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Foreword

IS O  { the  In te rn a tio n a l O rg a n iz a U o n  (of S la o d a rd iz a tio n )  is  a  w ori<jw ide le d e ra i to n  o f  n a tio n a l s t a n d a r d s  b o d ie s  (ISO  
m e m b e r  b o d te s ). T h e  w o rk  o f  prepftrif>g ir^ ternational S la rv J a rd s  Is n o rm a lly  c a r r ie d  o u l  th ro u g h  IS O  tecftftlca l 
c o m m itle o s . E a c h  m o m b o f  b o d y  in to ro s te d  in a  s u b je c t  for w h ic h  a  to c h n ic a l c o m m ilte o  h a s  b e e n  e s ta b l is h e d  h a s  
UiO rigrti to  b e  r e p r e s e n te d  o n  ih flt c o m m iliee , fn le rn fltio n a l o r g a n iz a t io n s ,  g o v e rn m e n ta l  a n d  n o n -g o v e rn m e n ta l ,  in 
lia iso n  w ith  ISO . a ls o  Icikc p a r t  in Ifio v/ork. ISO  c o l la b o r a te s  c to s c ly  w ith th e  In te rn a tio n a l E le c tro te c h n ic a l 
Cotno'Ji-iiiion {IC;C) o n  all m a t io r s  o f  o io c tro to c h u ic a l s ta n d a rd iz a t io n .

ln lc rn a iio n ,i)  S ta n d a r d s  a r e  d r a f te d  in a c c o rd a n c e  wiih ^ho ru le s  g iv e n  in i t ie  IS O /lE C  O irec iiv es . P a r t  3.

D raft In tc rn a ljo n a l S ta n d a r d s  a d o p te d  by th e  te c h n ic a l c o m m it te e s  e r e  c irc u la te d  to  th e  m e m b e r  b o d ie s  for voting . 
P u t)lica lion  a s  a n  In io rn a tio n a i  S ta n d a r d  rt^quiros a p p ro v a l by  ol l e a s t  7 5  %  o f  th o  m e m b e r  b o d ie s  c a s t in g  a  w t e .

A tten tio n  is d raw n  to  th e  p o ss ib ility  th a t s o m e  o f  tho  e le m e n ts  o f th is  In te rn a lio n a l S ta n d a rd  m a y  b e  th o  s u b je c t  of 
p a te n t  rig iu a . ISO  sh a ll n o t  b e  f \c ld  r e sp o n s ib le  for iden tify in g  a n y  o r  all s u c h  p a te n t  r ig h ts .

Jnternalion<»l S ta n d a rd  IS O  4 0 7 4  w a s  p re p a re d  b y  T e d in ic a l  C o m m itte e  IS O /T C  1 fi7 . M echanical conlrncoplivns.

T his first edt'.ion c a n c e ls  a n d  r e p l a c e s  th e  first ed itio n s  o f  IS O  4 0 7 4 . P a r t s  1 -10 .

A n n e x e s  A , C. 0 .  6 , F. G , H . I, J .  L . M a n d  N form  a  n o rm a tiv e  p a r i  o f th is  Jn le tn a lio n iil SW indard. A imuikhs B, K. O 
a n d  P  a r e  for in fo rm atio n  o n ly



Introduction

T h o  in ia c i latox  filn> h a s  b e e n  sh o w n  to  b o  a  b a r r ie r  to  h u m a n  im m u n o d e f ic ie n c y  v iru s  (HIV), o th e r  in fec tious a g e n ts  
r o sp o n s lb lo  for tho  tra n sm iss io n  of so x u n lly  tra n s m itte d  in fec tio n s (S T Is)  a n d  to  s p o f m a to z o a .  In o rd e r  to hn lp  n n ^ u rn  
tl^dt u jn d u r n s  Hfo effec tiv e  for c<>niroc«>ptivo p t j rp o s c s  a n d  for a s s is t in g  in t^^e p c a v o n tio n  o f tronsf> »isioo  of S I  is , it is 
e s s e n t ia l  th o l corK lom s fit th o  p e n is  pfofxsrlv. a r e  fi«o  fiuiii Iu>Ihr , h « v e  s d e q u a » «  p h y sic n l r.lrcn g th  so  na no t lo  b ro a k  
d u r in g  u so , a ro  c o rre c tly  pnckagoO  to  p ro tc c t  Uiom d u rin g  sioraQO a n d  a r e  co rro c U y  lab o llo d  to fociliiatc thoir u s e .  All 
t h e s e  i s s u e s  a re  a d d r e s s e d  in th is tn ie rn a ijo n a l  S ta n d a rd .

T h e  c o n d o m  a n d  a n y  lu b ric an t, ad d itiv e , d r e s s in g ,  individual p a c k a g in g  m a te r ia l  o r  p o w d e r  appliirtJ to il s tio u ld  
n e i th e r  c o n ta in  n o r lit>erate s u b s ta n c e s  in o m o u n ts  th a t  a r e  toxic, s e n s it iz in g , lo ca lly  irritating or o lh e rw ise  horm lu l 
u n d e r  n o rm a l c o n d ilio n s  o f s to r a g e  o r u s e .  R e fe r e n c e  sh o u ld  b o  m « d o  in  IS O  1 0 9 9 3  for tnr.l «noihnri'-. in nyn lum o th e  
i,<iU<iy o l c u tid o rn s  p«rticul:ifiy  m  rosiMir.t of th o  rif.k n f local irriintion a n d  r>onsitizi)ti('>n.

C o n d o m s  a re  m e d ic a l d e v ic e s . T h e re fo re  th e y  sh o u ld  b e  p ro d u c e d  u n d e r  a  g o o d  fjuality  m anagdm M rti s y s te m  
R e fe r e n c e  sh o u ld  b e  m a d e , for e x a m p le  lo  tl)e IS O  9 0 0 0 -se r io s . IS O  1 4 9 7 1 -1  a n d  o n e  of tf>e rolovnni s tu n r la rd s : 
IS O  1 3 4 8 5  or ISO  134 8 8 . '

C o n d o m s  a re  n o n -s te r ile  m e d ic a l d e v ic e s  b u t m a n u fa c tu re rs  s h o u ld  la k e  a p p r o p r ia te  p re c a u tio n s  to  m in im ize  
m ic ro b io lo g ica l c o n ta m in a tio n  o f th o  p ro d u c t d u r in g  m a n u fa c tu re  a n d  p a c k a g in g .

T h is  firsi e d itio n  o f ISO  4 0 7 4  r e q u ire s  m a n u fa c tu re rs  to  c o n d u c t s ta b ility  t e s t s  lo  e s t im a te  th e  sh e lf  life of a n y  no w  or 
m o d ifie d  c o n d o m  b e fo re  th e  p ro d u c t is  p la c e d  on  th e  m a rk e t a n d  to in itia te  re a l- tim e  stability  s tu d ie s . T h e s e  
re q u ire m o n ls  a re  d e s c r ib e d  in c la u s e  7. T h e  re a l- tim e  steibility to s t  c a n  b e  c o n s id e re d  a s  p a r t of th e  m a n u fa c tu re r 's  
re q u lrc m c f il  lo c o n d u c l p o s t-m a rk e tin g  s t /rv e il la n c e  o n  th e ir  p ro d u c ts . T f ie s e  rsq t/ ir f im e n ts  a re  in te n d e d  to n n r.u rc  
th a t  m a n u fa c tu re rs  h a v e  a d e q u a te  d a la  to  su p p o r t  she it-life  c la im s  b e fo re  p r o d u c ts  a r e  p la c e d  o n  th e  m a rk e t a n a  th a t 
th e s e  d a ta  a re  av a ila b le  for rev iew  by re g u lo to ry  a u th o r itie s , th ird -p a rty  t e s t  la b o r a to r ie s  a n d  p u rc h a s e rs . T hey  a re  
a ls o  in te n d e d  to  limit th e  n e e d  for th ird  p a r l ie s  to  c o n d u c t lo n g -te rm  stab ility  s tu d ie s .

A g u id e lin e  (IS O  160 3 8 ) for th e  a p p lic a tio n  o f th is In te rn a tio n a l S ta n d a r d  is u n d e r  d e v e lo p m e n t by
IS O /T C  1 5 7 W G  14.

T h is  In ic rn a iio n a l S ta n d a rd  c o n ta in s  r e q u ire m e n ts  for te n s ile  p ro p e r t ie s  (fo rco  a t  b r e a k )  w h e n  a  m anulD C turer m a k e s  
a  c la im  for 'e x tra  s tr e n g th '.  A n n ex  I c o n ta in s  th o  te s t  m e th o d  for d e te rm in a tio n  o f  fo rc e  a n d  e lo n g a tio n  a t b re a k , a s  it
m a y  b o  u se fu l in th o  q uality  s y s te m  of a  m a n u fa c tu re r  a n d  in vory  sp o c ia t  c a s e s  in a  p u rc h a s e r 's  con trnct.

B a c k g ro u n d  in fo rm atio n  inc lud ing  te c h n ic a l  e x p la n a tio n s  re la iin g  lo  c e r ta in  c l a u s e c  of th is lnlern?iiic<nfll StrtHdHnJ I:; 
g iv e n  in a n n e x  P . W t>ore th is is re le v a n t, th e  a p p ro p r ia te  c la u s e  in a n n e x  P  is  r e f e r e n c e d  in th e  toxi.
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Natural latex rubber condoms —  Requirements and lest methods

1 Scope

T his im ofnaiK jnal S ta n d a r d  s p e c if ic s  Ihc rr.inim um  r e q u i r e m e n ts  a n d  th e  ic s l  m e th o d s  lo b e  u s e d  for c o n d o m s  m a d e  
from  r .itu ra l ruhOor la tex  w h ic h  a r c  su p p lie d  lo c o n s u m e r s  fo r c o n tr a c e p t iv o  p u rp o s e s  a n d  lo a s s i s t  in th e  preventH jn  
c f sc * u J iiy  tidnsp '-itiod  in lc c lio n s .

2 Normalive refe rences

T h e  foiiovv»ng n o rm a tiv e  d o c u m e n ts  c o n ta in  p ro v is io n s  w h ich , th ro u g h  re fe re n c e  in th is tex t, c o n s titu te  p ro v is io n s  of 
tniK in te rrta tio n a i S ta n d a r d .  F o r  d a te d  r e fe re n c e s , s u b s e q u e n t  a m e n d m e n ts  to . o r re v is io n s  of. a n y  o f  th e s e  
p u b iic a u o n s  CO no t app iy . H o w ev er, p a r t ie s  to  a g r e e m e n ts  b a s e d  o n  th is  In te rn a tio n a l S ta n d a rd  a r e  e n c o u r a g e d  to 
in v e s iig a ie  th e  p o ss ib ility  o f ap p ly in g  th e  m o s t  r e c e n t  e d i t io n s  o f  th e  n o rm a tiv e  d o c u m e n ts  in d ic a te d  b e lo w . For 
u n a a le d  rc^crcr>ces. th e  la te s t  ed itio n  o f th e  n o rm a tiv e  d o c u m e n t  re fe rre d  to  ap p lie s . N 4em bers o f  IS O  a n d  lEC  
nin in tm n rog ir.;c rs o f c u r re n tly  valid  In te rn a tio n a l S ta n d a r d s .

ISO  168. fiat.r>cr. vulcm iizcd o r thermoplaslic  —  Accelerated agoing and heal resislnnce lesis

ISO  2 6 5 9 -1 :1 9 9 9 . Sampling procedures for inspection by a ttribu tes—  Part 1: Sampling schemes indextid by 
3cceo:3''co c:i:ihty lim it (AQL) fo r lol-tjy-lot inspection

IS O  15223 . fjcd icd i devices  —  Sytni-^ols lo  be used w ith m ed ica l device labels, labelling ana information lo  be 
supplied

E N  9 9 0 . G-":ipf'.:cal symtx>!s for uso m tlm labelling o f medic.nl devices

3 Terms and defm ltions

F or th e  p u rp o s e s  o f th is  In te rn a tio n a l S ta n d a rd , th e  t e r m s  a n d  d e f in itio n s  g iven  in IS O  285 9 -1  a n d  th o  foilow*iig 
app ly

3.1
a c c « p ta b l«  q u a li ty  lim it 
AQL
W h e n  a c o n tin u o u s  s o r ie s  o f  lo ts  is  c o n s id e re d , th o  q u a lity  lev e l w h ic h  for tlte  p u r p o s e s  o f  s a m p lin g  in sp e c tio n  is  tho 
limit o l a  s a tis fa c to ry  p r o c e s s  m o a n  {acco rd in g  to  IS O  2859-1)

3.2
condom
m e d ic a l d ev ice  u s e d  by  c o n s u m e r s ,  w h ich  is In te n d e d  to  b e  r e ta in e d  o n  th e  p e n is  d u rin g  s e x u a l  activ ity , for p u r p o s e s  
c f  con tracep lk> n  a n d  p re v e n tio n  o f  se x u a lly  tra n sm itte d  in fecU o n s

NOTE it n consum «r could nssponslbly consider a  device to  be  a  co n d o m  (d u e  to its s^ape , packaging, e tc .). it is  co n s td erea  a 
corxlcyn \o* the pu rp o se  of this in tem otionsi Standard.

3.3
consumer package
p a c k a g e , in te n d e d  for d is trib u o 'o n  lo  a  c o n s u m e r , c o n ta in in g  o n e  o r  m o r e  ind ivk lual c o n ta in e rs



3 .4
o x p lry  da le  ^
sin tnd  (la lo  nftor w h ich n condom  shou ld  not bo used

3.5
ld « n t l f lc « t lo n  n u m b e r
number, o r c»m binabon o f num era ls , symboJs or lo tto rs used by a m afiu facU trer on consum er packages lo  identify 
vimquely l^e  lot num bers o( ind iv idua l c»ndom s con la ined  in ttia l packflge, and from whic^i it is (x issib ic lo  iroon those 
lots through ail s iagas o f packag ing  and  d is lribu ljon

NOTE When tfie consumer package contains only one kind of condom, then tlia idfintificaiion num t^r may l>e Ota sntno ns th« 
lot rn/Tibef But tf th« consumer package conlalns several different fypos of condom, for Instance condoms of dif<ernnt shaj'^er, or 
colours then the identrficBtton number will t>e different from ttw  lot number.

3.G
in d iv id u a l c o n ta in s r
im m ediate wrapping o f a s iitg le  condom

3.7
in s p e c t io n  lev e l
re lationship botw eon lot s ize  and sam p le  size.

NOTE For descriplton. s e e  ISO  2859-V 1999 , 10.1

.3 8
In i
co lific tjon  o l condom s of the sam e des ign , co lour, shape, size and form u la iion , m anu lac tu icd  a l ossonir/illy ih o  sam e 
lim e. usiiH) (he sam e process, raw  m aioriafsj o f the sam e spedficJ5tions, com m on oqu ipm cn t and packcd w ith  Hie 
sam e lubrican l and any o th e r add itive  or d ress ing  in the  sam e type o f Ind iv idual con ta iner

NOTE. This iniernationai Sianrlard does noi specify the size of a lot, but it is possible for a purchaser lo do so a:i part of the
f)'jrchas»:g contmct Attention is drawn to the difficulties Ihnt can be associated with the distritxilion and control o l very l.irge kits 
Tr<n reco'T^i'ienoed tnaximum individual lot size for production is 500 000

3 0
lo t n u m b e r
num ber or com bination o f num era ls , sym bo ls or le tte rs used by the m anufac iu rer lo  identify a tot of ind iv idua lly  
packaged condom s, and from  w h ich  it is  possib le  lo  trace Itia i lot th rough all stages o f m anufacture up lo  packag ing

NOTE Fof tesimg purposes, sampling is conduciod by lot number, not idenlificalion number. See requtremenis m ctausa d

3 .10  
lo t to s t
tost to assess the com p liance  o l a lo i

NOTE A fot tesi may be fimit«d to include only those para»T>eter5 v/hi'ch nv«y change frofn lot to (ol

3.11
n o tv v is ib lc  hole
hole in ihe condom  lh a i is not v is ib lo  u iid e r no rm a l or co rro d e d  v is ion bu t Is do loc tod  by loakaye w tie n  ro lling  on 
sbsorban l paper

3.12
s a m p lin g  ^fiin
specific  pian w hich ind ica tes ihe  num ber o f un its  of product from  oac fi lo i w fiich  are to be inspeclod (sam ple  s ize  or 
series o f sample sizes) a n d  the  n s s o c ia 'o d  c rite ria  for do le rm in ing  the accG|j(abifity o f Ifie  Jot (accep tance  and 
r(?ioction num beis)

O (SO 2CX)V -  All rIoMS rwsnrvwl



3.13
3h«ff life
t im e  f ro m  d a l e  o l m a n u fe c tu re  to  th e  c la im e d  exp iry  d a le

3 .1 4
v i s i b i s  h o l«
h o le  o r  t e a r  in ttio  c o n d o m  th a t is v isib le u n d e r  n o rm a l o r  c o r ro c te d  v ision

4 Quality verification

C o n d o m s  a r e  m a s s - p ro d u c e d  a r i i d e s  m a n u fa c tu re d  in v e ry  la rg e  q u a n titie s . In ev itab ly  th e r e  v îU fcu s o m e  variation  
b e N v e e n  in d iv id u e l c o n d o m s , a n d  a  sm a ll p ro p o r tio n  o f  c o n d o m s  in e a c h  p ro d u c tio n  r \in  m a y  n o t m e e t  the 
r e q u ire m e n ts  in th is  In te rn a tio n a l S ta n d a rd .  F u r th e r , th e  m ajo rity  o f th e  te s t  m e th o d s  d e s c r ib e d  in  th is  in te rn a tio n a l 
s ta n d a rd  a r e  d e s tru c tiv e . F o r th e s e  r e a s o n s  th e  o n ly  p ra c tic a b le  m e th o d  o f  a s s e s s i n g  c o m p lia n c e  with this 
ln tn rn i4 tional S t< )ndard  is  by  te s tin g  a  re p re s e n ta t iv e  s a m p le  from  a  lo t o r  serie.*^ o f lo ts . B a s ic  s a m p lin g  p la n s  a re  
g iv e n  in IS O  2 8 5 9 -1 . Roforonco s h o u ld  b o  mode Jo IS O /T R  8 5 5 0  for Quidanco on Iho solefclion ol an /irxcpiance 
sam j>ling s y s lo m . s c h e m e  o r  p la n  for th e  in sp e c tio n  o f  r i is c re le  ilo m s  in a  lol,

w n e n  o n -g o in g  vo rifica tton  <s r e q u ire d  o f th e  q u a lity  o f c o n d o m s , it is  s u g g e s te d  th a t , i n s te a d  o f  c o n c e n ira t in g  solely 
o n  G vafuailon  o f  ih e  final p ro d u c t, (ho p a rfy  c o n c e r n e d  a ls o  d ire c ts  h is  a tte n tio n  to  (h e  m a n u f a c tu r e r ’s  q u a lity  sy s tem , 
in iMis coOMOOiion il sh tx jld  bo  n o te d  IM.nt ih e  IS O  9(>0() so ri(Js (so n  B ibliography) c o v o rs  ih o  p ro v is io n  o l a n  Initiyraiort 
quu lity  s y s te m .

