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Guidance for Pre-clinical Testing of Surgical Drape (Draft)
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~AAEE T 2 Fo B F(Scope) :
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CAARGT FRFHLFLF 22 L HA 55 (regulation number) 2 # gw(Identification)
N4 &35 1 14370 % §E [ 2 H vt (Surgical drape and drape accessories)
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~ A &4t 2 4 (Product description and specification)

1. * 3£ (intended use(s))

2.9 M s F OB AHE

3. 1~ 12 4L+ (physical specifications) » & 4%
(1)%i# ~ slie(thread count) ~ # % = 75 & (weight per square yard) & 5 &
2=+
QLS BB & 23 MnFR o 4o 3 A(lint free) - & 4 {22 4 (free of toxic ingredients) ~ # . ¢

(nonfast dyes)

(4)E_% 1\ (fire protection)

4ARFTI 3 (1)F ER 45 (27 £47 1 * (reusable) £ 3 3¢ (disposable)/ ¥ = & * (single use); (3) i
8 3 % 5 (class of barrier performance) ; (A AR A2 /& F E£4 R * 2 A SRR ETL d@2 0P ¢ 3
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% 242 A P ERsk TR (Safety and performance data) :
1] B ~ 7 RE [ e 7R % ¥ > PES

L2 4p % Bt

(1) w72 3 4 (Cytotoxicity)
(2)18 57 & % (Sensitization)

ISO 10993-1(2003) @
1SO 10993-5(2009)

(3)Fligres A F1igcz2 5 (Irritaion / Intracutaneous reactivity) 1SO 10993-10(2002)

(Biocompatibility test) - @
Atk Y (L (8 MG L I S e A i FDA Guidance(1993)

-lir'ﬁ e EFT KRR BEFR ﬁﬁﬁi(Stenllzatlon validation)|1SO17665-1(2006)
FE % SAL(Sterlllty assurance level)-]- *+ 10 o 1SO11135-1(2007) ~
FRFEINT LR AF 0 iR HERGEE R F S # 2 F/2|1ISO11137-1(2006)
¥ » JuFE % SAL /| *+ 100 . 1S011137-2(2006)
1S011137-3(2006)

2. & F(Sterility)

EN 29073-3%2

EN 1SO 13938-1®)

1SO 9073-104%
ANSI/AAMI PB70:2003®
AATCC 42-2000®

3. F A MRk
(Performance test)

(1) #w4-3% 4 (Tensile strength) : >15 N
(2) #-% 35 & (Burst Strength) : >40 KPa
(3) # A- % (Linting level) : <5 (Log)
(4) Fe 244 (Flammability)

(5) F# %% %8 2 %8 % 4 i (liquid barrier/liquidborne microbial barrier) 2 AATCC 127-2008©
4 kory fR M E S 5 (Level 1~Level 4)» 1 @ & ™ |EN 2081110
S ASTM F1670-07")
Level 1—i 8 4 5 @ vk & £ 4 <45¢ ANSI/AAMI ST657
Level 2—i# 7 & @ v R A £ £ #4<1.0g> # kB 1220
cmH,0
Level 3—## 7 % @ v R A€ £ 4 4:<1.0g > # kB 250
cmH,0
Level 4—:i E#ML icaC e el
obgrw BEP LS RET Level l 2 B E B o
(6) i * & ¢ (Use Life)/at < }+(Durablity) : ¥ £ 4f # * (reusable) 2
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I~%Y ¢§k (References)

1. ISO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk

management system. (2003)

Guidance on Premarket Notification [510(k)] Submissions for Surgical Gowns and Surgical Drapes. (1993)

3.  ANSI/AAMI PB70:2003 Liquid barrier performance and classification of protective apparel and drapes
intended for use in health care facilities

4. BSI BS EN 13795-1:2002 Surgical drapes, gowns and clean air suits, used as medical devices, for patients,
clinical staff and equipment-Part 1: General requirements for manufactures, processors and products

5. BSI BS EN 13795-2:2004 Surgical drapes, gowns and clean air suits, used as medical devices, for patients,
clinical staff and equipment-Part 2: Test methods

6. BSI BS EN 13795-3:2007 Surgical drapes, gowns and clean air suits, used as medical devices, for patients,
clinical staff and equipment-Part3: Performance requirements

7. ASTM F1670-07: Standard test method for resistance of materials used in protective Clothing to penetration by
synthetic blood. (2007)

8. AATCC 42-2000 : Water resistance : Impact penetration test

9. AATCC 127-2008 : Water resistance : Hydrostatic pressure test

10. ANSIJAAMI ST65 : Processing of reusable surgical textiles for use in health care facilities. (2008)

11. EN 20811 Textiles-Determination of resistance to water penetration—Hydrostatic pressure test.

12. EN 29073-3 Textiles—Test methods for nonwovens—Part 3: Determination of tensile strength and elongation.
(1990)

13. 1SO 13938-1 Textiles-Bursting properties of fabrics-Part 1: Hydraulic method for determination of bursting
strength and bursting distension. (1999)

14. 1SO 9073-10 Textiles—Test methods for nonwovens—~Part 10: Lint and other particles generation in the dry
state. (2003)
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