiTFE 2.0 mg/glove RS - EER M o (KBS A
ARREFHTE 15 mgdm EHAEB R TR - KPR
ASTM D3578 {2 TFE 2.0 mg/glove FEME (5 EIAEERESE T8
AHBEBZTE 10 mgldn’ AT PSR R R B
ASTM D5250 ﬁ*ﬁPVC%ﬁH?E 2.0 mg/glove %ﬁfﬁ&f@iﬁ: . .ﬂ:t%&%% El ﬁﬂ&ﬁé&,ﬁﬁ F[Eﬁgz
APPVCRATE 10melin BRI - AKX E R AFEOM BR
R ~ KB ER KRR SR ERAE R
KB R B ket b
B % :
R b EFIN Y FE THE8 EFINE Y R TG
1 B 5 5 0 5 4 “
i A 22 21 1 19 19 0
2 B 0 0 0
A 0 0
FREZN 1 1 0 1 1 0
TEEt 30 29 1 27 26 1

"I TERSIBERZTE ) EHASTM D3ST8RIE - (RE T SHEEE



202

n
#

'’

O

ANFF - HAF Al &R R I R 22 5T m] SR
TP B AR 3AF i A R
I 10 B S e st ik B AL AN R AL - ORI R
NRFEF - BRI E 2R N FIF T8
PREEAEEE L AR AR O HEER
(ESEE A

REERERER 29 RN SRS
o - HfhFilaHFEE &1 0 8293~ 102
105 HiHIAE SR — 2 BURF A FEMRE
B e B A e HDE R R T E s
ZRUR - R B E R FEAE RS
FRAE - BZROR U HEAQL 1.5 » BXASTM
D5250#1 %12 AQL 2.5 Eit& » T FE IR
AIREME B RE A\ B E b - BLINEER ST
e - FEHEETE A TG E - ATRe Rty
A4 ESGE R ERAESE AL E - ETS SR
{1 FH & B8 = Al e oy JEU b ke AT 1T B FE LS
it DURHEGE -

FEFood and Drug Administration (FDA)
LR 1064-1 H 18 HEEFiPowdered Surgeon’s
Gloves * Powdered Patient Examination Gloves
J2 Absorbable Powder for Lubricating a Surgeon’s
Glove » H¥f &g - Lk &H FERFKE
WGBS R - 1S R b SR R
FRR BB SR B » 58 L8 E\ b B, 5 B B
WGEFER ~ ESE ~ Rl @SR R A
B ~ WP REE ~ PO IEAN A SRR AR RS - AE
AT~ BRI Kot & AR i E
BN ZEHEHBERTFE - mEIFRHEE T E
St M - AR R R E R oA
B FEREASHETFEASTM D3577 + ASTM
D35781R%E - 21{F ks T =R A B ri R 70
11£0.02-0.32 mg/glove * #& R {ERASTM
D3577 © ASTM D3578% K, ASTM D5250f7#1
#iHY2.0 mg/glove ° AREM A IRELET =(E
A NEE AR A 2 DR
RFEE » BERRSERTEEEZS » D
R bee B P R B A i -

nSEYIT TR ST

ZENR

1. @RS - 2017 - BRI HRLEAS
RIS — B IR a1 2 T B Al it IE I
ETFE106160487 157 /A5 -

2. TTEREHAESE - 2010 - SR Fili i FER
Fras R RATHIGAEESE < 99.09.30 B H &
£8099161276557 /A%

3. American Society for Testing and Materials.
2006. Standard Test Method for Residual
Powder on Medical Gloves. ASTM D6124.

4. International Organization for Standardiza-
tion. 2014. Single-use sterile rubber surgical
gloves - Specification Single-use sterile rubber
surgical gloves - Specification. ISO 10282.

5. International Organization for Standardization.
2008. Single-use medical examination gloves
- Part 1: Specification for gloves made from
rubber latex or rubber solution. ISO 11193-1.

6. International Organization for Standardization.
2006. Single-use medical examination gloves
- Part 2: Specification for gloves made from
poly(vinyl chloride). ISO 11193-2.

7. International Organization for Standardiza-
tion. 2006. Medical gloves -- Determination of
removable surface powder. ISO 21171.

8. American Society for Testing and Materials.
2009. Standard Specification for Rubber
Surgical Gloves. ASTM D3577.

9. European committee for standardization. 2000.
Medical gloves for single use-Part 1: Require-
ments and testing for freedom from holes. EN
455-1.