S a m p lin g  p la n s  sh a ll  b e  s e le c te d  to  p ro v id e  a n  a c c e p ta b le  level of c o n s u m e r  p ro te c tio n . S u i ta b le  s a m p lin g  p la n s  are  
g iv o n  in a n n e x e s  A a n d  B

a )  A n n ex  A d e s c r ib e s  sa m p lin g  p la n s  b a s e d  o n  IS O  21^59*1 a n d  is m o s t  a p p lic a b le  to  m a n u f a c tu r e r s  o r  p u rc h a s e rs  
a s s e s s i n g  th e  c o m p lia n c e  o f  a  co n tin u in g  s e r i e s  o f  lo ts . T h e  full level o f  c o n s u m e r  p ro te c tio n  a v a ila b le  d e p e n d s  
u p o n  th o  sw itc h  to  t ig h te n e d  in sp e c tio n  if a  d e ten o rcU io u  in q u a lily  is d e le c to d .  T Ite  sw itc h in g  ru ler, car^not oKor 
full p ro te c tio n  for th o  Tirst tw o lo ts  te s te d , b u t  b e c o m e  p ro g re s s iv e ly  m o re  o ffec tiv o  a s  th o  n u m b e r  of Irus in a 
s e r i e s  in c ro a s o s .  T ho  so m p lin g  p la n s  in a n n e x  A a r e  ro c o m m e n d o d  w h o n  five o r  n io ro  lo ls  a r e  h o m g  tes ii j ,

b ) A n n ex  B d e s c r ib e s  sa m p lin g  p la n s , t> ased  o n  IS O  2& 59-1 , th a t  a ro  rncom m oPK lod fo r th o  n s s e s ^ r n e n i  o l iKolaied 
lo ts . T h e  s a m p lin g  p la n s  in a n n e x  B p ro v id e  a p p ro x im a to ly  th o  s o m e  level o f c o n s u m e r  p ro to c tio n  n.s ih e s o  g iven 
in a n n e x  A w h e n  u s e d  wilh th e  sw itch ing  ru le s . It is  r e c o m m e n d e d  th a t  U ieso  Si^m plintj p la n s  '.lo u s e d  for (he 
a s s e s s m e n t  o f few er th a n  five lo ls , for e x a m p le  in c .a 'so s o f d isp ttlu , for re fn ro o  p u fp o ; ;e s .  for ivp i' lesiisig . for 
q u a lif ic a tio n  p u r p o s e s  oc (or s h o r t  ru n s  o f co n lin u in y  lo ls.

c) H an d lin g  a n d  s to r a g e  c o n d itio n s  sha ll b e  d o c u m e n te d  b e fo re  d ra w in g  th o  sn rn p lo s .

It is  n e c e s s a r y  lo  kn o w  th e  lol s i/.e  in o rd e r  to  d e r iv e  from  IS O  2 8 5 9 -1  ihrs n u m b e r  o f c o n c lo m s  to  t>n Ujsi<mI. T ho lot 
s iz o  will v a ry  b o tw o o n  n ia n u la c tu ro is  a n d  is  ro g a rd o d  a s  p a r t  o f th o  p ro c o s s  a n d  q u a lity  c o n ljo lii u ^ c d  Liy trio 
m a n u fa c tu re r .

5 D e s ig n

5.1 Integral bead

T h e  o p e n  e n d  o f th e  c o n d o m  sha ll te rm in a te  in a n  in te g ra l b e a d  a n d  sh a ll  c o m p ly  w ith  c l a u s e  9 .

5.2 Lubricat ion

If th e  a m o u n t  o f lu b r ic a n t in th e  pacJcnge is sp e c if ie d , th e n  th is  a m o u n t  sh a ll  b e  d e te rm in e d  b y  th e  m e th o d  d e sc r ib e d  
In a n n e x  C.

T h e  method In annex C  a l s o  re c o v e rs  part o f  th e  d r e s s in g  p o w d e r  o n  l ^ e  condom. (See rationale, in P.7.) An 
ii l lo w a n c e  s h o u ld  b e  m a d e  for th is  w h e n  m a n u fa c tu re rs  o r  p u r c h a s e r s  sp e c ify  lu b r ic a n t le v e ls .
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5 .3  D i m e n s i o n s

5.3.1 Lnng th

'.vr-.cn lo s lo d  l)y ihi- nMiihocJ q iv tjn  in a n n o *  D . ink ing  1'} c o n d o m s  from  e n d i  I d ,  no  indivlducil lo iig lh  m o a s u ro m o n i  
r .n.-j ll  t>t> t i o l o w  1 G 0 ( ’ i r n ,

^  7  W n l l h

'.vr*en i«r,tod  by iho m eihoci g iv c ii tn n n o c x  6 .  tn iung  13 c o n d o in a  from  o n c h  lot, no  wlOiti iiitiHiurbiviOiH .■>r.Mil unviMtii 
fr(vn ctio n o m in a l v.ioif' s ia lo d  by  Uio m a n u fo c iu re r  by  m o ro  Ifian +  2 m m .

Tho wicliTi shnll t>o m o a s u ro o  » i th e  n o rro w o s t p a r i  o f Ih o  c o n d o m  wilfiin 3 5  tniTi from  th e  o p o n  o n d . or n i n jum u
p;xc:trio<1 by iho  m n n u f jc iu ro r  w iUnn Iho  s n m e  a ro a

“s '  '  'i. ’ '‘.-1 -.Miitn ?0 f ijwiHr-mnHt'on of ;iie f?qu:rftmants for btjral volume as m 6 1 may ljf« moHsiiral rit Iho iKn^

5 3 .3  T h ic k n e s s

i' -  r- 'r - c k n e s s  c '  U'p  co ncio rn  is sr>ocified, m e n  it sh a ll b o  d e te rm in e d  by ih e  m e th o d  in a n n e x  r .

C B u rs t v o lu m e  a n d  p re s s u re

6 .1  U n t r e a t e d  c o n d o m s

ir-. a r.r .c i'd a n re  w iih  finne*  G , th e  b u rs tin g  pro«55ine sh a ll b e  not t e s s  lh a n  1.0 k P a  f ln d  ih e  b u rs 'in g  
.c ^ . f i o  tu t'lc; nc'Mo.M 0  5 Otn'*) Ghail b e  no : l e s s  thfln:

0  ' for r c n n o m s  w tth  a  w id th  le s s  th a n  5 0 .0  m m , o r

— ■ 2 .0  c m  •' f j !  cu 'V :'cm s a  g r e a te r  (h an  o r  ecjuaJ lo  5 0 ,0  rnm  a n d  u p  (o 5 6 ,0  m m . o r

— i ' i ’.L) ’ji'',- for cO 'HJOirs -.Mth a  w id th  gn;H(Cf lh a n  or e q u a l  lo  5 6 ,0  m m

'f 'o  w to ir IS d e fin e d  a s  Ih e  m o a n  fla i w idth of 13 c o n d o m s  m e a s u r e d  in a c x o rd a 'ic e  w iih a n n e x  E o i a  pom i
7-3 -V 5 ;  m m  from  Ihe c lo s e d  encj. (Se«> ra tio n a le  in a n n e x  P .)

T he com pti.'jnco  iovcl for e a c h  lo t sh a ll  b o  a n  AOL of 1.5  for n o n -c o n fo rm in g  c o n d o m s .

A r>on-conform ing co n rto m  is d e f in e d  a s  a  c o n d o m  th a t fa ils Iho re q u lro m e n i for v o lu m e, p r e s s u re ,  o r  b o th , o r an y  
c o n d o m  il)al exh ib its  an y  le a k a g e .

6 .2  L o t  t e s t i n g  f o r  o v e n - t r e a t e d  c o n d o m s

T lic  p u r p o s e  ol ib is te s t  is lo  c h o c k  for m a jo r  fo rm u la tio n  o r v u tc a n i /a l io n  e rro rs . W h tjn  uven -lrd iJ to d  a s  d u a c i ib e i l  in 
a n n e x  H for (1 6 0  I- 2 )  h a t  ( 7 0  4 2 )  “ C  a n d  Ifts led  a c c o rd ii ig  to  a n n e x  G . th e  (« n ( lo m s  sha ll in o e i  th e  r e o u ire fn e n is
of 6  1, T h is te s t  d o c s  n o t p ro v id e  in fo fm o iio n  a b o u t th e  sh e lf  life o f ih o  p ro d u c t.

Tr.is le s i  IS a p p lic a b le  on ly  to  c o n d o m s  th a i a r e  l e s s  lh a n  o n e  y e n r  o ld  from  th e  d a le  of fn a n u fo c tu re



6.3.1  G o n e rn I  ^

If a  m a n u fa c tu re r  m a k e s  a  cJaim  th a t  a  parU culfir b ra n d  of c o n d o m s  is s tro n g e r  o r  im p lie s  th a t a  p a rb c u la r  b ra n d  of 
c o n d o m s  o ro v id o s  o x ira  p ro to c iio n  o r  s a fe ly  in u s o  b e c a u s e  iho c o n d o m s  a ro  st/’o n g e r  ih a n  ro g u la r  c o n d o m s . Ihot^ 
i/io a tld tiio n a l re q u ire m e n ts  for ‘E x tra  S lro n g lfi*  c o n d o m s  dofinod  in th is se c tio n  sh a ll  app ly . ( S e e  a n n e x  P .)

6 .3 .2  R e q u lr e m o n t s  fo r  m o c h a n lc a l  p r o p e r t i e s

W h e n  leM ud  ticco rd m g  to  an n o *  C>, ifne n iin im u n i b u rs lin q  p re s s u re  shall b e  no t l e s s  th a n  2 .0  k P a  a n d  Ihe  bu rstin g  
v o lu m o  Rhail co n fo rm  to tho  r e q u iro m e n ls  o f B .l.

W h o n  a c c o rd in g  to  a n n e x ! ,  th e  m in im u m  m e a n  fo rce at b reak  sh a ll b o  1 0 0  N b a s e d  o n  th e  m e a n  of
1 ? co-’irtctn?, sc lo c to rt a t rn n d o m  from  e a c h  lo t o f c o n d o m s

6  R e < ii iU e m e n ts  (o r  c t ln tc a l  d a t a

M a n u fn c lu re ts  sh a ll s u b s ta n i ia ie  th e  e x tr a - s t r e n g th  d a im s  with d in ic a l ria la  o r  p ro m in e n tly  d isp lay  o n  th e  p ack  Ihe 
s liJ le m o n l g iv e n  in 1 1 .2 .3  2.

Th<; c lin ica l d a ta  sh a ll s u h s ta n l ia ta  a  s ta tis l ic a lly  sig n ifican t red u c lio n  in t x e a k a g a  r a te  for th e  e x tra  s tro n g  c o n d o m  
who."! c r ;m p a ri;d  m a  rnnO ofn. douW o b lin d  liiiil lu  a ii.‘lu iyn t;u . rn u rk e lo d  c o n d o m  fro m  n o rm a l p ro d u c tio n  pro(JuccC  
fiy iho  s a m e  m anufaciurfM  T h e  r e f e r e n c e  c o n d o m  sha ll com ply  witl'i the reQ ijirem n n is  of IS O  4 0 7 4  a n d  sihjill o x c e o d  
0 ,0 6 0  s in g le  w.ili lhK :k;ioss a t Iho m id  b o d y

Usc.’fiJ  re i 'o fo n c e s  a re  IS O  M 1 5 5  o r  fEN 5 4 0  a n d  IS O  16037  (in p re p a ra tio n ).

7  T e s t s  f o r  s t a b i l i t y  a n d  s h e l f  l i f e

7 .1  G e n e r a l

M a n u 'a c .iu re rs  s tia ll verify th a t  th e  c o n rJo m s C/Omply with th e  rc q u ire m e n is  o f f> 1 o f ih is  In te tn a iio n a i  Sl;-indarti until 
ih c  e n d  cf th e  labeH od s tie tf  life. S h e tt-tife  c la im s  sh a ti n o t exco^jd five y e a r s  { so e  a n n e x  P ),

O a ia  s i ip p o r iin g  th e  shelf-life  claim .s m a d e  by  th e  m a n u fa c tu re r  sha ll b e  m a d e  av u ilab k : to ttie  a p p io p n a le  roQuI;?’ y 
au 'hC M tios a n d  (hr.>ci p t i rc h a s c r s  u p o n  r e q u e s t .

B e fo re  a  n ew  or m odiO ed c o n d o m  d e s ig n  is  p la c e d  on  th e  m ark e t, th e  follow ing r e q u i r e m e n is  sh a ll b e  me;!

—  Tho c o n d o m  sha ll b o  lo s io d  for tho  m in im u m  stab ility  ro q u iro m o n is  a s  d o sc j’ibort in 7 2.

— A rca l-tim o  stu d y  a s  de.«icnlxj<f in 7 .3  to d e te rm in e  sh e lf  life shall h a v e  co m m o n co c).

—  P e n d in g  co m p io iio n  of ih e  ro a l- tim e  study., sh e lf  life sh a ll b e  e s t im a te d  a s  d e s c r ib e d  in 7 .4 .

N'OTE t A rrxjc/ififld c o rn J o m  <Jasiyn is ono in whicti there hove be«-' significonJ ctTangos to Ihe formulation, mnnt/factunny 
P 'ocess or iDdividuai seated containerr>

KOTE 2 Com pliance with Ihe requ irem en ts of 7,1 d o e s  not imply that tti« shelf life of the pr,pducl h a s  been  delerminftd

Shoif-life  e s t im a te s  {7.4) sh a ll b o  b a s e d  o n  a  m e a n  k inetic  te m p e ra tu re  of 3 0  ° C  for all c lim atic  c o n d itio n s  a n d  m ay  
b e  c a rr io d  ou t o n  c o n d o m s  from  ttie  s a m e  p ro d u c tio n  lo ts a s  u se d  for rea l-tim e  d e te rm in a t io n  o f sh e lf  life (7 .3 ).

F o r o x is 'in g  d e s ig n s  o n  U)0 m a rk e t  a i  th e  d o te  o f pub lica tion  o f this In te rn a tio n a l S ta n d a r d ,  rea l-lirn o  d o la  m a  form  
c o n s is te n t  wfith a n n e x  J .  a n d  a t t e m p e r a lu r e s  c o n s is te n t  witt» local re g u la to ry  r e q u i r e m e n ts  p rev a ilin g  a t th e  tim e th e  
p ro d u c t w a s  in tro d u c e d , sh a ll b o  a c c e p ta b le ,  lo  verify th e  shelf-lifo c la im s



7.2 M in im u m  stablHty requlremonts

Tfisi ih rfic  lo ts  ol c o n d o m s  lo r  c o rn p lia n c c  w ilh IS O  A 074, o x c c p l  11 ,2  afx l 11 .3 . u s in g  Ih o  sn m p lirf^  p la n s  givon in 
a n n o *  B.

O n ly  lot.s m n n iin g  aH o f  th o  ro q u iro m o o ls  of ISO  4 0 7 4 , e x c o p t  1 1i2 a n d  1 1 ,3 , shnll b o  u s o d  for th is  lo s i.

In c u b a io  s a m p le s  in tfie ir irx liv idual s o a to d  c o n ta in o rs  a c c o rd in g  lo annR x H, o n o  s o t  for { 1 6 8  -I- 5 )  h  (1 w ook) a t 
' 70 I: 2 )  C  arid  th e  o th e r  s o t  for ( 9 0  ±  1) d a y s  a t  ( 5 0  rlr 2 )  “ C , Al tho e n d  of tho in c u b a tio n  p e r io d s . w iU ulfaw  th e  
co tK Jonts a n d  te s t  lor a irb t^rst p ro p (jr iie s  a c c o rd in g  to a n n e x  G a n d  th e  ro q u iro rn e n is  o f 6 .1 ,

T h e  sheH  ioctvidft \h e  fO-csuiremefMs of n o n fix e s  G  enc] ^4,

NOTt; ui vivily wifi 7 1’ can Ix; oxl»ricttxl froni stmJies for o^ltin.iliss of sholf lifft (7 -I)

7 .3  P m c R d u r p  f o r  r i o l e r m i n i n g  s h e l f  l ife  b y  r c a l - U m e  s t a b l l i l y  s t u d i e s

After lo s iin g  a o c o rd m g  lo a n n n x  J  itic  c o n d o m s  sh a ll rn o c t ttio  ro Q u ircm o n ts  in 6 .1 .

If the re a l-tim e  d a ta  in d ic a te  a  s h o r te r  .snelf life th a n  th a t c la im e d  o n  th e  b a s is  of a c c e lo r a te d  a g e in g  (7.4). th e  
m a n u fa c tu re r  s tia ll no tify  th e  re le v a n t re g u la to ry  a u th o r i tie s  a n d  d ire c t p u rc h a s e rs .  T h e  m a n u fa c tu re r  sh a ll  chang* 
(fie sf-olf-life claim  for tfie  p ro d u c t lo  o n e  b a s e d  u p o n  tlie ro a l-lim o  study, In n o  c a s e  s tia ll  sh r:lf  lifR f 'x c o o d  fivo y e a rs . 
F o r c o n d o m s  p ta c o d  o n  th e  m a rk e t , roal-U m e s tab ility  s tu d ie s  sh a ll b e  c o m p le te d  lo r  th e  luH p e r io d  of ih o  shetl-life 
claim ,

7 .4  E s t i m a t i n g  s h o l f  l i fo  b a s o c i  u p o n  a c c o t e r a t o d  s t a b i l i t y  s t u d i o s

P i.r.o in g  i»'(; c o m p le tio n  o f ro iii-tim e  studio .s, a c c e lo r a le d  s ta b ility  s tu d io s  sh a ll bo  u s e d  to  o s lirn jjie  tho  sh o lf  life.

A! f3 ,rc  of o u b lic a iio n , n o  s in g le  m e th o d  of a n a ly s is  w a s  su ffic ien tly  v a lid a te d  o r w id e ly  u s e d  to  justify  its 
.Ts , t  s ta r^ d a rc  m o 't io d  S e v e ra l  a p p r o a c t io s  to  th e  a n a ly s is  of a c c o lo ra to d -a g e in g  d a ta  h a v e  b e o n  

<'x:iiini i! i; IS ,iitiic.i;);iir-{i iiKil j:% tn.:inuf;i«:turors a n d  ro g u la lo ry  t ig o n c io s  jiccum uliJio  rc a l-tin K ’ d a ta ,  a  c o n s e c s u s  
niL'iliOd fi-i iMo n ex t fcv i-jion  of ih /s In io in a tio n a l S ta n d a rd  will b o  d o v o lo p o d , fvloanwhilo, th o  r e s u l t s  o l accc io ra toO - 
agc-ing a a ta  m a y  b o  a n a ly s e d  by  a  n u m b e r  of m e th o d s  o r  a s  s t ip u la te d  b y  th e  m a n u fa c tu re r 's  r e g u ia io ry  authority ,

£ ic a m o lo s .c f  n ie i t \o d s  (or a c co lo ca iG d  s tu d io s  a n d  d a t a  a n a ly s i s  a r e  p ro v id e d  in a n n e x  K, O a la  g e n e r a t e d  from  su c h  
s iu d io s  sh a ll su p p o r t  th e  c ia im -th a t th e  c o n d o m s  fulfil th e  r e q u ire m e n ts  in 6.1  for th e  d u ra tio n  o f th e  in b e llo d  sh e lf life

8 F r e e d o m  f rom  h o l e s

'/V hen te s te d  by e i th e r  m e th o d  d e s c r ib e d  in a n n e x  L. th e  c o m p liiJ t 'c e  level for o a c h  lo t. for th e  s u m  of c o n d o m s  with 
v isib le  a n d  n o n -v is lb le  h o le s  a n d  te a r s ,  sh a ll b e  a n  AQL o f  0 ,2 5 ,

9 Visible defec ts

F o r v isib le  d e fe c ts  a s  d e s c r ib e d  m  a n n e x  I. (L .2 .3 ,3 . L .3 .3 ,4 J, th e  co rn p lia n c o  loviH for e a c h  lot sh a ll  b e  a ii AO l, of 0 ,4 .

