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M echanical contraceptives— Reusable
natural and silicone rubber contraceptive
diaphragms—Requirements and test
methods
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1- International organization for Standardization
2 - International Electro technical Commission
3- International Organization for Legal Metrology (Organization International de Metrology Legal)
4 - Contact point
5 - Codex Alimentarius Commission



oolaiw] CoilB Uy oo g (9l S iz 5l oadylasl sla 151,800 - SlSKe (sl ousjlosl »

Cogesl sl gy 9 Sl - daze

S iles by Caams
Sl (Mol s olRisls Sy pgle ouSidls

Q‘)’i‘ (S Olaass 9 o)bil.';_,..;l QLA)’L.;

S OleS &S50

Ol Sliios pgle olKasls

ool oldeS a8 b e poe

Q‘)'.’.l (e Sladsd ¢ o,laibwl QLA)’L..J

Oyl (saio Slidss g o il lojle

Q‘)'.’.l (o Sladss 9 \5)‘«.\5[.';.»;‘ QLA)’L...;

ol sxie Slagios g5 bl (lojl

e A S50

ook OlosS CuaS oS L

E3

o)
125 ez (5 ele

=
0085 (S B>

(S yuals (g1 ,250)

(LAl "é5)> (SRR @Lw‘ ) ;Lé_c‘

o)l (o>,
((soas uild)

(lo (cwsige uilecd)

(9! b )15)

oM ‘)Bi‘l-.c*i’
(55 oot il (399)

sze S 03] Cubs
(Sbj (emiiee il 392)

SGly8 (gl
(b3 S5 wiled (36)

) 72
(o milc)

Ao (28

(ogos Kb p)

Solo ‘LS)-‘U‘.‘-"
(SIS (owiiten il



(oo o) 399)

oS (S Sy o)l0 eaass ole &S b O oSl
(S e uilacd)



AR

\Y

\Y

\#

Yy
Yy

Sl ydico S 4o d
Oloe
3 lasbic] dwgo b oles]
S lailinl (£8 ygumaneS
3,5 aels g Bua )
Sl aiges ¥
G a0
O‘s.o 4
b Y
Sl A
SIS (S22S ole> 4
T g5 e oF il 358 5 ad (Sl ol )+
osalice bl adles 5l o (g le V)
o323l Gl Y
okl 5 6 IS cam g A VY

215 ol s () o Sy

SIS albes )5 alwg ay Bl @ pud (K4S Sl o ol s (o) & gy
e 9 Pl 23 e 1518k s g g lad sl Cwglin sl (D) & g

Ot 9 o9k 8 sla o51,8bo i3 > slael jo Hlad el (WD Ceng

ounlie B (Bl s (ool s
55531 B (A & oo



YA

o 5l odiylosl sla 51,800 5l eolatnl g cudlie sl y Lloaljgiws (ool ) & Cavgn
dazwe sslarwl cobld b Sy

aolulis (Sledbl) o Cuvgn



S Sy
bl b b g oSl Sy i 5l odsylosl sl (51,800 — Sl sl 003 ,lo5L" o lasteul
tnsdo oy bgypo gl (ygemnaS’ 30 Ol gl Gy 457 905] sl gy 5 DLl saze oolil
o ST ] (e ylez g olmiy 9 Canngd 40 g 00l (nga g and Ol (e Dl 5 o b
oole G o slitwl 4 Syl ccnl a8 )3 18 Cogal 0,50 WWAAMWINT 760 S5 swaige o laslinl
o MYV ol e gman ol pl Sriie Sladon g o luilinl ducnto Ol j8e g uiled Ml gilB Y

Cgd ooy ol pl e o laslisl leie

Wloas 5 pole « mlio i) 1o Sz g o b Lo i 5 DY b (Salon 5 oolSon Lai> (ol
JooSS 5 Lol (sl oS (golening 455 0 9 b walys L waa g3l &Blge p3 ()l e sl o it
2l 85 aales 18 azgi 3,50 banye (8 GgrmreS )3 Jla dpaz pla ¢ 098 dil)] Lo o it o)l
2,5 oolaiul ol pl o sla o lasbinl Hlas oo o 15l olgen Wb oyl

SO 8009: 2004 Mechanical contraceptives- Reusable natural and silicone rubber
contraceptive diaphragms- Requirements and tests
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1- Vaginal contraceptive barriers
2- Cervical caps

3- Vagina sponges

4- Vaginal sheaths
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2-5 1SO 188, Rubber, vulcanized or thermoplastic — Accelerated ageing and heat
resistance tests.

2-6 1SO 2859-1: 1999, Sampling procedures for inspection by attributes- Partl:
Sampling schemes indexed by acceptance quality limit (AQL) for lot-by-lot
Inspection.

2-7 1SO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro
cytotoxicity.
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- Coil-spring diaphragm

- Flat-spring diaphragm

- Flat-leaf diaphragm

- Watch-spring diaphragm
- Arcing-spring diaphragm
- Arcing-bend diaphragm
--Bow-bend diaphragm

- Lubricant

- Spermicides

10- Irritant

11- Typetests
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1- Dome
2-Rim
3- Reinforcing spring
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1- Tensile strength
2- Untreated
3- Oven-treated
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1- Compression resistance
2- Degree of twist
3- Twisting during compression
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- Exposed spring

- Broken spring

- Distorted shape

- lllegible

- Minor defects

- Outer container(s)
- Identification
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1-Storage

2- Deteriorate
3- Tackiness
4-Brittleness
5-Crazing
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1-Oil-based antiseptic phenols
2- Petroleum-based grease

3- Petroleum spirit

4- Kerosene

5- Unintentional use
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1- Elongation at break
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1- Compression resistances
2- Fatigue resistances
3- Compression testing apparatus
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1- Twist measuring device
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1- Diaphragm-twist tester
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1- Glass cylinder
2- Linear dimensions
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[5] 1SO Guide 7, Guidelines for drafting of standards suitable for use for conformity
assessment

[6] 1SO 2230, Rubber products — Guidelines for storage

[7] 1SO 10993-1, Biological evaluation of medical devices — Partl: Evaluation and
testing

[8] I1SO 13488, Quality systems — Medica devices — Particular requirements for
the application of 1SO 9002

[9] ISO 14971, Medica devices — Application of risk management to medical
devices
Anaesthetic and respiratory equipment — Vocabulary