10. American Society for Testing and Materials.
2006. Standard Test Method for Detection of
Holes in Medical Gloves. ASTM D5151.

RS FE L B =R -
2003 - T KEF AT RRB T EH



mEEHTFEL

AR A - EY ARG
WFFCEEER > 21: 51-55 -

122 FH% BREZ > MBS HHE -
2004 - THE KERHAERGBFES LA
B amERE - EY Rk RFEENR
0 22:7-11 -

13. 2= BIEE - EXF - HEEXCE -
2005 - THEZRBRHEHTFESFLKEE
EFHsERBZLERE - EYELEE

ISECES

[ EMFCEHR 0 23: 6-13 ¢
1428 - ks o BEMR - STFEE

2014 - THEIRIFMABBFEKRERE X
R E 2 S E R - & EE Y5
0 5:255-263 °

1. MR BRI MR -
2017 « THERE A 2 P ] o £

VIR SE 4 0 81 130-135 ¢

16. Aghaee, A., H. Parsa, M. Nassiri Asl, et al.
2013. Comparison of the Effects of Powdered
and Powder-free Surgical Gloves on Post-
laparotomy Peritoneal Adhesions in Rats,
Iranian Red Crescent Medical Journal, 15(5):
442-443.

17. 45 8585 ~ BRERSH ~ B0 ~ =3 0F ~ R
XFE 22017 - i EFHAFEPowdered
Medical Glove)Z E\f#fEH KEH - &Y%
ZAEH 0 60: 16-25 -

18. Office of the Federal Register. 2016. Banned
Devices; Powdered Surgeon’s Gloves,
Powdered Patient Examination Gloves,

and Absorbable Powder for Lubricating a

19.

20. 75

21.

22.

23.

24.

25.

203

Surgeon’s Glove. Federal Register. 81(243):
91722-91731.

HABEAESEE - 2016 - SHEEHTE
A - AR 122758198 0 SERL284E
12H27H - [https://www.pmda.go.jp/files/
000215576.pdf] °

FHHBEEE S - 2016 < ICT to Note:

FDA’s Final ban on the use of powdered
gloves © AL AFEHIEERE T » 6(19): 2 -
Saudi Food and Drug Authority. 2017. Saudi
Food and Drug Authority Prohibits Manu-
facturing, Importing, Selling, Distributing of
Powdered gloves. 28 Jumada I 1438 H.

The Food and Drug Administration of the
Philippines. 2017. Public Health Advisory on
the Use of the Following Medical Devices:
Powdered Surgeon’s Gloves, powdered Patient
Examination Gloves, absorbable Powder for
Lubricating a Surgeon’s Glove. FDA Advisory
No. 017-180. June.

EAmEA LY EHE - 2018 < Rif
SR ARBEANBRER LS RER
B LR & T E RS R ABCR -
107.04.11 FDAZF-5510716000605 °
American Society for Testing and Materials.
2006. Standard Specification for Poly (vinyl
chloride) Gloves for Medical Application.
ASTM D5250.

American Society for Testing and Materials.
2005. Standard Specification for Rubber
Examination Gloves. ASTM D3578.



204
RSV

Investigation of Watertightness and Residual Powder
of Medical Gloves in Taiwan

CHUN-JEN CHIEN, WEN-I CHAO, CHENG-LIN HO,
SHOU-CHIEH HUANG, YA-MIN KAO, SU-HSIANG TSENG
AND DER-YUAN WANG

Division of Research and Analysis, TFDA

ABSTRACT

To ensure the quality of medical gloves available on the market, a survey focused on the
watertightness performance and the residual powder of the medical gloves was conducted in 2018.
From January to June, 30 samples were collected from hospitals, authorized dealers and drug stores by
the local health authorities. Among them, 27 are class I medical gloves and the other 3 are class II. The
materials include rubber, polyvinyl chloride, and polyethylene. The watertightness test was carried out in
accordance with ASTM D3577, ASTM D3578 and ASTM D5250. The residual powders in the medical
gloves were tested under ASTM D6124. The results showed that 29 samples met the watertightness
requirement and all the 21 samples of powder-free medical gloves tested for their residual powder
fulfilled the ASTM requirement (below 2.0 mg/glove). These results will be forwarded to the competent
authorities as regulatory references.

Key words: medical gloves, watertightness, residual powder