10 Package Integrity

W h e n  rfiriue.<5ted by  a  C w slom or o r a  r e g u la to ry  body , th o  rn a n u fn c tu ro r  o r .supp lier sh a ll  p ro v id e  in fo rm atio n  on  
o s f ^ a q o  ifxtngrity ba« ;od  u p o n  th-3 tCRt m ctl^ o d  g iv o n  in  an n o K  M. T h e  ooo \fitt««oo  k5ve( 4or < ja d \  to t shR ll t>e a n  AOL of



P a c k a g in g  and  la b e lU n g

11.1 Packaging

E a c h  co n d o m  sh a d  b e  p a c k o d  in a n  Ind M d u al co n ta in e r . O n a  o r  m o re  ind iv idual o o n ta tn a r^  m a y  be pacfcod in  o th e r  
p a c k a g in g  &uch a s  a  c o n s u m o r  p a c k a g e . T h a  individual c o n ta in e r , o r  c o n s u m e r  p a c k a g e  or bo th , sha ll b e  o p a q u e  to 
Itghl. H ow ever p a c k a g e d , th e  p a c iia g in g  sh e ll p ro tec t th e  c o n d o m  from  ligh t e v e n  if only  th e  individual p a c k a g e  Is 
p ro v id ed  to  th e  co n su m er.

tf a  m urk ing  m odium . su c h  o s  ink . i s  u so d  o n  a  co n d o m  or o n  a n y  p o r t o f  a  p a c k a g e  d irec tly  in c o n ta c t wi;h a co n d o m , 
it Shalt rK}t hav e  any  d c le to n o u s  o tfe c l on  tho c o n d o m  or b e  harm fu l to  th e  u se r .

Individual co n ia in o rs  a n d  any  o ltio r  p a c k a g in g  shall p ro tec t th e  c o n d o m  from  d a m a g e  d u iin g  tran sp o rt a n d  sto tiig o .

Indiv idual co n ta in ers  a n d  an y  o th e r  pen k o g ln g  shall b e  d e s ig n e d  in s u ( ^  a  w ay  th a t  th e  p ack  c a n  h a  or>enod w ithout 
d a m a g in g  the co n d o m . T h e  d e s ig n  of th e  individual c o n ta in e r  sh o u ld  fucililalo  e o s y  o p en in g , (S e e  ra tio n a le  in 
a n n e x  P .)

11 .2  Labelling

11 .2 .1  S y m b o ls

If sy m b o ls  a re  u se d  o n  p a c k a g in g , in form ation  an d  m ark e tin g  m a te r ia ls , th e  s y m b o ls  sha ll m e e t th e  re q u ire m e n ts  in 
IS O  15 2 2 3  or EN 980 .

1 1 .2 .2  In d iv id u a l c o n ta in e r

E a c h  individual co n ta in e r  sh a ll b e a r  a t  le a s t  th e  following inform ation :

a )  tt>e identity  o f th e  m a n u fa c tu re r  o r  distritxitor. (S e e  ra tio n a le  in a n n e x  P);

b )  th e  m an u fac tu re r's  iden iify ing  reference h r  iraceabiliry  (e.g. t h e  lo t n u m b er);

c ) th e  expiry d a te  {year, m o n th ). T h e  fo rn ia t o f th e  y e a r  sh a ll b e  In four d ig its ; th e  fo rm at o f th e  m on th  sh a ll b e  in
le tte rs  o r two digits. (S o u  r a t i o n a l  in an n e x  P .)

1 1 .2 .3  C o n s u m e r  p a c k a g e

1 1 .2 .3 .1  G e n e ra l

T h e  o u ts id e  o f  th e  c o n s u m e r  pacfcnna sha ll b e a r  a t  le a s t  th e  follow fng In fo rm ation  in a t  fe a s t o n e  o f th e  o ffidai 
la n g u a g e (s )  of tfie co u n try  o f d e s tin a tio n  o r  a s  s tip u la ted  d ifferen tly  by  th a t  c o u n try :

4i) a  d escrip tio n  of Ihe c o n d o m , inc lu d in g  w h e th e r  o r no t it h a s  a  re se rv o ir . If th e  o o n d o m  Is co lo u red  o r loxturod Ihis 
sh a ll b e  s ta ted ;

b) th e  n u m b er of c o n d o m s  c o n ta in e d ;

c ) Une norrunal w idth o f  th e  co n d o m ;

d )  th e  n a m e  or tra d e  n a m e  a n d  a d d r e s s  o f th e  m an u fac tu re r  a n d /o r  d is trib u to r, d e p e n d in g  o n  national an d  reg io n a l
req u irem en ts . (S e e  ra tio n a le  in  a n n e x  P):

e )  th e  expiry d a le  (y ea r a n d  m o n th ). T h e  form at of th e  y e a r  sh a ll  b e  in Tour d ig its  a n d  th e  fo rm at of th e  m o n th  shall 
b e  in le tte rs o r two d ig its, ff a  c o n s u m e r  p a c k a g e  in c lu d e s  c o n d o m s  from  d iffe ren t lo ts, th e  e a rlie s t exp iry  d a te  
sh a ll app ly  to all co n d o m s;

f) a  s ta te m e n t to  s to re  th e  c o n d o m  In a  co o l d ry  p la c e  aw ay  from  d ire c t su n lig h t;
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g) a  s ta te m e n t  tria t Ind iv idua l c o n ia lrv e rs . if n o l  o p a q u e  to  ligh t, s h o u ld  no t b e  s to r e d  o u t s id e  l^ e  o p a q u e  c o n s u m e r  
pac*^age:

h) w h e th e r  th e  c o n d o m  is lu b r ic a to d  o r  dry. W h e n  a  m e d ic in a l  in g re d ie n t is  a d d e d ,  it s h a ll  b o  k len tifiod  a n d  its 
p u r p o s e  in d ic a te d  (e .g . sp e fm Jc k Ja l) . If th e  c o n d o m  o r  lu b r ic a n t  Is f ra g ra n c o d  o r  f la v o u re d , th is  sh a ll  b© s ta le d ;

I) th e  m a n u fa c tu re r 's  iden tify in g  r e f e r e n c e  fo r  tra c e a b i l l ty  (e .g . th e  id e n lific a tjo n  n u m b e r / lo l  n u m b e r ) ,  if d iffe re n t 
ty p e s  o f c o n d o ffls . e .g . difTerent c o lo u r s ,  a r e  p a c k a g e d  to g e th e r  in th e  s a m e  c o n s u m o r  p a c k a g e ,  th e  id e n tific a tio n  
n u m b e r  o n  th e  c o n s u m o r  p a c k a g e  shaH  a llo w  th e  m a n u fa c tu re r  to  iden tify  u n lq u e iy  th e  lo t n m n tie rs  of ih e  
ind iv idual c o n d o m s  c o n ta in e d  in th a t  p a c k a g e ,  s o  th a t  it is  p o ss ib le  to  t r a c e  t h o s e  lo ts  th ro u g h  all s t a g e s  of 
m an u fac ix iro  u p  to p ack m jit\g ;

)) a  s ta te m e n t  th a t th e  c o n d o m  Is m o d e  o f  n a tu r a l  r u b b e r  la tex .

1 1 .2 ,3 .2  l .f lb « n in g  o f  « J t lr3 'S J ro n f f  c o n d o m s

A cla im  s u c h  a s  'e x tr a  s t r o n g ' Im p lie s  th a t  Ih e  c o n d o m s  h a v e  a  lo w er lovol of b ro ak ag < i U ian  a  'r e g u la r ' c o n d o m . 
S u cJi r ta im s  sh a ll b e  s u p p o r te d  by  c lin ic a l in v e s tig a t io n s . ( S o o  6 .3 .3 .)

If th e  n ia n u fa c tu re r  w is h e s  to  u s e  th e  c ia im  *ex tra  s t r o n g ' p o n d in g  th e  corr>pletion o f a  c lin ica l s tu d y , th e  la tie llin g  sh a ll  
s ta te .

'T h is  e x tra -s tro n g  c o n d o m  h a s  n o t  b e e n  s h o w n  to  b e  s a f e r  in u s e  th a n  r e g u la r  c o n d o m s ."

1 1 .2 .4  A d d i t io n a l  I n fo r m a t io n  o n  t h e  c o n s u m e r  p a c k a g e

T h e  o u ts id e  o r ih e  in s id e  o f th e  c o n s u m o r  p a c k a g e ,  o r  a  le a f le t c o n ta in e d  w ith in  th e  c o n s u m e r  p a c k a g e ,  sh a ll b e a r  a i 
le a s t  irio follow ing in fo rm atio n  e x p r e s s e d  in s im p lo  te r m s , a n d  in a t  le a s t  o n e  o f  th e  o ffic ial ta n g u a g e { s )  o( Ihe  c o u n try  
o ( d e s tin a tio n , if p o s s ib le  s u p p le m e n te d  b y  p ic to ria l r e p r e s e n ta t io n s  o f th e  m a jo r  s t o p s  in v o lv ed  or a s  s l ip u la to c  
d iffe ren tly  by th a t c o u n try

a) \nsuuc\ioris lor u s e  o f  Iho  condom, including

V, th e  n e e d  to h a n d le  th e  c o n d o m  c a re fu lly , in c lu d in g  re m o v a l from  th e  p a c k a g e  s o  a s  to  av o id  d a m a g e  to th e  
c o n c o m  by r in g e rn a ils , je w e lle ry  e tc .;

2 ) ho w  a n d  w rtiin  to  p u t o n  th e  c o n d o m ;  m e n t io n  sh o u ld  b e  m a d e  th a t th e  c o n d o m  s h o u ld  b e  p la c e d  o n  th e  e rec '. 
p e n is  b e fo re  a n y  c o n ta c t  o c c u r s  b e tw o o n  th e  p e n is  a n d  th e  p a r tn e r 's  b o d y ’to  a s s i s t  in th e  p re v e n tio n  o f 
se x u a lly  tr a n sm itte d  in fec iio ris  a n d  p r e g n a n c y ;

T) th e  n e e d  to  w ith d raw  th e  p e n is  s o o n  a f te r  e ja c u la t io n ,  w h ile  h o ld in g  th e  c o n d o m  firm ly  in p la c e  a t  th e  b a s e  of 
th e  p en is :

<) th e  n e e d , if a n  ad d itio n a l lu b r ic a n t  is  d e s i r e d ,  to  u s e  th e  c o r re c t  ty p e  o f lu b r ic a n t  w h ic h  is  r o c o m m e n d o d  (or 
u s e  w ith c o n d o m s  a n d  th e  n e e d  to  o v o id  th e  u s e  o f  o i l -b a s e d  lu b r ic a n ts  s u c h  a s  p e tro le u m  Jelly, b a b y  oil. 
b o d y  lo tio n s, m a s s a g e  o ils, b u t te r ,  m a r g a r in e  e tc .  a s  t h e s e  a r e  d e le te r io u s  to  th e  in te g r ity  o f  th e  c o n d o m ;

5) th e  n e e d  to  c o n s u lt  a  d o c to r  o r  p h a r m a c i s t  a b o u t  th e  co m p a tib ility  o f to p ic a l  m e d i c in e s 't h a t  m a y  c o m e  in 
c o n ta c t  w ith th e  c o n d o m .

b )  In s tru c tio n s  o n  ho w  to d i s p o s e  o f  th e  u s e d  c o n d o m .

c )  A s ta te m e n t  th a t th e  cor>dom  is  fo r s in g lo  u s e .

d )  T h e  n u m b e r  o f th is In te rn a tio n a l S t a n d a r d ,  i,e , IS O  4 0 7 4 . ( S e e  ra t io n a le  In a n n e x  P .)

11.3 Inspccllon

F ro m  e a c f i  lot. 13 c o n s u m e r  p a c k a g e s  a n d  1 3  in d iv id u a l c o n ta in e r s  sh a ll  b e  i n s p e c te d  fo r c o m p lia n c e .  All in s p e c te d  
c o n ta in e r s  sh a ll  c o m p ly  w ith th e  r e q u i r e m e n ts .

U n d e r  c e r ta in  co n d itio n s  il m a y  b e  p e r m is s ib le  fo r th e  m a n u fa c tu re r /d is t r ib u to r  to  c o r r e c t  f a u lts  a s s o d a t e d  w ith  
pa>:i<aging a n d  lalv jlling  r e q u i r e m e n ts  a n d  ro s u b m it  th e  lo t for fi^ rther c o n fo rm ity  te s t in g .  E x a m p le s  in c lu d e  in s e rb o n



of m iss in g  in s tru c tio n  le a f le is  o r  re -p a c k a g In g  of IndivW uol c o n ta in e r s  In to  now  c o m p lo to  c o n s u m e r  p n c i< a g e s  befo re  
p la c jn g  o n  iho  m a rk e t .

If c o n d o n e  from  ih o  s a m e  ir>( t'lro p a c k e d  in to  d iffo ron t c o n s u m o r  p a c k a g o s .  U)un a t loy.st o n o  o o n s u m e ^ p s c k a g o  of 
o acJ i v a r ia n t sh o u k J  t>o in s p o c to d , T h o  n u m b e r  o f  p a c k o g o s  In sp o c to d  sh o u ld  n o t o x o o o d  13  u n k i s s  n u in h o r  of 
v a r ia n ts  o x c e o d s  13

12 Teat roport

T ost r e p o r ts  sh a ll c o n ta in  a t  l e a s t  th e  In fo rm atio n  a s  r io s c r ib o d  in a n n o x  N.
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Sampling plans intended for assessing compliance of a continuing series 
of lots of sufficient number to allow the switching rules to be applied

A.1 Quality verification

W tio n  o ti-g o iitg  v o n fic a iio n  is fo q u lre d  o f  iho  q u a lity  o f c o n d o m s , it is  s u g g e s i e d  t)ia t. in s te a d  of c o n c o r ,. .  a iin g  so le ly  
o n  e v o iu a iio n  of th e  Tinal prcxJuct, th e  p a r ty  c o n c e r n e d  a ls o  d ir e c ts  h is  a t te n t io n  to  th e  m a n u f a c tu re r 's  q u a lity  s y s te m . 
In th is  c o n n o c t io n  it s h o u ld  b o  n o te d  th a t  th e  IS O  9 0 0 0  s e r io s  ( s e o  O ib tio g rap h y ) c o v e r s  th e  p ro v is io n  o f  a n  ir^ to g ra led  
q u a lity  s y s te m ,

A.2 Sampling p lan s  and compliance levels

If 3  party  w is h e s  to  c s ln W ish , h y  in a p o c l io n  o n rt to s l in g  o f eomplos of Iho  fin?j| p ro d u c t ,  whothor i) i.on fin iiing  SHrios of 
lo ts  e r e  in  c o m p lia n c e  v^ith th e  r e q u i r e m e n ts  o f th is  In te rn D tio n a l S ta n d a r d ,  th e  s a m p lin g  p in n s  o n d  a c c e p ta n c e  
r n te r ip  Q ivon in  Trtt>lft A 1 sh a ll  bO a p p lie d .

M a n u fa c tu r e r s  m a y  u s e  th e  s c h c m o s  in T ablo  A.1 o r  m a y  d o v is c  a n d  im p le m e n t  v a l id a te d  a l te rn a tiv e  q u a lity  c o n tro l 
m e th o d s  th a t  r e su lt  in a t  le a s t  e q u iv a le n t  c o n s u m e r  p ro te c tio n .

W h e n  t e s t s  a re  b e in g  c o n d u c te d  o n  fe w e r  th a n  five lo ts  of c o n d o m s , th e  a d d it io n a l  p ro te c tio n  o f th e  sw itc h in g  r u le s  in 
IS O  2 0 5 9 -1  is n o t a v a ila b le  a n d  it is  r e c o m m e n d e d  th a t  th e  s a m p lin g  p la n s  g iv e n  in anr^ex  B b e  u s e d  to  m a in ta in  th e  
level o f c o n s u m e r  p ro te c tio n .

T a b le  A .1 —  S a m p l i n g  p l a n s  a n d  a c c e p t a n c e  c r i t e r i a  f o r  a  c o n t i n u i n g  s e r i e s  o f  lo t s

A ttrib iites In s p e c tio n  level A c c e p ta n c e  c r ite r ia

D im ensions 13 condom s All sa m p le s  shall m e e t th e  criteria  of length 
^  160 m m  an d  w idth ±  2 mm of s la te d  
nom inal w4dth

Bi/rsting vdiUTtc an d  p ressu re  
(untreatocVoven-trQalfKS)

Generaf Inspection  Level 1 a s  in 
ISO  28S9-1

AOL of 1,5

PDc*£>ge integniy S p e d a l  Inspection  Level S -3 AQL of 2,5

Fieedorrt Iroiv holes G enera} lnspecf*Of> Level 1 b<jf a t  least 
co d «  Letter M

AOL of 0 ,2 5

Visible defec ts G en e ra l In.specllon Level 1 b u ta l  least 
c o d e  LHtter M

AOL Of 0,4

P ackag ing  and  labelling 13 con su rn er p a d ^ a g e s  and  13 Individual 
co n ta in ers

AJI shall cornpiy

A p p lic a tio n s  for t h e s e  s a m p lin g  p la n s  m a y  In c lu d e  th e  follow ing:

a )  o n -g o In g  p ro d u c tio n  te s t in g  a n d  q u a lity  c o n tro l  b y  a  m a n u fa c tu re r :

b ) o n -g o in g  te s tin g  by  a  p u r r J i a s e r  fo r c o n t r a c tu a l  p u r p o s e s :

c ) o n  g o in g  in sp o c tio n  by  o  n a tio n a l  a u th o r i ty



Sampling plans fntondod for assessing complJanco of Isolated lots

U s e  of thft sn m o lin g  p la n s  g iv en  in e n n e x  A for sn ^au  n u m b e r s  of lo ts . I.e. fe w e r th a n  five, will rosuU  In a  h ig h e r  level 
o f  c o n s u m e r  r isk  b e c a u s e  ih o  swilclM ng n j lo s  o re  n o t  a v a ila b le . In s u c h  c ir c u m s ta n c o s  th o  u s o  o f  la rg e r  s a m p le  s iz e s  
is  r a c o m m o n d e d  in  o frio r lo  m a in la in  a n  a c c e p ta b le  lev e l o f tx> nsum or p ro te c tio n . T h e  c h o ic e  o f  a  s u ita b le  sa m p lin g  
p la n  will b e  g o v e rn e d  b y  c o s t  c o n s id e ra t io n s . L a rg e r  s a m p le  s i z e s  will g iv e  b e t te r  d is c r im in a tio n  b u t a t  in c r e a s e d  c o s t  
P u r c h a s e r s  m ay . fo r e x a m p le , rely  u p o n  th e ir  e x p e r ie n c e  w ith  a  p a r t ic u la r  s u p p l ie r  w h e n  a s s e s s i n g  th e  s a m p le  s iz e s
lo  u s e  for sm a ll  n u m b e r s  o f Jots.

T h e  s a m p lin g  p la n s  g iv e n  in T able B .1 . w h e n  a p p l ie d  lo  i s o la te d  lo ts , p ro v id e  a p p ro x im a te ly  th e  s a m e  level of 
c o o a u m c f  p ro te c tio n  a s  th o s e  y ivo ii in  A  w ltu n  u s tx J  iii coi'ijui'iclion w ith lh& SiWitohiiv^ ru le s .  AM «nhon dm w n
to  th e  p o ss ib ility  o f u s in g  D ouW e or M ultip le  S a m p lin g  P la n s  w h ic h  m a y  r e d u c e  th e  to ta l  n u m b e r  o f c o n d o m s  th a t 
n o e d  lo  b o  le s to d  to  d e m o n s tr a te  c o m p lia n c e  w h e n  q u a fity  is s ifln ifican tly  b e tto r  th a n  th e  A Q L's.

NOTE There is no  sim ple m athem atical relationship  tw tw een  the sam ple size and  the lot size. S a m p le  s iz e s m ay be increased 
indepe/KJonHy ot the k3l s i r e  to achieve a m o re  reliable e s lir ra lo  of lol quality.

T a b le  B .1 —  S a m p l in g  p l a n s  a n d  a c c e p t a n c e  c r i t e r i a  f o r  I s o l a t e d  l o t s

' A ttribu te ii in s p e c t io n  lovol ' A ccep titr> c«  crite ria

D im ensions 13 condom s AJI snm p lo s shall initet t^ie criterlu 
jof leng th  160 m m  afwl wltlth i  2 mm 
'of s ta le d  nom irvjl width

B urstir^  volum e and  p re ssu re  
(vjntfeaiedroventreated)

G en era l Ir^pection  Level 1 txjl a t least 
C ode Lenar M a s  in ISO 2859-1

A QLof l.fi

PfiCKage integniy Spea<^ Inspection  Level S -3  but a t least 
co d e  le lte r  H

AQL of 2 5

F reedom  from ho les G en era l Ir^&pectton Level I but at least 
.C o d e  Letter N

AOL of 0 .2 5

V'SiWe defects G en sra i Inspection  Level 1 but at least 
C o d e  Letter N

AQL of 0,4

Packaging and labeilir<g 13 co n su m er p n ck n g es and  13 irvlividual AJI m ust com ply  
contair^ers

A p p lic a tio n s  for t h e s e  s a m p lin g  p la n s  m a y  i n d u d e  th e  follow ing;

a )  ty p e  to s tin g  a s  p a r t  o f a  c e r tific a tio n  p ro c e d u re ;

b ) c a s e s  w h e re  th e  to ta l n u m b e r  o f lo ts  b e in g  a s s e s s e d  is insufT icient to  a llo w  th e  sw itc h in g  r u le s  to  b e  effective ;

c ) in c a s e s  o f d is p u te  involving  i s o la te d  lo ts . e .g .  fo r r e fe re e  te s tin g .



Detenm inatlon o f total lu b rican t for c o n d o m s  In ind iv idua l con ta ine r 's

C.1 Principle

T h e  m a s s  lo s s  is d e te r m in e d  b y  rem ov irvg  th e  lu b r ic a n t  f ro m  th e  p a c k  a n d  c o n d o m  by  w a s h in g  w ith  a  s o l v e n l  
W a s h in g  is c a r r ie d  o u t  e itt^ e r in a n  u l t r a s o n ic  b a lh  o r  by  m a n u a l  a g ita t io n . A m in im u m  s a m p lp  si7fi n f c o n d o m e  i& 
r»?r.nmm->odi’.‘d.

C 2 App.‘' r ; i t us

C .2 .1  U l t r . is o n ic  c l a a n l n g  b a t h ( s )  o r  su iin b lo  c o n in in o r , o .g . b o a k c r ,  a n d  s llr re p .

C .2.2  B a la n c o , a c c u r a to  10 1 m g ,

C .2 .3  P ro p a n -2 -o i ,  l a b o r a to ry  r c a g c n l  g r a d e .

C.3 P r o c e d u r e

C .3 .1  W eig h  e a c h  in d iv id u a l c o n ta in e r  to  th e  n e a r e s t  1 m g  a n d  r e c o rd  th e  re su lts ,

C . 3 . 2 Slit th e  :nd iv idual c o n ta in e r  c a re fu lly  a r o u n d  Ih re e  e d g e s  a n d  re m o v e  th e  u n d a m a g e d  c o n d o m ,

C .3 ,3  B e fo re  u rro H m g  \ l i e  c o n d o m  c u l  u p  o n e  s id e  u s in g  s c i s s o r s ,  Itfon  umoM Ih e  c o n d o m  a n d  w ip e  i\ a n a  iis  
looiviC uai c o n ia m e r  f re e  of Ju b r ic a n t  a s  m u c h  a s  p o s s ib le .

C . 3 . 4  WhL-ti u s in g  th e  u llr« Jso n ic  b a th ,  im m e r s e  th e  c o n d o m  a n d  in d iv id u a l c o n ta in e r  in p ro p a n -2 -o l  in a n  u U ra so n ic  
b a ih  a n d  w a s h  for 2  m in  lo  10  m in . R e p e a t  th e  w a s h in g  in c le a n  p ro p o n -2 -o t  a s  m o o y  tim o s  o s  n o c e s s a r y  lo  cic:inovu 
c o n s ta n t  m a s s  a fte r tw o  s u c c e s s i v e  w a s h e s  (w ith in  1 0  m y ) , a f te r  d ry in g  a s  lio low  in C ,3 .l) a n d  C .3 . / .

C . 3 . 5  W h e n  w a sh in g  th e  c o n d o m s  tn a n u a lly :  im m e rs e  Ihie cxundoni a n d  in d iv id u a l con ln itH jr in p ro p an -2 -o *  iri a  b a U ' 
a n d  w a $ h  w ith m a n u a l  a g i ta t io n . R e p e a t  th e  w a s h in g  in c le a n  p ro p a n -2 -o l  a s  m a n y  tim e s  a s  n e c e s s a r y  to  a c J iio v e  
c o n s ta n t  m a s s  a f te r  tw o  s u c c e s s i v e  w a s h e s  (w ith in  10  m g ) , a f te r  d ry in g  a s  b e lo w  in C .3 .6  a n d  C ,3 .7 .

C . 3 . 6  R e m o v e  th e  c o n d o m  a n d  in d iv id u a l c o n ta in e r  f ro m 'lh e  p ro p a n -2 * o l a n d  w ip e  lo  r e m o v e  e x c e s s  p ro p a n -2 -o l .

C . 3 . 7  D ry th e  c o n d o m  a n d  In d iv id u a l c o n ta in e r  to  c o n s ta n t  m a s s  (w ith in  1 0  m g ) a t  a  te m p e r a tu r e  n o t  e x c e e d in g  
5 5  “ C,

C . 3 . 8  W eig h  e a c h  d ry  c o n d o m  a n d  in d iv id u a l c o n ta in e r  to  (h e  n e a r e s t  1 m g  a n d  s u b tra c t  th is  r e s u l t  from  th a t  fo u n d  
in C .3 .1 to g iv e  (fie to ta l q u a n t i ty  o f  lu b r ic a n t .

C.4 Accuracy of lubricant recovery

In a n  in te r la b o ra to ry  s tu d y , th is  m e th o d  w a s  s h o w n  lo  r e c o v e r  a b o u t  8 5  m g  m o r e  ‘lu b rican l*  th a n  th e  a m o u n t  th a t  w a s  
a d d e d  w h e n  th e  to s t s a m p le s  w e r e  m a d e .  T h is  e x c e s s  ’lu b ric an t*  is  p artJy  d r e s s in g  p o w d e r. whic#> is a l s o  r e m o v e d  
by  th e  m e tt io d  ( s o e  ra t io n a le  in a n n e x  P ).



Tl^e amount of lubricanl recovered is reported to tlto neorosl 50 mg.



D.1 Principle

T h e  unfoJJ'XJ c o n d o m  is  a H o w o d  lo  h a n g  free ly  o v e r  a  g ra d u H te d  m a n d re l  a n d  its  lo n g ih . e x c lu d in g  th e  ro so rv o w  e n d . 
1$ o b s e rv e d  a n d  r o c o rd e d .

D.2 Apparatus

D .2 .1  M a n d re l  w ith a  s c a l e  dividfHl In to  miHimelTBS a n d  h n v in g  lt>o d im o n s io n s  sh o w n  In r i g u r o  D .1 . w/ilh Iho 7 a ro  
b e g in n in g  a t  th e  rounded end.

D.3 Procedure

D .3 .1  M ove ih c  c o n d o m  in fjid c  th e  p a c k a g c  s u c h  th a t  il is  a w a y  from  Ih e  a r e a  v /h e re  th e  p a c k a g o  is lo  b e  lo rn . T o ar 
ih«  p a c k a g e  a n d  r e m o v e  th e  c o n d o m .

in (10 c i r c u m s ta n c o  u s e  s c i s s o r s  o r  o th e r  s h a rp  in s t ru rn e n ls  to  o p e n  th e  p a c k a g e .

D .3 .2  ijn rr,;i ih e  c o n d o m , s t r e tc h  it sH ghtly ^ v ic e  b u t b y  n o  m o r e  th a n  2 0  m m  lo  s m o o th  o u l  th e  w r in k le s  c a u s e d  by 
th e  con d o n n  h a v in g  b e e n  ro lle d  up . L u b ric a n ts  m a y  b e  re m o v e d  a n d  s u i ta b le  p o w d e r s  m a y  b e  a d d e d  lo  av o id  s tick in g . 
( S e e  ra t io n a le  in annex P.)

D .3 .3  P u t th e  c o n a o m  o v e r  ih e  m a n d re l  (D .2 .1 ) a n d  le t il h a n g  free ly , s t r e tc h e d  o n ly  by  its o w n  m a.ss .

D .3 .4 N o te , lo  th e  n e a r e s t  m illim e ire , th e  sm a U o st v a lu e  of t h e  le n g th  o f t l ie  c o n d o m  ih a l c a n  b e  r o a d  o n  th e  s c a le  
cutsKla iho opon and o f the  condom.

D .3 ,5  C o n d o m s  s u b je c t e d  lo  ih is  le*;* m ay  a l s o  b o  u s e d  fo r d e le r m in a l io r  o f  w idth ,

D.4 Expression of results

T h e  Josi /C ixtrl shoU m cludo  c lc n > o n js  fron> a n n e x  N a n d  ih o lo n g lh  o f o a c h  to s io d  conaom.
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W m e n slo n s  in  inU llm atres

Figure 0.1 — Mandrel fo r determ ining length of condom

t5



E.1 p r in c ip le

T I-.- i.ini llor. -s tii fi<K:fy Cvnr tfi.‘ o (  A fulor nn<J ils wKflh is 0 {'i;j<;fv0 <J •'tf'.c! rn< .nt(U '.el

r  2 A p p a ra tu s

f - . .’ .1 R ii ic r . 'Atih .j o iv io o d  n 'lo  m illim otior.

E . 3  P ro c e d u re

E . 3 . 1 m .'m ' U’'? c c r id o n i n^sidi; il:c  su(y^i th o i  it 13 aw iiy  from  ih o  Jire<i w h e ro  ih o  pai> .i3yii u  y  Unn.Te<*ir
ih i! (yfickago tind rem o v n  «/’<? co n d o p ’

In r.ry oM .u r-s '.H r.ce  u s e  s c i s s o r r  o r  o th e r  s h a r p  in rjlru tr^c tu s to  o p e o  lh«s p m .k a ije

E .3 .2  U / .o l l  ilit< H!'.n lay  i( o v e r  m e  e o g o  ol tnr» ru lo r (F  ? .1 ) ,  p e r p e n d ic u la r  to  i-n's
«:!ia-.vino 1! tD h ;tn c  ^refjiy U a  lu b ric a lo c i c o n d o m  d o e s n 't  h ? tng  free ly , th e n  Iho  iu b r ic a n l  sh a ll  b e  re rr  o '. ’ d s u i ’.sb le  
irv /f i-^ rs  r ' . j y  b e  to  ,^vihc1 c>liC.ki'io, ( S e o  rn lio n jile  in .•»nr:f;j P .)

E .!\ .3  \Ci 'hrt n n a rcs i O.'i n'^m. the w if i’.h of iho  c o riflom  at a fX iir i sp<;rififtrt in th fi rele'/s? ns o ' ;his
s ta n d a fo

E  3 .4  ^u b jocfo rt Jo tr.is i . j s t  r-'.ay als.o  bcs used lor <?i:!crm inat:Oii of ’-•iig ih .

E .4  E x p re s s io n  o f re s u lts

i 'r '«  K ;si rc:n-'.fi sh a ll in c lu d e  o lcm o r^ is  from  a n n e x  N a n d  th e  v .i 'jih  of e a c h  l e s ' _ •■KKlom, inclucli’ • •••n' a io n g
i r o  c o n c o f -  a i w h ich  th e  m c a s u re m e '^ t  w a s  m a d e .

18  © ISO 7 00 2  -  AH fUji . rvdd



F .1  P r i n c i p l e

T h is  a n n o x  d o s c r ib o s  Iho  to s t  m o lh o d  for d c to rm in in 'g  th o  th tc k n o s s  o f U to x  ru b b e r  co r> dom s.

A c o n d o m  is la k l Hal a n d  a  te s t  sp e d rr^ e n  is  d ie -c u t  f ro m  It a n d  w e ig h e d . U ning  th e  m A ss . t h e  a r e a  of tho diO'Cul 
s p c c im c n .  a n d  a  d e n s i ty  o f  0 ,9 3 3  g /c rn ^ . th e  th ic k n e s s  is  c a lc u la te d .

T h e  th ic k n e s s  v a lu e s  o b ta in e d  u s in g  Uiis m e th o d  o n  te x tu r e d  c o n d o m s  sh o u ld  b e  u s e d  w ith  c a u t io n ,  s in c e  th e y  will 
b e  th e  a v e r a g e  o f th o  to x tu re d  a n d  th e  s m o o th  p o r t io n s .

F.2 Apparatus

P .2 .1  L a b o r a to r y  s c a l e ,  a c c u r a te  to  0 .1  m g .

F.2.2 C u t t in g  d ie  in  a c c o rd ^ rK e  w iilt 1.2.1.

F .2 .3  i ly d r a u l i c ,  p n e u m a t i c  o r  m e c h a n ic a l  p r e s s ,  s u i t a b le  fo r d ie  cu ttin g .

F .2 .4  R u le r ,  g r a d u a te d  in 0 .5  m m

F .3  P r o c e d u r e

F .3 .1  M ove ih c  c o n d o m  in s td o  th o  p a c k a g c  s u c h  th a t  it i s  a w a y  from  th e  a r e a  w h o ro  th e  p a c k . ig c  is to  b o  to m . Toar 
th o  p a c k a g c  a n d  re m o v e  th e  c o n d o m .

U n d e r  n o  c i r c u m s ta n c e s  u s e  « .c isso rs o r o th e r  s h a r p  in s t r u m e n ts  to  o p e n  th e  p a c k a g c .

F .3 .2  U nroll th e  c o n d o m  e n s u r in g  th a t  it is  n o t e x c e s s iv e ly  s t r e tc h e d  in a n y  d ire c tio n  a n d  p o w d e r  th e  c o n d o m .

F .3 .3  Lay th e  c o n d o m  flat w ith  its  le n g th  a t  righ t a n g l e s  to  Uio cu ttin g  o d g c  of th e  d io . O b ta in  th e  te s t  p ie c e  by 
cu ttin g  th e  c o n d o m  w ith  o n e  s tro k e  o f th e  p r e s s  w h e n  th e  d ie  is  p o s it io n e d  w ith  its  c e n t r e  ( 3 0  ±  5 )  m m  from  th e  o p e n  
e n d  o f  th o  c o n d o m .

F .3 .4  C u t th e  ring  o p e n  a n d  m e t is u r e  th e  ( e n g th , to  t h e  n e a r e s t  0 .5  m m , o f  o n e  e d g e  w ith  th e  ru le r . If th e  c o n d o m  is 
n o t  p a ra l le l-s id e d , m e a s u r e  b o th  e d g e s  a rx l c a lc u la te  t h e  m e a n .  C a lc u la te  th e  a r e a  a s  th e  o b ta in e d  le n g th , in 
m illim e tre s , x  20.

F .3 .5  R e p e a t  F .3 .3  a n d  F .3 .4 a t ( 3 0  — 5 )  m m  fro m  th e  c lo s e d  e n d  a n d  a t  th e  m id * p o in t b e tw e e n  th e  o p e n  a n d  
c lo s e d  e n d s  o f th e  c o n d o m .

F .3 .6  W a s h  th e  s p e c im e n s  in p ro p a n -2 -o l a n d  d ry  to  c o n s t a n t  m a s s .  ±  10  m g .

F .3 .7  W eig h  th o  th r e e  t e s t  s p e c im e n s  s e p a ra te ly  to  t h e  n e a r e s t  0 .1  m g  a n d  r e c o rd  th e  in d iv id u a l v a lu e s .



F .3 .0  C a lc u ia ie  ih e  iT n c k n o ss of o a c h  s p e c im e n  g s  fo llow s:

, = I . I .
P

w h e re

t IS ih e  m ic k n e s s  of th e  ’.e s l  s p e c im e n ,  in  m illim e tre s ;

p  IS th e  d e n s i ty  o f iho la te x  ru b b e r  =  0.933 g /c m ^ ;

A  IS ih o  a r e a  of th e  le s l  s p e c im e n , in s q u a r e  m iD im elres ;

n i  »s {he m a s s  o1 t h e  tcsl spedm on, in miUigrams.

NOT£ ih/d<rit»S5 cfin tv? m e a su re d  w »h a micrometer gauge, but tNs method h a s  b een  sh o w n  fo give oonsJsfoniiy lo-^er
rdsults i( a rnicrom<Mor is u se d  a  su itobls typ« is a  dial or digital type, acc u ra te  to O.OOt mm. w th  fool d ian v tie r (S  : t  2) n^n . and 
fevjl pf^su jf^  < 2 ? — 4 )  ypa pnfD/Jal lo a fl^il basefiiate.

F.4 E x p re s s io n  o f  r e s u lts

T h e  to s t  rc o o r i rjhnii incUiOc th e  o to m o n ls  o i o n n o x  N a n d  th o  lo iiow m y pariirni;irrv

a )  t^ c  c a ic u to ic o  th ic k n e s s  o f e a c h  d ie -c u t  s p f 'o im e n ;

b'l th e  av fifaq o  o i lc u h i to d  th |ck n r* ss o f  e a c h  lo s l e d  c o n d o m . f



G.1 P r in c ip le

A spccific<l tcn g ih  of (he co n d o m  is in n a icd  with air, an d  th e  v o lu m e  a n d  p r e s s u r e  req u ired  to  b u rst th e  c o n d o m  a rc  
re co rd e d .

Rocommendabons on syslefn r^tihraiion are given In onncx O.

G .2 A p p a ra tu s

G.2.1 Inflation apparatus', for examplu as in Figure G.t, suitaUo for Inflating the condoin with clean oil-free and 
moisiure'(ree eir et a speciried rale, provided VA(h e<;uipment for measuring vdume an<i prcosurc and hs'^rvg li^e 
follOWit>g featurHS'

a )  a  p r e s s u re  s e n s o r  co n rig u rcd  s u r / i  ih a i th e re  is no  p rco 3 u re  differei'itiul b e tw e e n  tlte c o n d o m  a n d  the p ro ssu ro  
s a n so r ;

h) nn apparatus for recording the volume uf inflation air. configurod such that there Is no pressure riiffemntlfli 
t>ctweeii the measuring device and thA mndom. Ihoroby ensuring thfit ilie volume of air is me<)sii«ed or 
calcutaied at vh© approprirtto pfossuro within vtw cor'rtom anti not nt tba Hno piosjwwo which may bo hiyl-*ev.

c) rod. of suitable iengtl> having a smooth sphere or heinisphero 25 mm in diamoter at its lop for hanging the 
unroHed condom when Tixed to the apparatus, and fixed in a position such (hat when the cortdom is damp<^d the 
length of the condom, excluding rDservoir. remaining tor inflation is (150 i .  3) mm;

d) pressure- and volume-measuring equipment capable of:

1) a maximum permissible limit of error of 3 % for volumes greater than 10 dm^, whatever method is used to 
measure volume:

2} measuring the pressure at burst of the condom with a maximum permissible limit of error of i .  0.05 kPa.

G.2.2 Clamping device, for example a clamping ring, having no sharp edges or protrusions.

The recommended material of construction is transparent plastic. The clamping ring should not stretch the condom 
as the clamping ring is placed onto its mount.

When used with an air-inflated cuff mount, the clamping rirtg should have a internal diameter of 36 mm to 40 mm. 
recommended height SO mm arwj extend no more than 3 mm at>ove the air-indated cuff. The cuff should deflate to 
such a diameter that the condom freely roils over <t.

0 .2 .3  inflation cabinet, having a facility for viewing the condom during inflation, and of sufficient size to allow the 
condom to expand Ireety without touching any part of ^ e  catslnet.

G .3  P ro c e d u re

Q.3.1 Carry out the test under controlled temperature of (25 ±  5) **C.

G.3.2 Move the condom inside the package such that it is away from the area where the package is to be lorn. Tear 
the package and remove the condom.

in rK) circumstances use scissors or other sharp instruments to open the p;!)ckage.
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Dimensions in  millimatros

K a y

1 ConOom
2 Cord
3 Flexible expansion  cuff
4 Ciamcxng cx>Har of dear plastics
5 Air inlel tor testing
6 Ajr inlet *or kef;pnig condom In place
7 To pfessi/re mensuring clovicft

A-A

F ig u re  G .1  —  E x a m p le  o f  s u i t a b l e  a p p a r a t u s  f o r  d e t e r m in in g  b u r s t i n g  c h a r a c t e r i s t i c s



G .3 .3  It is  renom m en< }ed  t^8 l su ita b le  g lo v es  o r  f ln g e r  c o ts  b e  w orn  w hile h an d lin g  Die c o n d o m . Th C iises  o (d isp u te , 
g iov tis b o  w orn .

G .3 .4  U nroil th e  c o n d n m  o n su r in g  (ftai it is  no t o x c o s s iv e iy  s l r s tc h e d  in an y  direcNon.

NOTE The oontiom m ay be i,irvo(k»d directly onto  the rod  o n  lh« test e<iu(pment.

0 . 3 . 5  H a n g  in o  c o n o o m  o n  m o  rod  IG.2.1 c)J a n d  affix to  m e  m o u n t (G.2.2;. T ake c e ro  w h o n  p fad rtg  m e  cJam plng 
ring on  its  m o u n t to avo id  d a m » g m g  o r  K(retchir>g th e  u jn d o m . In n a te  with air o( a  r a le  o f (0 ,4  (o 0 ,5 )  dm ^/s 
((2 4  to 3 0 )  dm ^ /m in j. C h o c k  to  e n s u r e  th a t th e  c o n d o m  o x p tin d s  a n d  th a t th«iro a r e  n o  o h v Jo u s te a k s

If th e  c o n d o m  oxhcbiLi a n y  o b v io u s  le a k s , o r  le e k s  a r e  d e te c te d  during  th e  Inflaiion, d isc o n tin u e  th e  tes t. T h e  co n d o n i 
IS d a o m o d  to fail th e  to s t, a n d  th o  bu rstin g  so lu m o  a n d  p r e s s u re  a re  re c o rd e d  a s  zero .

G .3 .6  If ih o  c o n d o m  d o o s  n o t lo ak . m e a s u re  a n d  re c o rd  t^ie b tjrs ling  volum e, in cu b ic  d o c im u tro s  ro u n d '''!  )o th e  
nc<iio$i 0 .5  dn)^. a n d  ih o  tH irsting p re s s u re , in k ilo p a sc n is  r o u n d e d  lo iho o o n ro si O.OS liPd.

G .4  E x p r e s s i o n  o f  r e s u l t s  ^

T h e  Je st r e p o rt sh a ll ir>ciude e le m e n ts  from  a n n e x  N a n d  tho  bu rstin g  volum o a n d  b u rs tin g  p r e s s u re  of e a c h  to slod  
c o n d o m .



O ven  treatment for c o n d o m s

H.1 P r in c ip le

O v en  tre a tm e n i Ia to  co n d itio n  c o n d o m s  for lo t td stlng  a n d  for shotf-tife d e to rm in a tio n . i n i s  ann ex  d o s c r ib d s  th e  
m atfiod  for o v en  trea tm en t.

H,2 A p p a ra tu s

H .2 .1  O v e n , o f e ith er ty p e  sp e c if ie d  in ISO  180 bu t a ir c ircu la tio n  a n d  s u s p e n s io n  of ihe individual p a c k a g e s ,  a s  
in d ica ted  in IS O  l8 fl. a re  no t req u ired .

H.3 P re pa ra t ion  o f c o n d o m s  for test

B efore te s tin g , ru b b e r c o n d o m s  sh a ll b o  co n d itio n ed  in th e ir  o rig ina l Indiv idnnt p?»ckagcs (i.o rem o v e  th e  indiviUuul 
co n to in o r from  th e  cons»um er a n d /6 r  o u te r  p a c k ag in g  b e fo re  conriition ing),

H .4  p r o c e d u r e

H .4 ,1  C ondition  ’J»e c<5ndon\r. in a n  o v e n  a l  Uic le m p e ra iu re  s t ip u la te d  in th e  re lovan i c la u se  o r a n n e x  of th is 
In te rn a tio n a l S ta n d a rd .

R u b b e r c o n d o m s shall b e  m o u n to d  so  az lo m inim ize d irec t con lar;! of th e  spec» n in n s with iho ho ;ito d  surlaiif.-s. 
e sp e a a lW  th e  b a s e  of iho o v e n , a n d  th u s  e n s u re  ev en  h e a tin g  o t Ih e  ru b b e r  c o n d o m s  during  oven  ag e in y

H .4 .2 R e m o v e  the c o n d o m s  from  th e  o v en  a fte r Iho lim e stip u liito d  ir» iho  twlcv^ni c.liiuso ur a n iu 'x  of th is 
in ie rn a iio n a ! S tan d a rd . an<j k c o p  th e  ( la c k a g o s  a t (2 5  -? f)) C until insic.-d

H .4 .3  Witliin 9 6  h  but not so o n e r  th a n  12 h  a fte r rem oval from  Iho o v o n , (foliftm inu t)ufsling volum ii {jnd fircjssurt! in 
a c c o rd a n c o  wiih an n ex  G.
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1.1 P r in c ip le

A te s t p iece  is  c u l from  a  c o n d o m  a n d  s ir c tc h e d  it unlil it broaK s; Iho forco a n d  o lo n g n b o o  a t  b re n k  c a n  b o  m oo su red . 
F o r p u r p o s e s  o( U>is to ic rn a tjo n a l S ta n d a rd , o n ly  th e  forco a t  breaK  rcquiron^ont r e la te d  to  6 .3  is  applicnh le . (S e e  
ra tio n a le  in a n n e x  P .)

1.2 A p p a r a t u s

1.2.1 C u t t in g  d io . c o n s is tin g  of iwo para lle l k n iv e s  (2 0  =  0 .1 )  m m  a p a r t  s e t  in a  pros-s a b o v e  a  su itab le  b o a rd . The 
len g th  of th e  cu ttin g  e d g e  of e a c ii  knifu sha ll t*e n o t l e s s  th a n  70<nm .

1.2 .2  T e n s iio  to e t in g  m a c h in e ,  ca p a b lti o f a n  e s se n tia l ly  c o n s ta n t  ra te  o f tra v e rs e  a n d  co m p ly in g  with th e  following 
req u irem en ts ;

a) c a p a b le  of eq u a liz in g  th e  s t r e s s  w ithin a  s p e c im e n , e ith e r  by ro tating  o n e  ro ller m e c h a n ic a lly  a i a  ro tation  
fre q u e n c y  of app ro x im ate ly  7 m in " ' o r  by  lu b rica tin g  th e  cylindrical su r fa c e s  o f th e  ro lle rs  w ith a  m ateria l thal 
cjocs no t nffcct tho  laiox film. A suitot>lo lu h ric an i is silicon© fluid of v iscosity  2  x  1 0 “  ̂ m^ • s '  * (200 cSt):

ti) c a p a U e  of d e te rm in in g  th e  b reak in g  lo a d  in th e  ra n g e  O N  to 200  N. M axim um  p e rm iss ib le  v a lu es : accu racy  
±  1 %. rep o a iah ility  1 %, rovorsihility 1.S % , z e ro  ±  1 ar>d w ith  a  matrf^ine re so lu tio n  o f 0 .5  % ;

c) hav ing  a  ro lle r se p a ra tio n  s p e e d  o f (8 .5  ±  0 .8 )  m m /s  (5 0 0  ±  5 0 ) m m /m in :

0) hav ing  m a n u a l  o r  p refe rab ly  .lu io t'natic re c o rd in g  of th e  se p a ra tio n  d is ta n c e  o f th e  ro lle rs  a n d  of tho Ioa<i riiinng 
th e  tes'..

1.3 P re p a ra t io n  o f test sp e c im e n

1.3.1 M ove th e  c o n d o m  inside  th e  p :ic k a g e  s u c h  th a t it is aw ay  from  th e  a r e a  w h e re  th o  p a c k a g e  is to bo  (orn.Tc'jr
th e  p a c k a g c  a n d  rem o v e  th e  corwiom.

U n d er n o  c irc u rn s ia n c o s  u s e  s c is so r s  or o th e r  s h a rp  in s tru m e n ts  to o p o n  th e  p a c k a g c .

1.3 .2  Unroll th e  c o n d o m  e n su rin g  th a t it is  no t e x c e s s iv e ly  s tre tc h e d  in any  d irection .

1.3 .3  Lay th e  c o n d o m  fiai with its  len g lh  a t  righ t a n g le s  to th e  cutting  e d g e  of Ute d ie  (1.2.1). O b ta in  th e  te s t  p iece  by 
culling  tlie  c o n d o m  with o n e  s tro k e  o f th e  p r e s s  if p o ss ib le , tak ing  th e  le s t  p ie c e  from  a  p a ra lteU sid ed , n o n -tex tu red  
reg ion  includ ing  th e  portion  8 0  m m  from  th e  o p e n  e n d .  If th e  p o rtion  80  m m  from  th e  o p e n  e n d  is  no t para lle l-s ided  or 
is  tex tu red . ta k e  th e  te s t  p ie c e  from  a n  a d ja c e n t  p a ra lle l-s id e d , n o n -iex tu red  reg io n . If n o  re g io n  o f th e  co n d o m  is 
parafle l-s id o d  a n d  n o n -tex iu red . la k e  th e  le s t  piece from the region 80 mm from  th e  o p e n  e n d .

1.3 .4  Lay th e  te s t  p ie c e  Hat a n d  pu t th e  ru le r  o n  to p  a n d  m e a s u re , lo  th e  n e a re s t  0 .5  m m . th e  d is ta n c e  b e tw e e n  the
two folded e d g e s .  L u b rican ts  m ay  t>e re m o v ed  a n d  su ita b le  p o w d e rs  m ay  b e  a d d e d  to  a v o id  stickir^g. E xtra c a re  shall 
b e  ta k e n  w h e n  cu ttin g  th e  s a m p le s , a n d  e a c h  s a m p le  sh o u ld  b e  in sp e c te d  b e fo re  te s tin g  to  m a k e  su re  th a t (h ere  a re
no n icks or other odge d o /o c ls  th a l cou ld  g ive r i s e  to  p o o r  re su lts . (S e e  ra tio n a le  in a n n e x  P .)

lA P ro c e d u re

1.4.1 C arry  o u t  Iho to s t u n d e r  co n tro lled  co n d itio n s  of (2 5  ±  5 )  ®C a n d  (5 5  ±  1 5 ) %  riH alive hum idity.



1.4.2 Piflco tho in s i ovor thn  irtiioni of iho lonnllu Ia9iin«j lOAuhIno (1.2.2) nod itlrn tch  li unlll it tim n k s.

1 .4 .3  Ai b re a k . reiXMcJ ttio to ad . *n fho n c a re s l  0 .5  N. an d  tfia sepHiHlion d is la n c e . lo Iho n n n r e s l  niillim elro . boiw uoti
lh<i conUoi; of Uxi rollorii.

1.5 C a lc o la llo n  o f re su lt s

1.5.1 R e c o rd  the fo rce  a t b re a k  {F^) in new tons .

1.5.2 W tien requested, ca lcu late elongation at break ( £ )  as a percentage of cacti lest p iece by using the following 
oxpression;

/. -  2d -  h  L -------- -------- -- X 100
h

where

/ ,  is  th e  ter^gjh o ( me. t e s t  p ie c e , in m iu im eu es . ro u n d e d  lo  th e  n e a r e s t  miUirt^etre, in c o n ta c t  w ith  th e  roilers
(oqual 10 4 7 m m  w ith ro lle rs  o f d ia m e te r  15 m m );

<1 ts the final d istance, in m illimotres, betwoen the centres of the rollers;

IS th e  o rig ina l p o r im e te r  o f th e  te s t  p ie c e , in m illim etres (tw ice th e  d is ta n c e  o b ta in e d  in 1.3.4),

Round the result to the nearest 10 %.

NOTE Tho tensila strength can t>6 calculated from t»io following formula; Tensile strength (MPa) =  0,933 K  • m  - m  whore /•,, 
IS tf»e force at tvsak (newlons). ir is tlie mean flat width (millimetres), arxJ m  Is the mass (milligrams) of the test piece; and roiiod 
to ihft r>earesi 0.1 MPa.
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Determ ination of she lf life by real>tlme stability stud ies

J.1 Principle

P a c k a g e d  co n d o m s a re  c o n d i^ o n e d  a t  3 0  * C  for th e  in te n d e d  shotf-Ufo p e r io d  a n d  th e n  b u rs i vo lum e a n d  p r e s s u re  
te s te d  for com p lian ce  with 6 .1 . S m all s a m p le s  a re  rem oved  a n d  Inflation  te s te d  p e rlo d ica ll/ to  m onito r cfiar>gas 
du ring  th e  a g e ir ^  period.

F o r p u rp o s e s  of this in io rn a tio n a l S ta n d a rd , o v en  conditioning a t  3 0  h a s  b o e n  s e le c te d  to acco m m o d u to  s to ra g e  
co n d itio o s  worW-wtdc.

J . 2  P r o c e d u r e

J .2 .1  G e n e r a l

After d e term in ing  c o m p lia n c e  w ith  d a i i s e  5 . 6 .1 . 6 .2 . d a u s o s  0  e n d  9 , su f f id o n l c o n d o m s  shoH b o  p ta tx id  in a  
con tro lled  env ironm ent a n d  c o n d itio n e d  to

a )  a s s e s s  m ears an d  s ta n d a rd  d e v ia tio n  of air b u rs t v a lu e s  p 2  c o n d o m s  p o r Inlofval) a t in ie tv a ls  o f 1 y e a r  o r  le s s ,  
a n d

carry  out te s js  for c c m p lia n c e  w ith  6.1 a l th e  e n d  of th e  in te n d e d  sh e if  life, o r e a r lie r  w h e re  w arran ted  b y  c h a n g e s  
tn ihfi ab o v e  o a ta . in a c c o r d a n c e  w ith th e  sa m p lin g  p la n s  g iv en  in a n n e x  B.

S helf hfo sna it bo  confirm ed if c o n d o m s  m e e t  th e  re q u ire m e n ts  o '  6.1 a f te r  s to r a g e  for a  p eriod  eq u a l to the in te n d e d
A h e lf - l i fo  c it i i i r i .

J . 2 . 2  T e s t in g

a ) Test in ree  lots of co n d o m s p a c k e d  In t^ieir re sp ec tiv e  indiv idual c o n ta in e r s  (or c o m p lia n c e  with d a u s e  S . 6 .1 . 6 .2 .
c la u s e s  S a n d  9. u sing  ih e  s a m p lin g  p la n s  g iven  in a n n e x  6 .

D) C ondiiioning acco rd in g  to  a n n e x  H sh a ll b e  ca rried  ou t a t (3 0  ±  2) ®C in a  c o n tro lle d  environm ent.

c ) C ondition  sufTicieni o o n d o m s p e r  to t to aliow:

1) at le a s t 32 co n d o m s to  b e  te s te d  a t  in te rv a ls  of o n e  y e a r  o r  l e s s  o v e r  th e  d u ra tio n  o f the p ro p o se d  shelf-life 
period  (su g g e s te d  m in im um  2 0 0  c o n d o m s).

2 ) sufficient additional c o n d o m s  to  allow  bursting  v o lu m e  a n d  p r e s s u r e  to  b e  a s s e s s e d  a l th e  e n d  of th e  
p ro p o sed  shelf-life p e r io d  for c o m p tia n c e  w ith 6.1 u s in g  th e  s a m p le  s i z e s  g iv e n  in an n ex  8 .

It is strong ly  re c o m m e n d e d  th a t ad d itio n a l o o n d o m s b o  co n d itio n e d  a s  s p a r e s  In c a s e  th e re  is  a  n e e d  for a n y
re te s tin g  o r in c a s e  ad d itio n a l U m epo in ts a r e  requ ired .

<3) R em o v e  co n d o m s (a t lo a s t 3 2  p e r  lo t) from  th e  co n tro lled  e n v iro n m e n t a t  In te rv a ls  o f  o n e  y e a r  o r le s s .

e )  D e te rm in e  txjrsting vo lu m e a n d  p r e s s u r e  acco rd in g  to a n n e x  G .

f) P lo t the m e a n  an d  s ta n d a rd  d e v ia tio n  of the bu rsting  p r e s s u re  a n d  v o lu m o  a g a in s t  tim e for e a c h  lot.

g) At tn e  en d  of the p ro p o se d  shoif*llfe period , o r If th e  m o a n  a n d  s ta n d a rd  d o v la tto n  o f th e  b u rs t p ro p o rU es a s  
m onito rod  in 0  ab o v e  d e te r io ra te  to  th e  po in t w h e re  th e  c o n d o m s  m a y  b e  a p p ro a c h in g  Uie limit o f com ply ing  with
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th e  aif b u rs t fftq u tre m e n is  o ( 5 .1 . te s t  sufW dent oonctom s p e r  tot uRing th e  sa m p Jln g  p to o  Jn Bnnox Q (or bucsling  
volumQ e n d  f jio s su ro  aocofdir^g  to  a a n o x  G . A sq o a s  co m p d an co  w ith tho a ir  b u r s t  re q u iro m e n ta  o ( 6 .1 .

NOTE ff if l fr»ncJoms sNxJkl bo corAkj«ired lo b« at risK of awvoocfuno tho limits of cornplisnc« with air txjrsi roquiremonts
vwt>eo i»w drfforBT>ca betv»wfn (h® monn and llmll in 6.1 Is less than 2 lo 3 sl»vJnrri deviadons.

h) A s s e s s  com p Jian ce  w ith 1

J.3 C o n f irm a t io n  o f s h o lM lfo  c la im

u p o n  conipit?tion of J  2. iho sh e lM tfe  d a im  sha ll bo  u p  to  that period , no t lo e x c e e d  5  y e a r s ,  for w h ich  th e  c o n d o m s
h av e  com plied  wit/i tho  re q u ire m e n ta  o f 6.1 o f ISO  4 0 7 4 .

If tl^e labelled shelf life is m ore than the confinned shelf life, aojusl tho shelf-life c ia in i and notify (ho regulatory 
•TutrcOfiiics ano diroci purchfl.scrs,

J . 4  T e s t  r e p o r t

The :gsi report shall include the roqu lrem ents o f annex F in the form spccirted by ar\nex N and;

e) the plot of bursting pressure and volum e against time, as determ ined accordlrjg to J.2,2 f);

b) number of nonconform ing units and d istribution curves, as detarm inod accord ing to J.7..2 h),

c) m e confirmod shoif-lifo claim,

Jn'.erini le s i reporis shftll lie  n isd n  available lo appropriate regulatory bodies on requosl. lo docum ent iha i Ihft ro;il- 
iri'-.c H'.iidy '.K;yun
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Guidance on conducting and analysing accelerated ageing s'tudles

K.1 P r in c ip le

A c c e le ra te d  a g o in g  fitud ies c a n  b e  u se d  to  e s t im a te  p rov isional s h e lf  lives. T h is an n e x  d e s c r ib e s  a  g e n e ra l  protncnl 
th a t  m a y  b o  u s e d  for co n d u c tin g  a c c s ie ra te d  ag in g  s tu d ie s  to  e s t im a te  s h e lf  life for m a rk e t intTOduction w hite rea l time 
s tu d ie s  aro  in p ro g re s s . It a ls o  o ffe rs  g u id e lin es  on  an a ly sin g  th e s e  s tu d ie s  to p red ic t sh e lf life.

K .2  P ro c e d u re  fo r  c o n d u c t in g  acce le rated  a g e in g  s t u d ie s

C ondition  c o n d o m s  from  th re e  p roduction  lo ts in o v en s  a t s e le c te d  te m p e ra tu re s  in a c c o rd a n c e  with a n n e x  H. At 
a p p ro p ria te  tim e in tervals.- re m o v e  sa m p le s  o f c o n d o m s from  th e  o v en , a n d  d e te rm in e  ih e  a ir  b u rs tin g  p ro p e rtie s  
ac-cording to  a n n e *  G . It is  re c o m m e n d e d  th a t a  m inim um  of four e le v a te d  te m p e ra tu re s  b e  u s e d . T o m p e ra tu re s  
h ig h e r  th a n  8 0  a r e  no t a d v iso d . A m inim um  of Rvo lim e p o in ts  a t  e a c h  te m p e ra tu re  is r e c o m m e n d e d  nnrj Ihe s tu d y  
sh o u ld  co n tin u e  for a t  le a s t  120  d a y s  a n d  p referab ly  180 d ay s . It is  ro c o m m o n d o d  that a t to a s t  32  c o n d o m s  hn lo sto d  
a t  e a c h  tim e /ie m p e ra iu re  point.

If th e  re su lts  a re  to  b e  con > p ared  w^ith th o se  for a  c o n d o m  for w h ich  rea l-tim e  stability  d a ta  is  av« ilah io . th en  
eq u iv a le n t s a m p le s  o f ih a t concJom  sh o u ld  b e  cond itio n ed  iit lf>e s a m e  lime.

If d a ta  in su p p o r t  o( m in im um  stability  re q u ire m e n ts  (7 .1 ) a r e  to b e  e x tra c te d  rrr>m Uie study , th e  se le c te d  
te m p e ra tu re s  sh o u fd  in c lu d e  5 0  ®C a n d  70  “C .

K .3  A n a ly s i s  o f  a cce le ra te d  a g e in g  data to e st im a te  p ro v is io n a l she lf-llfe

At th e  d a te  of p u b lica tio n  o f th is In ternational S ta n d a rd , n o  s in g fe  m e th o d  o l a n a ly s is  w a s  sufriciontly  v a lid a ted  o r 
w idely u s e d  to  justify  its d e s ig n a tio n  a s  a  s ta n d a rd  m eth o d . S e v e ra l  a p p ro a c h e s  to  th e  a n a ly s is  o f non -lin ear 
A rrh en iu s-ty p e  p lo ts  h a v e  b e e n  exp lo red . It is .a n tic ip a te d  th a t  a s  m a n u ta c tu re rs  a n d  re g u ta io ry  a g e n c ie s  a c c u m u la te  
rea l-tim e  d a ta ,  a  c o n s e n s u s  m e th o d  for th e  nex t revision  o f th is In te rn a tio n a l S ta n d a rd  will b e  d e v e lo p e d .

Meanvkttile. th e  r e s u l ts  o f a c c e le ra te d  a g e in g  d a ta  m ay  b e  a n a ly s e d  by  a  n u m b e r  o f m e th o d s  o r a s  s tip u la te d  by the 
m a n u fa c tu re r 's  re g u la to ry  au tho rity . O n e  m e th o d  is d e sc r ib e d  in  d e ta il  in K.S. A n o th e r  m e th o d  h a s  b e e n  p u b lish e d  a s  
th e  P&K m e th o d  (27). Vet a n o th e r  m e th o d  is to c o m p a re  th e  r a te s  o f c h a n g e  o f b u rs t p ro p e r t ie s  with th o s e  o f a 
c o n d o m  of s im ila r fo rm ula tion  for w hich the s h e lf  life h a s  a l r e a d y  b e e n  d e te rm in e d  by  a  rea l-tim e  study. 
M a n u fa c tu re rs  a ro  n o t  lim ited  to th o se  specific  m e th o d s  a n d  a re  e n c o u r a g e d  to irw estig a te  th e s e  a n d  o th e r  m e th o d s .

K .4  T e s t  o f  s h e l f - l i f e  e s t i m a t e s

O n c e  th e  sh e lf  life o f th e  c o n d o m  h a s  b e e n  e s tim a te d , it is  n e c e s s a r y  to confirm  th a t c o n d o m s  s e le c te d  from  th ree  
lo ts  witi b e  a b ic  to co m p ly  w ith  th e  re q u ire m e n ts  o f 6.1  a f te r  com p(elk>n o f  th e  th e rm a l c h a lle n g e  eq u iv a le n t to  the 
p ro p o s e d  sh e lf  life a t  3 0  " C . F o r c o n v e n ie n c e  th e  a g e in g  te m p e ra tu re s  c a n  b e  s e le c te d  a s  7 0  " C  a n d  5 0  "C  and . 

'p ro v id in g  th o  a g o in g  p e r io d s  a t th e s e  te m p e ra tu re s  e q u a l o r  e x c e e d  7  d a y s  a t  70  a n d  9 0  d a y s  a t 5 0  ^C . th e n  this 
to s t  c a n  a ls o  b e  u s e d  to  verify th e  re q u ire m e n ts  of 7.1.

a )  S e le c t a  s e t  o f a c c ^ e r a t e d  a g e in g  cond itions eq u iv a len t to  th e  e s tim a te d  sh e lf  life a t  tho  p ro p o se d  clim atic 
te m p e ra tu re . T h e  a g e in g  co n d itio n s  sh o u ld  b e  c h o s e n  w ith a  v iew  to rep lica ting  th e  m o d e  o f  failu re a t 3 0  " C  that 
is  p re d ic te d  by  th e  stab ility  study.

b) Take s a m p le s  o f  c o n d o m s  p a c k a g e d  in Individually s e a le d  c o n ta in e r s  from  th re e  lo ts. T h e  s a m e  th ro e  lo ts  sh o u ld  
b e  u s e d  a s  for th e  a c c e le ra te d  ag e in g  study. C ondition  th e  s a m p le s  acco rd in g  to  a n n e x  H a t  th e  s e le c te d  a g e in g  
te m p e ra tu re  for th e  s e lo c te d  tim e. Tost th e  s a m p le s  for c o m p lia n c e  w ith th e  air b u rs t re q u ire m e n ts  d e fin e d  in 6.1.



K .5  G u i d a n c e  o n  a n a l y s i n g  a c c e l e r a t e d  a g e i n g  s t u d i e s  u s i n g  t h e  A r r h e n i u s  e q u a t i o n  

K .5 .1  B a c k g r o u n d  to  a p p l y i n g  t h o  l l m o - t o m p o r a t u r e  B u p o r p o s l t i o n  m o l h o d

For m an y  pfod»ir.(s, slioK-liffi G siim aio s c a n  b e  p red ic ted  by e x lra p o la tio n  from  a c c c lo ra ic d  iige ing  s tu d ie s  u sin g  
A rrh en iu s eq u a tio n , D eta ils  of th e  p ro c e d u re  a re  g iven  in ISO  11346.

AppJyinq it^e A rrtion ius e q u a tio n  to rn n d o m s  is difficult b e c a u s e  tho r a te s  of c h a n g e  in p io p e i l ies  i;an b e  in c o n s is to n i 
and  sm all, pariicu larly  a t lo w er le m p e ra tu ro s . T he re su ilin g  p lo ts th e m s e lv e s  a re  lypically non-lin ear a t  low er 
tom poratv ires .

An a iie rn a tiv e  lo c o n s tn jc tin g  th e  A rrtien iu s plot is to shift Iho p lo ts o f p ro p c ity  a tin in si limA y long th e  lim e a x is  to 
c o n s iru c i a n ia s to i cu rv u  a s  d o scribacJ by B arker (23], (24]. In th is p ro o o d u ro  Uie Umo vo lu o s nl oac^i ten ip e ra lu rfl gro 
tta n sfo rm e d  lo OQuiviilunt tim es  a t  a  c o m m o n  re fe re n c e  te m p e ra tu re  h y  m nliiplying th e m  by  th e  Anhr^nius sh ift factor, 
II-. wtit{Jj Is rtciivort Itom  ihu A rrtioniu.s ix iualion:

(K.V

w h ere

r,.

is th e  n riiv a tio n  en«?rgy;

is ih(’ g a s  c o n s ta n t  (8,31 432  J/K);

are ' I've leToren'ce and  a g e in g  le rn p e ra lu re s  ro spee liv e iy , in kelvin.

Tho physical p ro p e rtie s  o b ta in e d  a t th e  v a r io u s  ag e in g  te m p e ra tu re s  a re  p lo tted  a g a in s t  th e  re sp ec tiv e  ira iis fo rm o d  
■.nt>es on  a co fv m o n  g ra p h . l( ih e  a g e in g  p ro p e rtie s  tran sfo rm  a c c o rd in g  lo tho  A rrh en iu s  e q u a tio n  an d  th e  co rre c t 
vaiLG is u s e d  for the ac tiv a tio n  en e rg y , ihon  a  sin g le  m a s te r  cu rv e  is o b ta in e d . T he p ro p e rtie s  of ihn r/%i\riom a fte r any  
period  of a g o in g  at tho lu fe ic n c e  te m p e ra tu re  c a n  b e  read ily  r e a d  off th e  re su ltin g  cu rv e .

S tu d ie s  (231, [24). [25]. (26) on  n a tu ra l ru b b e r v u lc a n iz a ie s  p re p a re d  from  d ry  ru b b e r h a v e  deternn ined  tho ac tiv a tio n  
e n e rg y  for Ihe oxidaU on of n a tu ra l ru b b e r  to b e  in th e  r a n g e  64  kJ/m o l lo  117 kJ/m ot. T h e  acUvaivon en e rg y  u s e d  to 
c a lc u la te  Uie m o an  k ineiic  to m p e ra tu re s  for th e  different clim atic z o n e s  is 8 3  k j/m o l (G rim rr. (2Gj). II is r e c o m m e n d e d  
th a t an  activation  e n e rg y  of 83  kJ/m ol b e  u s e d . U sing th is v a lu e  for th e  ac tiv a tio n  energy , w hich  is at ihe low er e n d  of 
tho p u b lish ed  ra n g e  for ru b b e r  o x id a tio n , h a s  th e  a d v a n ta g e  th a t sh e lM ife  es .tlm a tes  ex trap o la ted  from e lo v a te d  
te m p e ra tu re s  will b e  co n so rv a tiv o . F o r c o n v e n ie n c e  Ihe A rrh en iu s  sh ift fa c to rs  b a s e d  o n  an  activation  e n e rg y  of
03  kJ/m ol a n d  a re fe re n c e  to m p e ra lu re  o f 30  a r e  listed  in Table K. 1.

T a b le  K.1 —  A r rh e n iu s  s h if t  f a c to r s

Ageing tsmperaturo ar
■"c 8'3 kj/mol, '/} „ ,)  -i.- 30 ''C
30 1
40 2,865 1
50 ’ 7,690 8
60 19.456

70 46,626
80 106,34

T h e  tim e-tem p e ra tu re  su p o rp o s itJo n  p ro c e d u re  c a n  b e  a p p lied  lo  b u rs t p r e s s u r e  a n d  v o lu m e  d a ta  indopendon lly . II In 
unlikely how ever th a t s in g le  s u p e rp o s e d  m a i le r  c j r v e s  will bo  o b ta in e d  In su c h  c irc u m s ta n c e s . E x p o rio n ca  w ith 
s o m e  c o n d o m s h a s  sh o w n  th a t t im e -te m p e ra tu ro  su p e rp o s itio n  p lo ts o f b u rs t volum o x  b u rs t p re s s u re  re su lt in a 
h igh  d ogreft of su p e rp o s itio n . It is r e c o m m e n d e d  th e re fo re  that su p e rp o s itio n  p lo ts a r e  c o n s tru c te d  fo ' ’'u r s t  
p re s s u re , b u rst vo lum e a n d  th e  p ro d u c t of p r e s s u re  an d  vo lu m e (p  ■ V^).



K.5.2 P roce du re  fo r co n stru c t in g  tlm e-tem p«ra lu re  sup e rp o s it io n  p lots

U s e  sh ift fa c to r  v a lu e s ,  a r .  from  T ab le  K.1 o r  c a lc u la te  th o rn  from  e q u a tio n  (K .1) for e a c h  a g o in g  te m p e r a tu re  usir>y 
30  ° C  8S th e  re re re n o o  to m p o ra tu r e  a n d  8 3  k J /m o l a s  t h e  a c tiv a tio n  en erg y .

a) F o r  e a c ^  s e t  o f  a g e in g  d a ta ,  i.e . c o m b iru )tio n  o f  t im e  a n d  te m p e ra tu re ,  c a lc u lu te  th e  tiB n s fo rm o d  tim e by 
m u ttip ty ing  th e  t im e  v a lu e  b y  th e  sh if t fa c to r , o t . a p p r o p r ia te  for th a t  a g e in g  te m p e r a tu re .

b) P to t th o  m e a n  a ir  b u r s t  p ro p e rU o s  ( p r e s s u r e ,  v o lu m e  a n d  p  • V) a g a in s t  th e  a p p ro p r ln te  t r a n s fo rm e r l  llm o s. E a c h  
p fo p o fty  sh o u W  b e  p to tirtii u n  a  s e p a r a io  g r a p h .

c ) To fac ih lo tc  s u b s e q u e n t  tn lu i r>retation nt t h e  g r a p h s ,  s t a n d a r d  d e v ia tio n s  c a n  b e  in c lu d e d  in th e  p fots. 
S u p e r p o s i t io n  p lo ts  s h o w in g  th e  n u m b e r  o f n o n -c o n (o r tn ln g  c o n d o m s  a t  e « r i i  tim e  p o in t c a n  niRO b o  Inform ative.

d ) E s t im a te  tn e  she lf-lifo  p e r io d  from  th o  g r a p h s  a n d  k n o w io d g e  of Ih e  v n r ia n c e  o r  e tn n d o rd  d e v ia t io n  o f  th u  s a m p le  
p o p u la tio n s . T )ie  sh u lf-tife  p e r io d  is th e  tim e  r e q u i r e d  a t  3 0  for th e  b u r s t  p r e s s u r e  o r  b u r s t  v o lu m e  to  fall to  th e  
lim iting v a lu e  w h e r e  th e  c o n d o m s  will still b e  in  c o m p l ia n c e  w ith  th e  a ir  b u r s t  r e q u i r e m e n ts  o f  6 .1 . T h e  follow ing 
r e s u l t s  a r e  possitM e.

1 ) A s i i ^ i o  m a s te r  c u rv e  is  o b ta in e d  (m a s i  p ro b a b ly  for p '  V) a n d  Uie r e le v a n t v a lu e s  o f  th e 'a p p r o p r ia to  
tx jrs tln g  p ro p e r t ie s  c a n  b e  s im p ly  r e a d  fro m  th e  g r a p h s  a t  th e  e n d  o f  th e  p r o p o s e d  shelf> life p e r io d .

2 ) N o  m a s te r  c u rv e  ie o b ta in e d  ( th e  in d iv id u a l c u r v e s  fo r e a c h  te m p e ra tu re  d o  n o t s u p e r p o s e ) .  In th e s e  
c i r c u m s ta n c e s  it m a y  still b o  p o s s ib le  lo  m a k e  p re d ic t io n s  a b o u t  th e  v a lu e s  of t h e  b u r s t  p r o p e r t ie s  a t  th e  
e n d  of th e  p r o p o s e d  shetf*life p e r io d  b y  in v e s tig a tin g  th e  t r e n d s  in th e  c u rv e s .  F o r  e x a m p le ,  th e  e s t im a te d  
v a lu e  o f  th e  b u r s t  p ro p e r t ie s  for e a c h  in d iv id u a l a g e in g  t e m p e r a tu re  a t  th e  e n d  o f  th e  p r o p o s e d  s h e lf  life c a n  
b e  p to tte d  a g a in s t  th a t  a g e in g  t e m p e r a tu r e .  H th o s e  p lo ts  g iv e  c o n s is te n t  t r e n d s ,  t h e n  th e  tJu rs t p rc r-e r tie s  a t 
th e  p r o p o s e d  c lim a tic  te m p e ra tu re  c a n  b e  e s t im a te d  b y  e x tra p o la tio n . W h e re  s u c h  m e th o d s  a r e  u s e d  to m a k e  
p re d ic t io n s , a  full ju s tif ic a tio n  is r e q u i re d  to  s u p p o r t  th e  c o n c lu s io n s  th a t  h a v e  b e e n  r e a c h e d .

K.5.3 Teat o f sh e lM ife  e sU m ate s b a se d  upor^ A r rh e n iu s  sh ift factors

a )  S e le c t  a  s e t  o f a r c e l e r a t e d  a g e in g  c o n d i t io n s  e q u iv a le n t  to  th e  e s t im a te d  s h e lf  life a t  3 0  ®C. T h is  i s  m o s t  e a s ily  
a d \ i e v e d  by  u s in g  th e  A rrh e n iu s  sh if t  f a c to r s  lo  c a lc u la te  t h e  a g e in g  t im e s  a t  th o  p r o p o s e d  a g e in g  te m p e ra tu re s .  
T h e  sh ift f a c to rs  a r e  b d s e d  o h  a n  a c tiv a tio n  e n e r g y  o f  6 3  k j/m o l. T h e  a g e in g  c o n d it io n s  sh o u ld  b e  c h o s e n  with a 
v iew  to  re p lic a tin g  th e  m o d e  o f  fa ilu re  a t  3 0  th a t  is  p r e d ic te d  by  th e  s tab ility  study .

P) Take s a m p le s  o f c o n d o m s  from  th re e  lo ts  in a c c o r d a n c e  w ith  a n n e x  B. C o n d itio n  th e  s a m p le s  a c c o rd in g  to 
a n n e x  H a t  th o  s e l e c t e d  a g e in g  t e m p e r a tu r e  fo r th e  s e l e c t e d  tim e . T e st th e  s a m p le s  for c o m p l ia n c e  w ith  th e  air 
b u r s t  r e q u i r e m e n ts  d e f in e d  in 6 .1 .

T h e  p ro v is io n a l sh e lf- life  c la im  sh a ll  b e  u p  t o  th a t  p e r io d , n o t to  e x c e e d  five y e a r s ,  fo r w h ic h  th e  c o n d o m s  h a v e  
co m p Jied  w ith  th e  r e q u i r e m e n t s o f  6 .1 .
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Testing for holos

L.1 G e n e ra l

T h is  a n n e x  s o e c if ie s  tw o  a l t e r n a t iv e  m e th o d s  o f e q u a l  v a lid ity  fo r te s tin g  n a tu ra l  r u b b e r  la tex  c o n d o m s  fo r  h o le s ,  th e  
w a te r  le a k  to s t  a n d  th e  o lo c tr ic a (  to s t .

L.2 W a t e r  l e ak  t e s t

L .2 .1  P r i n c i p l e

Filling o f th e  c o n d o m  witfi a  s p e c i f i e d  v o lu m e  o l w a te r  a n d  e x a m in in g  for v is ib le  w a te r  le a k a g e  th ro u g h  th e  w all o f th o  
s u s p e n d e d  c o n d o m . In th e  a b s e n c e  o f  a n y  le a k a g e  Uie c o n d o m  is th a n  ro lle d  o n  c o lo u re d  a b s o r b e n t  p a p e r  w h ic h  is 
s u b s e q u e n t ly  e x a m in e d  fo r s i g n s  o f  l e a k a g e  o f  w a te r  from  th e  c o n d o m .

L .2 .2 A p p a r a t u s

L .2 .2 .1  M o u tU in g  e q u l p m o n t .  s u i ta b le  for m o u n tin g  th e  c o n d o m  a t  its o p e n  e n d .  a llo w in g  it to  b© f re e ly  s u s p e n d e d ,  
w ith  8 m e a n s  o f Hlling th e  c o n d o m  w ith  w a te r  w h ile  it is  s u s p e n d e d .  A n  e x a m p le  o f a  s u i ta b le  m o u n t  is  s h o w n  in 
F ig u re  L .1 .

L .2 .2 .2  C o l o u r e d  a b s o r b e n t  p a p e r .

L .2 ,2 .3  R o ll in g  d e v ic e  (o p tio n a l) ,  in c o rp o ra tin g  a  s m o o th  t r a n s p a r e n t  p la to . II c a n  b e  p la c e d  a t  a  fix ed  h e ig h t  of 
/ 3 0  ±  5 )  m m  a b o v e  a n d  p a ra l le l  to  th e  a b s o rb e n t  p a p e r ,  w h o r e  its  h o r iz o n ta l m o v tsm en t v/ill roll th e  c o n d o m  l)at:k 
a n d  fo fih .

T ho  p la te , if u s e d ,  sh a ll tu rn  th o  c o n d o m  th ro u g h  a l le a s t  o n e  c o m p le te  re v o lu tio n , w h e n  it is m o v e d  th ro u g h  its  travel.

L .2 -2 .4  C la m p in g  d e v i c e  (o p tio n a l) ,  s u ita b le  for h o ld in g  c lo s e d  th e  tw is te d  o p e n  e n d  of a  c o n d o m , a n o  p re v e n tin g
il from  le a k in g , w ith o u t c a u s in g  d a m a g e  to  th e  p a r t  to  b e  ro lle d  o n  a b s o r t ) e n t  p a p e r .  A n e x a m p le  is  a  s p r u n g  p a p e r  
clip

L .2 .3  P r o c e d u r e

L .2 .3 .1  M ove th e  c o n d o m  In s id e  th e  p a c k a g e  s u c h  th a t  it is  a w a y  from  th e  a r e a  w h e re  th e  p a c k a g c  is to  b e  lo rn . 
T ear th e  p a c k a g e  a n d  r e m o v e  th e  c o n d o m .

In MO c i r c u m s ta n c e s  u s e  s c i s s o r s  o r  o th e r  s h a r p  in s t r u m e n ts  to  o p e n  th e  p a c k a g e .

W e a r  s u i ta b le  g lo v e s  o r  f in g e r  c o t s  w h ile  h a n d lin g  th e  c o n d o m ,

L ,2 .3 .2  U nroll th e  c o n d o m  e n s u r in g  th a t  il is  n o t e x c e s s iv e ly  s t r e t c h e d  in a n y  d ire c tio n . If a n y  h o le  o r  t e a r  is  n o tic e d , 
th a t  c o n d o m  sh a ll  b e  d e e m e d  n o n -c o m p lio n t  a n d  fu r th e r  te s t in g  o f th a t  c o n J o m  sh a ll  t>e d is c o n tin u e d .  ( S e e  ra t io n a le  
in a n n o x  P ,)

L ,2 .3 ,3  R e c o rd  c o n d o m s  witJi o th e r  v isib le  d e fe c ts ,  n a m e ly ;  B ro k e n , m is s in g  o r  s e v e re ly  d i s to r te d  rim  a n d  
p e r m a n o n i  c r o a s e s  w ith  a d h e s io n  o f  th o  film,



Dimftnslons In inlllimelrfls

Key
1 W eii-rounoed edg e-
2  Rut>ber ring

I-’ : ; , .  F ig u r e  L .1 — S u i ta b le  m o u n t

L .2 .3 .4  F ii (ho  opC'» e n d  of th e  c o n d o m  o n to  th o  m o u n t  s o i h a l  th o  c o n d o m  is s u s p o n d o d  o p e n  e n d  u p w a rd s . ,

L .2 .3 .5  A d d  (3 0 0  : r  1 0 ) o( w a te r  a t  a  te m p e r a tu r e  b e tw e e n  10  ®C a n d  4 0  ‘'C  a n d  m a k e  s u r e  lh a l  th e  hum id ity  
in th e  a m b ie n t  a ir  d o e s  no t c o n d e n s e  o n  th e  o u t s id e  o f  th e  c o n d o m . I n s p e c t  th e  c o n d o m  for v is ib le  s ig n s  o f  le a k a g e . 
D e e m  a s  fa iled  a n y  c o n d o m  exh it^ tin g  v is ib le  s ig n s  o f  le a k a g e  from  h d e s  lo c a te d  m o r e  th a n  2 5  m m  (d e te rm in e d  to 
a n  a c c u r a c y  o f  1 m m j (ron^ th e  o p e n  e n d  a n d  d is c o n t in u e  th e  le s t .  H o le s  fo u n d  n e a r  t h e  o p e n  e n d  sh a ll  b e  m a rk e d , 
a n d  m e a s u r e d  a f te r  th e  c o n d o m  is e m p t ie d  to  d e te r m in e  w h e th e r  th e y  a r e  m o r e  t h a n  2 5  m m  fro m  th e  o p e n  e n d .

If. b e c a u s e  o f la c k  o f d is te n s io n  of th e  c o n d o m , it  i s  n o t p o ss ib ie  fo r 3 0 0  m l o f  w a te r  to  b e  c o n ta in e d  w ithin th e  
c o n d o m , p e rm it  th e  r e m a in d e r  o f  th e  w a te r  to  fo rm  a  p r e s s u r e  h e a d  w iW n  th e  filling s y s t e m .

L .2 .3 .6  If th e r e  is n o  v isib le  le a k a g e  th ro u g h  th e  c o n d o m  a f te r  s u s p e n s io n ,  ta k e  h o ld  o f  tn a  c o n d o m  b y  th e  c lo s e d  
e n d .  a n d .  if n e c e s s a r y ,  g en tly  s tr e tc h  t h e  c o n d o m  to  d is p la c e  th e  w a te r  fro m  t h e  o p e n  e n d .  S e a l  th e  c o n d o m  fcjy 
fw lsB ng it a t  a  p o in t l e s s  th a n  2 5  m m  fro m  th e  o p e n  e n d .  for a p p ro x im a te ly  1 .5  r e v o lu t io n s ,  a n d  re m o v e  it from  th e  
m o u n t .  H o ld  th e  e n d  c lo s e d  with o n e  h a n d ,  o r  w ith  a  s u ita b le  d a m p ir ig  d e v ic e  (L .2 .2 .4 ) .

L .2 .3 .7  T ra n s fe r  th e  c o n o o m  o n to  a  d ry  s h e e t  o f  a b s o rt> e n t p a p e r ,  a n d  ro ll th e  . c lo s e d  e n d  a ro u n d  a t  l e a s t  o n e  
re v o lu tio n  o n  th e  p a p e r , k e e p in g  th e  h a n d  a p p ly in g  th e  m o tio n  a n d  p r e s s u r e  a t  a  d i s t a n c e  o f  2 5  m m  to  3 5  m m  a b o v e  
th o  p a p e r .  T h e n  lay  th e  c o n d o m  o n  th o  a b s o r t^ e n t  p a p e r ,  w ith th e  a x is  o f  th e  c y l in d e r  t h u s  fo rm e d  p a ra lle l to  tho  
p a p e r .



L .2 .3 ,8  Roll th e  c o n d o m  b a c k  a n d  fo rth  a t  l e a s t  o n c o  for a  d i s t a n c e  a t  le a s t  e q u a l  to  th e  c ir c u m fe re n c e  o f th e  
c o n d o m  in ils w a ie r-filled  c o n d it io n , u s in g  o n o  o f  th e  tw o  m e th o d s  b elow .

a )  M a n u a l rolling

D u rin g  rolling, s p r e a d  th e  f^ r^ e rs  o f th e  h a n d  s o  a s  to  d is tr ib u le  th e  fo rc e  o n  th e  c o n d o m  a s  e q u a l ly  a s  p o ss ib le . 
M a m ia m  (h e  h a n d  a t  a  d i s t a n c e  o f  2 5  m m  to  3 S  m m  e h o v e  th e  a b s o r t e n t  p a p e r . M ove th e  h a n d  w ith  r e s p e c t  (o 
th e  c o n d o m  so  tf ia t th e  c o n d o m  a s  a  w lio lo  is  s u b je c te d  lo  h a n d  p r e s s u re  a n d  c o m o s  In c o n ta c t  w ith  Uio 
a b s o r t jo n t  p a p e r ,

M e c h a n ic a lly  a s s i s t e d  ro lling

P la c c  ih e  c o n d o m  o n  th e  p n p o f . a n d  u s e  th e  ro llin g  d e v ic e  in  L .2 .2 .3  to  m o v e  tho c o n d o m  th ro u g h  a t  le a s t  o n e
com p le te  revoluijon.

T h e  cor'*doi'i mny b o  ro lled  th ro u g h  m o re  th a n  o n e  re v o lu tio n  in o rd o r  to  verify  w h e th e r  o r  n o t  th e r e  is  ie o k a g e  
p ro s o o t.  )! ts  » n ie n o e c  (ha! !h e  n u m b e r  of r e v o lu t io n s  b e  s m a ll ,  a n d  in r^o c a s e  g re a te r  lh a n  10  o v e r  b o th  p ie c e s  of 
a b s o r t ie n i  p a p e r

NOTE Steps L 2 3 7 and L ? 3 fl mny be  coixJucled in an y  order. For lubricated condom s. !he rolling m ny b e  d o n e  twice o n  two 
f.ep.iraie s^ee is of aDsorDcnt pop^f, to elim inate con fusion  b e tw een  m arks m ad e  by the lubilcnnt »nd  th o se  m a d e  by the w ater

L .2 ,3 .9  In sp e c t  th e  o a p o r  for iiny  i^ign of l e a k a g e  o f w a te r  fro m  th o  c o n d o m , Ig n o re  a n y  m a r k s  m a d e  hy litu 
lu b iic a n t .  H o les  fo u n a  n e a r  th e  o p e n  e n d  sh a ll  b e  m a r k e d ,  a n d  H\oir (ocutfot^ m e a s u te d  a f te r  b e in g  e m p tie d  lo verify  
th a t  th e y  a r e  m o re  ih a n  2 5  m m  from  th e  o p e n  e n tl . C o n d o m s  w ilh  h o le s  m o re  th a n  2 5  m m  fro m  Ih o  o p e n  e n d  sh a ll
i)ij d o e r n c d  n o n -a ^ m p iia tit

L.3 Electrical lesl

L -3 .1  P r i n c i p l e

Tr^ft c o n d o n is  flro iniiially s c ro e n e r t  e le c lr ic a lly  lo  d e t e c t  h o le s .  A c o n d o m  w h ich  h a s  n o  h o le s  a c i s  a s  a n  in su la to r  
a n d  a llo w s no  c u rro n i lo flow  in a n  o lo c tric a l c ircu it, A c o n d o m  w ilh  a  ho lo  will allow  a  c u r re n t  to  p a s s .

C o n d o m s  w h ich  fail !h e  e le c tr ic a l  t e s t  a r e  th e n  t e s te d  by  ro lling  o n  c o lo u re d  a b s o rb e n t  p a p e r  to  c o n f irm  th e  p r e s e n c e  
Of a b s e n c e  of a  ho le

L ,3 .2  A p p a r a t u s

L ,3 .2 .1  E le c t r ic a l  t e s l i n g  equ ipm en t, for exam ple  a s  s h o w n  in  Figures 1.2 and  L,3,

T h o  p a r a m e te r s  a re : v o lta g e  ( 1 0  i .  0 .1 )  V; r e s i s t a n c e  ( 1 0  ±  0 .5 )  k f ) ;  a c c u r a c y  o f th e  voltrinetef ±  3  mV.

L .3 ,2 .2  E le c t ro ly te  s o l u t i o n ,  c o n s is t in g  o f a n  a q u e o u s  s o d iu m  c h lo r id e  so lu tio n  IpNaci ”  ( 2 5  i :  5 ) ° C , is
ro c o m m o n d e d  bu t a  so lu tio n  o f  s u i ta b le  e le c tro ly te  w ilh  e q u iv a le n t  c o n d u c tiv ity  m a y  b e  u s e d  a s  a n  a l te rn a tiv e  [e .g .
f ’u»}S0 4  ~  =  1 .0 ) g/1].

L .3 .3  P r o c e d u r e

L .3 .3 .1  M ove th o  c o n d o m  in s id e  th e  p a c k a g e  s u c h  th a t  it is  a w a y  fro m  th e  ^jrea w h e re  th o  p a c k a g e  is to  b o  lo rn . 
T e a r  th e  p a c k a g e  a n d  r e m o v e  th e  c o n d o m .

In n o  c ir c u m s ta n c e s  u s e  s c i s s o r s  o r  o th e r  s h a r p  in s t r u m e n ts  to  o p e n  th e  p a c k a g e .

W e a r  s u i ta b le  g lo v e s  o r  f in g e r  c o l s  w h ile  h a n d lin g  th e  c o n d o m ,

I..3.3.2 U nroll th e  c o n d o m  e n s u r in g  th a t  it is n o t e x c e s s iv e ly  s t r e t c h e d  in  a n y  d irec tio n .
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K«y
1 Support (se« Fig^jre L.3)
2 Con(V>m Alidd wilh electroiyla fixed on support
3 Ak«cI (o support
4 Contair^r wtih el&cirolytd
5 Electrode
6 10 k{»re!WRrnr
7 Gtatie <0 V volisge supply
8 Voitmeler

Figure t .2  — Diagram of vquipmftnl for •tec trica l t««t

L.3.3.3 Examine (he condom visually under norrrial or corrected vision. Oeern as failed any condom which enhibils
0 visible hold or tear, end discontinue ;he test.

L.3.3.4 Record condoms with other visiWo defects, namely a broken, missing or severely distorted rim and 
permanent creases with adhesion of the film.

L.3.3.5 Fit the open end of the condorri onto the mount (L.3.2.1) so that the condom is suspended open end 
upwards.

L.3.3.6 Add (200 ±  10) ml electrolyte (L.3.2.2) to the condom, inspect for visible electrolyte leakage. Deem as 
failed any condom which exhibits visible leakage. Submerge the non-leaking condom in a container also containing 
oloctrolyto such that all but at least 25 mm from the open end is submorgod. Apply a 10 V stabilized continuous 
voltage source in series with a 10 k52 high precision electrical resistance t>etween the electrode in the container and 
the electrode inside the crinrlom.

Measure the voltage at the resistor after (10 ±  2 > s. Record the resjrft.

If a votlage equal to or greater than 50 mV is recorded, empty the condom and subfoct the condom to the water test 
‘ as described in L.2.3.4 to L.2.3.9. or lost the condom according to L.3.3,7.

L.3.3.7 Add sufriciont oiectrolyteAvator to make the volume within the condom (300 ±  10) mt. Seal tt»o op<»n end of 
the condom by twisting the condom for approximately 1.5 revolutions and reniove the condom from the mount. 
Remove the excess electrolyte by wiping the condom wilh a soft cloth or by genUe rolling on absortient paper. 
Sut>}ect the condom to the water test as described in L.2.3.7 to L.2.3.9.



DimenstorSs In mlllim«trBs

Figure L.3 — Examples of means o f attaching the condom  to the support 

L.4  E x p r e s s io n  o f r e s u lt s

The lost rcpors shall includo elcmcnls from annex N and the following pariculars;

a) the number of condoms exhibiting a visible hole or tear before mounting on the apparatus; the number of 
condoms oxhibitmg o voltage oqual to or greater than 50 mV (in the case of the etoctrical test);

b) the tiumbor of condoms with leaks observable on the apparatus, which when measured are located n iijjc  thfin 
25 mm from the open end (in the fuaso of the visual test):

c) the number of condoms which showed signs of leakage on rolling, which when measured are located more than 
25 mm from the open end;

d) the number of condoms with visiWe defects other than hoJes or tears, and the nature of Ihe defects,



Tests  for p a c k a g e  integrity

M .1 G e n e ra !

Packagc integrity rcfors to the posslt)<lity of breaches in sealed individual condom containers Oiat may result in the 
ifMkagn nf iithrirani Such hrnachnii will also cause the package to be pormonblo to oxygon. However, the test given 
in this annex cannot dotoct leakage due to microporosity or gas permeability of the materials used to construct the 
iriOivjOual f.ontamors. Consequently. tNs test can bo used only to detect leaks large enough to allow le<Jkago of 
lubricant.

Several tests are under rtevetopment. Pending conclusive validation that new tesls provWe greater fonsitivliy or 
consistency, package iotogrity shall be measured according to the following protocol using a vacutmt level 
rorrosponding lo (20 ±  .*>) kPa absolute prcs!>urn.

Some teaks may noi t>o deiectod by ihis procedure. Po.sitive pro&suro Inaide tlie condom container after tlu.> vacuum 
is drawn may force the lubricant, if present, to plug sm rll leaKs. The size of Iho leak that can bo (lotcclo<j is 
cependen: upon tho lubricant and the ruture of the packaqittQ material.

M.2 Test m ethod

M.2.1 A p p a ra tu s

M.2.1.1 Vacuum chamber, capable of withstanding approximately one atmosphere pressure differential. Hited wtih 
a vacuum pump, a vacuum gauge and ihe possibility to inspect the inlerior during ihe lest. (See rationale in annex P.)

M .2.2 R e a g e n t

M.2.2.1 Immersion flu id  (water), treated with a wetting agent (such as dishwashing liquid).

M.2.3 S am p lin g

Use spcctal inspection level S<3.

M.2.4 Test S pecim en

Condoms in their individual containers.

M.2.5 C ond it io n in g

The tesi specimens and t<;sl fluid shall be at equilibrium with normal room tompersiure.

M.2.6 P rocedure

Submerge the individual condom containers in water contained in a vessel within the vacuum chamber. The 
uppermost surlace of the containers sbaH be covered by not less than 25 mm of wetor. If a dye is added to the water, 
leakage of water into the container will be easier to detect.



TWO cx moiG coniflinofs may ho lostod ot mo same lime, provklod thflt Uioy aro plncocl In such a rrannor that nil parts 
of Qvory coi\tainof undo* tost can b« obSQfved for lonkoge during tho tosl. ■**

Evacuate thn c^tamhnr to an nb&oluto ot (20 :i: kPa. 4.s Iho vacuum inuiuusos. obsorve Ihd condom
contai<%or« lor loaKay© tn inc lornrt of a st«ady progression of bubUes. l 80lala<l bubblos caused by ontrflp̂ M=»cJ air are 
no( considorod as loaks. FloxiWo porifaging wilh liltio or no hoadspaco cannot b© roliably ovaiualod with (his tost 
method.

Hold the vacuum for 1 min. Release the vacuum, remove the lid, and examine the condom containers for the 
presence of water inside.

M.2.7 Interpretation o f re su lts

If there aro bubbles indicating loaks in a condom container as the vacuum Increases, or when held hI specified 
vacuum , ihon the spcc tm on  foils th o  tos is

If I/1G test fluid is visible inside a container, the container fails the test.

If !here are no bubbles obsen.'ed indicating leaks, and if no test fluid is visible insir^e a conlainer, the container passes 
:l'o lost.

f*1.2 .0  Tf>st re p o r t

Ti-.o test report shad ioctude tt'e elecnents of annex N and the following pBrticulms;

a't thn numbwrs of coptftineis wilh detected l^aks from air-bubbtes,

t '  ‘tiG nunibcfi of conliiinora detected leaks of fluid inside Vhe container.



T e st  report

The test report shall contain at least the followir>g Inforrnatiori;

a) name and address the test laboratory;

b) name and address of (he dient;

c) idenitficalion of tMe test report;

d) identification of the sample (sample sizo. lot numbor and lot size);

e) origin of the sample, date of the sample’s arrival to the laboratory and idenlily of the responsible party who has 
taken the sample;

0 a reference to this Inlurnalionat Standard and the relevant annexes;

g) description of all deviations from this International Standard;

h) results according to rulevant annexes;

i) measurement error, if available;

}) dale of the t«st report and the si^jiature and title of the person(s) responsible for tho report.

N orm ally  it is reuitnmondod that condoms used in testing be destroyed alter testing. Somelimos condom s nood to 
be kept to dcrnor^stratc particular problems. Thus it is important that ih© condoms bo marked or stored in such a way 
that unintentional use is  provenled.



Calibration  o f  a ir Inflation e q u ip m e n t  for de term ination  of bu rs t  v o lu m e
a n d  p r e s s u r e

0 .1  S y s te m  c h e c k  a l g o r i t h m

Dun in ihn fHvorsity of equipmoni usod by different laboratories, il is nol pidciiudl lu d«rine all calibration ana 
venficialion prococlures.

The steps described in 0 .2  to 0 .10 and listed in Figure 0.1, if performed in order, are an example of suitable system 
checks for verification, audit fend calibration whicii apply to many systems. The algorithm may need to be adapted to 
suil individual equipment configurations. Some systems may benefit from the installation of ..additional equipment, 
sucin as tees. tsolHling vnlvcs or manual conlrol switches, to facilitflle system checking.

In-house caiibrntions shouirl ho done at appropriate intervals, or whenever there is a reason to doubt the reading on 
an instrument

0 .2  C la m p  s lip  f o r c e  c h e c k

This test ensures that Ihc condom length does not vary signiric«ntly during inflation and consists of marking a 
condom as close as possible lo  the top of the collar, inflating the condom until it Is near lo burst, bursting it with a pin 
near the reservoir, and observing whether the mark has moved.

0 .3  In f la tio n  l e n g th  c h e c k

Thts IS a niGiisurement, cither on the test head or on the length-measuring mandrel, that verifies that 150 rr.n  of 
condom is Cifiing inflated, i.e. that the length limiter is properly set, that the condom is not stretched by iho clarr:ping 
equipment, and lhal it is not being blown out of position before the clamp grips it.

0 .4  C u ff  le a k  c h e c k

Ttiis is a check that inflated cuffs do nol leak air, especially into tlie condom. If the cuff ana the air supply can be 
actuated separately, it is possible lo  check Iho cuff by turning on the air supply, isolating the cuff, and then observing 
It  to see that it is still inflated after, say, 5 min.

0 .5  A ir s u p p ly  le a k  c h e c k

This step chocks that there are no leaks in the air supply system or the pressure-sensing system that would cause 
an error in the measured volume.

0 .6  P r e s s u r e  g a u g e  c a l ib r a t i o n

Pressure gauges or transducers can be checked regularly against a reference meter, connected in parallel with ttie 
gauge or transducer. A convenient and accurate reference Is a water-tube manometer. The whole range of pressures 
encountered should bo checked, either by placing a variable constriction over the lest head or by inflating a condom 
(or two. one over the other) in stagos.



NOTE Some items, such as elimination of teaks, are a prerequisite to others, such as calityation of volume and pre&si>i A 
reacilngs. but oth«rs, such as timer tf>»cklng. Inflation length and vertflcation o f automatic recor<lng. can be done Independertiiy 
of most other checks.

Figure 0.1 —  List of periodic checks

0.7 Air flowrate adjustment and calibration

ir the system relies on timing the inflation and multiplying by the flowrate, the flowrate needs to be known eccurately; 
if. however, total volume is measured, it needs only to be within the stipulated range, it is advisable to set tl:e ftowrate 
around the centre of the allowable range, to allow for fluctualk>hs dua to amt>lent conditions.

Flowrate calitxation is conN«nienlly carried out using a sullat3le variabl^area flowmeter (rotameter) calibrated 
against a certified Instrument. Rotameters are simple in construction, having few moving parts, and much of the 
critical equipment inskje the meter is directiy visit>le to the user. Volume meters can also tse used.



Tho calibrating meier should be flltac^iod dlrocOy to ihe condom tost head, whore Ihe condoms aro nortnally 
mounied. SuitaWa slanda nod connecting hoses (with minimal proaaure drop) rnny t>o f^ooossary. Ifihn ro  is no 
pcrmnncni in-line meter, it is important to verify that the connection of the meter does not alter the fiowratn 
S ig n if ic a n tJ y .

CtiHngos in ambient conditions may affocl the flowrale sllghyy. in d  on syslortis lh«t roiy on «lapso o( timo to tjursi, 
nov.'r:itc should be chcckcd and recalculated hvice daily, and whoi^ovot theio aio iKujui woathor clumgos.

0 .8  Jn-H ne v o lu m e  o r  f lo w r a te  m e te r  c a l i b r a t i o n

For systems equipped with an in-line volume meter (for example, a diaphragm meter or a turbine meter), the meters 
uiA;uiHcy can be checked against the rotameter (or other reference meter) cited abovn. Tho t«si volume ar.
iho quantity of air deliveretJ to ihe condom, and either it must thus be measured at the test head, or a correction must 
bo made (using Uic ideal gas law) for any expansion between the volume meter and the lest head. The pressure drop 
between the volume meler and the test head should be ascertained by a pressure gauge at tho volume meter,

in-line roiameters- like calibrating rotameters, are governed by the rotameter equation. A correction must be made for 
the pressure and tetnperature under which the rotameter is operating, and for the expansion between the in-line 
meter and (he test head-

0 .9  T im e r  c h e c k

StODwatches or e lectric  tim ers  shou ld  be checked a g a in s t na tiona lly  ce riifte d  tim ers (for exam ple , te lephone  clocks
or bfoac'casi luj^e signals).

0 .1 0  V e r if ic a tio n  o f  a u t o m a t i c  r e c o r d in g

On sysion's '.vtierc results (of pressures, volumes or times) are recorded automatically using computors or olhor 
eouipmeni. i; is r;ecussary to check that the quantities recorded are actuaHy those current at tho time of bur;>(. Th»s 
r-.ust bo ccne !nr each tost head in iho system. Tho burst volume (or time, as «'ippropriate to the system) nnd tho
burst pressure should be observed for five condoms on each head. The results should bo compnrod with tho
^luiomaiically reccrced v^iKies.

0 , 11 I m p o r ta n t  e q u a t i o n s

If a gas experiences a drop in pressure as it flows, it will expand. The flowraie and the pressure are related by the 
lOeaigasiaw

pt ■ qx -  IJi ■ (0,1)

where

p, and i i \  are the pressure and flowrate at point 1 in the system;

P2 and ' i2 are the pressure and volume at point 2.

The reading on a rotameter depends on the pressure and temperature of the gas flowing through it. U a rolameter is 
calibrated at pressure po ^hd temperature %  but the actual conditions where the measurement is being made are 

and 7 ‘,„ then the true flowrate, Q . is related to the flowrale indicated, q. liy the following equation.

Q  =  (0 .2)
\ pm • /o

NOTE All pfftssures in the obovo equation are absoluto pressures
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Annex P

(informative)

Rationale

P.1 General

w ith the exception of the tests lor stability and shetf life defiorlbed in clause 7. this International S tandard does not 
require that a  manufecturer pdrform any of the tests. Rather, the Quality System  m ust a ssu re  that the products m eat 
the rfiqulrements sot in this Internalional S tandard when tested by a  third party, using the specified te st methods. In 
practice, m ost m anufacturers te s t sam ples of tficir nnished products by the m ethods in this InternaUonal S tandard or 
use other validated m ethods in order to ensure that the products m eet the requirem ents given. The test mc^od.>s can 
also  b e  useftil when m anufacturers create their quality m anagem ent system s.

Tftst m ettiods intended for third party verification of the quality of isolated lots are included in this International 
Standard.

This Internationai S tandard )ntn3d u < ^  a  requirem ant for manufacturei^ to estim ate the shelf iffe of any new  or 
modiHed product and to Initiate rea(~timQ ageing studies before placing the product on market. Provision is m ade 
through accelerated stability studies to allow manufacturers to introduce new products in a  timely m anner while 
ensuring that there is ongoing surveillance through the real-time stability studies to confirm shelf-life claims. 
Technical details on stability and  shelf-life requirem ents are described in clause 7.

Certain elem ents of this International S tandard (introduction and clause 11) Indicate requirem ents yet do not spedfy  
m easurem ent param eters, limits or test metfic^. These requirem ents shall be addressed  by the menufacturor'e 
quality system.

P.2 5.3.2 and 6.1

M easurem ents of width are m ade a t two different locations on the condom. In 5.3.2 the width is m easured to define 
size. This is important for the safety of the consumer, to avoid the condom slipping off the penis in use. For this 
reason the width is m easured within 35 mm of the open end. in 6 .1. the widtfi is m easured a t the midpoint of the 
condom for u se  In determining the minlnuim bursting volume. The measurem ent-Is done a t the midpoint to ensure 
that ttie m ost appnspriate requirem ent for bursting volume is chosen. If the condom Is parallel-sided, the value for 
width determined according to 5.3.2 may be used  in 6.1.

The marking of 75 mm from the d o se d  end, a s  required in 6 .1, may b e  done a t the time that the condom is placed on 
tfie mandrels

P.3 6.3 Requirements for products proclaiming *‘extra strength”

in many countries som e types of condom are  described a s  'extra strong", "extra strength ', 'hyper-safe ', etc. 'Extra­
strong ' condom s are  som etim es recom m ended for anal sex. To avoid this claim being m ade for regular condoms, ttiis 
International S tandard im poses an  additionaS requirement on condom s daiming to b e  "extiB strong".

The force at break, a s  m easured  by a  tensile test, shall exceed 100 N, com pared to ca. 70 N, which is a  typk^l value 
for regular condoms. 1 0 0  N is an empirical value based on tests conducted on “extra strong" condom s available in 
the ma)or markets. 'Rie value 2.0 kPa w as also chosen in ttie sam e way to discriminate from "regular" condom s in 
conjunction with the tensile test.

The extra strength requirem ent In this International Standard typically Indicates th ^  the condom is thicker. 
Insuffident comparative clinical studies have been conducted to determ ine whether o r not thid^er condom s break 
less in use. ‘Extra strong* condom s may b e  perceived a s  t>eing less sensitive and therefore less acceptaU e to som e 
usere. N ^erthe less , other u se rs  prefer this type of product. Therefore, additional requirem ents have been added  for



this type of product, including requirem ents for clinical evaluation of the perform ance or adrtitiona! labeliinj 
informaUon.

P.4 Clause 7

Tests for shelf life and stability are new requirem ents introduced in this edition. T hese  tests  should not b e  confused 
with the European Type examination, performed by a third party, which is a  pre-m arket regulatory procedure. The 
tests In clause 7 shall b e  regarded a s  part of the manufacturer's pre-marketing approval system  for new products. 
The real-time study is intended to validate any resutts obtained from accelerated  ageing studies. The requirem ents in 
clause 7 are intended to avoid unnecessary  testing and help the m anufacturer to prepare one se t of docum entation 
for all markets.

Stability studies and shelf-life estim ates shall be conducted a t or referenced to 30 °C  since studies have shown that 
this Is the m ean kinetk: tem perature of tropical d im ates and is therefore suitaMe for condom s intended to be 
distributed to any part of the world. ISO/TC 157 believes that since m anufacturers may not be able to control the 
ultimate destination of their products, the m ost stringent requirem ents. I.e. tropical conditk^ns, shall apply

P.5 Clause 11
a) 11 .1

The requirem ents relating to Ink and the protection afforded to the condom  by the containers and packages 
during transport, sto rage and opening shall be evaluated by the m anufocturer on the basis of practk^al 
experience and consum er complaints and shall form a  part of the m anufacturers and/or distributors quality 
system. No specific te s t m ethods for packages, other than for package integrity in clause 10. are deem ed 
necessary. For new designs of packages the manufacturer shall, on request, supply the regulatory authorities 
with a  justification that the  packages are adequate to ensure that the condom s m eet the requirem ents in this 
standard after normal handling, transport and storage. It is assum ed  that the risk of dam age to the condom 
during opening of the packages will be a s sessed  during normal testing and  will b e  reflected in the test results.

If condom s are  supplied directly to consum ers in indivkJual containers then the indivkJual container shall be 
regarded a s  a  consum er package and shall m eet all the labelling requirem ents.

b) 11 .2 .2a), 11.2 .3d)

Depending on the regulatory system  in the country where the condom s a re  m arketed, action taken by a 
distributor such a s  marking (brand nam es), packaging or lat>etllng may qualify him to be regarded a s  a  
manufacturer.

c) 1 1 .2 .2  c)

The format of the expiry date, month/year or year/montft) does not m atter a s  long a s  the requirem ents in the 
subclause are met. The intenthsn of this su b d a u se  is to avoid any confusion b ec au se  of difTwent practices.

d) 11.2.3.1 d)

S ee 11.2.2.

e) 11.2.4 d)

The year of puUicatk^n of the International Standard is not h iportan t if sp a ce  is limited. The reason for stating the 
International S tandard on the package is to indicate to the consum er that the condom m eets high safety 
requirements in those m arkets w here no nagulations exist.

P.6 C.4 Precision and bias

Table P.1 is b ased  on an  intertaboratory study on the accuracy of lubricant recovery from condom s two 
lubricants — silicone and  polyethyleneglycol (PEQ/N9) — tested by nine laboratories.

NOTC The number of materials does not meet the minimum requirements for determining preciskjn prescribed in ASTM Practice



In t>otfi cases 400 mg of lubricant was applied to the condoma. The difference (recovered minus applied) was 
analysed. The results of this study will not necessarity apply to ottior lubricant doses.

Table P.1 — L ubrican t recovery
•

Lubrican t ty p *

Av«r«o« d if fa r tn c *

(Lubricanl rticovemd -  Lutxlcanl applied) 

mg

Standard

«r

deviation 

•  n

R tpaa tab lllty

r

R'!»prt)duclblllty

R

StarKSard slUoor« as 23 40 64 113

PEGfl^g 83 20 37 55 104

Tho average difference observed between lubricant applied and lutxlcant recovered is given in the 'Average 
difference' column of the table above. The figure is the bias of the method, that is, the method recovers 63 mg to 
85 mg more 'lubricanf than was applied.

Kr (S the within-taboratui y standard deviation of the average lubricant recovered;

s /7 is the between-laboratory standard deviation of the average lubricant recovftrnfi;

r  is the withln-laboratory repeatability limit =  2 .8  ,ir'.

R  is the between-laboratory reproducibllily limit =  2 .8  sn-

Sincc single tost results were obtained, R  represents the variability obtained between different laboratories on lest 
specim ens taken at random from a single quantity of hom ogeneous material.

The absolute difference between two single test results is expected to lie below R  with a probability of 95 %.

P.7 D .3 .2  —  R e m o v a l  o f  l u b r ic a n t s

An example of a procedure to remove lubricants is given below.

a) Remove any lubricant or powder by washing with a suitable solvent such a s  propan-2-ol. Rinse the condom in a 
slurry of talc (fine grade) in a suitat>lc solvent such a s  propan-2-ol (50 g/l), Ory tho suspended spocimon m a 
suitably ventilated space lor at least 15 min.

b) The closed end of the condojn is removed to provide a  suitably sized opening which allows free flow of air to dry 
the inside of tho condom.

c) Remove any excess talc by wiping.

d) Allow the condom to dry thoroughly for at least 16 h at (23 ±  2) ®C. and (50 +  5) % relative humidity

P . 8  E .3 .2

S ee P.7 for a procedure to remove lubricants.

P .9  A n n e x  I ^

a) 1.1

Annex 1 is partly used (n this International S tandard for the verification of extra strength. The test method for 
elor>gation is informative maintained in this International S tandard as there is a need to have standardized 
methods for purposes other than the requirements of tt>ls imernational Standard,

b) 1.3.4

S ee 0.3.2 for a procedure to remove lubricants.



P.10 A n n e x  L

a) L.2
Basod on ASTM D 3078-94 (19],

b) L.2.3.2
A vis.h.e no.o or a tear near me open ond may cause the condom to Slip o. broaK. Visible ho.os or .onrs arc 
judged over the full length of the condom including the 25 mm from the open e.id.

c) L 2.3,5
D e p e n d in g  on the reiative humidity, the difference In terT^pemture between the room and the water in tho condom 
c o n d o n s a tio n  may occur on the condom surface.
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